MIHICTEPCTBO OXOPOHM 3/I0POB’AI YKPAIHU

HAKA3

Kuis

13 >xoBTHSA 2026 pOKYy Ne 1576

IIpo Aep>xaBHY peecTpariilo (mepepeecTpaniio) JiKapCbKHX 3aco0iB (MeJUYHHX
iMyHOOio/ToriuHMX npenapariB) Ta BHeCeHHsI 3MiH /I0 peecTpaljiiHUX MaTepiasiiB

BignosiaHo fo crarti 9 3akoHy Ykpainu «IIpo jsiikapcebKi 3acobu», MyHKTIB 3,
26, 30, 49 Tlopsiaky mepskaBHOI peecTpariii (repepeecTpaiiii) aiKapcbKuX 3acobiB,
3aTBep/pKeHoro roctaHoBoro Kabinety MinicTpiB Ykpainu Bif 26 TpaBHs 2005 poKy
Ne 376 (B pemakiiii octaHoBu KabiHety MiHicTpiB Ykpainu Big 26 kBitHs 2024
poky Ne 529), aG3aily ABafLATh I’STOr0 MiANyHKTY 12 TyHKTY 4 IToM0KeHHS Tpo
MiHicTepcTBO OXOpPOHM 37I0pOB’ST YKpaiHu, 3aTBeppKeHoro rnocrtaHoBoro KabiHery
MinictpiB Ykpaiau Big 25 Gepesnst 2015 poxy Ne 267 (B pejakiiii IOCTaHOBH
Kabinery MinictpiB Ykpainu Big 24 ciuas 2020 poky Ne 90), Ha migcTaBi
pe3y/IbTaTiB eKCIepTU3 peecTpalfifHuX MaTepiasiB JiKapchbKUX 3aco0iB (MeAUYHUX
iMmyHOOio/lOTiuHMX ~ TIperapariB), 10 TIOflaHi Ha [Iep’KaBHY  peecTpariifo
(mepepeecTpallito) Ta BHECEHHs 3MiH /0 peeCTpalliiHUX MaTepiasiB, MpPOBeeHUX
Jlep>KaBHUM  TiIMPUEMCTBOM  «Jlep>KaBHUM eKClepTHUM LieHTp MiHicTepcTBa
OXOPOHHU 3/I0pOB’Sl YKpaiHW», BHCHOBKIB 1110710 eheKTUBHOCTi, Oe3reyHoCTi Ta
AKOCTI, WJOA0 eKCIIepTHOI OLIHKMU CITiBBIJHOLIEHHS! KOPUCTL/PU3MK JIIKAPCbKOrO
3aco0y, 1110 TIPOTIOHYETBHCS [0 Jep)KaBHOI peecTtpaillii (mepepeecTpailii), 070
BHECEHHsI 3MiH /10 PeecTpalliiHUX MaTrepialiB Ta peKOMeHZAIlil JiKapCchbKoro 3acoby
[0 Jep>kKaBHOI peectpailii (repepeectpailii) abo BHeCEHHSI 3MiH [0 peeCcTparliiHuX
MarepiasiB, 10 HaAiMIUIM A0 MiHicTepcTBa OXOPOHM 3/10POB’S YKpaiHM JIMCTOM
Jlep>KaBHOTO TMiANPUEMCTBA «/lep>KaBHUM eKCIepTHUM 1leHTp MiHicTepcTBa 0XOpOHU
310poB’a YKpainu» Bif 05 »koBTHS 2026 poky Ne 4250/22.2-26,

HAKA3Y1O:

1. 3apeectpyBaTH JiKapchKi 3acobu (MequuHi iMyHOOio/IOTiUHI MpernapaTH) Ta
BHECTH /10 [lep>KaBHOT'O peeCTpy JiKapCbKUX 3aco0iB 3rifiHO 3 AoAaTKOM 1.

2. ITepepeecTpyBatu JiKapchki 3acobu (MeauuHi iMyHObio/OTiuHi TIperiapaTy)
Ta BHECTH 710 [lep>KaBHOT'0 peeCTpy JiKapChbKHUX 3ac00iB 3TiJHO 3 ZI0/JaTKOM 2.



3. BHecTu 3miHM [0 peecTpaljiifHUX MartepiaiiB Ha JiiKapCbKi 3acobu (MeauuHi
iMyHobiosoriuni mpemnapat) Ta /lep>kaBHOTO peecTpy JiKapChbKUX 3ac00iB 3TigHO 3
JI01IaTKOM 3.

4. BigMoBUTH y [ep)kaBHili peecTpallii/mepepeecTpaliii TiKapchbKUX 3aco0iB
(MeguuHMX iMyHOOiO/IOTIYHMX TMperapariB) Ta BHeCEHHi 3MiH [0 peecTpaLiiHuX
MarepiamiB Ta /lep>kaBHOTO PeeCTpPY JiiKapCbKHX 3ac0biB 3rifiHO 3 J0AaTKOM 4.

5. ®apmatieBTuHoMy yripaBiiHHIO (OsekcaHgpy ['pilieHKy) 3abe3mneunT
OTIPU/TFOJJHEHHST 1[bOT0 Haka3dy Ha odilifiHoMy BeOcaiiTi MiHicTepcTBa 0XOpOHU
30pOB’d YKpaiHu.

6. KOHTpOJIb 32 BUKOHAaHHAM 1[bOI'0 HaKa3y IOK/IaCTH Ha 3acTyInHuka MiHicTpa

€sreHisa ['oHuapa.

MiHuicTp BikTop JISAIIIKO



Hoparoxk 1
/0 Haka3zy MiHicTepcTBa 0X0poHH

30poB’st Ykpainu «IIpo gepxaBHY
peecTpauiio (mepepeecTpanii) JiKapChbKUX
3aco0iB (MegAMYHHUX IMyHOOi0/TOriUHHX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniiiHuX MaTepiaxiB»

Big_13 xoBTHs 2026 poKy Ne 1576

IIEPEJIIK
3APEECTPOBAHUX JIIKAPCBKHX 3ACOBIB (MEJVNYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCATBHCHA 4O JEPKABHOI'O PEECTPY JIIKAPCBKHUX 3ACOBIB

Ne Hassa MixkHapoo Hassa Koo ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 Ha diroyoi ATX BUMYCKY 3asBHUKa BUPOGHUK Bionycky aHHs1 peecmpayitiHo2o
3acoby HernameH | pe4yoBUHU (nikapcbka a nocsioyeHHs1
mosaHa c¢hopma,
Hassa* ynaKosKa)
1. | BAJIKYBIT® valsartan cakybiTpn C09D TabneTkn, BKpUTI KPKA, CnoBeHis BMPOBHULTBO CnoseHisa peecTpauist Ha 5 pokis 3a He UA/21468/01/02
and ny X04 NNiBKOBOKO A.4a., Hoeo «in bulk», peyenmom nionsieae
sacubitril BUrNASI 060/10HKOM, 49 MecTo nepBrHHe Ta IHCTpyKLisa ANa MeguyHoro
caky6itpun mr/51 mr, no 14 BTOPVHHE 3aCTOCYBaHHSA NiKapcbKoro
Ny HaTpito TabneTtok y nakyBaHHs, 3acoby Ta TekcT
Ta 6nictepi; no 2 KOHTpONb cepil MapKyBaHHS yNakoBKu
BasicapTaH abo 4 6nictepu Ta BUMYCK (eCTD Bepcis 0006).
y BUrNAgi y KOpo6Lj cepiii: MeToan KOHTPOSO SKOCTI
BasicapTaH KRKA p.4., nikapcbkoro 3acoby (eCTD
y Hoso mecTo Bepcis 0007).
AvHaTpieB 3BiT 3rigHo goaatky 29
oi coni Mopsgky (eCTD Bepcis

0000) 3BiT 3rigHO gofatky
30 Mopsaky (eCTD Bepcis
0003) Pestome MYP Bepcis
0.3 (eCTD Bepcist 0000).
MepiognyHicTb NogaHHsA
perynsipHo OHOBJIOBAHOTO
3BITY 3 6e3neku, BignoBigHO
Ao Mopsagky 34iACHeHHS
dhapmakoHarnsgy,
3aTBEPKEHOTO HaKa3oM
MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apPeECTPOBaHOrO B
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n/n

Hassa
JliKapcbKo20 Ha
3acoby HenameH
mosaHa
Ha3zsa*

MixxHapoo

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3as8HUKa

Bupo6HuK

KpaiHa
BUPOOBHUK
a

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o
nocsioYeHHs

MiHicTepcTBi tocTuLi
Ykpainu 29 ciuHs 2007 poky
3a Ne 73/13340 (3i 3miHamw),

CTaHOBWTb: 3rifHO 3i

CTpOKamu, 3a3HavyeHmn y
nepioguyYHoOCTi NOAAHHSA

perynsipHux 3BiTiB 3

6e3neku.

valsartan
and
sacubitril

BAJIKYBIT®

cakyobiTpn
ny
BUrNAII
cakyobiTpun
Ny HaTpito
Ta
BancapTaH
y BUrnsagi
BasicapTaH
y .
AnHaTpieB
oi coni

C09D
X04

TabneTkn, BKpUTI
NAiBKOBOO
o6onoHkKot, 97
mr/103 mr, no 14
TabneTok y
6nictepi; no 2
abo 4 6nictepu
y Kopobuj

KPKA,
4.4a., Hoso
MecTo

CnoseHis

BUPOBHULTBO
«in bulk»,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTpOnb cepii
Ta BMMyCK
cepii:
KRKA a.4.,
HoBo mecTo

CnoBeHisa

peecTpauist Ha 5 pokis

IHCTPYKUiA ANS MeagnyHOro
3aCcTOCyBaHHS NiKapcbKoro
3acoby Ta TekcT
MapKyBaHHS ynakoBKu
(eCTD Bepcis 0006).
MeToau KOHTPOIo AKOCTI
nikapcbkoro 3acoby (eCTD
Bepcis 0007).
3BIT 3rigHo goaatky 29
Mopsigky (eCTD Bepcis
0000) 3BIT 3rigHO goaaTky
30 Mopsaky (eCTD Bsepcis
0003) Pestome MYP Bepcis
0.3 (eCTD Bepcist 0000).
MepiognyHICTb NOgaHHSA
perynsipHoO OHOBJIOBAHOTO
3BiTYy 3 6e3neku, BigNoBIgHO
0o MNopsaky 34iCHEeHH:
dhapmakoHarnsgy,
3aTBEPAKEHOrO Haka3oMm
MiHicTepcTBa OXOpPOHK
3[,0p0B’A YkpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apPeeCcTPOBaHOro B
MiHicTepcTBi toCcTuLi
Ykpainu 29 ciuHs 2007 poky
3a Ne 73/13340 (3i 3miHamu),
CTaHOBWTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHmMn y
nepioguyYHOCTI NoAAHHS
perynsipHux 3BiTiB 3
6esneku.

3a
peyenmom

He
nionseae

UA/21468/01/03

valsartan
and
sacubitril

BAJKKYBIT®

caky6iTpun
ny
BUrNAAI
caky6iTpun

C09D
X04

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKO10, 24
Mr/26 mr, no 14

KPKA,
n.4a., Hoeo
MecTo

CnoBeHis

BMPOGHMLITBO
«in bulk»,
nepBuHHe Ta
BTOPUHHE

CnoBeHisa

peecTpauist Ha 5 pokis

IHCTpyKLUia ANa MeguyHoro
3aCTOCYBaHHS N1iKapCbKOro

3a
peyerimom

He
niosnsicae

UA/21468/01/01
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Ne Hassa MixxHapoo Hassa Koo ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 Ha diroyoi ATX BUMYCKY 3asaBHUKa BUPOGHUK Bionycky aHHs1 peecmpayitiHo2o
3acoby HernameH | pe4yoBUHU (nikapcbka a nocsioyeHHs1
mosaHa c¢hopma,
Hassa* ynaKosKa)
Ny HaTpito TabneTok y nakyBaHHs, 3acoby Ta TekcT
Ta 6nicTepi; no 2 KOHTpOsb cepii MapKyBaHHS1 yMaKoBKM
BasicapTaH abo 4 6nictepu Ta BUNycK (eCTD Bepcis 0006).
y BUrnsagi y KopobLi cepii: MeToau KOHTPOIo AKOCTI
BasicapTaH KRKA p.4., nikapcbkoro 3acoby (eCTD
y HoBo mecTo Bepcis 0007).
OnHaTtpieB 3BIT 3rigHO goaatky 29
oi coni Mopsigky (eCTD Bepcis
0000) 3BIT 3rigHO goaaTky
30 Mopsgky (eCTD Bsepcis
0003) Pestome MYP Bepcis
0.3 (eCTD Bepcist 0000).
MepiognyHICTb NOgaHHSA
perynsipHoO OHOBJIOBAHOTO
3BiTYy 3 6e3neku, BigNoBigHO
o Mopsaaky 34iicHeHHS
dhapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
300pOoB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apPeecTPoBaHOro B
MiHicTepcTBi tocTuLi
Ykpainu 29 ciuHs 2007 poky
3a Ne 73/13340 (3i 3miHamu),
CTaHOBWTb: 3rigHO 3i
CTpoKamu, 3a3HaveHmMn y
nepioguYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.
4. | BIHPEBEUP Sotatercep | cotarepue | CO2K MOPOLLIOK Ta Mepk Lsenuapi BetTep HimeuumnH peecTpauif Ha 5 pokis 3a He UA/21470/01/02
t nr X06 PO3YUHHKIK ANS Wapn i a dapma- a/ peyenmom nionsizae
NpUroTyBaHHsA Joym depTiryHr cuwA/ Bepcis MKA (0011).
pO3UnHYy AN IAEA v6X i Ko. KT, Higepnax IHCTpyKLUia ANna MeguyHoro
iH'exuiii, no 60 6X HimeuunHa aw/ 3aCcTOCyBaHHS NiKapCbKoro
Mr: ®akoH 3i (Bnpo6HULTBO ITania/ 3acoby (e-CTD Bepcis
ckna tuny |, , KOHTPO/1b IpnaHgais 0011). TekcT MapKyBaHHsi
3aKynopeHuii akocTi (y YMakoBKM NiKapCbKoro
npo6koto Ta npoueci 3acoby (e-CTD Bepcis
atoOMiHIEBOIO BMPOGHMLTBA, 0011). 3siT 3rigHO JAoAaTKY
o6kaTKoto 3 npu BUMYCKY 29 Mopsaky (eCTD Bepcis
KOBMa4yKoM Ta/abo 0011) 3BIT 3rigHO foaatky
60pL0BOro NpOTArom 30 Mopsaky (eCTD Bepcis
KONbopy, Lo TepMiHy 0011) MnaH ynpasiHHA
MiCTUTb 60 Mr npuAAaTHOCTI) pusmkamm Bepcisa 1.0
coTarepuenty. CTEPU/IbHOI noromkeHa (eCTD
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Ne Hassa MixxHapoo Hassa Koo ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 Ha diroyoi ATX BUMYCKY 3asaBHUKa BUPOGHUK Bionycky aHHs1 peecmpayitiHo2o
3acoby HernameH | pe4yoBUHU (nikapcbka a nocsioyeHHs1
mosaHa c¢hopma,
Hassa* ynaKosKa)
MonepeaHLO BOAW AN nocnigosHicTb Ne 0000).
HanoBHEHW iH'exUin y MepiognyHicTb NogaHHsA
wnpuny 3 1,3 mn nonepeaHLo perynsipHo OHOBJIOBAHOTO
PO3YMHHMKA. HanoBHEHMUX 3BITY 3 6e3neku, BignoBigHO
Nikapcbknii wnpuuax); Ao Mopsagky 34iACHEeHHS
3aci6 BetTep thapmakoHarnsagy,
BiHpeBeiip, Papma- 3aTBepXeHoro Hakasom
MOPOLLIOK Ta depTiryHr MiHicTepcTBa 0XOpOHK
PO3YMHHWK ANs 'm6X i Ko. KT, 3[10pOB’A YKpaiHu Big 27
NpUroTyBaHHsA HimeuunHa rpyaHa 2006 poky Ne 898,
pO34nHy An1A (KoHTponb 3apeecTpoBaHOro B
iH'eKUili AKoCTi (y MiHicTepcTBi tocTuLil
BUMNYCKAETLCA Y npoueci Ykpainun 29 ciuHs 2007 poky
HaCTYMHUX BVMPOGHMLTBA, 3a Ne 73/13340 (y pegakuji
po3mipax npw BUNYCKY Haka3y MiHicTepcTBa
YMNaKoBKU: Ta/abo OXOPOHW 3[,0POB'sA YKpaiHK
- Ha6ip, wo NpoTArom Bif 26 BepecHs 2016 poky
MicTUTb 1 TEPMiHY Ne 996), cTaHOBUTb: 3riAHO
hnakoH 3 npuaaTHoOCTI) 3i CTpOKamu, 3a3HaveHMmn y
MopoLLKOM no 60 CTepuIbHOI nepioANYHOCTI NOAaHHA
mr, 1 BOAU ANS perynsipHux 3BiTiB 3
nonepegHL0 iH'eKLn Yy 6esneku.
HanoBHEHWI nonepeaHL0
Lnpuy, 3 HanoBHEHWX
PO3YMHHWKOM NO Lwnpumuax);
1,3wmn, 1 BetTep
[03yBasIbHUI dapma-
wnpuy, 3 PepTiryHr
nogiskamu no m6X i Ko. KT,
0,1mn,1 HimeuyunHa
agjantep ans (KoHTponb
thnakoHa (13 akocTi (y
MM), 1 ronky gns npoueci
iH'ekuUji Ta 4 BMPOGHMLTBA,
CNMpTOBI npvi BUMyCKy
cepBeTkn y Ta/ abo
KapTOHHii NpoTArom
KOpoo6Li pasom 3 TepMiHy
iHCTpYKLUieo ans npuAaTHOCTI)
MenyHoro CTepu/bLHOI
3aCcTOCyBaHHSA BOAM ANs
Ta 6ykneTom iH'exuil y
«lHCTPYKUiT nonepegHL0
o0 HanoBHEHWMX
3aCTOCYyBaHHS». Lwnpumuax);
- Habip, wo BetTep
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Ne Hassa MixxHapoo Hassa Koo ®opma 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 Ha diroyoi ATX BUMYCKY 3asaBHUKa BUPOGHUK Bionycky aHHs1 peecmpayitiHo2o
3acoby HernameH | pe4yoBUHU (nikapcbka a nocsioyeHHs1
mosaHa c¢hopma,
Hassa* ynaKosKa)
MIiCTUTb 2 Papma-
hnakoHu 3 depTiryHr
nopoLukom no 60 'M6X i Ko. KT,
mr, 2 HimeyunHa
nonepeaHL0 (KoHTponb
HanoBHeHi AKOCTI (XiMiYHe
wnpuum 3 [ hiznuHe
PO3YMHHVKOM NO TecTyBaHHSA
1,3wmn,1 niwe
[03yBasIbHUIA NpoTArom
wnpuy, 3 TepMiHy
noginkamu no npuAaTHOCTI)
0,1 mn, 2 CTEPUNILHOI
afanTtepu ans BOAM ANs
onakoHiB (13 iH'exuil y
MM), 1 ronky ans nonepegHL0
iH'ekyili Ta 8 HanoBHEHMNX
CNMpPTOBMX Lwnpumuax);
CepBeToK y EypodiHc
KapTOHHIi NaHkacTtep
KOpOoO6Lii pa3om 3 Na6opartopis,
IHCTpYKLUi€to Ans JNC, CWA
MeAnYHOro (TecTyBaHHA
3acToCyBaHHSA npv BUMYyCKy
Ta 6yKeTom Ta TeCcTyBaHHS
«IHCTpyKUiT cTabinbHoCTI);
ono Mepk LWapn i
3aCTOCYBaHHsA». Joym B.B.,
HigepnaHngm
(MapkyBaHHs
Ta BTOPUHHE
nakyBaHHs
donakoHy Ta /
abo
kom6iHoBaHor
0 Habopy
nikapcbKoro
3acoby Ta
np1cTpoIo,
BUMNYCK cepil);
MC/,
IHTEepHeLwHN
rM6X/MCA
IpnaHgis
(Kapnoy),

Ipnangis
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n/n

Hassa
JliKapcbKo20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3as8HUKa

Bupo6HuK

KpaiHa
BUPOOBHUK
a

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

nocsi0YeHHs

(TecTyBaHHsa
npvi BUMyCKy
Ta TeCTyBaHHsA
cTabinbHoCTI
(3a BUHATKOM
BMICTYy BOSOrM
Ta LinicHOCTI
repMeTUYHOCTI
KOHTeliHepa));
HysicaH 'M6X,
HimeyunHa
(TecTyBaHHsA
npy BUMycKy
Ta TeCTyBaHHsA
cTabinbHOCTI
(nuwe ana
BMiCTy BOSIOTY
npv BUMYyCKy
Ta npu
TeCTyBaHHi
CTabiNbHOCTI,
Ta gns
LinlicHOCTi
repMeTUYHOCTI
KOHTeliHepa
npu
TeCTyBaHHI
crabinbHocTi));
MareoH ITanis
C.n.A,, ltania
(Bupo6HuytBO
/ nepBuHHe
nakyBaHHs,
TecTyBaHHS
npvi BUMyCKy
(cTepunbHiCTb
Ta
E€HA0TOKCUHN))

BIHPEBEWP

Sotatercep
t

coTatepue
nT

C0o2K
X06

MOPOLLIOK Ta
PO3YNHHWK ANS
NpUroTyBaHHs
pO34nHy AnA
iH'exuili, no 45
Mr: ®NakoH 3i
ckna tuny |,
3aKynopeHuit

Mepk
Wapn i
Joym
I0EA
6X

Leiiuapi
o

Bettep
Papma-
depTiryHr
v6X i Ko. KT,
HimeuunHa
(Bupo6HuutBO
, KOHTPO/Tb
AKocTi (y

HimeuuunH
a/
CLUA/
HigepnaH
an/
ITanis/
IpnaHgais

peecTpadist Ha 5 pokis

Bepcis MKA (0011).
IHCTpYyKLUiA ANna MeanyHoro
3aCTOCYBaHHS NMikapCbKOro

3acoby (e-CTD Bepcist
0011). TekcT MapKyBaHHs
YNaKoBKM NikapcbKoro

3a
peyenmom

He
nionseae

UA/21470/01/01
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Ne Hassa MixxHapoo Hassa Koo ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 Ha diroyoi ATX BUMYCKY 3asaBHUKa BUPOGHUK Bionycky aHHs1 peecmpayitiHo2o
3acoby HernameH | pe4yoBUHU (nikapcbka a nocsioyeHHs1
mosaHa c¢hopma,
Hassa* ynaKosKa)
npo6ko Ta npoueci 3acoby (e-CTD Bepcis
Q/TIOMIHIEBOID BVMPOGHMLTBA, 0011). 3BiT 3rigHO AOAATKY
06KaTKow 3 npv BUNYcKy 29 Mopsaxky (eCTD Bepcis
KOBMavKkom Ta/abo 0011) 3BiT 3rigHO gogartky
nainmoBoro NpoTArom 30 Mopsaky (eCTD Bepcis
KO/IbOpY, LLO TEPMiHY 0011) MnaH ynpasniHHA
MiCTUTb 45 mr npuaaTHoOCTI) pu3vkamm Bepcia 1.0
cotarepuenty. CTepUbLHOI noropxeHa (eCTD
MonepeaHbO BOAU ANS nocnigosHicTe Ne 0000).
HanoBHEHWI iH'eKLn Yy MepiognyHicTb NogaHHA
wnpuy 3 1,0 mn nonepeaHL0 perynsipHoO OHOBJIOBAHOTO
PO3YMHHMKA. HanoBHEHMX 3BiTYy 3 6e3neku, BigNoBIigHO
Nikapcbkuii Lwnpuuax); [0 Mopaaky 3ailicHeHHs
3aci6 BetTep thapmakoHarnagy,
BiHpeBeiip, dapma- 3aTBEPAKEHOr0 Haka3oMm
MOPOLLIOK Ta PepTiryHr MiHicTepcTBa 0XOpOHK
PO3YUHHVWIK ANS v6X i Ko. KT, 300poB’A YkpaiHu Big 27
npuUroTyBaHHsA HimeyunHa rpyaHa 2006 poky Ne 898,
pO34nHy AnA (KoHTponb 3apPeecTPoBaHOro B
iH'exuUi akocTi (y MiHicTepcTBi tocTuLi
BUMNYCKAETLCA Y npoueci Ykpainu 29 ciuHs 2007 poky
HaCTYMHUX BVMPOGHMLTBA, 3a Ne 73/13340 (y pepakuii
po3mipax npu BUMYCKY Haka3y MiHicTepcTBa
YNaKoBKW: Ta/ abo OXOPOHW 340P0B'A YKpaiHn
- Habip, wo NPOTArom Bif 26 BepecHs 2016 poky
MicTTb 1 TepMiHy Ne 996), cTaHOBWTB: 3rigHO
hnakoH 3 npuAAaTHOCTI) 3i CTpoKamu, 3a3Ha4eHUMU y
NnopoLLKom no 45 CTepu/bLHOI nepiogMYHOCTI NoAaHHSA
mr, 1 BOOW ANA perynsipHux 3BiTiB 3
nonepegHL0 iH'exuil y 6esneku.
HanoBHeHUI nonepegHsL0
Lnpuy, 3 HanoBHEHWMX
PO3YMHHWKOM NO Lwnpuruax);
1,0mn, 1 Bettep
[03yBasIbHUN dapwma-
Lnpuy, 3 depTiryHr
noginkamu no m6X i Ko. KT,
0,1mn,1 HimeyunHa
apanTep gns (KoHTponb
nakoHa (13 AKoCTi (y
MM), 1 ronky ans npoueci
iH'ekuili Ta 4 BMPOGHMLTBA,
CNUPTOBI npw BUMYCKY
CepBeTKM y Ta/abo
KapTOHHIi npoTArom
KopobLi pa3om 3 TEPMiHY
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Ne Hassa MixxHapoo Hassa Koo ®opma 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 Ha diroyoi ATX BUMYCKY 3asaBHUKa BUPOGHUK Bionycky aHHs1 peecmpayitiHo2o
3acoby HernameH | pe4yoBUHU (nikapcbka a nocsioyeHHs1
mosaHa c¢hopma,
Hassa* ynaKosKa)
IHCTpYKLUi€to Ans npuaaTHoOCTI)
MeanyYHoro CTepuibHOT
3acToCyBaHHSA BOAM ANs
Ta byknetom iH'eKLn Yy
«IHCTpYyKUiT nonepeaHsLo
om0 HanoBHEHWX
3aCTOCYBaHHSA». Lwnpuuax);
- Ha6ip, wo BetTep
MIiCTUTb 2 Papwma-
hnaKkoHu 3 PepTiryHr
nopoLukom no 45 v6X i Ko. KT,
mr, 2 HimeuyunHa
nonepegHL0 (KoHTponb
HanoBHeHi AKoCTI (XiMivHe
wnpuum 3 / dhiznuHe
PO3YMHHWKOM NO TecTyBaHHS
1,0mn, 1 nvwe
[03yBasIbHUI npoTArom
wnpuy, 3 TepMiHy
noAinkamu no npuaaTHOCTI)
0,1 mn, 2 CTEPUNLHOI
afanTtepuw ans BOAM ANt
dhnakoHis (13 iH'eKUin y
MMm), 1 ronky ans nonepeaHLo
iH'ekwili Ta 8 HarnoBHEHNX
CNMpPTOBMX wnpumuax);
CepBeToK y EypodiHc
KapTOHHii NaHkacTtep
KOpoo6Li pasom 3 Na6opaTtopis,
iHCTpYKLUieo ans NNnc, CWA
MeAnyHoro (TecTyBaHHsa
3aCcTOCyBaHHSA npvi BUMyCKy
Ta 6ykneTom Ta TeCTyBaHHSA
«IHCTpYyKUiT cTabinbHOCTI);
oo Mepk Wapn i
3aCTOCYBaHHS». Joym B.B.,
HigepnaHngm
(MapkyBaHHS
Ta BTOPUHHE
nakyBaHHS
dhnakoHy Ta /
abo
KOMOGiHOBaHor
0 Habopy

nikapcbKoro
3acoby Ta
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n/n

Hassa
JliKapcbKo20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3as8HUKa

Bupo6HuK

KpaiHa
BUPOOBHUK
a

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

nocsi0YeHHs

np1CTpOIO,
BUMYCK cepii);
MC/,
IHTepHeLHN
rMBX/MC/,
IpnaHgis
(Kapnoy),
IpnaHgis
(TectyBaHHs
npy BUMycKy
Ta TeCTyBaHHsA
cTabinbHOCTI
(3a BUHATKOM
BMiCTy BOSIOTY
Ta LinicHOCTI
repMeTUYHOCTI
KOHTeliHepa));
HysicaH 'mM6X,
HimeuunHa
(TecTyBaHHs
npv BUMYyCKy
Ta TeCTyBaHHSA
CTabiNIbHOCTI
(nvwe ana
BMICTY BOSIOTY
npvi BUMyCKy
Ta npu
TEeCTyBaHHI
CTabiNbHOCTI,
Ta gns
LjinicHocTi
repMeTUYHOCTI
KOHTeliHepa
npu
TeCTyBaHHi
cTabinbHocTi));
MateoH Itanis
C.n.A,, Itanis
(Bupo6HuuTBO
/ nepBuHHe
nakyBaHHS,
TecTyBaHHS
npy BUMycKy
(cTepunbHICTb
Ta
€HZI0TOKCUHW))
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Ne Hassa MixxHapoo Hassa Koo ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 Ha diroyoi ATX BUMYCKY 3asaBHUKa BUPOGHUK Bionycky aHHs1 peecmpayitiHo2o
3acoby HernameH | pe4yoBUHU (nikapcbka a nocsioyeHHs1
mosaHa c¢hopma,
Hassa* ynaKosKa)
6. | EABAKC edoxaban efokcabaH | BO1AF | Tabnetku, BKpUTI TOB YkpaiHa BMPOBHULTBO Ipeuis/ peecTpauist Ha 5 pokis 3a He UA/21469/01/01
y 03 NAiBKOBOO "ACIHO roTOBOro Natsisi/ peyenmom nionsizae
Tosunarty 060/10HKOI0, NO YKPAIHA" nNpoaykTy, ITanis MeToan KOHTPO/IO AKOCTI
MOHoOrigpa 15 wr, no 14 nepBrHHE Ta nikapcbkoro 3acoby (eCTD
T TabneTtok y BTOPUHHE Bepcis 0008) IHCTpykKuia ans
6nictepi; no 2 nakyBaHHs, MeAMYHOro 3aCTOCyBaHHA
6nictepn y KOHTPO/b nikapcbkoro 3acoby (eCTD
KapTOHHIM nayui AKOCTI cepil Bepcis 0006) TekcT
nikapcbKoro MapKyBaHHS ynakoBKu
3acoby nikapcbkoro 3acoby (eCTD
(XiMiuHWMiA, Bepcis 0003) 3BiTn npo
hi3nuHMi Ta [LOKNiHIYHI BUNPOGYBaHHSA

MiKpo6ionoriyH
WiA) Ta BUNYyCK
cepii:
[xenecbapm
CA, Ipeuijsi;

BMPOGHMLTBO
roToBOro
NPOAYyKTY,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTpONb
AKOCTI cepil
nikapcbKoro
3acoby
(XiMiuHWMiA,
hi3nyHMi Ta
MiKpo6ionoriyH
WiA) Ta BANYyCK
cepii:
Ondpa AC,
Nartsis;

KOHTpONb
AKOCTI cepil
nikapcbKoro

3acoby

(XiMiuHW Ta
hi3nyHNMi):

HeoTpoH

C.n.A,, Itanisa

signosigHo fJoaatky 29
Hakasy MO3 Ykpainu Big,
26.08.2005 poky Ne426 3i

3MiHamMu nogaHi y dhopmari
eCTD (Bepcis 0000) 3BiTu
Npo KNiHiYHi BUNpobyBaHHs

signosigHo fJoaatky 30
Hakasy MO3 Ykpainu Big,
26.08.2005 poky Ne426 3i

3MiHamu nogaHi y dhopmari
eCTD (Bepcist 0012)
Pestome MYP Bepcis 1.1
norogxeHa (eCTD,
nocnigoBHicTb Ne 0006).
MepiognyHICTb NofaHHSA
perynspHo OHOB/IHOBAHOTO
3BITy 3 6e3neku, BignoBigHO
no MNopagky 34ilicCHEeHH:
thapmakoHarnsay,
3aTBEPAKEHOIO Haka3oMm

MiHicTepcTBa OXOPOHU
370poB’A YKpainu Big 27

rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi

Ykpainu 29 ciyHs 2007 poky
3a Ne 73/13340 (y pepakuii

Haka3y MiHicTepcTBa

OXOPOHW 340P0B'A YKpaiHn
Bif, 26 BepecHsa 2016 poky
Ne 996), cTaHOBUTB: 3riAHO
3i CTpOKamu, 3a3HaYeHUMn y
nepioguyYHoOCTi NOAAHHSA
perynsipHux 3BiTiB 3
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Ne Hassa MixxHapoo Hassa Koo ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 Ha diroyoi ATX BUMYCKY 3asaBHUKa BUPOGHUK Bionycky aHHs1 peecmpayitiHo2o
3acoby HernameH | pe4yoBUHU (nikapcbka a nocsioyeHHs1
mosaHa c¢hopma,
Hassa* ynaKosKa)
6e3neku.
7. | EBBAKC edoxaban | epgokcabaH | BO1lAF | TabneTku, BKpUTI TOB YkpaiHa BMPOGHMLTBO Ipeuis/ peecTpauis Ha 5 pokis 3a He UA/21469/01/02
y 03 nniBKOBOK "ACIHO roToBOro Narsis/ peyenmom nionsieae
Tosunary 060/10HKO0, MO YKPATHA" NPOAyKTY, ITanis MeTOAN KOHTPOSO AKOCTI
MOHoOrigpa 30 mr, no 14 nepBuHHE Ta nikapcbkoro 3acoby (eCTD
T Tabnetok y BTOPVHHE Bepcis 0008) IHcTpyKLuia ans
6nictepi; no 2 nakyBaHHs, MeANYHOro 3aCTOCYBaHHA
6nictepu y KOHTpPO/b nikapcbkoro 3acoby (eCTD
KapTOHHII nauui AKOCTI cepil Bepcis 0006) TekcT
nikapcbKoro MapKyBaHHS yNakoBKU
3acoby nikapcbkoro 3acoby (eCTD
(XiMiuHWiA, Bepcis 0003) 3BiTM Npo

hisnuHMin Ta
Mikpo6ionoriuH
WiA) Ta BUNYCK
cepii:
xeHecapm
CA, peujs;

BMPOGHMLTBO
roToBOro
NPOAYyKTY,
nepBuHHe Ta
BTOPWHHE
nakyBaHHsl,
KOHTPONb
AKOCTI cepil
nikapcbKkoro
3acoby
(XiMiuHWiA,
hisnuHMin Ta
Mikpo6ionoriyH
WiA) Ta BANYCK
cepii:
Ondpa AC,
Nartsis;

KOHTPONb
AKOCTI cepil
nikapcbKkoro

3acoby
(XiMiuHWA Ta
hiznyHwui):

HeoTpoH

C.n.A.,

OOKNMiHIYHI BUNPOGYBaHHSA
BignosigHo Joaatky 29
Hakasy MO3 YkpaiHu Big,
26.08.2005 poky Ne426 3i
3MiHamMu nogaHi y dhopmari
eCTD (Bepcist 0000) 3BiTn
Npo KAiHiYHI BUNpoByBaHHSA
BignosigHo Joaatky 30
Hakasy MO3 YkpaiHu Big,
26.08.2005 poky Ne426 3i
3MiHamMu nogaHi y dhopmari
eCTD (Bepcis 0012)
Pestome MYP Bepcia 1.1
norogxeHa (eCTD,
nocnigosHicTe Ne 0006).
MepiognyHICTb NOgAHHSA
perynsipHo OHOBJIOBAHOTO
3BiTYy 3 6e3neku, BigNoBIgHO
0o MNopsaky 34iCHEeHH:
dhapmakoHarnsgy,
3aTBEPKEHOIO Haka3oMm
MiHicTepcTBa OXOpPOHK
3[,0p0B’A Ykpainu Big 27
rpyaHa 2006 poky Ne 898,
3apPeeCcTPOBaHOro B
MiHicTepcTBi tocTuLi
Ykpainu 29 ciuHs 2007 poky
3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 340P0B'A YKpaiHu
Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBWTB: 3rigHO
3i CTpOKamK, 3a3HaYeHUMKn y
nepioguyYHOCTi NOAAHHS
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Ne Hassa MixxHapoo Hassa Koo ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 Ha diroyoi ATX BUMYCKY 3asaBHUKa BUPOGHUK Bionycky aHHs1 peecmpayitiHo2o
3acoby HernameH | pe4yoBUHU (nikapcbka a nocsioyeHHs1
mosaHa c¢hopma,
Hassa* ynaKosKa)
perynsipHux 3BiTiB 3
6e3neku.
8. | EABAKC edoxaban efokcabaH | BO1AF | Tabnetku, BKPUTI TOB YkpaiHa BMPOBHULTBO Ipeuis/ peecTpauist Ha 5 pokis 3a He UA/21469/01/03
y 03 nNiBKOBOKO "ACIHO roToBOro Narsisi/ peyenmom nionseae
Tosunarty 060/10HKOI0, NO YKPAIHA" NpoayKTy, ITania MeToau KOHTPOI0 SKOCTI
MOHorigpa 60 wr, no 14 nepBrHHE Ta nikapcbkoro 3acoby (eCTD
T TabneToky BTOPVHHE Bepcisa 0008) IHCTpykKLia ans
6nictepi; no 2 nakyBaHHs, MeJMYHOro 3aCTOCYBaHHS
6nictepn y KOHTPO/b nikapcbkoro 3acoby (eCTD
KapTOHHIM nayui AKOCTI cepil Bepcis 0006) TekcT
NiKapcbKoro MapKyBaHHS yNaKkoBKu
3acoby nikapcbkoro 3acoby (eCTD
(XimiuHWR, Bepcis 0003) 3BiTn Npo
hisnyHWi Ta [LOKNMiHIYHI BUNPOGYBaHHSA

MiKpOGiONorivH
WiA) Ta BANYCK
cepii:
xeHedhapm
CA, peuis;

BMPOBHULTBO
roToBOro
NPOAYKTY,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPONb
AKOCTI cepii
nikapcbKoro
3acoby
(XimiuHWR,
hisnyHMi Ta
MiKpO6iONorivH
WiA) Ta BANYCK

cepii: MiHicTepcTBa 0XOpoHU
Ondra AC, 3[10pOB’A YKpaiHu Big 27
Natsis; rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHOro B
KOHTPO/b MiHicTepcTBi tocTuLl
AKOCTI cepil Ykpainu 29 ciuHsa 2007 poky
nikapcbKoro 3a Ne 73/13340 (y pegaxuji
3acoby Haka3y MiHicTepcTBa
(XiMmiuHW Ta OXOPOHW 3[,0POB's YKpaiHu
hi3nyHNMi): Bif 26 BepecHsi 2016 poky
HeoTpoH Ne 996), cTaHOBUTb: 3riAHO
C.n.A,, Itania 3i CTpOKamu, 3a3HaveHMmn y

BignosigHo Joaatky 29
Hakasy MO3 Ykpainu Big,
26.08.2005 poky Ne426 3i

3MiHamu noAaxi y hopmari
eCTD (Bepcist 0000) 3BiTn
Npo KNiHiYHi BUNpobyBaHHs

BignosigHo Aoaatky 30
Hakasy MO3 Ykpainu Big,
26.08.2005 poky Ne426 3i

3MiHamu nojaxi y chopmari
eCTD (Bepcist 0012)
Pestome MYP Bepcisa 1.1
noromxeHa (eCTD,
nocnigosHicTb Ne 0006).
MepiognyHicTb NogaHHsA
perynsipHo OHOBJ1OBAHOTO
3BITY 3 6e3neku, BignoBigHO
Ao Mopsaaky 34iCHEeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
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Ne Hassa MixxHapoo Hassa Koo ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 Ha diroyoi ATX BUMYCKY 3asaBHUKa BUPOGHUK Bionycky aHHs1 peecmpayitiHo2o
3acoby HernameH | pe4yoBUHU (nikapcbka a nocsioyeHHs1
mosaHa c¢hopma,
Hassa* ynaKosKa)
nepioguYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.
9. | INPAMNI®PNO | Ipraglifiozi | inparnidn - MOPOLLIOK AT YkpaiHa Li3sHci Kutai peecTpauisf Ha 5 pokis - He UA/21471/01/01
3WH L- n 03VH L- (cybcTaHuis) y "®apmak” CiHepaxi (Bepcia pokymeHTy 0001) nionsizae
nPoniH nponiH naketax dapmacbioTika
[BOLLapoBUX n Ko, fita,.
nonieTNeHoBUxX
ans
hapmaLeBTUYHO
o 3aCTOCYBaHHS
10. | KAnbLUIKO calcium KausibLito - KpUcTanivyHmi TOBAPUC YkpaiHa UxeLssH Kutaii peecTpadist Ha 5 pokis - He UA/21472/01/01
FNMHIOKOHAT gluconate rNIOKOHATY abo TBO 3 XKyinbaH nionseae
And MOHorigpa rpaHy/iboBaHui OBMEXE Na6opatopis
IH'EKLLIA T MOPOLLIOK HOO
(cybeTaHuis) y BIANOBIA
nonietnneHosux | AIbHICT
naketax a6o y {0]
noABIliHMX «KOPIMNOP
nonieTnneHoBnx ALIA
nakeTtax ans «30POB
hapmaLeBTUYHO A
0 3aCTOCYBaHHSA
11. | KAHHABIAIO - KaHabigion - MOPOLLIOK TOBAPUC YkpaiHa Biocung FOAB NuTtBa peecTpauis Ha 5 pokis - He UA/21473/01/01
n pNCTUNAaAT (cybeTaHuisn) y TBO 3 nionseae
1I30NAT naketax OBMEXE
KAHANTEKA nonieTuneHoBmx HOIO
® HDPE gns BIANOBIA,
thapmaueBTnyHo | AJIBHICT
o 3aCTOCYBaHHs o
"®APM-
PETICTP
nTar
12. | KCAPIKC rivaroxaba | puBapokca | BO1AF | Tabnetku, Bkputi | TOB HB® YkpaiHa CaHeka CnoBaubk peecTpauis Ha 5 pokis 3a He UA/21474/01/01
n 6aH 01 nniBKOBOKO "MIKPOXI dapmacbioTika a peyenmom nionsieae
060/10HKOI0, NO M" n3ac. Pecny6nik MeToau KOHTPOIO AKOCTI
2,5 wmr, no 14 a (Bepcis 0005 s BCix
Tabnetok y [03yBaHb). [HCTpyKUia ans

6nictepi, no 2
6nictepu y nauui
3 KApTOHY

MeAMYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby ans
nosun 2,5 mr (eCTD Bepcist
0006) IHcTpyKuis ana
MeAMYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby ans
£o3un 10 mr (eCTD Bepcist
0011) IHCTpyKUia ans
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Ne Hassa MixxHapoo Hassa Koo ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 Ha diroyoi ATX BUMYCKY 3asaBHUKa BUPOGHUK Bionycky aHHs1 peecmpayitiHo2o
3acoby HernameH | pe4yoBUHU (nikapcbka a nocsioyeHHs1
mosaHa c¢hopma,
Hassa* ynakoska)

Me[MYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby ans
no3un 15 mr ta 20 mr (eCTD
Bepcis 0011) TekcT
MapKyBaHHS yNakoBKu
nikapcbkoro 3acoby (eCTD
Bepcis 0006 ans BCix
[03yBaHb) 3BiTW Npo
[LOKNiHIYHI BUNPOGYBaHHSA
BignosigHo fJoaatky 29
Hakasy MO3 Y«kpainu Big,
26.08.2005 poky Ne426 3i
3MiHamu nogaHi y dhopmari
eCTD (Bepcis 0000) 3BiTu
Npo KNiHiYHi BUNpobyBaHHs
signosigHo fJoaatky 30
Hakasy MO3 Ykpainu Big,
26.08.2005 poky Ne426 3i
3MiHamMu nogaHi y dhopmari
eCTD (Bepcis 0004 ans Bcix
[03YBaHb).

MnaH ynpaeniHHA pu3nkamm
Bepcis 0.3 norogxeHa
(eCTD nocnigoBHicTb Ne
0009). 3BiT 3 6e3n€eku
MOBWHEH HagaBaTucs 3
nepiognyHIiCTIO:
MepiognyHICTb NOgaHHSA
perynsipHoO OHOBJIOBAHOTO
3BiTYy 3 6e3neku, BigNoBIigHO
0o Mopsaaky 34iicHeHHS
dhapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
300pOoB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apPeecTPoBaHOro B
MiHicTepcTBi tocTuL,i
Ykpainu 29 ciuHs 2007 poky
3a Ne 73/13340 (3i 3miHamu),
CTaHOBWTb: 3rigHO 3i
CTpoKamu, 3a3HaveHmMn y
nepioguYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

13. | KCAPIKC rivaroxaba | pvBapokca | BO1AF | Tabnetku, Bkputi | TOB HB® YkpaiHa CaHeka CnoBaubk peecTpauis Ha 5 pokis 3a He UA/21474/01/02
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Ne Hassa MixxHapoo Hassa Koo ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 Ha diroyoi ATX BUMYCKY 3asaBHUKa BUPOGHUK Bionycky aHHs1 peecmpayitiHo2o
3acoby HernameH | pe4yoBUHU (nikapcbka a nocsioyeHHs1
mosaHa c¢hopma,
Hassa* ynaKosKa)
n 6aH 01 nNiBKOBOK "MIKPOXI dapmachbioTika a peyenmom nionseae
060/10HKOI0, NO M" n3ac. Pecny6nik MeToau KOHTPOI0 AKOCTI
10 wr, no 14 a (Bepcisst 0005 gns BCix
TabneToky [03yBaHb). IHCTPYKLUis Ans

6nictepi, no 2
6nictepun y nauui
3 KapTOHY

MeAMYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby ans
[o3n 2,5 mr (eCTD Bepcis
0006) IHcTpyKuis ans
MeAMYHOro 3acTOCyBaHHA
nikapcbKoro 3acoby Ans
no3u 10 mr (eCTD Bepcist
0011) IHcTpyKLia ans
Me[MYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby ans
no3un 15 mr ta 20 mr (eCTD
Bepcis 0011) TekcT
MapKyBaHHS yNakoBKu
nikapcbkoro 3acoby (eCTD
Bepcis 0006 ans BCix
[03yBaHb) 3BiTW Npo
[LOKNiHIYHI BUNPOGYBaHHSA
BignosigHo fJoaatky 29
Hakasy MO3 Ykpainu Big,
26.08.2005 poky Ne426 3i
3MiHamu nogaHi y dhopmari
eCTD (Bepcis 0000) 3BiTu
Npo KNiHiYHi BUNpobyBaHHs
signosigHo fJoaatky 30
Hakasy MO3 Y«kpainu Big,
26.08.2005 poky Ne426 3i
3MiHamu nogaHi y dhopmari
eCTD (Bepcis 0004 ans Bcix
[03YyBaHb).

MnaH ynpaeniHHA pu3nkamm
Bepcis 0.3 norogxeHa
(eCTD nocnigoBHicTb Ne
0009). 3BiT 3 6e3n€eku
MOBWHEH HagaBaTucs 3
nepiognyHIiCTIO:
MepiognyHICTb NOgaHHSA
perynsipHo OHOBJIOBAHOTO
3BiTYy 3 6e3neku, BigNoBIigHO
0o Mopsaaky 34iicHeHHS
dhapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
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Ne Hassa MixxHapoo Hassa Koo ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 Ha diroyoi ATX BUMYCKY 3asaBHUKa BUPOGHUK Bionycky aHHs1 peecmpayitiHo2o
3acoby HernameH | pe4yoBUHU (nikapcbka a nocsioyeHHs1
mosaHa c¢hopma,
Hassa* ynaKosKa)
370poB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky
3a Ne 73/13340 (3i 3mMiHamw),
CTaHOBWTb: 3rifHO 3i
CTpOKamu, 3a3HavyeHmn y
nepioguyYHoOCTi NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.
14. | KCAPIKC rivaroxaba | puBapokca | BO1AF | Tabnetku, Bkputi | TOB HB® YkpaiHa CaHeka CnoBaubk peecTpauist Ha 5 pokis 3a He UA/21474/01/03
n 6aH 01 nNiBKOBOKO "MIKPOXI dapmachbtoTika a peyenmom nionseae
060/10HKOI0, NO M" n3ac. Pecny6nik MeToau KOHTPOI0 SKOCTI
15 wr, no 14 a (Bepciss 0005 gns BCix
TabneToky [03yBaHb). IHCTPYKLUis ans

6nictepi, no 2
6nictepun y nauui
3 KapTOHY

MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby ans
£o3n 2,5 mr (eCTD Bepcis
0006) IHcTpyKuis ans
MeAMYHOro 3acToCyBaHHSA
nikapcbKoro 3acoby ans
no3u 10 mr (eCTD Bepcist
0011) IHcTpyKLuia ans
MeLMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby ans
no3u 15 mr ta 20 mr (eCTD
Bepcis 0011) TekcT
MapKyBaHHS yNaKkoBKu
nikapcbkoro 3acoby (eCTD
Bepcis 0006 ans BCix
[03yBaHb) 3BiTW Npo
[OOKNiHIYHI BUNPO6YBaHHSA
BignosigHo fJoaatky 29
Hakasy MO3 Y«kpainu Big,
26.08.2005 poky Ne426 3i
3MiHamMu nogaHi y hopmari
eCTD (Bepcis 0000) 3BiTu
npo KiHIYHI BUNPo6yBaHHSA
BignosigHo fJoaatky 30
Hakasy MO3 Y«kpainu Big,
26.08.2005 poky Ne426 3i
3MiHamMu nogaHi y dhopmari
eCTD (Bepcia 0004 ans Bcix
[03yBaHb).

MnaH ynpasniHHS py3vkamm




19
ITpojoBxeHHs fojaTka 1

Ne Hassa MixxHapoo Hassa Koo ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 Ha diroyoi ATX BUMYCKY 3asaBHUKa BUPOGHUK Bionycky aHHs1 peecmpayitiHo2o
3acoby HernameH | pe4yoBUHU (nikapcbka a nocsioyeHHs1
mosaHa c¢hopma,
Hassa* ynakoska)

Bepcis 0.3 norogxeHa
(eCTD nocnigoBHicTb N
0009). 3BiT 3 6e3nekn
NOBWHEH Hajasartuncs 3
nepioguYHICTHO:
MepiognyHICTb NofaHHSA
perynspHo OHOB/IOBAHOTO
3BITy 3 6e3neku, BignoBigHO
no MNopagky 34ilicHeHH:
thapmakoHarnagy,
3aTBEPAKEHOrO Haka3oMm
MiHicTepcTBa OXOPOHU
370poB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi
Ykpainu 29 ciuHs 2007 poky
3a Ne 73/13340 (3i 3miHamw),
CTaHOBWTb: 3rifHO 3i
CTpOKamu, 3a3HavyeHnmn y
nepioguyYHOCTi NOAAHHSA
perynsipHux 3BiTiB 3

6e3neku.
15. | KCAPIKC rivaroxaba | puBapokca | BO1lAF | Ta6netku, Bkputi | TOB HB® YkpaiHa CaHeka CnoBaubk peecTpauist Ha 5 pokis 3a He UA/21474/01/04
n 6aH 01 nNiBKOBOKO "MIKPOXI dapmachbroTika a peyenmom nionseae

060/10HKOI0, NO M" n3ac. Pecny6nik MeToau KOHTPOI0 SKOCTI

20 wr, no 14 a (Bepciss 0005 gns BCix

TabneTok y [03yBaHb). IHCTPyKLUis Ans

6nictepi, no 2 MeJMYHOro 3aCTOCYBaHHS

6nictepun y nauui nikapcbKoro 3acoby ans

3 KapToHYy [o3n 2,5 mr (eCTD Bepcis

0006) IHcTpyKuis gns
MeAMYHOro 3acToCyBaHHSA
nikapcbKoro 3acoby ans
no3u 10 mr (eCTD Bepcis
0011) IHcTpyKLia ans
Me[MYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby ans
no3un 15 mr ta 20 mr (eCTD
Bepcis 0011) TekcT
MapKyBaHHS yNakoBKu
nikapcbkoro 3acoby (eCTD
Bepcis 0006 ans BCix
[03yBaHb) 3BiTW Npo
[OOKNiHIYHI BUNPOBYBaHHSA
BignosigHo floaatky 29
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n/n

Hassa MixxHapoo
JliKapcbKo20 Ha
3acoby HenameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3as8HUKa

Bupo6HuK

KpaiHa
BUPOOBHUK
a

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

nocsi0YeHHs

Hakasy MO3 Ykpainu Big,
26.08.2005 poky Ne426 3i
3MiHamu nofaxi y dhopmari
eCTD (Bepcist 0000) 3BiTn
Mpo KAiHiYHI BUNpobyBaHHs
BignosigHo Aoaatky 30
Hakasy MO3 Ykpainu Big,
26.08.2005 poky Ne426 3i
3MiHamu nofaxi y dhopmari
eCTD (Bepcis 0004 gns BCix
[03yBaHb).

MnaH ynpaBniHHA pyu3nkamm
Bepcis 0.3 norogxeHa
(eCTD nocnigoBHicTb N
0009). 3BiT 3 6e3nekn
NOBWHEH Hajasartuncs 3
nepioguYHICTHO:
MepiognyHICTb NofaHHSA
perynspHo OHOB/IHOBAHOTO
3BITy 3 6e3neku, BignoBigHO
no MNopagky 34ilicCHEeHH:
thapmakoHarnagy,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOPOHU
370poB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi
Ykpainu 29 ciyHs 2007 poky
3a Ne 73/13340 (3i 3miHamw),
CTaHOBWTb: 3rifHO 3i
CTpOKamu, 3a3HavyeHmn y
nepioguyYHoOCTi NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

16.

MIAA30/1AM midazolam

Mifasona
M

KpucTanivyHmi
MOPOLLIOK
(cybcTaHuis) y
noAgiliHMx
nonieTnIeHoBmxX
naketax gns
hapMaLeBTUYHO
0 3aCTOCYBaHHS

AT
"Papmak”

YkpaiHa

KOXAHC
NAA®CANEH
C NIMITEA

IHais

peecTpauist Ha 5 pokis

MpoekT MKA N3, Bepcis
LokymeHTy (0004)

He
nionseae

UA/21475/01/01

17.

XNOPIrEKCIU chlorhexidi
ANHY ne

[OVrIAPOXIO

Cy6cTaHui
A MiCTUTb
He MeHLUe

KpucTanivyHmi
MOPOLLIOK
(cybeTaHuis) y

TOB
"TepHodha
pu"

Ykpaina

tOHINAB
KEMIKAN3
EHA

IHAjA

peecTpauis Ha 5 pokis

MpoekT MKA /13, Bepcis

He
nionsieae

UAI21476/01/01
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Ne Hassa MixxHapoo Hassa Koo ®opma 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 Ha diroyoi ATX BUMYCKY 3asaBHUKa BUPOGHUK Bionycky aHHs1 peecmpayitiHo2o
3acoby HernameH | pe4yoBUHU (nikapcbka a nocsioyeHHs1
mosaHa c¢hopma,
Hassa* ynaKosKa)
PUA 98,0% i MiLLIKax PAPMACBIOT [OKyMeHTy 0004
He 6inbLue nonieTuIeHoBKX IKAN3 NBT.
101,0 % ans nTa
Xnoprekcu hapmaLeBTUYHO
anny ro 3aCTOCyBaHHS
aurigpoxn
opuay, y
nepepaxyH
Ky Ha cyxy
peyoBUHY.

* BionosidHo 0o iHghopmayii ogiyitiHozo calimy LieHmpy BOO3 rio criisnpayi 8 Memodosioaii cmamucmuyarux docnioxers (https://www.whocc.no/atc_ddd_index/)

HauanbHuK

dapmaneBTUYHOr0 yNpaB/IiHHSA

Onekcanap I'PINEHKO



https://www.whocc.no/atc_ddd_index/

IIpomoBxxenns mogartka 1

IIEPEJIIK
INEPEPEECTPOBAHUX JIIKAPCBKHX 3ACOBIB (MEANYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

22

JopaTox 2

/o Haka3zy MiHicTepcTBa 0X0poHHU

380poB’st Ykpainu «IIpo gepxaBHY

peecTparniro (mepepeecrpariir) JiKapcbKHX
3aco0iB (MeguUHUX iMyHOGi0/TOriUHHX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniifHuX MaTepiatiB»

Bif_13 xoBTHsA 2026 poky Ne 1576

Ne Ha3ssa MixxHapoo Ha3ssa Koo ®Popma sunycky 3assHUK KpaiHa Bupo6HuK KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUKa BUPOGH npoyedypa BionyckKy aHHs peecmpayitiHo
3acoby HernameH | pe4yosu c¢hopma, uka 20
mosaHa HU ynakosKa) nocsioYeHHs
Hassa*
1. | BYNPIHON bupropion | 6ynponi NO6A TabneTku 3 3AT JInToBCbKa | KOHTPOJIb AKOCTI Ta Bonrapi MepepeecTpauis Ha 3a He UA/19228/01/01
OHY X12 MoAunikoBaHUM «Papmnira | Pecny6nik BiANOBigaIbHUI 3a s/ HeobMexeHui TepMiH. peyenmom nionsi2ae
rigpoxno BVBIIbHEHHAM, MO » a BUMYCK Cepii: Cepbis OHoBEHO iHdhopmaL,ito
pug 150 wmr; no 30 BANTKAHOAPMA- B IHCTPYKLUIT Ana
Tabnetok 3 AynHngA AL, MeauyHoro
MoAmnhikoBaHNM Bonrapis; 3aCTOCyBaHHSA
BVIBI/IbHEHHAM Y nikapcbKkoro 3acoby B
nnacTuKoBOMy BMPOGHMLITBO posginax
KOHTeliHepi, no 1 nikapcbKoro 3acooby, "®apmMakoTepanesTuyHa

KOHTEliHepy y
KapTOHHIA Kopoo6Li

nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b SKOCTI
cepi:
dapmaueyTcKo-
Xewmilicka IHoyCTpis
(dXI) 3gpasne AL,
Cepbis;

[oAaTkoBa finbHUUA
3 KOHTPOJO SIKOCTI:
I'E ®apmacbioTikan3
Nta., Bonrapis

rpyna. Kog ATX" (wopo
chopMmyntoBaHHA rpynu,
6e3 3MiHn kogy ATX),
OHOB/EHO AaHi y po3gaini
"Oco6nmBOCTI
3acToCcyBaHHA" LWOA0
6e3nekun giroyoi
PEYOoBMHM, & TaKoX
OHOB/IEHO iH(hOpMaLlito B
po3gaini "MobiuHi peakwii”
LLLOA0 BaXKNMBOCTI
3BITYBaHHSA NPO NobGiyHi
peaxuii.
Pe3tome nnaHy
yNpaB/iHHSA pU3nKamm
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Ne Hassa MixHapod | Hassa Koo ®dopma surnycky 3asaBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknavys Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asBHUKa BUPOGH npoyedypa Bionycky aHHsl peecmpayiliHo
3acoby HenameH | pe4yosu ¢hopma, uka 20
mosaHa HU ynakoska) nocsi0YeHHs
Hassa*
Bepcisa 1.1 gogaetbes.
MepiognyHicTb NogaHHA
perynsipHo
OHOB/IOBAHOTO 3BITY 3
6e3neku, BiANoBiAHO A0
Mopsaky 34iCHeHHs
hapmakoHarnsgy,
3aTBEPKEHNI HAKa3oM
MOS3 Y«kpainu Big,
27.12.2006 Ne 898 (3i
3MiHamMu), CTaHOBUTb:
3riHO 3i cTpoKamu,
3a3HayYeHUMKn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.
2. | TNHOKO3AMIHY | glucosami | rniwokosa - MOPOLLIOK AT YkpaiHa XKesHr Kangopni Kutaii MepepeecTpauis Ha - He UA/19213/01/01
rigpoxnorPug | ne MiHy (cybeTaHuin) y "®Papmak” dapmacbioTikan Ko., HeobMexeHuit TepMiH nionsieae
rigpoxno noABIliHMX nrg.
pva nonieTNeHoBUx
nakeTtax gns
hapmaLeBTUYHOrO
3aCTOCyBaHHSA
3. | KBAHIN citicoline untukoni | NO6B po3yuH ans TOB YkpaiHa CosepuH dPapma IHAisa MepepeecTpavis Ha 3a He UA/18940/01/02
H HaTpito | X06 iH'ekyjii, 1000 Mr/4 | «KYCYM» MpasiT MimiTeq, HeobMeXeHW TepMiH. peyenmom nionsizae

M/1 M0 4 MN B
amnynax; no 5
amnyn y bnictepi;
no 2 6nictepu y
KapTOHHIl
ynakoBLi

OHOB/IEHO iHGhopmaLito
B IHCTPYKLUiT Ansa
MeLMYHOro
3acTocyBaHHs
nikapcbKoro 3acoby y
posginax
"PapmakoTepanesTnyHa
rpyna. Kog ATX" wopno
Ha3Bu 6e3 3MiHW kogy
ATX BignosigHo 8o
MiXXHapoaHoro
Knacudgikatopa BOO3,
"OcobnueocTi
3acTocyBaHHSA" LWoA0
6e3nekn 3acTocyBaHHs
[,0MOMIDKHOT PEYOBUHM,
"Mo6ivHI peakui™ woao
BaXK/IMBOCTI 3BiTYyBaHHSA
npo NoGiyHi peakLii.
Pe3tome nnaHy
yNpaB/iHHSA pUsnKamm
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n/n

Hassa
JliKapcbK0O20
3acoby

Mi)xHapoo
Ha
HernameH
mosaHa
Hassa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢gopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGH
uka

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo
20
nocsioYyeHHs1

Bepcisa 1.0 gogaetbes.
MepiognyHicTb NogaHHA
perynsipHo
OHOB/IOBAHOTO 3BITY 3
6e3neku, BiANoBiAHO A0
Mopsaky 34iCHeHHs
hapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi rocTuULil
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHYU
3[10pOB'A YKpaiHu Bif 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3Ha4YeHUMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

KBAHIN

citicoline

UUTUKOSI
H HaTpIto

NO6B
X06

pO34nH Ans
iH'ekyiii, 500 mr/4
M/1 10 4 MN B
amnynax; no 5
amnyn y énictepi;
no 2 6nictepn y
KapTOHHIl
ynakoBLi

TOB
«KYCYM»

YKpaiHa

CoBepuH dPapma
MpasiT NimiTeq

IHais

MepepeecTpavisa Ha
HeobMeXeHui TepPMiH.
OHOBMEHO iHdhopMmaL,ito

B IHCTPYKLi Ans
MeAMYHOro
3acTocyBaHHsA
nikapcbKoro 3acoby y
po3ginax
"®apmakoTepanesTnyHa
rpyna. Kog ATX" wopno
Ha3Bu 6e3 3MiHn Koay
ATX BignosigHo fo
MiXXHapoAHOro
Knacuagikatopa BOO3,
"OcobnuBocCTi
3acTocyBaHHA" LWoA0
6e3neky 3acTocyBaHHs
[OMNOMDKHOT PEYOBUHN,
"Mo6iuHi peakuyii” woa0
Ba&XX/IMBOCTI 3BiTyBaHHS
npo NoGiyHi peakLii.

3a
peyenmom

He
nionsieae

UA/18940/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Mi)xHapoo
Ha
HernameH
mosaHa
Hassa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢gopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGH
uka

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo
20
nocsioYyeHHs1

Pestome nnaHy
ynpaeniHHA pU3nKamu
Bepcia 1.0 gofaeTtbes.

MepiognyHICTb NOgaHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 3aiicHeHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHYU
370p0B’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuit
Ykpainun 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pepakuii Hakazy
MiHicTepcTBa OXOPOHU
300pOB's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTbL: 3riAHO
3i cTpokamm,

3a3HavYeHMn y

nepioguYHOCTI NoAAHHSA
perynspHux 3BiTiB 3
6esneku.

TPIBOHOP

paroxetine

napokce
TUHY
mesinar

NOGA
BO5

TabneTkun, BKPUTI
NMiBKOBOO
060/10HKOI0 NO 20
Mmr; no 14
TabneTok y
6nictepi; no 2
6nictepu y
KapTOHHIM nayui

MicTpan
Kenitan
MeHexm
eHT
Nimiten

AHrnis

CiHTOH XicnaHisi, C.
n.

IcnaHis

MepepeecTpavis Ha
HeobMeXeHuin TepMiH
OHOB/IEHO iHhopmaLito
y po3ginax iHCTpyKu,ii
Ana MeAuyHoro
3acTocyBaHHs: "Ckniag”
(pepaxuiriHi npasku),
"®apmakonoriyHi
BacTmsocTi” ,
"MNoka3aHHs",
"MpoTunnokasaHHA",
"B3aemogisa 3 iHWMun
nikapcbkrMmn 3acobammu
Ta iHWi BN
B3aemogiit",
"OcobnuBocCTi
3aCToCyBaHHSA",
"3acTocyBaHHA y nepiog
BariTHocTi abo

3a
peyenmom

He
nidnsieae

UA/19142/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Mi)xHapoo
Ha
HernameH
mosaHa
Hassa*

Hassa
diroyoi
pe4dosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢gopma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGH
uka

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo
20
nocsioYyeHHs1

rogyBaHHA rpyaar’,
"Cnoci6 3acTocyBaHHSA
Ta fgosun”,
"Mepepo3yBaHHA",
"Mo6iuHi peakwyji”,
Bi4MNoBigHO A0
iHcpopmauii
pedhepeHTHOro
nikapcbKoro 3acoby
(Deroxat® 20 mg film-
coated tablets).

Pestome nnaHy
ynpaeniHHA pU3nKamu
Bepcia 1.2 gofaeTtbes.

MepiognyHICTb NOgaHHSA
perynsipHo
OHOB/II0BAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 3aiicHeHHSs
thapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHYU
370p0B’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuit
Ykpainm 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pepakuii Hakazy
MiHicTepcTBa 0XOPOHU
300pOB's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTbL: 3riAHO
3i cTpokamum,

3a3HavYeHMn y

nepioguYHOCTI NoAAHHSA
perynspHux 3BiTiB 3
6esneku.

* gidnosidHo do iHghopmayii ogpiyitiHozo catimy Lienmpy BOO3 no cnisnpayi 8 Memodosioeii cmamucmuyHux docnidxers (https://www.whocc.no/atc_ddd_index/)

HauvanbHHUK



https://www.whocc.no/atc_ddd_index/
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dapMaineBTUYHOTr0 yIIPaB/JIiHHA Onekcanpap I'PIHEHKO
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IIEPEJIIK
JIIKAPCBKHMX 3ACOBIB (MEJVNUYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), OO0 AKUX BYJ/IK BHECEHI
3MIHU IO PEECTPAIIMHNX MATEPIAJIIB, IKI BHOCATECSA 10O JEP)KABHOI'O PEECTPY JIIKAPCHKUX
3ACObIB

Hoparok 3

28

/0 Haka3zy MiHicTepcTBa 0X0poHH

30poB’st YKpainu «IIpo fepxaBHY

peecTparito (mepepeecTpariiio) JiKapcbKHX
3aco0iB (MegUUHNX iMyHOGi0/TOriUHHX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniifHuX MaTepiatiB»

Big_13 >xoBTHA 2026 poky Ne 1576

Ne HasBsa MixxHap Hassa Koo ®opma 3asaBHUK Kpaina Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha dito4oi ATX BUIYCKY 3asiBHUK a Bionycky MyBaH | peecmpayiliHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH c¢hopma, Huka nocsio4eHHs
a ynakoska)
Hasga*
1. | D- glucosa roKo3ami - MOPOLLIOK MPAT Ykpaina XKepxianr Kutaii BHECEHHS 3MiH 0 peecTpavLiiiHnX - UA/14327/01/01
FNHOKO3AMIHY mine HYy (cybeTaHuin) y "®ITODA >KoywaH Mytyo mMartepianis: 3miHu | TUNy - 3MiHK 3
rigpoxnopruj rigpoxnop naketax PM" KciHkciHr ®apmac aKkocTi. A®I. (iHLWi 3MiHK) - 3MiHW Y
na nonieTuNeHoBMX Ko., fita. MK$# B 3B’A3Ky 3 OHOB/IEHHAM
ons MacTep-alina BupobHuka
hapmaLeBTUYHO cyb6cTaHuii fo Bepcii November

o 3aCTOCyBaHHA

2025, Ph. Eur. Po3ginun
CMNELM®IKALISA Ta METOAU
KOHTPOI/HO npuseneHo
BiANOBIAHO MaTepianam
BUPOGHMKA. 3a NOKa3HUKOM
"KinbkicHe BU3HaYeHHS.
'noko3amiHy rigpoxnopug’
NPONOHOBaHa pejakLiis
"Cy6cTaHuis mMictuTb Big 98,0 %
00 102,0 % rnioko3amiHy
rigpoxnopuay, y nepepaxyHky Ha
CyXY PEeYOBUHY". YTOUHEHHS Y
po3ginax MAPKYBAHHA Ta
YMOBW 3BEPITAHHA.
[itoya Bepcis: April 2014, USP.
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
3anponoHoBaHa Bepcis:
November 2025, Ph. Eur
2. | ABACTUH® bevacizu | 6esauusy LO1FGO | KoHueHTpaT ans TOB Ykpaina Brpo6HMLUTBO Himeu BHECEHHS 3MiH [0 peecTpaLiiHnX 3a UA/16665/01/01
mab mab 1 pO3uuHy ons «Poww Hepo3dacoBaHoi ynHa/ matepianis: 3miHu Il Trny - 3MiHK peyenmom
iHcpysiii, 100 YkpaiHa» nNpoAyKLii, LLiseit 3 akocTi. A®I. MpoekTHWIT NpocTip
Mmr/4 mn; no 4 mn nepBuUHHE uapis/ Ta nicnspeecTpavyiiHuii NpoToKoN
(100 mr) a6bo 16 nakyBaHHs, CLIA ynpaBniHHA 3MiHaMn. BHeceHHs
M1 (400 mr) y BTOPVHHE 3MiH y nicnspeecTpauiiinii
dhnakoHi; no 1 nakyBaHHs, MPOTOKO/ YNpaBAiHHA 3MiHamMy
chnakoHy B BMNPOGYBaHHSA ona Ad®l. BnpoBagXeHHsA
KapTOHHIl KOHTPOJO SIKOCTI NPOTOKO/Y YNpaB/liHHA 3MiHAMUW
Kopoo6Li Ta BUMYyCK cepii: nicna 3ateepmxeHHss (PACMP) 3
Pow [iarHocTukc METOI [04aBaHHSA
'M6X, HimeuuunHa; a/lbTEPHATUBHOIO MeToay
BupobHmuTBO iaeHTugikauii nig vac
Hepo3dacoBaHoOI BUMNPoOyBaHb Ha BUMYCK —
NPOAYKLT, nenTWAHOrO KapTyBaHHSA 3
nepsuHHe BUKopucTaHHAM Lys-C Ta mac-
nakyBaHHS, cnektpomeTpuyHoro (MC)
BTOPUHHE [eTeKTyBaHHA AN aKTUBHOrO
nakyBaHHs, hapmaLeBTUYHOTO iHrpegieHTa Ta
BMNPOGYBaHHSA NPOMDKHUX @aHTUTIA. 3MiHu Il Tuny -
KOHTPOJO SIKOCTI 3MiHu 3 sikocTi. FoToBWMiA
Ta BUMYyCK cepii: nikapcbkuii 3aci6. MpoekTHui
®.XochbdpmaHH-/15 NpoCTip Ta nic/speecTpavyiiHmii
Pow N1g, NPOTOKO/ YNPaB/iHHSA 3MiHaMW.
Llseiuapis; BHeceHHs 3MiH nicns
Bnpo6H1LUTBO 3aTBEPKEHHS NPOTOKONY
Hepo3dacoBaHoI ynpasiHHA 3MiHaMW 151 TOTOBOr0
nNpoAyKLuii, nikapcbKoro 3acoby.
nepBuHHe BnpoBaxeHHa NpoToKony
nakyBaHHs: ynpaBniHHA 3MiHaMu nicns
[bxeHeHTeK IHK., 3arBepgxeHHs (PACMP) 3 meToto
CLA [0[aBaHHA a/lbTepHaTUBHOIO
MeToAy ifAeHTudiKavii roToBoT
npoaykuii npu ii BUNycKky —
nenTWAHOro KapTyBaHHsA Lys-C 3
MC-aeTeKkTyBaHHAM.
3. | ABEPO betahisti | 6etarictuH | NO7CAQ | Tabnetku, no 16 | d®apmaueB | MNonbLlia MoBHMi Monb BHECEHHS 3MiH A0 pPeecTpaLiiHNX 3a UA/18917/01/02
ne y 1 mr, no 10 TUYHWIA BVPOGHWYMNIA LMKN: wa mMartepianis: 3miHu | TUNY - 3MiHK 3 peyenmom
aurigpoxn Tabnetok y 3aB0[, BUPOBHULTBO, sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
opva, 6nicTepi; no 3 ‘“MONb®A nepBuHHE 3MiHM Y BUPOGHULTBI. 3MiHN Y
6nictepu y PMA” C. nakyBaHHs, npoveci BUpo6bHULITBA FOTOBOTO
KapTOHHIi A. BTOPUHHE NiKapCbKOro 3acoby, BK/IKYAKUM
Kopo6ui; no 15 nakyBaHHs, NPOMIKHWIA MPOAYKT, L0
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
Tabnetoky KOHTPO/Ib SKOCTI 3aCTOCOBYETLCS MNPV BUPOOHULTBI
6nictepi; no 2 Ta BUNycK cepi: rOTOBOrO J1iKapCbKOro 3acoby
6nictepu y dapmaveBTUYHUIA (He3HayHa 3miHa y npoueci
KapTOHHIl 3aBof BVMPOGHMLTBA) BHECEHHS 3MiH Y
KOpooLi «MONTb®APMA» BMPOGHMYMIA Npouec M3 ans
C. A [o3yBaHHA 8 Mr Ta 16 mr, a came:

3aMiHa pO3YMHHUKA A1
rpaHynAuii 3 BOAM OYULLEHOT Ha
eTaHon. 3miHa 3asBMAETbCA B
pamkax 3axogiB LWoA0 BU3HAYEHHS
NPUYNH Ta BXUTTA KOPUTYBaIbHUX
3axofiB A/19 3HWKEHHSA piBHA N-
HiTpo306eTaricTuHy.
3MiHY | TUNY - 3MiHKU 3 AKOCTI.
[oToBWIA Nikapcbknii 3aci6.
KOHTPO/Ib rOTOBOrO /iKapCbKOro
3acoby. 3miHa napameTpis
cneundikauii Ta/abo AoNycTUMMX
MeX roTOBOrO NiKapCbKOro 3acoby
(8ONOBHEHHSA abo 3aMiHa
nokasHuka cneuucpikadii 3a
pesynbTatamu 4OCAiIKeHb 3
6e3nekn abo AKOCTI (3a BUHATKOM
nikapcbknx 3acobis
6i010ri4YHOro/iMyHOOrYHOTO
NOXO/PKEHHS)) BHECEHHA 3MiH 0
Cneuudpikanii M3 ana gosysaHs 8
Mr, 16 mr, 24 Mr, 30Kpema:
[IOMOBHEHHS NOKa3HWUKOM SIKOCTI
"3anmLIok etTaHony" 3 BiANOBIAHUM
MeTOA0M BUNPOOYBaHHS.
3asHayeHHs NpUMITK LWoAo
4acTOTV NPOBEEHSIH KOHTPOIO 3a
[aHUM NoKasHUKoM. [litoya
peaakuif MokasHUk «3annLok
eTaHony» BifiICYTHiiA. MponoHoBaHa
pefakuis 3anmwok etaHony (MX)*—
He 6inblue 0,5%

2 — PymuHHe 8unpobysaHHsi 0711
nepwux 3 npomucsosux cepid,
rnomim repioduydHe BuUnNpPobyBaHHsI
(yacmoma 8unpobysaHb — KOXHa
10-ma cepisi), asne He piowe HiX
00Ha cepisi Ha pik. He
repesipsisIocs Mio Yac 00C/lioKEHb
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
cmabinbHocmi. Cepili, wo
MPUCYMHI Ha PUHKY Maromb
siorogidamu sumo2am
crieyudpikayjii
4. | ABEPO betahisti | 6etaricTuH | NO7CAQ | Tabnetku, no 24 | dapmaues | MNonbLia MoBHwiA Monb BHECEHHS 3MiH [J0 peecTpaLiiiHnx 3a UA/18917/01/03
ne y 1 mr, no 10 TUYHWI BVPOGHWYNIA LIMKN: wa marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
Avrigpoxn Tabnetoky 3aB0f, BMPOGHMLITBO, AKoCTi. [0TOBWIA Nikapcbknii 3aci6.
opua 6nictepi; no 3 “MONb®A nepBuHHE 3MiHW Y BUPOOHULLTBI. 3MiHN Y
abo 6 6nictepis PMA” C. nakyBaHHs, npoueci BUPOGHULITBA FOTOBOIO
Y KapTOHHIi A. BTOpPUHHE nikapcbKoro 3acoby, BKIoUaun
Kopobui; no 15 nakyBaHHs, NPOMIKHUIA NPOAYKT, L0
Tabnetoky KOHTPO/Ib SKOCTI 3aCTOCOBYETLCS MNPV BUPOOHULITBI

6nictepi; no 2
abo 4 6nictepu
Y KapTOHHIi
KopooLi

Ta BUMyCK cepii:
dapmaLleBTUYHNI
3aBof,
«MOJSIbGAPMA>»
C. A

rOTOBOrO /1iKapCbKOro 3acoby
(He3Ha4yHa 3MiHa y npoleci
BVMPOGHWLTBA) BHECEHHS 3MiH Y
BMPOGHWUMIA Npouec M3 ans
[03yBaHHSA 24 Mr, a came: 3aMiHa
PO34YNHHMKa 415 rpaHynauii 3
BOAM OUULLEHOT Ha eTaHos. 3MiHa
3asBNAETLCA B paMKkax 3axofiB
LLIOA0 BM3HAYEHHS MPUYMH Ta
BXWTTSA KOPUryBasTbHIX 3aX0fiB
0N 3HWKEHHSA piBHA N-
HiTpo3o6eTaricTuHy. 3MiHu | Tuny -
3MiHu 3 aKoCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /liKapCbKOro 3acoby.
3miHa napameTpiB cneuudikawiii
Ta/abo fonycTUMUX MEX roTOBOro
NiKapcbKoro 3acoby (40NOBHEHHS
abo 3amiHa nokKasHuKa
crneundikavii 3a pesynbtatamu
pocnipkeHs 3 6e3nekn abo AKOCTi
(32 BUHSITKOM JlikapCbKnx 3aco6iB
6ionoriyHoro/iMyHoONOrYHOro
NOXOM)KEHHST)) BHECEHHS 3MiH A0
Cneuudpikauii 13 gna gosysaHs 8
Mmr, 16 mr, 24 mr, 30kpema:
[ONOBHEHHS MOKA3HWKOM SKOCTI
"3anmwok etTaHony" 3 BiANOBIAHUM
MeTOA0M BUNPOOYBaHHS.
3a3HayeHHs NpUMITK LWoA0
4acToTV NPOBEAEHSH KOHTPO/IIO 3a
[aHUM NokasHUKoM. [litoya
pefakuisi MokasHUK «3aImLok
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Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
eTaHony» BiACyTHii. MponoHoBaHa
penakuisi 3anuwwok etaHony (MX)*—
He 6inblue 0,5%
2 — PymuHHe s8unpobysaHHsi 05151
nepwux 3 npomMuc/a08ux cepid,
rnomim nepiodu4He BunpPobysaHHsI
(yacmoma Bunpo6ysBaHb — KOXHa
10-ma cepisi), azie He pidwe Hix
00Ha cepisi Ha pik. He
repesipsia0cs Mio Yac 00C/TiOXeHb
cmabinbHocmi. Cepii, wo
MpUCYmMHi Ha PUHKY Maromsb
sionogidamu sBumo2am
crieyudpikayjii
5. | ABEPO betahisti | 6etarictuH | NO7CAO | Tabnetkn, no 8 dapmaue | Monbla MoBHMi Monb BHECEHHS 3MiH A0 pPeeCTpaLiiHNX 3a UA/18917/01/01
ne y 1 mr, no 10 TUYHWIA BVPOGHWYMNIA LMKN: wa matepianis: 3miHu | Tuny - 3mMiHM 3 | peyenmom
aurigpoxn Tabnetok y 3aBof BUPOBHULTBO, sKocCTi. FOTOBWMIA Nikapcbkuii 3aci6.
opva, 6nicTepi; no 3 ‘“MONb®A nepBuHHE 3MiHN Yy BUPOOHULTBI. 3MiHN Y
6nictepu y PMA” C. nakyBaHHS, npoveci BUpo6bHULITBA FOTOBOTO
KapTOHHIi A. BTOPUHHE NiKapCbKOro 3acoby, BKIKOHAUM
Kopoo6Li nakyBaHHs, NPOMDKHWIA NPOAYKT, L0

KOHTPO/b AKOCTI
Ta BUNycK cepi:
dapmauleBTUYHNI
3aB0[
«MOJIb®APMA>
C. A

3aCTOCOBYETLCH NPY BUPOGHULITBI
rOTOBOrO JliKapCbKOro 3acoby
(He3HayHa 3MiHa y mpoleci
BVMPOGHMLTBA) BHECEHHS 3MiH Y
BMPOGHMUMIA Npouec M3 ans
[o3yBaHHA 8 Mr Ta 16 mr, a came:
3aMiHa PO3YMHHUKA A1
rpaHynsuii 3 BOAM OYULLEHOT Ha
eTaHon. 3miHa 3asBSETbCA B
pamkax 3axogiB o0 BU3HAYEHHS
NPUYNH Ta BXUTTA KOPUTYBaIbHUX
3ax0fiB A4/19 3HWKEHHSA piBHA N-
HiTpo306eTaricTuHy.
3MiHY | TUNY - 3MiHKU 3 AKOCTI.
[oTOBWIA Nikapcbkuin 3aci6.
KOHTpO/Ib rOTOBOrO MiKapCbKoro
3acoby. 3miHa napameTpis
cneumdikauii Ta/abo gonycTuMmx
MeX roTOBOrO NikapCbKOro 3acoby
(oonoBHeEHHS1 abo 3amiHa
nokasHuka cneuucpikadii 3a
pesynbTaramu 4OCAiLKeHb 3
6e3nekn abo AKOCTI (3a BUHATKOM
niKapcbknx 3acobis
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n/n

Hassa

JliKapcbK0O20

3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH

Homep
peecmpayiliHo
20
nocsioYyeHHs1

6i010ri4YHOro/iMyHOOrYHOTO
NOXO/PKEHHS)) BHECEHHA 3MiH 0
Cneuudpikanii MN13 ana gosysaHs 8
Mr, 16 mr, 24 Mr, 30Kpema:
[IOMOBHEHHS NOKa3HWUKOM SIKOCTI
"3anmLIok etTaHony" 3 BiANOBIAHUM
MeTOA0M BUNPOOYBaHHS.
3asHayeHHs NpUMITK LWoAo
4acTOTV NPOBEAEHSIH KOHTPOSIHO 3a
[aHUM NoKasHUKoM. [litoya
peaakuif MokasHUk «3annLuok
eTaHony» BifICYTHiiA. MponoHoBaHa
pefakuis 3anmwok etaHony (MX)>—
He 6inblue 0,5%

2 — PymuHHe 8unpobysaHHsi 0/1s1
nepwux 3 npomucsiosux cepid,
rnomim rnepiodudHe BuUNPobyBaHHsI
(yacmoma 8unpobysaHb — KOXHa
10-ma cepisi), asne He piowe HiX
00Ha cepisi Ha pik. He
rnepesipsisIocs nio Yyac 00C/lioKeHb
cmabinbHocmi. Cepii, wo
MPUCYMHI Ha PUHKY Maromb
siorogidamu sumo2am
crieyudpikayjii

ArPETA®

ticagrelo
r

TUKarpeno
p

BO1AC2
4

TabneTku, BKPUTI
NAiBKOBOO
060/10HKOI0, MO
60 mr; no 10
Tabnetok y
6nictepi; no 6
6nictepiB y
nauuyj; no 14
Tabnetok y
6nictepi; no 4
6nictepu y nauui

AT
"dapmak”

YKpaiHa

AT "dapmak”

YkpaiH
a

BHECEHHS 3MiH 10 peecTpaLiiiHnx
marepianis: 3MiHu | Tuny - 3miHn
woao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuy,i
NiKapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKLUIT Ansa
MeJMNYHOro 3aCTOCyBaHHS
reHepnyHuX/ribpuaHnx/6ionogioHn
X nikapcbknx 3acobis nicns
BHECEHHS Ti€i caMoi 3MiHM Ha
pedhepeHTHMIT Npenapar (3miHa He
noTpedye HafaHHS XXOAHUX HOBUX
[0[AaTKOBUX AaHnX) 3MiHu
BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA
nikapcbKoro 3acoby ans
[03yBaHHa 60 Mr y po3ginu
"Oco61MBOCTI 3aCTOCyBaHHA",
"Cnocib 3acTocyBaHHA Ta f03un"

3a
peyenmom

He
nionsie
ae

UA/19766/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH

Homep
peecmpayiliHo
20
nocsioYyeHHs1

ArPETA®

3rigHo 3 iHhopMmaLjieto Wwoao
MeAMYHOro 3acToCyBaHHA
pedyepeHTHOro Nikapcbkoro
3acoby (BPUNIHTA, Tabnetkuy,
BKPWTI NNiBKOKO 060/1I0HKOIO).
BBefeHHs 3MiH NpoTArom 6-Tu
MiCSLB NiCNS 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHKU 3 AKOCTI.
[oToBWIA NikapCbknii 3aci6.
Cuctema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3miHa po3mipy ynakoBku
rOTOBOrO /liKapCbKOro 3acoby
(3MiHa KinlbKOCTi oanHULb
(Hanpuknag, Tabnetok, amnyn
TOLLO) B yMakoBLi) - 3miHa nosa
[ianasoHoM 3aTBepAKeHNX
pPO3MipiB ynakoBku - 3MiHa
KiNIbKOCTi OAMHMLb Tab1eToK

NoB'si3aHe 3 PiLleHHAM BUPOGHMKA:

3MiHWN BHECEHO [0 IHCTPYKUii ANns
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3ain
"Ynakoska" 3 BifnoBigHUMY
3MiHaMu B TEKCTi MapKyBaHHS
ynakoBKM NiKapcbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCSLB NiCNS 3aTBEPAXKEHHS.
3MiHu | TUNY - 3MiHK Woa0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN)
OHoBrieHHA n. 4, n.16, n. 17
TEKCTY MapKyBaHHs1 BTOPUHHOI
YMakoBKM NikapcbKoro 3acoby.
BBefeHHSA 3MiH NPOTAroM 6-Tn
MicsILLiB NicNs 3aTBEPAKEHHS.

ticagrelo
r

p

TUKarpesno

4

BO1AC2

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOI0, MO
90 mr; no 10
Tabnetok y
6nicTepi; no 6
6nictepiB y
nauui; no 14

TabneTok y

AT
"®apmak”

YKpaiHa

AT "dapmak"

YKpaiH
a

BHECEHHS 3MiH 0 peecTpavLiiiHnX

MaTepianis: 3miHu | TUny - 3MiHK

oo 6e3nekn/ehpekTnBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKili XapakTepucTuL,i
NikapcbKoro 3acoby, TeKCTi

MapKyBaHHS Ta iHCTPyKUii ans

MeAMYHOro 3acToCyBaHHA

reHepnyHuX/ribpuaHunx/6ionogiobHn

3a
peyenmom

He
nionse
ae

UA/19766/01/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
6nictepi; no 4 X nikapcbkux 3acobiB micns

6nictepun y nauui

BHECEHHS Tiel caMol 3MiHK Ha
pechepeHTHWIH npenapar (3miHa He
noTpebye HafgaHHN XXOAHUX HOBUX

[08aTKOBUX JaHuX) - 3MiHU

BHECEHO [0 IHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby ans

[o3yBaHHa 90 Mry po3ginu

"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHA Ta 403",
"Mo6iuHi peakwyii" 3rigHo 3
iHchopMmaLiero WoA0 MeguyHoro
3aCTOCyBaHHA pedhepeHTHOro
nikapcbkoro 3acoby (BPUMIHTA,
TabneTkn, BKPUTI NNIBKOKO
060/10HKO10). BBEiEHHS 3MiH
npoTArom 6-Tn MicAUiB nicns
3aTBEPMKEHHA. 3MiHn | Tuny -
3MiHK 3 sKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHWi

3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO JliKapCbKOro 3acoby

(3MiHa KiflbKOCTi 0AVHMLB

(Hanpuknag Tabnetok, amnysn
TOLLO) B yNakosLi) - 3MiHa nosa
[ianasoHoM 3aTBepAKeHNX
pPO3MipiB ynakoBku - 3MiHa
KiNIbKOCTi 0ANHULL TabneTok
NoB’si3aHe 3 PiLLEHHAM BUPOOHUKA:
3MiHV BHECEHO [0 IHCTPYKLUIT Ansa
Me[MYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ain
"YnakoBka" 3 BiANOBiAHUMY
3MiHaMu B TEKCTi MapKyBaHHS
YMakoBKM NikapcbKoro 3acoby.
BBefeHHSA 3MiH NPOTAroM 6-Tn
MicSLiB NiCNs 3aTBEPAYKEHHS.
3Mminu | TMRY - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN)
OHoBrieHHa n. 4, .16, n. 17
TEKCTY MapKyBaHHSA BTOPUHHOT

yNaKoBKM NikapcbKoro 3acoby.
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
BBegeHHs 3MiH npoTsArom 6-tu
MiCALB Nic/IA 3aTBEPAXKEHHS.
8. | ASANIENTON clozapin | kno3aniH NO5AHO | Ttabnetku no 100 MpAT YkpaiHa MpAT "TexHonor" | YKpaiH | BHECEHHS 3MiH 4O peecTpauiiHnx 3a UA/6059/01/02
e 2 mr, no 10 "TexHonor a marepianis: 3miHu | Tuny - peyenmom
Tabnetok y " AOMIHICTPaTMBHI 3MiHU.
6nictepi; no 5 BunyyeHHs BUPOOGHNYOI AinbHUL
6nictepiB y (Bkntovaroun ginbHuLi ansa Adl,
nauui 3 KapToHy; NPOMIXHOro NPoAYKTY abo
no 50 TabneTtok roTOBOro MikapcbKoro 3acoby,
Y KOHTelHepi; no AiNbHULI ANnA NpoBeAeHHs
1 KoHTelHepy y nakyBaHHs, BUPOGHMKA,
nauuj 3 KapToHy BiANOBIA&UILHOrO 3a BUNYCK Cepil,
MicLie NPOBEAEHHS KOHTPO/TIO
cepil) abo nocTayasibHUKa
BUXiQHOTO MaTepiasty, peareHTy
ab0 4ONOMIXHOT peHOBMHN (SKLLO
3a3HaYeHO y [OCbE) - BUNYHEHHS
BMPO6HUKIB AP kno3aniH
«Taizhou Xingming
Pharmaceutical Co., Ltd.», Kutaii
Ta "Zhejiang WanBang
Pharmaceutical Co., Ltd.", Kutaii.
3aTtBepmkeHo: gipma Taizhou
Xingming Pharmaceutical Co.,
Ltd., China, cpipma Zhejiang
WanBang Pharmaceutical Co.,
Ltd., China,
thipma Shouguang Fukang
Pharmaceutical Co., Ltd., China.
3anponoHoBaHo: hipma
Shouguang Fukang
Pharmaceutical Co., Ltd., China
9. | ASANIENTON clozapin | knosaniH NO5AHO | Tabnetku no 25 MpAT YkpaiHa MpAT "TexHonor" | YKpaiH | BHECEHHs 3MiH 4O peecTpauiiHux 3a UA/6059/01/01
e 2 mr, no 10 "TexHonor a martepianis: 3miHu | Tuny - peyenmom
Tabnetok y " AOMIHICTPaTMBHI 3MiHU.
6nictepi; no 5 BunyyeHHs BUPOOHNYOI AinbHUL
6nictepiB y (Brovatoum ginbHuui ansa Adl,

nauLi 3 KapToHy;
no 50 TabneTok
Y KOHTeliHepi; no
1 KOHTeilHepy Y
nauuj 3 KapToHy

NPOMIXHOr0 NPoAYyKTy abo
roTOBOro MikapcbKoro 3acoby,
OiNbHULI 4NS NpoBeAeHHSA
nakyBaHHs, BUPOGHMKA,
BiANOBIAaUILHOrO 3a BUNYCK Cepil,
MicLie NPOBEeAEHHS KOHTPO/TIO
cepii) abo nocTayasibHUKa
BUXIQHOTO MaTepiasty, peareHTy
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niKapcbKoro
3acoby, nepBuHHe
Ta BTOPVHHE
nakyBaHHs: IHTac
dapmacbloTikanic
Nimiteq, IHAis;
KOHTPO/b SIKOCTI:
MiKpoGionoriyHi
meToan
(cTepunbHi i
HeCTepW/IbHI):
dapmasanig K.,
YropuuHa;
KOHTPO/b AKOCTI:
(XiMiuHi/ci3nyHI
MeToaM):
Papmagokc
Xenckea flimitea,
ManbTa;

BiANOBiAa/IbHNIA 38

3MiHa yNOBHOBaXeHOI 0cobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34IMCHEHHSA
thapmakoHarnagy B YkpaiHi, SKLio
BOHa BiZJMiHHA Bif, YNOBHOBaXEHOT
ocobu, BiAnoBigasIbHOI 3a
3[jicHeHHs hapMakoHarnsay
(BK/KOHAOYM KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-aiina cucremu
thapmakoHarnagy) - 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BignoBiga/IbHOI 3a
hapmakoHarnsg.
[itoua pepakuin: Apnetta
BepuHcbka / Arletta Werynska.
MponoHoBaHa pepakuin: Arata

leiiceBuny / Agata Gesiewicz.

ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
ab0o 4ONOMIKXHOT peHOBMHN (SKLLO
3a3HaYeHo y OCbE) - BUNYHYEHHS
BMPO6HUKIB AP Kno3aniH
«Taizhou Xingming
Pharmaceutical Co., Ltd.», Kutaii
Ta "Zhejiang WanBang
Pharmaceutical Co., Ltd.", Kutai.
3aTtBepmkeHo: dipma Taizhou
Xingming Pharmaceutical Co.,
Ltd., China, chipma Zhejiang
WanBang Pharmaceutical Co.,
Ltd., China,
thipma Shouguang Fukang
Pharmaceutical Co., Ltd., China.
3anponoHoBaHo: ipma
Shouguang Fukang
Pharmaceutical Co., Ltd., China
10. | ABAUMTNANH azacitidi | asayutngm | LOIBCO | nopoLuok Ans AKKopA, Icnanis BVMPOGHMLTBO IHgis/ BHECEHHS 3MiH [0 peecTpaLiiHnX 3a UA/20889/01/01
AKKOPJ, ne H 7 NpUroTyBaHHs Xenckea nikapcbkoro Yropuy Marepianis: 3miHu | Tuny - 3miHn peyenmom
cycneHsii ana CYy. 3acoby, nepBuHHe nHa/ wopo 6e3sneku/epekTMBHOCTI Ta
iH'ekuin, 25 Ta BTOPUHHE ManbT | chapmakoHarnsgy. BeegeHHss abo
mr/mn, no 100 mr nakyBaHHS: IHTac a/ 3MiHW [0 y3arasibHEHNX AaHnX Npo
y thnakoHi; no 1 $apmacbloTikanic Monb cuctemy hapmakoHarnsgy
dhnakoHy y nauui Nimiten, HAais; wa/ (BBEAEHHSA Y3araslbHEHUX AaHNX
BVPOGHMLTBO Ipeuis npo cuctemy chapmakoHarnsgy,
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Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
BUMYCK cepii: 3MiHa KOHTaKTHUX AaHnX
Akkopf Xesnckea YMOBHOBaXEHOT 0cobY,
Moncka Cn. 3 0.0. BiANOBIAa/IbHOI 3a
Cknag Imnoptepa, dhapmakoHarnsag,
MonbLua;
BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI
cepii:
Akkopf Xesnckea
CiHrn Membep
C.A,, peuis
11. | ABUTPOMIUVH azithrom | asuTtpomiy | JO1FA10 | TabneTku, BKPUTI "HOHiK IHais HOHiK IHais BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a He UA/7280/01/02
€BPO ycin NHY NNiBKOBOIO dapmach dapmacboTuKas MaTepianis: 3miHu | TUny - 3MiHK peuenmom | niosse
aurigpat 060/10HKOH, MO roTVKan JNabopaTopi3 wopo 6e3snekn/ethekTMBHOCTI Ta ae
250 wr; no 6 Na6oparto (BigaineHHs dipmu thapmakoHarnagy. 3miHa y
Tabnetok y pi3" "Ix. b. Kemikan3s KOPOTKili XapakTepucTuL,i
6nictepi; no 1 (BigaineHH eHa NiKapcbKoro 3acoby, TekcTi
6nictepy y A chipmm dapmacbloTrKans MapKyBaHHS Ta iHCTPyKUii ans
KapTOHHIl "OXK. B. nrp.) Me[MYHOro 3acCToCyBaHHA Ha
Kopobui Kemikan3 nigcTasi perynsipHo
eHf OHOB/IHOBAHOTO 3BITY 3 6e3nekn
dapmach nikapcbKoro 3acoby, abo
1oTMKan3 AOCnimpKeHb 3 6e3nekun
ntp.") 3acToCyBaHHS NiKapCbKOro 3acoby

B nicnsipeecTpauiiinii nepiog, a6o
AIK pe3ynbTart OUiHK/ 3BTy 3
JocnifpKeHb, NPoBeAeHNX
Bi4NoBIAHO A0 NnaHy
neajaTpnyHux gocnigpkeHs (PIP)
(3MiHy Y3ro[>KeHO 3 KOMMETEHTHUM
YNOBHOB&XEHUM OpraHom) 3MiHu
BHECEHO [0 IHCTPYKLii Ans
Me[MNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3aiiv
"dapmakosioriyHi BnactueBocTi”,
"Moka3zaHHA", "TIpoTunoKasaHHA",
"B3aemogis 3 iHWMMU NiKapCbKUMM
3acob6amu Ta iHwWi BUAn
B3aemMogiii", "OcobnmnBocCTi
3acToCcyBaHHS", "3acTocyBaHHA Y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaat”, "3partHicTb BAMBaTH Ha
LIBUAKICTb peakuii npu kepyBaHHi
aBTOTPAHCMOPTOM a60 iHWKMK
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Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
mexaHizmamu", "Cnocio
3acTocyBaHHs Ta o3u”,
"Mepeno3yBaHHA", "M06IYHI
peakuji" BigMnoBigHO A0 OHOBEHOI
iHbopmauii 3 6e3neku gjroyoi
peyoBuHU. BBefEHHS 3MiH
npoTArom 6-T1 MicAUiB micns
3aTBEPKEHHS.
12. | ABUTPOMILUMH azithrom | asutpomiy | JO1FA10 | TabneTku, BKPUTI "FOHiK IHAaiA HOHiK IHAis BHECEHHS 3MiH 0 peecTpaLiiHnX 3a He UA/7280/01/03
EBPO ycin WHY NAiBKOBOO dapmach dapmacbloTKas Marepianis: 3mMiHu | Tuny - 3miHn peyenmom | nidnse
aurigpat 060/10HKOH0, MO roTrKan Nab6opaTtopi3 wopo 6e3sneku/edpekTMBHOCTI Ta ae
500 mr; no 3 NabopaTto (BiaaineHHs dipmm hapmakoHarnsgy. 3miHa y
Tabnetkn y pi3" "Ox. B. Kemikan3 KOPOTKIili XapakTepucTu,i
6nictepi; no 1 (BipaineHH eHf niKkapcbKoro 3acoby, TekcTi
6nictepy y A chipmun dapmacboTrKan3 MapKyBaHHS Ta iHCTPYKUii ans
KapTOHHIl "Ox. B. nrp.") MeZMYHOro 3aCTOCYBaHHS Ha
Kopoobui Kewmikan3 nigcTasi perynsipHo
eHa OHOB/OBAHOTO 3BITY 3 6e3neku
dapmach nikapcbKoro 3acoby, abo
loTVKan3 nocnimkeHb 3 6e3neku
nra.t) 3aCTOCyBaHHS NMikapCbKoro 3acoby

B nicnspeecTpauiiinii nepiog, abo
K pe3yfibTar OUiHKK 3BiTY 3
JocnigpkeHb, NpoBeAeHnX
BiANOBIAHO A0 MnaHy
negiatpuyHux gocnimxkers (PIP)
(3MiHy Y3ro)keHO 3 KOMNETEHTHUM
YMOBHOB&XEHVM OpraHom) 3MiHu
BHECEHO A0 IHCTPYKUIT Ans
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ainm
"apmakosioriyHi BnactmsBocTi",
"Moka3zaHHA", "TpoTMnokasaHHsA",
"B3aemogis 3 iHWVMU NiKapCbKuMu
3acobamu Ta iHLWi BUAK
B3aemogiii", "OcobnnBocTi
3acTocyBaHHA", "3acToCyBaHHsA Y
nepiog BaritTHocTi abo royBaHHs
rpyaAat"”, "3gartHicTb BIANBaTH Ha
LBWAKICTb peakwii mpy KepyBaHHI
aBTOTPaHCNOPTOM a60 iHWKMMKU
mMexaHismamu", "Cnoci6
3acTocyBaHHA Ta [o3n”,
"MepenosyBaHHA", "T06IYHI
peakuii” BignoBigHO A0 OHOB/IEHOI
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
iHchopmawii 3 6e3neku gjtoyoi
peyoBvHY. BBeeHHs 3MiH
npoTArom 6-Tn MicAUiB nicns
3aTBEPAKEHHS.
13. | AKTEMPA® tocilizum | Toumnisym | LO4ACO | KoHUeHTparT A TOB YkpaiHa Brvpo6HMuTBO AnoHi BHECEHHS 3MiH [J0 peecTpaLiiiHnx 3a UA/13909/01/01
ab ab 7 pO3unHy ans «Poww Hepo3chacoBaHol al marepianis: 3miHu Il Tuny - 3miHn peyenmom
iHcpysiin, 20 YkpaiHa» npoAyKuii, CLUA/ 3 aKocTi. A®I. MpoeKTHWiA npocTip
mr/mn; no 80 nepBuHHE LBeli Ta nicnapeecTpavyjiiiHnii NpoTokon
mr/4 mn a6o 200 nakyBaHHs: Yyrai uapis ynpasniHHA 3MiHaMn. BHeceHHs
Mr/10 mn, abo dapma 3MiH y nicnsapeecTpauiiinii
400 mr/20 mny MaHydeKkTypuHr NPOTOKON YNpaBniHHA 3MiHaMKn
chnakoHi; no 1 Ko. Nita, AnoHis; ansa A®l - BnpoBagKeHHA
ab6o 4 donakoHn Brpo6HMLUTBO NPOTOKO/Y YNPaB/liHHA 3MiHAMM
Y KapTOHHii Hepo3dracoBaHOl nicns 3aTBepaxeHHs (PACMP) 3
Kopob6Li 3 npoaykuii (ans METOI A0faBaHHsA
MapKyBaHHAM ynakosku no 400 a/lbTepHATUBHOIO MeToay
YKpaiHCbKOO Mr/20 mn), iaeHTuikauii nig vac
MOBOI0; no 80 BMNPOGYBaHHSA BMNPOGYyBaHb Ha BUMYCK —
mr/4 mn abo 200 KOHTPO/O AKOCTI nenTWAHOro KapTyBaHHA 3
Mr/10 mn, abo (4ns ynakoBku no BUKopucTaHHAM Lys-C Ta mac-
400 mr/20 mny 400 mr/20 mn): cnektpomeTpuyHoro (MC)
chnakoHi; no 1 [bxeHeHTeK IHK., [eTeKTyBaHHA AN aKTUBHOIO
ab60o 4 hnakoHu CUA; hapMaLeBTUUHOIO IHrpejieHTa Ta
Y KapTOHHIi BunpobyBaHHs NPOMDKHUX aHTUTIA. 3MiHw Il Tuny -
Kopoo6ui 3 KOHTPO/IO SKOCTI 3MiHu 3 siKocTi. [oTOBWMiA
MapKyBaHHAM (4Nns ynakosku no nikapcbkuii 3aci6. MpoekTHMiA
aHrNincobKoto, 400 mr/20 mn): NpoCTip Ta nicnspeecTpayiiHni
hpaHLy3bKOot0 JoHza NPOTOKO/T YNPaB/iHHA 3MiHaAMM.
Ta apabCcbKoto MaHydeKkTypuHr BHeceHHs 3MiH nicns
MoBamM 3i NNC, CWA; 3aTBepXeHHs MPOTOKONY
CTVIKepoM BropuHe ynpaeniHHA 3MiHaMW /15 TOTOBOrO
YKPaiHCbKOIO nakyBaHHS, nikapcbKoro 3acoby -
MOBOIO BMNPOGYBaHHSA BMPOBaAKEHHSA NPOTOKOTY
KOHTPO/I0 SIKOCTI, ynpaBniHHA 3MiHaMK nicns
BUNYyCK cepil: 3aTBepaxeHHs (PACMP) 3 meTo0
®.XothbdpmaHH-/15 [0faBaHHA aflbTEPHATUBHOMO
Pouw /1tg4, mMeToay ifeHTudikauii roToBoi
LLiBeiiuapis npoAayKuii npu il BUNycky —
nenTuaHoro KaptysaHHA Lys-C 3
MC-aeTeKTyBaHHAM.
14. | AKTEMPA® tocilizum | Toumnisym | LO4ACO | po3uuH gns TOB YkpaiHa Brupo6HMuTBO Himey BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a UA/13909/02/01
ab ab 7 iH'ekuili, 162 «Poww Hepo3cacoBaHol ynHa/ matepianis: 3miHu Il Tuny - 3miHn peyenmom
mr/0,9 mn; 4 YkpaiHa» NpoAYyKLUiT, LLiseit 3 akocTi. A®I. MpoekTHWI NpocTip
nonepeaHLo nepBuHHE Lapis Ta nicnapeecTpavyjiiiHnii NpoTokon
HanoBHEHMX nakyBaHHs, ynpaBniHHA 3MiHaMW. BHeceHHs
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
wnpuua (KoxeH KOHTPO/b B 3MiH y nicnsapeecTpauiiinii
o6’emom 1 mn) y npoueci NPOTOKON YNpaBAiHHA 3MiHaMKn
KapTOHHii BMPOGHULITBA, ons A®l - BnpoBagkeHHs
Kopoo6ui 3 BMNPOOYyBaHHA Ha NPOTOKO/Y YNPaB/liHHA 3MiHAMM
MapKyBaHHAM CTepU/IbHICTb Ta nicnsa 3areepaxeHHs (PACMP) 3
YKparHCbKO0 H6akTepianbHi MeTOl AofaBaHHA
MOBOIO; 4 €HA0TOKCUHM: a/lbTEPHATUBHOIO MeToay
nonepegHL0 BeTtTep dapma- iaeHTudikauii nig vac
HanoBHEHUX ®epTuryHr Mrm6X i BMNPOoGYyBaHb Ha BUMYCK —
wnpuua (KoxeH Ko KT, HimeuuuHa; NenTuAHOro KapTyBaHHA 3
o6’emom 1 mn) y BunpobyBaHHsA Ha BUKopucTaHHam Lys-C Ta mac-
KapTOHHii CTepUsIbHICTb Ta cnektpomeTpuyHoro (MC)
Kopoo6ui 3 bakTepianbHi [eTeKTyBaHHS [/19 aKTVBHOMO
MapKyBaHHAM ©HA0TOKCUHM, dhapmaL,eBTUYHOrO iHrpedieHTa Ta
aHrNilicbKoto, Bi3yasnbHUiA NPOMDKHUX aHTUTIA. 3MiHu Il Tny -
hpaHLy3bKOot0 KOHTPO/b B 3MiHM 3 sKocTi. [oToBWMIA
Ta apabCbKoto npoveci nikapcbkuii 3aci6. MpoekTHMiA
MoBamu 3i BMPOGHMLTBA: npocTip Ta nicnapeecTpaujiitHunii
CTVIKepoM Bettep dapwma- MPOTOKO/ YNPaB/liHHA 3MiHaAMW.
YKpaiHCbKO0 ®epTuryHr MrmoX i BHeceHHs 3MiH nicns
MOBO}O Ko KT, HimeuuunHa; 3aTBEP)KEHHA MPOTOKONY
Bettep dapwma- ynpaeniHHA 3MiHaMW /151 TOTOBOrO
®epTuryHr MrmoX i nikapcbKoro 3acoby -
Ko KT, HimeuuunHa; BrnipoBamkeHHs NpoToKoy
BizyanbHuii ynpaBAiHHA 3MiHaMK nicns
KOHTPO/Ib B 3aTtBepaxeHHs (PACMP) 3 meTo0
npoweci [0faBaHHA aslbTePHATUBHOIO
BMPOGHMLTBA: mMeToay ifeHTudikauii rotoBoi
BeTTep ®apma- npoAayKuii npu il BUNYCKy —
®epTuryHr Mrm6X i nenTuaHoro kaptysaHHA Lys-C 3
Ko KT, HimeuuunHa; MC-peTekTyBaHHAM.
BTopuHHe
nakyBaHHS,
BMMPOGYBaHHSA
KOHTPO/TIO AKOCTI
(kpim
BUMPOOYBaHHSA Ha
CTepUNbHICTb Ta
H6akTepianbHi
€HJ,0TOKCUHM),
BUNYCK cepil:
& . XothbdmaHH-/15
Pouw JiTa,
LLIBeiiuapis
15. | AKTEMPA® tocilizum | Toumnisym | LO4ACO | KOHUeHTparT ans TOB YkpaiHa Brpo6HuMLTBO AnoHi BHECEHHS 3MiH 10 peecTpaLiiHnX 3a UA/13909/01/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
ab ab 7 pO3uunHy ons «Poww Hepo3dacoBaHol al matepianis: 3miHu Il Trny - 3MiHK peyenmom
iHcpysii, 20 YkpaiHa» nNpoAayKLUiT, ClwA/ wono 6e3nekn/epekTnBHOCTI Ta
mr/mn; no 80 nepBuHHe LBeii thapmakoHarnagy. [Hwi 3MiHK, AKi
mr/4 mn abo 200 nakyBaHHs: Yyrai Lapis He BBILLN y Lield po3ain, ski
Mr/10 mn, abo dPapma BK/IOYAOTb NOJAaHHA pe3y/bTaTiB
400 mr/20 mn'y MaHyhekTypuHr [OCNipKEHb A0 KOMMETEHTHOTO
dhnakoHi; no 1 Ko. NlTa, AnoHis; opraHy. IHthopmauis woao
a6o 4 chnakoHn Bnpo6HMLTBO cMCTEMU YNpaB/iHHA pU3nKaMm
Y KapTOHHiiA Hepo3dghacoBaHOl Ha nigctasi pe3ynbrartis
Kopoo6ui 3 npoaykuii (ans kniniyHoro ornagy (RABBIT) Ta
MapKyBaHHAM ynakosku no 400 NnoroXeHHsi KomiteTy 3 OLiHKK
YKparHCbKOt0 mr/20 mn), pv3ukiB y hapmakoHarnsagi
MOBOIO; no 80 BMMPOGYBaHHSA (PRAC) y pamkax npoueaypu
Mmr/4 mn a6o 200 KOHTPOJO SIKOCTI PSUSA 0002980/202204,
mr/10 mn, abo (415 ynakoBku no npeacTaBneHi 3MiHW 40 nnaHy
400 mr/20 mny 400 mr/20 mn): ynpaBniHHA pu3nkamu Bepcis 30.4,
chnakoHi; no 1 [bxeHeHTeK IHK., MOXyYTb 6YTV pekoMeHA0BaHi A0
ab6o 4 dhnakoHn CLUA; 3aTBEPMKEHHS. 3asaBHUKOM
Y KapTOHHIi BunpobyBaHHs HaZaHO OHOB/IEHWI NnaH
Kopobui 3 KOHTPOJO SIKOCTI ynpasniHHA pusnkamu Bepcia 30.4
MapKyBaHHAM (&ns ynakoBkm no 3MiHW BHECEHO [10 YaCTUH:
aHrNincbKoto, 400 mr/20 mn): Il «Cneundikauis 3 6e3nekms»
chpaHLy3bKoto NoHsa Il «MnaH 3 hapmakoHarnagy»
Ta apabCcbKoto MaHyhekTypuHr V «3axoam 3 MiHimi3aLii pu3mnkis»
MoBamu 3i NNC, CWA; VI «Pe3tome nnaHy ynpasniHHA
CTVIKepOM BropuHe pu3nKaMm»
YKparHCbKOt0 nakyBaHHs, VII «QopaTkm»
MOBOIO BUNPOOYBaHHS Pestome oHoBneHoro Mnaxy
KOHTPOJIO SIKOCTI, ynpasniHHA pusmkamu Bepcia 30.4
BUMNYCK Cepii: [ofaETbCs.
®.XohbdpmaHH-/15
Pow ta,
LLiBeliuapis
16. | ANEPIrOANN® azelastin | azenactuH | RO1ACO | cnpeii Biatpic Himeuun Brpo6HMK Himeu BHECEHHS 3MiH 0 peecTpavLiiiHnX 6e3 UA/4072/02/01
e y 3 HaszaslbHUi Xenckea Ha BiAnNoOBiAaNbHWI 32 | 4MHa MaTepianis: 3miHu | TUny - 3MiHK peyenma
rigpoxnop [030BaHui, 1 6X BUPOGHMLTBO wopo 6e3snekn/ethekTMBHOCTI Ta
na mr/mn, no 10 mn Hepo3dacoBaHoi thapmakoHarnsgy. BeegeHHs abo
y thnakoHi 3 nNpoAayKLUiT, 3MiHN [0 y3araslbHEHUX AaHuX Npo
HarBMHYeHUM nepBuHHE Ta cuctemy chapmakoHarnagy
posnunoBavem; BTOPUHHE (BBEAEHHS Yy3araslbHEHNX AaHUX
no 1 cdonakoHy B nakyBaHHs, npo cuctemy chapmakoHarnsgy,
KapTOHHIi KOHTPO/Ib SKOCTI 3MiHa yNOBHOBaXXEHOI 0cobw,
yrakoBLi Ta BUMyCK cepii: BiANOBiAA/IbHOI 32 3AiCHEHHS
MAZLAYC 'm6X hapmakoHarnagy; KOHTakTHoOl
ocobu 3 chapmakoHarnsgy
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n/n

Hassa

JliKapcbK0O20

3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

3as1BHMKA 419 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, AKLWO

BOHa BifMiHHA Bif, yNOBHOBaXeHO|

ocobw, BignoBigabHOI 3a
3[jiicHeHHs1 hapMakoHarnsay
(BK/IIOYAKOYN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-aiina cuctemm
thapmakoHarnagy) 3miHa

YMOBHOB&XEHOI 0CO6Y 3asBHIIKA,

BignoBiganbHOI 3a
hapmakoHarnsg.

[itoua pepakuis: Dr Eiko Soehlke.
MponoHoBaHa pepfakuis: Andrea
Oliva. 3miHa KOHTaKTHUX AaHnx

YMOBHOB&XEHOI 0CO6Y 3asBHIIKA,

BignoBiganbHOI 3a
hapMakoHarnsg. 3miHa
MiCLIe3HaxXOpKeHHs1 macTep-
thaiina cnuctemm
hapmakoHarnsgy. 3miHa micus

3[iiCHEHHS] OCHOBHOI AisiNIbHOCTI 3

dhapmakoHarnsgy.

17.

ANMbBYMIH

NOANHN 200 TN

albumin

anboymiH
NOANHN

BO5AAQ
1

po34nH Ans
iHdpysiia, 200 r/n;
no 50 mn a6o no
100 mn po3unHy
y nnswuj; no 1
nnswyi B
Kopob6Li 3
KapToHY

KegnpioH
C.n.A.

ITanis

KEAPIOH C.IN.A.

ITanisa

BHECEHHS 3MiH 0 peecTpaLiiHnX
marepianis: 3miHu | Tuny - 3miHu 3
sKocCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbKoro
3acoby. 3miHa napameTpiB
cneumdikauii Ta/abo AonycTUMmX
MEX FOTOBOr0 NiKapCbKoro 3acoby
(iHWi 3MiHW)- BunyyeHHs i3
cneuundikavii 13 nokasHuka
«[liporeHun», k1l npoBoAMBCA Y
pasi nepeBULLEHHS NIMITIB
MiKPOBGHOr0 HaBaHTaXEHHS. 3MiHU
| TNy - AOMIHICTPaTWBHI 3MiHW.
BunyyeHHst BAPOOHUYOI AinbHAL
(BKovatoum ginbHuu ans Adl,
NPOMIXHOr0o NPOAYKTY abo
roTOBOrO JlikapcbKoro 3acoby,
OiNbHULI ANS NpoBeAeHHS
nakyBaHHs, BUPOBHMKa,
BiANOBIAA/TLHOIO 3a BUMYCK Cepil,
MicLie NPOBEeAEHHS KOHTPO/IHO
cepii) abo nocTayasibHMKa

3a
peyerimom

UA/15876/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

BVXifHOTO Matepiany, peareHty
a60 [0NOMDKHOT pevyoBUHN (SIKLLLO
3a3HayeHo y A0CbE)- BunyyeHHs

BMPOGHWYOT AinbHuLi YAP/1b3
PIBEP NABOPATOPI3 ®PAHLIIA

— UPN®, dpaHuis, aK ginbHWL,

BiANOBIAA/IbHOI 3@ KOHTPO/Ib
SIKOCTi FOTOBOr0 NiKapCbKoro
3aco6y 3a NoKasHMKOM
«[MiporeHus. 3miHu | Tuny -
AOMIHICTPaTUBHI 3MiHW.
BunyyeHHs BUPOOGHNYOI AinbHUL
(Bkntovaroum ginbHnui ans Adl,
NPOMIXHOro NPoAYyKTy abo
roTOBOro NikapcbKoro 3acoby,
AiNbHULI ANA NpoBeAeHHS
nakyBaHHs, BUPOGHMKA,
BiZiNOBIfa/IbHOTO 3a BUMYCK Cepild,
MicLie NPOBEAEHHS KOHTPO/THO
cepil) abo nocTayasibHyKa

BUXIQHOrO MaTepiasty, peareHTy
ab0o 4ONOMIXHOT peYOBUHM (SKLLO
3a3HayYeHo y [0CbE) - BunyyeHHs
BMPO6HUYOI AinbHNLi EYPO®IHC

BIONAB CP/, ITanis, K ginbHuUuj,
Bi4NOBIAA/IbHOT 38 KOHTPO/b
SIKOCTi FOTOBOro NiKapCbKoro

3aco0y 3a NoKa3HKOM
«MNiporeHn»

18.

ANNTbBYHOPM 20
%

albumin

anboymiH
NOANHN

BO5AAQ
1

po34nH Ans
iHdpysiia, 200 r/n;
no 50 mn a6o
100 mn po3unHy
y donakoHi, no 1
donakoHy y
KapTOHHIi
Kopoo6Li

OxkTachapm
a
dPapmaueB
TVKa
MpopykTio
Herec.
M.6.X.

ABcCTpis

BUPOBHUK,

BiANOBiAA/IbHWIA 32

BUPOBHMLTBO in-
bulk, nepBuHHY
yMaKkoBKy,
KOHTPO/b AKOCTI,
BTOPUHHY
yMaKkoBKy,
BisyasibHa
iHCnekuis,
MapKyBaHHs,
BUNYyCK cepil:
OkTadhapma
dapmaueBTuKa
MpoaykTioHcrec.
M.6.X., ABCTpisi;

ABCTpiI

Lseui
al
®paHL,
i/
Himeu
YynHa

BHECEHHS 3MiH [0 peecTpaLiiHnX
matepianis: 3miHu Il Trny - 3MiHK
3 IKOCTi. FO0TOBWMIA NikapcbKuii
3aci6. Cucrtema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa y NepBUHHIli ynakoBLi
rOTOBOrO JliKapCbKOro 3acoby
(AKicHWIA Ta KiNbKicHWIA cknag) -
CTepwnbHi nikapcbki 3acobu Ta
nikapcbki 3acobu
6i0/10riYHOro/iMyHOOriYHOTO
NOXOKEHHS - 3MiHa nepeabayae
BBEJEHHS 404aTKOBOro
rnoctavasibHvKa 32 Mm
6pombyTrnoBux npobok Aptar
Stelmi ans 3a6e3neyeHHs

3a
peyerimom

UA/17703/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

BMPOGHUK,
BiAnoBiganbHMIA 3a
BMPOGHWLTBO in-
bulk, nepBuHHy
yNaKkoBKy,
KOHTPO/b SKOCTI,
BWMYCK Cepii:
Oxktathapma AB,
Lseujs;
BMPOGHUK,
BiAnoBiganbHMIA 3a
BMPOGHMLTBO in-
bulk, nepBuHHY
yNaKkoBKy,
KOHTPO/b SKOCTI,
BWMYCK Cepii:
OkTadhapma,
®paHuis;
BMPOGHUK,
BiAnoBiganbHMIA 3a
BMPOGHWLTBO in-
bulk, nepBuHHy
yNaKkoBKy,
KOHTPO/b SKOCTI,
BWMYCK Cepii:
Oktaghapma
MpogaykTioHcrecen
wadT [JoinunaHg
M6X, HimeyunHa;
BUPOBHUK,
BiANOBIAA/IbHWIA 32
Bi3yasibHUiA
KOHTPOSb,
MapKyBaHHS Ta
BTOPVIHHY
yNaKoBKy:
OkTadhapma
[eccay 'm6X,
HimeuunHa

6e3nepepBHOCTI BUPOOHMLTBaA Ta
3HWKEHHS PU3VWKIB Y NaHLory
nocTavaHHs. BignosigHi 3miHu
BHECEHO A0 po3giny 3.2.P.7
«Cunctema
KOHTelHep/3aKynopoBasibHUi
3acib» peecTpauiiiHoro Jocbe

19.

ANNMbBYHOPM 25
%

albumin

anboyMmiH
NIOAMHN

BO5AA0Q

pO34nH Ans
iHdpysiid, 250 r/n;
no 50 mn a6o
100 M1 po3vnHy
y thnakoHi, no 1
hakoHy B

OxTadapm
a

dapmaves
TUKa

MpoaykTio
Hecrec.

ABCTpIst

BMPOGHUK,
BiAnoBiganbHMIA 3a
BMPOGHMLTBO in-
bulk, nepBuHHy
yNaKkoBKy,
KOHTPO/b SKOCTI,

ABCTpi
al
Lseui
al
®paHL,
ia/

BHECEHHS 3MiH 0 peecTpavLiiiHnX
mMartepianis: 3miHu Il Tuny - 3MiHK
3 AKOCTi. [0TOBWIA NikapCbKuii
3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3MiHa y NepBUHHIl ynakoBLi

3a
peyenmom

UA/17703/01/02
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arka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
KapTOHHIi M.6.X. BTOPUHHY Himeu rOTOBOrO /1iKapCbKOro 3acoby
Kopoobui ynakoBKY, yYnHa (AKicHWIA Ta KinbKicHWIA cknag) -
BisyasibHa CTepwnbHi nikapcbki 3acobu Ta
iHCMekujs, nikapcbki 3acobu
MapKyBaHHS, 6i0N10riyHOro/iMyHOs0riYHOro
BUNYCK cepil: NOXOMKEHHS - 3MiHa nepegbayae
OkTachapma BBE/leHHs1 J0AATKOBOrO
dapmaueBTuKa nocravyasibHuka 32 MM
MpopykTioHcrec. 6pombyTHNIoBMX NPO6OK Aptar
M.6.X., ABCTpis; Stelmi gns 3abe3neyeHHs
BUPOBHUK,

BiANOBIAaNbHMIA 3a
BMPOGHMLTBO in-
bulk, nepBuHHy
yNaKoBKY,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
Okracapma Ab,
LLBeuist;
BUPOBHUK,
BiANOBIAaNbHMIA 3a
BMPOGHMLTBO in-
bulk, nepBuHHy
yNaKoBKY,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
Oxktadhapma,
®paHujs;
BUPOBHUK,
BiANOBIAaNbHMIA 3a
BMPOGHMLTBO in-
bulk, nepBuHHy
yNaKoBKY,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
OkTadhapma
MpopaykTioHcrecen
wadT [oitunaHsg
M6X, HimeuuunHa;
BMPOGHUK,
BiAnoBiganbHMIA 3a
Bi3yanbHUiA
KOHTPO/b,
MapKyBaHHS Ta

BTOPUHHY

6e3nepepBHOCTi BUPOOHULTBA Ta
3HWKEHHS PU3KUKIB Y aHuory
noctavaHHs. BignosigHi 3MiHn
BHeceHo A0 po3giny 3.2.P.7
«Cucrema
KOHTeliHep/3aKynopoBasibHWi
3acib» peecTpauiiiHoro focke
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
yNaKoBKy:
Oktaghapma
[eccay M'm6X,
HimeyumHa
20. | AJibBYHOPM 5 albumin anbOyMiH BO5AAQ | po3uuH ans Oxtachapm | ABCTpis BUPOBHUK, ABCTpi | BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a UA/17703/01/03
% NOANHN 1 iHcpysin 50 r/n; a BignoBigabHNI 3a al marepianis: 3miHu Il Tuny - 3miHn peyenmom
no 100 mn, 250 dapmaues BMPOGHMLTBO in- LBeui 3 AKOCTi. [0TOBWIA NikapCbKWii
M a6o 500 mn TMKa bulk, nepBuHHy al 3aci6. Cuctema
pO3UnHYy y MpopykTio yMNaKoBKy, PpaHy, KOHTeliHep/3aKynopoBasibHWi
dhnakoHi, no 1 Hcrec. KOHTPO/b AKOCTI, i/ 3aci6. 3MiHa y MepBUHHIl ynakoBLi
donakoHy y M.6.X. BTOPUHHY Himey rOTOBOrO JliKapCbKOro 3acoby
KapTOHHIi yMNaKoBKYy, ynHa (AKicHWIA Ta KinbKicHWIA cknag) -
Kopoo6Li BisyasibHa CTepunbHi nikapcbki 3acobum Ta
iHCnekuis, nikapcbki 3acobm
MapKyBaHHS, 6i010ri4YHOro/iMyHOMOrYHOTO
BWMYCK Cepii: NOXOMKEHHS - 3MiHa nepegbayvae
OkTachapma BBE/leHHs1 0AATKOBOro
dPapmaueBTrKa nocrayasibHuka 32 Mm
MpopykTioHcrec. 6pombyTnNoBMXx Npobok Aptar
M.6.X., ABCTpisi; Stelmi ans 3a6e3neyeHHs
BUPOBHUK, 6e3nepepBHOCTI BUPOGHMLITBA Ta

BiANOBiAA/IbHWIA 32
BUPOBHMLTBO in-
bulk, nepBuHHY
yNaKkoBKy,
KOHTPO/b SIKOCTI,
BWMYCK Cepii:
OxTadapma Ab,
Lseuis;
BUPOBHUK,
BiANOBiAA/IbHWIA 32
BUPOBHMLTBO in-
bulk, nepBuHHY
yNaKkoBKy,
KOHTPO/b SIKOCTI,
BWMYCK Cepii:
OkTadapma,
PpaHuis;
BUPOBHUK,
BiANOBiAA/IbHWIA 32
BUPOGHMLTBO in-
bulk, nepBuHHY
yNaKkoBKy,
KOHTPO/b SIKOCTI,
BMMNYCK Cepii:

3HWKEHHS PU3VKIB Y NaHLory
nocravaHHs. BignosigHi 3MiHn
BHECEHO Ao po3giny 3.2.P.7
«Cucrema
KOHTeliHep/3aKynoproBasibHWi
3aci6» peecTpaviiHoro gocke
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
OkTadhapma
MpopaykTioHcrecen
wadT [oihunaHg
M6X, HiMmeuunHa;
BUPOBHUK,
BiANOBIAaNbHMIA 3a
Bi3yasibHUIA
KOHTPONb,
MapKyBaHHs Ta
BTOPVIHHY
yNaKoBKy:
OkTadhapma
[leccay M'm6X,
HimeuunHa
21. | AJIb®APEKIH® interfero | iHTepdpepo | LO3ABO | niocpinizar gns TOB Ykpaina BTOPVHHE YkpaiH | BHECEHHS 3MiH [0 peecTpaLiiHnX 3a UA/14777/01/02
n alfa-2b | H anbda- 5 pO3uuHy oNns "BAJIAPTI nakyBaHHs, a matepianis: 3miHu Il Trny - 3MiHK peyenmom
2b iH'ekwjin no 3 H KOHTPO/b SIKOCTI, 3 AKkoCTi. ADL. (iHLWi 3MiHW) -
pekombiHa M/IH MO; 10 PAPMA" BMNYCK cepil OHOB/EHHSA po3giny 3.2.S
HTHWIA h1aKoHIB 3 roTOBOrO AKTUBHWI dhapmaLeBTUYHNIA
NOANHN niocpinizatom y niKapcbKoro iHrpepieHT" Moayns 3
nnacTuKoBIl 3acoby: TOB peecTpauiiHoOro A0ChE Y 3B'A3KY 3
KaceTi; no 1 "BAJIAPTIH peecTpaujieto Ailo4oi peyoBMHN
NnacTrKoBil PAPMA", YkpaiHa; IHTepdrepoH anbha-2b
KaceTi B BMPOGHMLITBO 3a pekombiHaHTHW nogunHn (PTT Ne
KapTOHHIl NOBHUM LMK/IOM, UA/20588/01/01 Big 09.09.2024
Kopobui; 1 KOHTPO/b SIKOCTI, p.)
hnakoH 3 BMNYCK cepil
niodgpinizatom B roTOBOrO
KoMnnekTi 3 1 niKapcbKoro
amnysnot 3acoby: TOB
PO3UMHHMKA "HaykoBo-
(Boga ons BMpO6HMYa
iH'eKLjin) No 2 mn KOMMaHis
y NNACTUKOBIN "IHTepchapmbioTek
KacerTi; no 1 ", YkpaiHa
nnacTuKoBil
KaceTi B
KapTOHHIl
Kopobui; 5
h/1aKoHIB 3

niocpinizatom B
KOMMekTi 3 5
amnynamm
PO3YMHHVKA

(Boga ans
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
iH'eKLjn) Mo 2 mn
y NNacTUKOBIN
KaceTi; no 1
NAacTyKOBIi
KaceTi B
KapTOHHii
Kopo6ui
22. | AlIb®APEKIH® interfero | iHTepdoepo | LO3ABO | niodpinizat ansa TOB YkpaiHa BTOPVHHE YkpaiH | BHECEHHs 3MiH 40 peecTpauiiHnX 3a UA/14777/01/01
n alfa-2b | H anba- 5 po34nHYy AN "BAJTAPTI nakyBaHHs, a marepianis: 3miHu Il Tuny - 3miHn peyenmom
2b iH'ekyjn no 1 H KOHTPO/b AKOCTI, 3 AkocTi. API. (iHLWi 3MiHW) -
pekombiHa M/H MO; 10 PAPMA" BUMYCK cepii OHOBJIEHHSA po3ainy 3.2.S
HTHWI h1aKoHIB 3 roToBOro AKTUBHWI hapmaLeBTUYHNI
NOANHN niodgpinizatom y nikapcbkoro iHrpegieHT" Mopyns 3
NnacTrKoBil 3acoby: TOB peecTpavuiiiHoro A0ChE Y 3B'A3KY 3
KaceTi; no 1 "BANNAPTIH peecTpaujiero filo4oi peyoBrHU
NnacTrKoBil ®APMA", YkpaiHa; IHTepcepoH anba-2b
KaceTi B BMPOBHULTBO 3a pekoM6iHaHTHW NoguHn (PTT Ne
KapTOHHIi NOBHUM LK/IOM, UA/20588/01/01 Big 09.09.2024
Kopo6ui; 1 KOHTPO/b AKOCTI, p.)
dhnakoH 3 BUMYCK cepii
niocpinisatom B roToBOro
KoMMekTi 3 1 nikapcbkoro
amnysor 3acoby: TOB
PO3UMHHUKa "HaykoBo-
(Boga ans BMPOGHMYaA
iH'eKwLjin) No 2 mn KOMnNaHis
y NNAcTUKOBIN "IHTepchapmbioTek
KaceTi; no 1 ", YKkpaiHa
NAacTUKOBIi
KaceTi B
KapTOHHIl
Kopobui; 5
dnakoHiB 3

niodgpinizatom B
KOMNAEKTi 3 5
amnynamm
PO3YMHHVKA
(Boga ons
iH'eKLjin) No 2 mn
y NNACTUKOBIN
KacerTi; no 1
nnacTuKoBil
KaceTi B
KapTOHHIl
Kopoo6ui
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
23. | AMOKCUK/NAB® Amoxicill | amokcuum | JOICRO | mopoLuoK Ans CaHpo3 CnoseHi CaHpo3 'm6X - ABCTpi | BHECEHHS 3MiH [0 peecTpavLiiHnX 3a UA/7064/02/01
in and niH (y 2 opasibHOT dapmach A Bupo6bHunya A MaTepianis: 3miHu | TUny - 3MiHK peuyenmom
beta- dopmi cycneHsii (250 1oTikan3 AinbHUUs wopo 6e3snekn/ethekTMBHOCTI Ta
lactama | amokcuum Mmr/62,5 mr B 5 o.a. AHTWIHAEKUIVHI thapmakoHarnagy. BHeceHHs abo
se niHy mn); no 15,8 r N3 Ta XimiyHi 3MiHa(n) fo 3060B'A3aHb Ta yMOB
inhibitor | Tpurigpaty MOPOLLKY Y Onepadjii KyHanb BuAauvi peectpauiiHoro
) i kucnota chnakoHi (ans (AIXO N3 nocBigyeHHs, Bktovaoun MnaH
KnaeynaHo 100 mn KyHA/1b) ynpaBniHHA pu3ukamu (iHLLi 3MiHK)
Ba (y cycneHsii), no 1 3asBHUKOM HaflaHO OHOBJIEHWA
cdhopmi h1akoHy pasom naaH ynpasniHHA pU3nkamu Bepcis
Kauito 3 MipHOlO 3.2
KnasynaHa JI0XKOI0 ab0 3MiHU BHECEHO 10 YaCTVH:
TY) MipHUM | «3aranbHa iHhopmauis»,
wnpvuem B Il «Cneupndikais 3 6e3nekm»,
KapTOHHii Il «MnaH 3 hapmakoHarnsagy»,
Kopoo6Li 1V» MnaHn wopao
nicnspeecTpauiiHnx focnigXeHb
ehekTUBHOCTI»,
V «3axo4u 3 MiHiMi3auii pu3nkiB»,
VI «Pe3tome nnaHy ynpasniHHA
pusnkammn»,
VII «ogaTtkn» y 3B'A3Ky 3
OHOBJIEHHAIM creuunadikaLi 3
6e3neku BigNoBiAHO J0
aKTyasibHOI ped)epeHTHOI
iHbopmaLii Npo BaXX/IMBI pU3NKK
Ta 3axo4y LWoAO ynpasniHHA
HVMU, & TaKoX Yy 3B'A3KY 3
BUAAIEHHAM TOProBe/lbHWX Ha3B
ANA KpaiH, okpiM ABCTpIl
(npouepypa AT/H/1268-1269-
1270/001/DC).
Pestome nnaHy ynpasiHHA
pv3nkamu Bepcist 3.2 A0AA€ETbCSA
24. | AMOKCUKNAB® Amoxicill | amokcuum | JOICRO | nopoLuok Ans CaHpo3 CnoseHi CaHpo3 'm6X - ABCTpi | BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a UA/15213/01/01
2S in and niH (y 2 opasibHOT dPapmach A Bupo6Huya A matepianis: 3miHu Il Tuny - 3miHn peyenmom
beta- dopmi cycneHsii (400 toTikan3 AinbHUUS woao 6e3nekn/edpekTBHOCTI Ta
lactama | amokcuum Mr/57 mr B 5 a.a. AHTUIHEKUiHI thapmakoHarnsgy. BHeceHHss a6o
se niHy mn); mo 5,70 r N3 Tta XimiuHi 3MiHa(1) go 3060B'A3aHb Ta yMOB
inhibitor | Tpurigpaty (35 mn ) abo no Onepauii KyHanb BMAAYi peecTpaviiiHoro
) i kucnota 11,01 (70 mn) (AIXO N3 nocBifYeHHs, BKoYatoun MNnax
KnasynaHo MOPOLLKY Y KyHanb) ynpasniHHA pu3nkamn (iHLi
Ba (y dhnakoHi; no 1 3MiHN). 3asBHUKOM HafaHo
dopmi dhnakoHy pasom OHOBJIEHUIA N1aH yNpaB/liHHSA
Kaniro 3 MipHOIO pvi3vkamu Bepcis 3.2




51

ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
KnasynaHa NIOXKOI0 abo 3MiHV BHECEHO [0 YaCTUuH:
TY) MipHUM | «3aranbHa iHhopmaLlis»,
wnpuuem y Il «Cneupndikauis 3 6esnekn»,
KapTOHHIl Il «MnaH 3 hapmakoHarnsagy»,
Kopoobui IV»MnaHn wono
nicnspeecTpayiiHnx AocniaxeHb
eheKTNBHOCTI»,
V «3axo4u 3 MiHiMi3aLil pu3nkie»,
VI «Pestome nnaHy ynpasniHHA
pu3nkamm»
VII «QopaTkm»
Y 3B’A13KY 3 OHOBJIEHHAM
cneumdikauii 3 6e3neku firumnx
PEYOBUH aMOKCULMNIHY
TpurigpaTy/kanito knasynaHary,
BiANOBIAHO A0 akTyanbHOl
pedepeHTHoI iHdhopMaLii npo
BaXX/IMBI PU3MKM Ta 3aX04M o0
ynpasAiHHA HUMK.
Pestome nnaHy ynpasniHHA
pv3vkamun Bepcia 3.2 4oJa€ETbCs.
25. | AMOKCUK/AB® Amoxicill | amokcuuy | JOLCRO | Tabnetku, Lo CaHpo3 CnoBeHi CaHpo3 T'M6X — ABCTpi | BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a UA/3011/04/01
KBIKTAB in and niHy 2 aucnepryoTbes, dapmach A Bupo6bHnya a mMartepianis: 3miHu Il Tuny - 3MiHK peuenmom
beta- dopmi 875 mr/125 wir; 1oTiKan3 AinbHUUs wozo 6e3snekn/edhekTMBHOCTI Ta
lactama | amokcuum no 5 Tabnetok y 4.4 AHTWIHGEKUIVAHI thapmakoHarnsgy. BHeceHHs abo
se niHy 6nictepi, no 2 N3 Ta XimiyHi 3MiHa(1) [0 30608B'A3aHb Ta YMOB
inhibitor | Tpurigpaty 6nictepu y Onepauii KyHanb BMAAYi peecTpaviiiHoro
Ta KapTOHHIl (AIXO N3 nocBigyeHHs, Bkovaoun MnaH
Kucnota Kopobui; no 7 KyHA/1b) ynpaBiHHA pu3ukamu (iHLWi 3MiHK)
KnasynaHo TabneTtoky 3aABHUKOM HafaHO OHOB/IEHWI
Bay 6nictepi, no 2 MnaH ynpaBniHHA py3nKamn
dopmi 6nictepn y Bepcia 3.2 3MiHM BHECEHO [0
Kaniesoi KapTOHHIi YyacTuH: | «3aranbHa
coni Kopoo6Li iHchopmauisy» , VI «Pestome nnaHy
ynpas/iiHHA pu3nKamm» Ha OCHOBI
npuBeeHHs y BIANOBIAHICTb A0
MYP pechepeHTHOro nikapcbkoro
3acoby AyrMeHTuH. Pestome
MnaHy ynpasniHHS pu3nkamu
Bepcia 3.2 AoAaETbCS.
26. | AHANbIH And metamiz | meTtamizon | NO2BBO | cynosuTtopii MpuBaTHe | YkpaiHa MpusaTHe YKpaiH | BHECEHHs 3MiH [0 peecTpauiiHnX 3a UA/4014/01/02
BITEN ole HaTpito 2 pekTasibHi no aKujioHepH akuioHepHe a marepianis: 3MiHu | Tuny - 3miHK peyenmom
sodium 0,25r1; o 5 e TOBapucTBo woao 6e3nekn/edpekTMBHOCTI Ta
Cyno3nTopiiB y TOBapucTB "JlekxiMm-Xapkis" hapmakoHarnsgy (iHwi 3miHn)
6nicTepi, no 2 0 "/lekxim- OHOB/IEHO TEKCT MapKyBaHHS
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
6nictepu B nayuj Xapkis" NepBUHHOT Ta BTOPVHHOI YNaKoBKU
3 KapTOHY nikapcbKoro 3acoby, a came:
BUYYEHO iH(hopMaLlilo, 3a3HauYeHy
POCICbKOI0 MOBOIO, BHECEHO
3MiHW Y TEKCT MapKyBaHHS
nepsuHHOI (N. 1, 2, 6) Ta
BTOpPUHHOI (N. 1, 2, 4, 11, 16, 17)
ynaKkoBKM, a Takox 3po6aeHo
He3HauHi pefakuiliHi npaBky.
TepmiH BBEAEHHSA 3MiH MPOTAroM 6
MiCALB Nic/A 3aTBEPAXKEHHS.
27. | AHANbIH And metamiz | metamizon | NO2BBO | cynosutopii MpuBaTtHe | YkpaiHa MpuBatHe YkpaiH | BHECEHHS 3MiH [0 peecTpayiiHnX 3a UA/4014/01/01
BITEN ole HaTpito 2 pekTanbHi no 0,1 | akuioHepH akuioHepHe a Marepianis: 3mMiHu | Tuny - 3miHK peyenmom
sodium rno5 e TOBapuCTBO wopo 6e3sneku/epekTMBHOCTI Ta
CynosuTopiie y TOBapucTB "Mekxim-Xapkis" thapmakoHarnagy (iHwi 3MiHN)
6nictepi, no 2 0 "Nlekxim- OHOB/IEHO TEKCT MapKyBaHHS
6nictepu B navuj Xapkis" NepBMHHOT Ta BTOPUHHOI YNakoBKM
3 KapTOHY nikapcbKoro 3acoby, a came:
BW/TyY€eHO iHhopMaLiito, 3a3HaveHy
POCIiCbKOI0 MOBOIO, BHECEHO
3MiHU Y TEKCT MapKyBaHHS
nepeuHHOI (N. 1, 2, 6) Ta
BTOpPWHHOI (N. 1, 2, 4, 11, 16, 17)
yMakoBKM, a Takox 3po6eHo
He3HauHi pefakuiiiHi npaBKu.
TepMiH BBEEHHA 3MiH NPOTArom 6
MicSILLiB NiCNs 3aTBEPAKEHHS.
28. | AHANDBIH Ana metamiz | meTtamizon - cynosuTopii MpuBaTHe | YKpaiHa MpuBaTHe YkpaiH | BHECEHHS 3MiH [0 peecTpaLiiiHnX - UA/13821/01/02
BITEA ole HaTpito pekTanbHi no 0,1 | akuioHepH akuioHepHe a MaTepianis: 3miHu | TUny - 3MiHK
sodium rin bulk: Ne e TOBapUCTBO wozo 6e3snekn/edhekTMBHOCTI Ta
1000: no 5 TOBapucTB "JlekxiM-Xapkis" hapmakoHarnagy (iHwi 3miHn) -
Cyno3nTopiiB y 0 "/lekxim- OHOBJ/IEHHSA TEKCTY MapKyBaHHSA
6nictepi, no 200 Xapkis" chopmm in bulk, y 38’a3Ky 3
6nictepis y BUJTYYEHHAM TEKCTY MapKyBaHHS
ALWIKY 3 POCiiCbKOI0 MOBOIO Ta BHECEHHS
rohpokapToHy pejakuiiHux npasok 3a n.n.1, 2, 4,
11, 17 ansa popmu in bulk. TepmiH
BBEJEHHS 3MiH NpOTArom 6
MicsILLiB NicNs 3aTBEPAKEHHS.
29. | AHANbIH Ana metamiz | meTamizon - cynosuTopii MpuBaTHe | YKpaiHa MpuBaTHe YkpaiH | BHECEHHS 3MiH [0 peecTpaLiiiHnX - UA/13821/01/01
BITEN ole HaTpito pekTasibHi no aKLjioHepH akujioHepHe a mMarepianis: 3MiHu | TUny - 3MiHK
sodium 0,25 rin bulk: Ne e TOBapucTBO wopo 6e3nekn/edhekTMBHOCTI Ta
1000: no 5 TOBapucTB "JlekxiM-XapkiB" thapmakoHarnsagy (iHwi 3MiHu) -
CynosunTopiie y 0 "Nlekxim- OHOBJ/IEHHA TEKCTY MapKyBaHHA
6nictepi, no 200 Xapkis" doopmu in bulk, y 3B’si3ky 3
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
6nictepiB y BW/TYYEHHAIM TEKCTY MapKyBaHHS
ALLYIKY 3 POCi/iCbKOI0 MOBOIO Ta BHECEHHS
rohpokapToHy pefakLiiHix npasok 3a n.n.1, 2, 4,
11, 17 ansa dopmu in bulk. TepmiH
BBEJEHHS 3MiH NpoTArom 6
MicsILLiB NicNs 3aTBEPAYKEHHS.
30. | AHIL.HET® flurbiprof | cbnyp6inp R02AX0 | NboASHWKM MO TOB Narsivic nosic Icnani BHECEHHS 3MiH 0 peecTpavLiiiHnX 6e3 UA/19961/01/01
NbOAAHUNKN en odheH 1 8,75 mr; no 12 "IHPAPM bka PAPMACEYTIKAN al mMartepianis: 3miHu | TUNy - 3MiHK 3 peyenma
NbOASHUKIB Y A Pecny6n C C.N1., IcnaHis; Monb AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
6nictepi, no 2 Tpewginr" ika Mwepawe6b0pCcTBO wa KOHTpOsb roToBOro nikapcbKoro
6nictepa B MpopaykuiiHo- 3acoby. 3miHa y meTofax
KapTOHHIM nayui XaHAsboBe BMNPOGYBaHHA roTOBOro
«EBA» C.A.,, nikapcbKoro 3acoby (He3HayHa
Monblya 3MiHa y 3aTBEpAKEHUX MeToAax

BMNPOBYBaHHSA) HE3HAYHI
OHOBJIEHHS Y Ki/TbKiCHOMY
BW3HAYEHHI rOTOBOTO NiKapCbKoro
3aco6by (y NpuroTyBaHHi
CTaHfapTHOro Ta
BMNPO60OBYBAHOr0 PO34MHIB), a
came: y NOTOYHOMY [0CbE
KOHL,eHTpauis cTaHgapTHOro
PO34MHY ANA aHanisy
dnypb6inpodeHy ctaHoBUTb 0,20
Mr/MJ1, TOA SIK KOHLLeHTpav,is
BMMPO6GOBYBAHOIO PO34MHY AN
aHanisy gonyp6inpodeHy
cTaHoBuTb 0,21 mr/mn.
3anponoHoBaHa 3miHa nonarae y
BCTAHOB/IEHHI 060X KOHLEHTpaLliii
Ha piBHi 0,22 Mr/mMn, WO6 YHUKHYTK
Heob6XiAHOCTI noganbLUnX
po3paxyHkiB 415 BiANOBIAHOCTI
KOHUeHTpauisam. Lis oHoBneHa
KOHLEHTpaLis B Mexax Aiana3oHy
3apeecTpoBaHOro Ta nepesipeHoro
meToay. XpomaTtorpadiyHi ymMoBu
3a/MLWATHCA HE3MIHHUMN.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCSLiB NiCNs 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHKU 3 AKOCTI.
[oTOBWIA Nikapcbknin 3aci6. 3MiHK Y
BMPOGHMLTBI. 3MiHA
iMnopTepa/3miHu, L0 CTOCYTbCA
BWMYCKY Cepii Ta KOHTPO/IH0 SKOCTI
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
rOTOBOrO /1iKapCbKOro 3acoby
(3amiHa abo gofaBaHHA AinbHULL,
Ha AKiil 3AiiCHI0ETLCA
KOHTPO/b/BMNPOGYBaHHS cepii).
3MiHa no fofasaHHI0 A04aTKOBOT
AiNbHUL Mikpob6ionoriyHoro
KOHTPOJI0 AIKOCTI cepii roToBoro
nikapcbKkoro 3acoby, a came:
MICROGRAFIA SP.Z.0.0.,
Poland/MIKPOIPA®IA CI. 3. O.
0., MNonblua. BBegeHHs 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPMAKEHHS
31. | AHTAPEC® tiazotic MopgooniHi | CO1EB2 | po3uuH gns MAT YkpaiHa | MNAT "Tannycapm” | YkpaiH | BHECEHHS 3MiH 10 peecTpauiiHnx 3a UA/16819/01/01
acid €Ba Cinb 3 iH eKuiii, 50 "Tanuuca a marepianis: 3miHu | Tuny - 3mMiHM 3 | peyenmom
Tia3oTHOT Mr/M/T; 0 2 MA B pm" AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
KncnoTu amnyni; no 10 Onuc Ta cknag,. 3MiHa y cknagi
amnyny (AONOMDKHMX peYOBMHAX) FOTOBOrO
KOHTYPHIl nikapcbKoro 3acoby (iHLwi 3MiHN)
YapyHKOBIli 3MiHa a5 yHidikauii
ynakosui, no 1 TEXHO/OrYHOro npouecy
KOHTYpHIl BMPOGHMLTBA Ta po3giny "Ckiag”
YapyHKOBIli B MK#, a came nponoHyeTbLCA
ynakoBLi B nponucaTy iHhopmalLiito Wwoa0
nauuj; no 4 mn B KopuryBaHHsi pH npv HeobXigHOCTi
amnyni; no 5 0,1 M po34MHOM HaTpito
amnyny rigpokcnay. 3a3HayveHHs
KOHTYpHIl KopureHTa byae BHECEHO y
YapyHKOBIli BUIAAI MPUMITKM, OCKISTbKU
ynakoBLj, KOpeKLjisi MPOBOANTLCS HE Y BCIX
NoKpuTilA Bunagkax. [itova pegakuis: MKA
NNiBKoo; No 2 N3 Po3gin «Cknag Ha 1 mn
KOHTYPHMUX nikapcbKoro 3acoby:» [itoua
YapyHKOBUX peyoBuHa: ... MponoHoBaHa
YyNakoBKMU, pepakuis: MKA N3 Po3gin «Cknag,
NOKPUTUX Ha 1 M1 nikapcbkoro 3acoby:»
NniBKO, B NayLli [itoua pevoBuHa: ... MpumiTka:
Mpu HeobXxigHOCTI — Kopekuis pH
0,1 M po34nMHOM HaTpito
rigpokcuay
32. | AMISAPTPOH® - ctaHgapt | MO2AX1 | masb, no 20r Maccayep | Himeuun Bunyck cepii: Himeuy BHECEHHS 3MiH [JO peecTpaLiiiHnx 6e3 UA/8595/01/01
30BaHa 0 abo no 30r, abo Papma Ha Maccayep ®apma YynHa marepianis: 3miHv | Tuny - 3miHu 3 peyenma
6mpK0NNHA no 50 r, abo no M6X 'mM6X, HimeuunHa; akocTi. CepTudpikar
oTpyTa, 100 r y Ty6i; no Bupo6bHMLUTBO in BignosigHocTi/lE-cepTudikar
mMeTuacani 1T1y6iB bulk, nepBnHHe BiANOBIAHOCTI E€BpONeChKii
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
uunar, KapTOHHIi nakyBaHHs, thapmakonei/mMoHorpadii.
aninisotio Kopoobui BTOPVHHE MogaHHsA HOBOro abo OHOB/IEHOTO
LiaHat nakyBaHHs, cepTucbikaTa BiANOBIAHOCTI ab60
KOHTPO/b AKOCTI: BW/TyYEHHS cepTudikara
NixTenxenbar BiANOBiAHOCTI EBpONeEliChKiit
M6X thapmakonei: ana Adl; ana
dapmaueBTUyHa BUXiAHOIO
thabpuka, MaTtepiany/peareHTy/npoMiKHOro
HimeyumHa NPOAYKTY, L0 BUKOPUCTOBYOTbCA
y BUpO6HNLTBI ADI; Ans
[0MNOMDKHOT peyoBUHU
(cepTucpikaT BigNOBIfHOCTI
€Bponeiicbkili hapmakonei) -
OHoBeHWiA cepTudikaT Big yxe
3aTBEPIKEHOr0 BUPOOHNMKA -
nofAaHHs OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI EBpoONeliChKiit
hapmakonei Ne R2-CEP 1994-
007-Rev 06 (3aTtBepmxeHo: R2-
CEP 1994-007-Rev 05)
BMPO6OHMKa MeTuacaniyunary
(Novacyl, ®paHuisi).
33. | APTETT AyoO diclofen ovknoceH | MO1ABO | kancynu 3 Denbta LLBeiiua nepBuHHE Ta Himey BHECEHHS 3MiH [J0 peecTpaLiiiHnx 3a UA/12811/01/01
ac ak HaTpito 5 MoamnpikoBaHUM Megiken pis BTOPVHHE ynHa/ | maTepianis: 3miHu | TMny - 3MiHK 3 peyenmom
BVBI/IbHEHHAM Mpomoyw nakyBaHHs, BANycK | lpnaH akocTi. CepTudpikar
TBEpAi no 75 mr; H3 Al cepii: Csicc Kanc nis BignosigHocTi/lE-cepTudikar

no 10 kancyny
6nictepi; no 1,
abo no 2, abo no
3 6nictepu y
KapTOHHIl
Kopo6bui

'm6X, HimeuunHa;
BVPOGHMLTBO
Hepo3dhacoBaHOl
npoayKuii,
KOHTPO/b SIKOCTI:
Temmnep IpnaHgis
Nimiteqn, IpnaHgis;
nepBuHHe Ta
BTOPUHHE
nakyBaHHS:
[OpareHocapm
Anotekep Mowwn
'm6X, HimeyunHa

BiANOBIAHOCTI EBpPONENCHKIi
thapmakonei/MoHorpadoii.
MoaaHHA HoBOro abo OHOB/IEHOrO
cepTucbikaTa BigNOBIAHOCTI abo
BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONEiiChKilt
apmakonei: ana Adl; ana
BUXiAHOTO
MaTtepiany/peareHTy/npoMibKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA
y BUPOGHNLTBI ADI; Ans
[0MNOMDKHOT peyoBUHU
(cepTudhikat BignoBiAHOCTI
€poneiicbkili hapmakonei) -
OHoB/EHWIA cepTUdikaT Big yxe
3aTBEPKEHOr0 BUPOOHNMKA -
MofaHHA OHOBNIEHOrO
cepTudikaTa BiAnNoBIAHOCTI
€Bponeiicbkiin hapmakonei
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
(3atBepaxeHo: R1-CEP 1997-041-
Rev 05; 3anponoHosaHo: CEP
1997-041-Rev 06 ) ana Oitouoi
peyoBuHM [mknodeHak HaTpilo Big,
3aTBEPAKEHOr0 BUPOOHMKA
Unique Chemicals (A Division of
J.B. Chemicals & Pharmaceuticals
Ltd.), India. Ak Hacnigok
oHosneHHst CEP Bigbynacs 3miHa
Ha3Bu BnacHuka CEP Ta
3aTBEPAKEHOr0 BUPOBHNYOro
MaigaHunka A®| (3aTBEpAKEHO:
Unique Chemicals (A Division of
J.B. Chemicals & Pharmaceuticals
Ltd.), India; 3anponoHoBaHo: J.B.
Chemicals & Pharmaceuticals
Limited, India). OHoBNeHi MKA N3
(eCTD Bepcis 0000).
34. | APTETT PANIA diclofen aviknoceH | MO1ABO | kancysnu Lenbta LLiseliya nepBuHHE Ta Himeu BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a UA/13123/01/01
ac ak HaTpilo 5 KMLLKOBOPO34MH Megiken pis BTOPVHHE ynHa/ | martepianis: 3MiHW | TUNY - 3MiHK 3 peuenmom
Hi TBEpai no 75 MpomoyLu nakyBaHHs Ta IpnaH akocTi. CepTucpikat
mr; no 10 kancyn H3 Al BWMYCK Cepii: s BignoBigHocTi/E-cepTudikart
y 6nictepi; no 1, Csicc Kanc 'm6X, BiANOBIAHOCTI EBpONEiiChKilt
abo no 2, abo no HimeuunHa; thapmakonei/moHorpadii.
3,abono5 BMPOOHNLTBO MopaHHA HoBOro abo OHOB/IEHOrO
6nictepiB y Hepo3dacoBaHOl cepTudikarta BignoBigHOCTI abo
KapTOHHIi npoaykKuii, BW/yYEHHS cepTudikara
Kopoo6Li KOHTPO/b AKOCTI: BiANOBIAHOCTI EBpONEiChKii

Temmnep IpnaHgis
Nimiteqn, IpnaHgis;
nepBuHHe Ta
BTOPUHHE
nakyBaHHS:
[OpareHocapm
Anotekep Mowwn
'm6X, HimeyunHa

thapmakonei: ana A®l; ans
BUXifHOTO
Marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYOTbCA
y BMPOGHUUTBI ADI; ans
[0MOMDKXHOT PEYOBUHMN
(cepTudhikat BignoBiAHOCTI
€poneiicbkili hapmakonei) -
OHoBeHWii cepTuddikaT Big yxe
3aTBEPAXEHOrO BUPOGHMKA -
lMogaHHA OHOBNEHOTO
cepTudpikaTa BiANoOBIQHOCTI
€Bponeiicbkiit hapmakonei
(3atBepaxeHo: R1-CEP 1997-041-
Rev 05; 3anponoHosaHo: CEP
1997-041-Rev 06 ) ana Oitouoi
peyoBuHM [lnknodeHak HaTpIlo Big
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

3aTBEPAKEHOI0 BUPOOHMKA
Unique Chemicals (A Division of
J.B. Chemicals & Pharmaceuticals
Ltd.), India. Ak Hacnigok
oHoBneHHsA CEP Bigbynacs 3miHa
Ha3Bu BnacHuka CEP Ta
3aTBEPKEHOr0 BUPOGHUYOro
maligaHunka A®l (3aTBEpPOKEHO:
Unique Chemicals (A Division of
J.B. Chemicals & Pharmaceuticals
Ltd.), India; 3anponoHoBaHo: J.B.
Chemicals & Pharmaceuticals
Limited, India). OHoBneHi MKA 13
(eCTD Bepcis 0000).

35.

APTITAN®

L-apriHiny
L-
acnaprar

CO1E

pO3unH
opanbHuii, 200
mr/mn no 200 mn
y donakoHi; no 1
hnakoHy 3
MiPHOK JTOXKOHO
B nauu,i

TOB
"APTEPIY
MATO"

Ykpaina

MNAT "Tannucapm”

YkpaiH

BHECEHHS 3MiH O peecTpaLiiHnX
Marepianis: yTOYHEHHSA
HanWcaHHA MHH, 3asiBHUKa Ta
BUpPOGHUKa B Hakasi MO3
YkpaiHu Ne 1405 Big 24.09.2026
(YTOYHEHHSI HanMCaHHA yNaKkoBKu
(3a3HaveHHs KomnaekTauii) B
Hakasi MO3 YkpaiHu Ne 2374 Big,
28.10.2021 B npovieci peectpauii y
3B'A3KY 3 MPOBEAEHHAM
npoueaypv "BunpasieHHA
TEeXHIYHOT NOMUIIKN B
peecTpauiinHoOMy NOCBigUYEHHI".
MonepeaHs pegakuyis - no 200 mn
y thnakoHi; no 1 donakoHy B nauu.
Bipra pegakuis - no 200 mny
chnakoHi; no 1 doakoHy 3 MipHOH
JIOXKOI0 B nauuj). MponoHoBaHa
peaakuis - MHH —

"-", 3aABHUK - TOB "APTEPIYM
NTA", YKpaiHa, BUPOGHUK - MAT
"Manuudrapm”, YkpaiHa.

6e3
peyenma

UA/19016/01/01

36.

ACAKON®

Mesalazi
ne

Mecanasun
H

AO7ECO
2

TabneTku, BKPUTI
060/10HKOH,
KMLLKOBOPO34V/H
Hi no 400 mr; no
10 Tabnetok y
6nictepi; no 10

Tinotc
dapma Al

LLBelina
pis

Brpo6HMUTBO
Hepo3dacoBaHOl
npoaykKuii,
nepBuHHa Ta
BTOPWHHA
ynakoBka: Xaynt

Himeu
unHa/
LLiBeit
uapis

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMartepianis: 3miHu | TUNy - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpPO/b roTOBOrO MiKapCbKOro
3acoby. 3miHa y meTofax
BMNPOGYBaHHSA roTOBOro

6nictepiB y ®apma BronbiHr nikapcbKoro 3acoby (He3HayHa
Kopobui 3 'mM6X, HimeuunHa; 3MiHa y 3aTBEpAXEHNX MeToAax
KapToHY Brpo6HMK, BMUNPO6YBaHHS) - OHOB/IEHHS

3a
peyenmom

UA/4770/01/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

BiANOBIAA/IbHWIA 32
BWMYCK Cepiii:
Tinotc ®apma Al
LLiseiiuapis

METOAVKN BU3HAYEHHS
PO3YMHEHHS 3 METO YTOYHEHHS
OKPEMMX eTaniB BUKOHAHHS
BMNPOGYBaHHA Ta rapMoHi3awii
npoLeaypu KOHTPOSIO AKOCTI.
3a3HaueHa 3MiHa BK/TIOYaE: -
NiJKNCNEHHS PO3UNHY 3paska y
hocdpaTHomy 6ydhepi npu pisHi pH
4
- YTOUHEHHS 06'emy
BiAhiNbTPOBAHOIO PO3UNHY
3paska, Lo BigbpakoByETLCA Ha
KOXHIlA i3 TPbOX CTagiji
BUMPOBOYBaHHA Ha PO3UYNHEHHS
(3amicTb 3a3HauYeHHS (hiKCOBaHOrO
o06’emy oinbTparty, Wwo
BigkmaaeTbea (nepLwi 25 mn), y
METOAMNKY BHECEHO 6i/ibLu
3arasibHe DOpPMy/IOBaHHA —
«BUAANAYY NepLLy NOpLto
hinbTpaTy»;

- YTOUHEHHS BUMOT LLOA0 TOYHOCTI
[oBefieHHsA 06'eMy CTaHLapTHOro
(pedhepeHTHOro) po3unHy
(3Ha4eHHs 06’eMy 3MIHEHO 3i
«100,0 mn» Ha «100 mn», LWo
BiANOBIAAE HOMiHa/TbHOMY 06’emy
MipHOT KO/161 Ta 3abesnevye
Y3rO[KEHICTb BUKNAAEHHS
METOANKN);

- YTOYHeHHs1 06'emiB Bif6opy Npo6
Ha 060X cTafisax BUNPO6YyBaHHS y
hocdatHomy 6ydpepi (ans
dhocdpaTHoro 6ychepa npwu piBHi pH
6,4 WNAXOM 3aMiHN 3HAYEHHSA
«50,0 mn» Ha «50 m» ana
3a6e3neyeHHs €ANHOrO PiBHA
TOYHOCTI BUK/Taf€HHA METOAUKN;
- BNPOBaKEHHA MOX/MBOCTI
[0[aTKOBOro KOHTPOSIIO Ta, 3a
HeoObXiHOCTI, kKopuryBaHHs pH
docchaTHoro 6ydepa Ao
3HaYeHHsA 7,2, BUKOPVUCTOBYHOUM
PO34MHM HaTPItO Tigpokcuay abo
COJIAHOT KUCNOTMW.
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH

Homep
peecmpayiliHo
20
nocsioYyeHHs1

3MmiHu | TMRY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6.
KOHTpOsb roTOBOro NikapcbKoro
3acoby. 3miHa y meTogax
BUNPOOYBaHHA rOTOBOrO
nNiKapcbKoro 3acoby (He3HayHa
3MiHa y 3aTBEpAKEHNX MeToAax
BMNPO6YBaHHS) - 3MiHa BUMOr A0
BMNPOGYBaHHA NPUAATHOCTI
xpomaTtorpacpiuHoi cuctemn (SST)
y MeToAuLi BUSHAYEHHS CYMyTHIX
[OMILLIOK A1 TOTOBOTO
nikapcbKoro 3acoby.

Y unHHI pepakuii MeToaukn
B/TACHWIA LLYM Ha XpomaTtorpami
XO/10CTOr0 PO34MNHY BU3HAYAETLCSA
y hikcoBaHOMY 4acoBOMY
iHTepsani Mix 10 i 14 xBuUnMHamu.
3anponoHoBaHa 3miHa
nepef6ayae BU3HAYEHHA
B/TACHOTO LUYMY BifMnoBigHO A0
BUMOT 3arasibHoi CTaTTi
€Bponeiicbkoi Papmakonei 2.2.46
«XpomatorpaciyHi meToamn
po3gineHHsa» 6e3 3a3HaveHHs
KOHKPETHOr0 4acoBOro iHTepBaJty.

37.

ACTAPKAM-
DPAPMAK®

Magnesi
um
(different
salts in
combina
tion)

MarHito
acnapriHat
, kanito
acnapriHat

A12CC3
0

po34nH Ans
iH'eKUii; no 5 mn
a6o 10 mn, abo
20 mn B amnyni;
no 10 amnyny
nauLi 3 KapToHy;
no 5 mn a6o 10
mn, abo 20 mn B
amnyni; no 5
amnyny
6nictepi; no 2
6nictepun y nauui
3 KapTOHY

AT
"®apmak”

Ykpaina

AT "®apmak”

YkpaiH
a

BHECEHHS 3MiH [0 peecTpaLiiHnX
marepianis: 3miHu | Tuny - 3miHu 3
[aKocTi. CepTudpikat
BignosigHocTi/IE-cepTudikar
BiANOBIAHOCTI EBpONeNiChKii
thapmakonei/MmoHorpadii.
MogaHHs HOBOrO ab0 OHOBIEHOTO
cepTudikaTa BigNoOBIgHOCTI abo
BWUTyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpPONENCHKI
hapmakonei: ana Adl; gns
BUXIAHOIO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPNCTOBYOTLCA
y BUPO6GHULTBI ADI; ans
[OMOMDKHOT PEYOBUHN
(cepTudpikaT BigNOBIZHOCTI
€Bponeiickkili hapmakonei) -
HoBwuii cepTudbikat Big HOBOro

3a
peyerimom

UA/0269/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

BMPO6HMKa (3amiHa abo
[ONOBHEHHS)
[0faBaHHA afibTePHATUBHOIO
BMpobHuka APl acnapariHoBa
KucnoTa BUpobHuLTBa Ajinomoto
Co., Inc. Tokyo, AnoHis 3
cepTnduikaToMm BifNoBigHOCTI
€Bponelicbkiin hapmakonei R1-
CEP 2003 -143 - Rev 04,
nonepeaHsa pegakuis:
Cknag; 1 M1 po34nHYy MICTUTb:
[itoui pevoBuHN*:

MarHito acnapariHat — 40 wr (3,37
MI MarHito)

Kanito acnaparinar - 45,20 wr (10.
33 ™r kauiito)
[LonomixHi peyoBrHY: copbiT (E
420), Boga ans iH'exwjii
*0lepXyoTb B MPOLLECI
BMpPO6GHMUTBA i3 acnapariHoBoi
kucnotu (Lanxi Beier
Biothechnology Co., Ltd, China),
Kauito rigpokcuay, MarHito okenay
B&XXKOro
HOBa pefakuis:

Cknag; 1 Mn1 po34nHYy MICTUTb:
[itoui pevoBuHN*:

MarHito acnapariHat — 40 wr (3,37
MI MarHito)

Kanito acnapariHat - 45,20 mr (10,
33 ™r kauiito)
[JonomixHi peyoBrHY: copbiT (E
420), Boga ans iH'exwjii
*0lepXytoTb B NPOLLECI
BMpPO6GHMUTBA i3 acnapariHoBoi
kucnotu (Lanxi Beier
Biothechnology Co., Ltd, China
a6o Ajinomoto Co., Inc., Japan),
Kaunito rigpokcuay, MarHito okcuay
BaXXKOr0

38.

ATOBAKC®

moxiflox
acin

MOKCU10
KcauuHy
rigpoxnop
na

JO1MA1
4

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKOH, MO
400 wr; no 10
TabneTok y

TOB
"KYCYM"

YKpaiHa

TOB "KYCYM
PAPM"

YkpaiH
a

BHECEHHS 3MiH [J0 peecTpaLiiiHmx

marepianis: 3MiHu | Tuny - 3miHK

woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKIili XapakTepucTuyi

3a
peyenmom

He
nionse
ae

UA/18049/01/01




61

ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
6nictepi; no 1 nNiKapcbKoro 3acoby, TeKCTi
a6o no 10 MapKyBaHHS Ta IHCTPYKLUIT Ansa
6nictepis y Me[IMYHOro 3aCTOCYBaHHSA Ha
KapTOHHIl nigcTaBi perynspHo
ynakoBLi; no 5 OHOBJ/IOBAHOTO 3BITY 3 6e3neku
Tabnetok y nikapcbKoro 3acoby, abo
6nictepi; no 1 nocnigpkeHb 3 6e3neku
6nictepy y 3aCTOCYBaHHSA Nikapcbkoro 3acoby
KapTOHHIl B nicnsipeecTpauiiinnii nepiog, aéo
ynakoBLi; no 7 SIK pe3ynbTaT OLiHKM 3BITY 3
TabneTok y JocnifpKeHb, NpoBeAeHNX
6nictepi; no 1 BiANOBIAHO A0 NnaHy
6nictepy y negjarpnyHux gocnigpkeHs (PIP)
KapTOHHIl (3MiHY Y3ro)xeHo 3 KOMMNEeTEHTHUM
ynakoBLi YNOBHOB&XEHUM OpraHoMm). 3MiHu
BHECEHO A0 IHCTpyKUii Ans
MeAMYHOro 3acToCyBaHHA
nikapcbKoro 3acoby [o posginis
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakyji" wono 6esnekn
3aCTOCYBaHHSA Ail040i peYOBUHN
MOKcUdpIoKcaLyH BignoBigHO A0
pekomeHaauii PRAC. BeefeHHS
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPMKEHHA. SMiHn | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpaLiiHOro NocBigYEHHS).
3MiHa HaliMeHyBaHHS 3asaBHUKa
(BnacHvika peecTpauiiHoro
NnocBigYeHHs), 6e3 3MiHK
IOPUANYHOI 0CO6W. 3aTBEPIKEHO:
TOB "TNEAPAPM NTA", YkpaiHa.
3anponoHoBaHo:
TOB "KYCYM", YkpaiHa.
BBegeHHs 3MiH npoTsArom 6-tu
MicCsILiB nicns 3aTBepAKEHHS
39. | ATPAKYPIN atracuriu | atpakypito | MO3ACO | po3uuH ans AT Natsis BCi cTagii NaTtBif | BHECEHHS 3MiH 40 peecTpauiiHnX 3a UA/17083/01/01
KAJNLEKC m 6ecunar 4 iH'ekyin 10 mr/mn | "Kasyekc" BVMPOGHMYOTO / Marepianis: 3miHu | Tuny - 3miHK peyenmom
no 2,5 mn a6o npowecy, kpim Cnosa wopo 6e3sneku/edpekTMBHOCTI Ta
no5wmns BUMYCKY Cepii: yunHa | chapmakoHarnsgy. BeegeHHs abo
amnyrni; no 5 XBM ®apma c.p.o. 3MiHM [0 y3ara/ibHEHNX JaHuX Npo
amnyny CnoBayuuHa; cuctemy chapmakoHarnagy
KOHTYPHiIl BMPOGHUK, KWt (BBEAEHHSA Y3araslbHEHUX AaHNX
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
YapyHKOBIli BignoBigae 3a npo cuctemy thapmakoHarnsgy,
ynakoBLi KOHTPO/1b 3MiHa YNOBHOBaXeHOI ocobu,
(nipgaoHi); no 1 cepii/sunpobyBaHH BiZiNOBIAANbHOI 32 34jiACHEHHS
KOHTYPHIl a: AT "I'piHgekc”, hapmakoHarnsgy; KOHTakTHol
YapyHKOBIli NaTBis; BUPOGHMK, ocobu 3 hapmakoHarnsgy
ynakoBLi AKuli Bignosifae 3asBHUKA 419 34iACHEHHS
(nigoony) B 3a BUNyCK cepil: hapmakoHarnagy B YkpaiHi, SKLi0
nauui i3 kKapToHy AT "Kanuekc", BOHa BifjMiHHa Bif, YNOBHOB&XX€EHOT
Natsis ocobwu, BiAnoBigasIbHOI 3a
3[jiicHeHHs hapmMakoHarnsay
(BK/KOYAKOYM KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLLEHHI
macTep-aiina cucremm
thapmakoHarnsagy). 3miHa
YNOBHOBaXEHOI 0CO6Y 3asBHVIKa,
BignoBiAa/IbHOI 3a
thapmakoHarnsg.
[itoua pepakuis: Mapis bpiege /
Marija Briede. MNponoHoBaHa
pepakuisi: ApiHa Bo6posiva / Arina
Bobrovica. 3miHa KOHTaKTHUX
[aHyX YNOBHOB&XEHOI 0cobu,
BignoBigabHOI 3a
hapmakoHarnsg
40. | ALIEMIK tranexa TpaHekcam | BO2AAO | TabneTku, BKpUTI AHaHTa Benuka ApTypa IHgis BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a He UA/16987/01/01
mic acid | osa 2 NNiBKOBOIO Mepikeap BpuTaHi dapmacbioTikans MaTepianis: 3miHu | TUny - 3MiHK peuyenmom | niosse
KucnoTta 060/10HKOH, MO nra. A MeT. N14. wopo 6e3snekn/ethekTMBHOCTI Ta ae
500 wr; no 10 thapmakoHarnagy. 3miHa y
Tabnetok y KOPOTKili XapakTepucTuL,i
6nictepi; no 1 NikapcbKoro 3acoby, TeKCTi
6nictepy y MapKyBaHHS Ta iHCTPyKUii ans
Kopo6bui

MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3acToCyBaHHS Nikapcbkoro 3acoby
B nicnsipeecTpauiiinii nepiog, a6o
AIK pe3ynbTart OUiHK/ 3BTy 3
JocnifpKeHb, NPOBEAeHNX
Bi4NoBIAHO A0 NnaHy
neajiaTpnyHux gocnigpkeHs (PIP)
(3MiHy Y3ro[>KeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) - 3MiHu
BHECEHO [0 iHCTPYKUiT Ans
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BignosigHocTi/lE-cepTudikat
BiANOBiAHOCTI EBpONEliChKi
thapmakonei/MoHorpadii.
MoaaHHA HOBOro abo OHOBJIEHOrO
cepTudikaTa BiANOBIAHOCTI a6o
BUYYEHHS cepTudikara
BiAMNOBIAHOCTI €BpONeNiCbKili
cthapmakonei: ana A®l; ans
BUXifHOTO
MaTepiany/peareHTy/npomMiKHOro

ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby [0 po3ainy
"Mo6iuHI peakwii" BiANOBIAHO A0
OHOBJIEHOT iHhopMaLii 3 6e3neku
3aCTOCYBaHHSA Ait040l PeHOBUHN.
TepmiH BBELEHHS 3MiH- NPOTArOM
3 MicauiB nicns 3aTBepApKEHHSs!
41. | AUUKNOBIP aciclovir | aumknosip | JO5ABO Tabnetku no 0,2 MpuBaTHe | YkpaiHa MpuBaTHe YKkpaiH | BHECEHHS 3MiH 1O peecTpaLiiiHnX 3a UA/6895/01/01
1 r,no 10 aKujioHepH akujioHepHe a marepianis: 3MiHu | Tuny - 3miHK peyenmom
Tabnetoky e TOBapUCTBO woao 6e3nekn/edpekTBHOCTI Ta
6nicTtepi, no 1 TOBapucTB "Nlekxim - Xapkis", thapmakoHarnagy (iHwi 3miHu) -
abo 2 6nictepn 0 "Jlekxim - YkpaiHa; MpAT OHOBJIEHO TEKCT MapKyBaHHS
B nauuj 3 Xapkis" "TexHonor" NEepBUHHOI Ta BTOPUHHOI YNaKoBKu
KapTOHY YkpaiHa nikapcbkoro 3acoby, a came
BWUIYYEHO iH(hopMaLlito, 3a3HauYeHy
POCICbKOI0 MOBOIO, BHECEHO
3MiHM Y M. 2, 6 TEKCTY MapKyBaHHS
NepBUHHOI ynakosBku Ta n. 2, 4, 11,
16, 17 BTOPUHHOI YrakoBKu, a
TakoX 3p06/1eHO He3HAYHI
pefakuiiHi npaBkn. BeeaeHHs
3MiH NPOTAroM 6-TW MicALiB nicns
3aTBEPKEHHS.
42. | ALUUKNOBIP aciclovir | aumknosip - Tabnetku no 0,2 MpuBaTHe | YkpaiHa MpuBaTHe YKpaiH | BHeCeHHs 3MiH JO0 peecTpauiiHnx - UA/6896/01/01
r, in bulk: no aKuioHepH akuioHepHe a MaTepianis: 3miHu | TUNy - 3MiHK
3000 TabneTok y e TOBapucTBO wopo 6e3sneku/edpekTMBHOCTI Ta
KOHTeliHepax TOBapucTB "Nlekxim - Xapkis" thapmakoHarnagy (iHwi 3MiHu) -
n1acTMacoBmx 0 "/lekxim - OHOBJ/IEHHS TEKCTY MapKyBaHHS
Xapkis" npopykuii in bulk, a came
BHECEHHS pefaKLiiHUX NpaBoK.
BBefeHHA 3MiH NPOTAroM 6-Tn
MiCALB NiC/sA 3aTBEPAKEHHS.
43. | AUMK/IOCTAA® aciclovir | aumknosip | DO6BBO | kpem 5% no 2r CTALA Himeuun CTALA Himeu BHECEHHS 3MiH A0 peecTpaLiiHNX 6e3 UA/3806/01/01
3 y Ty6i; no 1 Ty6i ApuHaimit Ha ApuHaiimitTTens ynHa mMartepianis: 3miHu | TUNY - 3MiHK 3 peyenma
B KapTOHHIlA Tenb Al akocTi. CepTucpikar
Kopoo6ui
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
NPOAYKTY, L0 BUKOPNCTOBYOTLCA
y BUpOGHMLTBI ADI; Ans
[OMOMDKHOT pEYOBUHM
(cepTudpikaT BigNOBIZHOCTI
€Bponeiicbkili hapmakonei) -
OHoBNeHWiA cepTudikar Big, yxe
3aTBEPAKEHOI0 BUPOBHMKA -
nogaHHsa oHossieHoro CEP R1-
CEP 2001-283-Rev 06 ans gitouoi
peyoBUHM ALVKIOBIP Bif
3aTBEPAKEHOr0 BUPOOHMKA
Zhejiang Charioteer
Pharmaceutical Co. Ltd.
44. | BENNIAAOHN - 6enagoHn | CO5AX cynosuTopii MpuBaTHe | YkpaiHa MpuBaTHe YkpaiH | BHECEHHS 3MiH 10 peecTpaLiiiHnX 6e3 UA/7069/01/01
EKCTPAKT eKCTpakT pekTasibHi No aKujioHepH akujioHepHe a marepianis: 3miHu | Tuny - 3MiHn peyenma
rycTuii 0,015r,n0 5 e TOBapuUCTBO woao 6e3nekn/edpekTBHOCTI Ta
(Belladonn Cyno3nTopiiB y TOBapucTB "Jlekxim - Xapki" thapmakoHarnagy (iHwi 3miHu) -
ae 6nicTepi; no 2 0 "Jlekxim - OHOB/IEHO TEKCT MapKyBaHHS
extractum 6nictepu y nauui Xapkis" NepBUHHOT Ta BTOPVHHOT YNakKoBKU
spissum) 3 KapToHYy nikapcbKoro 3acoby, a came:
BWUIYYEHO iH(hopMaLlito, 3a3HaueHy
POCICbKOI0 MOBOIO, BHECEHO
3MiHU Y TEKCT MapKyBaHHS
nepsuHHOI (N. 1, 2, 6) Ta
BTOpPUHHOI (N. 1, 2, 4, 11, 16, 17)
yNakoBKM, a Takox 3po6eHo
He3HauHi pefakuiiiHi npasKu.
BBegeHHS 3MiH npoTsArom 6-tv
MicALB Nic/a 3aTBEPAKEHHS.
45. | BENAAQOHN - 6enafoHu - cynosuTopii MpuBaTHe | YkpaiHa MpuBaTtHe YkpaiH | BHECeHHS 3MiH [0 peecTpaLiiHnX - UA/7068/01/01
EKCTPAKT eKcTpakT peKTasibHi No aKuioHepH akuioHepHe a MaTepianis: 3miHu | TUNy - 3MiHK
rycTuii 0,015 r in bulk: e TOBapucTBO wopo 6e3sneku/epekTMBHOCTI Ta
(Belladonn no5 TOBapUCTB "Nlekxim - Xapkis" thapmakoHarnsgy (iHwi 3MiHn).
ae Cyno3nTopiis B 0 "Jlekxim - OHOBJ1EHHA TEKCTY MapKyBaHHs
extractum 6nictepi; no 250 Xapkis" npogykuii in bulk, a came
spissum) 6nictepis y BHECEHHS pefaKLiiHMX NpaBoK.
ALLMKY BBefeHHA 3MiH NPOTAroM 6-Tn
MiCALB NiC/A 3aTBEPAKEHHS.
46. | BIOBEH MOHO® | Immuno | imyHorno6 | JO6BAO pO34MH ANns TOB YkpaiHa | TOB "BIO®PAPMA | YKpaiH | BHECEHHs 3MiH JO peecTpauiiHux 3a UA/14526/01/01
globulins | yniH 2 iHcpysiii 5 %; no "BIO®AP MNA3MA" a MaTepianis: 3miHu | TUNy - 3MiHK peuyenmom
,hormal | noguHn 50 mn abo no MA (BUPOGHULTBO, wopo 6e3sneku/edpekTMBHOCTI Ta
human, HOpMaJ1bH 100 mny MNA3MA" nepBuHHE Ta hapmakoHarnsgy (iHwi 3MiHn) -
for nii chnakoHi; no 1 BTOPUHHE OHOB/IEHHSA TEKCTY MapKyBaHHs
intravas hnakoHy y nauuj nakyBaHHs, ynakoBKM MikapcbKoro 3acoby, a
cular

3 KQpTOHY

KOHTPOJ1b AKOCTI,

camMe: BHECEHHA HE3HAYHNX
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Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
adm. BWMYCK Cepii) pefakuiiHnX NpaBoK MO TEKCTY.
TepMiH BBEEHHS 3MiH - NPOTATOM
3 micsyis nicns 3aTBepKeHHS
47. | BO3EHTAH bosenta | 603eHTaH CO02KXO0 | TabneTtku, BKpUTI AKKopA, Higepna | BignosiganbHuii 3a | [Monb BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a UA/20790/01/01
AKKOPJ 125 MI n (ysurnagi | 1 NNiBKOBOIO Xenckea HOY BUNYCK cepil: wa/ MaTepianis: 3miHu | TUNy - 3MiHK peuenmom
TABNETKWN, MOHoOrigpa 060/10HKO10, 125 B.B. Akkopg, Xenckea IHgis/ wopo 6esnekn/ethekTMBHOCTI Ta
BKPUTI Ty) mr, no 14 Moncka Cn. 3 0.0., Benuk thapmakoHarnsgy. BeegeHHs abo
nniBKOBOKO TabneTtok, MonbLua; a 3MiHU [0 y3araslbHEHUX AaHuX Npo
OBOJ/IOHKOK/B BKPUTUX BUPOGHMLTBO Bputa cuctemy chapmakoHarnsgy
OSENTAN NAiBKOBOO nikapcbkoro Hisi/ (BBEAEHHS Y3arasIbHEHUX AaHNX
ACCORD 125 MG 060/10HKOI0, Y 3acoby, nepBnHHe IcnaHi npo cuctemy dhapmakoHarnagy,
FILM-COATED 6nicTepi; no 4 Ta BTOPUHHE al 3MiHa YNOBHOBaXKEHOI 0Ccobu,
TABLET 6nictepu y nauui nakyBaHHs: IHTac | [peuis BiANOBiAA/IbHOI 32 3AiCHEHHS
$apmacbloTikanic hapmakoHarnagy; KOHTakTHoOI
Nimiten, HAais; ocobu 3 chapmakoHarnsgy
fpopAaTkose 3aABHUKa 419 3AiICHEHHSA
BTOPUHHE hapmakoHarnagy B YkpaiHi, KO
nakyBaHHs: BOHa BifMiHHA Bif, yNOBHOBaXEHOT
Akkoppg, Xenckea ocobw, BignoBigabHOI 3a
NimiTen, Benvka 3[jificCHEHHs1 hapMakoHarnsay
Bputanis; (BK/THOYAKOYN KOHTaKTHI AaHi)
KOHTPO/b AKOCTI: Ta/abo 3MiHW y PO3MILLEHHI
Nab6opaTtopi macTep-gaiina cucremu
dyHpacio [ay, thapmakoHarnsgy). 3miHa
Icnanist; YMOBHOB&XEHOI 0CO6M 3asBHIIKA,
nopartkose BignoBiganbHOI 3a
BTOPVHHE hapmakoHarnag.
nakyBaHHs, [itoya pepakuis: Apnetta
KOHTPO/b AKOCTI BepuHcbKa / Arletta Werynska.
cepii: Akkopa MponoHoBaHa pepakuis: Arata
Xenckea CiHrn leiiceBny / Agata Gesiewicz.
Mem6ep C.A., 3MiHa KOHTaKTHUX OaHUX
Ipeuis YMOBHOBaXEHOI 0COo6Y,
BignoBigabHOI 3a
dhapmakoHarnag.
48. | BOPTE30OMIB bortezo 6opTesomi | LOIXGO | nopoLuok ToBapucTB | YkpaiHa TOB "dapmiges” NatBisfi | BHECEHHS 3MiH A0 peecTpavinHnX 3a He UA/16094/01/01
mib 6 1 niocpinizoBaHuii 03 MaTepianis: 3miHu | TUNy - 3MiHK peyenmom | niosse
ons 06MeXeHo wopo 6e3sneku/epekTMBHOCTI Ta ae
NPUroTyBaHHsA 10 thapmakoHarnagy. 3MiHn y
pPO34nHYy oNns Bignosiga KOPOTKIili XapakTepucTu,i
iH ekuild, no 3,5 NbHICTIO niKkapcbKoro 3acoby, TekcTi
mr; no 1 "HKC- MapKyBaHHS Ta iHCTPYKUii ans
dhnakoHy 3 OAPM" Me[MYHOro 3acTocyBaHHs
NOpPOLLKOM B reHepUYHMX/ribpuaHNX/6ionoai6HN

KapTOHHIi

X flikapcbknx 3acobiB nicns
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
Kopoo6Li BHECEHHS Ti€i caMoi 3MiHM Ha
pechepeHTHMIT Npenapar (3miHa He
noTpebye HafaHHS XXOAHUX HOBUX
[0[AaTKOBUX AaHnX) 3MiHU
BHECEHO [0 IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ainm
"PapmMakosorivyHi BnactmsBocTi",
"B3aemogis 3 iHWVMU NikapcbKuMm
3aco6amu Ta iHWi BUan
B3aemogiit", "OcobmBoCTi
3acTocyBaHHA", "3acToCyBaHHA Y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaar”, "3aaTHicTb BNAVBaATU Ha
LIBUAKICTb peakLii npy KepyBaHHI
aBTOTpaHCNopToM abo iHWnMK
MexaHismamu", "Cnocié
3actocyBaHHs Ta gosu", "Aitn",
"MepepnosyBaHHs", "MobGiyHI
peaxuii” 3rigHo 3 iHchopMauieto
010 MEMYHOrO 3aCTOCYyBaHHS
pedhepeHTHOro /likapCbKoro
3acoby (Velcade 3,5 mg, powder
for solution for injection).
BBegeHHs 3MiH npoTsArom 6-tu
MiCALB Nic/IA 3aTBEPAXKEHHS.
49. | BYMNIBAKAIH bupivac 6yniBakaiH | NO1BBO | po3uuH gns TOB YkpaiHa | MNAT "Tannycapm” | YkpaiH | BHECEHHS 3MiH 0 peecTpauiliHnX 3a UA/17950/01/01
aine y 1 iH'ekyin, 5 mr/mn; | "APTEPIY a matepianis: 3miHu | Tuny - 3mMiHM 3 | peyenmom
rigpoxnop no 10 mn B M naTa" sKocCTi. FOTOBWMIA Nikapcbkuii 3aci6.
nay amnyni; no 5 KOHTpO/b 4ONOMDKHUX PEYOBYH.
MOHorigpa amnyn y 3miHa napameTpiB cneuudikawiii
T KOHTYPHili Ta/abo fonycTMMUX MeX A4S
YapyHKOBIl [OMNOMDKHOT peYoBUHM (iHLLI
ynakosLi; no 1 3MiHM). CynyTHS 3MiHa- 3MiHK 3
KOHTYPHili sKocCTi. FOTOBWMIA Nikapcbkuii 3aci6.
YapyHKOBIli KOHTpOsb 4ONOMDKHUX PEYOBYH.

yMakoBLji B mauui

3miHa y MeToAax BUNpobyBaHHS
[O0NOMDKHOT PeYOBUHN (iHLLI 3MiHK
y MeTogax BunpobyBaHHA
(BkntovaroUM 3amiHy abo
[ofaBaHHs)). 3MiHN Y
cneumdikauii Ta y metogax
KOHTPO/0 JOMOMDKHOI PE4YOBUHMN
Bopga ans iH'ekuili, noB'si3aHi 3
HeoOXiAHICTIO NpuBEAEHHS A0
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
BMMOr MOHorpadii € "Water for
injections in bulk (0169)"
50. | BYCNIPOH buspiron | 6ycnipory | NO5SBEO | Tabnetku no 10 CaHpos CnoseHi Cantotac ®apma Himeu BHECEHHS 3MiH [0 peecTpaLiiHnX 3a UA/9598/01/02
CAHAO03® e rigpoxnop | 1 mr; no 10 dapmach A M6X YmHa matepianis: 3miHu | Tuny - 3mMiHM 3 | peyenmom
na, Tabnetok y loTikan3 sKocCTi. FOTOBWMIA Nikapcbkuii 3aci6.
6nicTepi; no 2 Aa.a. 3MiHU Y BUPOGHMLTBI. 3MiHK
6nictepu B BMNpOGYyBaHb abo AONMYyCTUMUX
KapTOHHIi MeX, BCTAHOBNEHNX Y
Kopobui cneumadikauisx, nig vac
BMPOGHMLITBA FOTOBOTO
nNiKapcbKoro 3acoby (iHLi 3MiHW)
OHOBJ/IEHHSI NOCUIAHHA Ha
MeTOAVKY W00 napameTpis
BHYTPILLUHbOrO BUPOBHNYOIO
KOHTpONH (in-process control)
HaCUMHOT NYCTUHW Ta ryCTUHN
nicnsa ycagku 3 Ph. Eur. «2.9.15
Bulk and Tapped Density» Ha Ph.
Eur. «2.9.34 Bulk Density of
Powders» (ge Le 3acTOCOBHO), a
TaKOX OHOBJ/IEHHS HA3B
BUMPOOYBaHb HACWUMHOI NYCTVHM Ta
ryCTWHU MicNs ycaaky BianosigHo
[10 OCTaHHbOT pefakLii 3arasibHoi
cTarTi Ph. Eur. 2.9.34.
51. | BYCNIPOH buspiron | 6ycnipoHy | NO5BEO | tabnetku no5 CaHpo3 CnoseHi Cantotac ®apma Himey BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a UA/9598/01/01
CAHAO3® e rigpoxnop | 1 mr; no 10 dPapmach A M6X ynHa marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
na Tabnetok y toTikan3 AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
6nicTtepi; no 2 a.a. 3MiHM Y BUPOBHULTBI. 3MiHK
6nictepu B BMNpOGYyBaHb abo AoNyCTUMUX
KapTOHHIf MeX, BCTAHOBNEHNX Y
Kopo6ui; no 20 cneumaikauisx, nig vac
Tabnetoky BMPOGHMLITBA FOTOBOrO
6nictepi; no 1 nikapcbKoro 3acoby (iHLWi 3MiHN)
6nictepy B OHOBJIEHHSA MOCUAHHA Ha
KapTOHHIi MeTOAMKY LLIOAO NapameTpis
Kopoo6Li BHYTPILLHLOrO BUPOGHUYOrO

KOHTpONtO (in-process control)
HaCUMHOT IYCTUHW Ta ryCTUHN
nicna ycagku 3 Ph. Eur. «2.9.15
Bulk and Tapped Density» Ha Ph.
Eur. «2.9.34 Bulk Density of
Powders» (ge Le 3acToCOBHO), a
TaKOX OHOBJ/IEHHA HA3B
BMNPO6YBaHb HACWUMHOI IYCTUHM Ta
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IIpomoBxxenHs gogarka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
rYCTUHM MiCNs ycaaKuM BignoBigHO
[0 OCTaHHbOI peakuii 3arasibHol
ctarTi Ph. Eur. 2.9.34.

52. | BYCTPUKC Diphther | gudptepiiin | JO7CAQO | cycneHsis ons FnakcoCmi | Benuka | nakcoCmiTKnsinH | Benbri | BHECEHHS 3MiH A0 peecTpauiiHnX 3a UA/15071/01/01
nonio ia- nia 2 iH'ekyjn no 1 TKnsiiH BpuTaHi Bionogxikans a mMartepianis: 3miHu Il Tuny - 3MiHK peuenmom
KOMBIHOBAHA pertussi aHaTOKCUH [03i (0,5 Excnopt A C.A., benbris /dpaH 3 AKOCTi. [0TOBWIA NikapCbKWii
BAKUUHA Ans s- (DM mn/gosy); no 1 Nimiteq (npoBepeHHs s 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa
MPO®ITAKTUKN poliomy npasLesun nosiy KOHTPOJO SIKOCTI iMnopTepa/3miHu, L0 CTOCYTbCA
DNDTEPII, elitis- 7 nonepegHL0 BaKLVHW, BUMYCK BWMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
nPABLUA, tetanus aHaTOKCUH HanoBHeHOMY cepiii roToBoro rOTOBOrO /1iKapCbKOro 3acoby
KALUTHOKY (MY wnpuyi; no 1 npoayKTy); (3amiHa abo gofaBaHHA AiNbHULL,
(ALEENIONAPHUN Bordetella nonepegHL0 nakcoCmiTKnsaiiH Ha SKii 3AiICHIOETLCA KOHTPOSb
KOMMOHEHT) TA pertussis K HanoBHEHOMY Bionoaxikans, AKOCTI/BUNpOBYBaHHA cepii Ans
noniomMienity aLLJTIOKOBI wnpuwy y PpaHuis 6ionoriyHoro/iMyHoONOrYHOro
(IHAKTUBOBAHA aHTUreHu: KOMMEKTi 3 (chopmyBaHHs nikapcbKoro 3acoby, Ta 6yab-aKoi
) Kall/1lOKOB [BOMa rofikamu BakLVMHN, OiNbHUL, Ha SKili 3aCTOCOBYETHCA
(AOCOPBOBAHA nia B M1aCTUKOBOMY HanoBHEHHS 6ionorivyHuii/imyHonoriyHnii meTog,

, 3l aHaTOKCUH KOHTeliHepi; no 1 BaKLMHW B LUNPUL, BMNPOGYBaHHS) - [logaHHs
3MEHLUEHUM (PT) KOHTEliHepy y MapKyBaHHs Ta «GlaxoSmithKline Vaccines
BMICTOM hinameHT KapTOHHIl nakyBaHHs S.R.L.", CieHa, ITanis, sk
AHTUrEHIB) 03HUA Kopoo6Li roToBOro anbTepHaTUBHOIO BUPOGHMKA,
remarnot NPOAYKTY, BifJNOBIAA/IbHOTO 3a TECTYBaHHSA
WHIH npoBefeHHs aKTMBHOCTI KaLU/TlOKOBUX aHTUTEHIB
(FHA): KOHTPO/O SKOCTI (eTan in vivo) nig yac Bunycky
nepTakTvH BaKL1HW); rOTOBOrO NPOAYKTY Y dhopMi
(PRN)%; nakcoCmiTKnsiiH KiHLeBoro Hanisnpogykty (Final
iHaKTMBOB Bionopxikans bulk). 3miHn Il TURY - 3MiHK 3
aHi Bipycu C.A., benbris AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
nosniomieni (HanoBHeHHA 3MiHM Y BUPOOHULTBI. 3MiHa
TY: BaKLMHW B LUNPWL, iMnopTepa/3aMiHu, L0 CTOCYIOTbCA
Tmn 1 MapKyBaHHs1 i BWMYCKy Cepii Ta KOHTPO/IH0 SKOCTI
(wtam Ma nakyBaHHs rOTOBOrO JliKapCbKOro 3acoby
honey)? roTOBOrO (3amiHa abo gofaBaHHS AibHUL,
T™n 2 npoaykKTy, Ha SIKii 34iACHIOETLCSA KOHTPOSb
(wtam ME npoBeeHHSA AKOCTI/BUNPOGYBaHHA cepil ons
F-1)% KOHTPO/O SIKOCTI 6i0/10riYHOro/iMyHOOTIYHOTO
Tmn 3 BaKLMHW) nikapcbKoro 3acoby, Ta 6yab-akoi
(wtam Sa OiNbHULI, Ha sIKili 3aCTOCOBYETLCS
ukett)?; 6i0N0riYHWIA/iIMYHONOTIYHNI METOZ,
1adcop6osa BVlnpoﬁyBgHHﬂ_) - AopanHs
wuil Ha «GlaxoSmithKline Vaccines
aoMiHio S.R.L.", Bennapia-Posis,
2idpokcudi Cosiunnne, Itanis, sk
(AI(OH)5) aNbTePHATUBHOIO BUPOGHMKA,

ma

BiANOBIAA/IbHOIO 3a TECTYBaHHSA
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Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
a/IOMIHIt0 aKTMBHOCTI KaLU/TIOKOBUX aHTUTEeHIB
gocchami (etan in vitro ELISA) nig yac
(AIPO,) BWMYCKY rOTOBOrO MPOAYKTY Y
2 PO3MHOX hopMi KiHLLEBOrO HamiBNpoAyKTY
eHi Ha (Final bulk)
KimuHax
Vero
53. | BA3OHIT pentoxif NEeHTOKCK CO4ADO | Tabnetku TOB YkpaiHa | [.J1. dapma 'M6X | ABCTpi | BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/8138/01/01
ylline ininH 3 peTtapg, BKpUTI "BAYLU A marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
060/10HKOI0, NO XENC akocTi. CepTudpikat
600 wmr, no 10 YKPAIHA" BignosiaHocTi/IE-cepTudikar
Tabnetoky BiANOBIAHOCTI EBpPONENCHKIi
6nictepi; no 2 thapmakonei/MoHorpadii.
6nictepu B MogaHHs HOBOrO ab60 OHOB/IEHOTO
Kopobui 3 cepTudikarta BignoBigHOCTI abo
KapToHYy BW/TyYEHHS cepTudikata

BiANOBiAHOCTI EBpONeiiChKiit
tapmakonei: ana Adl; ana
BUXiAHOTO
MaTtepiany/peareHTy/npoMibKHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BUPOGHNLTBI ADI; Ans
[0MNOMDKHOT peyoBUHU
(cepTudhikat BignoBigHOCTI
€poneiicbkili hapmakonei) -
BunyueHHs cepTudikartis (3a
HasBHOCTi My IbTUMETHOrO
cepTudpikata Ha maTepian)
BUAANEHHS BUPO6HMKa AdPI
neHTokcudininy Hical Limited,
IHais 3 BignosigHum CEP R1-CEP
2005-131-Rev00 3 matepianis
peecTpavuiiiHoro aocbe. BBeaeHHs
3MiH NPOTArom 6-TW MicALiB nicns
3aTBEePMKEHHS. 3MiHK | TUny -
3MmiHn 3 sKocTi. CepTudikar
BignoBigHocTi/IE-cepTudikart
BiANOBIAHOCTI EBpONeiiChKiit
thapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOrO
cepTudikarta BignoBigHOCTI abo
BW/yYEHHS cepTudikara
BiANOBIAHOCTI EBpONeNiChKii
thapmakonei: ana A®l; ans
BVXifHOTO
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
mMarepiany/peareHTy/npomMibkHOro

NPOAYKTY, L0 BUKOPMUCTOBYOTLCA
y BMPO6GHULTBI ADI; ans
[0MOMDKHOT PEYOBUHMN
(cepTuchikat BignoBigHOCTI
€Bponeiicbkiii hapmakonei) -
OHoBeHWii cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOBHMKA -
nogaHHsa oHossieHoro CEP R1-
CEP 2008-012 Rev 02
(3aTBepmxeHo (R1-CEP 2008-012
Rev 01) ans Aito4oi pevoBrHN
neHToKCUAINiHy Bif BXe
3aTBEPAKEHOr0 BUPOOHMKA
SANOFI INDIA LIMITED.
BBegeHHs 3MiH npoTsArom 6-tu
MiCALB NiCNA 3aTBEPAXEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTudikar BiANoBiAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadoii.
MoaaHHA HoBOro abo OHOB/IEHOrO
cepTucbikaTa BiANOBIAHOCTI ab0
BW/TyYEHHS cepTudikara
BiANOBIAHOCTI EBpoONeliChKiit
hapmakonei: ana Ad®l; ana
BUXiAHOTO
MaTtepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCSA
y BUpO6GHMLTBI ADI; ans
[0MNOMDKHOT peyoBUHU
(cepTucpikaT BigNoOBIfHOCTI
€Bponeiicbkili hapmakonei) -
OHoB/eHWiA cepTudikaT Big yxe
3aTBEPIKEHOr0 BUPOOHNMKA -
nogaHHsa oHossieHoro CEP R1-
CEP 2008-012 Rev 03 gns gito4yoi
PeyvoBUHN NEHTOKCUMINIHY Bif BXe
3aTBEPKEHOr0 BUPOOHUKA, KNI
3MiHMB Ha3By 3 SANOFI INDIA
LIMITED, IHgist Ha ZENTIVA
PRIVATE LIMITED. BeBegeHHsA
3MiH NPOTArom 6-Tu MicaLiB nicns

3aTBEPMAKEHHS. 3MiHu | Tvny -
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

3miHu 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiNOBIAHOCTI €Bponelickkilt
thapmakonei/MoHorpadoii.
MoaaHHA HoBOro abo OHOB/IEHOrO
cepTucbikaTa BiANOBIAHOCTI abo
BW/TyYEHHS cepTudikara
BiANOBiAHOCTI EBpONEiiChKii
thapmakonei: ana Ad®l; ana
BUXiAHOTO
MaTtepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BUpO6HNLTBI ADI; Ans
[0MNOMDKHOT peyoBUHU
(cepTucpikaT BigNoOBIfHOCTI
€Bponeiicbkili hapmakonei) -
OHoB/eHWiA cepTudikaT Big yxe
3aTBEPIKEHOr0 BUPOOHNMKA -
nogaHHsa oHossieHoro CEP R1-
CEP 2008-012 Rev 04 ans gitoyoi
PeyvoBUHN NEHTOKCUINIHY Bif BXE
3aTBEPAKEHOIO BUPOOHMKA
ZENTIVA PRIVATE LIMITED,
IHAjs. BBEAEHHSA 3MiH NpOTArom 6-
TN MiCALiB NicNs 3aTBEPKEHHS.
3MiHY | TUNY - 3MiHKU 3 AKOCTI.
CeptudpikaT BignosigHocTi/lE-
cepTudikaT BifgnoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBJIEHOrO
cepTudikarta BignoBigHOCTI abo
BUYYEHHS cepTudikara
BiANOBIAHOCTI EBpPONENCHKI
thapmakonei: gna A®l; ans
BUXifHOTO
mMarepiany/peareHTy/npomMibkHOro
NPOAYKTY, L0 BUKOPMUCTOBYOTLCA
y BMPO6GHULTBI ADI; ans
[0MOMDKHOT PEYOBUHMN
(cepTuchikat BignoBiAHOCTI
€Bponeiicbkiii hapmakonei) -
OHoBeHWii cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOGHMKA -
nofaHHa oHossieHoro CEP R1-
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

CEP 2000-127- Rev 06
(3aTBEpAXEHO: R1- CEP 2000-
127- Rev 05) ans gitoyoi
PEYOBUHM NEHTOKCUDINIHY Bif yXxe
3aTBEPXEHOr0 BUPOOHUKA, KNl
3MiHVB Ha3By 3 STRIDES
CHEMICALS PRIVATE LIMITED,
IHais Ha SOLARA ACTIVE
PHARMA SCIENCES LIMITED.
BBegeHHs 3MiH npoTsArom 6-tu
MiCALB NiCNA 3aTBEPAXKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTelHep/3aKynoproBasibHUi
3aci6. 3miHa napameTpiB
cneumdikauii Ta/abo AonycTUMmX
MeX MepBUHHOI YNakoBKN rOTOBOro
NiKapcbKoro 3acoby (3ByXeHHS
[0MYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauii) B cneumdikauii Ha
marepian nepBMHHOI YNakoBKy -
a/1IOMiHIEBY (honbry fonycTuUMi
MeXi nokasHvka Grammage
3MiHeHo 3 58.0 — 71.0 g/m? (wo
CTaHOBUTL 64,5 g/M? £ 10 %) Ha
64,0 g/M? £ 10 % (57.6 — 70.4
g/m?). lonaTKoBO BHECEHi
pefakLiiiHi KopekLii B 4onyCTUMUX
Mexax nokasHukis Thickness Ta
IR-Spectrum. BBegeHHsA 3MiH
NPOTArom 6-Tv MicALiB nicns
3aTBEPKEHHS.

54,

BANICAPTAH A-
TEBA

Valsarta
n and
amlodipi
ne

amioauniH
y BUrNagi
amioauniH
y
6ecunary
Ta
BaJsicapTaH

C09DBO
1

TabneTku, BKPUTI
NiBKOBOIO
060/10HKOI0, MO
5 mr/80 wmr; no 7
Tabnetok y
6nictepi, no 2
abo 4 6nictepn
y kopo6uj; no 10
Tabnetok y
6nictepi; no 3
abo 9 6nictepis
y kopob6ui

TOB
«TeBa
YkpaiHa»

YKpaiHa

BankaHdapma-
AynHuusa AT

Bosra
pist

BHECEHHS 3MiH 0 peecTpavLiiiHnX
mMartepianis: 3miHu | TUnNy - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa
po3Mipy cepii (BkItOYaoUn
AianasoH po3mipy cepil) roToBoro
nikapcbkoro 3acoby (36inbLeHHs
00 10 pasiB NOPIBHAHO i3
3aTBEPAKEHUM PO3MIPOM) -
36i/1bLLIEHHA MaKCUMasIbHOTO
po3mipy cepii 31 100 000 go 2
000 000 TabneTok A1 A03yBaHHSA

3a
peyenmom

UA/16612/01/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
5 mr/80 mr. 3aTBepaxeHo: 110 000
— 1100 000 tablets.
3anponoHosaHo: 110 000 —2 000
000 tablets
55. | BAJIbCAPIA valsarta BasicapTaH | CO9CAO | Tabnetku, BKpUTI CaHpo3 CnoseHi Bupo6bHMLTBO "in IcnaHi BHECEHHS 3MiH [J0 peecTpaLiiiHnx 3a He UA/14686/01/01
n 3 NAiBKOBOO dPapmach A bulk", nakysaHHs, al marepianis: 3miHu | Tuny - 3miHu 3 peyenmom | nidnse
060/10HKOI0, NO toTikan3 TeCTyBaHHs: Lseir | sxocTi. FoTOBMIA Nikapcbkuii 3aci6. ae
80 wmr; no 14 a.a. 3irchpig, Bapbepa, uapis/ Cuctema
Tabnetoky C.J1., IcnaHis; PymyH KOHTeliHep/3aKynopoBasibHWi
6nictepi; no 2 Bunyck cepii: i/ 3aci6. 3miHa po3mipy ynakoBku
6nictepn y Nex ITanis rOTOBOrO JliKapCbKOro 3acoby
KapTOHHIi dapmaueBTNYHa (3MiHa KiflbKOCTi 0ANHMLE
Kopo6ui; no 10 KOMMaHiq 4.4., (Hanpwvknag Tabnetok, amnyn
Tabnetok y CnoBeHis; TOLLLO) B yNakoBLi:) - 3miHa nosa
6nictepi, no 3 TecTyBaHHS: Aiana3oHoM 3aTBepayKeHnX
6nictepu y Consiac AT, PO3MipiB yNakoBKM - fofaBaHHS
KapTOHHIl LBeiiuapis; ynakoBku «no 10 TabneTok y
Kopo6ui KOHTPO/b SKOCTi: 6nictepi; no 3 6nictepn y
Cangos C.P.J1,, KapTOHHI KOpo6Lji 3 MapKyBaHHAM
PyMyHis; YKpPaiHCLKO MOBOI» A/14
BMNYyCK cepil, rOTOBOrO JliKapCbKOro 3acoby
KOHTPO/b SIKOCTI, Banbcapis fns 3apeecTpoBaHoro
BMPOBHUUTBO "in psay fo3yBaHb. MaTepian
bulk", nepsuHHe NepPBUHHOT YNaKoBKK, L0
Ta BTOPVHHE 6e3nocepeHbLO KOHTaKTYE 3
nakyBaHHs: niKapcbKo hopmoto, He
HoBapTic ®apma 3MIHIOETLCS.
C.n.A,, Itanis 3MiHN BHECEHO B IHCTPYKLil0 ANs
MeAMYHOro 3acToCyBaHHA
NikapcbKoro 3acoby B po3gin
"YnakoBka" y 3B'A3Ky 3 BBE,eHHAM
[00aTKOBUX YNakoBOK, Ik HAC/ifoK
- 3aTBEPKEHHS TEKCTY
MapKyBaHHS AOAATKOBMX YNaKoBOK
nikapcbKkoro 3acoby. BeeaeHHs
3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS.
56. | BANIbCAPIA valsarta BasicaptaH | CO9CAO | TabneTku, BKpUTI CaHpo3 CnoseHi Bupo6bHMLTBO "in IcnaHi BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a He UA/14686/01/02
n 3 NAiBKOBOO dPapmach A bulk", nakyBaHHs, al marepianis: 3miHv | Tuny - 3miHu 3 peyenmom | nidnse
060/10HKOI0, NO oTikan3 TEeCTYBaHHS: CnoBe | sKocTi. FoToBMIA Nnikapcbkuid 3aci6. ae
160 mr; no 14 a.a. 3irchpig, Bapbepa, Hisi/ Cuctema
Tabnetoky C.J1., IcnaHis; PymyH KOHTeliHep/3aKynopoBasibHWi
6nictepi; no 2 Bunyck cepii: i/ 3aci6. 3miHa po3mipy ynakoBku
6nictepn y Nex ITanis roTOBOrO JliKapCbKOro 3acoby
KapTOHHIi PapmaueBTNYHa (3MiHa KifIbKOCTi 0ANHWLb
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IIpomoBxxenHs gogarka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
Kopo6ui; no 10 KOMMaHiq 4.4., (Hanpwviknag TabneTok, amnyn
Tabnetoky CnoseHis; TOLLLO) B ynakoBsLi:) - 3miHa nosa
6nictepi, no 3 TecTyBaHHS: Aiana3oHoM 3aTBepayKeHnX
6nictepu y Consiac AT, PO3MIpiB yNakoBKM - fofaBaHHS
KapTOHHIl LlBeiiuapis; ynakoBku «no 10 TabneTok y
Kopo6bui KOHTPO/b SKOCTi: 6nictepi; no 3 6nictepn y
CaHpgos C.P.J1,, KapTOHHI KOpo6Lji 3 MapKyBaHHAM
PymyHis; YKpaiHCLKOK MOBOIO» A/19
BUNYCK cepil, roTOBOrO JliKapCbKOro 3acoby
KOHTPO/b SIKOCTI, Banbcapis 415 3apeecTpoBaHoro
BMPOBHULTBO "in psay fosyBaHb. MaTepian
bulk", nepsuHHe NepBUHHOT YNaKoBKK, L0
Ta BTOPWHHE 6e3nocepefHbLO KOHTAKTYE 3
nakyBaHHs: nikapcbKo hopmoto, He
HosapTic ®apma 3MIHIOETLCS.
C.n.A,, Itanis 3MiHN BHECEHO B IHCTPYKLit0 ANs
MeAMYHOro 3acToCyBaHHA
NikapcbKoro 3acoby B po3ain
"YnakoBka" y 3B'A3Ky 3 BBE,eHHAM
[00aTKOBUX YNakoBOK, Ik HACifok
- 3aTBEPLKEHHSA TEKCTY
MapKyBaHHS 4OAATKOBMX YNakoBOK
nikapcbkoro 3acoby. BeegeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPAKEHHS.

57. | BAPIBAKC varicella, | »xwvBuii JO7BKO | nopoLwlok Ta Mepk LlBeiiua Bupo6bHuuTBO, cuwA/ BHECEHHS 3MiH 10 peecTpaLiiiHnx 3a He UA/19665/01/01
BAKUVHA Ansa live aTeHyilioBa 1 PO3UMHHWK AN Wapn i pis nepBuHHE Higep | matepianis: 3MiHu | Tuny - 3miHn 3 peyenmom | nidnse
MNPO®PINAKTUKN | attenuat | Hwii Bipyc cycneHsii gns Joym nakyBaHHs Ta naHan | SKocTi. FoToBMiA Nnikapcbkuid 3aci6. ae
BITPAHOI BICMN | ed BITPSAHOT iH'ekuiid. Mo 1 IOEA aHaniTuyHe / 3MiHM Y BUPOOHULTBI. 3amiHa abo
XNBA Bicnu donakoHy 3 6X TecTyBaHHA PpaHL BBEEHHS 404ATKOBOI AiNbHUL
ATEHYNOBAHA wTam nopoLukom (1 BaKLUHU: is BMPOGHMLITBA A4/15 YaCTUHU abo

Oka/Merck [03a) B Mepk Wapn i Joym BCbOro BUPOBHMYOrO npovecy
1>1350 KoMnaekTi 3 1 NNC, CWA; rOTOBOrO JliKapCbKOro 3acoby (iHLWi
BYO? h1akoHOM 3 Mepk Wapn i Joym 3MiHW)

: PO3UYNHHUKOM NNC, CWA; BHeceHHs iHhopmauii 1o MKA
OTpMMaHu (Boga ans MapkyBaHHsA LLIOAO BCIX BUPOOHWKIB PO3UYNHHMKA
nB iH'eKuil) B NepBUHHOTO y hnakoHi Ta ix pyHKUiT 3rigHO
ANNNoigHn KapTOHHIl nakyBaHHs, iHhopMaLii B 3apeecTpoBaHoOMy
X KNiTUHax Kopo6ui. Mo 1 BTOPUHHE [ocbe, a came: BupobHuuTBO
NOANHN chnakoHy 3 nakyBaHHs Ta (dhopmyBaHHS, HaNOBHEHHS,
(MRC-5) nopotukom (1 [03BiN Ha BUMNYCK KiHLleBa cTepunisais, iHcnekuis,
2BYO: [03a) B cepii BakyMHM Ta nakyBaHHs in bulk) Ta koHTponb
6NALWKOYT KoMMekTi 3 1 PO3UYMHHKKA: AKOCTI PO3YMHHMKA Y dhriakoHax
BOPIOOYI nonepegHL0 Mepk Wapn i Joym [bxy6inaHT XonnictepCraep JI/1C,
OAMHWLI HanoBHEHUM b.B., Higepnaxnaw; CLWA/ Jubilant HollisterStier LLC,
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
LUNPULIOM 3 Brpo6HMUTBO USA lMaTteoH MaHydekuypiHr
PO3UYMHHUKOM (dbopmyBaHHs, Cepsices JI/1C, CLLA Patheon
(Boga ans HanoBHEHHA, Manufacturing Services LLC, USA.
iH'eKLil) 3 2 KiHLEBa TepMiH BBELIEHHS 3MiH - NPOTArom
oKpemummu cTepunisauis, 6 MicAuiB nicna 3aTBEPAXKEHHS.
rofikamv B iHCnekuis, 3MiHu | TURY - 3MiHK Woao
KapTOHHIi nakyBaHHs in bulk) 6e3nekn/edeKTBHOCTI Ta
Kopo6ui. Mo 10 Ta KOHTPO/1b thapmakoHarnagy (iHLwi 3MiHK).
h1aKkoHiIB 3 AKOCTI PO3YMHHUKA 3MiHN BHECEHO B TEKCT
nopotukom (no 1 y dhnakoHax: MapKyBaHHS1 BTOPUHHOT yNakoBKu
[o3i) B [xy6inaHt nikapcbKoro 3acoby (NyHkTH 2, 3,
KomnnekTi 3 10 XonnictepCraep 7, 10, 14, 17), nepBUHHOI (chnakoH
nonepeaHsLo NNC, CWA; 3 PO34YMHHUKOM) YMakKoBKM
HanoBHEHUMM MateoH nikapcbKoro 3acoby (nyHkTn 1, 2,
wnpuuamu 3 MaHydekuypiHr 6) Ta NnepBUHHOI (hNakoH 3
PO3UYNHHVIKOM Cepsices JI/1IC, MOPOLLIKOM) YNaKoBKM MiKapCbKOro
(Boga ons CLUA; 3acoby (NyHKTY 2, 6). TepMiH
iH'eKLiiA) 3 20 Brpo6HMUTBO, BBE/EHHS 3MiH - NpOTArom 6
OKpeMumu nepBUHHE MiCSLB NiCNS 3aTBEPAXKEHHS.
ronkamv B nakyBaHHs, 3MiHu | TUNY - 3MiHK Woa0
KapTOHHii KOHTpONb Npu 6e3nekn/edekTMBHOCTI Ta
Kopoo6Li BMNYCKy Ta hapmakoHarnsgy (iHwi 3MiHn).
TepMiHy 3MiHV BHECEHO [0 IHCTPYKLUIT Ansa

npugaTHocTi Me[MYHOro 3aCTOCyBaHHS

PO3UYUHHKKA Y nikapcbKoro 3acoby B po3ais

nonepeaHL0 "YnakoBka", a came: BuganeHo

HanoBHEHOMY iHhopmaLito npo o6’em chrakoHa 3

LInpuL: PO3YMHHMKOM (3 M/T) Ta 06’em

AcneH Hotp-Jam
ne boHaesineb,
PpaHLis

dhnakoHa 3 NopoLLKoM (3 Mn), a
TaKoX BIAKOPUroBaHoO po3ginu
"Cknag" Ta "MNo6iyHi peakuji”.

KopuryBaHHsi fo po3giny
«YnakoBka» B MeTofax KOHTPONO
AKOCTI, & came: BUAAIEHHS
3a3HayeHHs "06’eMy doniakoHy (3
MN)" A8 PO3UMHHMKA Ta MOPOLLIKY
BiANOBIAHO [0 3aTBEPMKEHOT
KOPOTKOI XapaKTepuUCTUKnN B
€poni. TepMiH BBEAEHHSA 3MiH -
npotsArom 6 micAyis nicns
3aTBepMKEHHS. 3MiHn Il Tuny -
3MiHK 3 SiKOCTi. FOTOBMIA
nikapcbknii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo
BBE/IEHHSA 04ATKOBOI AiNbHULL
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

BMPOGHMLITBA A4/15 YaCTUHU abo
BCbOro BUPOGHMYOro npouecy
rOTOBOrO /iKapCbKoro 3acoby (iHLwui
3MiHW). BBEAEHHS BUPOGHMKa -
Aspen Notre Dame de Bondeville,
France (1 Rue De L Abbaye,
76960 Notre-Dame-De-Bondeville,
France) BignosigasnbHoro 3a
BMPOOHULITBO, NEPBUHHE
nakyBaHHS, KOHTPO/b AKOCTi Npu
BMNYCKY Ta TEPMiHY NPUAATHOCTI
CTEPUSIBHOTO PO3UYUHHMKA Y
nonepeaHbL0 HanoBHEHOMY
LUNPWLi, AKNIA BUKOPUCTOBYETHLCA
4N BIQHOBNEHHSA BaKUMHWU. 3MiHN
00 po3ainy "YnakoBka", a came
BBE/leHHS 2-0X [0AaTKOBUX
nakysaHb: Mo 1 donakoHy 3
nopoLukom (1 fo3a) B KOMMNIEKTi 3
1 nonepeaHbLO HANOBHEHWUM
LUNPULLOM 3 PO3UYMHHUKOM (BOAA
ONs iH'eKUiiA) 3 2 oKpeMUMmn
rosikamy B KapTOHHI1 kopobu, 3
MapKyBaHHAM YKPaiHCbKOIO
MoBoH. Mo 10 dhriakoHis 3
nopotukom (no 1 f03i) B KOMM/IEKTI
3 10 nonepeAHbO HaNOBHEHUMU
Lwnp1uamm 3 po3ymHHUKOM (Boaa
Ons iH'ekuiin) 3 20 okpemMUMu
rosikaMu B KapTOHHiIi kopobui 3
MapKyBaHHAM YKPaiHCbKOIO
MOBOI0. 3MiHV BHECEHO A0
IHCTPYKLUiT 415 MeguyHoro
3aCTOCyBaHHS NiKapcbkoro 3acoby
0o po3gainis "Cnoci6 3acTocyBaHHs
Ta fo3un" 1a "Ynakoeka", a came:
[oaaHo iHdopmaLio LWoao
CTEPUIbHOMO PO3UYUHHUKA Y
nonepefHbL0 HANOBHEHOMY LLNPUL
Ta, SIK HacNifokK, fofjaHo ABa
TEKCTU MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby. TepMiH
BBEJIEHHS 3MiH - MPOTArom 6
MiCALB NiCNA 3aTBEPAXEHHS.
3MiHu |l TUny - 3MiHK 3 AKOCTI.
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Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
MegawnuHi npucTpoi. 3miHa
NPUCTPOIB 4715 BUMIPIOBaHHSA 03U
abo BBeLeHHA NikapcbKoro 3acoby
(mopaBaHHA abo 3amMiHa
NPUCTPOIO, AKWIA € HEBIA'EMHOIO
YacTMHOI NEPBUHHOI YNaKoBKM).
PeecTpaLisi nonepeAHb0
HamoBHEHOrO LUNp1ua 3i
CTepUIbHUM PO3UYMHHKKOM (pre-
filled syringe, PFS) ans
BiAHOBMEHHS BakuMHN BAPIBAKC.
TepMmiH BBELIEHHSI 3MiH - NPOTArom
6 MicsLiB nicns 3aTBepAKEHHSs!

58. | BAPI/IPUKC™ | Varicella | xuBuii JO7BKO niogpinizar gna FnakcoCwmi | Benuka FnakcoCmiTKnaiH | ®paHy, | BHECEHHS 3MiH [0 peecTpaLiiHux 3a UA/15966/01/01
VARILRIX™ , live ateHyiiosa | 1 po3UnHYy AN TKnsiiH BputaHi Bionopxikans i/ marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
BAKUVHA onga attenuat | Huii Bipyc iH'ekyjn no 1 Ekcnopt A C.A., benbris Benbri | skocTi. FOTOBWIA Nikapcbkuii 3aci6.
MPO®DITAKTUKN ed BITPSAHOT 003i; 1 chnakoH 3 NimiTen (Bunyck cepii al 3MiHM Y BUPOBHULTBI. 3MiHN Y
BITPAHOI BICNA Bicnu niodpinizatom Ta roOTOBOrO Cnony NPOLLECi BUPOGHULITBA FOTOBOrO
XNBA (wTtam 1 amnyna 3 NPOAYKTY, BUMNYCK YeHi nikapcbKoro 3acoby, BKIoUaun
ATEHYOBAHA OKA)* PO3YNHHUKOM cepiii po3unHHMKa | LUTatm NPOMIKHUIA NPOAYKT, L0

lompumaH (Boga ans B amnynax ta Amepu | 3acTOCOBYETbCH NPU BUPOBGHULTBI
ul iH'eKUil) B wnpuuax); Kn roTOBOrO Jlikapcbkoro 3acoby (iHLwi
WI/ISIXOM nn1acTMKOBOMY nakcoCmiTKnsiiH 3MiHK) -
PO3MHOXE KOHTeliHepi B Bionogxikans, 3MiHV B BUPOBGHULTBI MPOMIXHOIO
HHSI B KapTOHHIl PpaHLis NPOAYKTY, Y3ro[KeHHS
our/0ioHu Kopobui; 1 (MapkyBaHHA Ta iHbopMmawii, npeacTaBieHol B
X hnakoH 3 nakyBaHHs 3apeecTpoBaHnx posginax
KnimuHax niocpinizatom Ta pa3ynHHMKa B peecTpauiiiHoro gocke 3.2.P.3.3
JIOOUHU 1 nonepefHLO amnynax. Onuc BMpo6HMYOro npouecy Ta
(MRC-5) HanoBHEHMN MapkyBaHHs Ta KOHTPO/HO NpoLecy -
wnpuy, 3 nakyBaHHs dopmyntoBaHHsA Fidia Va Ta
PO3UYNHHVKOM PO34MHHVKA B onepavwiiHix JOKYMeHTax.
(Boga ans Lwnpuuax. 3MiHu | TMNY - 3MiHK 3 SKOCTI.
iH'eKUil) ¥ MapkyBaHHs Ta [oTOBWIA NikapcbkWii 3aci6. 3MiHN Y
KOMMNEKTI 3 nakyBaHHs BMPOOHULTBI. 3MiHK Y NpoLeci
[ABOMa rosikamm roTOBOro BMPOGHMLITBA FOTOBOIO
B N/1aCTVKOBOMY npoAyKTY); NiKapCbKOro 3acoby, BK/IHYA0UM
KOHTEliHepi B nakcoCmiTKnsiiH NPOMIKHUIA NPOAYKT, L0
KapTOHHIi Bionopxikans 3aCTOCOBYETLCS MNPV BUPOOHULITBI
Kopo6ui; 100 C.A., benbris roTOBOrO Jlikapcbkoro 3acoby (iHLwi
hnakoHiB 3 (MapkyBaHHA Ta 3MiHK) -
niogpinizatom Ta nakyBaHHs 3MiHV B BUPOBGHULTBI MPOMIXHOrO
100 amnyn 3 PO3YMHHVKA B npoAykTy, agantauis
PO3UYNHHVKOM amnynax, TeMnepaTtypu po3mMOpPOXyBaHHS
(Boga ans KOHTPO/Ib SIKOCTI NMPOMiXHOro NPOAYKTY BIiTPSAHOI
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
iH'exuii) (B PO34YMHHVKA B Bicnu (Va DS), wo
YapyHKOBIi amnynax, 3aCTOCOBYETLCSA Ha eTani
ynakoBLji) B MapKyBaHHS Ta pO3po6KY NiKapcbkoro 3acoby
OKpeMmux nakyBaHHs (DP), Ha BMPOGHMYOMY
KapTOHHUX PO34MHHMKA B MarigaHumky Fidia 3 11°C + 1°C go
Kopobkax Lnpuuax, 10°C £ 2°C.

KOHTPO/b AKOCTI
PO34MHHVKA B
wnpumuax,
npoBefeHHs
KOHTPO/TIO AKOCTI
BaKLWHK,
MapKyBaHHs1 i
nakyBaHHs
roToBOro
npoayKTy);
Kopikca
KopnopeiilwH g6a
nakcoCmiTKnsnH
BakuuHs,
Cnonyueni Wratn
Amepukun
(PopmyBaHHsA
BaKLWHK,
HanoBHEHHA Ta
niocpinisauis
BaKLHW);
digia
dapmachbioTivi
C.n.A,, ITanis
(dPopmyBaHHs,
HanoBHEHWS,
niodhinizauis
BaKLMHK,
BMPOGHMLTBO
PO34MHHVKA B
amnynax,
MapKyBaHHS Ta
nakyBaHHs
PO3YMHHVKA B
amnynax,
KOHTPO/Ib AKOCTI
PO34MHHVKA B
amnynax (3a
BMHATKOM TECTiB
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

Po3unHHICTb Ta
loeHTudpikavis
HaTpito);
Jendpapm Typ,
PpaHuis
(BupobHuLTBO
PO34MHHVKA B
amnynax,
MapKyBaHHS Ta
nakyBaHHS
PO34MHHMKA B
amnynax,
KOHTPO/b AKOCTI
PO34MHHVKA B
amnynax);
KatasneHT
Bengxiym,
Benbris
(BupobHuyTBO
PO34MHHVKA B
Lnpuuax,
KOHTPO/b AKOCTI
PO34MHHVKA B
winpuyax);
AcneH Hotp-Jam-
[e-BoHaBinb,
PpaHLin
(BupobHuyTBO
PO34MHHVKA B
Lnpuuax,
KOHTPO/b AKOCTI
PO34MHHVKA B
Lwnpuuax)

59.

BAPIIPUKC™ |
VARILRIX™
BAKUWHA Ansi
MPODINTAKTUKN
BITPAAHOI BICNA
XXVBA
ATEHYAOBAHA

Varicella
, live
attenuat
ed

XUBUI
aTeHylioBa
HWin  BipyC
BITPSHOT
Bicnu
(wram
OKA)!
lompumar
ud
wi/1sIxom
PO3MHOXE
HHS1 B8

JO7BKO
1

niodpinizat gns
pO34nHy Ans
iH'ekyin no 1
£03i; 1 chnakoH 3
niocpinizatom Ta
1 amnyna 3
PO3UYNHHVKOM
(Boga ans
iH'ekujin) B
nnacTUKoBOMy
KOHTEliHepi B
KapTOHHIi

nakcoCwmi
TKnainH
Excnopt
NimiTen

Benvka
BpuTaHi
a

"nakcoCmiTKnsnH
Bionogxikans
C.A., benebrist
(Bunyck cepii

roToBOro

NPOAYKTY, BUMYCK

cepiii po34nHHKKA
B amnynax Ta

wnpuyax);

"nakcoCmiTKnsnH
Bionoaxikans,

PpaHuis

Benbri
s/
®paHL
is/
Cnony
YeHi
LWTaTtn
Amepu
Kn/
ITania/
®paHL,
is

BHECEHHS 3MiH 0 peecTpavLiiiHnX
mMartepianis: 3miHu | TUnNy - 3MiHK 3
akocTi. CepTucpikar
BignoBigHocTi/IE-cepTudikart
BiANOBIAHOCTI EBpONeiiChKiit
thapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOrO
cepTudikarta BignoBigHOCTI abo
BW/yYEHHS cepTudikara
BiANOBIAHOCTI EBpONeNiChKii
thapmakonei: ana A®l; ans
BVXifHOTO

3a
peyenmom

UA/15966/01/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
ounoioHu Kopob6ui; 1 (MapkyBaHHs Ta mMarepiany/peareHTy/npomMibkHOro
X chnakoH 3 nakyBaHHs NPOAYKTY, L0 BUKOPMUCTOBYOTLCA
K/imuHax niocpinizatom Ta pa3ynHHVKa B y BMPO6GHULTBI ADI; ans
JIHOOUHU 1 nonepefHL0 amnynax. [OMOMIKXHOI PeHOBWHM
(MRC-5) HanoBHeHM MapkyBaHHSA Ta (cepTuchikat BignoBigHOCTI
wnpuy, 3 nakyBaHHs €Bponeiicbkiii hapmakonei) -
PO3YNHHUKOM PO34YMHHMKA B OHoBeHWii cepTuddikaT Bif yxe
(Bopa ans Lnpuruax. 3aTBEPKEHOr0 BUPOGHUKA.
iH'eKUil) y MapkyBaHHsA Ta MopaHHA oHosneHoro CEP 2000-
KOMM/IEKTI 3 nakyBaHHsA 155 Rev 06 ans cpetanbHoi
ABOMa rosikamu roToBOro 6uyadoi cuposatkm (Foetal Bovine
B M1acTUKOBOMY NPoOAYKTY); Serum (FBS)) Big, Bxe

KOHTeliHepi B
KapTOHHIl
Kopo6ui; 100
h/1aKoHIB 3
niocpinizatom Ta
100 amnyn 3
PO3UYNHHVIKOM
(Boga ons
iH'eKuil) (B
YapyHKOBIli
ynakosLii) B
OKpemunx
KapTOHHWX
Kopobkax

nakcoCmiTKnsnH
Bionogxikan3
C.A., benebrist
(MapkyBaHHSs Ta
nakyBaHHs
PO34MHHVKA B
amnynax,
KOHTPO/b AKOCTI
PO34MHHVKA B
amnynax,
MapKyBaHHS Ta
nakyBaHHs
PO34MHHVKA B
Lwnpumuax,
KOHTPO/Ib AKOCTI
PO34MHHVKA B
Lwnpumuax,
npoBefeHHsA
KOHTPOJTIO AKOCTI
BaKLMHK,
MapKyBaHHS i
nakyBaHHS
roToBOro
”DOA)_/KTV);
Kopikca
KopnopeiiwH g6a
FnakcoCmiTKnsinH
BakuuHs,
Cnonyueni Wratn
AmMepuKn
(PopmyBaHHS
BaKLMHK,
HanoBHEHHA Ta

3aTBEpMAKEHOro BupobHuka LIFE
TECHNOLOGIES
CORPORATION. [fjtouva pefakujis:
R1-CEP 2000-155-Rev 05.
MponoHoBaHa pepakuis: CEP
2000-155 - Rev 06
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH

Homep
peecmpayiliHo
20
nocsioYyeHHs1

niodpinizauis
BakuuHu); digja
PapmachbHoTivi
C.n.A,, Itanis
(PopmyBaHHs,
HanoBHEeHUs,
niodpinizauis
BaKLMHK,
BVMPOGHMLTBO
PO34MHHVKA B
amnynax,
MapKyBaHHS Ta
nakyBaHHS
PO34MHHVKA B
amnynax,
KOHTPO/b AKOCTI
PO34MHHVKA B
amnynax (3a
BUHSATKOM TeCTiB
Po3unHHiCTb Ta
laeHTudikauisn
HaTpito); dendapm
Typ, PpaHuis
(BupobHuLTBO
PO34MHHVKA B
amnynax,
MapKyBaHHS Ta
nakyBaHHS
PO34MHHVKA B
amnynax,
KOHTPO/b AKOCTI
PO34MHHVKA B
amnynax);
KatasneHT
Bengxiym,
Benbris
(BupobHuyTBO
PO34MHHVKA B
Lnpuuax,
KOHTPO/b AKOCTI
PO34MHHVKA B
wnpuuax); Acnex
Hotp-Aam-[e-
BoHABinb,
PpaHuisn
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
(BupobHuyTBO
PO34MHHVKA B
Lnpuuax,
KOHTPO/b AKOCTI
PO34MHHVKA B
Lwnpuuax)
60. | BIHOPE/IbBIH vinorelbi | BiHopenb6i | LOLCAO | KOHUeHTpaT Ans AKKopA, Monbwa nofaTtkose Benuk | BHeCEHHS 3MiH 4O peecTpaviinHux 3a UA/19768/01/01
AKKOP/J, ne H (Y 4 pPO34MHYy AN Xenckea BTOPVHHE a mMartepianis: 3miHu | TUNy - 3MiHK 3 peuenmom
BUINALI iHcpysin, 10 Moncka nakyBaHHs: Bputa | sakocTi. FoToBMIA Nnikapcbkuii 3aci6.
BiHOpenbOi Mr/mMa no 1 mn Cn. 3.0.0. Akkoppg, Xenckea Hisi/ 3MiHM Yy BUPOGHULTBI. 3MiHN Y
HYy (10 mr), no 5 mn NimiTen, Benvka Yropuy npoueci BUPO6HULITBA FOTOBOIO
TapTparty) (50 mr) y BpuTaHis; nHa/ NiKapcbKoro 3acoby, BKoYaoum
dhnakoHi, no 1 BVPOGHMLTBO Monb NPOMDKHWIA NPOAYKT, L0
donakoHy y nauii niKapcbKkoro wa 3aCTOCOBYETbLCS NPU BUPOBGHULITBI
3aco6y, NnepBuHHE rOTOBOrO /liKapCbKoro 3acoby (iHLwui
Ta BTOpVHHE 3MiHW)
nakyBaHHs, 3MiHKM y npoLeci BUpo6HMLTBA
KOHTPO/b SKOCTi: roTOBOro MikapCbKoro 3acoby, a
IHTac came 3miHa yacy 36epiraHHs (hold
$apmacbloTikanic time) npoMiXXHOT NpoAyKuii Ha
Nimiten, HAais; cTagii inbTpauii Ta HanoBHEHHS
KOHTPO/b SIKOCTI: TEXHOMOrYHOro npoLecy
€BpodoiHC BMpO6GHULTBA.
AHaniTikan
Cepgices XaHrepi
KdT., YropwuHa;
KOHTPO/b AKOCTI:
dapmasanig, T4,
Mikpo6ionoriyHa
nab6opaTtopis,
YropLuHa; Bunyck
cepii: Akkopg,
Xenckea Noncka
Cn. 3 0.0. Cknag,
ImnopTepa,
Monblua
61. | BIPFAH® ganciclo | raHuyuknos | SO01ADO | renb ou4HMiA, 1,5 JTABOPAT | ®paHuis Papmina — Tea ITanis BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a UA/9379/01/01
vir ip 9 Mmr/r;no5ry YAP TEA dapmaueyTiui mMartepianis: 3miHu | TUNy - 3MiHK 3 peuenmom
Ty6i 3 C.n.A AKOCTI. F0TOBUIA Nikapcbkuii 3acio.
HaKOHEYHWNKOM, 3MiHM Y BUPOGHMLTBI. 3MiHK
Lo BMNPO6YBaHb abo A0NyCTUMUX
3arBMHYYETHCSA MeX, BCTAHOB/IEHUX Y

KOBMaykom; no 1
Ty6i B KQPTOHHIA
Kopoo6ui

cneumaikauisx, nig vac
BMPOGHMLTBA FOTOBOIO
NikapcbKoro 3acoby (3ByXeHHS
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
[ONYyCTUMUX MEX) 3BY>KEHHS
[OMYyCTUMWX MEX, BCTAHOB/IEHUX Y
cneuudikayii nig vac
BMpOGHMLUTBA /13 Ans
6ioHaBaHTaXeHHs nepes
TEepMiyHOI cTepunizalieto i3 «< 10
KYO/r» Ha «< 100 KYO/100 r».
62. | BITAULEPTUH Vitamin TiamiHy A11DB pO34nH AN ToBapucTB | YkpaiHa BUPOBHULTBO, YKkpaiH | BHECEHHS 3MiH 1O peecTpaLiiiHnX 3a He UA/16965/01/01
Blin rigpoxnop iH'ekujin, no 2 mn 03 nepBuHHE Ta a marepianis: 3miHu | Tuny - 3miHu 3 peyenmom | nidnse
combina | wng, B amnyni; no 5 obmexeHo BTOpPUHHE AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. ae
tion with | nipngokcu amnyn y 10 nakyBaHHs, 3MiHW Y BUPOOHULTBI. 3MiHa
vitamin HY 6nictepi, no 1 Bignosiga KOHTPO/b Ta iMnopTepa/3miHu, L0 CTOCYIOTbCS
B6 rigpoxnop 6nicTepy B nauui NBHICTIO BWMYCK Cepii: BWMYCKy Cepii Ta KOHTPO/IH0 SKOCTI
and/or na, "®APMAX MpuBaTHe rOTOBOrO JliKapCbKOro 3acoby
vitamin LjiaHoko6a ENnc" akujioHepHe (3amiHa abo gofaBaHHs
B12 namix TOBapuUCTBO BMPOGHMKa, L0 Bignosigae 3a
"Jlekxim-Xapkis" , BBE3€eHHA Ta/abo Bunyck cepii) -
YKkpaiHa; Bunyck He Bkntovaroum
cepii, He KOHTPO/b/BMNPOGYBaHHS cepii.
BK/TIOHA0UM [oaasaHHA BUPOOHMKaA
KOHTpOb cepii: ToBapnCTBO 3 OOGMEXEHOID
ToBapucTBoO 3 BigNoBiAa/IbHICTIO
06MeXeHo «PAPMAXE/C», YkpaiHa B AKOCTI
BIANOBIAA/LHICTIO [04aTKOBOI BUPOGHMYOIT AiNbHULL,
«OAPMAXE/IC», LLIO 3AjiCHIOE BUMYCK cepii, He
YKpaiHa BK/1IOYAKOUN KOHTPO/Ib cepii. 3MiHU
BHECEHO B IHCTPYKLil0 A1s
MeAMYHOro 3acTOCyBaHHSA
niKkapcbKoro 3acoby B po3zinm
"Brpo6HuMK", "MicLie3HaxomKeHHs
BMPOGHMKaA Ta agpeca Micus
NPOBaKEHHS NOr0 Ais/IbHOCTI" y
3B'A3Ky 3 BBE,EHHAM [04aTKOBOro
BMPO6GHUKa Ta iioro
MiCLLe3HaXOMKEHHS, SIK HACNIAoK -
3aTBEPKEHHS TEKCTY MapKyBaHHS
yMakoBOK MiKapCbKoro 3acoby.
BBefeHHSA 3MiH NPOTAroM 6-Tn
MicSILLiB NiCNs 3aTBEPAKEHHS.
63. | FABICKOH® - HaTpito A02BX1 | Tabnetku PekkiTT Benvka PekkiTT BeHkizep Benuk | BHeCEHHS 3MiH 40 peecTpaviiHux 6e3 UA/6865/02/01
M'ATHI anbriHar, 3 XyBaslbHi; No 8 BeHkizep BpuTaHi Xenckep (FOKeit) a mMartepianis: 3miHu | TUNy - 3MiHK 3 peyenma
TABNETKA HaTpito Tabnetoky Xenckep A Nimiteq Bputa | sakocTi. FoToBWIA Nikapcbkuii 3aci6.
rigpokap6 6nictepi; no 2 (FOKei1) Hist 3MiHM Yy BUPOGHMLTBI. 3MiHa
oHar, abo no 3 Nimiten iMnopTepa/3miHu, L0 CTOCYOTbCS
KanbLijto 6nictepu B BWMYCKY Cepii Ta KOHTPO/IH0 SKOCTI
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
Kap6oHat KapTOHHIi rOTOBOrO /1iKapCbKOro 3acoby
Kopobui; no 16 (3amiHa abo gofaBaHHsA
Tabnetok y BMPO6HMKa, LU0 BiAMOBIgaE 3a
KOHTeliHepax BBE3EHHA Ta/abo BMNycK cepil) -
He Bktovatoum
KOHTPONb/BUNPOGYBaHHSA cepii -
[lo maTepianis peecTpauiiHoro
[0CbE BHOCUTBLCS iHGhopmaLisi npo
iMmnopTepa ToBapucTBo 3
06MEXEHOH0 BignoBigasIbHICTIO
«PekkiTT BeHkizep Xaycxong EHA
Xenc Kep YkpaiHa». 3miHu
BHOCSITbCA 3TiAHO BUMOT
noctaHosu KabiHeTy MiHICTpiB
YkpaiHu Ne 287 Big 14.03.2025 p.
[po 3aTBepaKeHHsA Nopaaky
BBE3EHHS Ha TEPUTOPI0 YKpaiHu
NiKapCcbKnx 3acobis.
64. | TABICKOH® - HaTpito A02BX cycneHsis PexkiTT Benuka PexkkiTT BeHkizep Benuk | BHeCEHHS 3MiH 4O peecTpaviinHux 6e3 UA/13393/01/01
noABIAHOI gli abriHar, opasibHa; no 150 BeHkizep BpuTaHi Xenckep (HOKeiA) a mMartepianis: 3miHu | TUnNy - 3MiHK 3 peyenma
HaTpito My dhakoHi 3 Xenckep A Nimiteq Bputa | sakocTi. FoToBMIA Nikapcbkuii 3aci6.
rigpokap6 HaHeceHo (FOKei1) Hist 3MiHM y BUPOGHMLTBI. 3MiHa
oHar, poXeBoto NimiTen iMnopTepa/3miHu, L0 CTOCYTbCA
KanbLijto NNiBKOO BWMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
Kap6oHat (6e3nocepeaHbO rOTOBOrO /liKapCbKOro 3acoby
Ha onakoH) abo (3amiHa abo gofaBaHHsA
y donakoHi 3 BMPOOHMKA, LLIO Bignosigace 3a
POXEBUM BBE3EHHA Ta/abo BMNycK cepil) -
MOKPUTTAIM; NO He Bktovaoum
10 mny cawue, KOHTPO/b/BMNPOGYBaHHSA cepii -
no 10, 12, 20 [lo maTepianiB peecTpauiiHoro
abo 24 cawey [0CbE BHOCUTBLCA iHGhopmaLlisi npo
KapTOHHIi iMmnopTepa ToBapucTBo 3
Kopoo6Li 06MEXEHOH0 BignoBigasbHICTIO
«PekkiTT BeHkizep Xaycxong EHA
Xenc Kep YkpaiHa». 3miHu
BHOCSITbCA 3TiAHO BUMOT
noctaHosu KabiHeTy MiHICTpiB
YkpaiHu Ne 287 Big 14.03.2025 p.
[po 3aTBepaKeHHs MNopaaky
BBE3EHHS Ha TEPUTOPI0 YKpaiHu
NiKapCbKNx 3acobis.
65. | FABICKOH® - HaTpito A02BX1 | Tabnetku PekkiTT Benvka BMPOGHULITBO in Benuk | BHeCEHHS 3MiH 40 peecTpaviinHux 6e3 UA/9210/01/01
MNONMYHUYHI anbriHar, 3 XyBaslbHi; No 8 BeHkizep BpuTaHi bulk, nakyBaHHs, a mMartepianis: 3miHu | TUNy - 3MiHK 3 peyenma
TABJIETKU HaTpito TabneTok y Xerickep A KOHTPO/1b Npu Bputa | sikocTi. F0TOBWMIA NikapCbKuii 3acib.
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
rigpokap6 6nictepi; no 2 (FOKen) BWMYCKY, BAMYCK Hist 3MiHM Yy BUPOGHMLTBI. 3MiHa
oHar, a6o no 3 NimiTen cepii: PekkiTT iMnopTepa/3miHu, Lo CTOCYOTbCA
KanbLyjto 6nictepu y BeHkizep Xenckep BWMYCKY Cepii Ta KOHTPO/II0 AKOCTI
Kap6oHat KapTOHHIl (FOKen) NMimiTes, rOTOBOrO J1iKapCbKOro 3acoby
Kopoobui Benvka bputaHis; (3amiHa abo gofaBaHHsA
BTOPVIHHE BMPO6HMKa, LU0 BiAMOBIgaE 3a
nakyBaHHs: BBE3EHHSA Ta/abo BMNycK cepil) -
dapmallac (HOkelt) He Brtovaroum
Niviten, Benuka KOHTPONb/BUNPOGYBaHHSA cepii -
BputaHis [lo maTepianis peecTpauiiHoro
[0CbE BHOCUTBLCA iHGhopmaLisi npo
iMmnopTepa ToBapucTBo 3
06MEXEHOH0 BignoBigasIbHICTIO
«PekkiTT BeHkizep Xaycxong EHA
Xenc Kep YkpaiHa». 3miHu
BHOCSITbCA 3TiAHO BUMOT
noctaHosu KabiHeTy MiHICTpiB
YkpaiHu Ne 287 Big 14.03.2025 p.
[po 3aTBepaKeHHsA Nopaaky
BBE3EHHSA Ha TEPUTOPI0 YKpaiHu
NiKapcbKnx 3acobis.
66. | TABICKOH® - HaTpito A02BX cycneHsis PexkkiTT Benuka PekkiTT BeHkizep Benuk | BHeCEHHS 3MiH 4O peecTpaviinHux 6e3 UA/6865/01/01
®OPTE M'ATHA anbriHar, opasibHa; no 150 BeHkizep BpuTaHi Xenckep (HOKeiA) a mMartepianis: 3miHu | TUNy - 3MiHK 3 peyenma
CYCNEH3IA Kanito mn abo no 300 Xenckep A Nimiteq Bputa | sakocTi. FoToBMIA Nnikapcbkuii 3aci6.
bikapboHa My doiakoHax, (FOKei1) Hist 3MiHM Yy BUPOGHMLTBI. 3MiHa
T no10 mny NimiTen iMnopTepa/3miHu, L0 CTOCYTbCA
cauue; no 20 BWMYCKY Cepii Ta KOHTPO/IHO AKOCTI
cawe B roTOBOrO /iKapCbKOro 3acoby
KapTOHHIl (3amiHa abo gofaBaHHsA
Kopobui BMPO6HMKa, LU0 BiAMOBIgaE 3a

BBE3EHHA Ta/abo BMNycK cepil) -
He Bktovatoum
KOHTPO/b/BMNpPOBYyBaHHA cepii. [o
Marepianis peecTpauiiiHoro Aocbe
BHOCUTbLCS iHhopMaLlisi Npo
iMmnopTepa ToBapucTBo 3
06MEXEHOH0 BignoBigasbHICTIO
«PekkiTT BeHkizep Xaycxong EHA
Xenc Kep YkpaiHa». 3miHu
BHOCSITbCA 3TiAHO BUMOT
noctaHosu KabiHeTy MiHICTpiB
YkpaiHu Ne 287 Big 14.03.2025 p.
[po 3aTBepaKeHHs MNopaaky
BBE3EHHS Ha TEPUTOPI0 YKpaiHu
NiKapCbKNx 3acobis.
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
67. | FABICKOH®NOA, - HaTpito A02BX TabneTkn PekkiTT Benuka | BignosiganbHuii 3a | Benuk | BHECEHHS 3MiH 4O peecTpaviiHux 6e3 UA/13353/01/01
BIAHOI aji anbriHar, XyBaslbHi; no 8 BeHkizep BpuTaHi BUPOBHULTBO, a mMartepianis: 3miHu | TUNY - 3MiHK 3 peyenma
HaTpito Tabnetok y Xenckep A nepBuHHe BpuTta | AkocTi. FoTOBUIA Nikapcbkuii 3aci6.
rigpokap6 6nictepi; no 2 (FOKen) nakyBaHHs, Hist 3MiHM Yy BUPOGHMLTBI. 3MiHa
oHar, a6o no 3 NimiTen BTOPVHHE iMnopTepa/3miHu, Lo CTOCYOTbCA
KanbLyjto 6nictepu B nakyBaHHs, BWMYCKY Cepii Ta KOHTPO/IIO AKOCTI
Kap6oHat KapTOHHIi KOHTPO/Ib SIKOCTI rOTOBOrO J1iKapCbKOro 3acoby
Kopoobui roToBOro (3amiHa abo gofaBaHHsA
NpoAyKTY, BUMYCK BMPOGHUKA, LLIO Bignosigae 3a
cepii: BBE3EHHA Ta/abo BMNycK cepil) -
PekkiTT BeHkizep He Brtovaroum
Xenckep (KOKei) KOHTPONb/BUNPOGYBaHHSA cepii -
Nimiten, Benuka [lo maTepianiB peectpauiiiHoro
BpuTaHis; [0CbE BHOCUTBLCS iHGhopmaLisi npo
BiAgnoBiganbHNIA 3a imnopTtepa ToBapncTBO 3
BMPOGHMLTBO, 06MEXEHOH0 BignoBigasIbHICTIO
nepBuHHe «PekkiTT BeHkizep Xaycxong EHA
nakyBaHHs, Xenc Kep YkpaiHa». 3miHu
BTOPUHHE BHOCSITbCA 3TiAHO BUMOT
nakyBaHHs, noctaHosu KabiHeTy MiHICTpiB
KOHTPO/Ib AKOCTI YkpaiHu Ne 287 Big 14.03.2025 p.
roToBOro Mpo 3atBepmkeHHs Mopagky
NPOAYKTY, BUMNYCK BBE3EHHS Ha TEPUTOPI0 YKpaiHu
cepii: NiKapCbKux 3acoobiB.
PekkiTT BeHkizep
Xenckep
IHTEepHeLwHN
Nimiten, Benvka
BpuTaHis
68. | FANIYM-XEE/b - Acidum - Kpanni opasbHi, Bionoriwe | Himeuun Bionoriwe Himey BHECEHHS 3MiH A0 pPeeCcTpaLiiHNX 6e3 UA/3283/01/01
nitricum no 30 mny Xanbmitt Ha XainbmitTens YmHa marepianis: 3miHu | Tuny - 3miHu 3 peyenma
D6, Apis doNakoHi- enb Xeesb Xeenb M6X sKocCTi. FOTOBWMIA Nikapcbkuii 3aci6.
mellifica KpanesnbHuLi; No 6X Cuctema
D12, 1 donakoHy- KOHTeliHep/3aKynopoBasibHWi
Argentum KpanesbHULi y 3aci6. 3MiHa nocTadasibHuKa
metallicum Kopob6Li 3 nakyBasIbHUX matepianis abo
D8, Aurum KapToHYy KOMMNIEKTYUMX (AKLWO 3a3Ha4YeHo
metallicum B [OCbE) (BUNYYEHHSA
D10, noctavyanbHvika) BunyyeHHs
Betula iHchopma,ii Mpo nocTavanbHYKa
alba D2, nakyBaslbHOro Matepiany 3
Calcium peecTpauinHoOro AoCbe, a came
fluoratum po3giny 3.2.P.7 Cuctema
D8, Caltha KOHTeliHep/3aKynoproBasibHWi
palustris 3aci6.
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JliKapcbK0O20
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HMoBaH
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Koo
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Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

D3,
Clematis
recta D4,
Echinacea
D5,
Galium
aparine
D3,
Galium
mollugo
D3,
Hedera
helix D4,
Juniperus
communis
D4,
Ononis
spinosa
D4,
Phosphoru
s D8,
Pyrogeniu
m Nosode
D6,
Saponaria
officinalis
D4,
Sedum
acre D3,
Semperviv
um
tectorum
ssp.
tectorum
D4, Thuja
occidentali
s D3,
Urtica
urens D3

69.

FEBKAMEH

MEHTO/
KpucTaniy
HWIA;
Kamdpopa
pauemiyHa
; onisa

M02AX1
0

Masb no 20 r
a6o no 30 r abo
no 40 r y Ty6ax
Q/TIOMIHIEBUX; NO
1 1y6i y nayui 3
KapToHy; no 20 r

MpAT
dPapmaueB
TUYHa
thabpvka
"Biona"

YKpaiHa

MpAT
PapmaueBTMYHa
thabpuka "Biona"

YKpaiH
a

BHECEHHS 3MiH 0 peecTpavLiiiHnX
mMartepianis: 3miHu | TUnNy - 3MiHK 3
akocTi. CepTucpikar
BignoBigHocTi/E-cepTudikart
BiANOBiAHOCTI EBpONelichKiit
hapmakonei/MoHorpadii.

6e3
peyenma

UA/7566/01/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
eBKaslinTo abo no 30 r abo lMogaHHs HOBOTO a0 OHOB/IEHOTO
Ba; onis no 40 r y Ty6ax cepTudikata BignoBigHOCTIi abo
reo3gunyHa atOMIHIEBUX; MO BU/YYEHHS cepTudikara
20rabono40r BiANOBIAHOCTI EBpPONECHKIi
Y KOHTelHepax; thapmakonei: ana A®l; ans
no20r,no30r BUXIAHOTO
abono40ry mMarepiany/peareHTy/npomMibkHOro
Ty6ax NPOAYKTY, L0 BUKOPUCTOBYOTLCA
naMiHaTHuX; no y BUpO6HULTBI ADI; Ans
201, no 30 r abo [0MOMDKHOT PEYOBUHMN
no 40 r y Ty6ax (cepTuchikat BignoBiAHOCTI
naMiHaTHuX; no €Bponeiicbkiii hapmakonei) -
1 T1y6iB HoBwuii cepTudpikat Big HOBOrO
KapTOHHII navui BMPO6HMKa (3amiHa abo
[OMOBHEHHS) - NOAAHHSA HOBOrO
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei Ne R1-
CEP 2012-390 - Rev 01 ans
L0401 PEYOBMHN MEHTOTY
KpucTanivyHoro Bif, HOBOro
anbTepHaTMBHOMO BUPOBHYMKA
BAC® CE, HimeuunHa/ BASF SE,
Germany.
70. | FEKCABIT - petnHony | Al1BA Apaxe, no 50 AT Ykpaina AT "BITAMIHL" YkpaiH | BHECEHHS 3MiH [0 peecTpaLiiHnX 6e3 UA/5225/01/01
auetar apaxe y "BITAMIH a marepianis: 3miHu | Tuny - 3miHu 3 peyenma
(BiTaMiH KOHTelHepi n" sKocCTi. FOTOBWMIA Nikapcbkuii 3aci6.
A), Tiaminy naacTMacoBoMmy; Cuctema
rigpoxnop no 1 KoHTeiHepy KOHTeliHep/3aKynopoBasibHWi
na, B nauuyj; no 50 3aci6. 3miHa napameTpis
(BiTamiH apaxe y cneundikauin Ta/abo AonycTUMmx
B1), KOHTeliHepi MEX NepBUNHHOT YMakoBKN FOTOBOrO
pnbodnas naacTMacoBomy nNiKapcbKoro 3acoby (iHLi 3MiHW)
iH (BiTaMiH PO3LUMPEHHA AONYCTUMUX MEX,
B2), BM3HAYEHNX Y cneuudikauii Ha
nipnaokcm KOHTelHepn nnacTMacosi
Hy (nonimepHi) Ta KpULLKK ANnA
rigpoxnop 3aKyrnoploBaHHs, a caMme BHeCeHi
na, 3MiHK [0 N. «Po3mipu»: BUcoTa
(BiTamiH kopnycy (H) (ana koHTeliHepa) Ta
B6), 30BHIiLWHIl giameTp (D1) (ans
kucnota KPULLIKK).
ackop6iHo
Ba
(BiTamiH

Q),
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
HIKOTVHaMi
a
71. | TEPUENTUH® trastuzu | Tpacty3ym | LO1FDO | po3uuH ons TOB Ykpaina Brpo6HMLUTBO LLseit BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a UA/14303/01/01
mab ab 1 iH ekuili, 600 «Pou Hepo3dacoBaHOl Lapis marepianis: 3miHu | Tuny - 3MiHu 3 peuyenmom
mr/5 mn; 1 YkpaiHa» nNpoAyKLuii, akocTi. A®l. KoHTposnb AdL. 3miHa
chnakoH 3 nakyBaHHs, y MeTogax BunpobysaHHA A®l abo
PO34YMHOM Y BMNPOBYBaHHA BMXIZAHOrO MaTepiany/npomiKHOro
KapTOHHIi KOHTPO/IO AKOCTI, npoaykTy/peareHTy, LWo
Kopoo6Li BWMYCK Cepii: BVKOPVCTOBYETbLCS Y NPOLIECI
. XodhpmaHH-/15 BUpo6HULTBA AP| (HE3HAUHI 3MIHN
Pow Nta, y 3aTBEPOKEHMX MeToAax
LliBeiiuapis; BMNPOGYBaHHS) -
Bunpo6yBaHHs HesHauHi 3MiHu A0 npouenypu
KOHTPOJIO AKOCTI: KOHTPOJII0 PO3noginy
®.XochbdpmaHH-/15 MOJIEKY/IAPHOI Macu Ta YACToTH 3a
Pow /14, ponomoroto CE-SDS (kaninsipHoro
LLiBeviyapis enekTpodopesy 3
Aopeumnncynbarom HaTpito) 3
chnyopecueHTHUM AeTeKTyBaHHAM
aKTMBHOI PEYOBUHU JOAaBaHHA
KpUTEpIlo KiJIbKICHOTO TeCTy Ha
npuaaTtHicTb cuctemn (SST) ans
TecTyBaHHsi ped)epeHTHOro
cTaHfapTy Ha filoyy peyoBuHy,
BUroTOB/IEHY Ha Roche Singapore
Technical Operations Pte., Ltd Ta
Roche Diagnostics GmbH,
Penzberg, Germany. BeeaeHHs
3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS
72. | TEPLUENTUH® trastuzu | Tpactysym | LO1FDO pO34nH ANns TOB YkpaiHa Brupo6HMuTBO LiBeit BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a UA/14303/01/01
mab ab 1 iH eKuiii, 600 «Poww Hepo3cacoBaHol Lapis marepianis: 3MiHu | Tuny - 3miHK peyenmom
mr/5 mn; 1 YkpaiHa» NpoAYyKLUiT, oo 6e3nekn/edpekTMBHOCTI Ta
chnakoH 3 nakyBaHHS, chapmakoHarnsgy. 3MiHa 4acToTu
pPO3UMHOM y BMNPOGYBaHHSA Ta/abo TepmiHiB NogaHHA
KapTOHHIl KOHTPOJIO SIKOCTI, perynspHoO OHOB/TOBaHWX 3BiTiB 3
Kopoobui BUNYCK cepil: 6e3nekun nikapcbkux 3acobis -
. XodhdhmaHH-/15 3MiHa YacToTh Ta TEPMIHIB
Pow Jlta, nogaHHA perynsapHo
Lseiiyapis; OHOBJ1HOBAHOrO 3BiTY 3 6e3neKku.
BunpobyBaHHs [itoya pepakuis: Yactota nogaHHA
KOHTPO/IO AKOCTI: perynsipHo OHOBJIOBAHOrO 3BITY 3
. XodhdpmaHH-/15 6e3nekun 1 pik. KiHueBa gata ons
Pow JITg, BKOYEHHSA faHux fo PO3b -
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MyBaH
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peecmpayiliHo
20
nocsioYyeHHs1

LLiBeiiuapis

24.03.2018 p. farta nogaHHsA
PO3B - 02.06.2018 p.
MponoHoBaHa pepgakuis: Yactota
nofAaHHA perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn 3
poku. KiHueBa pgara gns
BK/THOYEHHA gaHux go PO3B -
24.09.2027 p. Oata nogaHHa
PO3Bb - 23.12.2027 p.
PekomeHgoBaHO [0
3aTBEpKEHHA BiAMNOBIAHO A0
nepiogNYHOCTI NOAaHHSA
perynsipHoO OHOB/HOBaHMX 3BITIB 3
6e3neku nikapcbkunx 3acobis y EC.

73.

riAPOKOPTU3O
H

hydrocor
tisone

rigpokopTn
30HY
auerar

DO7AAO0
2

Masb 1%; no 10
ry Tybi
aOMIHIEBI; No
1 Ty6i B nauu;j 3
KapToHY

an
"CTALA-
YKPAIHA"

Ykpaina

TOB «®3
«CTALA»

YkpaiH

BHECEHHS 3MiH O peecTpaLiiHnX
marepianis: 3miHu | Tuny - 3miHu 3
sKocCTi. FOTOBWMIA Nikapcbkuii 3aci6.
Cucrtema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa hopmu abo po3mipy
KOHTelHepa un
3aKynopoBasibHOro 3acoby
(NepBUHHOI yNakoBKW)
(HecTepunbHi Nikapcbki 3acobu)
3MiHM Ao cneupudikauii BXigHOro
KOHTPO/TI0 NEPBUHHOIO NakKyBaHHS
Cn. 5.14-01-205 «Ty6u
anoMiHIEBI» NiKapCcbKOro 3acoby
FigpokopTn3oH, Ma3b 1%, a came
BHECEHO YTOYHEHHS 0 TEXHIYHUX
[JonyckiB nokasHuka «fiametp
Ty6u» 3 METOI NPUBEAEHHS iX Y
BIANOBIAHICTb A0 BUMOr TYY 28.7-
32030717-001:2008 BUp0o6HMKa
TOB «Ty6HWiA 3aBOA».

3a
peyerimom

UA/5132/01/01

74.

rAPOKCUCEYO
BUHA MEAAK

Hydroxy
carbami
de

rigpokcmka
pbawmig,
(rigpokecunc
€e4yoBUHa)

LO1XXO0
5

Kancynu no 500
mr, no 10 kancyn
y 6nictepi; no 10
6nictepis y
Kopoo6Li 3
KapToHYy

Mepak
e3enbwa
o1 chiop
KNiHiWwe
LWneujanb
npenapar
e M6X

Himeuyun
Ha

BVPOGHWK, LLIO
Bignosigae 3a
BTOPWHHE
nakyBaHHs,
MapKyBaHHs
nepBUHHOI
yNakoBKM,
KOHTPO/b/BUNPOGY
BaHHs cepii Ta 3a
BWMNYCK Cepii:

Himeuy
ynHa

BHECEHHS 3MiH [0 peecTpaLiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK
wopo 6e3sneku/epekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHNX AaHuX Npo
cuctemMy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHNX
npo cucTemy chapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI ocobu,
BiANOBIAa/IbHOI 3@ 3AiiCHEHHS

3a
peyerimom

UA/6720/01/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
Mepak hapmakoHarnsgy; KOHTakTHoT
lesenbwadT drop ocobu 3 hapmakoHarnsgy
KniHiwe 3asBHUKA A9 34iACHEHHS
LLineujanbnpenapa hapmakoHarnagy B YkpaiHi, SKLio
Te M6X, BOHa BifjMiHHa Bif, YNOBHOBaXXeHOT
HimeyunHa; 0ocobw, BignoBiganbHOI 3a
BVPOGHWK, LLIO 3pjicHeHHs hapMakoHarnsay
Bignosigae 3a (BK/KOYAKOYM KOHTaKTHI AaHi)
BVMPOGHMLTBO Ta/abo 3MiHW Yy PO3MILLLEHHI
nikapcbkoro macTep-aiina cucremu
3acoby, NepBuHHE, thapmakoHarnsgy) - 3miHa
BTOPUHHE KOHTaKTHOI 0CO6U 3asBHUKA,
nakyBaHHs, BignoBiAa/IbHOI 3a
MapKyBaHHS, hapmakoHarnag B Ykpaini. [irova
KOHTPONb/BUNPOBY pegakuis: Aranos Bnagucnas
BaHHSA cepii: Xaynt Onerosuy. MNponoHoBaHa
dapma Amaper pefaxuis: JopolueHko AHHa
'M6X, HimeuunHa IropiBHa. 3MiHa KOHTaKTHUX AaHnxX
KOHTaKTHOI 0CO6U 3aABHUKA,
BignoBiganbHOI 3a
hapmakoHarnsg B YKpaii.
75. | rPOYTPOMNIH somatro | pekom6iHa | HO1ACO | po3uvH ans Mictpan AHrnis [Lonr-A CT Ko., Kopes BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a He UA/8465/01/01
pin HTHUIA 1 iH'ekujnn, 8 Kenitan nTp, mMartepianis: 3miHu | TUNy - 3MiHK 3 peuyenmom | niosse
comarponi MO/wmn; no 0,5 MeHexm AKOCTI. [0TOBWIA Nikapcbknii 3aci6. ae
H mn (4 MO/1,34 eHT KOHTpOsb roToBOro nikapcbKoro
Mr) a6o no 2 mn NimiTen 3aco6y (iHwWi 3miHK). Cneumdikayis

(16 MO /5,34 wr)
y donakoHi; no 1
a6bo no 10
h1aKoHiB y
KapTOHHIl
Kopo6bui

Ta MeToAu BUNpobyBaHb rOTOBOrO
nikapcbKoro 3acoby npvBefeHi
BifNOBIAHO [0 3ara/ibHUX MeTofIB
BMNPOGYBaHb OCTaHHLOI BepPCii
€Bponeiicbkoi hapmakonei (EP
10.0) Ta MoHorpadii “Somatropin
Solution for Injection”. 3minun | TNy
- 3MiHu 3 AIKoCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acoby.
3miHa napameTpiB cneuudikawiii
Ta/abo fonycTUMUX MEX roTOBOro
NiKapcbKoro 3acoby (BUyYEHHS
He3Ha4yHOro NokasHuka
(Hanpuknag, 3actapinoro
noKasHuKa, Takoro sik 3anax ta
cMak, abo igeHTudikauis
6apBHYKIB Y CMaKoBUX A06ABOK)).
BunyyeHHst nokasHuka
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

«AHOMaJIbHA TOKCUYHICTb 3i
cneyudikaLii Ha nikapcbkuii 3aci6.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBWMIA Nikapcbkuii 3aci6. Onuc
Ta cknag. 3MiHa y cknagi
(AONOMDKHMX peYOBMHAX) FOTOBOrO
nikapcbKoro 3acoby (iHwi
[OONOMDKHI peqyoBuHN) - 3amiHa
OfHIET AOMNOMIXXHOI PEeYOBUHM Ha
iHWWY 3 TMK caMnMm
PYHKLiOHaTbHUMMN
XapakTepucTukamu Ta Ha Tomy
camomy piBHi. 3amiHa
KOHCEepBaHTY Ta COM06INi3ytHoro
areHTa y cknagi fonoMiKHUX
PEeyOoBMH rOTOBOrO /liKapCbKOro
3acoby ans yHidgikauii cknagy
[O0MOMDKHUX PEYOBUH PI3HUX
peuenTyp Ta NigBULLIEHHS
e(heKTNBHOCTi BUPOGHMNYOTrO
npoLecy, KOHCepBaHT Ta
COM0BINI3YOUNIA areHT y Aitodiii
peuenTypi y dpnakoHax 6ynu
3MiHEHi Ha Taki X, K i y peuenTypi
KapTpumxa. 3MiH1 BHECEHO B
IHCTPYKUiO AN MeguyHoro
3acTOCyBaHHS NMikapCbKoro 3acoby
y po3gin "Cknag" (40noMixHi
peyoBMHK) 3 BiANOBIAHUMU
3MiHaMu B TEKCTi MapKyBaHHS
YMakoBOK /likapCbKoro 3acoby.
3MiHY | TUNY - 3MiHKU 3 AKOCTI.
[oTOBWIA NiKapCcbkMii 3aci6. 3MiHN Yy
BMPOGHULTBI. 3MiHW Y npovueci
BMPOGHMLITBA FOTOBOMO
niKapcbKoro 3acoby, BKIoYaoum
NPOMDKHWIA NPOAYKT, WO
3aCTOCOBYETLCA NPY BUPOGHULITBI
roTOBOrO JliKapCbKOro 3acoby
(He3HayHa 3miHa y npoueci
BMPOGHMLTBA) - 3MiHU Y
BMPOGHNYOMY NPOLIECI,
BK/TIOHAI0UN Nepernsg napameTpis
KOHTPO/I0 Y MpoLieci
BMPOOHULITBA, 3MiHW Y
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

BMPOGHMYOMY npoLieci 6ychepHoro
06MiHY, 3MiHW Yy cknagi
[0NOMDKHWUX PEYOBUH NiKapCbKOro
3aco6y Ta 3MiHa KOHTeliHepy Ans
36epiraHHs rotToBOro
Hepo3(pacoBaHOro PO3ynHY. 3MiHK
| TNy - 3MiHK 3 AKocTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa po3mipy cepii
(BK/IHOHALOUM fiana3oH po3mipy
cepil) roToBOro fikapcbkoro
3aco6y (3mMeHLweHHs go 10 pasis).
3miHa po3mipy cepii Ans
[o3yBaHHA 4 MO/0,5 mn
[itoua pepakuis: Batch size 4
1U/0.5 mL 39,257 vials
121U /1.5mL 14,779 vials
16 1U/2.0 ml 11,420 vials.
MponoHoBaHa pepakuis: Batch
size 4 |U/0.5 mL 19,600 vials
121U /1.5mL 14,779 vials
16 1U/2.0 ml 11,420 vials.
3MiHu Il TUNY - 3MiHW 3 AKOCTI.
A®I. (iHWi 3MmiHW). MpuBeaeHHs
cneuudikayii BignoBigHO f0
3ara/ibHMX MeToAiB BUNPoOyBaHHS
€sponeiicbkoi Papmakonei (EP
10.0) Ta moHorpadii “Somatropin
Solution for Injection”. 3miHu 11
™Mny - 3MiHW 3 SIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTEeliHep/3aKynopoBasibHWi
3aci6. 3MiHa y NepBWHHIiA ynakoBLi
rOTOBOrO J1iKapCbKOro 3acoby
(AKicHWIA Ta KinbKicHWIA cknag) -
CTepunbHi nikapcbki 3acobm Ta
nikapcbki 3acobu
6i010riYHOro/iMyHO/0riYHOr0
NOXOMKEHHS. 3MiHa B NEPBUHHIi
ynakoBLi, cknag ryMoBoi Npobku
3aMiHeHO 3 x/I0p6yTNIOBOrO Ha
6pPOMOBYTMNOBUIA.

76.

JEKCUN

dexketo
profen

AekckeTton
podheHy 7

TpoMeTam

MO1AE1l

po3uuH Ans
iH ekuili 50 mr/2
M/1 M0 2 M1 B

IDKIBOXA
PA
DAPMA

IHais

CTEPWN-IKEH

NAN®

CAVEHCU3 (N)

IHais

BHECEHHS 3MiH 0 peecTpavLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK
oo 6e3nekn/edpekTnBHOCTI Ta

3a
peyenmom

He
nionse
ae

UA/17601/01/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
on amnyni; no 5 MPAVBIT nTa thapmakoHarnagy. 3miHa y
amnyny NIMITEL KOPOTKili XapakTepucTuL,i
KOHTYPHili niKapcbKoro 3acoby, TekcTi
YapyHKOBIli MapKyBaHHS Ta iHCTPyKUii Ans
ynakosLij; no 1 MeAMYHOro 3acTOCYBaHHA Ha
KOHTYpHilA nigcTasi perynspHo
YapyHKOBIli OHOBJIHOBAHOrO 3BITY 3 6e3nekn
ynakoBLi y nikapcbKoro 3acoby, abo
KapTOHHii [ocnigpKeHb 3 6e3nekun
ynakoBLi 3aCTOCyBaHHS NiKapCbKoro 3acoby
B nicnspeecTpauiiinii nepiog, a6o
AK pe3ynbTaT OLiHKW 3BITY 3
JocnifpKeHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy
negjiatpnyHux gocnigpkeHs (PIP)
(3MiHy Y3rofpkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3MiHu
BHECEHO B IHCTPYKLit0 ANs
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby Ao po3zinis
«OCOo6NMBOCTI 3aCTOCYBaHHS» Ta
«MobiyHi peakuii» Wwoao0 6esnekn
3aCTOCYBaHHSA Ail040i peYOBUHN
BiNOBIAHO O pekoMeHAaau;n
PRAC. BBeeHHs1 3MiH NpOTArom
6-TU MicAUIB NicNs 3aTBEPKEHHS
77. | AEKCO®EH dexketo | pekcketon | MO1AEl | po3uvH ans €Bpo IHAaiA Crepun-[hxeH IHAis BHECEHHS 3MiH [0 peecTpaLiiHnX 3a UA/20057/01/01
profen podheHy 7 iH'exuiii, 50 mr/2 Naiidkep Naiig CaiieHcmns matepianis: 3miHu | Tuny - 3mMiHM 3 | peyenmom
TpomeTam M/1, N0 2 MN B MpaiiBiT (m NnTg, sKocCTi. FOTOBWMIA Nikapcbkuii 3aci6.
on amnyni; no 5 NimiTeq KOHTPO/1b rOTOBOrO NiKapcbkoro
amnyn y 3acoby. 3miHa y meTogax
NAacTUKOBIi BUNPOOYBaHHA rOTOBOrO
KOHTYPHil NiKapcbKoro 3acoby (He3HayHa
ynakosLj, y 3MiHa y 3aTBEpAKEHNX MeToAax
KapTOHHIl BUNPOBYBaAHHS) BHECEHHS 3MiH A0
Kopobui cneumdikayii (Ha BUnyck) Ta

MeToziB KOHTpOsto AkocTi N3, a
came: Y3ro/pKeHHsi TepMiHosoril y
po3gini «lgeHTudikauis (metos
BEPX)» Mix cneuundikauieto Ta
MeToZaMy KOHTPOJIH0; BHECEHHS
po3paxyHKoBOi hopMynu Ans
BU3HAYEHHS BMICTY B «MI» Ta
BUNPAB/IEHHSI MONEKYNSAPHOT Macu
[JekckeTonpodyeHy TpoMeTamosny B
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
po3gini «KinbkicHe BU3HAYEHHS
(meTogom BEPX)» B MeTofax
KOHTPO/IO; Y3rO[KEHHS
TepMiHonorii y po3ginax
«CynpoBiaHi fOMiLLK/ (MeTOL0M
BEPX)» Ta «KinbkicHe BU3HaYeHHs
(meTogom BEPX)» B meTogax
KOHTPOSHO.
78. | AEHIFTMA® memanti | MEMaHTUH - TabneTkun, BKPUTI TOB Ykpaina KYCYM IHAis BHECEHHS 3MiH 0 peecTpaLiiHnX - UA/15791/02/01
ne y NAiBKOBOO "KYCYM" XENTXKEP MBT marepianis: 3miHu | Tuny - 3miHu 3
rigpoxnop 060/10HKOH0, MO nTa sKocCTi. FOTOBWMIA Nikapcbkuii 3aci6.
na, 20 wr; in bulk: no Cuctema
14 TabneTtoky KOHTeliHep/3aKynopoBasibHWi
6nictepi, no 90 3aci6. 3MiHa po3mipy ynakoBku
6nictepis y rOTOBOrO /liKapCbKoro 3acoby (iHLwui
KapTOHHIl 3MiHM) - peecTpauis 4oAAaTKOBOI
Kopo6ui; in bulk: ynakoBku y cpopmi in bulk y 38'a3ky
no 14 tabneTtok 3 BUPOOHNYOI HEOBXIAHICTIO.
y 6nicTepi, no [itoya pegakuyis in bulk: no 14
250 6nictepiB y Tabnetok y 6nictepi, no 90
KapTOHHIi 6nicTepiB y KAPTOHHIl KOPOOL.
Kopoo6Li MponoHoBaHa pepakuis in bulk: no
14 Tabnetok y 6nictepi, no 90
6nicTepiB y KAPTOHHI KOpPOO6L. in
bulk: no 14 TabneTtok y 6nictepi,
no 250 6nicTepiB y KAPTOHHiIl
Kopo6L,.
79. | AEHIrMA® memanti | MemaHTUH | NO6DX0 | TabneTtku, BKpUTI TOB Ykpaina BMPOGHMLTBO, IHais/ BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a UA/13254/02/01
ne y 1 NNiBKOBOIO "KYCYM" nepBuHHE YkpaiH MaTepianis: 3miHu | TUny - 3MiHK peuenmom
rigpoxnop 060/10HKOH, MO nakyBaHHs, a wozo 6e3snekn/edhekTMBHOCTI Ta
na, 20 vr; no 14 BTOPVHHE hapmakoHarnagy (iHwi 3miHn) -
Tabnetok y nakyBaHHs, BHECEHHS 3MiH 10 MeTopais
6nictepi, no 1 KOHTPO/b SKOCTI, KOHTPOIO SIKOCTi [0 po3giny
6nictepy y BMMYCK cepii abo "YnakoBKa". YTOYHIOETLCA
KapTOHHIi BMPOBHNLTBO KOMMN/IEKTHICTb YNakoBKW, a came
ynakosLi; no 14 npoaykuii in bulk: popaetbesa dopasa 3 iIHCTPYKLIE
Tabnetok y KYCYM AN MeANYHOro 3acTocyBaHHsA".
6nictepi, no 1 XENTXKEP MNBT
6nictepy y NTA, IHgjs;
KapTOHHIf BTOPUHHE
ynakosLi; no 10 nakyBaHHs1, BUMYCK
KapTOHHUX cepii 3 npoAykuji in
ynakoBOK y bulk: TOB
KapTOHHIl «KYCYM>»,
Kopoo6ui YkpaiHa; KOHTpO/ib
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
akocTi: TOB
«KYCYM»,
YKpaiHa
80. | AXKICI DO /| GC | Influenz | ouneHi JO7BBO | cycneHsia ans M.BIOTEK | Benuka [xiCi biodphapma Kopes BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a He UA/16223/01/01
FLU BAKUVHA a, iHaKTNBOB 2 iH'ekyii no 0,5 NIMITEL BpuTaHi Kopn. mMartepianis: yTo4UHeHHs "aitouoil peuyenmom | niosse
ana inactivat | aHi Bipycu MYy A pevoBUHKU" B Hakasi MO3 ae
APO®PITAKTUKN | ed, split rpuny: nonepegHL0 YkpaiHu Ne 1405 Big 24.09.2026
revny virus or oumnLLEHNIA HanoBHEHMNX B rnpoueci BHECEHHS 3MiH -
(PO3LLEMN/IEHWNIA | surface iHaKTBOB wnpuyax 3 3MiHu Il TMny - 3MiHK 3 AKOCTI.
BIPIOH, antigen aHui 01HOPa30BOI0 A®I|. BUpobHMLTBO. 3MiHN B
IHAKTUBOBAHU/ BipyCHWiA rosikoto, no aKTUBHIli PEYOBUHI CE30HHNX,
") aHTUreH ofHOMy B nepegnaHgemiyHmx abo
rpuny 6nicTepi 3 naHAeMmi4YHNX BakLUUH NpoTu Bipycy
Tuny A MapKyBaHHAM rpuny noavHn (3amiHa wramy(ie) y
[A/Missour aHrNincbKo Ce30HHUX, NepegnaHgemiyHnx abo
i111/2025 MOBOIO; Mo 1 a6o naHAeMiYHMX BakuyHax npoTm
(HIN1)pd no 10 wnpuuis y Bipycy rpuny n0AUHN) - 3MiHa
mO09- nauui 3 KapToHy LUTaMOBOr0O CK/1aZy BakUuHW 418
noAiGHWi 3 MapKyBaHHsIM npoduiNakTKX rpuny BiANoBigAHO
- aHrnincoLKo 00 pekomeHaauiin BOO3
Al/Missouri MOBOIO 3i BCTaHOB/IEHUMM Ha Ce30H 2026-
/11/2025 CTiKepom 2027. 3MiHV BHECEHO B iHCTPYKLItO
IVR-279]; YKpaiHCbKOI 018 MeUYHOro 3aCTOCyBaHHSA
oumnLLEHNIA MoBo1o; no 0,25 NikapcbKoro 3acoby B po3ain
iHaKTMBOB My "Cknapg" Ta, K Hacnigok, B po3ain
aHui nonepegHL0 "IMyHOAOriYHI | GioNorivHi
BipyCHWiA HanoBHEHUX B/1ACTMBOCTI" LLIOAO 3MiHK
aHTureH Lnpuuax 3 LUTamMOBOrO CKagy BakUMHA Y
rpuny 0Z1HOPa30Bo0 3B’A3KY 3 pekomeHaauismy BOO3,
Tuny A ro/IKoto, Nno BCTaHOB/IEHUMMW Ha ce30H 2026-
[A/Darwin/ OfiHOMY B 2027 pokiB. BignosigHi 3miHu
1454/2025 6nictepi 3 BHECHO B TEKCT MapKyBaHHS
(H3N2)- MapKyBaHHAM BTOPUHHOI yNakoBkM (CTKepa Ta
noAiGHWi aHrnincoLKo navkv 3 KapToHy - B MyHKTK 2, 17),
- MOBOI0; Nno 1 a6o BTOPWHHOI ynakoBku (6nicTtep - B
A/Michiga no 10 wnpwuyis y MYHKT 17) Ta NepBMHHOI YNakoBKu
n/105/202 nauuj 3 KapToHy (B NyHKT 6) Nikapcbkoro 3acoby.
5 SAN- 3 MapKyBaHHAM
049A]; aHrNincbKo
OQUNLLLEHWNIA MOBOIO 3i
iHaKTNBOB CTikepom
aHuin YKparHCbKO0
BipyCHWiA MoBoto; no 0,5
aHTureH My
rpuny nonepegHbL0
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
Tuny B HanoBHEHNX
[B/Tokyo/ wnpuuax 3
EIS13- 0/IHOPa30BOI0
175/2025 rofKoo, Nno
(B/Victoria OflHOMY B
niHig)- 6nictepi; no 1
noaiéHui abo no 10
- LnpuLiB y naywi
B/Tokyo/E 3 KapTOHy 3
1S13- MapKyBaHHAM
175/2025] YKpaiHCbKO0
MoBoto; no 0,25
VIR
nonepeaHLo
HanoBHEHWX
npuuax 3
0HOPa30BOI0
roMIKoto, No
OfiHOMY B
6nictepi; no 1
a6o no 10
LINpULIB y mayui
3 KapTOHY 3
MapKyBaHHAM
YKpaiHCbKOIo
MOBOIO
81. | AXICI DO /I GC | Influenz ounLLEHi JO7BBO cycneHsisa ans M.BIOTEK | Benuka [xiCi biodhapma Kopes BHECEHHS 3MiH [0 peecTpaLiiHnX 3a UA/16223/01/01
FLU BAKUMHA a, iHakTMBOB | 2 iH'ekyjin no 0,5 NIMITEL BputaHi Kopn. mMarepianis: yTOUHEHHSA "Aitouoi peyenmom
ansa inactivat | aHi Bipycu MYy A peyvoBUHU" B Hakasi MO3
MPO®INTAKTUKN ed, split rpuny: nonepegHL0 Ykpainu Ne 1405 Big 24.09.2026
revny virus or OQUNLLLEHWNIA HaMNoBHEHMNX B Npoueci BHECEHHSA 3MiH -
(PO3LLEMNJIEHNIA | surface iHaKTNBOB Lnpuuax 3 3MiHu 3 aKocTi. A®Il. KoHTposb
BIPIOH, antigen aHuin 0/}HOpPa30BOoI A®I|. 3viHa y meToAax
IHAKTUBOBAHU/ BipyCHWiA rosiKoto, no BMNpo6yBaHHA A®I| abo BuxigHOro
") aHTuUreH OflHOMY B mMartepiany/npombKHOro
rpuny 6nictepi 3 npoayKTy/peareHTy, L0
Tuny A MapKyBaHHAM BUKOPWCTOBYETLCA Y NPOLLECI
[A/Missour aHrnincoLKo BMpOOHULTBa A®I (CyTTEBA 3MiHA
i/11/2025 MOBOIO; Nno 1 a6o
(HIN1)pd no 10 wnpwuyis y 6ionoriyHoMy/iMmyHONOriYHOMY/iMyH
mO9- nauui 3 KapToHy OXiMiYHOMY MeTOoZi BUNPO6YBaHHSA
noAibHWi 3 MapKyBaHHAM abo metogi, y sKomy
- aHrnincoLKo BMKOPWCTOBYETbLCA Bi00riYHMIA
A/Missouri MOBOIO 3i peareHT gns 6ionoriyHoro Adl,
/11/2025 CTiKepom abo oro 3amiHa) - NpueeAeHHs
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

IVR-279]; YKPaiHCbKO BMNPOOYBaHHA Ha HasIBHICTb
oumnLLEHNIA MOBOI; Mo 0,25 Mmikonnasmu (Mycoplasma Test)
iHaKTNBOB My 4151 pob0o4oro BipycHOro noCiBHOrO
aHui nonepegHL0 matepiany (working virus seed),
BipyCHWIA HanoBHEHWX AKUIA BUKOPUCTOBYETLCA Y MPOLIECI
aHTUreH Lwnpuuax 3 BMPOGHMLITBA Ail04OT peyoBUHY, Y
rpuny 0[1HOPa30BOI0 BiANOBIAHICTb 4O MOHOrpadii
Tuny A ronkoto, no €Bponelicbkoi hapmakoneli,
[A/Darwin/ ofjHoMy B 30kpema, 6yno AONOBHEHO
1454/2025 6nicTepi 3 METOAOM iHAMKATOPHOI KNITUHHOI
(H3N2)- MapKyBaHHAM kynbTypw (Cell Indicator Method)
noaiéHwui aHrNiicbkoto CynyTHSA 3MiHa - 3MiHM 3 AKOCTI.
- MOBOIO; Mo 1 abo A®I. KoHTponb A®l. 3miHa y
A/Michiga no 10 wnpuuis y napameTpax cneuudikauii Ta/abo
n/105/202 nauvj 3 KapToHy [ONYCTUMMX MEX, BUSHAUYEHUX Y
5 SAN- 3 MapKyBaHHsIM cneumdikauisx Ha Adl, abo
049A]; aHrnincoLKo BUXiHWIA/MPOMIXHWIA
ounLLeHuii MOBOIO 3i npoAyKT/peareHT, Wwo
iHaKT1BOB CTikepom BUKOPVCTOBYIOTBCS Y NPOLEC
aHui YKpaiHCbKO0 BMPOGHMLTBA ADI (iHLLI 3MiHK) -
BipyCHWUIA MOBOI0; no 0,5 OHOB/EHHA NOCUNAHHSA Y
aHTureH My cneuudikayii 418 BUNpobyBaHHs
rpuny nonepeaHLo Ha HasIBHICTb MiKom1a3mm
Tuny B HanoBHEHMUX (Mycoplasma Test) 3 In-house Ha
[B/Tokyo/ wnpuuax 3 EP (Ph.Eur 2.6.7. Mycoplasmas)
EIS13- 0ZIHOPa30BO0
175/2025 ro/iKoto, Mo
(B/Victoria OfHOMY B
NiHis)- 6nictepi; no 1
noaiéHwui a6o no 10
- LINpULIB y mayui
B/Tokyo/E 3 KapToHy 3
1S13- MapKyBaHHAM
175/2025] YKPaiHCbKO

MOBOI0; Mo 0,25
My
nonepeaHL0
HanoBHEHWX
Lwnpuuax 3
0fiHOPa30BOI0
ronkoto, no
OfiHOMY B
6nictepi; no 1
a6o no 10
LINPULIB Y nayLi
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IIpomoBxxenHs gogarka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
3 KapTOHY 3
MapKyBaHHAM
YKparHCbKO0
MOBOIO
82. | AXICI DO/ GC | Influenz ounLLEHi JO7BBO cycneHsisa ans M.BIOTEK | Benuka [xiCi biodhapma Kopes BHECEHHS 3MiH [J0 peecTpaLiiiHnx 3a He UA/16223/01/01
FLU BAKUMHA a, iHaKTMBOB 2 iH'ekyin no 0,5 NIMITEL BputaHi Kopn. marepianis: yTOYHEHHSA "Aitoyoi peyenmom | nidnse
anda inactivat | aHi Bipycu My A pe4voBUHKU" B Hakasi MO3 ae
MPO®ITAKTUKA ed, split rpuny: nonepegHL0 YkpaiHu Ne 1405 Big, 24.09.2026
revny virus or oumnLLEHNIA HanoBHEHUX B Npoueci BHECEHHSA 3MiH -
(POSLWENMEHNIA | surface iHaKTMBOB wnpuuax 3 3MmiHu | TYny - AgMiHICTpaTUBHI
BIPIOH, antigen aHui 0/lHOPa30BOK 3MiHW. 3MiHa HaliMeHyBaHHS
IHAKTUBOBAHU BipyCHWIi rofikoto, no Ta/abo agpecu micus
") aHTureH OfiHOMY B NPOBaXEHHS AiS/IbHOCTI
rpuny 6nictepi 3 BMpO6HUKa (BK/IOYaoun, 3a
Tuny A MapKyBaHHAM HeoObXiAHOCTI, MicLe NpoBeaeHHs
[A/Missour aHrnincoLKo KOHTPO/IH0 SIKOCTI), @60 BacHuKa
i/11/2025 MOBOI0; Nno 1 a6o macTep-aiina Ha Adl, abo
(HIN1)pd no 10 wnpwuyis y noctavasnbHuka A®l/BuxigHoro
mO09- nauuj 3 KapToHy Marepiany/peareHTy/npomikHOro
noaiéHui 3 MapKyBaHHAM NPOAYKTY, L0 3aCTOCOBYIOTHLCS Y
- aHrNincbKo BUPO6HMUTBI ADI (KO
A/Missouri MOBOIO 3i 3a3Ha4yeHo y J0CbE Ha NikapCbkuii
/11/2025 CTikepom 3acib) 3a BiACYTHOCTI cepTudikaTa
IVR-279]; YKparHCbKO0 BiANOBIAHOCTI EBpPONENCHKI
ounLLeHui mMoBoto; no 0,25 dhapmakonei y 3aTBepgkeHoMy
iHaKTNBOB MYy nocbe, abo BUpo6HMKa HOBOIT
aHni nonepenHL0 LOMOMDKHOI PEYOBUHM (SIKLLO
BipyCHWiA HanoBHEHNX 3a3Ha4yeHo y A0cbE). 3MiHa
aHTUreH wnpuyax 3 HaliMeHyBaHHs1 BUPO6HUKa AdI.
rpuny 0ZIHOPa30BO0 Appeca BMpo6HNka Adl
Tuny A rosiKoto, no 3aumwaeTbea 6e3 3miH. [iroya
[A/Darwin/ OflHOMY B pepaxuis: 'piH Kpocc
1454/2025 6nictepi 3 KopnopeiiwH, Kopes / Green
(H3N2)- MapKyBaHHAM Cross Corporation, Republic of
noAiGHWi aHrnincoLKo Korea
- MOBOIO; Mo 1 abo MponoHosaHa pepakuis: MxiCi
A/Michiga no 10 wnpwuyis y Biodhapma Kopn., Kopesi / GC
n/105/202 nauui 3 KapToHy Biopharma Corp., Republic of
5 SAN- 3 MapKyBaHHAM Korea. 3MiHu | Tuny -
049A]; aHrnincoLKo AfMiHICTpaTMBHI 3MiHN. 3MiHa
ouMLLEHNIA MOBOIO 3i HaliMeHyBaHHs Ta/abo agpecu
iHaKTMBOB CTiKepom MiCLii NPOBaKEHHS AiSNbHOCTI
aHui YKPaiHCbKO0 BMPOGHMKa/iMnopTepa rotoBoro
BipyCHWiA MOBOI0O; no 0,5 niKapcbKoro 3acoby, BKIoYaoum
aHTureH My OiNbHULI BUNYCKY cepii abo micue
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
rpuny nonepeaHL0 NPOBEfEHHA KOHTPOJIIO SIKOCTI.
Tuny B HanoBHEHUX (gisnbHICTb, 3a Ky Bignosigae
[B/Tokyo/ wnpuuax 3 BMPOGHMK/IMNOpTEp, BKIOYaYM
EIS13- 0[1HOPa30BOI0 BWMYCK Cepiit). 3miHa
175/2025 ronkoto, no HalilMeHyBaHHs BUPOOHUKa
(B/Victoria OofHOMY B roTOBOro NikapcbKoro 3acoby.
niHif)- 6nictepi; no 1 Apnpeca Bupo6Huka M3
noAiGHWiA a6o no 10 3a/IMWaeTbCs 6€3 3MiH.
- LnpuLiB y navwi [Litoua pepakuisn: MpiH Kpocc
B/Tokyo/E 3 KapTOHy 3 KopnopeiiwH, Kopesi / Green
1S13- MapKyBaHHAM Cross Corporation, Republic of
175/2025] YKparHCbKOt0 Korea. lMponoHoBaHa pefakuis:
MoBo1o; no 0,25 [xiCi biocphapma Kopn., Kopes /
My GC Biopharma Corp., Republic of
nonepegHL0 Korea. 3MiHV BHECEHI B IHCTPYKLIitO
HanoBHEHWX AN MeAnYHOro 3acToCyBaHHs
Lnpuuax 3 NikapcbKoro 3acoby y po3gin
0/}HOPa30BoI «BUPOBHVK»; BigNOBIgHI 3MiHW
rofKoo, Nno BHECEHI B TEKCT MapKyBaHHs
ofiHOMY B yNaKkoBKN NMikapCbKoro 3acoby.
6nictepi; no 1 3MiHu | TURY - 3MiHK Woao
a6o no 10 6e3nekn/edeKTBHOCTI Ta
LnpuLiB y naywi hapmakoHarnagy (iHLwi 3MiHK).
3 KapTOHY 3 OHOBJIEHHS TEKCTY MapKyBaHHSI
MapKyBaHHAM yNaKkoBKM NiKapCbKOro 3acoby, a
YKPaiHCbKOIO came: BHeCEHHS peAaKLiiHmnX
MOBOK npaBoK Mo TEKCTY
83. | AUKNAK® ID diclofen HaTpito MO1ABO | Tabnetku 3 CaHpo3 CnoBeHi BMPOGHULITBO in Himeu BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a UA/9808/01/02
ac ovknodeH | 5 MoaudikoBaHUM dapmach A bulk, nakyBaHHs, ynHa/ | martepianis: 3MiHW | TUNY - 3MiHK 3 peuenmom
aK BWBI/TbBHEHHAM toTikan3 BWMYCK Cepii: Monb AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
no 150 mr; no 10 o.a. Cantotac ®apma wa 3MiHM Y BUPOGHMLTBI. 3MiHK

Tabnetok y
6nicTepi; no 2
a6o no 10
6nictepiB y
KapTOHHIi
Kopoo6Li

'M6X, HimeuuunHa;
nakyBaHHs, BUNYCK
cepii: lexk C.A.,
MonbLa

BMNPO6YBaHb abo A0NyCTUMUX
MeX, BCTAHOB/IEHUX Y
cneumdikauisix, nig vyac
BMPOGHMLITBA FOTOBOMO
nNikapcbKoro 3acoby (iHLi 3MiHN)
OHOBJIEHHA MOCUIaHHA Ha
MeToAVKY LOoA0 NapameTpiB
BHYTPILLHbOrO BUPOBHNYOro
KoHTponto (in-process control)
HaCWUMHOT NYCTUHW Ta ryCTUHU
nicns ycagku 3 Ph. Eur. «2.9.15
Bulk and Tapped Density» Ha Ph.
Eur. «2.9.34 Bulk Density of
Powders» (ge Le 3aCTOCOBHO), a
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
TaKOX OHOBJIEHHS Ha3B
BUMPOBYBaHb HACWUMHOI rYCTVHM Ta
rYCTUHM MiCAA ycagKun BignoBsigHO
[10 OCTaHHbOI pefakLii 3arasibHoi
crarTi Ph. Eur. 2.9.34.
84. | AUKNAK® ID diclofen HaTpito MO1ABO | Tabnetku 3 CaHpo3 CnoseHi Cantotac ®apma Himey BHECEHHS 3MiH A0 pPeecTpaLiiHNX 3a UA/9808/01/01
ac aviknoceH | 5 MoZamnpikoBaHUM dapmach A M6X YmHa matepianis: 3miHu | Tuny - 3mMiHM 3 | peyenmom
aK BUBI/IbHEHHSM loTikan3 sKocCTi. FOTOBWMIA Nikapcbkuii 3aci6.
no 75 mr; no 10 a.a. 3MiHU Y BUPOGHMLTBI. 3MiHK
Tabnetoky BMNpOGYyBaHb abo AOMyCTUMUX
6nictepi; no 2 MeX, BCTAHOBJ/IEHUX Y
abo no 10 cneumdikauisx, nig yac
6nictepiB y BMPOGHMLTBA FOTOBOrO
KapTOHHIl niKapcbKoro 3acoby (iHLi 3MiHW)
Kopobui OHOBJIEHHS MOCUIAHHS Ha
MeTOAVKY o0 NnapaMeTpis
BHYTPILLUHbOrO BUPOBHNYOrO
KOHTpONH (in-process control)
HaCUMHOT NYCTUHW Ta ryCTUHN
nicnsa ycagku 3 Ph. Eur. «2.9.15
Bulk and Tapped Density» Ha Ph.
Eur. «2.9.34 Bulk Density of
Powders» (ge Le 3acTOCOBHO), a
TaKO)X OHOBJ/IEHHS HA3B
BUMPOOYBaHb HACWUMHOI NYCTVHM Ta
ryCTWHU MicNs ycaaky BianosigHo
[10 OCTaHHbOT pefakLii 3arasibHoi
cTarTi Ph. Eur. 2.9.34.
85. | AMMETWUNCYNb dimethyl | aumetunnc | - piauHa a6o TOB "AKM | YkpaiHa Xy6eli KciHrdpa Kutaii BHECEHHS 3MiH [JO peecTpaLiiiHnx - UA/18037/01/01
DdOKCUA, sulfoxide | ynbghokcu Kpuctanu "®apmaue Kemikanc 'pyn marepianis: 3miHa 3asBHuka /13
il (cybcTaHuis) y BTUYHA Ko., N4 (MIBIM) (BnacHuka peecTpauiiHoro
nnacTMacoBmx habpuka" nocsigueHHs) (3rigHo Hakasy MO3
60ukax ans Big 23.07.2015 Ne 460).
hapmaueBTUYHO
ro 3aCTOCyBaHHs
86. | AIAHIN NA4 3 - TNI0KO33, BO5DB pO34MH Ans BeHTiB IpnaHgais BeHTiB IpnaH BHECEHHS 3MiH A0 peecTpaLiiHnX 3a UA/12425/01/03
BMICTOM MOHorigpa neputoHeasibHor | MeHydeky MeHydekuypuHr nis MaTepianis: 3miHu | TUNy - 3MiHK peuyenmom
FNHOKO3U 1,36% T, HaTpito 0 fjianisy; no YPUHT Nimiteq wono 6e3nekn/epekTnBHOCTI Ta
MIOB | 13,6 xnopua; 2000 mn NimiTeq hapmakoHarnsgy (iHwi 3MiHn) -
Mrimn KaubLijto pO3UMHY Yy 3MiHV BHECeHi B TEKCT
xnopug, nnacTuKoBOMy MapKyBaHHS1 BTOPMHHOT yNakoBKM
aurigpar; Milwky 3 MBX PL nikapcbKoro 3acoby (nyHkT 17), a
MarHito 146-3, came: BUIy4YeHHs iHdhopmauii
xnopug, ofvHapHOMY, LLLOZI0 HAABHOCTI 2D WTpmX-Koay.
rekcarigpa obnagHaHoOMy TepMiH BBEAEHHS 3MiH - NPOTSIrOM
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK Kpaina Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
T, HaTpito iH'EKLiiHNM 6-TV MiCALIB MIiCNSA 3aTBEPKEHHS
naktat nopTom Ta
3'eqHyBayemM,
ab0 y MiLky
“TBiH ber”,
obnagHaHomy
iH'EKLiiHNM
nopTom, 3
iHTerposaHum 3a
[0MOMOroto
[ABOX

marictpaneii Ta
Y-3'eAHyBava
NOPOXHIM
nAacTUKoBUM
MilLKOM ANns
ApeHaxy,
BK/TafIlEHUX Y
nposopuii
nnacTnKoBuii
nakert; no 5
KOMM/IEKTIB Y
KapTOHHIl
Kopo6Li; no
2500 mn
PO3UMHY y
naacTKoBOMy
MiLKy 3 MBX PL
146-3,
OfIMHapHOMY,
obnagHaHomy
iH'eKUiiHAM
nopTom Ta
3'eHyBaveMm,
ab0 y MiLLKy
“TBiH ber”,
obnagHaHomy
iH'eKUiiHAM
nopTom, 3
iHTEerpoBaHnm 3a
[0MOMOroto
[BOX
marictpanei Ta
Y-3'eAHyBaya
NOPOXHIM
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH

Homep
peecmpayiliHo
20
nocsioYyeHHs1

NAacTUKoBUM
MiLLKOM AN
ApeHaxy,
BK/afieHNX Yy
npo3opuii
naacTnkoBuii
naker; no 4
KOMNAeKkTn y
KapTOHHii
Kopoo6Li; no
3000 mn
PO3UMHY y
n1acTUKoBOMy
Miwky 3 NMBX PL
146-3,
OfAMHapHOMY,
o6nagHaHoMy
iH'eKLiiHMM
nopTom Ta
3'eqHyBayem,
ab0 y MiLLKy
“TBiH Ber”,
o6nagHaHomy
iH'eKLiAiHMM
nopTom, 3
iHTerpoBaHum 3a
[0MOMOroHo
[ABOX
marictpanei Ta
Y-3'egHyBava
NMOPOXHIM
NAacTUKoBUM
MiLLKOM AN1s
ApeHaxy,
BKNafEeHUX y
npo3opwuii
nnacTUKoBuii
nakert; no 3
KOMMNAeKTn y
KapTOHHIl
Kopoo6Li; no
5000 mn
pO3UnHY y
naacTKoBOMy
MiLKy 3 MBX PL
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

146-3,
ofvHapHoOMY,
obnagHaHomy
iH'EKLiiHNM
nopTom Ta
3'eqHyBayemM,
BK/1aiEHOMY Y
npo3opuii
NAacTUKOBUIA
naker; no 2
KOMMIEKTN Y
KapTOHHii
KopobLi.

87.

DIAHIN A4 3
BMICTOM
rNIHOKO3U 2,27%
MIOB | 22,7
MM

r/110K03a,
MOHoOrigpa
T, HaTpito
xnopug,
KanbLyjto
xnopwug,
aurigpar;
MarHito
xnopwug,
rekcarigpa
T; HaTPIl0
naktar

BO5DB

po34nH Ans
nepuToHeasIbHor
0 gianisy; no
2000 mn
PO3UMHY y
nnacTUKoBOMy
Miwky 3 MBX PL
146-3,
OfAMHapHOMY,
obnagHaHoMy
IH'EKLiiHM
nopTom Ta
3'eqHyBayem,
a60 y MiLLKy
“TBiH ber”,
obnagHaHoMy
IH'EKLiiHM
nopTom, 3
iHTerpoBaHuM 3a
[0MoMOroro
[ABOX
marictpanei Ta
Y-3'egHyBava
NMOPOXHIM
NAacTUKoBUM
MiLLKOM AN1s
ApeHaxy,
BKTafEHNX Y
nposopuii
nnacTuKoBuii
nakert; no 5
KOMM/IEKTIB Yy

BeHTiB
MeHydeky

YPWHT
NimiTen

IpnaHgis

BeHTiB
MeHyhekuypuHr
NimiTeq

IpnaH
nis

BHECEHHS 3MiH [J0 peecTpaLiiiHnx
marepianis: 3mMiHu | Tuny - 3miHK
woao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
3MiHN BHECEHI B TEKCT
MapKyBaHHS BTOPMHHOT yNakoBKu
nikapcbKoro 3acoby (nyHkT 17), a
came: BUlyYeHHs iHdopmaii
LLOZ0 HAABHOCTI 2D wTpmx-Kogy.
TepMiH BBEEHHS 3MiH - NPOTATOM
6-TV MiCALIB MiCNA 3aTBEPKEHHS

3a
peyenmom

UA/12425/01/02
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK Kpaina Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
KapTOHHIi
Kopoo6Li; no
2500 mn
PO3UMHY y
NNacTUKOBOMY

MiLKy 3 MBX PL
146-3,
OofMHapHOMY,
obnagHaHomy
iH'EKLiiHNM
nopTom Ta
3'eqHyBayem,
ab0 y MiLKy
“TBiH ber”,
obnagHaHomy
iH'EKLiiHNM
nopTom, 3
iHTerposaHum 3a
[0MOMOroto
[ABOX
marictpaneii Ta
Y-3'eAHyBava
NOPOXHIM
nAacTUKoBUM
MilLKOM ANns
ApeHaxy,
BK/TafIlEHUX Y
nposopuii
NnacTUKOBUIA
naket; no 4
KOMNAeKTn y
KapTOHHIl
Kopo6Li; no
3000 mn
PO3UMHY y
naacTKoBOMy
MiLKy 3 MBX PL
146-3,
OfIMHapHOMY,
obnagHaHomy
iH'eKUiiHM
nopTom Ta
3'eHyBaveMm,
ab0 y MiLLKy
“TBiH ber”,
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

obnagHaHomy
iH'eKUiiHAM
nopTom, 3
iHTEerpoBaHnMm 3a
[0MOMOroto
[BOX
marictpanei Ta
Y-3'eAHyBaya
NOPOXHIM
NAacTUKoBUM
MiLLKOM AN
ApeHaxy,
BK/afieHNX Yy
npo3opuii
naacTnKoBuii
naket; no 3
KOMnNAeKkTn y
KapTOHHii
Kopoo6Li; no
5000 mn
PO3UMHY y
n1acTKoBOMy
Miwky 3 NMBX PL
146-3,
OfiMHapHOMY,
o6nagHaHoMy
iH'eKLiiHMM
nopTom Ta
3'eqHyBayem,
BK/1afleHoOMY Y
nposopuii
nnacTnKoBuii
naker; no 2
KOMNeKTn y
KapTOHHIl
Kopoo6Li.

88.

[IAHIN NA4 3
BMICTOM
rNIOKO3U 3,86%
M/OB/38,6 MM/

T/10K033,
MOHorigpa
T; HaTPIl0
xnopvg;
KasibLito
xnopug,
avrigpar;
MarHito
xaopug,

BO5DB

pO34nH Ans
nepuToHeasnbHor
0 fianisy; no
2000 mn
PO3UnHY y
nAacTKoBOMy
MiLKy 3 MBX PL
146-3,
OfIMHApHOMY,

BeHTiB
MeHydeky

YPUHT
NimiTen

Ipnangis

BeHTiB
MeHydekuypuHr
Nimiteq

Ipnax
nis

BHECEHHS 3MiH 0 peecTpavLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK
oo 6e3nekn/ehpekTnBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
3MiHN BHECEHI B TEKCT
MapKyBaHHA BTOPMHHOT YNakoBKu
nikapcbKoro 3acoby (MyHkT 17), a
came: BUy4YeHHs iHdopmaui
LLI0A0 HasABHOCTI 2D LWTpuX-Koay.

3a
peyenmom

UA/12425/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH

Homep
peecmpayiliHo
20
nocsioYyeHHs1

rekcarigpa
T; HaTpito
nakrar

obnagHaHomy
iH'eKUiiHAM
nopTom Ta
3'eHyBaveMm,
abo y MiLLKy
“TBiH ber”,
obnagHaHomy
iH'eKUiiHM
nopTom, 3
iHTEerpoBaHnMm 3a
[0MOMOroto
[BOX
marictpanen Ta
Y-3'eAHyBaya
NOPOXHIM
NAacTUKoBUM
MiLLKOM AN
ApeHaxy,
BK/afieHNX Yy
npo3opuii
nnacTnkoBuii
nakert; no 5
KOMMNNEKTIB Y
KapTOHHii
Kopoo6Li; no
2500 mn
PO3UMHY Y
n1acTUKoBOMy
Miwky 3 NMBX PL
146-3,
OfiMHapHOMY,
o6nagHaHomy
iH'eKLiiHMM
nopTom Ta
3'eqHyBayem,
ab0 y MiLLKy
“TBiH Ber”,
o6nagHaHoMy
iH'eKLiiHMM
nopTom, 3
iHTerpoBaHum 3a
[10MOMOroto
[ABOX
marictpanei Ta
Y-3'egHyBava

TepMiH BBELEHHS 3MiH - NPOTArom
6-TN MicAUIB NicNsA 3aTBEPKEHHS
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH

Homep
peecmpayiliHo
20
nocsioYyeHHs1

NMOPOXHIM
NAacT1KoBUM
MiLLKOM AN1s
ApeHaxy,
BKafileHNX y
npo3opwuii
NaacTVKOBUIA
naket; no 4
KOMMNAeKTn y
KapTOHHIl
Kopoo6Li; no
3000 mn
PO3UnHY y
naacTKoBOMy
MiLKy 3 MBX PL
146-3,
OofMHapHOMY,
obnagHaHomy
iH'EKLiiHNM
nopTom Ta
3'eqHyBayemM,
ab0 y MiLky
“TBiH ber”,
obnagHaHomy
iH'EKLiiHNM
nopTom, 3
iHTerposaHum 3a
[0MOMOroto
[ABOX
marictpaneii Ta
Y-3'eAHyBava
NOPOXHIM
nAacTUKoBUM
MilLKOM ANns
ApeHaxy,
BKNafiEHUX Y
nposopuii
NnacTUKOBUIA
nakert; no 3
KOMNAeKTn y
KapTOHHIl
Kopo6Li; no
5000 mn
PO3UMHY y
n1acTKoBOMy
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

MiLKy 3 MBX PL
146-3,
OfIMHapHOMY,
obnagHaHomy
iH'eKUiiHAM
nopTom Ta
3'eHyBaveMm,
BK/1afieHoOMY Y
npo3opwuii
nnacTUKoBuii
naker; no 2
KOMMNAeKTn y
KapTOHHIl
KopobLi.

89.

AOKCUNAMIHY
riaPOreH
CYKUMHAT

doxylami
ne

nokcunami
Hy
rigporeH
cyKumHar

MOPOLLIOK
(cybcTaHuis) y
noABiliHMx
nonieTnneHoBmx
naketax gns
hapMaLeBTUYHO
0 3aCTOCYBaHHs

TOB
"Papma
Crapt"

Ykpaina

YHioH Kimiko
dapmachbHoTika,
C.A. (YKI®A, C.A)

IcnaHi
a

BHECEHHS 3MiH O peecTpaLiiHnX
marepianis: 3miHu | Tuny - 3miHu 3
[aKocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONeiChKii
thapmakonei/MmoHorpadii.
MogaHHs HOBOrO ab0 OHOBIEHOTO
cepTudikaTa BigNoOBIgHOCTI abo
BWUTyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpPONENCHKI
hapmakonei: ana Adl; gns
BUXIAHOIO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPNCTOBYOTLCA
y BUPO6GHULTBI ADI; ans
[OMOMDKHOT PEYOBUHN
(cepTudpikaT BigNOBIZHOCTI
€Bponeiickkili hapmakonei) -
OHoBeHnin cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOBHMKA -
MofaHHA OHOBNEHOrO
ceptucpikaTta BiANOBIAHOCTI
€sponelicbkin dhapmakonei CEP
2004-089-Rev 07 gna Adl
[lokcmnaminy rigporeH cykumHat
Bif] y)Xe 3aTBEPAKEHOro
BMpo6HMKa Union Quimico
Farmaceutica, S.A. (UQUIFA
S.A)), IcnaHis. 3aTBepakeHo: R1-
CEP 2004-089-Rev 06.
3anponoHosaHo: CEP 2004-089-

UA/14781/01/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
Rev 07
90. | AOKCOPYBIUWH | doxorubi | gokcopy6i | LO1DBO | koHUeHTpaT Ans Akkopa Monbwa BUPOBHULTBO, IHais/ BHECEHHS 3MiH [J0 peecTpaLiiiHnx 3a UA/17439/01/01
AKKOPJ, cin LHY 1 pO3UnHYy AN Xenckea KOHTPO/b AKOCTI, Benuk marepianis: 3MiHu | Tuny - 3miHn peyenmom
rigpoxnop iHdpysii 2 mr/mn Moncka nepBuHHE Ta a woao 6e3nekn/edpekTNBHOCTI Ta
na, no 5 mn (10 wmr), Cn. 3.0.0. BTOPVHHE Bputa | dhapmakoHarnsgy. BeegeHHs abo
10 mn (20 mr), nakyBaHHs: I[HTac Hist/ 3MiHM [0 y3ara/ibHEHNX JaHuX Npo
25 mn (50 mr), dapmacbtoTikanc | peuis cucTemy chapmakoHarnsgy
50 mn (100 mr), Nimites, HAis; / (BBEAEHHSA y3ara/ibHEHUX AaHnX
100 mn (200 mr) BMPOBHMLTBO, Yropuy, npo cuctemy hapmakoHarnisgy,
y donakoHi, no 1 KOHTPO/b AKOCTI, nHa/ 3MiHa yNoBHOBaXXeHOT 0cobw,
donakoHy y nepBuHHE Ta Monb BiANOBIAA/ILHOI 32 34iiCHEHHS
Kopob6Li 3 BTOPWHHE wa hapmakoHarnsgy; KOHTakTHol
KapToHYy nakyBaHHS: IHTac 0cobu 3 chapmakoHarnsagy

$apmacbloTikanic
Nimiten, HAais;
BiANOBiAA/IbHWIA 32
BUNYyCK cepil:
AKKopg, Xesnickea
Nimiten, Benvka
BpuTaHis;
BTOPWUHHE
nakyBaHHS:
Akkopf Xesnckea
Nimiten, Benvka
BputaHis;
BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI
cepii: Akkopg,
Xenckea CiHrn
Membep C.A.,
Ipeuis
KOHTPO/Ib SKOCTI
cepiii: €BpodoiHC
AHaniTikan
Cepsices XaHrapi
KdpT., YroplumHa;
KOHTPO/b AKOCTI
cepii: ®apmasanig,
KdpT., YroplmHa;
BignosigansHuii
3a BMNyCK cepil:
Akkopf Xesnckea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,

3asBHUKA 419 3AiAICHEHHSA
thapmakoHarnagy B YkpaiHi, SKLL0
BOHa BiJMiHHa Bif, yNTOBHOBaXeHOT
ocobw, BignoBiganbHOI 3a
3[iicHeHHs hapmakoHarnagy
(BK/THOYAOYUM KOHTaKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-ghaiina cuctemm
thapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0COOU 3aABHUKA,
BiANOBIA&/IbHOI 3a
thapmakoHarnsag.

[itova pepakuisn: Apnetta
BepuHcbka / Arletta Werynska.
MponoHoBaHa pepakuis: Arata

leiiceBuu / Agata Gesiewicz.
3MiHa KOHTaKTHUX AaHnX
YMOBHOB&XeHOT 0cobw,
BignoBiganbHOI 3a
hapMakoHarnag.
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
MNonbLia
91. | AONIIT® FE/lb ibuprofe | ibynpocpe MO2AA1 | renb, 50 mr/r no [Jonoprit Himeyun BUPOGHMLTBO Himey BHECEHHS 3MiH [J0 peecTpaLiiiHnx 6e3 UA/4117/02/01
n H 3 20rabono50r, | MmbXiKo. Ha Hepo3dgiacoBaHol YnHa mMartepianis: 3miHu | Tuny - 3MiHK 3 peyenma
a6o no 100, K npoAyKuii, AKoCTi. [0TOBWIA Nikapcbknii 3aci6.
abono 150r B nepBuHHe Ta Cucrema
Ty6i, no 1 Ty6i B BTOPVHHE KOHTeliHep/3aKynopoBasibHWi
KapTOHHIl nakyBaHHs, 3aci6 (iHwi 3miHW) MapmoHi3aus
Kopo6bui KOHTPO/b cepii, iHdhopmauii B moayni 3.2.P.7
BWMYCK Cepii: Cuctema
[Honoprit Tm6X i KOHTeliHep/3aKynopoBasibHWi
Ko. KT, 3aci6 3 meTol0 3a6e3neyeHHs
HimeuumnHa; Y3rO[PKEHOro OMMCy CUCTEMMN
BVPOGHMLTBO KOHTeliHep/3aKynopoBasibHWi
Hepo3dracoBaHOl 3aci6.
npoayKuii,
nepBuHHe Ta
BTOPUHHE
nakysaHHA: [p.
Tavicc
HatypBapeH

'm6X, HimeuunHa;
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTpOnb cepii:
[Op. Taiicc
HatypsapeH 'm6X,
Himeuunha;
KOHTPO/Ib cepil
(i3nyHMIA/XIMIYHN
n):

'BA ®apma N'mbX,
HimeuunHa,;
KOHTpO/b cepii
(mikpobionoriyHi
BMNPOBYBaHHSA):
BAB IHCTUTYT
ririeHn Ta
3abe3neyeHHs
AakocTi TM6X,
HimeuunHa,
KOHTPO/b cepii
(mikpobionoriyHi
BUNPOGYBaHHS):
MikpobBionori
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
Kpemep Mv6X,
HimeuunHa
92. | AOMTIT® - onis MO2AX1 | po3uuH [p. Taiicc | Himeuun [p. Taiicc Himey BHECEHHS 3MiH A0 pPeeCcTpaLiiHNX 100 mn — UA/10820/01/01
FIPCbKA COCHA ripcbkoi 0 HaLLUKipHWIA; Mo HatypBap Ha HatypBapeH 'm6X YmHa marepianis: 3miHu | Tuny - 3miHu 3 6e3
COCHU 100 mn abo 250 eH M'M6X aKocTi. CepTudpikat peuyenma;
(Dwarf M1, abo 500 mn, BignosigHocTi/lE-cepTudikar 250 mn, 500
pine oil), a6o 1000 mny BiANOBIAHOCTI EBpONeNiChKii ms, 1000 mn
Kamdopa nonieTIEeHoBI thapmakonei/MmoHorpadii. —3a
pauemiyHa naswui; no 1 MopgaHHA HoBOro abo OHOB/IEHOTO peyenmom
, nAswWwui y cepTudikaTa BigNoBigHOCTI abo
NeBOMEHT KapTOHHIl BWUTyYEHHS cepTudikaTa
on Kopoo6Li BiANOBIAHOCTI EBpPONENCHKIi
hapmakonei: ana Adl; ans
BUXIAHOIO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPNCTOBYOTLCA
y BUPO6GHULTBI ADI; ans
[OMOMDKHOT PEYOBUHM
(cepTudpikaT BigNOBIZHOCTI
€Bponeiickkili hapmakonei) -
OHoBeHnin cepTuddikaT Bif yxe
3aTBEPAKEHOI0 BUPOBHMKA -
MofaHHA OHOBNEHOrO
ceptucpikaTa BiANOBIAHOCTI
€Bponelicbkiin dhapmakonei Ne
CEP 2019-058-Rev 01.
3areBepaxeHo: CEP 2019-058-Rev
00. 3anponoHosaHo: CEP 2019-
058-Rev 01
93. | AONTIT® KPEM ibuprofe ibynpodgpe MO2AA1 | kpem, 50 mr/r, no [onoprit Himeuun BUPOGHMLTBO Himey BHECEHHS 3MiH A0 pPeecTpaLiiHNX 6e3 UA/4117/01/01
n H 3 20ra6o 50, v6X i Ko. Ha Hepo3dhacoBaHO| ynHa mMartepianis: 3miHu | TUNY - 3MiHK 3 peyenma
abo 100, abo Kr NpoAyKLUiT, sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
150 r y Ty6i; no nepBuUHHE Ta Cucrema
1 T1y6iB BTOpPUHHE KOHTeliHep/3aKynopoBasibHWi
KapTOHHIl nakyBaHHs, 3aci6 (iHwi 3miHK) MapMoHizaus
Kopoo6Li KOHTpOnb cepii, iHchopmavii B mogyni 3.2.P.7
BUNYCK cepil: Cuctema
Lonoprit TM6X i KOHTeliHep/3akKynoproBasibHWi
Ko. KT, 3aci6 3 MeToto 3abe3neyeHHs
Himeuumnha; Y3rOPKEHOI0 ONUCY CUCTeMMN
BMPOBHNLTBO KOHTelHep/3aKynoploBasTbHUi
Hepo3cacoBaHol 3acib.
NpoAYyKLUiT,

nepBuHHe Ta
BTOPWHHE
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

nakysaHHsa: [p.
Tavicc
HatypBapeH
M6X, HimeuunHa;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPONb cepii:
[Op. Taiicc
HatypBapeH
'M6X, HimeuuunHa,;
KOHTpPO/b cepii
(di3nyHMIA/XIMIYHN
n): FTBA ®apma
'm6X, HimeuunHa;
KOHTPO/b cepii
(mikpob6ionoriyHi
BUNPOBYBaHHSA):
BAB IHCTUTYT
ririeHn Ta
3a6e3neyeHHs
AakocTi FTM6X,
HimeuuunHa,
KOHTPO/b cepii
(mikpobionoriyHi
BUNPOOYBaHHSA):
MikpoBionori
Kpemep Mv6X,
HimeuunHa

94.

AONYTErPABIP

dolutegr
avir

fonyterpa
Bip (y
dopmi
fonyterpa
Bipy
Hatpito)

JO5AJ03

TabneTtkn, BKPUTI
NNiBKOBOIO
060/10HKO10, NO
50 wr; no 30 abo
no 90 TabneTok
y thnakoHi 3
nonieTunexy
BUCOKOT
LinbHoOCTI abo
no 30 a6o no 90

CaH
dapmacb
toTuKan
IHpacTpi3
NimiTen

IHais

CaH
dapmMacbloTUKau
IHpacTpi3 Mimites

IHais

BHECEHHS 3MiH [0 peecTpaLiiHnX

Marepianis: 3mMiHu | Tuny - 3miHK

wopo 6e3sneku/edpekTMBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIili XapakTepucTu,i
niKkapcbKoro 3acoby, TekcTi

MapKyBaHHS Ta iHCTPYKUii ans

MeAMYHOro 3acTOCyBaHHSA

reHepUYHUX/ribpuaHNX/6ionogi6HN
X nikapcbknx 3acobis nicns

Tabnetok y BHECEHHS Ti€l caMoi 3MiHM Ha
donakoHi 3 pechepeHTHMI1 Npenapar (3miHa He
nonieTuneny noTpebye HafaHHS XXOAHUX HOBUX
BUCOKOI [0[ATKOBUX AaHKX) - 3MiHU
LinbHocTi; no 1 BHECEHO [0 IHCTPYKLUIT Ans
dhakoHy y MeAMYHOIo 3aCTOCYBaHHS

3a
peyerimom

He
nionse
ae

UA/20671/01/01
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n/n

Hassa

JliKapcbK0O20

3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

KapTOHHIi
ynakoBLi

nikapcbKoro 3acoby y po3ginm
"apmMakosorivyHi BnactmsBocTi”,
"B3aemogis 3 iHWVMU NiKapcbKuMm
3aco6amu Ta iHWi Buan
B3aemogiit", "OcobmMBoCTi
3acTocyBaHHA", "3acToCcyBaHHA Y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaar”, "3aaTHicTb BNAVBATU Ha
LIBUAKICTb peakLii npy KepyBaHHI
aBTOTpaHCNopToM abo iHWMMK
MexaHismamun" (pefaryBaHHs
TekcTy), "Cnocib 3acTocyBaHHS Ta
no3n", "MobiuHi peakwii”
BignoBigHO A0 iHhopmMauii Wwoao
Me[MYHOro 3aCTOCyBaHHS
pedhepeHTHOro /likapCbKoro
3acoby (Tivicay, film-coated
tablets). BBegeHHs 3MiH NpOTAroM
6-TV MiCALIB MiC/IA 3aTBEPAXKEHHS.
3MiHu | TUNY - AgMiHICTPaTUBHI
3MiHW. 3miHa kogy ATX - 3MiHK
BHECEHO [0 iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA
nNiKapcbKoro 3acoby y po3ain
"hapmakoTepaneBTUyHa rpyna.
Kog ATX." BignoBigHoO Ao
MDKHapOAHOro Knacudikaropa
BOO3: 3arBepAXeHo -
"MpoTuBipycHi 3acobu ans
CMCTEMHOTO 3aCTOCYBaHHS.
MpoTuBipycHi 3acobu npsMor gii.
IHWi NpoTmBIpYCHI 3aco6u.
[NonyTterpasip. Kog ATX JO5A
X12." 3anponoHoBaHo -
"MpoTuBipycHi 3acobu ans
CMCTEMHOTO 3aCTOCYBaHHS.
MpoTuBipycHi 3acobu npsMor gii.
IHri6iTOpY iHTerpasu.
DonyTterpasip. Kog ATX JO5AJ03."
BBegeHHs 3MiH npoTsArom 6-tu
MiCALB Nic/IA 3aTBEPAXKEHHS.

95.

EBKABAN®
cupPon

pigkuii
eKCTpakT
NOAOPOXH
nka

RO5CA1
0

cupon, 3r/15rB
100 r, no 100 mn
y thnakoHi i3
ckna; no 1

Ecnapma
M6X

Himeuyun
Ha

Papma
BepHirepoge
M6X

Himey
ynHa

BHECEHHS 3MiH 0 peecTpaLiiHnX
marepianis: 3miHu | Tuny - 3miHu 3
AKOCTi. A®l. BUpo6HULTBO. 3MiHA
BMPOGHMKA BUXiAHOrO/NPOMIXKHOTO

6e3
peyenma

UA/5754/01/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
rocTponunc chrakoHy B npoAayKTy/pearenTy, Wo
TOro KapTOHHIi BUKOPVICTOBYIOTHCS Y
(Extractum Kopo6bui BUpO6HMYOMY npoueci AdDl, abo
Plantagini 3MiHa BMPOGHMKa (BK/OYaouu, ae
S HeobxiaHO, MicLe NpoBeAEHHS
liquidum), KOHTpoOto sikocTi) APl (3a
pigkunia BiACYTHOCTI cepTudikara
eKCTpakT BiANOBiAHOCTI EBpONEiiChKii
yebpeuto thapmakonei y 3aTBepKeHOMY
(TM'siHY) [0CbE)(3MiHM [0 3axofiB,
(Extractum NoB'A3aHuX 3 KOHTponem Adl, abo
Thymi AofaBaHHA AinbHuUL, ae
liquidum)

npoBOANTLCA
KOHTPO/L/BUNPOBYBaHHSA cepil)
[opanHs iHdopmauii woao
AinbHuui ifp Privates Institut fuer
Produktqualitaet GmbH, w0
3pjiicHioBas1a MiKPOGIONOTiYHMIA
KOHTPO/Tb AKOCTi SIK KOHTPaKTHe
nignNpueEMCTBO, ane He
3a3Havyanacb B JOKyMeHTauji, y
3B'A3KY 3 OHOBJ/IEHMMW BUMOraMu
3aKoHofaBcTBa €C, AibHUUA
3a3HaYaETLCA B [JOCLE OKPEMO.
3MmiHu | TMNY - 3MiHK 3 AKocTi. API.
Brpo6HMLTBO. 3MiHa BUPOGHUKaA
BWXiHOro/NMPOMiXHOro
npoAayKTy/pearenty, Wo
BUKOPVICTOBYIOTHCS Y
BMPOGHMYOMY npoLieci Ad®l, abo
3MiHa BMPOGHMKa (BK/OYaouu, ae
HeobxiaHO, MicLe NpoBeAEHHS
KOHTpoOsto sikocTi) APl (3a
BiACYTHOCTI cepTudikara
BiANOBIAHOCTI EBpoONeliChKiit
thapmakonei y 3aTBepKeHOMY
[0CbE)(3MiHM [0 3axofiB,
noB'A3aHuX 3 KOHTponem Adl, abo
AofaBaHHA AinbHuUL, ae
npoBOANTLCA
KOHTPO/L/BUNPOBYBaHHSA cepil)
BBoauTbCS fAoAaTKOBA AiNbHULA
1151 KOHTPOTO IKOCTi 060X ADI -
BAV Institut fuer Hygiene &
Qualitaetssicherung GmbH
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep

peecmpayiliHo

20
nocsioYyeHHs

[itoua pepakuyis:
Herbal preparation
Name and address of the
manufacturer(s) of the herbal
preparation:

Pharma Wernigerode GmbH
OMS LoclID: LOC-100000594
Dornbergsweg 35
38855 Wernigerode
Germany
MponoHoBaHa peaakuis:
Herbal preparation
Name and address of the
manufacturer(s) of the herbal
preparation:

Pharma Wernigerode GmbH
OMS LoclD: LOC-100000594
Dornbergsweg 35
38855 Wernigerode
Germany
Batch control/testing site(s)
Pharma Wernigerode GmbH (1)
OMS LoclD: LOC-100000594
Dornbergsweg 35
38855 Wernigerode
Germany
BAV Institut fuer Hygiene &
Qualitaetssicherung(2)
GmbH
OMS LoclID: LOC-100032740
Hanns-Martin-Schleyer-Strasse 25

77656 Offenburg
Germany
ifp Privates Institut fuer
Produktqualitaet GmbH(2)
OMS LoclID: LOC-100023354
Wagner-Regeny-Strasse 8
12489 Berlin
Germany
(1) physical/chemical (2)
microbiological

96.

E30/IOHI®-20

esomepr
azole

esomenpa
3051y
MarHito

A02BCO
5

TabneTku, BKPUTI

NNiBKOBOK
060/10HKOH, MO

OPrAHOC
VH
NTANSCA

OAE

EBepTogxeH
Naiigp CaeHcus
Niviteq

IHais

BHECEHHS 3MiH 0 peecTpavLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK
oo 6e3nekn/edpekTnBHOCTI Ta

3a
peyenmom

UA/11328/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH

Homep
peecmpayiliHo
20
nocsioYyeHHs1

Tpurigpat

20 mr; no 7
Tabnetoky
6nictepi; no 1
abo 2 6nictepn
Y KapTOHHii
Kopoo6Li

€HCK3
(E® 3ET )

thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHeHWX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHNX JaHUX
npo cucTemy chapmakoHarnsgy,
3MiHa yNoBHOBaXeHOT 0cobw,
BiANOBiAA/IbHOI 32 3AiCHEHHS
thapmakoHarnagy; KOHTakTHol
ocobu 3 chapmakoHarnsgy
3as1BHMKA 419 34iCHEHHS
thapmakoHarnagy B YkpaiHi, AKLWO
BOHa BifMiHHA Bif, yNOBHOBaXeHOT
ocobw, BignoBigasbHOI 3a
3[jificHeHHs1 hapMakoHarnsay
(BK/IIOYAKOYN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-aiina cuctemu
thapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
ocobu, BiAnoBifabHOI 3a
thapmakoHarnag,. Bunyyenxs
iHchopmaw,ii LLoA0 KOHTaKTHOI
0cobu 3asiBHUKA, BiANOBIAA/IbHOI
3a 34iliCHEHHS dhapmakoHarnsgy B
YkpaiHi Ta il KOHTaKTHUX JaHUX.
3MiHa MicLle3HaxoMKeHHS MacTep-
thaiina cucrtemm
thapmakoHarnagy. 3miHa micus
3[iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsaay.

97.

E30/IOHI®-20

esomepr
azole

esomenpa
3ony
MarHito
Tpurigpat

TabneTku, BKPUTI
NNiBKOBOK
060/10HKOH, MO
20 wr; in bulk: no
2500 y
noABINHNX
naketax

OPrAHOC
VIH
NAN®CA
€HCU3
(E® 3ET 1)

OAE

EBepToaxeH
Naiigp CaeHcus
Nimiteq

IHais

BHECEHHS 3MiH 0 peecTpavLiiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK
oo 6e3nekn/ehpekTnBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEeHWX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHS Yy3araslbHEHNX JaHuUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOBaXEHOI 0cobw,
BiANOBiAA/IbHOI 32 3AiCHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 chapmakoHarnsgy
3as1BHMKA 419 34iICHEHHS
hapmakoHarnagy B YkpaiHi, KO
BOHa BifMiHHA Bif YOBHOBaXEHOI

UA/11329/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH

Homep
peecmpayiliHo
20
nocsioYyeHHs1

ocobw, BignoBigabHOI 3a
3[jiicHeHHs1 hapMakoHarnsay
(BK/IIOYAOYN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-haiina cuctemu
thapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
ocobu, BignoBiganbHOI 3a
thapmakoHarnag,. Bunyyenxs
iHchopmaw,ii LLoA0 KOHTaKTHOI
0ocobu 3asiBHUKA, BiANOBIAA/IbHOI
3a 34iliCHEHHS dhapmakoHarnsgy B
YkpaiHi Ta il KOHTaKTHUX JaHUX.
3MiHa MicLle3HaxoMKeHHsA MacTep-
thaiina cucrtemm
thapmakoHarnagy. 3miHa micus
3[iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsaay.

98.

E30/IOHI®-40

esomepr
azole

esomenpa
3ony
MarHito
Tpurigpat

A02BCO
5

TabneTku, BKPUTI
NiBKOBOIO
060/10HKOI0, MO
40 mr; no 7
Tabnetok y
6nictepi; no 1
abo 2 6nictepn
Y KapTOHHii
Kopoo6Li

OPrAHOC
VIH
NAN®CA
€HCU3
(E® 3ET 1)

OAE

EBepToaxeH
Naiigp CaeHcus
Nimiteq

IHais

BHECEHHS 3MiH 0 peecTpavLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK
oo 6e3nekn/epekTnBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHeHWX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHS Yy3araslbHEHNX JaHuUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOI 0cobw,
BiANOBiAA/IbHOI 32 3AiCHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 chapmakoHarnsgy
3as1BHMKA 419 34iICHEHHS
hapmakoHarnagy B YkpaiHi, KO
BOHa BiJMiHHA Bif, yNOBHOBaXeEHOI
oco6w, BignoBigabHOI 3a
3[jiicCHEHHs1 hapMakoHarnsay
(BK/THOYAKOYN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-aiina cuctemu
thapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
ocobw, BignoBiganbHOI 3a
thapmakoHarnag,. Bunyyenxs
iHchopmaw,ii LLoA0 KOHTaKTHOI
0cobu 3asBHMKA, BiANOBIAA/TLHOT
3a 34jlicHeHHs hapMakoHarisay B

3a
peyenmom

UA/11328/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep

peecmpayiliHo

20
nocsioYyeHHs

YkpaiHi Ta il KOHTaKTHUX JaHUX.
3MiHa MicLle3HaxoMKeHHSA MacTep-
thaiina cuctemm
thapmakoHarnagy. 3miHa micus
3[iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsaay.

99.

E3O0/IOHI®-40

esomepr
azole

esomenpa
3ony
MarHito
Tpurigpat

TabneTku, BKPUTI
NNiBKOBOK
060/10HKOH, MO
40 wr; in bulk: no
2500 y
noABINHNX
naketax

OPrAHOC
VIH
NAN®CA
€HCU3
(E® 3ET 1)

OAE

EBepTogxeH
Naiigp CaeHcus
Nimiteq

IHais

BHECEHHS 3MiH 0 peecTpavLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK
oo 6e3nekn/epekTnBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHeHWX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHS Yy3araslbHEHNX JaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOI 0cobw,
BiANOBiAA/IbHOI 32 3AiCHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 chapmakoHarnsgy
3as1BHMKA 419 34iICHEHHS
hapmakoHarnagy B YkpaiHi, KO
BOHa BiJMiHHA Bif, yNTOBHOBaXeEHOI
ocobw, BignoBigabHOI 3a
3[jiicCHEHHs1 hapMakoHarnsay
(BK/THOYAKOYN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-aiina cuctemu
thapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
ocobw, BignoBiganbHOI 3a
thapmakoHarnag,. Bunyyenxs
iHchopmaw,ii LLoA0 KOHTaKTHOI
0co6u 3asBHMKA, BiANOBIAA/TLHOT
3a 3[jicHeHHs hapmakoHarnsay B
YKkpaiHi Ta il KOHTaKTHUX JaHUX.
3MiHa MicLle3HaxoMKeHHs1 MacTep-
thalina cuctemu
thapmakoHarnagy. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsaay.

UA/11329/01/02

100.

EKBOPAN®

ciclospor
in

umKnocnop
NH

LO4ADO
1

Kancynm m'ski no
25 wr; no 10
Kancyny
6nictepi; no 5
6nictepiB y
Kopoo6ui

TOB
«TeBa
YkpaiHa»

YKpaiHa

TeBa Yex
IHAacTpi3 c.p.o.

Yecbk

Pecny
6nika

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMartepianis: 3miHu | TUNy - 3MiHK 3
akocTi. A®l. KoHTposnb AdL. 3miHa
y MeTogax BunpobysaHHA A®l abo
BMXIZAHOrO MaTepiany/npomiKHOro
npoayKkTy/peareHty, Lo

3a
peyenmom

UA/7471/02/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
BUKOPWCTOBYETLCA Y NPOLLECI
BMPOGHMLTBA ADI (iHLWi 3MiHU Y
mMeToAax BUNpobyBaHHSA
(BkntovaroUM 3amiHy abo
[0NoBHeHHs)) A®| abo
BVXiZHOro/MpOMKHOro NpoAyKTy)
3aMiHa aHaniTMYHOT METOAUKM ONs
BW3HAYEHHS 3aUTNLLKOBUX
PO34MHHYKIB B ADI.
101. | EKBOPAN® ciclospor | umknocnop | LO4ADO | karcynu M'ski no TOB YkpaiHa TeBa Yex Uecbk | BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/7471/02/02
in WH 1 50 wmr; no 10 «TeBa IHAacTpi3 c.p.o. a mMartepianis: 3miHu | TUNY - 3MiHK 3 peuyenmom
Kancyny YkpaiHa» Pecny | skocTi. A®l. KoHTponb A®I. 3miHa
6nictepi; no 5 6nika | y meTogax BunpobysaHHa APl abo
6nictepiB y BMXIZAHOrO MaTepiany/npomiKHOro
Kopoo6Li npoaykTy/peareHty, Lo
BUKOPWCTOBYETLCA Y NPOLIECI
BUpo6HMUTBa AP (IHLWi 3MiHK Y
MeToAax BUNpobyBaHHSA
(BkntovaroUM 3amiHy abo
[0NoBHeHHs)) A®| abo
BVIXiZHOro/MpOMKHOro NpoAyKTy)
3aMiHa aHaniTUYHOT METOAUKM ONs
BM3HAYEHHS 3a/TNLLKOBUX
PO34nHHKKIB B ADI.
102. | EKBOPANI® ciclospor | uuknocrop | LO4ADO | kancynu M'siki no TOB Ykpaina TeBa Yex Yecbk BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a UA/7471/02/03
in WH 1 100 wmr; no 10 «TeBa IHAacTpi3 c.p.o. a mMartepianis: 3miHu | TUNy - 3MiHK 3 peyenmom
Kancyny YkpaiHa» Pecny | skocTi. A®l. KoHTponb A®I. 3miHa
6nictepi; no 5 6nika | y meTogax BunpobysaHHa APl abo
6nictepiB y BMXIZAHOrO MaTepiany/npomiKHOro
Kopoo6Li npoaykTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NPOLIECI
BUpO6HMUTBA AP (HLWi 3MiHK Y
MeToAax BUNpoGyBaHHSA
(BkNtOYaKOUM 3aMiHy abo
[0noBHeHHs)) A®| abo
BVIXiHOro/MPOMKHOro NpoAyKTy)
3amiHa aHasliTUYHOT MeToAMKN ANs
BM3HAYEHHS 3a/TNLLIKOBUX
PO34unHHYKIB B ADI.
103. | EK3BOAEPUN® naftifine HadTupiH | DO1AE2 | po3unH CaHpo3 CnoBeHi | BignoBigasibHuiAi 3a | ABCTpPi | BHECEHHS 3MiH 4O peecTpaviinHux 6e3 UA/3960/02/01
y 2 HaLLKipHWi 1%, Papmach A BUMNYCK Cepil: al marepianis: 3miHu | Tuny - 3MiHu 3 peyenma
rigpoxnop no 10 mn, 20 mn 1oTikan3 CaHpo3 'mM6X — Cnose | skocTi. A®l. BUpo6HMLTBO. 3MiHK
na, y thnakoHi; no 1 o.a. Bupo6Huya Hist B npoveci Bupo6HuuTea AdI
hnakoHy B AinbHUUA (He3HayHa 3MiHa y 3aKpuTiii
KapPTOHHIW AHTUIHGEKLiViHI YacTuHi MacTep-gainna Ha AdI) -
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
Kopoo6Li N3 Tta XimiyHi OHOBJ/IEHHS B 3aKPUTIl YaCTUHI
Onepauii KyHa b DMF Big komnaii Olon S.p.A gns
(AIXO N3 Aito40T peyvoBUHN HadTUIHY
KyHanb), ABCTpis; rigpoxnopuay 3 Bepcii 4.5.
BMPOBHUK (nnneHb 2022 poky) fo Bepcii 5.0
npoaykuii in bulk, (6epeseHb 2025 poky). 3miHu |
nakyBaHHs: TUny - 3MiHK 3 aKocTi. AdI.
rno6odpapm Bupo6HMuTBO. 3MiHM B npoLeci
dapmavoiiTiwe BUPOGHMLTBA ADI (iHLLI 3MiHK) -
MpoAyKLbIAOH3- He3HauHi 3MiHW Y BigKpuTiii
YHA YactuHi DMF Big komnaHii Olon
laHaenscresensLu S.p.A ans gito4voi peyoBuHU
apt M6X, ABCTpIS; HadhTUdiHy rigpoxnopuay 3 Bepcii
4.5. (nuneHb 2022 poky) ao Bepcil
BiANOBIAaNbHMIA 3a 5.0 (6epeseHb 2025 poky).
BUMYCK cepii: Jlek
PapmaueBTMyHa
KOMnNaHis 4.4.,
CnoseHis
104. | EK3OAEPUN® naftifine HadpTuhiH | DOLAE2 | po3unH CaHpo3 CnoBeHi | BignoBigasibHUii 3a | ABCTPi | BHECEHHS 3MiH 40 peecTpaviinHux 6e3 nionse UA/3960/02/01
y 2 HaluKipHWi 1%, dPapmach A BWMYCK Cepii: al marepianis: 3MiHu | Tuny - 3miHn peyenma ae
rigpoxnop no 10 mn, 20 mn oTikan3 CaHpo3 T'M6X — Cnose woao 6e3nekn/edpekTNBHOCTI Ta
na, y thnakoHi; no 1 o.4., Bupo6bHnya Hist hapmakoHarnsgy. 3miHa y
hnakoHy B CnoBeHis AinbHUUS KOPOTKili XapakTepucTuy,i
KapTOHHIl AHTWIHGEKUIVAHI NiKapcbKoro 3acoby, TEKCTI
Kopoobui N3 Ta XimiyHi MapKyBaHHs Ta IHCTPYKLUIT Ansa
Onepauii KyHanb MeANYHOro 3aCToCyBaHHA Ha
(AIXO N3 nigcTaBi perynspHo
KyHanb), ABCTpIs; OHOBJ/IOBAHOTO 3BITY 3 6e3neku
BMPOBHMUK nikapcbKoro 3acoby, abo
npoaykuii in bulk, nocnigpkeHb 3 6e3neku
nakyBaHHS: 3acToCyBaHHS Nikapcbkoro 3acoby
Fno6odphapm B nicnspeecTpauiinuii nepiog, abo
dapmavoiiTie SIK pe3ynbTaT OLiHKM 3BITY 3
MpoayKLbAoH3- JocnifpKeHb, NpoBefeHNX
YHA BiANOBIAHO A0 NnaHy
aHaenbcresenblu nepjatpnyHux gocnigpkeHs (PIP)

a1 M6X, ABCTpIS;

BiANOBiAA/IbHWIA 32
BMNycK cepii: Nlek
dPapmaueBTMYHA

KoMnaHis 4.4.,
CnoseHis

(3MiHy Y3rof>KeHO 3 KOMMNETEHTHUM
YNOBHOB&XEHVM OpraHom)
3MiHU BHECEHO B IHCTpPYKLit0 Ans
MeAMYHOro 3acToCyBaHHA
nNiKapcbKoro 3acoby Ao posainy
«MobiyHi peakuii» Wwoao 6esneku
3aCTOCYBaHHSA Ail040l peYOBUHN
3rigHo pekomeHgauii PRAC.
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Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
BBegeHHs 3MiH npoTsArom 6-tu
MiCALB NiCNA 3aTBEPAXEHHS.
3MiHu | TURY - 3MiHK Woao
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn)
3MiHV BHECEHO B IHCTPYKL,it0 ANs
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby [0 po3ainy
«[Mo6iuHI peakuii» Wwoao
3BITYBaHHS Npo MoGiYHI peaku;i.
BBefeHHs 3MiH NpoTArom 6
MicsILLiB NicNs 3aTBEPAKEHHS.
105. | EK3OAEPUN® naftifine | HadTucpiH | DOLAE2 | kpem 1 % no 15 CaHpo3 CnoBeHi BWMYCK Cepii: ABCTpi | BHECEHHS 3MiH [0 peecTpavLiiiHnX 6e3 nionse UA/3960/01/01
y 2 raéo 30 ry 1y6i; dapmach A CaHpo3 'm6X - a/ MaTepianis: 3miHu | TUny - 3MiHK peyenma ae
rigpoxnop no 1 1y6i B toTikan3 Bupo6Huya Himeu oo 6e3nekn/epekTnBHOCTI Ta
na, KapTOHHIl o.a. AinbHUUS ynHa thapmakoHarnagy. 3miHa y
Kopoobui AHTUIHDEKUHI KOPOTKili XapakTepucTuL,i
N3 Ta XimiyHi NiKapcbKoro 3acoby, TekcTi
Onepauii KyHanb MapKyBaHHS Ta iHCTPyKUii ans
(AIXO N3 Me[MYHOro 3acCToCyBaHHA Ha

KyHanb), ABCTpis;
BMPOGHUK in bulk,
nepBuHHE i
BTOPWHHE
nakyBaHHs,
KOHTPO/b, BUMYCK
cepii: Cantotac
dapma 'M6X,
HimeuunHa,
KOHTPO/b:
Canotac ®apma
'M6X, HimeuunHa

nigcTaBi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3acTOCyBaHHS Nikapcbkoro 3acoby
B nicnsipeecTpauiiinii nepiog, a6o
AIK pe3ynbTart OUiHK/ 3BTy 3
JocnifpKeHb, NPoBeAeHNX
Bi4NoBIAHO A0 NnaHy
neajaTpnyHux gocnigpkeHs (PIP)
(3MiHy Y3ro[>KeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoM)
3MiHM BHECEHO B IHCTPYKL,it0 ANnsi
MeAMYHOro 3acTOCyBaHHSA
niKapcbKoro 3acoby A0 po3ainy
«Mo6iyHi peakwii» Wwoao 6esnekn
3aCTOCYBaHHS fjil040T peyoBUHU
3rifHO pekomeHgauii PRAC.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCSLiB NiCNs 3aTBEPAXKEHHS.
3MiHu | TUnNYy - 3MiHK Woa0
6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN)
3MiHV BHECEHO B IHCTPYKL,it0 ANns
Me[IMYHOro 3aCTOCyBaHHS
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
nikapcbKoro 3acoby A0 po3ainy
«[Mo6iuHi peakuii» Woao
3BiTYBaHHA NPo NobiyHi peakuji.
BBegeHHs 3MiH npoTarom 6
MiCsILiB Nicns 3aTBepPAKEHHS
106. | EKCTPA/IOP - rekcetngn | RO2AA2 | cnpei gns ToBapuctB | YkpaiHa MpuBaTtHe YkpaiH | BHECEHHS 3MiH [0 peecTpaLiiHnX 6e3 UA/19769/02/01
H; XONiHy 0 poToBOi as akuioHepHe a mMarepianis: 3miHa 3asBHuKa /13 peyenma
casiumnar; NMOPOXHUHW; NO 06MeXeHo TOBapuCTBO (MIBIM) (BnacHuka peecTpaLiiiHoro
xnopbyTaH 50 mn 'y chnakoHi 10 hapmaueBTMyHA noceigueHHs) (3rigHo Hakasy MO3
ony CKsiHOMYy; Mo 1 Bignosiga habpvka "Biona" Big 23.07.2015 Ne 460): OHoOBNEHI
remirigpar dhnakoHy pasom NbHICTIO MKA N13 eCTD (eCTD 0000).
3 «[pepacra TepMmiH BBELEHHS 3MiH - NPOTArom
ny/ibBEPU3aTOPO BHULTBO 6 MicsLiB MicNsA 3aTBePAKEHHS.
My navui BAYM
®APM
TMBX»
107. | EKCTPA/IOP - rekcetngn | RO2AA2 | cnpeit gns ToBapucTtB | YkpaiHa MpuBaTHe YkpaiH | BHECeHHS 3MiH [0 peecTpaLiiHnX 6e3 UA/19769/02/01
H; XOsiHYy 0 poToBoi as akuioHepHe a MaTepianis: 3miHu | TUNy - 3MiHK peyenma
caniumnar; NOPOXHUHWU, NO 06MeXeHo TOBapucTBO wopo 6e3sneku/epekTMBHOCTI Ta
xnop6yTaH 50 mMn 'y donakoHi 10 thapmaveBTUYHa thapmakoHarnagy (iHwi 3MiHN)
ony cknsHomy; no 1 Bignosiga habpvka "Biona" OHOB/1EHO TEKCT MapKyBaHHSA
remirigpat chnakoHy pasom NbHICTIO NepBUHHOT Ta BTOPUHHOT yNaKoBKM
3 «MNpepcTa nikapcbkoro 3acoby (eCTD Bepcis
nynbBepu3aTopo BHULTBO 0006). BBefeHHA 3MiH NPOTArom
My navui BAYM 6-TN MiCALB Nic/a 3aTBEPAKEHHS.
®APM
TMBX»
108. | EKCTPA/IOP - rekcetuan | RO2AA2 | cnpeli ans ToBapuctB | YkpaiHa MpuBaTtHe YKpaiH | BHeCEeHHS 3MiH [0 peecTpaLinHnx 6e3 nionse | UA/19769/02/01
H; XOJTiHY 0 poToBOI as akuioHepHe a MaTepianis: 3miHu | TMny - 3MiHK peyenma ae
caniyunar; MOPOXHWHK; MO obmexeHo TOBapMCTBO oo 6e3nekn/edpekTMBHOCTI Ta
xnop6yTaH 50 Mn 'y donakoHi 10 thapmaveBTUuyHa thapmakoHarnagy (iHwi 3MiHu) -
ony cknsiHomy; no 1 BignoBiga thabpuka "Biona" 3MiHV BHECEHO B iHCTPYKLit0 oNs
remirigpar chnakoHy pasom NbHICTIO MeAMYHOro 3acTOCyBaHHSA
3 «MpepgcTa nikapcbKoro 3acoby, a came:
nynbBepu3aTopo BHULUTBO [0JaHo po3ginm "3asBHuK" Ta
My navui BAYM "Micue3HaxoKeHHs 3asBHMKA".
®APM IHCTPYKUis ANa MeguyHoro
TMBX>» 3acTocyBaHHs (eCTD Bepcis
0008). TepmiH BBEEHHA 3MiH
npotArom 6 micAuis nicns
3aTBEPKEHHS
109. | EKCTPA/IOP - rekcetnan | RO2AA2 | cnpeit ons MNpuBaTtHe YKpaiHa MNpuBatHe YkpaiH BHECEHHS 3MiH [JO peecTpaLiiiHnx 6e3 UA/19769/02/01
H; XONiHy 0 poTtoBsoi aKujioHepH akujioHepHe a marepianis: 3MiHu | Tuny - 3miHn peyenma
casliumnar; NMOPOXXHUHW; N0 e TOBapUCTBO oo 6e3nekn/edpeKTMBHOCTI Ta
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
xnopbyTaH 50 mny donakoHi | TOoBapuCTB thapmaveBTUYHa thapmakoHarnsgy. BeegeHHs abo
ony cknsiHomy; no 1 o] thabpuka "Biona" 3MiHN [0 y3araslbHEHUX AaHuX Npo
remirigpat h1akoHy pasom thapmaves cucTtemy thapmakoHarnsgy
3 TMYHa (BBEAEHHSA Y3araslbHEHNX JaHUX
nynbBepusatopo | cabpuka npo cuctemy chapmakoHarnsgy
My nauui "Biona" 3MiHa yNoBHOBaXeHOT 0cobw,
BiANOBiAA/IbHOI 32 3AiCHEHHS
thapmakoHarnagy; KOHTakTHol
ocobu 3 chapmakoHarnsgy
3as1BHMKA 419 34iCHEHHS
thapmakoHarnagy B YkpaiHi, AKLWO
BOHa BifMiHHA Bif, yNOBHOBaXeHOT
ocobw, BignoBigasbHOI 3a
3[jificHeHHs1 hapMakoHarnsay
(BK/IIOYAKOYN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-aiina cuctemu
thapmakoHarnsgy). 3miHa
YMOBHOB&XEHOI 0CO6Y 3asBHIIKA,
BignoBiganbHOI 3a
hapmakoHarnsg.
[itoua pepakuis: LnsxoBeHko
KatepvHa BonogumupisHa.
MponoHoBaHa pegakuis: Bucoubka
Onebra NpuropiBHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
0ocobu 3asBHUKA, BiANOBIAA/ILHOI
3a hapmakoHarnag. 3miHa
MiCLIe3HaxXopKeHHs macTep-
(paiitna cuctemun chapmakoHarnsgy
Ta lioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsagy
110. | EKCTPAHIN - ikogekcTpu | BOSDA po3uuH Ans BeHTiB Ipnangis BeHTiB IpnaH BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a UA/3426/01/01
H; HaTpilo neputoHeasibHor | MeHydeky MeHydekuypuHr nis MaTepianis: 3miHu | TUny - 3MiHK peuenmom
Xnopug; o gianisy; no 2,5 YPVIHT Nimiteq oo 6e3nekn/epekTnBHOCTI Ta
KanbLijto 11 pO3UNHY Yy Nimiteq hapmakoHarnagy (iHwi 3MiHn).
xnopug, nAacTKoBOMy 3MiHM BHECEHi B TEKCT
avrigpart; MiLLIKY, MapKyBaHHS1 BTOPMHHOT yNakoBKM
MarHito obnagHaHomy nikapcbKoro 3acoby (MyHkT 17), a
xnopua, iH'eKUiiHM came: BUIy4YeHHs iHdhopmauii
rexkcarigpa NopTOM i LL0A0 HasABHOCTI 2D WTpux-Koay.
T; HaTpito 3'efHyBavem, TepMiH BBeieHHS 3MiH- NPOTAroM
nakTaty BK/1afleHOMY Y 6-TW MicALIB Nicnsa 3aTBEPMAKEHHS.

pO34uH

nposopwuii
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH

Homep
peecmpayiliHo
20
nocsioYyeHHs1

nnacTUKoBuii
naker; no 4
KOMMNAeKTH y
KapTOHHIl
Kopo6Li; no 2,5
11 PO3UnHY y
n1acTUKoBOMy
MiLLKY,
obnagHaHomy
iH'EKLiiHNM
nopTom, 3
iHTerposaHum 3a
[0MOMOroto
[ABOX
marictpanei i Y-
3'egHyBava
NOPOXHIM
nAacTUKoBUM
MilLKOM ANns
ApeHaxy,
BK/TafIlEHUX Y
nposopuii
nnacTnKoBuii
naket; no 4
KOMNeKTn y
KapTOHHIl
Kopobui; no 2,0
11 PO3UNHY y
naacTKoBOMy
MiLLKY,
obnagHaHomy
iH'eKUiiHAM
nopToMm i
3'eHyBaveMm,
BK/1afleHoOMY Y
npo3opwuii
nnacTUKoBuii
nakert; no 5
KOMMAEKTIB y
KapTOHHIl
Kopo6Li; no 2,0
11 PO3UnHY y
n1acTUKoBOMy
MiLLKY,
obnagHaHomy
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

iH'EKLiiHNM
nopTom, 3
iHTerposaHum 3a
[0MOMOroto
[ABOX
marictpanei i Y-
3'egHyBava
NOPOXHIM
nAacTUKoBUM
MilLKOM ANns
ApeHaxy,
BK/TafIlEHUX Y
nposopuii
nnacTuKoBuii
nakert; no 5
KOMM/IEKTIB Y
KapTOHHIl
Kopoobui

111.

EHAOKCAH®

cyclopho
sphamid
e

uuknodoc
thamigy
MOHoOrigpa
T

LO1AAQ
1

TabneTku, BKPUTI
LIyKPOBOIO
060/10HKOI0, MO
50 mr; no 10
Tabnetok y
6nictepi; no 5
6nictepiB y
KapTOHHIl
Kopoo6Li

Bakctep
Hoiunang
6X

Himeuun
Ha

Bunyck cepii:
CimTpa [oitunaHpg,
'm6X, HimeuunHa;

Brpo6HMLUTBO
Hepo3dacoBaHOl

npoayKuii,
nepBuHHA Ta
BTOPWHHA
ynakoBka:
Mpacdapma, C.11.,
Icnanis;
Faynt ®apma
Awmaper 'mbX,
HimeuunHa

Himeu

YnHa/

IcnaHi
a

BHECEHHS 3MiH 0 peecTpavLiiiHnX
mMartepianis: 3miHu | Tuny -
AfMiHICTpaTMBHI 3MiHKN. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
MiCLA1 MPOBaMKEHHS AiANbHOCTI
BMPOGHMKa/iMnopTepa rotosoro
nikapcbKoro 3acoby, BKoUaum
OinbHULI BUNYCKy cepii abo micue
NPOBEEHHS KOHTPOJIKO SIKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BUPOGHMK/IMNOPTEP, BKIKOYAOUM
BWMYCK Cepiit). 3MiHa Ha3Bun
BMpOGHMKa 13 BignoBiganbHOro
3a KOHTPO/b SKOCTi Ta BUNYCK
cepii. BupobHuya ginbHuus,
ajfpeca Ta yci BUpo6HuUi onepadii
3aULLATLCA HE3MIHHUMMK. [itoya
pegakuisi: bakctep OHkONOAXI
v6X, HimewunHa / Baxter
Oncology GmbH, Germany.
MponoHoBaHa pepgakuis: CimTpa
[Loliunang T'm6X, HimeuunHa /
Simtra Deutschland GmbH,
Germany. 3mMiHV BHECEHO B
IHCTpYKLjl0 A58 MegnyHoro
3acToCyBaHHS Nikapcbkoro 3acoby
y po3gin "Bupo6HuK" 3

3a
peyenmom

He
nionse
ae

UA/0027/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

BigMNOBigHVMMN 3MiHAMMN B TEKCTI
MapKyBaHHsS NepBUHHOI (M. 5) Ta
BTOPUHHOT (N. 11) ynakoBok
nikapcbKoro 3acoby BeeaeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPMKEHHSA. 3MiHu | Tuny -
AZMiHICTpaTMBHI 3MiHN. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
MiCLii NPOBaKEHHA AiSNbHOCTI
BMPOGHMKa (BK/IKOYaouM, 3a
Heo6XifHOCTI, Micue NpoBeAeHHs
KOHTPOJII0 SIKOCTI), ab0 BnacHuka
macTep-aiina Ha Adl, abo
nocravanbHuka Adl/BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO 3aCTOCOBYIOTHCSA Y
BMPOGHMLTBI ADI (KLLO
3a3HaYeHo y A0CLE Ha NikapcbKuii
3acib) 3a BigcyTHOCTI cepTudikata
BiANOBiAHOCTI EBpoONeiiChKiit
thapmakonei y 3aTBep)KeHOMY
[0Cbe, a60 BUPOOHUKA HOBOI
[LOMOMDKHOT PEYOBUHM (AKLLO
3a3HaYeHo Y fOCbE)
3miHa Ha3BW BUPOobHUKa AdI
umknodpocdamigy
BignosiganbHoro 3a "The
analytical testing, stability testing
and release of Cyclophosphamide
monohydrate (cyclophosphamide
L). BupobHuya ginbHuus, agpeca
Ta yci BUpo6bHu4i onepaduji
3aULLATLCA HE3MIHHMMMK. [itoya
pepakuis: Baxter Oncology GmbH,
Germany. MponoHoBaHa pejakuis:
Simtra Deutschland GmbH,
Germany. 3MiHu | Tuny - 3miHK
wopo 6e3snekun/edpekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn).
3MiHN BHECEHO Y TeKCT
MapKyBaHHs1 BTOPUHHOI (1. 3)
yMakoBKM NikapcbKoro 3acoby.
BBegeHHs 3MiH npoTsArom 6-tu
MiCsILiB nicns 3aTBepAKEHHS

112.

3ANAIMH

sertacon

ceprakoHa

DO01AC1

Kpem 2 % no 20

3AT

Yropm

BMPOGHMLITBO,

IcnaHi

BHECEHHS 3MiH 10 peecTpaLiiHnX

6e3

UA/1849/01/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
azole 3011y 4 ryTy6i;nol dapmaues Ha nepBuHHE al Marepianis: 3miHu | Tuny - 3miHK peyenma
HiTpaT Ty6i B KQPTOHHIA TUYHWIA nakyBaHHs, Yropuy wopo 6e3snekun/edpekTMBHOCTI Ta
Kopo6bui 3aB0[, BTOPVIHHE MHa hapmakoHarnsgy. BeeneHHs abo
ErC nakyBaHHs, 3MiHM [0 y3ara/ibHEHNX JaHuX Npo
KOHTPO/b SIKOCTI, cuctemy chapmakoHarnagy
BUMNYCK Cepii: (BBEAEHHSA Y3arasibHEHUX AaHNX
deppep npo cucTemy dhapmakoHarnsgy,
IHTepHauioHanb, 3MiHa YNOBHOBaXeHOI ocobu,
C.A., IcnaHis BiZiNOBIAANbHOI 32 34jiACHEHHS
BUMYyCK cepii: 3AT hapmakoHarnsgy; KOHTakTHol
dapmMaueBTUYHUIA 0cobu 3 chapmakoHarnagy
3asog ETIC, 3asBHUKA A9 3AiACHEHHS
YropwmHa hapmakoHarnagy B YkpaiHi, SKLi0
BOHa BifjMiHHa Bif, YNIOBHOB&XXEHOT
ocobwu, BiAnoBigasIbHOI 3a
3pjicHeHHs hapMakoHarnsay
(BK/KOYAKOYM KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLLEHHI
macTep-aiina cucremu
hapmakoHarnsgy) 3miHa
KOHTaKTHOI 0CO6U 3asBHUKA,
BigNoBiAa/IbHOI 3a
hapmakoHarnsg B Ykpaii.
[itoya pepakuisi: €imMkiH AHApIi
leopriioBuy. NponoHoBaHa
pefakuis: bpatalwosa IpuHa
MwukonaiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobu,
BignoBiganbHOI 3a
hapmakoHarnsg B YKpaii.
113. | 3E/1Q0KC® ziprasid 3unpasngo | NOSAEO | kancynu TBepai Biatpic CLIA MakyBaHHS Himeu BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a UA/2595/01/01
one HYy 4 no 40 wr; no 14 CnewenTi (nepBuHHe Ta ynHa/ MaTepianis: 3miHu | TUNy - 3MiHK peuenmom
rigpoxnop Kancyny nnc BTOPWHHE IpnaH oo 6e3nekn/ehpekTnBHOCTI Ta
nay 6nictepi; no 2 nakyBaHHs), s thapmakoHarnsgy. BeegeHHs abo
MOHorigpa 6nictepu B MapKyBaHHS, 3MiHU [0 y3araslbHEHUX JaHuX Npo
T KapTOHHIi KOHTPO/b AKOCTI, cuctemy thapmakoHarnsagy
Kopo6ui; no 10 BWMYCK Cepii: (BBEAEHHS Y3arasIbHEHUX AaHNX
Kancyny Mdcpaiizep npo cuctemy chapmakoHarnsgy,
6nicTepi; no 3 MeHtochekuypuHr 3MiHa yNOBHOBaXEHOI 0cobw,
6nictepu B [Loiiuneng rvéX, BiANOBiAA/IbHOI 32 3AiCHEHHS
KapTOHHIi Himeuumnha; thapmakoHarnsay; KOHTaKTHol
Kopoo6Li Brpo6HuuTBO Ta ocobu 3 chapmakoHarnsgy
KOHTPO/b AKOCTI: 3as1BHMKA 419 34iICHEHHS
Mdpaiizep IpnaHgis hapmakoHarnagy B YkpaiHi, KO
PapmacbloTikans, BOHa BifMiHHA Bif YOBHOBaXEHOI
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
IpnaHgis ocobw, BignoBigabHOI 3a
3[jiicHeHHs1 hapMakoHarnsay
(BK/IIOYAOYN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-haiina cuctemu
thapmakoHarnsgy)- 3miHa
YMOBHOB&XEHOI 0CO6Y 3asBHIIKa,
BignoBiganbHOI 3a
hapmakoHarnsg.
[itoua pegakuis: Dr Eiko Soehlke.
MponoHoBaHa pepfakuis: Andrea
Oliva. 3miHa KOHTaKTHUX AaHnx
YMOBHOB&XEHOI 0CO6Y 3asBHIIKa,
BignoBigabHOI 3a
hapMakoHarnsg. 3miHa
MiCLIe3HaxXO[pKeHHsI macTep-
thaiina cuctemm
hapmakoHarnsgy. 3miHa micus
3[iiCHEHHS] OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy.
PekomeHgoBaHo 0
3aTBEPMAKEHHS
114. | 3ENAOKC® ziprasid 3unpasugo | NOSAEO | kancynu TBepgi BiaTpic CWA MakyBaHHSA Himey BHECEHHS 3MiH [J0 peecTpaLiiiHnx 3a UA/2595/01/03
one Hy 4 no 80 wmr; no 14 CnewenTi (nepBuHHe Ta ynHa/ marepianis: 3mMiHu | Tuny - 3miHK peyenmom
rigpoxnop Kancyny nnc BTOpPUHHE IpnaH woao 6e3nekn/edpekTNBHOCTI Ta
nay 6nictepi; no 2 nakyBaHHs), nis hapmakoHarnsgy. BeefeHHs abo
MOHorigpa 6nictepu B MapKyBaHHS, 3MiHM [0 y3ara/ibHEHNX JaHuX Npo
T KapTOHHIl KOHTPO/b AKOCTI, cucTemy chapmakoHarnsgy
Kopo6ui; no 10 BUNYCK cepil: (BBEAEHHSA y3ara/ibHEHUX AaHnX
Kancyny Mdpaiizep npo cuctemy thapmakoHarnsgy,
6nictepi; no 3 MeHtohekuypuHr 3MiHa yNoBHOBaXXeHOT 0cobw,
6nictepu B [Loiunena MrmoéxX, BiANOBIAA/ILHOI 32 34iiCHEHHS
KapTOHHIi HimeuunHa,; hapmakoHarnsgy; KOHTakTHol
Kopoo6Li Brpo6HMLUTBO Ta ocobu 3 chapmakoHarnsgy

KOHTPO/1b AAKOCTI:

Mdpannzep Ipnaxgis
dapmacbloTikans,

Ipnangis

3asBHUKA 419 3AiACHEHHSA
thapmakoHarnagy B YkpaiHi, SKL0
BOHa BiJMiHHa Bif, yNTOBHOBaXXeHOT
ocobw, BignoBiganbHOI 3a
3[iicHeHHs hapmakoHarnagy
(BK/THOYAOYUM KOHTaKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-gaiina cuctemm
hapmakoHarnsgy)- 3MmiHa
YNOBHOB&XXEHOT 0COOU 3aABHUKA,
BiANOBIAa/IbHOI 3a
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
thapmakoHarnag.
[itoyva pegakuis: Dr Eiko Soehlke.
MponoHoBaHa pepakuis: Andrea
Oliva. 3miHa KOHTaKTHMX AaHWX
YNOBHOB&XXEHOT 0CO6U 3aABHUKA,
BiANOBIAa/IbLHOI 3a
thapmakoHarnag. 3MiHa
MiCLIe3HaxopKeHHs macTep-
thaiina cucrtemm
thapmakoHarnagy. 3miHa micus
3[iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsagy.
PekomeHgoBaHO [0
3aTBEPAKEHHS
115. | 3ENAOKC® ziprasid 3unpasngo | NOSAEO | kancynu TBepai Biatpic CLUA MakyBaHHs Himeu BHECEHHS 3MiH O peecTpaLiiHnX 3a UA/2595/01/04
one HYy 4 no 20 wr, no 14 CnewenTi (nepBuHHE Ta ynHa/ Marepianis: 3mMiHu | Tuny - 3miHK peyenmom
rigpoxnop Kancyny nnc BTOPVHHE IpnaH wopo 6e3sneku/epekTMBHOCTI Ta
nay 6nicTepi; no 2 nakyBaHHs), ais thapmakoHarnsgy. BeegeHHs abo
MOHorigpa 6nictepu B MapKyBaHHs1, 3MiHM [0 y3ara/ibHEHNX JaHuX Npo
T KapTOHHIi KOHTPONb SIKOCTI, cuctemy chapmakoHarnagy
Kopo6ui; no 10 BWMYCK Cepii: (BBEAEHHSA Y3araslbHEHUX AaHNX
Kancyny Mdpaiizep npo cuctemy chapmakoHarnsgy,
6nictepi; no 3 MeHtodekuypuHr 3MiHa yNOBHOBaXeHOI 0cobu,
6nictepu B [Joinuneng rméxX, BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
KapTOHHIl HimeuumnHa; hapmakoHarnsgy; KOHTakTHoT
Kopoobui BupobHMLTBO Ta ocobu 3 hapmakoHarnsgy

KOHTPO/b AKOCTI:

Mdpaiizep IpnaHgis
dapmacboTikans,

Ipnangis

3asBHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, SKLio

BOHa BifJMiHHA Bif, YNOBHOBaXEHOT

ocobwu, BiAnoBigasIbHOI 3a
3[jicHeHHs hapMakoHarnsay
(BK/KOHAKOYM KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-gaiina cuctemu
thapmakoHarnagy)- 3miHa

YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,

BignoBigabHOI 3a
hapmakoHarnsg.

[itoua pegakuis: Dr Eiko Soehlke.
MponoHoBaHa pepakuis: Andrea
Oliva. 3miHa KOHTaKTHUX JaHuX

YMOBHOB&XEHOI 0CO6Y 3asBHYIKa,

BignoBigabHOI 3a
hapMakoHarnag. 3miHa
MiCLLe3HaXOMKEHHSA MacTep-
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
thaiina cnuctemm
hapmakoHarnsagy. 3miHa micus
3AiiCHEHHS1 OCHOBHOI Ais/IbHOCTI 3
dhapmakoHarnsgy.
PekomeHgoBaHO [0
3aTBEPKEHHS
116. | 3IMENOP® benzyda | 6eH3snpgami | RO2AX0 | nboasHWKM 3i AT Ykpaina BVPOGHMLTBO Icnani BHECEHHS 3MiH 0 peecTpavLiiiHnX 6e3 UA/18683/01/01
mine HYy 3 CMakoM Mefy Ta "®Papmak” roToBOI NpoAyKuil, al mMartepianis: 3miHu | TUNy - 3MiHK 3 peyenma
rigpoxnop anesibCuHy no BWMNYCK Cepii, Lseit akocTi. CepTucpikar
na 3,0 mr; no 10 NepBUHHE i Lapis BignoBigHocTi/IE-cepTudikart
abo 12 BTOPVHHE BiANOBIAHOCTI EBpONeEiiChKiit
NbOASAHUKIB Y nakyBaHHs: thapmakonei/MoHorpadii.
6nictepi; no 1, 2 nosic MofgaHHSA HOBOro abo OHOBIEHOTO
abo 3 6nictepu PAPMACBIOTUK cepTudpikarta BignoBigHOCTI abo
y nauui AN3 C.J., IcnaHis; BW/yYEHHS cepTudikara
BVMPOGHMLTBO BiANOBIAHOCTI EBpONeNiChKii
roToBOI NpoAayKuil, thapmakonei: ana A®l; ans
nepBuHHE Ta BUXifHOTO
BTOpPUHHE Marepiany/peareHTy/npomikHOro
nakyBaHHs: [P. NPOAYKTY, L0 BUKOPUCTOBYOTLCA
MEL. y BUpO6HMLTBI ADI; ans
AYPLEPMAYP [0MOMDKXHOT PEYOBUHMN
Ar, Lseiiuapis; (cepTudhikat BignoBiAHOCTI
KOHTPO/b Ccepil, €poneiicbkili hapmakonei) -
BWMYCK Cepiii: OHoBeHWii cepTuddikaT Big yxe
IHOAPMEIAA, 3aTBEpPXEHOro BUPO6HYKA -
C.N1., IcnaHis; MogaHHA OHOBNEHOro
KOHTPO/b Ccepiii: cepTudpikaTa BiANOBIAHOCTI
NNABOPATOPIO €sponelicbkiin papmakonei CEP
EUIBAPHE, C.A,, 2021-325-Rev 02 (3aTBEPMKEHWIA:
Icnanis; KOHTpO/b CEP 2021-325-Rev 01) gns Adl
cepiii: KIMOC 6eH3uaamiHy rigpoxnopug Big yxe
C.N., IcnaHis 3aTBepxeHoro BupobHuka Bal
Pharma Limited y 38’3ky i3
[0AaBaHHAM BUPOOHMKaA
MPOMDKHOrO NPOAYKTY, a came:
SAHITHI PHARMA PRIVATE
LIMITED.
117. | 30/TEHCMA Onasem | oHacemHO | MO9AXO | cycneHsia ans HosapTic LLiseliya BMPOBHMLTBO, Cnony | BHECEHHSI 3MiH 40 PeecTpaLiiHNX 3a He UA/20817/01/01
nogene reHy 9 BHYTPILWHbOBEHH | Papma Al pis nepBuHHE YeHi mMartepianis: 3miHu | TUNY - 3MiHK 3 peyenmom | niosse
abeparv | abenapso ol iHdpys3ii, 2 x nakyBaHHs, LWTatn | skocTi. FoTOBWIA Nikapcbkuii 3aci6. ae
ovec BeK 10% Br/mn yacTkoBuii (CWA) | 3MiHu y BUpo6HUUTBI. 3amiHa abo
(BekTop KOHTPO/b AKOCTI, / BBE€HHS 404aTKOBOI AibHULL
reHomis/mn); no BTOPVHHE ABCTpi BMPOBGHULTBA AN YacTuHU abo
2 chnakoHm nakyBaHHs, BUNYyCK A BCbOr0 BMPOGHWYOrO npouecy
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
o6’emom 8,3 mn cepii: rOTOBOrO /1iKapCbKOro 3acoby
Y KapTOHHii HosapTic [keH (ginbHUUSA AN BTOPUHHOTO
KopobLi; abo no Tepanic, IHK., nakyBaHHs) - BBE,EHHSA
2 donakoHm Cnonyueni Wratn [0[aTKOBOI Ai/TbHNLL BTOPUHHOTO
o6’emom 5,5 mn (CWA); nakysaHHs 13 HosapTic
Ta 1 dpnakoH YyacTKoBwii dapmacbloTvkan MaHydakTypiHr
o6’emom 8,3 mn KOHTPO/b AKOCTI: 'm6X, ABcTpisi/Novartis
Y KapTOHHii ena Pharmaceutical Manufacturing
Kopobui; abo no [eBenonmvexT, GmbH, Austria. 3miHu | TUnYy -
1 donakoHy N.N., CnonyyeHi 3MiHM 3 sKocTi. [oToBWMIA

o6’emom 5,5 mn
Ta 2 hnakoHu
o06’emom 8,3 mMn
Y KapTOHHii
KopobLi; abo no
3 chnakoHu
o06’emom 8,3 Mn
Y KapTOHHii
Kopob6Li; abo no
2 thnakoHu
06’emom 5,5 mn
Ta 2 pnakoHn
o06’emom 8,3 mMn
Y KapTOHHii
Kopo6Li; abo no
1 chnakoHy
o06’emom 5,5 mn
Ta 3 hnakoHn
o06’emom 8,3 Mn
Y KapTOHHii
Kopob6Li; abo no
4 dhnakoHn
06’emom 8,3 Mn
Y KapTOHHIi
Kopo6Li; abo no
2 donakoHm
o6’emom 5,5 mn
Ta 3 hnakoHu
06’emom 8,3 Mn
Y KapTOHHIi
Kopo6Li; abo no
1 donakoHy
o6’emom 5,5 mn
Ta 4 hnakoHu
06’emom 8,3 Mn

LWratn (CLLA);
BTOPWUHHE
nakyBaHHS, BUNYCK
cepi:
HosaprTic
PapmacboTuKas
MaHyakTypiHr
"M6X, ABCTpiA

nikapcbkuii 3aci6. 3MiHN y
BMPOGHULTBI. 3MiHA
iMnopTepa/aMiHu, L0 CTOCYITbCA
BMNYCKY Cepii Ta KOHTPONIO AKOCTI
roTOBOrO JliKapCbKOro 3acoby
(3amiHa abo fofaBaHHs
BMpO6HUKa, LLO BiAMNoBigaE 3a
BBE3EHHA Ta/abo BMNycK cepil) -
He Bktovatoum
KOHTPONb/BUNPOBYBaHHSA cepil -
BBE/IEHHSA A0AAaTKOBOT AiNbHULL
BiANOBIA&/IbHOI 3@ BUMYCK cepil
'N13 HoBapTic ®apmacbioTukan
MaHydakTypiHr TM6X,
AscTpisi/Novartis Pharmaceutical
Manufacturing GmbH, Austria.
3MiHWN BHECEHO B IHCTPYKLit0 ANA
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3giiv
"BnpobHuK" Ta
"Micue3HaxomKeHHs1 BUpOGHMKa
Ta agpeca Micus NPoBaKeHHs
oro AisanbHOCTI" (BHECEHHS
[04aTKOBOrO BUPOOHMKA).

FK HacNifoK 3aTBEPAKEHHSA TEKCTY
MapKyBaHHS YNakoBKW NiKapcbKoro
3acoby 415 A0[aHOro BUPOGHKKA.
3MiHY | TUNY - 3MiHKW 3 AKoCTi. AdL.
Brpo6HMLTBO. 3MiHa BUPOGHUKA
BWXiHOro/MpOMiXXHOro
npoAayKTy/peareHTy, Lo
BUKOPVCTOBYHOTHCS Y
BMPOGHMYOMY npoLieci Adl, abo
3MiHa BMPOGHMKa (BK/IOYaouu, ae
HeobxigHO, MicLe NpoBeAeHHs
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
Y KapTOHHIi KOHTposto sikocTi) APl (3a
Kopoo6Li; abo no BiiCYTHOCTI cepTudikaTta
5 chnakoHis BiNOBIAHOCTI €Bponelickkilt
o6’emom 8,3 mn thapmakonei y 3aTBepKeHOMY
Y KapTOHHii [0CbE)(HOBa AiNnbHULA AN
KopobLi; abo no 36epiraHHA [0/10BHOTO 6aHKy
2 donakoHm KNITMH Ta/abo Poboumnx H6aHkis

o6’emom 5,5 mn
Ta 4 hnakoHu
o6’emom 8,3 mMn
Y KapTOHHii
Kopob6ui; abo no
1 donakoHy
o6’emom 5,5 mn
Ta 5 chnakoHiB
o6’emom 8,3 mMn
Y KapTOHHii
KopobLi; abo no
6 donakoHiB
o06’emom 8,3 Mn
Y KapTOHHiiA
Kopob6Li; abo no
2 thnakoHu
o06’emom 5,5 mMn
Ta 5 hnakoHis
o06’emom 8,3 Mn
Y KapTOHHii
KopobLi; abo no
1 chnakoHy
o06’emom 5,5 mMn
Ta 6 hnakoHis
o06’emom 8,3 mMn
Y KapTOHHii
Kopo6Li; abo no
7 chnakoHiB
06’emom 8,3 Mn
Y KapTOHHIi
Kopo6Li; abo no
2 donakoHm
o6’emom 5,5 mn
Ta 6 chnakoHiB
06’emom 8,3 Mn
Y KapTOHHIi
Kopo6Li; abo no
1 donakoHy

KNiTWH) - BHECEHHSA 3MiH [0 p.
3.2.5.2.1.BUpo6HMK(-1)
peecTpauiiHoro Aocke, a cave:
[00aBaHHA a/ibTepHaTUBHOT
AinbHUU BioReliance Corporation
Inc. ans 36epiraHHs F0M10BHOrO
6aHKy KMiTMH Ta Pob6ounx 6aHkiB
KMITUH. 3MiHW | TUny - 3MiHK 3
akocTi. A®l. Bupo6bHMUTBO. 3MiHa
BMPOGHMKA BUXiAHOr0/NPOMIXXHOTO
npoAaykTy/peareHTy, L0
BUKOPVCTOBYHOTBCS Y
BUpOGHMYOMY npoueci AdDl, abo
3MiHa BMPOOHUKa (BK/IHOYakoun, ae
HeobxigHo, MicLe NpoBeAEeHHS
KOHTpO/tO AKoCTi) APl (3a
BifICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpPONENCHKI
hapmakonei y 3aTBepKeHoMy
[0Cbe)(HOoBa AinbHUUA ANs
36epiraHHsA [0/10BHOTO 6aHKy
KNiTYH Ta/abo Pobounx 6aHkiB
K/ITUH) - BHECEHHS 3MiH [0 p.
3.2.5.2.1. Bupo6HuK(-1)
peecTpaLliiHoro Aocke, a cave:
[ofaBaHHA asibTepHATUBHOI
AinbHuui KryoCal, LLC DBA
Kryosphere Inc. ans 36epiraHHs
[0noBHOro 6aHKy KNiTUH Ta
Pobounx 6aHKiB KNiTUH. 3MiHK |
My - 3MiHU 3 AKOCTi. ADI.
Brpo6HMLTBO. 3MiHa BUPOGHUKA
BWXiHOro/MpOMiXXHOro
npoAayKTy/peareHTy, Lo
BUKOPVCTOBYHOTHCS Y
BMPOGHMYOMY npoLieci Adl, abo
3MiHa BMPOGHMKa (BK/IOYaouu, ae
HeobxigHO, MicLe NpoBeAeHHs
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*

o6’emom 5,5 mn
Ta 7 chnakoHis
06’emom 8,3 Mn
Y KapTOHHIi
Kopo6Li; abo no
8 dhnakoHis
o6’emom 8,3 mn
Y KapTOHHii
KopobLi; abo no
2 donakoHm
o6’emom 5,5 mn
Ta 7 hnakoHiB
o06’emom 8,3 mMn
Y KapTOHHii
KopobLi; abo no
1 donakoHy
o6’emom 5,5 mn
Ta 8 chnakoHiB
o6’emom 8,3 mn
Y KapTOHHii
KopobLi; abo no
9 chnakoHis
o06’emom 8,3 mMn
Y KapTOHHii
Kopo6Li; abo no
2 thnakoHu
o06’emom 5,5 mn
Ta 8 chnakoHis
o06’emom 8,3 Mn
Y KapTOHHii
Kopob6Li; abo no
1 chnakoHy
o06’emom 5,5 mMn
Ta 9 chnakoHis
o06’emom 8,3 Mn
Y KapTOHHii
KopobLi; abo no
10 donakoHiB
06’emom 8,3 Mn
Y KapTOHHIi
Kopo6Li; abo no
2 donakoHm
o6’emom 5,5 mn
Ta 9 chnakoHiB
06’emom 8,3 Mn

KOHTposto sikocTi) APl (3a
BiiCYTHOCTI cepTudikaTta
BiNOBIAHOCTI €Bponelickkilt
thapmakonei y 3aTBepKeHOMY
[OCLE)(3MiHN [0 3ax0p,iB,
noB'a3aHnx 3 koHTponem A®l, abo
[0ofaBaHHs AinbHuLj, ge
npoBOANTLCA
KOHTPONb/BUNPOGYBaHHSA cepii) -
BHECEHHS 3MiH 40 p.
3.2.5.2.1.Bupo6HMK(-1)
peecTpaLiiHoro Aockbe, a came:
[00aBaHHA a/lbTepHaTUBHOI
ninbHUUi BioReliance Corporation
Inc. 9820 Darnestown Rd.
Rockville, MD 20850 USA, ge
NPOBOANTLCA KOHTPOSIb F0N0BHOIO
6aHKy K1iTMH Ta Pobounx 6aHkiB
KNITUH. 3MiHK | TUny - 3MiHK 3
akocTi. A®l. Bupo6HMUTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/NPOMIKHOTO
npoAayKTy/pearenTy, Wo
BUKOPVICTOBYIOTHCS Y
BMPOGHMYOMY npoLieci Ad®|, abo
3MiHa BMPOGHMKa (BK/OYaouu, ae
HeobxiaHO, MicLe NpoBeAEeHHS
KOHTponto sikocTi) APl (3a
BiACYTHOCTI cepTudikata
BiANOBiAHOCTI EBpoONeiiChKiit
thapmakonei y 3aTBepKeHOMY
[ocbe)(3anponoHoBaHui
BUPOBHUK HaNeXuTb A0 Tiel camol
BMPOGHWYOI rpynu NianpUEMCTB,
LLIO /i 3aTBEPAKEHNIA) - BHECEHHS
3MiH A0 p. 3.2.S5.2.3.KoHTposib
marepianiB peecTpauiiiHoro foche,
a came: gogasaHHs Millipore
(Sigma), Sk anbTepHaTUBHOro
noctavasibH1Ka BUXifHOTO
marepiany uesito xnopugy (CscCl),
LL|0 BUKOPUCTOBYETLCA Y
BMPOGHMYOMY npouieci A®L. 3miHn
| Tuny - 3miHn 3 akocTi. AdI.
Brpo6HMLTBO. 3MiHa BUPOGHUKaA
BWXiHOr0/NMPOMiXXHOro




135

ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
Y KapTOHHIi npoaykTy/peareHTy, LWo
Kopobuj; abo no BUKOPVICTOBYIOTHCS Y
1 chnakoHy BUpO6HMYOMY npoueci AdDl, abo

o6’emom 5,5 mn
Ta 10 chnakoHiB
06’emom 8,3 Mn
Y KapTOHHIi
Kopo6Li; abo no
11 dpnakoHis
o6’emom 8,3 mMn
Y KapTOHHii
Kopob6ui; abo no
2 donakoHm
o6’emom 5,5 mn
Ta 10 chnakoHiB
o6’emom 8,3 mMn
Y KapTOHHii
KopobLi; abo no
1 donakoHy
o6’emom 5,5 mn
Ta 11 chnakoHiB
o6’emom 8,3 mn
Y KapTOHHii
KopobLi; abo no
12 dpnakoHiB
o06’emom 8,3 Mn
Y KapTOHHii
KopobLi; abo no
2 thnakoHu
o06’emom 5,5 mMn
Ta 11 donakoHiB
o06’emom 8,3 mMn
Y KapTOHHii
Kopo6Li; abo no
1 chnakoHy
o06’emom 5,5 mMn
Ta 12 donakoHiB
o06’emom 8,3 Mn
Y KapTOHHii
Kopob6Li; abo no

3MiHa BMPOGHMKa (BK/OYaouu, ae
HeobxiaHO, MicLe NpoBeAEHHS
KOHTponto sikocTi) APl (3a
BiACYTHOCTI cepTudikara
BiANOBiAHOCTI EBpONEiiChKii
thapmakonei y 3aTBepKeHOMY
[ocbe)(3anponoHoBaHui
BUPOBOHUK HaNeXuTb A0 Tiel camol
BMPOGHWYOI rpynu NianpUEMCTB,
LLIO Vi 3aTBEpPAKEHNIA) - BHECEHHS
3MiH 0 p. 3.2.S.2.3. KOHTpO/b
marepianiB peecTpauiiiHoro focbe,
a came gogaBaHHa Gemini Bio, sik
albTEPHATUBHOIO NocTavaibHUKa
BMXigHOro marepiany (bydepis Ta
PO34UHIB), LLLO BUKOPUCTOBYOTHCSH
y npoueci BupoobHuuTea Adl.
3MiHn | TUNY - 3MiHKW 3 AKocTi. API.
KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisx Ha Adl, abo
BUXiHWIA/MPOMIXHWIA
npoayKT/peareHT, Wwo
BUKOPVCTOBYIOTBCS Y NPOLEC
BUPO6HMLUTBA AD| (3BY)XKEHHS
[OMYyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauii) - BHeceHHs 3MiH fo
p. 3.2.S.2.3.KoHTpob MaTtepianis
peecTpaLiiHoro Aockbe, a cave:
3MiHU JONYCTUMUX MEX,
BU3HAYeHUX y cneuudpikauii
BMXIAHOrO MaTepiany uesito
xnopug, (CsCl) 3a nokasHVKOM
"Absorbance at 260 nm" gns
3aTBEPAKEHOr0 BUPOGHMKA
Avantor (VWR) (gitoya pegakuisi:

13 donakoHiB <0.020, nponoHoBaHa pefakuis
o6’emom 8,3 mn <0.1). 3MmiHu | TMNY - 3MiHK 3

Y KapTOHHIi akocTi. A®l. KoHTposnb A®L. 3miHa
Kopo6Li; abo no y meTogax sunpobysaHHsA APl abo
2 thnakoHu BMXIAHOrO MaTepiany/npomiKHOro
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

o6’emom 5,5 mn
Ta 12 chnakoHiB
06’emom 8,3 Mn
Y KapTOHHIi
Kopo6Li; abo no
1 donakoHy
o6’emom 5,5 mn
Ta 13 chnakoHis
06’emom 8,3 Mn
Y KapTOHHIi
Kopo6Li; abo no
14 dpnakoHis
o06’emom 8,3 mMn
Y KapTOHHii
Kopoo6ULi

npoAayKTy/pearenTy, Wo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHULTBA AP| (BUNYyYEHHSA
meToAy BUNPOOYBaHHA AN1A
Adl/peareHTy/NnpoMixHOro
NPOAYKTY, SIKLLO aNlbTepHaTUBHWIA
METO/ BXE 3aTBEPIKEHWIA) -
BupaneHHs metogy
BMNpobysaHHA "Agarose Gel
Electrophoresis (AGE)" ons
nepeBipKy CTPYKTYPHOI LiIICHOCTI
[HK nna3swmign pHELP, y npoueci
BMPOGHMLTBA AiH040I PEeYOBUHM
OHacemHoreH abenapBoBeK
(OAV101). 3MiHn | TUNy - 3MiHK 3
akocTi. A®l. KoHTposnb A®L. 3miHa
y napameTpax cneuudikadiii
Ta/abo [onyCcTUMNX MEX,
BM3HAYEHNX Yy cneundikauisx Ha
A®I, ab0 BMXigHWIA/NPOMDKHWIA
npoayKT/peareHT, Wwo
BUKOPVCTOBYIOTBCS Y NpOLEC
BUpo6HULUTBa AP| (LONOBHEHHA
cneumdikalii HOBUM NOKA3HUKOM
SIKOCTi Ta BigNoOBIigHNM MeToA0M
BMNPO6YBaHHSA) - JlofaBaHHsA
BMNpo6yBaHHsA «Sterility testing»
0,0 BHYTPILLHIX crneumdikayii
OesKnx BUAiB cCUpoBUHK, Bydepis
Ta PO3YuHIB, WO
BUKOPVCTOBYIOTBCS Y
BUPOGHMYOMY NpOoLECi Ajto4oT
peyoBunHM OHaceMHOoreH
abenapsosek (OAV101), a Takox
OHOBJ/IEHHSA BUNPOGYBaHb
BHYTPILLUHIX METOZIB KOHTPO/I0
3aKynnieHol CUpoBUHW AN
Y3ropKeHHs 3i cneuudikauismm
nocTavasnibHvKa Ta y3rofxkeHHs
iHchopmawuii B po3gini 3.2.S.2.3.
3MiHY | TUNY - 3MiHKW 3 AKoCTi. ADL.
KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[0MYyCTUMUX MEX, BU3HAYEHUX Y
cneymdikauisx Ha Adl, abo
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

BVIXiZHWIA/MPOMIKXHWIA
NpoAyKT/pearexT, Wwo
BVKOPWCTOBYIOTHCSA Y NPOLECI
BMPOGHMLTBA AD| (4ONOBHEHHS
cneumdikalii HOBUM NOKa3HUKOM
AKOCTI Ta BiAMNOBIAHUM METOA0M
BMNPOOYBaHHs) - BHECEHHS 3MiH
0o p. 3.2.5.2.3.KoHTpoOb
marepianiB peecTpauiiiHoro foche,
a came: OHOBJIEHHSA NPUMITKN O
KpUTEpIiB NPUAHATHOCTI Ha
BUTpaTHWIA matepian Pellicon 2
Cassette 300 kDA, 0.1 m? 3miHu |
MYy - 3MiHU 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[0MYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BVIXiAHWI/MPOMIKXHWIA
NpoAyKT/pearexT, Wwo
BVKOPWCTOBYIOTHCSA Y NPOLECI
BMPOGHMLTBA AD| (3BY>KEHHS
[0MYyCTUMUX MEX, BU3HAYEHUX Y
cneuunaikauii) - BHeceHHs 3MiH g0
p. 3.2.S.2.3 KoHTposnb mMaTepiasnis
peecTpaLliiHoro Aocke, a cave:
3BYXEHHS JOMYCTUMMX MEX,
BM3HA4YeHNX y cneuundikauii gns
nokasHvika "Endotoxin” ana SO3-
800 KONOHKK (3aTBEPAKEHO:
Endotoxin (EU/mI)/<1.0;
3anponoHoBaHo: Endotoxin
(EU/mI)/<0.1). 3MiHn | TURy -
3MiHn 3 akocTi. A®l. KoHTponb
A®l. 3miHa y meTogax
BMNpobysaHHA APl abo BuXigHOrO
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, Lo
BMKOPUCTOBYETLCS Y NPOLIECI
BMPOGHMLUTBA ADI (iHLWi 3MiHU Y
MeToAax BUnpobyBaHHs
(Bkntovaroun 3aminy abo
[0MnoBHeHHsA) AdD| abo
BUXIAHOrO/NPOMIXHOro NPoAayKTy) -

BHeceHHs 3MiH 0 p.
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

3.2.5.2.4.KOHTPO/Ib KPUTUYHMX
cTagii i NpoMiXHOI NpoayKuil
peecTpaLiiHoro Aockbe, a cave:
OHOBJIEHHSI MeToay "in vitro assay
for viral contaminants method" gns
AinsaHky BioReliance. 3miHu | Tuny
- 3miHu 3 skocTi. A®l. KoHTponb
A®I. 3miHa y meTogax
BMNpobysaHHA APl abo BuXigHOrO
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, Lo
BMKOPUCTOBYETLCS Y NPOLIECI
BMPOGHMLUTBA ADI (iHLWi 3MiHU Y
MeTogax BUnpobyBaHHs
(Bkntovaroun 3aminy abo
[0MnoBHEHHA) AD| abo
BUXIAHOrO/NPOMIXHOro NPoAayKTy) -
BHeceHHs 3MiH fo p. 3.2.S5.4.3.
Banigauisi aHaniTM4HNX MeToamK
peecTpaLjiiHoro AocbeE,
BNPOBaAKEHHSI OHOBNEHOI MeXi
KifIbKiCHOro Br3HaueHHs (LoQ) ans
KOHL,EHTpaL,ii 3a/1LWKOBOro
614a4oro CMpPoBaTKoBOro
anbbymiHy (BSA) 3a gonomoroto
ELISA. 3MiHu | TUny - 3MiHK 3
akocTi. A®l. KoHTposnb A®L. 3miHa
y MeTogax BunpobysaHHA A®l abo
BMXIZHOro MaTepiany/npomiKHOro
npoAayKTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLLECI
BMPOGHMLTBA ADI (iHLWi 3MiHU Y
mMeToAax BUNpobyBaHHSA
(BkntovarOUM 3aMiHy abo
[0NoBHeHHs)) A®| abo
BWXiHOro/NPOMIKHOro NPoAyKTy) -
BHeceHHs 3MmiH go p. 3.2.S.4.3.
Banigauisi aHaniTM4HNX METOANK,
a came: MoAepHi3sauis
obnafHaHHA Ta MeTogy Ans
KifIbKICHOTrO BU3HaYEHHs
3anmwkosoi pDNA Ta hcDNA 3a
ponomoroto KMP. 3minm | Tvny -
3MiHu 3 gKocTi. A®Il. KoHTposb
A®l. 3viHa y meTofAax
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

BMNpo6yBaHHA APl abo BuxigHOro
mMartepiany/npomiKHOro
nNpoAayKTy/peareHTy, L0

BUKOPWCTOBYETLCA Y NPOLLECI
BUpOOHULUTBA AP| (HE3HAUHI 3MIHN
y 3aTBEPKEHUX MeToAax
BMNPOOYBaHHs) - BHECEHHS 3MiH
0o p. 3.2.5.4.2. AHaniTnuHi
METOAMKN peecTpauiliHoro focbe,
a came: He3HayHa 3MiHa [0
aHasi3y reHOMHOI iIeHTUYHOCTI Ta

TMTPY AAV 3 BUKOPUCTaHHAM 3BIiTy

npo Bastigauito metogy ddPCR.
3MiHu Il TUNYy - 3MiHK 3 AKOCTI.
A®I. KoHTponb APl. 3miHa y

meToAax BunpobysBaHHA AD| abo

BUXiHOro Marepiasy/npomiKHOro
NpoAyKTy/peareHty, Lo

BUKOPWCTOBYETLCA Y NPOLIECI
BUpOGHMLTBaA AD| (CyTTEBA 3MiHa
y
6ionoriyHoMy/iMmyHONOri4YHOMY/iMyH

OXiMiYHOMY MeTOoZji BUNPOBYBaHHSA

abo meTogi, y sKomy
BMKOPVCTOBYETLCA BiOOrYHMIA
peareHT ans 6ionoriyHoro A®I,
abo iioro 3amiHa) - 3MiHM 80
po3giny 3.2.5.2.4, a came:

BNPOBaKEHHA aflbTEPHATUBHUX

MeToZiB BUNpobyBaHb «In vitro
assays for Viral Contaminants»,

«Cell Line Identification by Short

Tandem Repeat Analysis and
Mycoplasma» (L0 BUKOHYOTbCS
Ha AinbHuLi Bioreliance 9900
Blackwell Road, Rockuville,
Maryland, 20850 States) 3
anbTepHaTMBHUMM NpoLiedypamu

BMNPOOYBaHb (LLI0 BUKOHYHOTLCSA

Ha ginbHuLi Novartis Gene
Therapies, 2512 South Tri-center
Boulevard, Durham, North
Caroline 27713 United States) gns
NPOMIXHOI CMOJYKM Ajto4oil
PEYOBYHM, LLIO BUKOPUCTOBYETHLCS
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

y BUPOGHMYOMY MpoLeci
6i010rivHOT AjtoU0T pevoBUHN
oHaceMHoreH abenapsoBek. HoBi
npoueaypy BunpobysaHb
[0[al0TbCA AK anbTepHaTUBHI A0
YMHHMX NpoLesyp BUNPOGYBaHb,
AKi B noganbLliomMy 6yayTb
BUAANEHI B MaibyTHIX
npoueaypax 3MiH. 3minu Il Tuny -
3MiHn 3 akocTi. A®l. KoHTponb
A®I. 3miHa y meTogax
BunpobysaHHA APl abo BuXigHOro
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, Lo
BMKOPUCTOBYETLCS Y NPOLIECI
BMpobHuLTBa API (CyTTEBA 3MiHA
y
6ionoriyHoMy/imyHONOriYHOMY/iMyH
OXiMIYHOMY MeTOZj BUNPOGyBaHHS
abo meTofi, y KoMy
BUKOPWCTOBYETLCA 6Gi0NOriYHNIA
peareHT ans 6ionoriyHoro Ad®l,
abo oro 3amiHa) - BHeceHHs 3MiH
0o p. 3.2.5.4.2. AHaniTnuHi
MEeTOAMKN peecTpaviliHoro foChbe,
a came, BNPOBaKEHHS
aflbTePHATUBHOMO aHasliTUYHOTO
meToay «Replication Competent
AAV (rcAAV) 3a oNOMOroto
KNiTMHHOro aHanisy Ta ddPCR y
GTxNC.

118.

30/100T®

sertralin
e

cepTpani
y
rigpoxnop
na

NOGABO
6

TabneTku, BKPUTI
NAiBKOBOO
060/10HKOI0, NO
50 wmr; no 14
Tabnetok y
6nictepi; no 2
6nictepn y
KapTOHHIi
yMaKkoBLi

BiaTpic
CnewenTi
nnc

CWA

BUPOBHULTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BWMYCK Cepii:
Xaynt ®apma
Narina C.p.n.,
ITanis;
BUPOBHULTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SKOCTI,

ITania/
Himey
ynHa

BHECEHHS 3MiH [J0 peecTpaLiiiHnx
marepianis: 3mMiHu | Tuny - 3miHK
woao 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo
3MiHW [0 y3ara/ibHEHNX JaHuX Npo
cuctemy chapmakoHarnagy
(BBEAEHHS y3arasibHEHNX AaHUX
npo cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXXeHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 chapmakoHarnsgy
3asBHUKA 419 3AiACHEHHSA
hapmakoHarnsgy B YkpaiHi, SKLi0

3a
peyenmom

UA/7475/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH

Homep
peecmpayiliHo
20
nocsioYyeHHs1

BWMYCK Cepii:
Mdpaiizep
MeHtochekuypuHr
[Loiiuneng vo6X,
HimeuunHa

BOHa BiJMiHHA Bif, yTOBHOBaXEHOT
ocobu, BiAnoBifanbHOI 3a
3pilicHeHHs chapmakoHarnaay
(BK/THOYAKOYUM KOHTaKTHI AaHi)
Ta/abo 3MiHW Y PO3MiLLEHHI
macTep-alina cucremm
thapmakoHarnagy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHUKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnag.

[itoyva pegakuis: Dr Eiko Soehlke.
MponoHoBaHa pepakuis: Andrea
Oliva. 3miHa KOHTaKTHMX AaHWX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnag. 3MiHa
MiCLIe3HaxopKeHHs macTep-
thaiina cucrtemm
thapmakoHarnagy. 3miHa micus
3[iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsagy

119.

IHFTANINT-H

cTpenToun

a
PO3YMHHWI

cynbdpatia
3051y
HaTpito
rekcarigpa
T

R0O2AA2
0

cnpeit ons
poToBOI
MOPOXHWHK; N0
30 r y 6asnoHi; no
1 6anoHy 3
posnunoBavemM
Ta 3aX1CHUM
KOBMAYKoOM y
nauuj 3 KapToHy

TOB
"Mikpocpa
pM"

YKpaiHa

TOB "Mikpodchapm”

YKpaiH
a

BHECEHHS 3MiH 0 peecTpavLiiiHnX
mMartepianis: 3miHu | TUNy - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
Cucrtema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3MiHa nocTavasibHVKa
nakyBaJIbHUX MaTepianis abo
KOMMNEKTYUMX (SKLWO 3a3Ha4yeHo
B [lOCbE) (BUTYyYEHHS
noctadasibHuka) - BunyyeHHs
HaliMeHyBaHb nocTavasbHVKIB
NepPBUHHOTO NakyBaslbHOrO
matepiany «banoH antomiHieBuii»
Ta «Po3nuntoBay opanbHUii».
MaTepias i Tun nepBMHHOIO
nakyBaHHs, cneuudikalisi, MeToam
KOHTPOJI0 SAKOCTI, KpUTepii
NPUAHATHOCTI Ta iHLWi
XapakTepUCTVKN NEPBUHHOIO
nakyBasIbHOro matepiany
3aMLLAaTLCA 6€3 3MiH.

6e3
peyenma

UA/0938/01/01

120.

IHOAHPUKC
FEKCA
KOMBIHOBAHA

Diphther
ia-
haemop

AndTepiinH
nii
aHATOKCUH

JO7CAO
9

cycneHsis
(DTPa-HBV-
IPV) ans iH'ekuii

nakcoCwmi
TKnainH
Ekcnopt

Benvka
BpuTaHi
A

nakcoCmiTKnsiiH
Bionoaxikans
C.A., Benebris

Benebri
s/
PpaHy

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMartepianis: 3miHu Il Tuny - 3miHn
3 AKOCTi. [0TOBWIA NikapcbKuii

3a
peyenmom

UA/16235/01/01
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Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
BAKUVHA onga hilus (D)% no 0,5 mn (1 Nimiteq (Bunyck cepii is 3aci6. 3miHM y BUpOOHULTBI. 3MiHa
MPO®INTAKTUKN influenz npasLesun [osa) Ta roToBOro iMnopTepa/3miHu, Lo CTOCYOTbCA
ANDTEPII, ae B- i niogpinizat (Hib); NPOAYKTY. BUMYCKY Cepii Ta KOHTPOJIO AKOCTI
NnPABLA, pertussi aHaTOKCUH 1 nonepeaHLO [MpoBeaeHHA rOTOBOrO J1iKapCbKOro 3acoby
KALUTHOKY S- (M HanoBHeHM KOHTPOJO SIKOCTI (3amiHa abo gofaBaHHA AiNbHUL,
(ALEMIONSAPHWUIA | poliomy Bordetella 0iHOPa30BMWi DTPa-HBV-IPV Ha SIKill 3AiICHIOETLCA KOHTPOSIb
KOMMOHEHT), elitis- pertussis K wnpwuy, (no 0,5 KOMMOHEHTY); AKOCTI/BUNpOBYBaHHA cepii Ans
FENATUTY B, tetanus- | aLu/OKOBI mn (1 gosa)) y nakcoCmiTKnsiiH 6i010riYHOro/iMyHO0riYHOr0
noniomienity hepatitis | aHTUrenu: KOMMEKTi 3 Bionogxikans, nikapcbKoro 3acoby, Ta 6yab-aKoi
TA B Kall/TlOKOB [BOMa rofikamu PpaHLis OiNbHUL, Ha Kl 3aCTOCOBYETLCSA
3AXBOPHOBAHDb, WiA aHaToK Ta hnakoH 3 (PopmMyBaHHs, 6ionorivyHuii/imyHonoriyHnii meTog,
3bYAHNKOM cuH (PT)Y; nioghinizatom HanoBHEHHSA B BunNpobyBaHHs). JlogaHHs
AKNX € HUTYaCTUiA (Hib) gna 1 wnpui, «GlaxoSmithKline Vaccines
HAEMOPHILUS remarntot [03u, Wwo nposefeHHsA S.R.L.", CieHa, ITanis, sk
INFLUENZAE WHiH (FHA) 3MILLYHOTBLCA KOHTPO/O AKOCTI aNbTepHaTUBHOIO BUPOGHMKA,
TNy B L nepeg DTPa-HBV-IPV BiANOBIAA/ILHOIO 3a TECTYBaHHSA
nepTaKkTvH BUKOPVCTaHHAM; KOMMOHEHTY. aKTMBHOCTI KaLL/TOKOBUX aHTUTEeHIB
(PRN)%; [Bi roNKK, dopmyBaHHA, (eTan in vivo) nig yac Bunycky
p-AHK Lnpuy, Ta HanoBHEHHA Ta roTOBOro NPOAYyKTy y chopmi
noBepxHe dhnakoH niocpinizauin B KiHUeBoro Hanisnpogykty (Final
BUIA repMeTuyHo hnakoHu, bulk). 3miHu Il TUNY - 3MiHK 3
aHTureH 3anakoBaHi y MapKyBaHHs Ta AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
Bipycy NnacTUKOBUIA nakyBaHHs, 3MiHW Y BUPOBHULTBI. 3MiHa
renatuty KOHTelHep; no 1 npoBefeHHA iMnopTepa/3aMiHu, L0 CTOCYIOTbCA
B (HBsAg) a6o no 10 KOHTPOJIO SKOCTI BWMYCKY Cepii Ta KOHTPO/IH0 SKOCTI
23, NAacTUKOBUX Hib KomnoHeHTy. roTOBOrO NiKapCbKoro 3acoby
iHaKTMBOB KOHTelHepiB y MapkyBaHHsA Ta (3amiHa abo fofaBaHHS AibHUL,
aHi Bipycu KapTOHHIl nakyBaHHs Ha SIKiil 34iICHIOETLCA KOHTPO/b
nosniomieni Kopobui 3 roToBOro AKOCTI/BUNPOBYBaHHSA cepii ons
Ty: MapKyBaHHAM NPoOAYKTY); 6i0N10riYHOro/iMyHOMOrYHOrO
Tvn 1 YKPaiHCbKO nakcoCmiTKnsiiH nikapcbKoro 3acoby, Ta 6yab-akoi
(wtam MOBOIO; 1 Bionogxikan3 OiNbHULI, Ha sKili 3aCTOCOBYETLCS
Mahoney)* nonepegHL0 C.A., benbria 6ionoriYHuit/imyHonoriyHuiA meTos,
; HanoBHeHN (dPopmyBaHHS, BMNpo6yBaHHs). JoaaHHs
™n 2 0iHOPa30Buii HanoBHEHHS B «GlaxoSmithKline Vaccines
(wtam ME wnpwuy, (no 0,5 winpwuj, S.R.L.", bennapia-Posis,
F-1)% mn (1 gosa)) y MapKyBaHHS1 i Cosiunnne, Itanis, sk
Tmn 3 KOMNNekTi 3 nakyBaHHs, aNbTepHaTUBHOIO BUPOGHMKA,
(wtam Sa [BOMa ronikamu npoBefeHHA BIAANOBIAA/IbHOIO 3a TECTYBaHHSA
ukett)*; Ta hnakoH 3 KOHTPO/IO SKOCTI aKTMBHOCTI KaLL/TIOKOBUX aHTUTEHIB
nosnicaxap niocpinizatom DTPa-HBV-IPV (etan in vitro ELISA) nig yac
ng Haemo (Hib) ana 1 KOMMOHEHTY. BUNYCKY rOTOBOrO MPOAYKTY Y
philus 403w, Wo HanoBHeHHs Ta hopMi KiHLLEBOrO HamiBNpoAyKTY
influenzae 3MiLYy0TbCA niocpinizauin B (Final bulk)
Tvny b nepeg do1akoHu,
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
(nonipuéo BMKOPUCTaHHSM,; MapKyBaHHs Ta
3unpu6iTo [Bi rofku, nakyBaHHs,
n gocdpar, Lwnpuy, Ta npoBefeHHsA
PRP)? dhnakoH KOHTPOJIH0 SIKOCTI
KoH'toroBa repMeTuyHo Hib KomnoHeHTy.
HWiA 3 3anakoBaHi y MapkyBaHHSA Ta
npasLeBun nnacTUKoBuii nakyBaHHS
M KOHTelHep; no 1 roToBOro
aHaTOKCWH a6o no 10 NpoaykKTy)
om (TT) sk naacTMKOBMX
HocieM KOHTEliHepiB Yy
npoteiny KapTOHHii
1 adcop6o Kopo6ui 3
BaHull Ha MapKyBaHHAM
a/TOMIHIt0 aHrNiicbkoto
2idpokcudi MOBOIO 3i
, CTVIKepOM
2idpamosa YKPaiHCbKO0
Hul (AI(O MOBOIO
H)s)
2 upobne
HUl B
K/limuHax
OpiKOXIB
(Saccharo
myces
cerevisiae)
3a
dornomozo
0 p-
AHK mex
Honoail
Sadcop6os
aHul Ha
a/TIIOMIHIt0
ghocgham
(AIPO4)
4 po3MHOX
eHi Ha
KAimuHax
Vero
121. | IHOAHPUKC INB | Diphther | gudptepiiin | JO7CAQ | cycnensis ans FnakcoCwmi | Benwuka FnakcoCmiTKnaiiH | Benbri | BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a UA/13939/01/01
KOMBIHOBAHA ia- nia 2 iH'ekujin; no 0,5 TKnsiiH Bputani Bionomxikan3 al matepianis: 3miHu Il Tuny - 3miHn peyenmom
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Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
BAKUVHA onga pertussi | aHaTOKCUH My Ekcnopt A C.A., benbris ®paHy, 3 AKOCTi. [0TOBWIA NikapCbKWii
MPO®INTAKTUKN S- (D), nonepegHL0 NimiTen (npoBefeHHs is 3aci6. 3MiHM y BUPO6HMLTBI. 3MiHa
BANDTEPII, poliomy npasLesun 3anoBHeHoOMy KOHTPO/O AKOCTI iMnopTepa/3aMiHu, L0 CTOCYOTbCA
MNPABLS, elitis- 7 0[iHOPa30BOMY BaKLMHK, BAMYCK BWMYCKY Cepil Ta KOHTPO/IH0 SKOCTI
KALLUTHOKA tetanus aHaTOKCUH wnpuyi y cepiii rotoBoro rOTOBOrO J1iKapCbKOro 3acoby
(ALENIONAPHUN M KOMMAEKTi 3 NPoOAYKTY); (3amiHa abo fofaBaHHA AibHUL,
KOMMOHEHT) TA Bordetella rosikoto; no 1 nakcoCmiTKnsiiH Ha SIKiil 34iICHIOETLCA KOHTPO/b
noniomMienity pertussis K a6o 10 Bionoaxikans, AKOCTI/BUNPOBYBaHHSA cepil oNns
aLL/THOKOBI nonepenHL0 dpaHuis 6i0n10riYHOro/iMyHONOrYHOTO
aHTUreHu: 3aMoBHEHMX (cbopmyBaHHs nikapcbKoro 3acoby, Ta 6yab-akoi
KaLU/loKOB 0HOPa30BUX BaKLWHK, AiNbHUL, Ha SKili 38CTOCOBYETbLCA
nii aHaToK Lwnpuuis y HarnoBHEHHS 6iooriYHuin/imyHonoriyHuiA meTos,
cuH (PT)Y; naacTVKoBOMY BaKLVHM B LUMPWL, BMNpOoGYBaHHS) - [lofaBaHHs
HUTYaCTUiA KOHTeliHepi; no 1 MapKyBaHHA Ta «GlaxoSmithKline Vaccines
remarntot KOHTEliHepy B nakyBaHHs S.R.L.", CieHa, ITanis, ak
WHiH (FHA) KapTOHHIi roTOBOrO anbTepHaTUBHOIO BUPOOHMKA,
1; Kopobui 3 npoayKTy, Bi4NOBIAA/ILHOIO 3a TeCTyBaHHsA
nepTaKkTVH MapKyBaHHAM npoBefeHHs aKTMBHOCTI KaLL/TlOKOBUX aHTUTEHIB
(PRN)%; YKPaiHCbKO KOHTPOJI0 SKOCTI (eTan in vivo) mig yac BuNycky
iHaKTNBOB MOBOIO BaKUMHW); roTOBOro NPOAYKTY y chopMi
aHi Bipycu nakcoCmiTKnsinH KiHueBoro HanisnpoaykTty (Final
noniomieni Bionomxikan3 bulk). 3MmiHn Il TURY - 3miHK 3
Ty: C.A., benbris AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
™n 1 (HanoBHeHHs 3MiHM Yy BUPOBGHMLTBI. 3MiHa
(wtam Ma BaKLVHM B LUMPWL, iMnopTepa/aMiHu, L0 CTOCYIOTbCA
honey)?; MapKyBaHHS i BMNYCKY Cepii Ta KOHTPOIO AKOCTI
™n 2 nakyBaHHs roTOBOrO JliKapCbKOro 3acoby
(wtam ME roTOBOro (3amiHa abo fofaBaHHS AiNbHUL,,
F-1)% nNpoayKTy, Ha SIKiil 34iACHI0ETLCSA KOHTPOSb
™n 3 npoBefeHHA AKOCTI/BUNpoBYBaHHA cepii Ans
(wtam Sa KOHTPO/IO SKOCTI 6i010riYHOro/iMyHOOrYHOTO
ukett)?; BakUMHW) nikapcbKoro 3acoby, Ta 6yab-sKoi
ladcopbos [OiNbHUL, Ha 5iKili 3aCTOCOBYETbLCA
aHull  Ha 6i0N0rivyHMIA/iMyHONOTIYHNI METOZ,
Q/TIOMIHI0 BMNPO6YBaHHSA) - JlofaBaHHsA
2iopokcudi «GlaxoSmithKline Vaccines
, S.R.L.", Bennapia-Posis,
2idpamosa Cosiunnne, Itanis, gk
Hul aflbTEPHATUBHOIO BUPOGHMKA,
2 PO3MHOX BifJNOBIAA/IbHOTO 3a TECTYBaHHSA
eHi Ha aKTUBHOCTI KalLLI/TIOKOBUX aHTUreHiB
K/imuHax (etan in vitro ELISA) nig yac
Vero BUMYCKY FOTOBOTO MPOAYKTY Y

hopMi KiHLLEBOro HaniBnpoayKTy
(Final bulk).




IIpomoBxxenHs gogarka 1

145

Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep

n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo

3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*

122. | IHGAHPUKC INB | Diphther | gndtepiiin | JO7CAO | cycneHsis FnakcoCmi | Benuka | nakcoCmiTKnsinH | ®paHy, | BHECEHHS 3MiH A0 peecTpauiiHnx 3a UA/15832/01/01
XIb ia- nii aHaTok | 6 (DTPa-IPV) ons TKNsiH BpuTaHi Bionompxikans i/ mMartepianis: 3miHu Il Tuny - 3miHn peuyenmom
KOMBIHOBAHA haemop | cuH (D)} iH’ekLiii no 0,5 Ekcnopt A C.A., benbrisa Benbri 3 AKOCTi. FOTOBUIA Nikapcbkuii
BAKUVHA onga hilus npasLeBu mn (1 gosa) Ta Nimiteq (Bunyck cepiii A 3aci6. 3miHM y BUpOOHULTBI. 3MiHa
MPO®INTAKTUKN influenz 1 aHaTOKC niocpinizat (Hib); roToBOro iMnopTepa/3miHu, Lo CTOCYOTbCA
ONDTEPII, ae B- nH (T)Y; cycneHsis nNpoayKTY); BMNYCKY Cepii Ta KOHTPOO SKOCTI
MNPABLS, pertussi | Bordetella (DTPa-IPV) ans nakcoCmiTKnsiiH rOTOBOrO J1iKapCbKOro 3acoby
KALUTHOKY S- pertussis K iH'exuii no 0,5 Bionoaxikans, (3amiHa abo AgofaBaHHA AinbHULL,
(ALEIONSAPHWUIA | poliomy aLL/THOKOBI M (1 gosa) y dpaHuis Ha SIKill 3AiICHIOETLCA KOHTPOSb
KOMMOHEHT), elitis- aHTUreHu: nonepegHL0 (dPopmyBaHHS, AKOCTI/BNpOBYBaHHA cepii Ans
noniomMienity tetanus KalloKoB HanoBHEHOMY HanoBHEHHS B 6i010riYHOro/iMyHO0riYHOr0
TA Wi aHaToK 0ZHOpa30BOMY winpwuj, nikapcbKoro 3acoby, Ta 6yab-sKoi
3AXBOPHOBAHDb, cuH (PT)Y; wnpuui Ne 1y MapKyBaHHs Ta OiNbHUL, Ha Kl 3aCTOCOBYETHCSA
3BYAHNKOM HUTYaCTUiA KOMMJ/IEKTI 3 nakyBaHHS, 6ionorivyHuii/imyHonoriyHnii meTog,

AKX € remarnot ABOMa rosikamu nposeAeHHA BMNPOGYBaHHS) - [logaHHs
HAEMOPHILUS WHiH (FHA) Ta niodpinisar KOHTPOJI0 SKOCTI «GlaxoSmithKline Vaccines
INFLUENZAE l; (Hib) y conakoHi DTPa-IPV S.R.L.", CieHa, ITanis, sk
TANY B nepTakTuH Ne 1, wo KOMMOHEHT. aNbTepPHaTUBHOIO BUPOGHMKA,
(PRN)%; 3MiLLYHOTbCSA dopmyBaHHS, BiANOBIAA/IbHOIO 3a TECTYBaHHSA
iHaKT1BOB nepeg, HanoBHEHHA Ta aKTMBHOCTI KaLU/TlOKOBUX aHTUTEeHIB
aHi Bipycu BUKOPUCTAHHAM: niochinizauis B (eTan in vivo) nig yac Bunycky
noniomieni nol dhnakoHu, rOTOBOrO NPOAYKTY Y dhopMi
Ty: nonepegHL0 MapKyBaHHA Ta KiHUeBoro Hanisnpogykty (Final
mnl HanoBHeHOMY nakyBaHHs, bulk). 3miHu Il TUNY - 3MiHK 3
(wtam Ma 0[iHOPa30BOMY NpoBeAEeHHs AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
honey)?; wnpuuy y KOHTPOJO SIKOCTI 3MiHW Y BUPOBHULTBI. 3MiHa
™n 2 KOMMNAEKTI 3 Hib KOMNOHEeHT. iMnopTepa/3miHu, L0 CTOCYOTbCS
(wtam ME [BOMa rosikamu MapkyBaHHsA Ta BWMYCKY Cepil Ta KOHTPO/IH0 SKOCTI
F-1)% Ta 1 donakoHom nakyBaHHs roTOBOrO NiKapCbKOro 3acoby
mn 3 3 niocpinizaTtom roToBOro (3amiHa abo AofaBaHHA AiNbHULL,
(wtam Sa (Hib) y NpoayKTY); Ha SIKiil 34iICHIOETLCSA KOHTPOSb
ukett)?; BaKyyMHiii nakcoCmiTKnsiiH AKOCTI/BUNPOBYBaHHSA cepil ons
nonicaxap CTepuIbHiIl Bionomxikans 6i0N10riYHOro/iMyHOMOrYHOrO
ng Haemo ynakosLi; no 1 C.A., benbris nikapcbKoro 3acoby, Ta 6yab-akoi
philus influ BaKyyMHiii (HanoBHeHHs1 B OiNbHULI, Ha sKili 3aCTOCOBYETLCSA
enzae Tin CTepusbHIl Lwnpu, 6ionoriYHuin/imyHonoriyHuiA meTos,
yb ynakoBLj y MapKyBaHHs Ta BMNpOGYBaHHS) - JlogaHHs
(nonipnéo KapTOHHIl nakyBaHHs, «GlaxoSmithKline Vaccines
3unpueiTo Kopoo6Li npoBefeHHsA S.R.L.", Bennapia-Posis,
n dhocdpar, KOHTPO/IO SKOCTI Cosiunnne, Itanis, sk
PRP) DTPa-IPV anbTepHaTMBHOIO BUPOGHMKA,
KOH'torosa KOMMOHEHT. BIAANOBIAA/IbHOIO 3a TECTYBaHHA
HWi 3 HanosHeHHs Ta aKTMBHOCTI KaLU/TIOKOBUX aHTUTEeHIB
npasLesun niocpinizauin B (etan in vitro ELISA) nig yac
M ch/1akoHu, BUMYCKY rOTOBOrO NPOAYKTY Y
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
aHaTOKCWH MapKyBaHHs Ta hopMi KiHLLEBOrO HamiBNpoAyKTY
oM (TT) Ak nakyBaHHs, (Final bulk).
HocieM npoBefeHHsA
npoTeiHy KOHTPOJIH0 SIKOCTI
1 adcopbo Hib KOMNOHeHT.
BaHull Ha MapkyBaHHs Ta
Q/TIOMIHI0 nakyBaHHs
2i0pokcudi roToBOro
) NPOAYKTY)
2iopamosa
Hul
2 PO3MHOX
eHi Ha
K/limuHax
Vero
123. | IPMUHOTEKAH irinoteca | ipnHoTeka | LO1CEO | KOHUeHTpaTt Ans Akkopa Monbwa | BignoBiganbHuii 3a | Monb BHECEHHS 3MiH 10 peecTpaLiiiHnx 3a UA/19933/01/01
AKKOPJ, n Hy 2 NPUroTyBaHHsA Xenckea BWMYCK Cepii: wa/ marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
rigpoxnop pO3uuHy ons Moncka Akkoppg, Xenckea IHgia/ | skocTi. FOTOBWMIA Nikapcbkuii 3aci6.
nay iHcpysii, 20 Cn. 3.0.0. Moncka Cn. 3 0.0. | Yropuy, 3MiHW Y BUPOBHULTBI. 3MiHN Y
Tpurigpat Mmr/mn; no 5 mn Cknag ImnopTtepa, nHa/ npoueci BUPOGHULITBA FOTOBOIO
(100 mr) abo no MonbLya; Ipeuis nikapcbKoro 3acoby, BKoUaum
15 mn (300 mr) y BUPOGHMLTBO NPOMIKHUIA NPOAYKT, L0

dnakoHi, no 1
dh1akoHy B navi

niKapcbKoro
3aco0y, nepBrHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI:
IHTac
dapmacbloTikanic
Nimiteq, IHAis;
popaTkose
BTOPWHHE
nakyBaHHS:
AKKOP/,
XENCKEA
NIMITEL, Benvka
BpuTaHis;
CuHonTtus
IHpacTpian Cn. 3
0.0., MNMonbLua;
KOHTPO/b AKOCTI:
€BpochiHC
AHaniTikan
Cepsices XaHrepi

3aCTOCOBYETLCS MNPV BUPOOHULTBI
rOTOBOrO /liKapCbKOro 3acoby
(He3HayHa 3MiHa y npolieci
BMPOGHULITBA) HE3HAYHI 3MIHN Y
BVMPOGHMYOMY MPOLLECi TOTOBOIO
nikapcbKoro 3acoby, a came:
CKOPOYEHHS CTaHAapTHOro yacy
cTepunizadii 3 30 xBuauH go 15
XBUAWH. 3MiHu | Tuny -
AfMiHICTpaTMBHI 3MiHN. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
MicLA MPOBaMKEHHS AiANbHOCTI
BMPOGHMKa/iMnopTepa rotosoro
nikapcbKoro 3acoby, BKIoUaun
OinbHULI BUNYCKy cepii abo micue
NPOBeLEHHS KOHTPO/THO AKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BUpOGHUK/iMnopTep, He
BK/IO4A0UM BUMYCK Cepili) 3MiHa
Has3BW AiNSHKK, BigNOBigaNbHOI 3a
KOHTPO/Ib AKOCTI cepii roToBOi
npoaykuii 3 BeccniHr XaHrepi
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH

Homep
peecmpayiliHo
20
nocsioYyeHHs1

KdpT., YroplumHa;
SAPMABAJIL,
nra.
Mikpob6ionoriyHa
naboparopis,
YropLumHa;
BTOPUHHE
nakyBaHHs Ta
KOHTPO/1b AKOCTI:
Akkopf Xesnckea
CiHrn Membep
C.A., Ipeuis

KdpT./Wessling Hungary Kift. Ha
€spodchiHc AHaniTikan Cepsices
Xanrepi KdpT./Eurofins Analytical
Services Hungary Kft., 6e3 3miHu
Micus BUPOGHLTBA.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOro MikapcbKoro
3acoby. 3miHa napameTpis
cneundikauin Ta/abo gonycTummx
MeX roTOBOrO NikapCbKoro 3acoby
(iHLWi 3MiHW) 3MiHa rpaHNYHO
[onycTUMoi Mexi crneumdikawi
roTOBOro NPOAYKTY 3a
nokasHukoM: CynpoBigHi LOMILLKK,
a came: MakcMMasibHa OANHNYHA
HeBigoMa [oMiLLKa, Ta CymMu
[OMILLOK, A4/15 TOYHILLOro onucy
30BHiLUHBbOrO BUI/IAAY FOTOBOTO
npoAaykTy. 3MiHu | TUny - 3MiHun 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
KOHTPO/Ib rOTOBOrO /iKapCbKOro
3acoby. 3miHa y meTogax
BMNPOGYBaHHSA roTOBOro
nikapcbKoro 3acoby (He3HayHa
3MiHa y 3aTBEpAKEHUX MeToAax
BMNPOGYBaHHS)

He3HauHi 3MiHM 40 MeToay
KOHTPO/I0 TOTOBOrO NPOAYKTY
«CynpoBigHi JOMILLKW», a came
3MiHa xpomarorpadivyHoro
napameTpy «4ac
XpomaTtorpacdysaHHs» 3 40 XB 0
60 xB, LLIO ONMcaHuii y meTogi
«KinbKicHe BU3HAYEHHS».

124.

ITPAKOHA3ON

itracona
zole

iTpakoHas
on 2

JO2ACO

Kancynu no 100
Mr; Mo 4 kancynm
y 6nictepi; no 1
6nictepy B nauui
3 KapToHy; no 15
Kancyny
6nictepi; no 1
abo no 2
6nictepu B navuj
3 KapTOHY

TosapucTs
03
06MexeHo
10
Bignosiga
NbHICTIO
"Papma
Navidg"

Ykpaina

ToBapucTso 3
0bMexeHoto
BiANOBIAA/ILHICTIO
"dhapma Naind"

YkpaiH
a

BHECEHHS 3MiH 0 peecTpaLiiHnX

Marepianis: 3mMiHu | Tuny - 3miHn

wopo 6e3sneku/edpekTMBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIili XapakTepucTu,i
niKkapcbKoro 3acoby, TekcTi

MapKyBaHHS Ta iHCTPYKUii ans

MeAMYHOro 3acTOCyBaHHSA

reHepUYHUX/ribpuaHNX/6ionogi6HN
X Nlikapcbkmx 3acobis nicas

3a
peyerimom

He
nionse
ae

UA/5356/01/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
BHECEHHS Ti€i caMoi 3MiHV Ha
pechepeHTHMIT Npenapar (3miHa He
noTpebye HafaHHS XOLHUX HOBUX
[0[AaTKOBUX AaHnX) 3MiHU
BHECEHO [0 IHCTPYKUiT Ans
Me[MYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ainm
"PapmMakosorivyHi BnactmsBocTi",
"MpoTmnokasaHHsa", "OcobamBOCTi
3acTocyBaHHA", "3acToCyBaHHsA Y
nepiog BariTHocTi abo rofyBaHHs
rpyaat”, "Cnocib 3actocyBaHHsA
Ta gosun", "MNepenosyBaHHa",
"Mo6iuHi peakwyii" 3rigHo 3
iHchopMmavieto LWoA0 MeguyHoro
3aCTOCyBaHHA pedhepeHTHOro
nikapcbKoro 3acoby (OPYHIAN®).
BBefeHHs 3MiH NpoTArom 6-Tu
MiCAILIB Nic/1A 3aTBEPAKEHHS.
125. | NOrEKCON-H0® iohexol norekcon VO8ABO | po3uuH gns TOB YkpaiHa | TOB "HOpisi-®apm" | YkpaiH | BHECEHHS 3MiH [0 peecTpauiiHnx 3a UA/20863/01/01
2 iH'ekuii, 350 mr "HOpis- a MaTepianis: 3miHu | TMny - 3MiHK peyenmom
nogy/mn, no 20 dapm” woao 6e3nekn/edpekTNBHOCTI Ta
M1 a6o no 50 thapmakoHarnagy (iHwi 3miHu) -
My donakoHax 3MiHN BHECEHO Y TEKCT
CKNAHKUX; no 1 MapKyBaHHA NepBUHHOT yNakoBKu
donakoHy y nikapcbKoro 3acoby (n. 17) wono
Kopobui 3 HaHeCeHHs y/bTpadioneToBoro
KapToHy, no 100 eflemMeHTa 3axvcTy. BeegeHHs
M1 a6o no 200 3MiH NPOTArom 6-Tu MicALiB nicns
mn, abo no 400 3aTBEPKEHHS
MY MASALKaxX
CKNAHMX; no 1
nAAWUi y
Kopoo6ui 3
KapToHY
126. | oA povidon noBiAoH- DOBAGO | po3uuH ansa MpAT Ykpaina MpAT "TexHonor" | YkpaiH | BHeCeHHs 3MiH 40 peecTpaLiinHux bes UA/12321/01/01
MEYAEBCBKUIN e-iodine nop, 2 30BHiLIHBbOIO "TexHonor a MaTepianis: 3miHu | TUNy - 3MiHK peyenma
3aCTOCYBaHHSA " wopo 6e3sneku/epekTMBHOCTI Ta
10%; no 30 mn y thapmakoHarnagy (iHwi 3MiHN)
dhnakoHi 3 OHOBJ1EHHA TEKCTY MapKyBaHHs
npo6koto- yNaKkoBOK NiKapCbKoro 3acoby,
KpanesibHULEelo; 30Kpema BUyYeHHs iHdhopmadlii,

no 1 dpnaxkoHy B
nauui i3
KapToHy; no 50

3a3Ha4YeHoi poCiicbKo MOBOHD,
YTOYHEHO iH(hopmaLito Lwoao
norotuny B n. 17. IHUWE.
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
My do1akoHi 3 BBeaeHHs 3MiH NpoTArom 6-Tu
Hacafikoo; no 1 MicAILiB Micns 3aTBepPIKEHHS
dhnakoHy B nauuj
i3 KapTOHyY; No
100 mny
dnakoHi 3
Hacafkor, no 1
hnakoHy B nauuj
i3 KapTOHY; No
120 mny 6aHui 3
npo6koto-
KpanenbHULEL;
no 1 6aHui B
nadui; no 1000
My
KOHTeliHepax
n1acTMacoBmx
127. | KANbLUn -A3 - KaUTbLiito A12AX Tabnetkn AciHO LLiseliya Ackep KoHTpakT HopBe | BHECEHHSs 3MiH 40 peecTpavinHmX 6e3 UA/3541/01/01
HIKOMEA 3 KapboHar, XyBaUTbHi; Mo 20 dapwma Al pist MaHydhekyepiHr ris marepianis: 3miHu | Tuny - 3miHu 3 peyenma
ANENbCUHOBU Xonekasnbly, abo no 50, abo [aKocTi. CepTudpikat
M CMAKOM ncpepon no 100 TabneTok BignosigHocTi/lE-cepTudikar
(BiTaminy y donakoHi; no 1 BiANOBIAHOCTI EBpONeNiChKii
D3), wo dhnakoHy B thapmakonei/MmoHorpadii.
Bignosigae KapTOHHIi MopgaHHA HoBOro abo OHOB/IEHOTO
XosneKanbl, Kopoo6Li cepTudikaTa BigNoOBIgHOCTI abo
npepony BWUTyYEHHS cepTudikaTa
KOHLeHTpa BiANOBIAHOCTI EBpPONENCHKIi
Ty, hapmakonei: ana Adl; gns
*Ck/n1ao BUXIAHOIO
Xosiekasby, marepiany/peareHTy/npomikHOro
uchepony NPOAYKTY, L0 BUKOPNCTOBYOTLCA
KOHYeHmp y BUPO6GHULTBI ADI; ans
amy: [OMOMDKHOT PEYOBUHM
Xosnekasnby (cepTudpikaT BigNOBIZHOCTI
ughbepon, €Bponeiickkili hapmakonei) -
DL-a- OHoBneHnin cepTuddikaT Bif yxe
mokogpep 3aTBEPAXEHOr0 BUPOBGHUKA-
on, MofaHHA OHOBNEHOrO
mpuaniye ceptucpikaTa BiANOBIAHOCTI
pudu €Bponelicbkoi dhapmakonei Ne
cepedHbo2 CEP 2015-199-Rev 01 gnsa
o Cholecalciferol concentrate
NlaHyroza, (powder form) Big 3aTBEpAKEHOTO
KpoxmaJib BMpo6HUKa DSM Nutritional

KYKypyo3s

Products Ltd., Switzerland
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
Hul (3atBepaxeHo: R1-CEP 2015-199-
MoOuchiko Rev 00; 3anponoHosaHo: CEP
BaHud, 2015-199-Rev 01). 3miHa Ha3Bun
caxaposa, BMpo6HMKa APl Ha DSM
Hampito Nutritional Products AG,
ackopbam, Switzerland. 3minu | TURY - 3MiHK 3
KpEMHIt0 AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
diokcud 3MiHW Y BUPOBHULTBI. 3MiHa
KO/10i0HUU po3mipy cepii (BkIOUaUn
6e3800HU Aiana3oH po3Mipy cepii) roToBoro
u nikapcbKoro 3acoby (3MeHLLIEeHHS
00 10 pasiB) - 3MEHLUEHHs
BMPOGHMLITBA rPaHy/IbOBAHOTO
KauibLito 3 780 Kr oo 776 kr
128. | KAMICTAO® - - nigokainy A01AD1 | renb;no10rB CTALA Himeuun Brpo6HuuTBO Ta Himeu BHECEHHS 3MiH O peecTpaLiiHnX 6e3 UA/6590/01/01
FENb H rigpoxnop | 1 Ty6i; no 1 Ty6i B | ApuHaimiT Ha BWMYCK Cepii: YymHa marepianis: 3miHu | Tuny - 3miHu 3 peyenma
nay KapTOHHIl Tenb Al CTALA AKOCTi. A®l. BUpo6HULTBO. 3MiHA
MOHorigpa Kopoo6Li ApuHalimitTTens BMPOGHMKA BUXIAHOrO/NPOMIKHOTO
T, Al npoaykTy/peareHTy, LWo
eKCTpakT BUKOPVCTOBYIOTHCS Y
KBITiB BUpPO6GHMYOMY npoueci AdDl, abo
pomaLlku 3MiHa BMPOGHMKa (BK/OYatouu, ae
(Matricaria Heob6XiAHO, Micue NpoBeAeHHs
recutita L.) KOHTPOsIH0 siKOCTi) AdI (3a

BiACYTHOCTI cepTudikara
BiANOBiAHOCTI EBpONeiiChKiit
thapmakonei y 3aTBepKeHOMyY
[0Cbe)(iHWi 3MiHK) - lofaBaHHsA
nocravasibHMKa poCINHHOT
CMPOBUHM (KBITIB POMALLIKW), LLIO
BUKOPVCTOBYETHCSA Y BUPOOHULITBI
aKTUBHOT PEUYOBUHMN - EKCTPaKTy
KBIiTiB pomaLuku Martin Bauer
GmbH & Co. KG, Germany. 3MiHu
| TMny - 3MiHK 3 AKoCTi. ADI.
Brpo6HMLTBO. 3MiHa BUPOGHUKA
BMWXifHOro/MpoMiXXHOro
NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYHOTLCS Y
BMPOGHMYOMY npoLieci Adl, abo
3MiHa BMPOOHUKa (BK/IlOYakoun, ae
HeobXxigHO, MicLe NpoBeAEeHHS
KOHTposto sikocTi) AdI (3a
BiiCYTHOCTI cepTudikaTta
BiANOBIAHOCTI €BpONeNChKii
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
thapmakonei y 3aTBepKeHOMY
[ocbe)(iHWi 3MiHK) - JlogaBaHHSA
BUNPOBYBa/IbHOro MaijaHumka
[ON151 KOHTPOSIHO IKOCTi POCIVHHOT
CMPOBWHM (KBITIB pOMAaLLIKK), L0
BVIKOPVCTOBYETLCS Y BUPOBHULTBI
aKTUBHOT PEYOBUHN - EKCTPaKTy
KBiTiB pomaLukm Gehrlicher
Pharmazeutische Extrakte GmbH,
Germany.
129. | KAPBOM/IATUH carbopla | kap6onnat | LO1XAO KOHUeHTpaT ans Akkopa Monbwa Bupo6HULITBO IHais/ BHECEHHS 3MiH 10 peecTpaLiiiHnx 3a UA/13716/01/01
AKKOPJ, tin WH 2 PO3UmnHYy Ana Xerckea TOTOBOTO Typeu MaTepianis: 3miHu | Tuny - 3MiHK peyenmom
iHcpysin, 10 Moncka JiKapceKoro 3acoby, | u4uHa/ woao 6e3nekn/edpekTNBHOCTI Ta
mr/mn no 5 mn, Cn. 3.0.0. MepBUHHE Ta ManbT | hapmakoHarnsgy. BeegeHHss abo
abo no 15 mn, BTOPHHHE a/ 3MiHM [0 y3ara/ibHEHNX JaHuX Npo
a6o no 45 mn, raKyBaHHs, Yropuy, cucTemy chapmakoHarnsgy
abo no 60 mny KOHTPOJIb STKOCTi nHa/ (BBEAEHHSA y3ara/ibHEHUX AaHnX
dnakoHi; no 1 cepii: IHTac Monb npo cuctemy hapmakoHarniagy,
chnakoHy B dapMackIoTiKa3 wa 3MiHa yNoBHOBaXeHOI 0cobw,
KapTOHHIl Jlimiten, IHpis; BiANOBIAA/ILHOI 32 34iiCHEHHS
Kopoo6Li BropunHe hapmakoHarnsgy; KOHTakTHoT

TIaKyBaHHS: AKKOp/[,
Xenckea JlimiTes,
Benuka bpuranis;

Bupo6HULITBO
rOTOBOTO

JiKapchKoro 3acofy,

NepBUHHE Ta
BTOpHHHE
aKyBaHHS,
KOHTPOJIb SIKOCTi
cepii
(anbTepHaTUBHUN
BUPOOHUK): IHTaC
®dapmacbioTikans
Jlimiten, Ingis;
BUPOGHULITBO
rOTOBOTO

JiKapchKoro 3acoby,

NepBUHHE Ta
BTOpHHHE
nakyBaHHs: OHKO
Inak Canaii Be
Timxaper A.C.,
TypeyunHa;

ocobu 3 chapmakoHarnsgy
3asBHUKA 419 3AiICHEHHSA
thapmakoHarnagy B YkpaiHi, SKLL0
BOHa BiJMiHHa Bif, yNTOBHOBaXeHOT
ocobw, BignoBiganbHOI 3a
3[iicHeHHs hapmakoHarnagy
(BK/THOYAOUM KOHTaKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-gaiina cuctemm
thapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0COOU 3aABHUKA,
BiANOBIA&/IbHOI 3a
thapmakoHarnsag.

[itova pepakuisn: Apnetta
BepuHcbka / Arletta Werynska.
MponoHoBaHa pepakuis: Arata

leiiceBuu / Agata Gesiewicz.
3MiHa KOHTaKTHUX AaHnX
YMOBHOB&XeHOT 0cobw,
BignoBiganbHOI 3a
hapmMakoHarnsag.
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
BTOpUHHE
nakyBaHHsI AKKOPZ,
Xenckea CiHrn
Membep C.A,
I'periist; KOHTpO/b
SIKOCTI cepii:
Axkxkopz Xesckea
Cinrn Mem6ep C.A,
I'pewjisi; KOHTPOJIb
SIKOCTI cepii:
dapmagokc
Xenckea JITz.,
Marbra;
®dapmasanig JITa.
Mikpobiosoriuna
naboparopis,
YropuuHa;
Bignosiganeauii 3a
BUITYCK cepil:
Axkxopp, Xenckea
IMoncka Cm. 3 0.0.
Cknag Imroprepa,
[Tosbia
130. | KAPAOHAT - Kobamamig | A11JC kancynu no 20 CninbHe YkpaiHa CninbHe YKpaiH | BHECeHHs 3MiH J0 peecTpauiiHnx 6e3 UA/6386/01/01
(anbeHkoc abo 30 kancyny | ykpaiHCbk YKpaiHCbKO- a marepianis: 3miHu | Tuny - 3miHu 3 peyenma
na, KOHTeliHepi; no 1 o- icnaHcbke [aKocTi. CepTudpikat
KothepmeH KOHTeliHepy B icnaHcbke niANPMEMCTBO BignosigHocTi/lE-cepTudikar
T B12), nauuj 3 KapToHy nignpvemc "Cnepko YkpaiHa" BiANOBIAHOCTI EBpONEiChKii
KOKap6OoKC TBO (NOBHMIA LWKN thapmakonei/MmoHorpadii.
nnasa "Cnepko BMPOOHMLTBA, MogaHHs HOBOrO ab0 OHOBIEHOTO
(xnopwua) YkpaiHa" BWMYCK Cepii; cepTudikaTa BigNoOBIgHOCTI abo
(kohbepme KOHTPO/b SIKOCTI) BWUTyYEHHS cepTudikaTa
HT B1), BiANOBIAHOCTI EBPONENCHKI
nipugokca hapmakonei: ana Adl; gns
n-5- BUXIAHOIO
hocdar marepiany/peareHTy/npomikHOro
(kochbepme NPOAYKTY, L0 BUKOPNCTOBYOTLCA
HT B6); y BUPO6GHULTBI ADI; ans
KapHITUHY [OMOMDKHOT PEYOBUHN
xnopvg, (cepTudpikaT BigNOBIZHOCTI
Ni3nHYy €Bponeiickkili hapmakonei) -
rigpoxnop OHoBneHnin cepTuddikaT Bif yxe
na 3aTBEPAKEHOr0 BUPOBHMKA -

nojaHHA OHOBMEHOro cepTudikarty
BiANOBIAHOCTI €BpONeNChKii
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
thapmakonei Ne CEP 2003-057 -
Rev 06 Big, BXe 3aTBepIKEHOro
BMPOGHMKa cybcTaHuii JTisnHy
rigpoxnopug EVONIK REXIM
S.A.S., ®paHuin (3aTBEpPOKEHO:
R1-CEP 2003-057 - Rev 05;
3anponoHosaHo: CEP 2003-057 -
Rev 06).
131. | KA®DETIH® Paracet | napaueta | NO2BE5 | Ta6netku no 10 AJNIKANOI | Pecny6n ANKANOIL AL Pecny | BHECEHHs 3MiH [0 peecTpaujiiiH1xX 3a UA/0742/01/01
amol, Morn, 1 Tabnetoky o AL ika Ckon'e 6nika | martepianis: 3miHu | TUNY - 3MiHU 3 |  peyenmom
combina | nponideH cTpuni; no 1 Ckon’e MiBHiYHA MiBHiY faKocTi. CepTudpikat
tions as30H, cTpuny y Makefo Ha BignosigHocTi/IE-cepTudikar
excl. KodpeiH, KapTOHHIl Hist Maken BiANOBIAHOCTI EBpONENiChKii
psychole | kogeiH (y Kopobui; no 6 OHifA thapmakonei/MmoHorpadii.
ptics hopmi Tabnetoky MopgaHHA HoBOro abo OHOB/IEHOTO
Kopeiny cTpuni; no 1 abo cepTudikaTa BigNoOBIgHOCTI abo
hocchaty no 2 ctpunu y BWUTyYEHHS cepTudikaTa
Cecksirigp KapTOHHIi BiANOBIAHOCTI EBpPONENCHKIi
aty KopooLi hapmakonei: ana Adl; ans

BUXIAHOIO
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 BUKOPNCTOBYOTLCA

y BUPO6GHULTBI ADI; ans
[0MOMDKHOT PEYOBUHN
(cepTudpikaT BigNOBIZHOCTI
€Bponeiickkili hapmakonei) -
OHoBeHnin cepTuddikaT Bif yxe
3aTBEPAKEHOI0 BUPOBHMKA -
nogaHHAa oHosneHoro CEP 2000-
124-Rev 11 ans 3aTBEpL)KEHOr0
BMPOGHMKa Ait040i peyoBMHU
«napaueTtamosn» - ANQIU LU'AN
PHARMACEUTICAL CO., LTD.,
KuTaii (6yno 3atBepgxeHo R1-
CEP 2000-124-Rev 10). 3miHu |
Tmny - 3MiHK 3 akocTi. CepTudikaT
BignoBigHocTi/IE-cepTudikart
BiANOBIAHOCTI EBpONeiiChKiit
thapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOrO
cepTudikarta BignoBigHOCTI abo
BW/yYEHHS cepTudikara
BiANOBIAHOCTI EBpONeNiChKii
thapmakonei: ana A®l; ans

BVXifHOTO
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
mMarepiany/peareHTy/npomMibkHOro
NPOAYKTY, L0 BUKOPMUCTOBYOTLCA
y BMPO6GHULTBI ADI; ans
[0MOMDKHOT PEYOBUHMN
(cepTuchikat BignoBigHOCTI
€Bponeiicbkiii hapmakonei) -
OHoBeHWii cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOBHMKA -
nogaHHsa oHosneHoro CEP 2000-
124-Rev 12 pna 3aTBepayKeHoro
BMPOOHUKA Ait040T peqyoBUHA
«napaueTtamosn» - ANQIU LU'AN
PHARMACEUTICAL CO., LTD.,
Kntaii.
132. | KETOHAN® AYO | ketoprof | ketonpodp | MO1AEO | kancynm 3 CaHpos CnoseHi BMPOGHULITBO in CnoBe | BHECEHHs 3MiH 0 peecTpaLinHux 3a UA/8325/03/02
en eH 3 MoZAmnpikoBaHUM dapmach A bulk, nepeunHHe Ta Hist matepianis: 3miHu | Tuny - 3mMiHM 3 | peyenmom
BUBI/IbHEHHSM loTikan3 BTOPVHHE [aKocTi. CepTudpikat
TBepai no 150 a.a. nakyBaHHs, BignosigHocTi/lE-cepTudikar
mr, no 10 kancyn KOHTpO/b cepii BiANOBIAHOCTI EBpONeiChKii
y 6nicTepi; no 2 (okpim hapmakonei/moHorpadii. 3miHu,

6nictepu B
KapTOHHIl
Kopo6bui

MiKpO6i0/I0rivHOr0)

Hosapric
dapmacbioTikan
MaHythakTypuHr
NNC, CnoseHis;
KOHTPO/b cepii

(mikpobionorivHwmi
KOHTPO/Ib), BUMYCK
cepii:

Nex
dPapmaueBTMYHa
KOMMaHis 4.4.,
CnoseHis;
nepBuHHE i
BTOPWHHE
nakyBaHHS, BUNYCK
cepii: lek
PapmaueBTMYHA
KoMnaHis 4.4.,
CnoseHis

noB'si3aHi 3 HEOOXIiAHICTIO
npuBeAeHHs y BiANOBIAHICTb A0
MoHorpadii AdPY abo
€Bponeiicbkoi hapmakonei, abo
iHLIOI HaujoHanbHOT chapmakonel
nepxasu €C (3miHa y
cneuudikauisix, nos'asaHa 3i
3MiHamu B dY, abo
€Bponelicbkiit hapmakonei, abo
iHLIN HauioHanbHIn dhapmakonei
nepxasu €C) npuBeaeHHs
cneungikaLjii/meTosiB KOHTPOSO
ONA 4il4oi pevoBUHN
KeTonpodeH, Lo CTOCYETbCA
BUPOBHMKA NiKapCbKOro 3acoby, y
BiANOBIAHICTb 40 BMMOT
MoHorpadii EP 3a NoKasHNKOM
«CynposigHi JOMILLKM». 3MiHM |
Tmny - 3MiHK 3 aKkocTi. CepTudikaT
BignoBigHocTi/E-cepTudikart
BiANOBIAHOCTI EBpONeiiChKiit
thapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOrO
cepTudikarta BignoBigHOCTI abo
BW/YYEHHS cepTudikara
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

BiANOBIAHOCTI EBPONECHKIi
thapmakonei: ana A®l; ans
BUXifHOTO
mMarepiany/peareHTy/npomMikHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BMPOGHULTBI ADI; ans
[0MOMDKHOT PEYOBUHMN
(cepTuchikat BignoBigHOCTI
€Bponeiicbkiii hapmakonei) -
OHoBeHWiA cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHMKA -
nofaHHs OHOBJIEHOro cepTudikarty
BiANOBIAHOCTI €BpONecbKol
thapmakonei Ne CEP 2003-136-
Rev 08 ans gjto4oi pevyosuHm
KeTonpodieH Bif 3aTBEPAKEHOTO
BUpo6HUuKa ZHEJIANG JIUZHOU
PHARMACEUTICAL CO., LTD. Sk
Hacnigok BBEAEHHST A0AATKOBOI
BMPOGHUWYOI AinbHULi Zhejiang
Jiuzhou Pharmaceutical Sci-Tech
Co., Ltd, China. 3aTBepaxeHo:
R1-CEP 2003-136-Rev 07
3anponoHosaHo: CEP 2003-136-
Rev 08. 3MiHn | Tuny - 3MiHn 3
AaKocTi. CepTudpikat
BignosigHocTi/IE-cepTudikart
BiANOBIAHOCTI EBpPONECHKI
thapmakonei/MoHorpadii.
MofaHHsA HoBOro abo OHOB/IEHOTO
cepTudikaTa BigNoOBIAHOCTI abo
BWUTyYEHHS cepTudikaTa
BiNOBIAHOCTI €Bponelickkilt
hapmakonei: ana Adl; gns
BUXIQHOIO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPNCTOBYOTLCA
y BUpOGHMLTBI ADI; Ans
[OMOMDKHOT pEYOBUHM
(cepTudpikaT BigNOBIZHOCTI
€Bponeiicbkili hapmakonei) -
OHoBNEeHWiA cepTudikar Big yxe
3aTBEPAKEHOI0 BUPOBHMKA -
nofaHHA OHOBMIEHOTO cepTudikary

BiJNOBIAHOCTI €Bponelichkil
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

thapmakonei R1-CEP 2007-167-
Rev 02 ansa gitoyoi pevoBuHu
KeTonpodieH Bif, 3aTBEPAKEHOr0
BMpo6HMKa BEC Chemicals
Private Limited, India.
3arsepmxeHo: R1-CEP 2007-167-
Rev 01 3anponoHosaHo: R1-CEP
2007-167-Rev 02

133.

KNOCTUNBETIT®

clomifen
e

KnomicpeH
y uutpar

G03GBO0
2

Tabnetkn no 50
mr; no 10
Tabnetok y
dnakoHi; no 1
chnakoHy B
KapTOHHIl
ynakoBLi

3AT
dapmateB
TUYHWIA
3aB0[,
ErFIC

YropLum
Ha

3AT
dapmaueBTUYHNI
3aBog ElC

Yropuy,
nHa

BHECEHHS 3MiH 0 peecTpaLiiHnX
Marepianis: 3mMiHu | Tuny - 3miHn
wopo 6e3sneku/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHNX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI 0cobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, SKLio
BOHa BiZJMiHHA Bif, YNOBHOBaXEHOT
ocobwu, BiAnoBigasIbHOI 3a
3[jicHeHHs hapMakoHarnsay
(BK/KOHAOYM KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-aiina cucremu
thapmakoHarnagy) - 3miHa
KOHTaKTHOI 0CO6U 3asBHUKA,
BignoBiga/IbHOI 3a
hapmakoHarnag B Ykpaini. [irova
pepakuis: EiMkiH AHAPIR
leopriioBuy. NponoHoBaHa
pefakuisn: bpatalwosa IpuHa
MwukonaiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobu,
BignoBiganbHOI 3a
hapmakoHarnsg B Ykpaii.

3a
peyerimom

UA/4600/01/01

134.

KOHBEPIYM

irbesarta
n

IpbecapTa
H

C09CA0
4

Tabnetkn no 150
mr; rno 10
Tabnetok y
6nictepi; no 3
a6o 10
6nicTepis B

Mepokemi
Nimiten

Kinp

BMPOGHULITBO 3a
NOBHUM LIK/TOM:
Megokewmi Jlimite,
Kinp;
BUPOBHULTBO,
nepBuHHE

Kinp/
B’eTHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
martepianis: 3miHu | Tuny -
AfMiHICTpaTMBHI 3MiHN. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
3as1BHUKaA (BNnacHuka
peecTpaLinHOro Noceig4yeHHs)

3a
peyenmom

UA/12201/01/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
KapTOHHIi nakyBaHHs, 3MiHa Ha3BM Ta agpecu 3asiBHUKA
ynakoBLi BTOPVHHE (BnacHvika peecTpauiiiHoro
nakyBaHHs: nocsigyeHHs). Npoekt MKA
Megokemi (Pa IcT) (Bepcis eCTD 0006)
N14., B'eTHam
135. | KOHBEPIYM irbesarta | Ip6ecapta | CO9CAO | Ttabnetku no 300 | Megokemi Kinp BMPOBHMLTBO 3a Kinp/ BHECEHHS 3MiH A0 pPeecTpaLiiHNX 3a UA/12201/01/02
n H 4 mr; no 10 Nimiteq MOBHVM LMK/IOM: B’eTHa marepianis: 3miHu | Tuny - peyenmom
Tabnetok y Megpokewmi Nimites, M AAMiHICTpaTVBHI 3MiHW. 3MiHa
6nicTepi; no 3 Kinp; HalilmeHyBaHHs Ta/abo agpecu
a6o 10 BMPOGHMLITBO, 3anBHMKa (BNacHvka
6nictepis B nepBuHHE peecTpaLiiHOro NoCBigYEHHS)
KapTOHHIi nakyBaHHs, 3MiHa Ha3BW Ta agpecu 3asiBHNKA
yMakoBLi BTOpPUHHE (BnacHvika peecTpauiiHoro
nakyBaHHs: noceifyeHHs). MpoekT MKA
Megokemi (Pa lcT) (Bepcia eCTD 0006)
N114., B'eTHam
136. | KOPBA/TANH® - eTunosuii NO5CBO | Kkpanni opasibHi AT YkpaiHa AT "®apmak” YKpaiH | BHECEHHs 3MiH [0 peecTpauiiHnX no 25 mn - UA/2553/01/01
edip a- 2 no25vmny "®apmak” a marepianis: 3miHu | Tuny - 3miHu 3 6e3
6pomizoBa chnakoHi; no 1 AKOCTi. A®I. KoHTposb A®I. 3miHa peyenma;
nepiaHoBO donakoHy B y napameTpax cneuudikadii no 50 mn —
T Kucnotu, nadui; no 50 mn Ta/abo JonyCcTUMNX MEX, 3a
heHobapb y thnakoHi; no 1 BU3HAYeHNX y crneyndikauisx Ha peyenmom
iTan, M'atu donakoHy B A®I, ab60 BUXigHWIA/NPOMIKHWIA
onisl, onis nau,. npoayKT/peareHT, Wwo
XMento BMKOPVCTOBYIOTbCS Y NpoLeci

BMpo6HULUTBa AP (iHLLI 3MiHK) -
BHECEHHS 3MiHM A0 cneuudikawii
BXiZiHOTO KOHTPO/IIO ANA Aoyl
peyoBuHM PeHobapbiTan
BUpo6HMKIB «ALKALOIDA
Chemical Company Zrt.»,
YropwmHa Ta «Harman Finochem
Limited», IHAis 3a nokasHWKOM
«MikpobiosoriyHa uncToTa» y
3B'AI3KY i3 BUTYYEHHAM NPUMITKM
CTOCOBHO NePiogNYHOCTI
KOHTPOJI0 *MiKpO6ioIorivHwiA
KOHTPONb NPOBOAATL BMOIPKOBO:
nepLuy Ta KOXHy M'ATy HacTynHy
cepii» ANa BNPOBaKeHHs
PYTUHHOIO KOHTPO/0. 3MiHu | TNy
- 3miHu 3 aKocTi. APl. KoHTposb
A®I. 3miHa y napameTpax
cneundikauii Ta/abo AonycTUMMX
MeX, BU3HAYEHUX Y cneumdikauisx
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

Ha A®l, abo BMXigHWA/NPOMDKHWIA
NpoAyKT/pearexT, Wwo
BVKOPWCTOBYIOTHCSA Y NPOLECI
BMPOGHMLUTBA ADI (iHLLI 3MiHK) -
BHECEHHS 3MiHM [0 cneumndikawi
Ta MeTOAiB BXiiHOTO KOHTPOSIO
ONs 4il4oi pevoBUHN
deHobapbiTan BUPOGHUKIB
«ALKALOIDA Chemical Company
Zrt.», YropuwmHa ta «Harman
Finochem Limited», IHais,
30Kpema BUyYEHO MOKa3HMK
«PO3UMHHICTb», Tak SK faHui
NoKasHUK Ma€e pekoMeHaauiiHni
XapakTep, Ta He € 060B’SI3KOBUM.
3MmiHu | TMNY - 3MiHK 3 AKocTi. API.
KoHTponb A®L. 3MiHa y meTogax
BunpobysaHHA APl abo BuXigHOro
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBepKeHNX MmeTodax
BUNPOBYBaHHS) - BUyYEHO
NOCWNAHHSA Ha AKICTb CTaHAaPTHUX
3paskiB B MeTogax BXiAHOro
KOHTPOIO A5 4jH040T pevyoBrHN
deHobap6iTas BUPOGHMKIB
«ALKALOIDA Chemical Company
Zrt.», YropumHa ta «<Harman
Finochem Limited», IHgia ans
nokasHuka «lgeHtudikauis».
IHchopmaLis LWoao AKocTi
CTaHAapTHYX 3pas3kis, WO
BUKOPVCTOBYIOTLCS NP
BMNPOGYBaHHI HaBeAeHa B po3aini
3.2.S.5 CtaHgapTHi 3pasku abo
npenaparty peecTpawiiiHoro AOCbeE.
[lonoBHeHO nocunaHHa Ha EP.
3MmiHu | TMNY - 3MiHK 3 AKocTi. API.
KoHTponb A®l. 3MiHa y meTogax
BunpobysaHHA APl abo BuXigHOrO
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, Lo
BMKOPWCTOBYETLCS Y NPOLIECI
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBepKeHnX MmeTodax
BMNPOGYBAaHHS) - BHECEHHSA 3MiHN
[0 MEeTOZiB BXi4HOI0 KOHTPOJIO
0N Ajo40T peyoBrHU
deHobapbiTan BUPOGHMKIB
«ALKALOIDA Chemical Company
Zrt.», YropuwmHa Ta «Harman
Finochem Limited», IHgjsa 3a
nokasHukamu «po3opicTb
PO34KHY», «KO/IbOPOBICTb
po3unHy», «BTpaTa B Maci npu
BUCYLLYBaHHi», «CynbgaTtHa
30/M1a» - [JONOBHEHO MOCU/IAaHHAM
Ha €®. 3MiHu | TUNY - 3MiHN 3
akocTi. A®l. KoHTposnb A®L. 3miHa
y meTogax sunpobysaHHsA APl abo
BUXiAHOro Marepiany/npomiKHOro
npoAayKTy/pearenTy, Wo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHU
y 3aTBepKeHNX MmeTodax
BMNPOGYBaHHS) - BHECEHHS 3MiHU
[0 METOAiB BXiHOIO KOHTPOSO
ONs 4il4oi pevoBUHN
deHobapbiTan BUPOGHUKIB
«ALKALOIDA Chemical Company
Zrt.», YropuwmHa ta «Harman
Finochem Limited», IHgia 3a
nokasHukom «CynpoBigHi
[JOMILLKM» - BUTYYEHO NOCWU/IaHHSA
Ha AKICTb CTaHA4APTHUX 3PaskiB.
IHchopmaLis LWoao AKocTi
CTaHAapTHYX 3pas3kis, WO
BUKOPVCTOBYIOTLCS NP
BMNPOGYBaHHI HaBeAeHa B po3aini
3.2.S.5 CtaHgapTHi 3pasku abo
npenaparty peecTpawiiiHoro AOCbeE.
3MiHn | TUNY - 3MiHKW 3 AKocTi. API.
KoHTponb A®l. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOro
mMaTtepiany/npombKHOro
npoAayKTy/pearenTy, Wo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPO6HMLUTBA AP (iHLWI 3MiHX Y
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

mMeTogax BunpobyBaHHs
(BKNtOYAKOUM 3aMiHy abo
[OMNoOBHEHHA) AD| abo
BMWXifHOro/MpOMKHOro NPoAyKTy) -
BHECEHHS 3MiHN 0 MeTo/iB
BXiiHOr0 KOHTPO/IIO AN Aitoyol
peyoBuHM GeHobapbiTan
BMPOGHUKIB «ALKALOIDA
Chemical Company Zrt.»,
YropuwuHa Ta «Harman Finochem
Limited», IHAia 3a Nnoka3HUKOM
«3a/IMLLKOBI KifIbKOCTI OpraHiyHnx
PO3YMHHVIKIB», AOAAHO NOCUIaHHS
Ha €P®. 3MiHK | TUNY - 3MiHK 3
akocTi. A®l. KoHTposnb A®L. 3miHa
y MeTogax BunpobysaHHA A®| abo
BMXIZHOro MaTepiany/npomiKHOro
npoAaykTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA ADI (iHLWi 3MiHU Y
mMeToAax BUNpobyBaHHSA
(BkntovaroUM 3amiHy abo
[0NoBHeHHs) A®| abo
BWXiHOro/NPOMKHOrO NPoAyKTy) -
BHECEHHS 3MiHM [0 MeToAiB
BXiiHOrO KOHTPO/II0 AN Aitoyol
pevoBuHn PeHobapbiTan
BMPOG6HUKIB «ALKALOIDA
Chemical Company Zrt.»,
YropwmHa Ta «Harman Finochem
Limited», IHgis 3a NOKa3HMKOM
«KinbkicHe BU3HAYEHHS» -
npvBeLEHO Y BiANOBIAHICTb [0
BMMOT MOHorpadii EP 3
[,04aBaHHAM NocUIaHHA Ha €,
BUy4EHO DOPMYSTY PO3PaxyHKy.
3MmiHu | TMNY - 3MiHK 3 AKocTi. API.
KoHTponb A®I (iHLWi 3MiHK) -
BHECEHHS 3MiHW [0 METO/iB
BXiIHOr0 KOHTPO/IIO A418 Aitoyoi
peyoBuHM PeHobapbiTan
BUpPO6HMKIB «<ALKALOIDA
Chemical Company Zrt.»,
YropwmHa Ta «Harman Finochem
Limited», |HAis 32 NOKa3HWMKOM
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
«MikpobionoriyHa uncrora -
BWJTy4YE€HHA NOBHOTO onucy
NPOBELEHHA METOLMNKY;
[LONOBHEHHST BiANOBIAHUM
NoCUNaHHAM Ha fjlovy pefakLito
APY, €9 2.6.12, 2.6.13, 5.1.4.
137. | KOPBANON® Barbitur | eTunoswii NO5CBO | kpanni opasbHi, AT Ykpaina AT "dapmak” YkpaiH | BHECeHHs 3MiH J0 peecTpauiiiHux | 25 ma— 6e3 UA/2554/01/01
ates in edip a- 2 no 25 a6o no 50 "®Papmak” a mMartepianis: 3miHu | TUNy - 3MiHK 3 peuyenma;
combina | 6pomisoBa My doakoHi 3 akocTi. A®l. KoHTposnb AdL. 3miHa 50 mn1 - 3a
tion with | nepiaHoBo npo6koto- y napameTpax cneumdikauii peyenmom
other T knenotu, KpanenbHULEL; Ta/abo AOoNyCTUMUX MEX,
drugs deHobapb no 1 cpnakoHy B BM3HAYeHNX y cneyndikauisx Ha
iTan, M'aTun nauuj 3 KapToHy A®I, ab0 BMXigHWIA/NPOMDKHWIA
onis npoayKT/peareHT, Wo

BVIKOPVCTOBYIOTbCA Y NPOLECI
BMPO6HMLUTBA ADI (iHLWI 3MiHK)
BHECEHHS 3MiHM [0 cneumadikawi
BXiiHOrO KOHTPO/IIO AN Aitoyoi
peyoBuHM ®eHobapbiTan
BMPOGHUKIB «ALKALOIDA
Chemical Company Zrt.»,
YropuwuHa Ta «Harman Finochem
Limited», IHAia 3a NoOKa3HUKOM
«MikpobionoriyHa uncrora» y
3B'A3KY i3 BUTyYEHHAM NPUMITKU
CTOCOBHO NepiognNYHOCTI
KOHTPO/I0 *MiKpObionorivHuia
KOHTPO/b NPOBOAATL BUOGIPKOBO:
nepLuy Ta KoXHY N'ATY HacTynHy
cepii» 415 BNPOBa)KEHHS
PYTVHHOTO KOHTPO/I0. 3MiHu | Tuny
- 3MiHu 3 AkocTi. API. KoHTposib
A®l. 3miHa y napameTpax
cneundikauin Ta/abo AonycTUMmX
MeX, BU3HaYeHuX y cneumdikauisax
Ha A®l, abo BMXigHWA/NPOMDKHWUIA
npoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTbCS Y NpoLeci
BMPO6HULTBA AP (iHLLI 3MiHN)
BHECEHHS 3MiHV A0 cneuudikauii
Ta METO/AiB BXiIHOTO KOHTPOSIO
ONA 4il4oi pevoBUHN
deHobap6iTan BUPOGHMKIB
«ALKALOIDA Chemical Company
Zrt.», YropwmHa ta «<Harman
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

Finochem Limited», IHais,
30KpEMa BUYyHEHO MOKa3HMK
«PO3UYMHHICTb», TaK K AaHWii

MoKa3HUK Ma€e pekoMeHaauiiHnii
XapakTep, Ta He € 060B’A3KOBUM.
3MiHn | TUnNY - 3MiHKW 3 AKocTi. API.
KoHTponb A®l. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOro
mMaTtepiany/npombKHOro
npoAayKTy/pearenty, Wo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHK

y 3aTBepKeHNX MmeTodax

BUMPOBYBaHHS) BUTyYEHO

nocuNaHHA Ha AKICTb CTaH4apTHUX
3paskiB B MeTo4ax BXigHOro

KOHTPOIO AN151 Ajt040T pevyoBUHA
deHobapbiTan BUPOGHUKIB

«ALKALOIDA Chemical Company
Zrt.», YropwuHa Ta «Harman
Finochem Limited», IHgis ans
nokasHuka «laeHTudikayis».

IHdhbopMaLisa Wwoao AKoCTi

CTaHAapTHUX 3paskis, LLIO

BUKOPVICTOBYIOTbCS MPW
BMNpOGYBaHHI HaBeAeHa B po3aini
3.2.S.5 CtaHfaapTHi 3pasku abo
npenaparty peecTpawiiiHoro AoCbeE.
[lonoBHeHO nocunaHHA Ha €EP.
3MiHn | TUNY - 3MiHKW 3 AKocTi. API.
KoHTponb A®l. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOro
mMaTtepiany/npombKHOro
npoAayKTy/pearenTy, Wo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHULTBA AD| (HE3HAYHI 3MiHK
y 3aTBepKeHNX MmeTodax
BMNPOOGYBaHHS) BHECEHHS 3MiHU
[0 METOAiB BXiHOIO KOHTPOSO
ONA 4il4oi pevoBUHN
deHobapbiTan BUPOGHUKIB
«ALKALOIDA Chemical Company
Zrt.», YropuwmHa ta «Harman
Finochem Limited», IHgia 3a
nokasHnkamu «lpo3opicTb
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

PO34KHY», «KO/bOPOBICTb
pO3unHy», «BTpaTa B Maci npu
BUCYLLYBaHHi», «CynbaTHa
30/1@» - [JONOBHEHO MOCU/IAHHAM
Ha €P®. 3MiHK | TUNY - 3MiHK 3
akocTi. A®l. KoHTposnb A®L. 3miHa
y MeTogax BunpobysaHHA A®| abo
BMXIZAHOro MaTepiany/npomiKHOro
nNpoayKTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLLECI
BUpOOHULUTBA AP| (HE3HAUHI 3MIHN
y 3aTBEPKEHUX MeToAax
BMMNPOGYBaHHS) BHECEHHS 3MiHN
[0 MeToZiB BXIAHOTO KOHTPO/IO
ONA Ail4oi pevoBUHN
deHobap6iTas BUPOGHMKIB
«ALKALOIDA Chemical Company
Zrt.», YropumHa ta «<Harman
Finochem Limited», IHgjsa 3a
NnokKasHUKoM «CynpoBigHi
[OMILLKM» - BUTYYEHO NMOCUMIaHHSA
Ha SKICTb CTaHAAPTHUX 3Pa3kKiB.
IHdhbopMaLisa Wwoao AKoCTi
CTaHAapTHUX 3paskis, LLIO
BUKOPVICTOBYIOTbCS MPW
BMNpOGYBaHHI HaBeAeHa B po3aini
3.2.S.5 CtaHfaapTHi 3pasku abo
npenaparty peecTpawiiiHoro AoCbeE.
3MiHY | TUNY - 3MiHKW 3 AKoCTi. AdL.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BuxigHOro
mMartepiany/npomiKHOro
npoAayKTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLLECI
BMPOGHMLTBA ADI (iHLWi 3MiHU Y
MeToAax BUNpobyBaHHSA
(BkntovarOUM 3aMiHy abo
[0NoBHeHHs)) A®| abo
BVXiZHOro/MpPOMKHOro NpoAyKTY)
BHECEHHS 3MiHM [0 MeToAiB
BXiiHOrO KOHTPOJIIO ANA Aitoyol
pevoBuHM ®eHobapbiTan
BMPOG6HUKIB «ALKALOIDA
Chemical Company Zrt.»,
YropwmHa Ta «<Harman Finochem
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

Limited», IHgis 3a NOKa3HMKOM
«3a/INLLKOBI KiNTbKOCTi OpraHivyHmnx
PO3YMHHWIKIB», AOAAHO NOCUNAHHS

Ha €E®. 3MiHn | TUNY - 3MiHN 3
AKOCTi. A®I. KoHTponb A®L. 3miHa
y MeTogax sunpobysaHHa APl abo
BUXiAHOrO Matepiany/npomiKHOro

npoAayKTy/peareHTy, Lo

BMKOPWCTOBYETLCS Y NPOLIECI

BMPOGHMLUTBA ADI (iHLWi 3MiHU Y

MeToAax BUNpobyBaHHs
(Bkntovaroun 3aminy abo
[0MnoBHeHHsA) AdD| abo
BUXiAHOrO/NPOMIXHOr0 NPOAYKTY)
BHECEHHS 3MiHW 0 MEeTOfiB

BXiZIHOr0 KOHTPO/IIO A418 Aitoyol

peyoBuHM PeHobapbiTan
BUpO6HMKIB «ALKALOIDA
Chemical Company Zrt.»,
YropwmHa Ta «Harman Finochem
Limited», IHAia 3a NOKa3HMKOM
«KinbKicCHe BU3HAUEHHS» -
npuBeAEeHO Y BIAMOBIAHICTb A0
BMMOr MOHorpadii EP 3
[,0[aBaHHAM NOCUIaHHA Ha €,
BUTy4eHO hopMy Ty PO3paxyHKY.
3MiHu | TUnNY - 3MiHKW 3 AKocTi. API.
KoHTponb A®I (iHwwi 3miHW)
BHECEHHS 3MiHM 0 MeTo/iB
BXiiHOr0 KOHTPO/IIO AN Aitoyol
peyoBuHN ®eHobapbiTan
BMPOGHUKIB «ALKALOIDA
Chemical Company Zrt.»,
YropuwuHa Ta «Harman Finochem
Limited», IHAia 3a Nnoka3HUKOM
«MikpobionoriyHa uncrora -
BWJTyYEHHS NOBHOTO Onucy
NPoBEefEHHA METOLMNKY;
[OMOBHEHHSA BifNOBIAHNM
NOCUaHHSM Ha fjlody pefakuito
oY, €9 2.6.12, 2.6.13,5.1.4.

138.

KOPBANON®

Barbitur
ates in

combina
tion with

eTunosui
edip a-

6pomizoBa
iepiaHoBO

NO5CBO
2

Kancysm mM'siki no
10 kancyny
6nictepi; no 1
a6ono 3

AT
"®apmak”

Ykpaina

AT "®apmak”

YkpaiH

BHECEHHS 3MiH 0 peecTpaLiiHnX

Marepianis: 3mMiHu | Tuny - 3miHK

wopo 6e3sneku/epekTMBHOCTI Ta
hapmakoHarnagy. 3miHa y

6e3
peyenma

He
nionse
ae

UA/2554/03/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH

Homep
peecmpayiliHo
20
nocsioYyeHHs1

other
drugs

T KMcnotu,
heHobapb
iTan, M'atun
onisi

6nictepu B nayuj
3 KApTOHY

KOPOTKili XapakTepucTu,i
nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMNYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo
JocnimkeHb 3 6e3neku
3aCcTOCyBaHHS NikapCcbKoro 3acoby
B nicnspeecTpauiiinii nepiog, abo
K pe3ynbTar OUiHKW 3BiTY 3
JocnigpkeHb, NpoBeAeHnX
BiANOBIAHO A0 MnaHy
negiatpnyHux gocnimxkers (PIP)
(3MiHyY Y3ro)keHO 3 KOMNETEHTHUM
YMOBHOB&XEHVM OpPraHoM) - 3MiHu
BHECEHO B IHCTPYKLi0 Ans
Me[MYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3ainy
"B3aemogis 3 iHWMMU NiKapCbKUMM
3acob6amu Ta iHLWi BUAK
B3aEMOAjit" BignoBigHo 40
OHOBJIEHOT iH(hopmaLii Wwoao
6e3nekn 3acTocyBaHHs fito4ol
PEYOoBMHM 3riHO 3 pekoMeHAaLlie
PRAC. BBefieHHS 3MiH NpoTArom 6
MiCALIB MiC/1A 3aTBEP)KEHHS

139.

KOPBANON®

Barbitur
ates in
combina
tion with
other
drugs

eTnnoBuii
edip a-
6pomizoBa
nepiaHoBO
T KMCNoTu,
deHobapb
iTan, M'atu
onisa

NO5CBO
2

Kpanni opaJsibHi,
no 25 a6o no 50
My dhakoHi 3
npo6koto-
KpanenbHULEL;
no 1 dnakoHy B
nauuj 3 KapToHy

AT
"®apmak”

YKpaiHa

AT "dapmak"

YKpaiH
a

BHECEHHS 3MiH 0 peecTpavLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK
oo 6e3nekn/ehpekTnBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuL,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPyKUii ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynspHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3acTOCyBaHHS Nikapcbkoro 3acoby
B nicnsipeecTpauiiinii nepiog, a6o
AIK pe3ynbTart OUiHK/ 3BTy 3
JocnifpKeHb, NPOBEAeHNX
Bi4NoBIAHO A0 NnaHy
negiaTpnyHux gocnigpkeno (PIP)

no 25 mn —
6e3
peyenma;
no 50 msa —
3a
peuyenmom

He
nionse
ae

UA/2554/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH

Homep
peecmpayiliHo
20
nocsioYyeHHs1

(3MiHy Y3ro[pkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) - 3miHu
BHECEHO B iHCTPYKLi0 AnA
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby [0 po3ainy
"B3aemogis 3 iHWVMU NikapcbKuMm
3aco6amu Ta iHWi BUan
B3aemogjit" BiaNoBigHO A0
OHOBJIEHOT iH(hopmaLii Wwoao
6e3nekn 3acTocyBaHHS Aitouol
PeyoBMHM 3rifHO 3 pekoMeHAaLien
PRAC. BBefieHHS! 3MiH NPOTAroMm
6-TV MiCALIB MiC/IA 3aTBEPAXEHHS.
3MiHu | TUNY - 3MiHK Woao0
6e3nekn/edeKkTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
3MiHM BHECEHO B IHCTPYKLit0 ANns
Me[MYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3ainy
"Mo6iuHI peakuii™ Wwo[o
noBifoMIEHb NPO NiA03pHoBaHi
no6iyHi peaxuii. BBefeHHS 3MiH
NPOTArom 6-Tv MicALiB nicns
3aTBEPMKEHHSA. 3MiHu | Tuny -
3MiHM Wwoao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
3MiHM BHECEHO [J0 TEKCTY
MapKyBaHHS MepBUHHOT Ta
BTOPWHHOT YNakoBOK NiKapCbKOro
3acoby. BBegeHHs 3MiH MpoTSArom
6-TW MiCALB Nic/1a 3aTBEPAKEHHS.

140.

NAHTYC®
CO/NIOCTAP®

insulin
glargine

iHCyniH
rnaprid

A10AEOQ
4

po34nH Ans
iH'ekujn, 100
oga./mn;

Ne 5:no 3 mny
KapTpuaxXi,
BMOHTOBaHOMY B
0fiHopa3oBy
Lunpmu-py4Ky
(6e3 ronok ans
iH eKuiii); no 5
LUMPULL-PYYOK Y
KapTOHHIl
Kopoo6ui

TOB
"CaHodi-
ABEHTIC
YkpaiHa"

YkpaiHa

CaHodi-ABeHTIC
[oiiunang MrmeX

Himey
ynHa

BHECEHHS 3MiH O peecTpaLiiHnX
marepianis: 3miHu | Tuny - 3miHu 3
sKocCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbKoro
3aco06y (iHwi 3MiHK). MogaHHsA
OHOBJ/IEHOrO NOBHOroO TekcTy MKHA
13 yKpaiHCbKOK MOBOIO,
BK/TIOHAI0UM nonepefHbL0
3aTBEPAKEHI 3MiHU

3a
peyenmom

UA/8106/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

141.

NEBOMIH® 30

levonorg
estrel
and
ethinyles
tradiol

eTuHinecT
pagion,
NleBOHoOpre
cTpen

GO3AAO

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKOI0, M0
0,03 mr/0,15 wr;
no 21 tabnetuyjiy
6nictepi; no 1
abo no 3, abo no
6 6nicTepiB y
KapTOHHii
Kopoo6Li

TOB
«MIBE
YKPAIHA»

YkpaiHa

mibe Mm6X
ApuHaiimitTTens

Himeu
ynHa

BHECEHHS 3MiH O peecTpavLiiiHnX
mMartepianis: 3miHu | TUNY - 3MiHK 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHN Y
npoueci BUPOGHULITBA FOTOBOIO
NiKapcbKoro 3acoby, BKIoYaoum
NPOMDKHWIA NPOAYKT, WO
3aCTOCOBYETLCHA NPY BUPOGHULITBI
rOTOBOrO /iKapCbKOro 3acoby (iHLwui
3MiHW) 36iNbLUEHHA MaKCUMaslbHO
[0MyCTUMOTO HYacy yTpUMaHHs
(hold time) cymiwi ans
TabnetyBaHHs A0 3 MicsALiB
(paHiwe — 30 gHiB). 3MiHu | TUNy -
3MiHK 3 SiKOCTi. FOTOBMIA
nikapcbknii 3aci6. 3MiHn y
BMPOOHULTBI. 3MiHK Y NpoLeci
BMPOGHMLITBA FOTOBOIO
nNikapcbKoro 3acoby, BKIOUaun
NPOMDKHWI NPOAYKT, L0
3aCTOCOBYETLCA MPU BUPOOHULITBI
rOTOBOrO JlikapCbKoro 3acoby (iHLwi
3MiHW) 36iNbLUEHHS MaKCUMaslbHO
[0MyCTUMOTO Yacy yTPUMaHHs
(hold time) ans sopa TabneTkn
(npomixxHWiA npoaykT) i3 30 gHIB A0
6 micauis. 3miHu | TMNy - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
3MiHW Y BUPOBHULTBI. 3MiHN Y
npoveci BUpOOHULITBA FOTOBOTO
nNikapcbKoro 3acoby, BKIoUaun
NPOMDKHWI NPOAYKT, L0
3aCTOCOBYETLCA MPU BUPOOHULITBI
rOTOBOrO JlikapCbKoro 3acoby (iHLwi
3MiHW) 36iNbLUEHHS MaKCUMaslbHO
[OMyCTUMOTO HYacy yTPUMaHHs
(hold time) bulk product film-
coated tablets i3 30 gHiB fo 3
MicsaUiB.

3a
peyenmom

UA/16583/01/01

142.

NEBO®ONIK

sodium
levofolin
ate

kucnota
nesodponi
HoBa
(neBochoni
HieBa)

VO3AF

pO34nH Ans
iH ekuili abo
iHcpysin, 50
mr/mn, o 1 mn,
4mMn,9mMny
donakoHi; no 1

Mepak
lesenblia
<1 chiop
KNiHiwe
Lneuianb
npenapar

Himeuun
Ha

BTOPUHHE
nakyBaHHs,
MapKyBaHHS,
KOHTpO/b Ta
BUWMYCK Cepiii:
Mepak

Himeu
YnHa/
Yecbk

Pecny
6nika

BHECEHHS 3MiH 0 peecTpavLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK
oo 6e3nekn/ehpekTnBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEeHWX AaHuX Npo
cuctemy cpapmakoHarnsgy

3a
peyenmom

UA/16366/01/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
ab6o 5 donakoHiB e M6X le3enbliadT drop (BBEAEHHS Y3araslbHEHUX AaHNX
3 PO3YMHOM Y KNiHiwe npo cuctemy chapmakoHarnagy,
KapTOHHii LWneujansnpenapa 3MiHa yNnoBHOBaXeHOIT 0cobw,
ynakoBLi Te M6X, BiANOBiAA/IbHOI 32 3AiCHEHHS
HimeuuunHa; thapmakoHarnagy; KOHTakTHoOl
BUPOBHMLTBO ocobu 3 hapmakoHarnsgy
roTOBOro 3as1BHMKA 419 34iCHEHHS
niKkapcbKoro thapmMakoHarnagy B YkpaiHi, AKLWO
3aco6y, NnepBuHHE BOHa BifMiHHA Bif, yNOBHOBaXeHOT
nakyBaHHs, ocobw, BignoBigabHOI 3a
MapKyBaHHS Ta 3AiicHeHHA hapmakoHarnagy
BTOPVHHE (BK/IIOYAKOYN KOHTaKTHI AaHi)
nakyBaHHs, Ta/abo 3MiHW y PO3MILLEHHI
KOHTpO/b macTep-aiina cuctemu
BMNPOBYBaHHA hapmakoHarnsgy) - 3miHa
cepii: 3ircppig KOHTaKTHOI 0COGU 3asiBHUKA,
[amensH MvbX, BignoBiganbHOI 3a
HimeuunHa,; thapmakoHarnag B Ykpaini. fitoua
BUPOOHNLITBO pepakuis: Aranos Bnagucnas
roToBOro Onerosuy. NMponoHoBaHa
nikapcbkoro pepakuis: lopoleHko AHHa
3aco6y, NepBuHHE IropiBHa. 3MiHa KOHTaKTHWX AaHUX
nakyBaHHS, KOHTaKTHOI 0C06U 3aABHUKA,
KOHTPO/b BigNoBigaIbHOI 3a
BMMPOGYBaHHSA thapmakoHarnsg B Ykpaii.
cepi:
OHkomep,
MeHbEKYEPIHT
a.c., Yecbka
Pecny6nika
143. | NEPKAMEH® Enalapril | nepkaHign | CO9BBO | TabneTtku, BKpUTI MeHapiHi Tokcem Pekopgaari ITanisa BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a UA/13568/01/01
AN® 10/10 and niHy 2 NiBKOBOIO IHTepHeLlo 6ypr IHpycTpia Kimika e mMartepianis: 3miHu | TUNy - 3MiHK 3 peuenmom
lercanidi | rigpoxnop 060/10HKOI0; NO Han dapmayeyTrka akocTi. A®l. Bupo6HMuUTBO. 3MiHa
pine na Ta 14 TabneTtoky Onepeii C.n.A. BMPOGHMKA BUXiAHOr0/MPOMIXKHOTO
eHananpu 6nictepi, no 2 OHC npoaykTy/peareHty, Lo
ny manear 6nictepu B Iokcemby BMKOPUCTOBYHOTbCS Y
KapTOHHIl pr C.A. BMPOGHMYOMY npoLieci Adl, abo
Kopo6bui 3MiHa BMPOOHUKa (BK/IlOYakoun, ae

HeobXxigHO, MicLe NpoBeAEHHS
KOHTposto sikocTi) AdI (3a
BiiCYTHOCTI cepTudikaTta

BiANOBIAHOCTI EBpPONENCHKI
thapmakonei y 3aTBepXeHOMY
[0CLE)(3MiHN [0 3ax0p4,iB,
noB'si3aHMX 3 koHTponem A®l, abo
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)

Hassa*

[0faBaHHs AinbHuLj, ge
npoBOANTLCA
KOHTPO/b/BUNPOBYBaHHA cepi)
[opaBaHHA AinbHUL
BignoBigasibHOT 3a quality control
retest of Active Substance
enalapril maleate LabAnalysis Life
Science S.r.l.Via Europa, 5 -
27041 Casanova Lonati (PV)ltaly.
3MmiHu | TMNY - 3MiHK 3 AKocTi. API.
Bypo6HMLUTBO (iHLLi 3MiHW)
[NlopasaHHA po3ginis
peecTpaujiHoro gocke 3.2.S.4-
Applicant Ta 3.2.S.5-Applicant ans
A®| eHananpuny maneaty. 3MiHu |
TUny - 3MiHK 3 aKocTi. AdI.
KoHTposnb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHUX Y
cneuugikauisx Ha A®l, abo
BUXIZAHNA/NPOMiXHWIA
npoAyKT/pearexT, wo
BMKOPVCTOBYIOTbCS Y NpoLeci
BMPOGHMLTBA AD| (4ONOBHEHHSA
cneundikauii HOBUM NMOKa3HUKOM
AKOCTI Ta Bi4NOBIgHUM MeTO0M
BMNPo6yBaHHSA) [l0NOBHEHHS
cneundikauii/meToais
BUNPOBYBaHHSA NOKA3HUKOM
“Particle size” Ha A®I| Enalapril
maleate Bupo6HMLTBa Zhejiang
Huahai Pharmaceutical Co., Ltd.
3MiHn | TUNY - 3MiHKW 3 AKocTi. API.
KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisx Ha Adl, abo
BUXiHWIA/NPOMIXHWIA
npoayKT/peareHT, Wwo
BUKOPVCTOBYIOTBCS Y NpOLEC
BMPO6HULTBA AP| (BUYUYEHHS
He3Ha4yHOro nokKasHuka siKocTi
(Hanpuknag BUIyYeHHs
3acTapifioro nokasHuka))

BunyueHHs 3acTapinoro
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

[04aTKOBOro NokasHuka sKoCTi
“Bulk Density” 3i cnevumdikayii Ha
A®| eHananpuny maneary
BMpo6HMUTBa Dr. Reddy’s
Laboratories Ltd. 3miHu | Tuny -
3MiHu 3 sKocTi. A®l. KoHTposb
A®I. 3miHa y napameTpax
cneumdikauii Ta/abo AonycTUMmX
MeX, BU3HAYEHUX Y crneumdikauisx
Ha A®l, abo BMXigHWA/NPOMDKHWIA
npoAyKT/pearexT, Wwo
BVIKOPWCTOBYIOTHCSA Y NPOLECI
BMPO6HULTBA AP| (BUYYEHHS
He3Ha4yHOro MokasHuka sKoCTi
(Hanpuknag BUNy4YeHHs
3acTapifioro NokasHuka))
BunnyyeHHs1 KOHTPOHO 3a
3MLLKOBUMU PO3YMHHMKAMU
Petroleum Ether Ta Toluene 3i
cneuunagikauii Ha APl eHananpuny
mMasneaty BupobHuuTsea Dr.
Reddy’s Laboratories Ltd. 3miHu |
TMny - 3MiHK 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikart
BiANOBIAHOCTI EBpPONENCHKI
thapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO
cepTudpikaTa BigNOBIAHOCTI abo
BWUTyYEHHS cepTudikaTa
BiNOBIAHOCTI €Bponelicbkilt
hapmakonei: ana Adl; gns
BUXIQHOIO
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, O BUKOPMCTOBYOTLCA
y BUPOGHMLTBI ADI; Ans
[OMOMDKHOT pEYOBUHM
(cepTudpikaT BigNOBIZHOCTI
€Bponeiicbkili hapmakonei) -
OHoBNEeHWiA cepTudikar Big yxe
3aTBEPAKEHOI0 BUPOBHMKA -
MofaHHA OHOBNEHOrO
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkin hapmakonei R1-
CEP 2000-053-Rev 06

(3aTBEpAXeHo: R1-CEP 2000-053-
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

Rev 05) ana A®l Enalapril maleate
Bif] y)ke 3aTBEPAKEHOr0
BMpo6HUKa Zhejiang Huahai
Pharmaceutical Co., Ltd. 3miHu |
TMny - 3MiHK 3 AkocTi. CepTudpikat
BignosigHocTi/ME-cepTudikart
BiANOBIAHOCTI EBpPONENCHKI
thapmakonei/MmoHorpadii.
MopaHHsA HoBOro abo OHOB/IEHOTO
cepTudpikaTa BigNOBIAHOCTI abo
BWUTyYEHHS cepTudikaTa
BiNOBIAHOCTI €Bponelicbkilt
thapmakonei: ana Adl; gns
BUXIQHOIO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPMCTOBYOTLCA
y BUPOGHMLTBI ADI; Ans
[OMOMDKHOT PEYOBUHM
(cepTudpikaT BigNOBIZHOCTI
€Bponeiicbkili hapmakonei) -
OHoBNEHWIA cepTudikar Big yxe
3aTBEPAKEHOI0 BUPOBHMKA -
MofaHHA OHOBNEHOrO
cepTucpikaTa BiANOBIAHOCTI
€sponelicbkin hapmakonei CEP
2000-053-Rev 07 gna Adl
Enalapril maleate Big yxe
3aTBEPAKEHOIO BUPOOHMKA
Zhejiang Huahai Pharmaceutical
Co., Ltd.

144.

NEONIOTAB

leflunom
ide

nedyitoHO
Mig

LO4AKO
1

TabneTky BKpUTI
060/10HKOI0, N0
10 mr; no 30
Tabnetok y
KOHTeliHepi; no 1
KOHTEliHepy B
nauuj

Mepak
lesenblia
<1 chiop
KNiHiwe
Lneuianb
npenapar
e M6X

Himeuun
Ha

Bupo6HuK, Lo
Bignosigae 3a
MapKyBaHHS,
BTOPUHHE
nakyBaHHs,
KOHTPO/b/BMNPOGY
BaHHS cepii Ta
BUNYCK cepil:
Mepak
le3enbliadT drop
KniHiwe
LLineuianbnpenapa
Te M6X,
HimeuunHa,
Brpo6HuK, Lo

Himeu
ynHa

BHECEHHS 3MiH 0 peecTpavLiiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK
oo 6e3nekn/ehpekTnBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo
3MiHa(1) [0 30608B'A3aHb Ta YMOB
BMAAYi peecTpaviiHoro
nocBifg4YeHHs, Bkovatoun Mnax
ynpaBiHHA pu3ukamu (iHLWi 3MiHK)
- 3a9BHUKOM HafaHO OHOBMEHWI
nnaH ynpasniHHA pU3nkamu Bepcist
14.0 3MiHX BHECEHO [0 YacTuH: |
«3arasibHa iHhopmadis», |l
«Cneundikauis 3 6e3nekm», |11
«MnaH 3 chapmakoHarnsgy»,
1V»[naHu wopao

3a
peyenmom

UA/12013/01/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
BignoBigae 3a nicnspeecTpauiiHnx focnigkeHb
BUPOGHMLTBO ehbekTnBHOCTI», V «3axoam 3
roToBOI NikapCbKI MiHiMi3awii pu3ukiB», VI «Pe3tome
chopmu, NEPBUHHE nnaHy ynpasniHHSA pusukamm», VII
nakyBaHHS, «[opaTkn» y 3B’3KY 3
MapKyBaHHA, OHOBJ/IEHHAM cheungikaLii 3
BTOPUHHE 6e3nekun Ailo4oi PevoBUHN
nakyBaHHs, nedpnoHOMIAY BiANOBIAHO A0
KOHTPO/b/BUNPOGY aKTyasibHOI ped)epeHTHOI
BaHHSA cepii Ta 3a iHchopmawii, a Takox y 3B'A3Ky i3
BUNYCK cepil: 3MiHO0 dhopMaTy BiANOBIAHO A0
Xaynt ®apma sBumor Evaluation Guidance on the
MioHcTep 'mM6X, format of the risk management
HimeuunHa 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). Pe3stome
nnaHy ynpas/iHHA pu3viKkamm
Bepcia 14.0 gogaeTbes.
145. | NEPNHOTAB leflunom | nedpntoHo LO4AKO | TabneTtkn BKpUTI Megak Himeuun Bupo6HuK, Lo Himeu BHECEHHS 3MiH [0 peecTpaLiiHnX 3a UA/12013/01/02
ide Mig 1 060/10HKOH, MO [esenblia Ha BignoBigae 3a ynHa Marepianis: 3mMiHu | Tuny - 3miHK peyenmom
20 wr; no 15 a6o T dorop MapKyBaHHS, wopo 6e3sneku/edpekTMBHOCTI Ta
no 30 TabneTok KniHiwe BTOPVIHHE thapmakoHarnsgy. BHeceHHss abo
y KOHTelHepi; no | Lneujans nakyBaHHs, 3MmiHa(n1) fo 3060B'A3aHb Ta yMOB
1 KOHTellHepy B npenapar KOHTPONb/BUNPOBY BMAAui peecTpaviiiHoro
navu,i e M6X BaHHS cepii Ta nocsigyeHHs, Bknoyaoun Mnax
BWMYCK Cepii: ynpas/iHHA pu3nkamu (iHLi 3MiHW)
Mepak - 3aBHUKOM HaflaHO OHOB/IEHWI
lesenbliadT drop nnaH ynpasniHHA py3nkamm Bepcis
KNiHiwe 14.0 3MiHM BHECEHO [0 YacTuH: |
Lneuianbnpenapa «3arasibHa iHhopmaLis», |l
Te M6X, «Cneuwdikauis 3 6esnekm», |11
HimeuumnHa; «[naH 3 chapmakoHarnagy»,

BUpO6HMK, L0
Bignosigae 3a
BVPOGHMLTBO
roToBOT NiKapcbKi
chopmu, NepBUHHE
nakyBaHHs,
MapKyBaHHS,
BTOPWHHE
nakyBaHHs,
KOHTPONb/BUNPOBY
BaHHSA cepii Ta 3a

IV»InaHu wopao
nicnapeecTpauiiHnx focnigkeHb
ehbekTnBHOCTI», V «3axoam 3
MiHiMi3auii pu3nkiB», VI «Pestome
nnaHy ynpasniHHA pusukamm», VII
«JlopaTkn» y 3B'A3KY 3
OHOBJIEHHSIM creuudikaLii 3
6e3nekn 4ilo4oi pevoBUHN
nedpsiroHOMIAY BiAMOBIAHO A0
aKTyasibHOI pehepeHTHOI
iHdbopMmaLlii, a Takox y 3B'A3KY i3
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
BWMYCK Cepii: 3MiHOW dhopmaTy BignoBigHO A0
Xaynt dapma BuMor Evaluation Guidance on the
MioHcTep T'mM6X, format of the risk management
HimeuunHa 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). Pe3stome
nnaxy ynpas/iHHA pU3vkamm
Bepcis 14.0 gogaeTbes.
146. | NIGOKCAH - xnoprekcn | RO2AAO | nbogsAHUKM, 5 TOB YkpaiHa | Bwunyck cepiii: Jlek | CnoBe | BHECEHHS 3MiH 10 peecTpauiiHnx 6e3 UA/16208/01/01
MEHTON ONHY 5 mr/1 mr; no 12 "CaHpo3 dapmaueBTNYHa Hist/ marepianis: 3miHu | Tuny - 3miHu 3 peyenma
Avrigpoxn NbOASAHUKIB Y YkpaiHa" KOMMaHiq 4.4., Benbri akocTi. CepTudpikat
opua Ta 6nicTepi; no 2 CnoBeHis; a BignosigHocTi/lE-cepTudikar
nigokainy 6nictepu y BMPOGHMLITBO 3a BiANOBIAHOCTI EBPONENCHKI
rigpoxnop KapTOHHIl NOBHUM LK/IOM: thapmakonei/MoHorpadoii.
na, Kopoobui NabopaTtopia MogaHHs HOBOro a0 OHOB/IEHOMO

Ksanichap HB
(KBanichap HB),
Benbris

cepTucbikaTa BigNOBIAHOCTI abo
BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeiiChKiit
apmakonei: ana Adl; ana
BUXiAHOTO
MaTtepiany/peareHTy/npoMibKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHCSA
y BUPOGHNLTBI ADI; Ans
[0MNOMDKHOT peyoBUHU
(cepTudhikat BignoBigHOCTI
€Bponeiicbkili hapmakonei) -
OHoB/EHWIA cepTUdikaT Big yxe
3aTBEPAKEHOr0 BUPOGHYMKa-
nogaHHsa oHossieHoro CEP RO-
CEP 2018-081-Rev 01 gna Adl
X/10PrekcuanHy auriapoxnopua, Big,
BXe 3aTBEepPAKEeHOro BUPO6GH/Ka
Medichem SA., IcnaHis
(3atBeppxeHo: RO-CEP 2018-
081-Rev 00; 3anponoHoBaHo: RO-
CEP 2018-081-Rev 01). 3miHu |
Tmny - 3MiHK 3 aKkocTi. CepTudikaT
BignoBigHocTi/E-cepTudikart
BiANOBIAHOCTI EBpONeiiChKiit
thapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOrO
cepTudikarta BignoBigHOCTI abo
BW/YYEHHS cepTudikara
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
BiANOBIAHOCTI EBPONECHKIi
thapmakonei: ana A®l; ans
BUXifHOTO
mMarepiany/peareHTy/npomMikHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BMPOGHULTBI ADI; ans
[0MOMDKHOT PEYOBUHMN
(cepTuchikat BignoBigHOCTI
€Bponeiicbkiii hapmakonei) -
OHoBeHWiA cepTuddikaT Bif yxe
3aTBEPKEHOr0 BUPOGHUKA.
MopaHHA oHoBneHoro CEP ana
AD| xnoprekcuanHy
avrigpoxnopug, Big Bxe
3aTBEPAKEHOro BUpOo6HKKa CEP
2018-081-Rev 02.
147. | NIKAAEKC N® Glucose | rnwokosu - NOpPOLLOK PoketT PpaHuis PokeTT ®pepec ®paHL, | BHECEHHSI 3MiH A0 peecTpavinHuxX - UA/10904/01/01
MOHorigpa (cybeTaHuis) y ®pepec in marepianis: 3miHu | Tuny - 3miHu 3
T MiLLIKax akocTi. A®l. KoHTponb A®L. 3miHa
nanepoBux 3 y napameTpax cneuudikadiiii
BHYTPILLHbOO Ta/abo fonycTMMMNX MEX,
nonieTuneHoBo BM3HAYEHNX Y cneundikauisx Ha
10 NPOK/aKo A®I, ab60 BMXigHWIA/NPOMKHWIA
ons npoayKT/peareHT, Wwo
thapmaueBTUYHO BUKOPWCTOBYIOTbCS Y NpoLeci
ro 3acTocyBaHHA BUPOGHULTBA AP| (BUTYYEHHS
He3HayHOro nokKasHuka siKocTi
(Hanpvknag BUIyYeHHs
3acTapifioro nokasHuka))
BW/TyYEHHS NMOKa3HMUKa
NVPOreHHICTb (TECT Ha KPosmKax)
3i cneumdikayii Ta MmeToAiB
KOHTpOto sKkocTi ADI y 3B'A3Ky i3
OHOBJ/IEHHAIM BUMOT MOHorpadii
€® Glucose Monohydrate.
148. | NIHBAT pregabal | nperabani | NO3AX1 | kancynu TBepai TOB YkpaiHa BMPOGHMLITBO 3a Himeu BHECEHHS 3MiH [0 peecTpaLiiHnX 3a UA/15586/01/02
in H 6 no 50 mr, no 10 "CaHgo3 NOBHUM LMK/TOM: ynHa/ | marepianis: 3MiHW | TUNY - 3MiHK 3 peyenmom
Kancyny YkpaiHa" Cantotac ®apma CnoBe | siKocTi. FoToBMIA Nnikapcbkuii 3aci6.
6nictepi, no 3 m6X, HimeuuunHa; Hist/ 3MiHM Y BUPOGHMLTBI. 3MiHK
6nictepu B nepBuHHA Ta PymyH BUNPo6yBaHb abo AONYCTUMUX
Kopoobui BTOPVHHA is/ MeX, BCTAHOBJ/IEHUX Y
ynakoBka: Typeu cneumagikauisx, nig yac
Hosapric 4ynHa BMPOGHMLITBA FOTOBOMO
dapmacbioTikan niKapcbKoro 3acoby (iHwWi 3MiHun) -

MaHydhakTypuHr

OHOBJ/IEHHA NOCU/TIaHHA Ha
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
NNC, CnoseHis; MeTOAVKY W00 napameTpis
BMNycK cepii: Nlek BHYTPILUHbOrO BUPOBHNYOIO
dapmaueBTUYHA KOHTpON (in-process control)
KoMnaHis A.4., HaCWMHOT T'YCTWUHM Ta ryCTUHN
CnoseHis; nicnsa ycagku 3 Ph. Eur. «2.9.15
nepBuHHa Ta Bulk and Tapped Density» Ha Ph.
BTOpPMHHA Eur. «2.9.34 Bulk Density of
ynakoBka: Powders» (ge Le 3acTOCOBHO), a
Nex TaKoX OHOBJ/IEHHA Ha3B
dapmaueBTUyHa BUMPOOYBaHb HACWMHOI NYCTVHM Ta
KoMnaHia 4.4., ryCTWHW MicNs ycaaku BianosigHo
CnoseHis; [10 OCTaHHbOT pefakLii 3arasibHol
KOHTpPO/b cepii: ctarTi Ph. Eur. 2.9.34.
C.K. CaHpgo3
C.P.J1., PymyHis;
BVPOGHMLTBO
Hepo3dracoBaHOl
nNpoAyKLii:
[eHBeoH lnak
CaHaii Be TikapeT
A.C., TypeuyurHa
149. | NIHBAT pregabal | nperabani | NO3AX1 | kancynu TBepai TOB Ykpaina BMPOGHULITBO 3a Himeu BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a UA/15586/01/03
in H 6 no 75 wmr, no 10 "CaHpo3 NOBHUM LMK/TOM: ynHa/ | martepianis: 3MiHW | TUNY - 3MiHK 3 peuenmom
Kancyny YkpaiHa" Cantotac dapma CnoBse | skocTi. FOTOBWIA NikapCbKuii 3aci6.
6nictepi, no 3 'm6X, HimeuunHa; Hisi/ 3MiHM Y BUPOGHMLTBI. 3MiHK
6nictepu B nepBuHHa Ta PymyH BMNPO6YBaHb ab0 A0NyCTUMUX
Kopoo6Li BTOPVHHA i/ MeX, BCTAHOBJ/IEHUX Y
ynakoBka: Typeu cneumdikauisix, nig vyac
Hosapric YynHa BMPOGHMLITBA FOTOBOMO
dapmachbloTikan nikapcbkoro 3acoby (iHLWi 3MiHN) -
MaHyhakTypuHr OHOBJIEHHA MOCUIaHHA Ha

NNC, CnoseHis;
BUMYCK cepii: Jlek
dapmaueBTnyHa
KoMnaHia a.4.,
CnoBeHisi;
nepBuHHa Ta
BTOpPWHHA
ynakoBka:
Nex
PapmaueBTMYHa
KOMMaHis 4.4.,
CnoseHis;
KOHTPO/b cepii:
C.K. CaHgos

METOAMKY LLIOAO NapameTpis
BHYTPILLHbOr0 BUPOBHNYOro
KoHTponio (in-process control)
HaCUMHOT NYCTUHN Ta ryCTUHN
nicns ycagku 3 Ph. Eur. «2.9.15
Bulk and Tapped Density» Ha Ph.
Eur. «2.9.34 Bulk Density of
Powders» (ge Le 3acToCOBHO), a
TaKoX OHOBJ/IEHHA Ha3B
BUNPo6YyBaHb HACWUMHOI TYCTUHU Ta
ryCTUHM MiCNAsA ycagKun BignoBigHO
[10 OCTaHHbOT pefakLii 3arasibHoi
crarTi Ph. Eur. 2.9.34.
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
C.P.J1., PymyHis;
BMPOGHMLTBO
Hepo3dghacoBaHOl
NpoAyKLuii:
'eHBeoH lnak
CaHaii Be TikapeT
A.C., TypeyumHa
150. | NNIHBAT pregabal | npera6ani | NO3AX1 | kancynu TBepgi TOB YkpaiHa BMPOBHULTBO 3a Himey BHECEHHS 3MiH [J0 peecTpaLiiiHnx 3a UA/15586/01/05
in H 6 no 150 wmr, no 10 "CaHpo3 NOBHUM LMK/TOM: ynHa/ | maTepianis: 3miHu | TMny - 3MiHK 3 peyenmom
Kancyny YkpaiHa" Cantotac ®apma | Cnose | skocTi. [0TOBWIA Nikapcbkuii 3aci6.
6nictepi, no 3 'M6X, HimeuuunHa; His/ 3MiHW Y BUPOOHULTBI. 3MiHU
6nictepu B nepBuHHA Ta PymyH BMNPOGYyBaHb abo AoNyCTUMUX
Kopoo6Li BTOpPMHHA i/ MeX, BCTAHOB/IEHUX Y
yrnakoBKa: Typeu cneumaikalisx, nig yac
Hosaprtic ynHa BMPOGHMLITBA FOTOBOIO
dapmachbloTikan nikapcbKoro 3acoby (iHLWi 3MiHN) -
MaHyhakTypuHr OHOBJIEHHA MOCUIAHHA Ha
NNC, CnoseHis; MEeTOAMKY LLOAO NnapameTpis
BUMYCK cepii: Jlek BHYTPILUHbOr0 BUPOBHNYOro
$papmaueBTUYHA KOHTpOO (in-process control)
KOMMaHis 4.4., HaCWMNHOT NYCTUHW Ta NyCTUHA
CnoBeHis; nicns ycagku 3 Ph. Eur. «2.9.15
nepBuHHa Ta Bulk and Tapped Density» Ha Ph.
BTOPUHHA Eur. «2.9.34 Bulk Density of
ynakoBka: Powders» (ge ue 3acTOCOBHO), a
Nexk TaKOX OHOB/IEHHSA HA3B
dapmaneBTMYHA BMNPOo6YyBaHb HACWMHOI TYCTUHY Ta
KoMnaHis 4.4., rYCTUHM MiCNs ycagKu BignoBigHO
CnoBeHis; [0 OCTaHHbOI peakuii 3arasfibHol
KOHTPO/b Cepii: ctarTi Ph. Eur. 2.9.34.
C.K. CaHgos
C.P.J1., PymyHis;
BVMPOGHMLTBO
Hepo3dacoBaHoi
NPOAYKLUT:
'eHBeoH lnak
CaHaii Be TikapeT
A.C., TypeyumHa
151. | NIHBAT pregabal | nperabani | NO3AX1 | kancynu TBepai TOB YkpaiHa BMPOGHMLITBO 3a Himeu BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a UA/15586/01/08
in H 6 no 300 mr, no 7 "CaHgo3 NOBHUM LMK/TOM: ynHa/ | marepianis: 3MiHW | TUNY - 3MiHK 3 peyenmom
Kancyny YkpaiHa" Cantotac ®apma CnoBe | siKocTi. FoToBMIA Nnikapcbkuii 3aci6.
6nictepi, no 2 m6X, HimeuuunHa; Hist/ 3MiHM Y BUPOGHMLTBI. 3MiHK
6nictepu B nepBuHHA Ta PymyH BUNPo6yBaHb abo AONYCTUMUX
Kopoobui BTOPVHHA is/ MeX, BCTAHOBJ/IEHUX Y
ynakoBka: Typeu cneumdikauisx, nig yac
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
Hosapric YynHa BMPOGHMLITBA FOTOBOTO
dapmacbioTikan nikapcbKoro 3acoby (iHLWi 3MiHN) -
MaHyhakTypuHr OHOBJ/IEHHSI NOCUIAHHA Ha
NNC, CnoseHis; MeTOAVKY 00 NnapameTpis
BMNycK cepii: Nlek BHYTPILLUHbOrO BUPOBHNYOrO
dapmaueBTUYHA KOHTpONt (in-process control)
KoMnaHis A.4., HaCWMHOT T'yCTWUHMN Ta ryCTUHN
CnoseHis; nicnsa ycagku 3 Ph. Eur. «2.9.15
nepBuHHa Ta Bulk and Tapped Density» Ha Ph.
BTOpPMHHA Eur. «2.9.34 Bulk Density of
ynakoBka: Powders» (ge Le 3acTOCOBHO), a
Nex TaKoX OHOBJ/IEHHA Ha3B
dapmaueBTUyHa BUMPOOYBaHb HACWMHOI NYCTVHM Ta
KoMnaHis 4.4., ryCTWHW MicNs ycagku BianosigHo
CnoseHis; [10 OCTaHHbOT pefakLii 3arasibHoI
KOHTpPO/b cepii: ctarTi Ph. Eur. 2.9.34.
C.K. CaHpgos
C.P.J1., PymyHis;
BVPOGHMLTBO
Hepo3dracoBaHOl
nNpoAyKLii:
[eHBeoH lnak
CaHaii Be TikapeT
A.C., TypeyurHa
152. | NIHEBIOTUK linezolid | niHesonig | JO1XXO po3uuH Ans Mictpan AHrnis BEM Inau CaH. Be | Typeu BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a UA/18904/01/01
8 iHcpysin, 2 Kenitan Tik. A.C. yYnHa mMartepianis: 3miHu | TUnNy - 3MiHK 3 peuenmom
mr/mn; no 300 MeHemxm AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
My do1aKoHi, eHT KOHTpOsb roToBOro nikapcbKoro
no 1 cpnakoHy y NimiTen 3acoby. 3miHa napameTpis
KapTOHHIi cneundikauin Ta/abo AonycTUMmx
Kopoo6Li MEX rOTOBOrO JliKapcbKoro 3acoby
(iHWi 3miHW) BunpaBneHHs
HeBIANOBIAHOCTI B NOCMNAHHI Ha
MEeTOZ, KOHTPO/IO 38 NMOKa3HMKOM
«MexaHiyHi BK/1loYeHHs. HeBuaumi
yacTku» B cneuudikauii M3 (Ha
BUMYCK Ta Ha TEPMIH NpUAATHOCTI)
Ta MeTofax KOHTPOSIHO.
153. | NIHKOMIUWHY lincomyc | cyma - KpucTaniyHmi MAT Ykpaina TondoHa Kuraii BHECEHHS 3MiH [0 peecTpavLiiiHnX - UA/17812/01/01
rigpoxnopruj in NiHKOMIUM NOpPOLLOK "Kuismegn dapmac'toTikan mMartepianis: 3miHu | TUNY - 3MiHK 3
HYy (cybeTaHuin) y penapat" Ko., NTa. saKocTi. CepTudpikat
rigpoxnop naketax BignosigHocTi/lE-cepTudikart
nay Ta NoABINHMX BiANOBIAHOCTI EBpoONeNiChKii
NiHKOMILM nonieTuNeHoBmX thapmakonei/moHorpadii.
Hy B ansa MogaHHsA HoBOro abo OHOBIEHOIO
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

rigpoxnop
nhy

hapmaLeBTUYHO
ro 3aCTOCYBaHHsI

cepTudikaTa BigNOBIAHOCTI abo
BWUTyYEHHS cepTudikaTa
BiNOBIAHOCTI €Bponelickkilt
hapmakonei: ana Adl; gns
BUXIQHOIO
MaTtepiany/peareHTy/MpoMiKHOro
NPOAYKTY, O BUKOPMCTOBYOTLCA
y BUPOGHMLTBI ADI; ans
[OMOMDKHOT pEYOBUHM
(cepTudpikaT BigNOBIZHOCTI
€Bponeiicbkili hapmakonei) -
HoBwii cepTudikar Big, Bxe
3aTBEPAKEHOI0 BUPOBHMKA -
nojaHHsA HOBOro cepTudpikara
BiNOBIAHOCTI €Bponelickkilt
hapmakonei Ne R1-CEP 2008-
225-Rev 02 (3aTBEpaxeHO: AMD;
3anponoHosaHo: CEP R1-CEP
2008-225-Rev 02). Ak Hacnigok
3MiHa agpecu Micusa NPoBaKEeHHS
[iSNIbHOCTI BUPOOHUKA; 3MiHA Y
cneumdikauii Ta MeToAj KOHTPOSIO
noKasHuKa «3a/NLLKOBI
PO3UYMHHYKIM»; 3MiHa onucy
BTOPUHHOI YNakoBKM BigNoBiAHO
00 oHosnexoro CEP.

154.

NINOBOH

ezetimib
e

e3eTumio

C10AX0
9

Tabnetkn no 10
mr; no 10
Tabnetok y
6nicTepi; no 3
abo no 6 abo no
9 6nicTepis B
KapTOHHIM nayui

3AT
dapmateB
TUYHWIA
3aB0[,
ErFIC

YropLum
Ha

3AT
dapmaueBTUYHNI
3aBog ElC

Yropuy,
nHa

BHECEHHS 3MiH [0 peecTpaLiiHnX
marepianis: 3miHu | Tuny - 3miHu 3
AKOCTi. A®l. BUpo6HULTBO. 3MiHA
po3mipy cepii (Bk/ItouYatoum
AianasoHn) A®l abo NPoMiXKHOro
NPOAYKTY, SIKNIA 3aCTOCOBYETLCA Y
npoueci Bupo6HuuTea AdI
(36inblueHHs go 10 pasis
NOPIBHAHO i3 3aTBEPKEHUM
PO3MIpOM) - Y 3B'A3KY 3 3MiHaMu y
TEXHOJIOMYHOMY MpoLEeCi
3aTBEPAXEHOI0 BUPOOHMKA
Synthimed Labs Private Limited
(paniwe Ind-Swift Laboratories
Limited, IHais1) A®| Ezetimibe, a
came: 3anpoBafyKeHHs
[0AaTKOBOro/a/ibTEPHATUBHOIO
po3Mipy napTii NPOMKHOIo
npoaykty EZK06. 3MiHu | Tuny -

3a
peyerimom

UA/18290/01/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

3MiHn 3 akocTi. A®l. KoHTponb
A®I. 3miHa y meTogax
BunNpobysaHHA APl abo BUXigHOrO
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, Lo
BMKOPUCTOBYETLCS Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBepLKeHNX MmeTodax
BMNPOBYBaHHSA) - 3MiHa
3aTBEPKEHOT METOANKN
BMNpobyBaHHs related substances
by HPLC (H4535-009), a came:
BHECEHO He3HauHi
3MiHU/BMNpaBNEeHHS Ta NPoBeAeHO
OHOBJ/IEHHSA NpunagiB 6e3 3MiHu
Ha/awTyBaHb, 3a3Ha4YeHNX B OMUCI
MEeTOZIB KOHTPO0. 3MiHuW | Tuny -
3MiHu 3 siKocTi. A®Il. KoHTposb
A®l. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOro
mMaTtepiany/npombKHOro
npoAayKTy/pearenTy, Wo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHULTBA AD| (HE3HAYHI 3MiHU
y 3aTBepKeHNX MmeTodax
BUMNPOOYBaHHSA) - HE3HAUHI 3MiHW
3aTBEPKEHOT METOANKN
BMNpo6yBaHHSA chiral purity by
HPLC (H4535-011), a came:
BHECEHO He3HauHi
3MiHU/BMNPaBEHHS Ta NPOBEeAEHO
OHOB/EHHSA Npwiagis 6e3 3MiHn
HanawTyBaHb, 3a3Ha4eHnX B OMNuCi
MeTOoZIB KOHTPO0. 3MiHu Il Tuny -
3MiHY 3 aKocTi. A®I. (iHLWWi 3MiHN) -
OHoBreHHs Bepcii DMF ana Adl
Ezetimibe Big 3aTBEpAXEHOTO
Bupo6HuKa MSN Laboratories
Private Limited, IHgis. 3miHn |1
Tmny - 3MiHK 3 AkocTi. ADL. (iHLwi
3MiHK) - OHOBNEHHS Bepcii DMF
ana A®l Ezetimibe Big
3aTBEPAKEHOIO BUPOOHMKA
Synthimed Labs Private Limited,
IHAgis (paHiwe Ind-Swift
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
Laboratories Limited, IHAis).
155. | NIPUKA pregabal | npera6ani | NO2BFO | kancynu no 150 BiaTpic CWA Mdpaiizep Himey BHECEHHS 3MiH [J0 peecTpaLiiiHnx 3a UA/3753/01/02
in H 2 mr; no 14 a6o no | CnewenTi MeHtohekuypuHr ynHa marepianis: 3MiHu | Tuny - 3miHn peyenmom
21 kancyniy ninc [oiiuneng MrmeX woao 6e3nekn/edpekTNBHOCTI Ta
6nictepi; no 1 hapmakoHarnsgy. BeefeHHs abo
abono 4 3MiHM [0 y3ara/ibHEHNX JaHuX Npo
6nictepu B cucTemy chapmakoHarnsgy
KapTOHHIi (BBEAEHHS y3arasibHEHNX AaHUX
Kopoo6Li npo cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXXeHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 chapmakoHarnisgy
3asBHUKA 419 3AiAICHEHHSA
thapmakoHarnagy B YkpaiHi, SKLL0
BOHa BiJMiHHa Bif, yNTOBHOBaXeHOT
ocobw, BignoBiganbHOI 3a
3[iicHeHHs hapmakoHarnagy
(BK/THOYAOYUM KOHTaKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-ghaiina cuctemm
thapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0COOU 3aABHUKA,
BiANOBIA&/IbHOI 3a
thapmakoHarnsag.
[itova pepakuis: Dr Eiko Soehlke.
MponoHoBaHa pepgakuis: Andrea
Oliva. 3miHa KOHTaKTHMX AaHuX
YNOBHOB&XXEHOT 0COOU 3aABHUKA,
BiANOBIA&/IbHOI 3a
thapmakoHarnag. 3MiHa
MiCLIe3HaxopKeHHsI macTep-
thaiina cuctemu
thapmakoHarnagy. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsaay.
156. | NNIPUKA pregabal | nperabani | NO2BFO | kancynu no 75 Biatpic CWA Mdpaiizep Himey BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a UA/3753/01/04
in H 2 Mmr; no 14 abono | CnewwenTi MeHtodekuypuHr ynHa MaTepianis: 3miHu | TUny - 3MiHK peuenmom
21 kancyniy nnc [oiiuneng MrmeXx wozo 6e3snekn/edhekTMBHOCTI Ta
6nictepi; no 1 thapmakoHarnsgy. BeegeHHs abo
abo no 4 3MiHW [0 y3arasibHeHWX AaHuX Npo
6nictepn B cuctemy chapmakoHarnsgy
KapTOHHIf (BBEAEHHS Yy3araslbHEHNX JaHUX
Kopoobui npo cuctemy dhapmakoHarnagy,

3MiHa yNMOBHOBaXEHOI 0cobw,
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH

Homep
peecmpayiliHo
20
nocsioYyeHHs1

BiANOBiAA/IbHOT 32 3AiCHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 chapmakoHarnsgy
3as1BHMKa 419 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, AKLWO
BOHa BifMiHHA Bif, yNOBHOBaXeHOT
ocobw, BignoBigabHOI 3a
3[jiicHeHHs1 hapMakoHarnsay
(BK/IIOYAKOYN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-haiina cuctemu
thapmakoHarnsgy). 3miHa
YMOBHOB&XEHOI 0CO6Y 3asBHIIKa,
BignoBigabHOI 3a
hapmakoHarnsg.

[itoua pegakuis: Dr Eiko Soehlke.
MponoHoBaHa pepfakuis: Andrea
Oliva. 3miHa KOHTaKTHUX AaHnx
YMOBHOB&XEHOI 0CO6Y 3asBHIIKA,
BignoBiganbHOI 3a
hapMakoHarnag. 3miHa
MiCLIe3HaxXOpKeHHs1 macTep-
thaiina cnuctemm
hapmakoHarnsgy. 3miHa micus
3[iiCHEHHS] OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy.

157.

NIPNKA

pregabal
in

npera6ani
H

NO2BFO
2

Kancynu no 50
mr; no 21
Kancyniy
6nictepi; no 1
abo no 4
6nictepu B
KapTOHHIi
Kopoo6Li

BiaTpic
CnewenTi
nnc

CLUA

Mdpaiizep
MeHtohekuypuHr
Loiunenn Tm6X

Himey
ynHa

BHECEHHS 3MiH [0 peecTpaLiiHnX
Marepianis: 3mMiHu | Tuny - 3miHn
wopo 6e3sneku/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHNX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI 0cobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34IMCHEHHSA
thapmakoHarnagy B YkpaiHi, SKLio
BOHa BiZJMiHHA Bif, YNOBHOBaXEHOT
ocobwu, BiAnoBigasIbHOI 3a
3pjiicHeHHs hapMakoHarnsgy
(BK/KOHAOYM KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI

3a
peyerimom

UA/3753/01/05
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
macTep-aiina cucremu
thapmakoHarnsagy). 3miHa
YNOBHOBaXEHOI 0CO6Y 3asBHNIKa,
BigNoBiAa/IbHOI 3a
thapmakoHarnsg.
[itoua pegakuin: Dr Eiko Soehlke.
MponoHoBaHa pepakuis: Andrea
Oliva. 3miHa KOHTaKTHUX JaHuX
YNOBHOBaXEHOI 0CO6Y 3asBHVIKa,
BigNoBiAa/IbHOI 3a
hapMakoHarnag. 3miHa
MiCLLe3HaxXOMKEHHS MacTep-
thaiina cnuctemm
hapmakoHarnsagy. 3miHa Micus
3AiiCHEHHS1 OCHOBHOI Ais/IbHOCTI 3
dhapmakoHarnsgy.
158. | NIPUKA pregabal | npera6ani | NO2BFO | kancynu no 300 BiaTpic CWA Mdpaiizep Himey BHECEHHS 3MiH 10 peecTpaLiiiHnx 3a UA/3753/01/06
in H 2 mr; no 21 CnewenTi MeHtochekuypuHr ynHa marepianis: 3MiHu | Tuny - 3miHn peyenmom
Kancyniy ninc [oiiuneng MrmeX woao 6e3nekn/edpekTNBHOCTI Ta
6nictepi; no 1 hapmakoHarnsgy. BeefeHHs abo
abono 4 3MiHM [0 y3ara/ibHEHNX JaHuX Npo
6nictepu B cucTemy chapmakoHarnsgy
KapTOHHIi (BBEAEHHS y3arasibHEHNX AaHUX
Kopoo6Li npo cuctemy thapmakoHarnsgy,

3MiHa yNoBHOBaXXeHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 chapmakoHarnsgy
3asBHUKA 419 3AiACHEHHSA
thapmakoHarnsgy B YkpaiHi, SKLL0
BOHa BiJMiHHa Bif, yNTOBHOBaXeHOT
ocobw, BignoBiganbHOI 3a
3[iicHeHHs hapmakoHarnagy
(BK/THOYAOYUM KOHTaKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-gaiina cuctemm
thapmakoHarnsgy). 3miHa

YNOBHOB&XXEHOT 0COOU 3aABHUKA,

BiANOBIA&/IbHOI 3a
thapmakoHarnsag.

[itova pepakuis: Dr Eiko Soehlke.
MponoHoBaHa pepgakuis: Andrea
Oliva. 3miHa KOHTaKTHMX AaHWX

YNOBHOB&XXEHOT 0COOU 3aABHUKA,

BiANOBIAa/IbHOI 3a
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
thapmakoHarnag. 3MiHa
MiCLIe3HaxXopKeHHs macTep-
thaiina cuctemm
thapmakoHarnagy. 3miHa micus
3[iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsaay.
159. | NO3AMN® NnC Losartan | nosapTtaH CO9DAO0 | TabneTtku, BKpUTI TOB Ykpaina TOB "3eHTiBa" Uecbk | BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/9435/01/01
and Kanito, 1 060/10HKOH0; Ne "CaHodi- a mMartepianis: 3miHu | TUNy - 3MiHK 3 peuenmom
diuretics | rigpoxnop 10, Ne30 (10x3), ABEHTIC Pecny sKocTi. CepTudpikat
oTiasng Ne 90 (10x9): no YkpaiHa" 6nika BignoBigHocTi/IE-cepTudikart

10 Tabnetok y
6nictepi; no 1, 3
abo 9 6nicTepis
Y KapTOHHii
Kopob6ui; Ne 30
(15x2), Ne 90
(15x6): no 15
Tabnetok y
6nictepi; no 2
abo 6 6nictepis
Y KapTOHHIi
Kopoo6Li

BiANOBIAHOCTI EBpONeEiiChKiit
thapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOrO
cepTudpikarta BignoBigHOCTI abo
BW/yYEHHS cepTudikara
BiANOBIAHOCTI EBpONeNiChKii
thapmakonei: ana A®l; ans
BUXifHOTO
Marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BMPOGHUUTBI ADI; ans
[0MOMDKXHOT PEYOBUHMN
(cepTudhikat BignoBiAHOCTI
€poneiicbkili hapmakonei) -
OHoBeHWii cepTuddikaT Big yxe
3aTBEPAKEHOIO BUPOGHMKA -
lMogaHHA OHOBNEHOTO
cepTudpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei Ne R1-
CEP 2009-227-Rev 06
(3atBepaxeHo: R1-CEP 2009-227-
Rev 05) ansa A®l nozapTaHy Kanito
Bifl 3aTBEPXEHOr0 BUPOOHUKA
Zhejiang Tianyu Pharmaceutical
Co., Ltd., China. 3miHu | Tvny -
3MmiHn 3 sKocTi. CepTudikar
BignoBigHocTi/IE-cepTudikart
BiANOBIAHOCTI EBpONeiiChKiit
thapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOrO
cepTudikarta BignoBigHOCTI abo
BW/yYEHHS cepTudikara
BiANOBIAHOCTI EBpONeNiChKii
thapmakonei: ana A®l; ans
BVXifHOTO
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
mMarepiany/peareHTy/npomMibkHOro
NPOAYKTY, L0 BUKOPMUCTOBYOTLCA
y BMPO6GHULTBI ADI; ans
[0MOMDKHOT PEYOBUHMN
(cepTuchikat BignoBigHOCTI
€Bponeiicbkiii hapmakonei) -
OHoBeHWii cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOBHMKA -
lMogaHHA oHOBNEHOTO
cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei Ne
CEP 2009-227-Rev 07 gns A®|
fio3apTaHy Kanito Big,
3aTBEPAKEHOr0 BUPOOHMKA
Zhejiang Tianyu Pharmaceutical
Co., Ltd., China.
160. | IOMYCTUH lomustin | nomycTuH LO1ADO | kancynwu no 40 Mepak Himeyuun BUpO6HMK, L0 Himey BHECEHHS 3MiH 10 peecTpaLiiiHnx 3a UA/6988/01/01
MEAAK e 2 Mmr; no 20 kancyn | lesenbwa Ha Bignosigae 3a ynHa marepianis: 3MiHu | Tuny - 3miHn peyenmom
Y KOHTelHepi; no T hrop MapKyBaHHs woao 6e3nekn/edpekTNBHOCTI Ta
1 KOHTellHepy B KNiHiwe NepBUHHOI hapmakoHarnsgy. BeefeHHs abo
navu,i Lneujanb YMaKoBKM, 3MiHM [0 y3ara/ibHEHNX JaHuX Npo
npenapar BTOPUHHE cuctemy chapmakoHarnagy
e M6X nakyBaHHS, (BBEAEHHS y3arasibHEHNX AaHUX
KOHTPO/b/BMNPOGY npo cuctemy thapmakoHarnsgy,
BaHHSA cepii Ta 3a 3MiHa yNoBHOBaXXeHOT 0cobw,
BUNYyCK cepil: BiANOBIAA/ILHOI 32 34iiCHEHHS
Megak hapmakoHarnsgy; KOHTakTHoT
le3enbliadT drop ocobu 3 chapmakoHarnsgy
KNiHiwe 3asBHMKa ANs1 34iAICHEHHS
LWneujanbnpenapa thapmakoHarnsgy B YkpaiHi, SKLL0
Te M6X, BOHa BiJMiHHa Bif, yNTOBHOBaXeHOT
HimeuuunHa; ocobw, BignoBiganbHOI 3a

Bupo6HuK, Lo
BignoBigae 3a
BUPOGHMLTBO
niKapcbKoro
3aco0y, nepBrHHe
nakyBaHHs,
KOHTPO/b/BMNPOGY
BaHHSA cepii: Xaynt
dapma Amaper
'm6X, HimeyunHa

3[iicHeHHs hapmakoHarnagy
(BK/THOYAOYUM KOHTaKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-gaiina cuctemm
thapmakoHarnsgy). 3miHa
KOHTaKTHOI 0CO6U 3asiBHUKA,
BiANOBIA&/IbHOI 3a
thapmakoHarnsg, B Ykpaii.
[Litoua pepakuin: Aranos
Bnapucnas Onerosuu.
MponoHoBaHa pegakuis:
[opoLueHko AHHa IropiBHa. 3MiHa
KOHTaKTHUX [aHWUX KOHTaKTHOI
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
0Cco6W 3as1BHMKA, BiANOBiAA/IbHOT
3a (papmakoHarnsg, B YkpaiHi.
161. | NOMNEPAMIA loperami | nonepamig | AO7DAO | TabneTtku no MpuBaTtHe | YkpaiHa MpusaTHe YkpaiH | BHECeHHs 3MiH Jo peecTpauiiiHnx | Ne 10, Ne 20 UA/6919/01/01
de y 3 0,002 r; no 10 aKLjioHepH akuioHepHe a Marepianis: 3mMiHu | Tuny - 3miHK - 6e3
rigpoxnop Tabnetok y e TOBapuCTBO wopo 6e3sneku/edpekTMBHOCTI Ta peuyenma;
na, 6nictepi; no 1 TOBapucTB "Mlekxim - Xapkis", thapmakoHarnagy (iHwi 3MiHu) - Ne 500, Ne
abo 2, abo 50, 0 "Jlekxim - YkpaiHa; OHOBJIEHO TEKCT MapKyBaHHS 1000 - 3a
a6o 100 Xapkis" MpAT "TexHonor", NepBUHHOI Ta BTOPUHHOI YNaKoBKK peyenmom
6nictepiB y YkpaiHa nikapcbKoro 3acoby, a came:
nauuj 3 KapToHy BW/Ty4€eHO iHhopMaLiito, 3a3HaveHy
POCIiCbKOI0 MOBOIO, BHECEHO
3MiHU Y TEKCT MapKyBaHHS
nepBUHHOT (M. 2, 6) Ta BTOPUHHOI
(n. 2,4, 11, 16, 17) ynakoBku, a
TakoX 3p06/1EHO HE3HAYUHI
peakuiiiHi npaBkn. BBegeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS.
162. | NONEPAMIA, loperami | nonepamig - Tabnetku no MpuBaTHe | YkpaiHa MpuBaTHe YkpaiH | BHECEHHS 3MiH [0 peecTpaLiiiHnX - UA/2981/01/01
de y 0,002 r in bulk: aKuioHepH akuioHepHe a MaTepianis: 3miHu | TUny - 3MiHK
rigpoxnop no 5000 e TOBapuUCTBO wozo 6esnekn/edhekTMBHOCTI Ta
na, Tabnetok y TOBapucTB "Jlekxim - Xapkis" hapmakoHarnagy (iHwi 3miHn) -
KOHTelHepax 0 "/lekxim - OHOBJ/IEHHS TEKCTY MapKyBaHHS
Xapkis" coopmu in bulk, y 38’s13ky 3
BUJTYYEHHAM TEKCTY MapKyBaHHS
POCiiCbKOI0 MOBOIO Ta BHECEHHS
pefakuiiHux npaBoK 4o n.n. 2, 4,
11, 17. BBefieHHA 3MiH NPOTArom
6-TW MiCALB Nic/1a 3aTBEPAKEHHS.
163. | MABTEPA® rituxima | puTykcuma | LO1IFAO KOHUEHTpaT gns TOB YkpaiHa BrnpobHMuTBO Himeu BHECEHHS 3MiH 40 peecTpaLiiHnX 3a UA/14231/02/01
b 6 1 pPO34nHYy N «Pow Hepo3dacoBaHO( ynHa/ marepianis: 3miHu Il Tuny - 3MiHn peyenmom
iHdpysiii, 100 YkpaiHa» NpoAyKLii, LBeli 3 akocTi. A®I. MpoekTHWI NpocTip
mr/10 mn; no 10 nepBuHHE uapis/ | Ta micnspeecTpayiiHmii NpoTOKON
M/1Y o1aKOoHi; nakyBaHHs, CuA/ ynpas/iHHA 3MiHaMW. BHeceHHs
no 2 d1akoHn B BTOPVHHE Himeu 3MiH y nicnapeecTpavyjiiiHuii
KapTOHHIN nakyBaHHs1, ynHa MPOTOKO/ YNpPaBAiHHS 3MiHAMMN
Kopo6Li; no 50 BMNPOGYBaHHSA onsa A®l - BnposaaXeHHsa
My (1aKoHi; KOHTPOJIO AKOCTI, NPOTOKO/Y YNPaB/liHHA 3MiHAMK
no 1 cpriakoHy B BUNYyCK cepil: nicns 3aTBepgxeHHs (PACMP) 3
KapTOHHIf Pow [jarHocTukc MeTO0 A0AAaBaHHA
Kopoo6Li M6X, HimeuuunHa; a/lbTepHaTUBHOIO MeToay

BTopuHHe
naxkyBaHHs,
BMNPOGYBaHHSA
KOHTPOJIO SIKOCTI,

iaeHTugikauii nig vac
BUNpo6yBaHb Ha BUMYCK —
nenTUAHOrO KapTyBaHHA 3
BUKOpUCTaHHAM Lys-C Ta mac-
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
BWMYCK Cepii: cnektpomeTpuyHoro (MC)
. XodhdpmaHH-/15 [eTeKTyBaHHA AN1A aKkTUBHOIO
Pow /1tg, hapmaLeBTUYHOTO iHrpegieHTa Ta
LLiBeiuapis; NPOMDKHUX aHTUTIA. 3MiHw Il Tuny -
Brvpo6HMuTBO 3MiHu 3 siKocTi. FoToBWMIiA
Hepo3chacoBaHol nikapcbkuii 3aci6. MpoekTHWiA
NpoAykKuii, NpoCTip Ta Mic/ispeecTpayiiHmii
nepBuHHE NPOTOKON YNPaB/iHHA 3MiHaMW.
nakyBaHHs: BHeceHHs 3MiH nicns
[bxeHeHTeK IHK., 3aTBEPKEHHS NPOTOKONY
CLUA; ynpaB/iiHHA 3MiHaMK A/19 TOTOBOro
BunpobyBaHHs nikapcbKoro 3acoby -
KOHTPOJTIO AKOCTI BnpoBaxeHHa NpoToKony
npw BMUNYyCKy 3a ynpaBniHHA 3MiHaMu nicns
nokasHukamu 3arBepgxeHHs (PACMP) 3 meToto
BakrepianbHi [0AaBaHHA a/lbTEPHATUBHOIO
€HO0TOKCUHN, MeToAy ifAeHTUdiKavii roToBoT
CTepusbHICTb: npoaykuii npu ii BUnycKky —
Na6op /1IC CE eHg nenTuaHoro KaptysaHHsA Lys-C 3
Ko. KI', HimeyunHa MC feTeKkTyBaHHAM.
164. | MAUXEN sofosbu cochocbysi | JOSAPO TabneTtkn, BKPUTI MaliinaH IHais MANNAH IHais BHECEHHS 3MiH A0 pPeeCcTpaLiiHNX 3a UA/18369/01/01
vir p 8 NAiBKOBOO Na6oparto NABOPATOPI3 Marepianis: 3mMiHu | Tuny - 3miHK peyenmom
060/10HKOH0, MO pi3 NIMITEL wopo 6e3sneku/edpekTMBHOCTI Ta
400 mr no 28 Nimiteq thapmakoHarnsgy. BeegeHHs abo
TabneTtok y 3MiHW [0 y3arasibHEHNX AaHnX Npo
donakoHi, no 1 cuctemy hapmakoHarnsgy
hnakoHy B (BBEAEHHS y3arasibHEHNX JaHUX
KapTOHHIl npo cuctemy chapmakoHarnsgy,
ynakoBLi 3MiHa yNOBHOBaXeHOI 0cobu,

BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34IMCHEHHSA
thapmakoHarnagy B YkpaiHi, SKLio
BOHa BiZJMiHHA Bif, YyNOBHOBaXEHOT
ocobwu, BiAnoBigasIbHOI 3a
3[jicHeHHs hapMakoHarnsay
(BK/KOHAKOYM KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-aiina cucremu
thapmakoHarnsgy) 3miHa
YMOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BignoBigabHOI 3a
hapmakoHarnag. ditoya pefakuis:
Dr Eiko Soehlke. NponoHoBaHa
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n/n
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Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

pepakuis: Andrea Oliva. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
0ocobu 3asBHUKA, BiANOBIAA/ILHOI
3a hapmakoHarnag. 3miHa
MiCLIe3HaxopKeHHs macTep-
thaiina cuctemm
thapmakoHarnagy. 3miHa micus
3[iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsaay.

165.

MAKCIBPEH®

phenibut

heHibyT

NO6BX2
2

Tabnetkn no 250
mr; no 10
Tabnetok y
6nictepi; no 2
6nictepn y
Kopob6Li 3
KapToHYy

TOB
«®POPC-
DAPMA

ONCTPUNB
FOLLUH»

YKpaiHa

TOB
"ACTPAGAPM"

YKpaiH
a

BHECEHHS 3MiH 0 peecTpavLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK
oo 6e3nekn/ehpekTnBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHeHWX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHS Yy3araslbHEHNX JaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOI 0cobw,
BiANOBiAA/IbHOT 32 3AiCHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 chapmakoHarnsgy
3as1BHMKA 419 34iICHEHHS
hapmakoHarnagy B YkpaiHi, KO
BOHa BiJMiHHA Bif, yNTOBHOBaXeEHOT
oco6w, BignoBigabHOI 3a
3[jiicCHEHHs1 hapMakoHarnsay
(BK/THOYAKOYN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-aiina cuctemu
hapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOI 0CO6Y 3asBHIIKA,
BignoBiganbHOI 3a
hapmakoHarnsg.

[itoua pepakuis: KpacHollokoBa
KOnisi BiktopiBHa. MNponoHoBaHa
pegakuis: 'peuko Bitaniin
tOpiioBMY. 3MiHa KOHTaKTHMX
[aHux yrnoBHOBaXXEHOI 0co6u
3asBHVKa, BiANOBIAA/IbHOI 3a
papMakoHarnsg

3a
peyenmom

UA/20363/01/01

166.

MEAOK/AB®

Amoxicill
in and
beta-
lactama
se

amokcuupm
niH (y
dopmi
amokcuupm
niHy

JO1CRO
2

MOPOLLIOK A/151
opasibHOI
cycneHsii, 400
Mr/57 mr B 5 mMn
1 donakoH 3

Megpokemi
Nimiteq

Kinp

Megokemi NimiTeq,

Kinp

BHECEHHS 3MiH [JO peecTpaLiiiHnx
marepianis: 3miHu | Tuny -
AMiHICTpaTVBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
3asBHVKa (BNacHvKa

3a
peyenmom

UA/18207/01/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
inhibitor | Tpurigpaty NOPOLLKOM A5 peecTpaLiiHOro NoCBigYEHHS)
) i kncnota NpUroTyBaHHs 3MiHa Ha3BU Ta agpecu 3asBHMKA
KnaBynaHo 70 mn cycneHsii (BnacHvka peecTpauiiHoro
Ba (y Y KOMMN/IeKTi 3 MOCBiAYEHHS)
dopmi [03Yy4nM
Kanito wnpuuem y
KnaBynaHa KapTOHHIi
TY) Kopobui
167. | MEMAHTUH- memanti | memaHTMH | NO6DX0 | TabneTtku, BKpUTI TOB YkpaiHa AkTaBic T/, ManbT | BHECEHHSI 3MiH 4O pPeeECTpaLiiHNX 3a UA/19083/01/02
TEBA ne y 1 NAiBKOBOO «TeBa a matepianis: 3miHu | Tuny - 3mMiHM 3 | peyenmom
rigpoxnop 060/10HKOH0, MO YkpaiHa» AKOCTi. A®l. BUpo6HULTBO. 3MiHa
na 20 mr; no 14 BMPOGHMKA BUXIAHOTO/NPOMIXHOr0o
Tabnetoky npoaykTy/peareHTy, LWo
6nictepi, no 2 BMKOPUCTOBYIOTLCS Y
6nictepn y BUpO6GHMYOMY npoueci AdDl, abo
KapTOHHIl 3MiHa BMPOGHMKa (BK/OYatouu, ae
Kopoobui Heob6XiAHO, Micue NpoBeAeHHs

KOHTPOsH0 siKoCTi) AdI (3a
BiACYTHOCTI cepTudikata
BiANOBIAHOCTI EBpONeiiChKiit
thapmakonei y 3aTBepKeHOMy
pocbe)(iHwi 3MiHN) - BBegeHHs
HOBOro BUPOBHNYOro MaiigaHumka
(Chemo Biosynthesis s.r.l) ans
BUPOGHMLITBA MEMAHTUHY
rigpoxnopuay, Wwo
BUKOPWUCTOBYETLCA A5
BMPOGHMLTBA TabNeToK
MeMaHTUHY rigpoxnopuay,
BKPUTMX NAIBKOBOK OO0/IOHKOM, 5K
anbTepHaTUBHWI BUPOOHNYWIA
MalifjaHumK, WO HaNexunTb A0 Tiel
X thapmaueBTUUHOI rpynu, Lo 1
NOTOYHWIA 3aTBEPKEHWI
BUPOGHMK, i3 3arafibHUM
nepernsgom posginis ASMF
(Oitoya pepakuyis: BUPOGHWK Aitoyoi
peyoBuHu: Industriale Chimica
S.R.L.(Italy) NponoHoBaHa
pefakuisi: BApPOO6HUKM Aito4oi
peyoBuHu: Industriale Chimica
S.R.L.(Italy) CHEMO
BIOSYNTHESIS S.R.L.(Italy).
3MiHu | TUnNY - 3MiHK 3 AKoCTi. ADL.
KoHTposb A®l. 3miHa y meTogax
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20
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BMNpo6yBaHHA APl abo BuxigHOro
mMartepiany/npomiKHOro
nNpoAayKTy/peareHTy, L0

BUKOPWCTOBYETLCA Y NPOLLECI
BMPOGHMLTBA ADI (iHLWi 3MiHU Y
mMeToAax BUNpobyBaHHSA
(BkntovarOUM 3aMiHy abo
[0NoBHeHHs)) A®| abo

BWXiHOro/NPOMIKHOro NPoAyKTy) -

HesHauHa 3miHa ckiagy MobinbHOT

hasu B MeTofi BUNpobyBaHHA API

Assay (HPLC). 3minu | Tuny -
3MiHK 3 siKocTi. A®l. Cructema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3MiHM napameTpiB
cneundikauin Ta/abo gonycTuMmx
MeX, 3a3HaYeHnX y
cneumdikauisx, ons
6e3nocepeaHbol ynakosku Ad|

(4onoBHeHHS cneuundikauii HoBUM

NoKasHUKOM Ta BiAnoBigHUM
MEeTOAOM BUMNPO6YBaHHS) -
[JlogaBaHHA BUNPO6YBaHHS Ha
BavKKi MeETasIn A1 KOHTPOSI0

AKOCTI NEPBUHHOIO NakyBaHHA Ad|

MeMaHTUHY. 3MiHu | TUny - 3MiHu 3

akocTi. A®l. KoHTposnb A®L. 3miHa

y napameTpax creumdikauii
Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX Y cneundikauisx Ha
A®I, abo BMXigHWIA/MPOMDKHWIA
npoAyKT/pearexT, Wwo
BVKOPWCTOBYIOTHCSA Y NPOLECI
BMPO6HULTBA AP| (BUYYEHHS
He3Ha4yHOro MokasHuka sKoCTi
(Hanpuknag BUNy4YeHHs
3aCcTapifioro NokasHuka)) -
BunyyeHHs TecTyBaHHS
MEMaHTUHY Ha BabkKi MeTasn 3i
cneuudikaLin BUpobHuKa
nikapcbKoro 3acoby (DPM) nicns
NpPOBEAEHHS OLHKM
e/leMeHTapHOro p13nKy A5 Liboro
marepiany.

168.

MEMAHTUH-

memanti

MEeMaHTUH

NO6DX0

TabneTkn, BKpUTI

TOB

YKpaiHa

Axtasic NT[

ManbT

BHECEHHS 3MiH 10 peecTpaLiiHnX

3a

UA/19083/01/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
TEBA ne y NAiBKOBOO «TeBa a matepianis: 3miHu | Tuny - 3mMiHM 3 | peyenmom
rigpoxnop 060/10HKOH0, NO YkpaiHa» akocTi. A®l. Bupo6HMUTBO. 3MiHa
na, 10 wr; no 14 BMPOGHMKA BUXIAHOrO/NPOMIKHOTO
Tabnetok y npoaykTy/peareHTy, LWo
6nictepi, no 2 BMKOPUCTOBYIOTLCH Y
6nictepn y BUpO6HMYOMY npoueci AdDl, abo
KapTOHHIi 3MiHa BMPOGHMKa (BK/OYaouu, ae
Kopoobui HeobxiaHO, MicLe NpoBeAEHHS

KOHTpOsto sikocTi) APl (3a
BiACYTHOCTI cepTudikata
BiANOBiAHOCTI EBpONeiiChKiit
thapmakonei y 3aTBepKeHOMY
pocbe)(iHwi 3MiHn) - BBegeHHs
HOBOro BUPOBHMNYOro MaiiaHumka
(Chemo Biosynthesis s.r.l) ans
BUPOGHMLITBA MEMAHTUHY
rigpoxnopugy, Wwo
BUKOPWUCTOBYETLCA A5
BMPOGHMLTBA TabNeToK
MeMaHTUHY rigpoxnopuay,
BKPUTMX NAIBKOBOK OO0O/IOHKOI, 5K
anbTepHaTUBHWI BUPOOHNYWIA
MalifaHumK, WO HaNexunTb A0 Tiel
X thapmaueBTUYHOT rpynu, Lo i
NOTOYHNI 3aTBEPAKEHWI
BUPOOBHWK, i3 3ara/lbHUM
nepernagom posginis ASMF
(Oitoua pepakuyis: BUPOGHWK Aitoyoi
peyoBuHu: Industriale Chimica
S.R.L.(Italy) NMponoHoBaHa
pefakuisi: BApPO6HUKM Aito4oi
peyoBuHu: Industriale Chimica
S.R.L.(Italy) CHEMO
BIOSYNTHESIS S.R.L.(ltaly).
3MiHu | TUNY - 3MiHKW 3 AKoCTi. AdL.
KoHTponb A®L. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BuxigHOro
mMartepiany/npomiKHOro
npoAayKTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLLECI
BMPOGHMLTBA ADI (iHLWi 3MiHU Y
MeToAax BUNpobyBaHHSA
(BkntovarOUM 3aMiHy abo
[0NoBHeHHs)) A®| abo
BWXiHOr0/NPOMIXXHOro NPoAyKTy) -
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HesHauHa 3miHa ckiagy MobinbHOT
hasu B MeTofi BUNpobyBaHHSA API
Assay (HPLC). 3minu | Tuny -
3MiHK 3 siKocTi. A®l. Crctema
KOHTEeliHep/3aKynopoBasibHWi
3aci6. 3MiHM napameTpiB
cneundikauin Ta/abo gonycTuMmx
MeX, 3a3HaYeHnx y
cneumdikauisx, ans
6e3nocepeaHbol ynakosku Ad|
(4onoBHEHHSA cneuundikaLii HoBUM
NoKasHUKOM Ta BiAnoBigHUM
MEeTOAOM BUNPO6YBaHHS) -
[JlogaBaHHA BUNPO6YBaHHS Ha
BavKKi MeETasIn A1 KOHTPOSI0
AKOCTI NEPBUHHOIO NakyBaHHA Ad|
MeMaHTUHY. 3MiHu | TUny - 3MiHu 3
akocTi. A®l. KoHTposnb A®L. 3miHa
y napameTpax creumdikauii
Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX Y cneundikauisx Ha
A®I, abo BMXigHWIA/MPOMDKHWIA
npoAyKT/pearexT, Wwo
BVIKOPWCTOBYIOTbCSA Y NPOLEC
BMPO6HULTBA AP| (BUYYEHHS
He3Ha4yHOro MokasHuka sKoCTi
(Hanpuknag BUNy4YeHHs
3aCcTapifioro NokasHuka)) -
BunyyeHHs TecTyBaHHS
MEMaHTUHY Ha BabkKi MeTasn 3i
cneuudikaLin BUpobHuKa
nikapcbKoro 3acoby (DPM) nicns
NPOBEAEHHS OLHKM
e/leMeHTapHOro p13nKy A5 Liboro
marepiany.

169.

MEPANIC®

xylomet
azoline

Kcunomet
asonivy
rigpoxnop
ma

RO1AAO0
7

cnpe
HazaslbHUiA,
po3umH 0,1 %;
no 10 mn a6o no
15 M1 pO3UnHY Y
donakoHi 3
[03y0unm
NPUCTPOEM; Mno 1
donakoHy B
KapTOHHIi

AnpaH-
[anieHcbkun
n
NabopaTto
piit 4.4,

XopBari
A

Appax-
laneHcbKuii
Na6oparopiii 4.4.

Xopsa
Tis

BHECEHHS 3MiH 0 peecTpaLiiHnX
marepianis: 3miHu | Tuny - 3miHu 3
sKocCTi. FOTOBWMIA Nikapcbkuii 3aci6.
Cucrtema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa noctavasibHuKa
nakyBasIbHUX mMaTepianis abo
KOMMNIEKTYUMNX (SKLWO 3a3Ha4YeHo
B [1OCbE) (BUNYYEHHSA
noctayasibH1Ka) BUAANEHHS 3

6e3
peyenma

UA/12207/01/02
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
Kopoo6Li A0cbe iHhopmauii npo

HaliMeHyBaHHS nocTadyabHUKa
nakyBasIbHVX KOMMOHEHTIB ANs
HDPE dnakoHiB Ta
pO3NVN0BasILHOrO NPUCTPOLO.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHN Yy
BMPOGHMLTBI. 3amiHa abo
BBE/IEHHSA 40AaTKOBOT AiNbHULL
BMPOGHMLITBA A4/15 YaCTUHU abo
BCbOro BUPOGHMYOro npouecy
rOTOBOrO /iKapCbKoro 3acoby (iHLwui
3MiHW) BBEEHHS [,04aTKOBOI
OinbHUUI ans cTepunisauii
nakoHiB (HDPE): Gammatom
S.r.l, Via XXIV Maggio 14, 22070
Guanzate, ITania. Tun
cTepunisadii 3a/MLWaeTbCs Tow
camuii. 3miHu | Trny - 3miHn 3
AKoCTi. [O0TOBWIA Nikapcbkuii 3aci6.
3MiHU y BUPO6HMLTBI. 3amiHa abo
BBE[EHHS1 40AATKOBOI AiNbHULj
BMPOGHMLTBA A151 HaCTUHM abo
BCbOr0 BMPOGHWYOrO npouecy
rOTOBOrO JlikapCbKoro 3acoby (iHLwi
3MiHW) BBEEHHS [04ATKOBOI
AinbHUUI Ana ctepunisauii
chnakoHiB (HDPE): IONISOS,
Zone Industrielle de L' Aubree,
72300 Sable-sur-Sarthe, France.
Twvn cTepunisauii 3a/mMwaeTbes
TOW camuii. 3MiHn | TUNy - 3MiHK 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
3MiHU y BUPO6HMUTBI. 3amiHa abo
BBEJEHHS [04AaTKOBOI AiNbHUL
BMPOGHMLITBA A/15 YaCTUHU abo
BCbOr0 BUPOOHNYOro npouecy
roTOBOrO JlikapcbKoro 3acoby (iHLwi
3MiHW) BBE[EHHS [,04aTKOBOI
AinbHUUI Ansa ctepunizauii
tonakoHiB (HDPE): IONISOS, Parc
Dombes Cotiere Activites, 176
Route de Balan, 01120 Dagneux,
France. Tun cTepunisauii
3a/MLLIAETLCA TON caMuid. 3MiHu |
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

MRy - 3MiHK 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo

BBE[EHHS1 40AATKOBOI AiNbHULj

BMPOGHMLTBA A151 HaCTUHM abo

BCbOr0 BMPOGHWYOTO npouecy

rOTOBOrO JlikapCbKoro 3acoby (iHLwi

3MiHW) BBeEHi f04aTKOBOI
AinbHUUI Ana ctepunizauii

thnakoHiB (HDPE): Sterigenics

Italy S.PA., Itania. Tun
cTepunisadii 3a/MLWaeTbcs Tow
camuii
170. | MEPANIC® xylomet Kcunomet RO1AAO0 | cnpeii Anpan- Xopsari AapaH- XopBa | BHECEHHS 3MiH A0 peecTpauiiHnX 6e3 UA/12207/01/01
azoline asoniHy 7 HasabHUA, [aneHcbku A [aneHcbkuin Tis mMartepianis: 3miHu | TUny - 3MiHK 3 peyenma
rigpoxnop po3uuH 0,05 %; n Na6opaTtopiit 4.4. AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
na, no 10 mn a6o no | Jlaboparo Cuctema
15 M1 po3UmnHy y pin 4.4a. KOHTeliHep/3akynoptoBasibHNIA

donakoHi 3
[03yH04nM
NpUCTPOEM; no 1
chnakoHy B
KapTOHHIl
Kopoo6Li

3aci6. 3miHa nocTavasibHVKa
nakyBasibHUX Matepianis abo
KOMM/IEKTYIOUMX (SIKLLO 3a3HAYEHO
B [OCbE) (BUTyHEHHS
noctayanbHUKa) BUAANEHHS 3
Aocbe iHhopmauii npo
HaliMeHyBaHHS nocTadyasibHUKa
nakyBaslbHVX KOMMOHEHTIB Ans
HDPE dnakoHis Ta
pO3NWNI0BaSILHOTO NPUCTPOIO.
3MiHY | TUNY - 3MiHKU 3 AKOCTI.
[oTOBWIA Nikapcbknin 3aci6. 3MiHK Y
BMPOGHMLTBI. 3amiHa abo
BBEJEHHS 40AAaTKOBOI AiNbHUL
BMPOGHMLITBA A1 YaCTUHU abo
BCbOr0 BUPOGHMNYOro npouecy
rOTOBOrO JliKapCbKOro 3acoby (iHLWi
3MiHW) BBEEHHS [,04aTKOBOI
AinbHUUI Ansa ctepunisauii
onakoHiB (HDPE): Gammatom
S.r.l, Via XXIV Maggio 14, 22070
Guanzate, Itanisa. Tun
cTepunisadii 3a/MLWaeTbcs Tow
camuii. 3miHu | Tuny - 3miHn 3
AKoCTi. [0TOBWIA Nikapcbknii 3aci6.
3MiHM Y BUPOOHULTBI. 3amiHa abo
BBE/IEHHS A0AATKOBOI AiNbHUL
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

BMPOGHMLITBA A4/15 YaCTUHU abo
BCbOro BUPOGHMYOro npouecy
rOTOBOrO /iKapCbKoro 3acoby (iHLwui
3MiHW) BBEEHHS 4,04aTKOBOI
OinbHUUI aNns cTepunisauit
thnakoHis (HDPE): IONISOS,
Zone Industrielle de L' Aubree,
72300 Sable-sur-Sarthe, France.
Twun cTepunisauii 3a/mwaeTbea
TOW camuii. 3MiHn | Tuny - 3MiHM 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHU y BUPO6HMLTBI. 3amiHa abo
BBE[EHHSI 40AATKOBOI AiNbHUL
BMPOGHMLTBA A/151 HaCTUHM abo
BCbOr0 BMPOGHWYOrO npouecy
rOTOBOrO JlikapCbKoro 3acoby (iHLwi
3MiHW) BBEEHHS [04ATKOBOI
AinbHUUI Ana ctepunisauii
cnakoHiB (HDPE): IONISOS, Parc
Dombes Cotiere Activites, 176
Route de Balan, 01120 Dagneux,
France. Tun ctepunizauii
3a1MWaeTbes To caMmuid. 3MiHu |
T™Mny - 3MiHW 3 SIKOCTi. FOTOBUIA
nikapcbknii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo
BBE/IEHHSA 40AaTKOBOT AiNbHULL
BMPOGHMLITBA A4/15 YaCTUHU abo
BCbOro BUPOGHMYOro npouecy
rOTOBOrO /liKapCbKoro 3acoby (iHLwui
3MiHM) BBEAEHI [0AaTKOBOI
OinbHUUI aNns cTepunisauit
thnakoHis (HDPE): Sterigenics
Italy S.PA., ITania. Tun
cTepunisadii 3a/MLwaeTbcs Tow
camui

171.

METO)KEKT®

methotre
xate

MeTOoTpeKc
art (y
BUINALI
MeTOoTpeKc
arty
AVHaTpito)

LO4AX0
3

pO34nH Ans
iH'ekwjin, 50
mr/mn no 0,15
mn (7,5 wmr), abo
no 0,20 mn (10
mr), abo no 0,25
mn (12,5 mr),
a6o no 0,30 mn
(15 mr), abo no

Mepak
lesenblia
<1 chiop
KNiHiwe
Lneuianb
npenapar
e M6X

Himeuun
Ha

BVPOGHWK, LLIO
Bignosigae 3a
BTOPWHHE
nakyBaHHs,
MapKyBaHHS,
KOHTPO/b/BMNPOGY
BaHHSA cepii Ta 3a
BUNYyCK cepil:
Mepak

Himeu
ynHa

BHECEHHS 3MiH 0 peecTpavLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK
oo 6e3nekn/ehpekTnBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn).
3MiHN BHECEHO Y TeKCT
MapKyBaHHs MPBUHHOI (N. 2, 6) Ta
BTOPUHHOI (N. 17) ynakoBku
nikapcbKkoro 3acoby. BeeaeHHs
3MiH NpoTArom 6-T1 MicAuiB nicns

3a
peyenmom

UA/5873/01/02
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
0,35 mn (17,5 le3enbliadT drop 3aTBEPIKEHHS.
mr), abo no 0,40 KNiHiwe
M (20 wmr), abo LLineuianbnpenapa
no 0,45 mn (22,5 Te M6X,
mr), abo no 0,50 HimeuuunHa,;
M (25 wr), abo BUPOGHMK, IO
no 0,55 mn (27,5 BignoBigae 3a
mr), abo no 0,60 BMPOGHMLTBO
m (30 mr) niKapcbKoro
PO3UnHY y 3aco0y, neperHHe
nonepeaHLo nakyBaHHS,
3anoBHeHoOMy KOHTPO/b/BUNPOGY
wnpuui; no 1 BaHHS cepii:
Lnpuuy pasom OHkoTek Papma
i3 BOyj0BaHO0 MpogakwH M6X,
iH'EKLjHOI HimeuunHa;
rOMIKOK B BUPOOBHWK, L0
KOHTYpPHOMY Bignosigae 3a
4yapyHKOBOMY BTOPUHHE
6nictepi; no 1 nakyBaHHs:
6nictepy B LLteremaHH M6X
KapTOHHIl & Ko. KI'.,
Kopoobui HimeyunHa; Mepak
lesenbwadTt dhrop
KAiHiwe
Lneuianbnpenapa
Te M6X,
HimeyumHa
172. | METPOHIAA30/1 | metronid | meTpoHiga | JO1XDO pO34nH AN MpuBaTHe | YkpaiHa MpuBaTHe YkpaiH | BHECEHHs 3MiH 40 peecTpauiiHnX 3a UA/11140/01/01
azole 30”1 1 iHcpysin 0,5 %, aKujioHepH akujioHepHe a marepianis: 3miHu | Tuny - 3mMiHM 3 | peyenmom
no 100 mny e TOBapuUCTBO akocTi. CepTudpikat
naswKax TOBapucTB "IHcpy3isn” BignosigHocTi/lE-cepTudikar
o] BiANOBIAHOCTI EBPONENCHKI
"Indpysia” thapmakonei/MoHorpadoii.

MoaaHHA HoBOro abo OHOB/IEHOrO
cepTucbikaTa BigNOBIAHOCTI abo
BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeiiChKiit
tapmakonei: ana Adl; ana
BUXiAHOTO
MaTtepiany/peareHTy/npoMibKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA
y BUPOGHNLTBI ADI; Ans
[0MNOMDKHOT peyoBUHU
(cepTudpikat BignoBiAHOCTI
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
€Bponeiicbkili hapmakonei) -
HoBwuii cepTuchikat Bi HOBOro
BMPOGHMKa (3amiHa abo
[IONOBHEHHS) - BHECEHHS
[04aTKOBOrO a/lbTEPHATUBHOIO
BMPOGHUKA Aito40i peyoBUHU
MeTpoHigasony - «Wuhan Wuyao
Pharmaceutical Co., Ltd.» , Kutaii,
B SIKOro HasiBHUIA cepTudikat
BiANOBIAHOCTI EBpPONECHKI
thapmakonei R1-CEP 2007-083 -
Rev 05.
173. | MIKAPOUCNNKOC | Telmisar | Tenmicapt | CO9DA0O | Tabnetku, 80 BepiHrep Himeuun Brpo6HMUTBO, Himeu BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a He UA/0465/01/02
® tan and aH Ta 7 Mr/12,5 mr; no 7 IHrenbxai Ha nepBuHHE Ta ynHa/ MaTepianis: 3miHu | TUny - 3MiHK peuenmom | niosse
diuretics | rigpoxnop Tabnetok y M BTOPVIHHE Ipeuis wopo 6e3snekn/ethekTMBHOCTI Ta ae
Tiasng, 6nictepi; no 4 IHTEpHeLLH nakyBaHHs, thapmakoHarnagy. 3miHa y
6nictepn y nrméex KOHTPO/b AKOCTI KOPOTKili XapakTepucTuL,i
KapTOHHIi Ta BUMyCK cepii: nNikapcbKoro 3acoby, TeKCTi
KopooLi Bepinrep MapKyBaHHS Ta iHCTPyKUii ans
IHrenbxainm MeAMYHOro 3acTOCYBaHHA Ha
dapma 'm6X i Ko. nigcTaBi perynspHo
Kr, HimewunHa OHOBJIHOBAHOrO 3BITY 3 6e3nekn
a6bo nikapcbKoro 3acoby, abo
Bepinrep AOCnimpKeHb 3 6e3nekun
IHrenbxainm 3acToCyBaHHS NiKapCbKOro 3acoby
Xennac CuHrn B nicnsipeecTpauiiinii nepiog, a6o
Membep C.A., AIK pe3ynbTart OUiHK/ 3BTy 3
Ipeuis [ocnigpxeHb, NpoBeAeHnX
Bi4NoBIAHO A0 NnaHy
neajaTpnyHux gocnigpkeHs (PIP)
(3MiHy Y3ro[>KeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoM)
3MiHN BHECEHO [0 IHCTPYKUIii Ans
MeAMYHOro 3acTOCyBaHHSA
niKapcbKoro 3acoby A0 po3ainy
"Mo6iuHI peakwii" BiANOBIAHO A0
OHOBJIEHOT iHhopMaLii 3 6e3neku
LYol pevyoBuHY (TesimicapTaHy)
3rigHo 3 pekomeHgauisvm PRAC.
BBegeHHS 3MiH npoTsArom 6-tv
MiCsILiB Nicns 3aTBePAKEHHS
174. | MOHTENYKACT montelu MOHTENyK RO3DCO | Tabnetku, BKpUTI Akkopa Monbwa BVMPOGHMLTBO IHgis/ BHECEHHS 3MiH [0 peecTpaLiiHnX 3a UA/19125/01/01
FEHENM kast act 3 NNiBKOBOIO Xenckea niKapcbKoro Benuk MaTepianis: 3miHu | TUNy - 3MiHK peyenmom
HaTpito 060/10HKOH0, MO Moncka 3acoby, nepBnHHe a wopo 6e3sneku/edpekTMBHOCTI Ta
10 mr; no 14 Cn. 3.0.0. Ta BTOPUHHE Bputa hapmakoHarnsay. BeegeHHs abo
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
Tabnetoky nakyBaHHs, Hisi/ 3MiHM [0 y3ara/ibHEHNX JaHuX Npo
6nictepi; no 2 KOHTPO/b AKOCTI Yropuy cuctemy hapmakoHarnsgy
6nictepu y nauui cepii: IHTac nHa/ (BBEAEHHSA Y3araslbHEHUX AaHNX
dapmacbloTikac Monb npo cucTemy dhapmakoHarnsgy,
Nimitep, 1HAis; wa 3MiHa YNOBHOBaXeHOI ocobu,
BVMPOGHMLTBO BiZiNOBIAANbHOI 32 34jiACHEHHS

nikapcbkoro
3acoby, nepBrHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI
cepii: IHTac
dapmacbloTikasnc
Nimiteq, 1HAis;
Aoparkosa
OinbHUUS 3
NepBUHHOTO Ta
BTOPVHHOTO
nakyBaHHS:
AKKOP/,
XE/ICKEA
NIMITEL, Benvka
BputaHis;
Aoparkosa
OinbHUUS 3
NepBUHHOTO Ta
BTOPVHHOTO
nakyBaHHS:
AKKOPA-IOKEW
NIMITEA, Benvka
BputaHis;
KOHTPO/b SIKOCTI:
®APMABAIL,
nro.
Mikpo6ionoriyHa
nab6opaTopis,
YropumHa;
KOHTPO/b SIKOCTI:
€spochiHc
AHaniTikan
Cepsices XaHrepi
KdpT., YroplumHa;
BiANOBIAA/IbHWIA 32
BUNYCK cepil:

AkKopg Xersickea

hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHUKA A9 34iACHEHHS
hapmakoHarnagy B YkpaiHi, SKLi0
BOHa BifjMiHHa Bif, YNOBHOB&XXEHOT
ocobwu, BiAnoBigasIbHOI 3a
3pjiicHeHHs hapmakoHarnsay
(BKKOYAKOYM KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLLEHHI
macTep-aiina cucremu
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHNIKa,
BigNoBiAa/IbHOI 3a
thapmakoHarnsg.

[itoua pepakuin: Apnetta
BepuHcbka / Arletta Werynska.
MponoHoBaHa pepakuis: Arata

leiiceBny / Agata Gesiewicz.
3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
thapmakoHarnag
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
Monblua
175. | MOP®IH morphin | mMopdiHy NO2AAO | po3uuH ans AT Natsis BCi cTagii CnoBa | BHECEHHS 3MiH A0 peecTpaviiHux 3a UA/15322/01/01
KANUEKC e rigpoxnop | 1 iH ekuii 10 "Kanuekc" BUPOBHMYOro yynHa/ MaTepianis: 3miHu | TUNy - 3MiHK peuenmom
na mr/mn, no 1 mn B npouecy, Kpim Nartsis wopo 6esnekn/ethekTMBHOCTI Ta
amnyrni; no 5 BUMYCKy cepii: thapmakoHarnsgy. BeegeHHs abo
amnyn B XBM ®apma 3MiHU [0 y3araslbHEHUX AaHuX Npo
KOHTYPHIl c.p.o., cuctemy thapmakoHarnsagy
YapyHKOBIi CnoBayuuHa; (BBEAEHHS Yy3araslbHEHNX JaHuUX
ynakoBLi BUPOGHWK, SKUiA npo cuctemy chapmakoHarnsgy,
(niggoni); no 1, 2 Bignosigae 3a 3MiHa yNOBHOBaXEHOI 0cobw,
abo 20 KOHTpPO/Tb BiANOBiAA/IbHOI 32 3AiCHEHHS
KOHTYPHUX cepii/BunpobyBaHH hapmakoHarnagy; KOHTakTHoOI
YapyHKOBUX : ocobu 3 chapmakoHarnsgy
yMakoBOK AT "I'piHgekc”, 3as1BHMKA 419 34iICHEeHHS
(nipoHiB) y NatBis; hapmakoHarnagy B YkpaiHi, KO
nauvj 3 KapToHy BMPOGHUK, SKWiA BOHa BifMiHHA Bif, yNOBHOBaXEHOT
BignoBigae 3a ocobw, BignoBigabHOI 3a
BUNYCK cepil: 3[jificCHEHHs1 hapMakoHarnsay
AT "Kanuekc", (BK/THOYAKOYN KOHTaKTHI AaHi)
Natsis Ta/abo 3MiHW y PO3MILLEHHI
macTep-aiina cuctemu
hapmakoHarnsgy) 3miHa
YMOBHOB&XEHOI 0CO6M 3asBHIIKA,
BignoBiganbHOI 3a
hapmakoHarnsg.
[itoua pepakuis: Mapis bpiege /
Marija Briede. NMponoHoBaHa
pegakuisi: ApiHa Bobposiya / Arina
Bobrovica. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a
dhapMakoHarnsag.
176. | MYKANTUH® - MYKaITUH RO5CAQ | Ttabnetku no 50 MAT YkpaiHa | MNAT "Tannycapm” | YkpaiH | BHECEHHS 3MiH [0 peecTpauiiHnx 6e3 UA/1982/02/01
5 mr; no 10 "Tanuudgpa a mMartepianis: 3miHu | TUny - 3MiHK 3 peyenma
Tabnetok y pm" AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
cTpunax; no 10 Cucrema
Tabnetoky KOHTeliHep/3aKkynopoBasibHWi
cTpuni; no 3 3aci6. 3miHa napameTpiB

CTpUNM B NauL;
no 30 TabneTok
Y KOHTeliHepi; no
1 KOHTeilHepy Y
nasui; no 10

cneuudikauii Ta/abo AonycTUMmX
MeX NepBUHHOI YNakoBKN roTOBOro
nikapcbKoro 3acoby (iHLWi 3MiHN) -
akTyanisauis Ta yTOYHEeHHS BUMOr
[0 naKkyBa/lbHVX MaTepianis, a
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH

Homep
peecmpayiliHo
20
nocsioYyeHHs1

Tabnetoky

6nictepax; no
10 Tabnetok y
6nictepi; no 3

6nictepu B navuj

came y cneumdikadii Ta meTogax
KOHTPO/I0 Nanepy 1amiHOBaHOro
OHOB/IEHO MOKA3HUK
"BignoBigHICTb TEKCTY i An3aiiHy
rpagiyHoro ohopmMsIeHHsA
opuriHan-makeTy", "OCHOBHI
po3mipun”, "Maca nanepy
namiHoBaHoto nnoueto 1 m?",
BW/IyYeHO M. "Maca nonietuneHy
nnowmHo M, "CTeniHb aaresii”.
3a3HayeHi 3MiHN He BNANBalOTb Ha
XapakTepucTuKy nakyBasibHOr0
mMarepiany Ta He 3MiHIOITb YMOB
nakyBaHHS nikapcbkoro 3acoby, Ta
HeCyTb /I1LLE YTOUHIOKUNIA
xapaktep. CynyTHs 3MiHa - 3MiHK
3 KoCTi. [0TOBWMIA NikapcbKuii
3aci6. Cucrtema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa y meTogax
BUNPOBYBaHHA NEPBUHHOI
yMaKoBKM rOTOBOTO NiKapCbKOro
3aco06y (iHLWi 3MiHK y MeToAax
BMNpobyBaHb (BK/OYAUM 3amiHy
abo gopgasaHHs)). 3MiHu | TUny -
3MiHK 3 sKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa napameTpis
cneundikauii Ta/abo AoNycTUMMX
MeX NepBUHHOI YNakoBK/ rOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHN) -
akTyasisauis Ta yTOYHEeHHS BUMOr
[0 naKyBa/bHVX MaTtepianis, a
came y cneuudikadii naiskm
NONIBIHI/IXNOPUAHOI OHOBMEHO M.
"30BHiLLHIl BUrNsag", "OCHOBHI
po3mipn”.

177.

MYNIMEH

Ambra
grisea D4,
Calcium
carbonicu
m
Hahnema
nni D8,

Kpanni opasibHi;
no 50 mny
dNakoHi-

KpanesnbHuLi; No

1 donakoHy-
KpanesbHULi y
Kopo6ui 3

Bionoriwe

Xannbmitr

enb Xeenb
mM6X

Himeuun
Ha

Bionoriwe
XainbMitTenb
Xeenb M'm6X

Himey
ynHa

BHECEHHS 3MiH [0 peecTpaLiiHnX
marepianis: 3miHu | Tuny - 3miHu 3
sKocCTi. FOTOBWMIA Nikapcbkuii 3aci6.
Cucrtema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa noctavasibHuKa
nakyBasibHUX Matepianis abo

6e3
peyenma

UA/3698/01/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

Cimicifuga KapToHY KOMMJIEKTYIOUMX (SIKLLO 3a3Ha4YeHO
racemosa B [0OCbE) (BUNYYEHHSA
D4, noctavyanbHvika) BunyyeHHs
Gelsemiu iHchopma,ii Mpo nocTavanbHYKa
m nakyBa/lbHOrO mMatepiasny 3
sempervir peecTpauiiiHoro focke, a came
ens D4, po3giny 3.2.P.7 Cuctema
Hypericum KOHTelHep/3aKynoploBasTbHUiA
perforatum 3aci6.
D3,
Kalium
carbonicu
m D4,
Sepia
officinalis
D8, Urtica
urens D3,
Vitex
agnus-
castus D3

178. | HA3EXAJEP Mometa | momeTtaso | RO1ADO | cnpei Linnna IHais Lnnna Niviteq IHais BHECEHHS 3MiH A0 pPeeCcTpaLiiHNX 3a UA/16788/01/01

sone Hy doypoat | 9 HasasTbHUIA, nra. matepianis: 3miHu | Tuny - 3mMiHM 3 | peyenmom

cycneHsis 50
MKr/go3y no 18 r
(140 po3)
cycneHsii y
donakoHi 3
[03yBa/IbHUM
Hacocom-
posnunoBavemM
Ta KoBNaukom,
no 1 pnakoHy y
KapTOHHIi
yrakoBLi

sKocCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbKoro
3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AonycTUMMX
MEX FOTOBOr0 NiKapCbKoro 3acoby
(iHWi 3miHK) - CynyTHS 3MiHa -
3MiHK 3 sKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JlikapcbKoro 3acoby.
3MiHa y MeTofax BUNpo6yBaHHs
rOTOBOrO /liKapCbKoro 3acoby (iHLwui
3MiHM y MeTogax B1unpobyBaHb
(BK/THOYAKOUM 3aMiHy a60
[OMNOBHEHHS)) - Po3gin
«MikpobionoriyHa uncrota» B
cneundikauii Ta meTogax
KOHTPOJIH0 TOTOBOIO JliKapCbKOro
3acoby NpvBeAEHO Y BiAMNOBIAHICTbL
[0 hapMakoneiHnx BUMor Ta
OHOBJ/IEHUX JOKYMEHTIB
BUPOOHMKa, a came: BK/TOYEHO
BMMOTU LLOAO BU3HAYEHHS
Burkholderia cepacia complex
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
(Bcc), Ta Ak HacnigoK fOMNOBHEHO
MEeTOAMKY KOHTPO/I0. 3MiHN | Tuny
- 3MiHu 3 siKoCTi. FoTOBWMIA
nikapcbknii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby (iHLwi
3MiHK) - YTOUHEHO pefakLiio
BMMOT crieumdikav,ii roToBoro
nikapcbKoro 3acoby 3a Tectamu
«pH» Ta «CynyTHI JOMILLKU», &
came: 306i/bLUEHO Ki/TbKICTb 3HaKIB
AN OKPYT/IEHHA NICAS KOMM.
179. | HA3IK® - Kcunomet RO1ABO | cnpei Kaccenna- | Himeuun Knoctepdpay Himey BHECEHHS 3MiH A0 pPeeCcTpaLiiHNX 6e3 UA/9132/01/01
asonivy 6 HasasIbHUIA, meg MM6X Ha Bepnin M'm6X YmHa Marepianis: yTOYHEHHSA peyenma
rigpoxnop po3umH no 10 mn | eHg Ko. KI HanucaHHA MHH B Hakasi MO3
na, y donakoHi; no 1 Ykpainu Ne 1405 Big 24.09.2026
AekcnaHte hnakoHy 3 B NpoLeci BHECEHHSA 3MiH (3MiHN
Hon Hacagkow ans | TNy - 3MiHK 3 AKoCTi. FoTOBMIA

pO3nNueHHs B
KapTOHHIl
Kopo6ui; no 10
My doaKoHi;
no 1 donakoHy
pasom 3
chikcoBaHo0
Hacagkow ans
pO3NWNEHHS B
KapTOHHIi
Kopoo6Li

nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JliKapCcbKoro 3acoby.
3MiHa napameTpiB cneuucpikauiii
Ta/abo fonycTUMUX MEX roTOBOrO
nikapcbKoro 3acoby (40NOBHEHHS
crneundikaLii HOBUM NOKA3HUKOM 3
BiANOBIAHUM METOA0M
BMNPOGYBaHHS) AOMOBHEHHS
crneundikavii 13 3a NOKasHWKOM
«Yuctota» napameTpom
«MaHTo€eBa kncnoTa» 3
HopMyBaHHAM <0,5% npu BUMYCKY
Ta <3 % NpoTArom TepMiHy
npugaTHocTi. BignosigHo
OHOBJ/IKETLCA aHATITUYHNIA METOL,
«KinbkicHe BU3HAYEHHS Ta
ineHTVdbikaUis gekcnaHTeHony i
NPOAYKTIB ioro posnagy». 3MiHu |
MRy - 3MiHK 3 skocTi. FoToBMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOro NikapcbKoro 3acoby.
3miHa y meToAax BunpobyBaHHS
roTOBOrO Jlikapcbkoro 3acoby (iHLwi
3MiHM y MeToAax BUnpobysaHb
(Bkntovaroun 3amivy abo
[OMOBHEHHS)) foAaBaHHSA
anbTepHaTUBHOIO MeToay
BM3HAYEHHS 3-aMiHOMpPONaHosy,
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

LLIO € MPOAYKTOM Aerpagavii
[JeKcnaHTeHosy, 3a J0NOMOrot
meTtody BEPX. 3minu | Tuny -
3MiHu 3 aKocCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /liKapCbKOro 3acoby.
3miHa y MeToAax BMNpobyBaHHS
roTOBOrO JlikapcbKoro 3acoby (iHLwui
3MiHM Y MeTogax BunpobysaHb
(BkntovarOUM 3aMiHy abo
[ONOBHEHHS)) Ao4aBaHHSA
anbTepHaTUBHOIO MeToady
BU3HAYEHHS NPOAYKTIB Aerpagauii
6eH3asIKOHIl0 x1opuay 3a
[,0MOMOroto ra3oBoi
xpomaTtorpadii. 3miHu | Tuny -
3MiHK 3 sKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JliKapCbKoro 3acoby.
3MiHa y MeTofax BUNpo6yBaHHsA
roTOBOrO JliKapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBepOKeHNX
MeToAax BUNpobyBaHHS)
He3HayHa 3MiHa B MeTogj
BMNpo6yBaHHA 13 3a
NOKa3HUKOM «Br3HAUeHHs
KifibKicHOro BMiCTYy
KCcuoMeTasoniHy rigpoxsiopuay,
[OOMILLOK KCUToMeTasosiHy Ta
6eH3anKoHIl0 XNopuay» MeTogoM
BEPX, a came 3miHa B
npo6oniAroToBL,i BUXiaHOro
PO34MHYy A KCUIOMETa30NiHy
rigpoxsopuay Ta 3MiHa NokasHuka
RSD B ouiHLj npuaaTHOCTI
XpomaTorpadiyHoi cuctemu.
3MmiHu | TMRY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6.
Cucrtema
KOHTeliHep/3aKynoproBasibHWi
3aci6 (iHWi 3MiHW) BUYyYEHHS 3
po3giny 3.2.P.7.Cuctema
KOHTeliHep/3aKynopoBasibHWi
3aci6 Toprosoi Ha3BU marepiany
3axucHoro kosnayka Moplen
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

RP348R. 3MiHn | TUny - 3MiHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpOsb roTOBOro NikapcbKoro
3aco6y (iHWi 3MiHKM) nepeknag,
MKS$ 3 pociiicbkoi MOBU Ha
YKparHCbKy MOBY /15 NPUBEAEHHSA
Y BigMNOBigHICTb i3 BUMOramm
UY/MHHOI pefakuii Hakasy MO3
Ykpainn Ne 426 Big 26.08.2005.
3miHu |l TUny - 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6.
KOHTpOsb roTOBOro NikapcbKoro
3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AonycTUMmX
MEX rOTOBOr0 NiKapcbKoro 3acoby
(3miHa 3HaxoauTbCA nosa
3aTBEPAKEHVMU JONYCTMUMU
Mexamu cneumdikadiit) 3miHa
BMMOr cneumdikadii N3 3a
nokasHukoM «CymMa npoaykTiB
po3najy AeKCnaHTEHOy» Ha
TepMiH npugaTtHocTi). Pegakuia B
Hakasi - Xylometazoline. BipHa
peaakuis —

180.

HATPIIO
Xnopup,
AHAHTA

sodium
chloride

HaTpito
xnopug

BO5XA0
3

po34nH Ans
iHchysin 0,9%;
no 100 mn B
nonieTMneHoBOM
y KOHTelHepi, no
1 KOHTelHepy Yy
nnisLi B KOPoO6LY;
no 100 mn, a6o
200 mn, abo 400
MmN B
noninponisieHoB
OMy KOHTeliHepi
y nniBuj

AHaHTa
Megikeap
nro.

Benvka
BputaHi
a

€ponaligh
XenTtkeap lBT.
nro.

IHAis

BHECEHHS 3MiH 10 peecTpaLiiiHnx
marepianis: 3miHu Il Tuny - 3miHn
3 AKOCTi. [0TOBWIA NikapCbKuii
3aci6. Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa y MepBUHHIl ynakoBLii
roToBOro NikapcbKoro 3acoby (Tun
KOHTeliHepa abo gofaBaHHsA
HOBOTO KOHTeliHepa) - CTepusbHi
niKkapcbki 3ac06u Ta Nikapcbki
3acobu
6i010riYHOro/iMyHOOriYHOTO
NOXOKEHHS - ANS onTUMi3aLil
TEXHO/OrYHOro npouecy
BMPOGHUKOM BUPILLEHO BBECTU
[04aTKOBI BUAN KOHTEHepIB, a
came, koHTerHepn 100 M1, 200 mn
Ta 400 mn 3 noninponineny. JaxHa
3MiHa Hece 3a co60t0 3MiHYy [0
cneumdikaujii 3a NOKa3HUKOM

3a
peyenmom

He
nionsie
ae

UA/18188/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH

Homep
peecmpayiliHo
20
nocsioYyeHHs1

SAKOCTi «O6’EM, L0 BUTSArAETLCA»,
a came, fogasaHHs 06’emiB 200 Ta
400 mn. 3MiHN BHECEHO B
IHCTPYKLj0 4518 MegnyHoro
3acToCcyBaHHS Nikapcbkoro 3acoby
B pO34in "YnakoBka" y 3B'A3Ky 3
BBE/IEHHAM [0aTKOBMX YMakKoBOK,
AK HAC/IJOK - 3aTBEPMAKEHHS
TEKCTY MapKyBaHHS 104aTKOBUX
YMakoBOK /likapCbKoro 3acoby.
CynyTHA 3MiHa. 3MiHU 3 SIKOCTI.
[oToBWIA NikapCbknii 3aci6.
Cucrtema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3miHa po3mipy ynakoBku
rOTOBOrO /1iKapCbKOro 3acoby
(3miHa macu/o6'eMy BMICTY
KOHTeliHepa 6araTof030B0ro
CTepWIbHOrO /iKapCbKoro 3acoby
(ab0 0AHOA030BOrO, YACTKOBOrO
BMKOPUCTaHHSA) Ta 6aratof030B0ro
nikapcbKoro 3acoby
6i0N10riyHOro/iMyHOs0riYHOro
NOXOKEHHS ANsi
napeHTepasIbHOro 3acTOCYBaHHS).
BBefeHHs 3MiH NpoTArom 3-x
MiCALIB MiC/1A 3aTBEP)KEHHS

181.

HEKCABAP®

sorafeni
b

copacpeHi
oy
Tosunart

LO1EXO
2

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOI0, MO
200 wmr; no 28
Tabnetok y
6nicTepi; no 4
6nictepu y
KapTOHHII nauui

Baiiep Al

Himeuun
Ha

NOBHWIA LMK
BUpOGHUUTBA:
Baiiep Arl,
Himeuunha;
BUPOBHMLTBO in-
bulk, KoHTpOsb
AKOCTI:
MaTteoH ®paHLis,
PpaHuin

Himeu
YnHa/
PpaHy,

BHECEHHS 3MiH 0 peecTpavLiiiHnX
mMartepianis: 3miHu | TUnNy - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npuaaTtHocTi abo ymoBax
36epiraHHs roTOBOrO JliKapCbKOro
3aco6y (36inbLIeHHSA TepMiHy
NPVAATHOCTI FOTOBOTO NiKapCbKOro
3acoby) - 1519 TOpProsoi ynakoBku
(nigTBEPAXKYETLCA AaHUMN
peasibHOro yacy). 36inbLIeHHs
TEepMiHy NpUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby i3 3-x pokis J0
4-X pokiB. 3MiHW BHECEHO B
IHCTPYKLj0 418 MeanyHoro
3acTOCyBaHHS Nikapcbkoro 3acoby
y po34in «TepMiH NpUaAaTHOCTI»
(36iN1bLUEHHS TEPMiHY NPUAATHOCTI

3a
peyenmom

He
nionse
ae

UA/7141/01/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
rOTOBOrO JliKapCbKOro 3acoby).
BBefeHHs 3MiH NpoTArom 4-x
MicSLiB NicNs 3aTBEPAYKEHHS.
3MmiHu | TMRY - 3MiHK 3 SKOCTiI.
[oTOBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHs roTOBOrO NikapCbKoro
3aco6y (3miHa y 3aTBepAKEHOMY
MPOTOKOi CTabiNbHOCTI). 3MiHa Y
3aTBepAXeHOMY NPOTOKONI
pocnipkeHHs ctabinsbHocTi M3
BHAC/NIAOK 36i/bLLEHHS TEPMIHY
npuaatHocTi MN3 i3 3-x pokiB Ao 4-
X pokKiB. BBEIEHHS 3MiH NPOTArom
4-x MicsiLiB nicnsl 3aTBEPKEHHS
182. | HE®POA4O/N® - BUCYLLEHI G04BX TabneTku, BKPUTI TOB "®K YkpaiHa | BignosifanbHWii 3a | YKpaiH | BHECEHHS 3MiH [0 peecTpauiiHnx 6e3 nionge | UA/15033/01/01
niKapcbki 060/10HKOHD; MO "CANNIOTA BMPOBHMLTBO, a MaTepianis: 3miHu | Tuny - 3MiHK peyenma ae
pocnuHn y 10 TabneTtoky pPIC" nepBuHHE Ta woao 6e3nekn/edpekTNBHOCTI Ta
BUrNASI 6nicTepi; no 6 BTOPVHHE thapmakoHarnsgy. 3miHu y
MOPOLLIKY: 6nictepis y nakyBaHHs, KOPOTKili XapakTepucTuy,
Tpasu nauuj i3 kKapToHy KOHTpO/b Ta NiKapcbKoro 3acoby, TEKCTI
30M10TOTUC BUNPOGYBaHHSA MapKyBaHHS Ta iHCTPYKLii ans
AYHMKA cepii, He Me[MYHOro 3acTocyBaHHsA
(Herba BK/IHOYAKOYMN reHepnyHuX/ribpuaHnx/6ionogioHn
Centaurii), BUNYyCK cepil: X nikapcbknx 3acobis nicns
KopeHs MpAT "TexHonor", BHECEHHS Ti€i caMoi 3MiHM Ha
NOBUCTKY YkpaiHa; pedhepeHTHMIT Npenapar (3miHa He
(Radix BiAnoBiganbHMIA 3a notpebye HafaHHA XOLHUX HOBUX
Levistic), BWMYCK Cepii, He [0[AaTKOBUX AaHnX) 3MiHu
nneta BK/TIOHA0UM BHECEHO B iHCTPYKLto ANns
po3mMapuH KOHTPO/b/BUNPOGY MeAMYHOro 3acToCyBaHHA
y (Folia BaHHs cepil: nikapcbKkoro 3acoby [o posginis
Rosmarini) TOB «®K "3acTocyBaHHs y nepiog
«CAJTIOTAPIC», BariTHOCTi abo rogyBaHHs
YkpaiHa rpyaar”, "Cnocié 3actocyBaHHs

Ta go3n", "Mob6iuHi peakwyii"
BiANOBIAHO 4,0 OHOBNEHOT
iHcbopmauii B iHCTpYKLU|i ans
MeAMYHOro 3acToCyBaHHA
pediepeHTHOro Nikapcbkoro
3aco6y KAHE®POH® H,
TabneTku, BKpUTi 060/TOHKOI.
BBefeHHA 3MiH NPOTAroM 6-Tn
MiCSILLiB NiCNs 3aTBEPAKEHHS.
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
183. | HITPOIMNILEPUH | glyceryl HiTporniye | CO1DAO | Tabnetkn MpAT YkpaiHa | [pAT "TexHonor" | YkpaiH | BHECEHHs 3MiH 4O peecTpauiiHnx 6e3 UA/6393/01/01
trinitrate | puH 2 % 2 cybniHrBasIbHi "TexHonor a mMartepianis:3miHu | Tuny - 3MiHn peyenma
Ha NakTo3i no 0,5 mr; no 20 " wopo 6e3snekn/ethekTMBHOCTI Ta
abo no 40 thapmakoHarnagy (iHwi 3MiHN)
TabneTtok y OHOB/IEHHSA TEKCTY MapKyBaHHS
KOHTeliHepi; no 1 yNaKoBOK NiKapCbKoro 3acooby,
KOHTeliHepy B 30Kpema BW/Iy4eHHs iHchopmali,
nauLi 3 kKapToHy 3a3HayeHol POCifiCbKO MOBOIO,
YTOYHEHO iHhopmaLilo Wwoao
norotuny B n. IHWE Ta BHeceHo
hpasy «ns getasibHOT
iHchopmavii auB. IHCTPYKLUilO ANs
MeAMYHOro 3acToCyBaHHA» B M. 3
BTOPUHHOI yrNakoBku. BBeaeHHsA
3MiH NPOTAromM 6-Tu micsLiB nicns
3aTBEPMAKEHHS
184. | HOBIHET desoges | pesorectp | GO3AAO | Tabnetku, BKPUTI BAT Yropwm BAT "l'egeoH Yroply, | BHECEHHSI 3MiH A0 peecTpaviinHux 3a UA/7314/01/01
trel and en, 9 060/10HKOIO, "l'epeoH Ha Pixtep" nHa marepianis: 3miHu | Tuny - 3mMiHM 3 | peyenmom
ethinyles | eTtuHinect 0,15 mr/0,02 mr PixTep" akocTi. CepTudpikat
tradiol pagion no 21 tabnetuj BignosigHocTi/IE-cepTudikar

B 6nicTepi; no 1
abono 3
6nictepu B
KapTOHHIi
yrakoBLi

BiANOBIAHOCTI EBpPONENCHKI
thapmakonei/MoHorpadoii.
MoaaHHA HoBOro abo OHOB/IEHOrO
cepTucbikaTa BigNoOBIAHOCTI abo
BU/TyYEHHS cepTudikata
BiANOBiAHOCTI EBpONeiiChKiit
tapmakonei: ana Adl; ana
BUXiAHOTO
MaTtepiany/peareHTy/npoMibKHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BUPOGHNLTBI ADI; Ans
[0MNOMDKHOT peyoBUHU
(cepTudhikat BignoBigHOCTI
€poneiicbkili hapmakonei) -
OHoB/EHWIA cepTudikaT Big yxe
3aTBEPKEHOr0 BUPOOHNMKA -
noAaHHA OHOBEHOTO cepTudlikaTa
BiANOBIAHOCTI EBpONeiiChKiit
apmaxkonei Ne R1-CEP 2006-
174-Rev 04 (3aTBEpAXeEHO: R1-
CEP 2006-174-Rev 03) ans
niroyoi pevosnHn Desogestrel Big,
BXe 3aTBEepPAKEeHOro BUPO6GH/Ka
Gedeon Richter Plc. 3minn | Tuny -
3MiHu 3 siKocTi. CepTudikar
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk
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Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

BignoBigHocTI/IE-cepTudikar
BiANOBiAHOCTI EBpoONeiiChKiit
thapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBJIEHOrO
cepTudikarta BignoBigHOCTIi abo
BU/YYEHHS cepTudikara
BiANOBIAHOCTI EBpPONENCHKI
thapmakonei: gna A®l; ans
BUXifHOTO
mMarepiany/peareHTy/npomMibkHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BMPO6GHULTBI ADI; ans
[0MOMDKHOT PEYOBUHMN
(cepTuchikat BignoBiAHOCTI
€Bponeiicbkiii hapmakonei) -
OHoBeHWii cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOGHMKA -
noJaHHs OHOBJIEHOro cepTudikara
BiANOBIAHOCTI EBpPONECHKIi
thapmakonei Ne R1-CEP 2001-
400-Rev 02 (3atBepaxeHo: R1-
CEP 2001-400-Rev 01) gns
nitoyoi pevosuHu Ethinylestradiol
Bif, BXXE 3aTBEpAKEHOro
BMpo6HMKa Gedeon Richter Plc

185.

HOBIPUH®

inosine
pranobe
X

iHO3UH
npaHobekc

cupon no 50
mr/mn, in bulk:
no 120 mny
donakoHi, no 40
h1aKoHiB y
KOMNeKTi 3
MipHUM
CTakaH4MKOM B
KapTOHHIl
Kopoobui

AT
"KNIBCbK
Ui
BITAMIHH
n
3ABOJ"

YKpaiHa

Eii.Bi.Ci.
dapmacbHoTiLi
C.N.A.

ITanisa

BHECEHHS 3MiH 10 peecTpaLiiiHnx
mMarepianis: yTOYHEHHSA
HanucaHHsA BUPOGHUKIB B HaKasi
MOS3 Ykpainu Ne 1135 Big
21.06.2023 B npoLieci
nepepeecTpawji y 38's3ky 3
npoBefeHHAM npoueaypu
"BUMPaB/IEHHA TEXHIYHOI MOMWU/IKN
B peECTpaviiiHoMy MOCBiAYEHHI".
Pepakuist B Hakasi - KOHTPO/Ib cepil
Ta BUNYCK cepii; BTOPUHHE
nakyBaHHs A5 ynakosku in bulk:
AT "KUIBCLKUIA BITAMIHHWIA
3ABOJ", YkpaiHa; BMpobHULTBO
Hepo3chacoBaHOi MPoAYyKL;i,
nepBUHHA Ta BTOPVHHA YNakoBKa,
KOHTPO/Ib cepii Ta BUMyCK cepii:
Eii.Bi.Ci. ®apmachbtoTiyi C.MN.A.,
ITanis. BipHa pepakuis -
Eii.Bi.Ci. ®apmachbioTiui C.M.A.,

UA/19674/01/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
ITanis
186. | HOPBACK® amlodipi | amnoguniH | CO8CAO | Tabnetku no 10 BiaTpic CWA Bnpo6HMK, Himey BHECEHHS 3MiH [J0 peecTpaLiiiHnx 3a UA/5681/01/02
ne y 6ecunar | 1 mr; no 10 CnewenTi BignosiganbHuii 3a | unHa/ marepianis: 3MiHu | Tuny - 3miHn peyenmom
Tabnetok y nnc nakyBaHHs, MyepT woao 6e3nekn/edpekTNBHOCTI Ta
6nictepi; no 3 KOHTPO/b AKOCTI o Piko hapmakoHarnsgy. BeefeHHs abo
abo no 6 Ta BUMYyCK cepii: 3MiHM [0 y3ara/ibHEHNX JaHuX Npo
6nictepiB y Mdpaiizep cucTemy chapmakoHarnsgy
KapTOHHIi MeHtodekuypuHr (BBEAEHHS y3arasibHEHNX AaHUX
ynakoBLi [Joinuneng rméxX, npo cuctemy thapmakoHarnsgy,
HimeuumnHa; 3MiHa yNoBHOBaXXeHOT 0cobw,
Bnpo6HMK, BiANOBIAA/ILHOI 32 34iiCHEHHS
BiAnoBigabHNI 3a hapmakoHarnsgy; KOHTakTHol
BVPOGHMLTBO ocobu 3 chapmakoHarnisgy
npenapary in bulk, 3asBHMKa ANs1 34iAICHEHHS
KOHTPO/b AKOCTI: thapmakoHarnagy B YkpaiHi, SKLL0
Biatpic BOHa BiJMiHHa Bif, yNTOBHOBaXeHOT
dapmactoTikans ocobw, BignoBiganbHOI 3a
NNC, NyepTto Piko 3iicHEeHHS chapMakoHariagy
(BK/THOYAOYUM KOHTaKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-ghaiina cuctemm
hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0COOU 3aABHUKA,
BiANOBIA&/IbHOI 3a
thapmakoHarnsag.
[itova pepakuis: Dr Eiko Soehlke.
MponoHoBaHa pepgakuis: Andrea
Oliva. 3miHa KOHTaKTHMX AaHuX
YNOBHOB&XXEHOT 0COOU 3aABHUKA,
BiANOBIA&/IbHOI 3a
thapmakoHarnag. 3MiHa
MiCLIe3HaxopKeHHsI macTep-
thaiina cuctemu
thapmakoHarnagy. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3
thapMakoHarnsagy.
PekomeHgoBaHO A0
3aTBEPAKEHHS
187. | HOPBACK® amlodipi | amnoguniH | CO8CAO | TabneTku no 5 BiaTpic CWA Bupo6HMK, Himey BHECEHHS 3MiH A0 pPeecTpaLiiHNX 3a UA/5681/01/01
ne y 6ecunar | 1 Mmr; no 10 CnewenTi BignoBiganbHWii 3a | unHa/ MaTepianis: 3miHu | TUNy - 3MiHK peyenmom
Tabnetok y nnc nakyBaHHs, Myept wopo 6e3sneku/edpekTMBHOCTI Ta
6nicTepi; no 3 KOHTPO/b SAKOCTi o Piko thapmakoHarnsagy. BeegeHHs abo
abo no 6 Ta BUMYCK cepii: 3MiHW [0 y3arasibHEHNX AaHnX Npo
6nictepiB y Mdpaiizep cuctemy hapmakoHarnsgy
KapTOHHIi MeHtochekuypuHr (BBEAEHHSA Y3arasibHEHUX AaHNX
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH

Homep
peecmpayiliHo
20
nocsioYyeHHs1

ynakoBLi

[Loiiuneng v6X,
HimeuuunHa,;
Bunpo6HMK,

BiANOBIAA/IbHWIA 32
BMPOGHMLTBO
npenapary in bulk,

KOHTPO/b AKOCTI:

Biatpic
dapmactoTikans

NNC, Myepto Piko

npo cucTemy dhapmakoHarnsgy,
3MiHa YNOBHOBaXeHOI ocobu,
BiZiNOBIAANbHOI 32 34jiACHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iACHEHHS
hapmakoHarnagy B YkpaiHi, SKLi0
BOHa BifjMiHHa Bif, YNOBHOB&XX€EHOT
ocobwu, BiAnoBigasIbHOI 3a
3[jiicHeHHs hapmMakoHarnsay
(BK/KOYAKOYM KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLLEHHI
macTep-aiina cucremm
thapmakoHarnsgy) - 3miHa

YNOBHOBaXEHOI 0CO6Y 3asBHVIKa,

BignoBiAa/IbHOI 3a
thapmakoHarnsg.

[itoua pegakuis: Dr Eiko Soehlke.
MponoHoBaHa pepakuis: Andrea
Oliva. 3MiHa KOHTaKTHUX JaHuX

YNOBHOBaXEHOI 0CO6Y 3asBHNIKa,

BigNoBiAa/IbHOI 3a
hapmMakoHarnag. 3miHa
MiCLLe3HaxXOMKEHHS MacTep-
thaiina cnuctemm
hapmakoHarnsagy. 3miHa micus

3[iiCHEHHS1 OCHOBHOI Ajisi/IbHOCTI 3

dhapmakoHarnsgy.
PekomeHgoBaHo A0
3aTBEPKEHHS

188.

HO-X-LWA®

drotaveri
ne

ApoTtasep
NHY
rigpoxnop
nn

AO03ADO
2

TabneTtkn no
0,04 r;no 10
Tabnetok y
6nictepi; no 1
abo no 3
6nictepu y nauui
3 KapTOHY

MNpuBatHe
akuioHepH
e
TOBapuUCTB
0 "Jlekxim -
Xapkis"

YKpaiHa

MpuBartHe
akuioHepHe
TOBapUCTBO

"lekxim - Xapkis",
YKpaiHa;
MpAT "TexHonor",

YKpaiHa

YKpaiH
a

BHECEHHS 3MiH 0 peecTpavLiiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK
oo 6e3nekn/ehpekTnBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
OHOB/IEHO TEKCT MapKyBaHHS
NepBMHHOT Ta BTOPUHHOIT YNaKkoBKM
nikapcbKoro 3acoby, a came:
BWUTyYEHO iH(hopMaLlito, 3a3HauYeHy
POCIAICbKO0 MOBOIO, i3 TEKCTY
MapKyBaHHS BTOPVHHOT yNakoBKu,
BHECEHO 3MiHW Y TEKCT
MapKyBaHHS NepBuHHOI (. 2, 6) Ta
BTOPUHHOI (N. 2, 4, 11, 16, 17)
yNakoBKM, a Takox 3po6eHo
He3HauHi pefakuiiiHi npaBKu.

6e3
peyenma

UA/3611/02/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
BBegeHHs 3MiH npoTsArom 6-tu
MiCALB Nic/IA 3aTBEPAXKEHHS.
189. | HO-X-WWA® drotaveri | gpoTtaBep - Tabnetkn no MpuBaTtHe | YkpaiHa MpuBaTHe YKpaiH | BHECeHHs 3MiH J0 peecTpauiiHnx - UA/0353/01/01
ne WHY 0,04 rin bulk: no | akuioHepH akuioHepHe a Marepianis: 3mMiHu | Tuny - 3miHK
rigpoxnop 5000 TabneTok y e TOBapuCTBO wopo 6e3sneku/edpekTMBHOCTI Ta
na, KOHTeliHepi TOBapucTB "Jlekxim - Xapkis" thapmakoHarnagy (iHwi 3MiHu) -
nnacTvKoBOMY 0 "Jlekxim - 3MiHM y TeKCTi MapkyBaHHS in bulk.
Xapkis" BBefeHHSA 3MiH NPOTAroM 6-Tn
MiCSILLiB NiCNs 3aTBEPAKEHHS.
190. | HO-X-WWA® drotaveri | gpoTtasep - Tabnetku no MpuBaTHe | YKpaiHa MpuBaTHe YkpaiH | BHECEHHS 3MiH [0 peecTpaLiiiHnX - UA/0354/01/01
DOPTE ne NHY 0,08 r, in bulk: aKuioHepH akuioHepHe a MaTepianis: 3miHu | TUny - 3MiHK
rigpoxnop no 5000 e TOBapuCTBO wozo 6e3snekn/edhekTMBHOCTI Ta
na, Tabnetok y TOBapucTB "Jlekxim - Xapkis" thapmakoHarnagy (iHwi 3MiHwn)
KOHTeliHepax 0 "Jlekxim - OHOBNEHHA TEKCTY MapKyBaHHA
Xapkis" npogykuii in bulk, a came
BHECEHHS peAaKLiiHNX NpaBoK.
BBefeHHS 3MiH NpOTAroMm 6-Tn
MicsILLiB NicNs 3aTBEPAKEHHS.
191. | HO-X-WWA® drotaveri | gpoTtasep A03ADO | Tabnetku no MpuBaTHe | YkpaiHa MpuBaTHe YkpaiH | BHECEHHS 3MiH [0 peecTpaLiiiHnX 6e3 UA/3611/02/02
DOPTE ne NHY 2 0,08 r, no 10 aKLjioHepH akujioHepHe a mMarepianis: 3MiHu | TUny - 3MiHK peyenma
rigpoxnop Tabnetok y e TOBapucTBO wopo 6e3nekn/edhekTMBHOCTI Ta
na, 6nictepi; no 3 TOBapucTB "Jlekxim - XapkiB" thapmakoHarnagy (iHwi 3MiHwn)
6nictepn y nadui | o "JIekxim - OHOBNEHO TEKCT MapKyBaHHSA
3 KapTOHY Xapkis" NepBMHHOT Ta BTOPUHHOI YNakoBKN
nikapcbKoro 3acoby, a came:
BUIYYEHO iH(hopMaLlio, 3a3HauYeHy
POCIICbKOK MOBOIO i3 TEKCTY
MapKyBaHHS1 BTOPVHHOT yNakoBKu,
BHECEHO 3MiHU Y TEKCT
MapKyBaHHsi NepBMHHOI (M. 2, 6) Ta
BTOPWHHOI (M. 2, 4, 11, 16, 17)
yMakoBKK, a TakoX 3po6eHo
He3HauHi pegakuiiiHi npaBku.
BBefeHHA 3MiH NPOTATroM 6-Tn
MicsILiB NicNs 3aTBEPAYKEHHS.
192. | HO-LWUNA® ANA drotaveri | gpotaBep | AO3ADO | po3uvH ans TOB YkpaiHa XiHOiH 3pT. Yropu, | BHECEHHS 3MiH A0 peecTpaviiHux 3a UA/0391/02/01
IH'EKLLIA ne NHY 2 iH'exuili, 20 "Onenna MHa mMartepianis: 3miHu | TUNY - 3MiHK 3 peuyenmom
rigpoxnop mr/mn; Ne 25 Xenckea AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
na (5x5): no 2 mn B YkpaiHa" Cucrtema
amnyni; no 5 KOHTelHep/3aKynoploBasTbHUi
amnyn, 3aci6. 3miHa 6yAb-AKOI YacTUHU
PO3MiLLIEHUX Y maTepiasny NepBrHHOI ynakoBKu,
nigaoHi; no 5 LLI0 HEe KOHTaKTY€ 3 FOTOBUM
nigaoHIB y nNiKapcbknm 3acobom (Hanpuknag,
KapTOHHIW KOJTIp KPULLIEYOK 3 KOHTPOIEM
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
Kopoo6Li MepLIoro BiAKPUTTS, KOMIP KOJOBUX
Kineub Ha amnynax, KoHTelHepa
48 ronok (pisHi B1uan nnactmacu)
(3MmiHa, sika BNvMBa€E Ha KOPOTKY
XapakTepucTuky nikapcbkoro
3ac06y) BHeceHHs 3MiH [0 p.
3.2.P.7. Cucrema
KOHTeliHep/3aKynoproBasbHWi
3acib, a came BNpoBaKEHHSA
nonietunentepectanary (MET) ak
anbTepHaTUBHOIO Matepiany ans
nigfoHa, npu3HaveHoro 4as
PO3MILLEHHSI amny/1 Yy KapTOHHIi
KopobLi. 3MiHa cTocyeTbCs
KOMMOHEHTa BTOPUHHOTO
nakyBaHHS, L0 He KOHTaKTYE 3
rOTOBVM NiKapCbKNM 3aC060M.
193. | HO-WWMNA® drotaveri | gpoTtaBep AO03ADO | Tabnetkn no 80 TOB YkpaiHa BupobHuyTBo, Yropw, | BHECEHHS 3MiH A0 pPeeCcTpaLiiHNX 6e3 nionse UA/8879/01/01
®OPTE ne WHY 2 mr; Ne 10: no 10 «Onenna KOHTPO/b AKOCTI, nHa/ marepianis: 3miHu | Tuny - 3miHu 3 peyenma ae
rigpoxnop Tabnetok y Xenckea nakyBaHHs, Monb sKocCTi. FOTOBWMIA Nikapcbkuii 3aci6.
na, 6nictepi; no 1 YkpaiHa» MapKyBaHHS, wa Cuctema
6nictepy y BWMYCK Cepii: KOHTeliHep/3aKynopoBasibHWi
KapTOHHIl Onenna Xenckea 3aci6. 3MiHa po3mipy ynakoBku
Kopobui; Ne 24: XaHrepi K., rOTOBOrO JliKapCbKOro 3acoby
no 24 TabneTkn YropLHa; (3MiHa KiflbkOCTi 0AVNHMLB
y 6nicTepi, no 1 Bupo6bHuuTBO, (Hanpuknag, Tabnetok, amnyn
6nictepy y KOHTPO/b AKOCTI, TOLLO) B yNakoBLi:) - 3miHa nosa
KapTOHHIl nakyBaHHs, JAianasoHoM 3aTBepaKeHnX
Kopobui; Ne 48: MapKyBaHHS, pO3MipiB ynakoBku - [JoAaBaHHs
no 24 tabnetku BMNYCK cepil: HOBOrO PO3Mipy YNakoBOK, a came

y 6nicTepi, no 2
6nictepu B
KapTOHHIi
Kopoo6Li

Onenna Xesnckea
MonaHg Cn. 3 0.0.,
MonbLya;
Mikpob6ionoriuHuii
KOHTpONb MN3:
EYPOAINI XaHrepi
N14., YropuwmHa;
Mikpo6ionoriuHuii
KOHTpONb MN3:
XIHOIH 3aBog,
dapmMaLeBTUHHUX
Ta XiMiuHMX
MpoaykTiB
Mpaiisit Ko. T4,
Mignpuemcteo Ne3

Ne 48: no 24 TabneTku y 6nictepi,
no 2 6nicTepy B KAPTOHHI KOpPOGLLi
3 MapKyBaHHAM YKpPaTHCbKOK
MOBOI0. 3MiHV BHECEHO B
IHCTPYKUiO AN MeguyHoro
3aCcTOCyBaHHS MikapCbKoro 3acoby
B po34in "YnakoBka" y 3B'A3Ky 3
[OfAaHHAM NEBHOr0 PoO3Mipy
yMakoBKW, SIK HACAIAOK -
3aTBEPKEHHA TEKCTY MapKyBaHHs
BiANOBIAHOT yNakoBk1. BBeAeHHs
3MiH NpoTArom 6 MicAuiB micns
3aTBEPKEHHS.
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
(NignpviemcTBO B
YaHikBesnbab),
YropLumHa
194. | HYBIK/ NUWIQ® | Coagula | cumoktoko | BO2BDO | nopoLuok Ta OxTtachapm | ABcTpis BMPOGHUK, LlBeui | BHeCeHHSs 3MiH 4O peecTpaviiHuX 3a UA/17140/01/01
tion r anbha 2 PO3UYMHHWK ANs a BiAnoBiganbHMIA 3a al mMartepianis: 3miHu | Tuny - peuenmom
factor (pekomb6iH pPO34MHYy oNs dapmaues BMPOBHMLTBO in Himey AAMIHICTpaTVBHI 3MiHK. 3MiHa
Vil aHTHWI iH'exuiid, mo 250 TVKa bulk, nepBuHHe YmHa HalimeHyBaHHs Ta/abo agpecu
thakTop MO; 1 chnakoH 3 MpoaykTio nakyBaHHs, MiCLA1 MPOBaMKEHHS AiANbHOCTI
Koarynauji nopotukom, 1 Hcrec BisyasibHy BMPOGHMKA (BK/IOYAoUM, 3a
kposi VIII) nonepegHL0 M.6.X. iHCnekujto, HeoObXiAHOCTI, MicLe NpoBeAeHHS
3arnoBHEHW BUNPOBYBaHHSA Ha KOHTPOJI0 SIKOCTIi), abo Br1acHuKa
wnpuy, 3 LinicHicTb, macTep-aiina Ha Adl, abo
PO3YMHHWKOM NO BUNPOOYBaHHSA noctavasibHuka A®l/BnxigHoro

2,5 mn (Boga
ANs iH eKwiin)
pasom 3
KOMMNIeKTOM NSt
PO3UMHEHHS |
BHYTPILLHLOBEHH
oro BeefeHHsA (1
apanTep ons
BiAKPUTTSA
nakoHa, 1
roniKa-mMeTenuk,
2 npocoyeHi
cnMpTom
TamnoHu) B
KapTOHHIl
Kopo6bui

SAAKOCTI, BUNYCK
cepii KiHLeBoro
NpoAyKkTy
(nopowwka ans
po3unHy ans
iH eKyin Ta
PO3UMHHVKKA):
Oktadapma AB,
LLBeuist;
BUPOBHUK,
BiAnoBigabHNI 3a
BisyaslbHy
iHCnekujto Ta
BMNPOOYyBaHHA Ha
yinicHicTb ansa
nopoLuka ans

MaTtepiany/peareHTy/npoMiKHOro
NpoAyKTY, L0 3aCTOCOBYOTbCA Y
BMPOGHMLTBI API (SKLLO
3a3HayeHo Y AOCbE Ha NiKapCbKuii
3acib) 3a BigCYTHOCTI cepTugikaTa
BiANOBIAHOCTI EBpONeiChKii
hapmakonei y 3aTBepKeHoMy
[oCbe, ab60 BUPO6GHMKA HOBOI
[L,0MOMIXHOT PEYOBUHM (SIKLLLO
3a3HayeHo y 10CbE). 3MiHW Ha3BU
AiNbHWL, BigNoBiganbHOI 3a
KOHTpOnb fkocTi Ad| (“testing of
adventitious agents on bulk
harvest"), 3 Covance Laboratories
Limited (Otley Road, Harrogate,
HG3 1PY, United Kingdom) Ha

pO3YuHy AN Labcorp Early Development
iH eKUil, Laboratories Limited y pamkax
MapKyBaHHs Ta OHOB/EHHA 6peHay. Agpeca
BTOPUHHE 3aMWwaEeTbest 6€3 3MiH. 3MiHun |
nakyBaHHs TUny - 3MiHK 3 AKocTi. ADI.
KiHLLeBOro KoHTponb A®L. 3MiHa y meTogax
npoaykra BMnpobysaHHA A®| abo BuxXigHOro
(nopowka ans mMarepiany/npoMixXHOro
pO34nHy Ans NpoAyKTy/peareHTy, Lo
iH eKuin Ta BMKOPUCTOBYETHLCS Y NPOLLEC
PO34YUHHIKA): BMPOGHMLTBA AD| (HE3HAYHI 3MiHK
OkTachapma y 3aTBepLKeHNX MmeTodax
[lleccay M'm6X, BMNPOGYBaHHS) - [logasBaHHs -
HimeyuunHa; Cytiva, fiK a/lbTepHATUBHOIO
BisyasibHa nocravasibHu1Ka imyHoagiHHOro
iHCnekuis, reno Ans metody BuNpobyBaHHA
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
BMMPOGYBaHHSA «AHani3 peKoMbiHaHTHOro
SAKOCTI, noacekoro FVIII Human-cl 3a
MapKyBaHHs Ta [,0MomMorot 06epHeHo-a3oBoi
BTOPUHHE xpomaTtorpadii». IMyHoadiHHWIA
nakyBaHHs refb Bif aNbTepPHATUBHOIO
PO34YNHHUKA: nocTavyasibHUKa, KNI BXE €

BeTttep dapma-
®epTiryHr FM6X Ta
Ko. KT,
Himeuunha;
BisyasibHa
iHCnekuis,
BMMPOGYBaHHSA
cTabifibHOCTI
PO3YMHHYIKA:
BeTttep dapma-
®epTiryHr FM6X Ta
Ko. KT,
Himeuunha;
BUPOBHULTBO,
BMNPOGYBaHHSA
AKOCTI, Bidya/ibHa
iHCnekuis
PO3YMHHYIKA:
BeTttep dapma-
®epTiryHr FM6X Ta
Ko. KT,
Himeuunha;
BMNPOGYBaHHSA
SIKOCTI, BidyasibHa
iHCnekujs
PO3YMHHYIKA:
BeTTep-®apma
®epTiryHr F'M6X Ta
Ko. KI', HimeyunHa

KBaUuTihikoBaHUM, Npautoe 3a TUM
camM1M NPUHLMMIOM, Lo WA
onucaHuii Hapasi resib. 3MiHu |
MRy - 3MiHM 3 siKocTi. FoToBWIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoproBasibHUi
3aci6. 3miHa napameTpiB
cneumdikauii Ta/abo AonycTUMmX
MeX MepBUHHOI YNakoBKN rOTOBOro
NikapcbKoro 3acoby (3ByXeHHS
[0MYyCTUMUX MEX, BU3HAYEHUX Y
cneuunaikauii) - BHeceHHs 3MiH g0
cneuudikauii Ha Npobku, a came-
3BY)XEHHSA [OMyCTUMUX MeX Ta
3MiHa OAVHWLb 3BITHOCTI AN1A
TecTy Ha eHA0TOKCUHW. Byno
BMKOHAHO HaCTYMHWIA pO3paxyHoK:
NimiT B EU/cMXnoBepxHs
npo6km=nimiT EU/WT. MNoBepxHa
Npo6Kku CTaHoBUTL 13.3 cM?. JlimiT
[0 3MiHM 0.125 EU/cm? y
nepepaxyHky EU/WT cknagae:
0.125x13.3=1.66 (EU/WWT).
3anponoHoBaHuiA HoBUIA NiMIT (1
EU/WIT) HWX4MA 32 NOTOYHUIA NiMiT
1.66 (EU/WT). BHECEHHS
peaakuiiiHnx npaBok. 3MiHu | Tuny
- 3MiHu 3 IKOCTi. FoTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHUi
3aci6. 3miHa napameTpiB
cneumdikauii Ta/abo AonycTUMmx
MeX MepBUHHOI YNakoBKN rOTOBOro
nikapcbKoro 3acoby (A0NOBHEHHS
crneundikaLii HOBUM MNOKA3HUKOM 3
BiANOBIAHUM METOA0M
BMNPOGYBaHHS) - [l0NOBHEHHS
crneuudikavii Ha NPO6KN HOBUMMU
nokasHukamu 3 BiAnoBigHUMuU
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
meToAamy BUNpobyBaHHsA, a came
[ofaBaHHA BUNPOBYBaHHSA
"thparmeHTauin” 3 kputepiem
NPUAHATHOCTI «< 5 doparmMeHTiB
(48 pierces-12 stoppers)» Ta
"MPOHUKHICTB" 3 KpUTEPIEM
NPUAHATHOCTI «< 10 N Ans KOXHOT
Npo6KM». BHECEHHS peAakLiliHmX
npasoK. 3MiHu | Tuny - 3miHun 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
Cucrema
KOHTelHep/3aKynoproBasibHUi
3aci6. 3miHa napameTpiB
cneumdikauii Ta/abo AonycTUMmX
MeX MepBUHHOI YNakoBKN rOTOBOro
NiKapcbKoro 3acoby (BUy4YeHHS
He3Ha4yHoro nokasHuka
(Hanpwvknag 3actapinoro
nokasHuka)) - 3MiHu o
cneyudikalii Ha Npobku, a came
BUYYEHHS BUNPOGYBaHHS "Baxki
MeTauin”.

195. | HYBIK/ NUWIQ® | Coagula | cumokToko | BO2BDO | nopoLuok Ta Okrachapm | ABcCTpis BUPOGHUK, Lseui BHECEHHS 3MiH [J0 peecTpaLiiiHnx 3a UA/17140/01/02
tion r anbga 2 PO3UMHHWK AN a BiAnoBigabHNI 3a al marepianis: 3miHu | Tuny - peyenmom
factor (pekom6iH pO3uuHy ons dapmaues BMPOGHULITBO in Himeu AfMiHICTpaTMBHI 3MiHN. 3MiHa
Vil aHTHWI iH’exuii no 500 TMKa bulk, nepsuHHe yYnHa HalimeHyBaHHs Ta/abo agpecu

hakTop MO, 1 cnakoH 3 MpoaykTio nakyBaHHs, MicL1 MPOBAMKEHHS AisANIbHOCTI

Koarynsuji nopoLukom, 1 Hcrec Bi3yaslbHy BMPOGHMKa (BK/IOYaouu, 3a

Kposi VIII) nonepegHL0 M.6.X. iHcneku;jto, Heo6XifHOCTI, Micue NpoBeAeHHs
3anoBHEHW BMNPOOYyBaHHA Ha KOHTPOJIH0 SIKOCTI), ab0 BnacHuka
wnpuy, 3 LinicHicTb, macTep-aiina Ha Adl, abo
PO3YMHHWKOM NO BUNPOGYBaHHSA noctavanbHuka A®Il/BnxigHoro
2,5 mn (Boga SKOCTi, BUNYCK MaTepiany/peareHTy/npoMiKHOro
ONs iH eKw;iin) cepil KiHLeBoro NpOAYKTY, L0 3aCTOCOBYIOTbCA Y
pasom 3 NpoayKTy BUPO6HMUTBI ADI (SKLLO
KOMMN/IEKTOM AN (nopowka gns 3a3Ha4yeHo y [0CbE Ha NikapCbkuii
PO3YMHEHHS i po3unHy ons 3acib) 3a BigcyTHOCTI cepTudikata
BHYTPILUHbOBEHH iH eKUili Ta BiANOBIAHOCTI EBpONeiiChKiit
oro BBegeHHs (1 PO3UYNHHVIKA): thapmakonei y 3aTBepKeHOMyY
apantep Ans Oxtadapma Ab, [oCbe, a60 BUPOOHUKA HOBOI
BiAKPUTTSA Lseuis; [LOMOMDKHOT PEYOBUHM (AKLLO
chnakoHa, 1 BUPOGHUK, 3a3HayeHo y A0CbE). 3MiHN Ha3BM
rofika-MeTesmK, BiANOBiAA/IbHWIA 32 LOinbHULI, BigNOBIgaNbHOI 3a
2 NpocoyeHi Bi3yasibHy KOHTpONb sikocTi AdI (“testing of
cnmpTom iHCnekKujto Ta adventitious agents on bulk
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
TamnoHu) B BMNPOOYyBaHHA Ha harvest"), 3 Covance Laboratories
KapTOHHIl LinicHicTb ansa Limited (Otley Road, Harrogate,
Kopoo6Li nopoLuka gns HG3 1PY, United Kingdom) Ha
po3unHy ons Labcorp Early Development
iH eKUil, Laboratories Limited y pamkax
MapKyBaHHs Ta OHOB/IEHHS 6peHay. Agpeca
BTOPUHHE 3a/mMwaeTbes 6e3 3MiH. 3MiHu |
nakyBaHHs MYy - 3MiHU 3 AKOCTI. ADI.
KiHLLeBOro KoHTponb A®L. 3miHa y meTogax
npoaykra BMNpo6yBaHHA A®| abo BuxigHOro
(nopowka ans mMartepiany/npomiKHOro
PO3UunHY An1a npoAayKTy/peareHTy, L0
iH eKUii Ta BVIKOPVICTOBYETbLCS Y NPOLIECI
PO3UMHHKKA): BUpOOHULUTBa AP| (HE3HAUHI 3MIHN
OkTadhapma y 3aTBEPAXKEHNX MeToAax
[leccay 'm6X, BMNPOGYBaHHS) - [loaaBaHHs -
HimevunHa; Cytiva, fiK anlbTepHaTUBHOIO
BisyasibHa nocravajibHuMKa iMmyHoadiHHOro
iHCMekujs, renio Ans MetoAy BUNpobyBaHHS
BUNPOBYBaHHSA «AHani3 pekoMGiHaHTHOro
SAKOCTI, noacekoro FVIII Human-cl 3a
MapKyBaHHS Ta [0MoMororo 06epHeHo-cha3oBoi
BTOPVHHE xpomaTtorpadii». IMyHoadiHHWIA
nakyBaHHs refb Bif aNlbTEPHATUBHOIO
PO3UMHHYIKA: noctavasibHuKa, SKuii BXe €

BeTTtep ®apma-
®epTiryHr F'M6X Ta
Ko. KT,
HimeuuunHa,
BisyasibHa
iHCnekuis,
BMNPOGYBaHHSA
cTabifIbHOCTI
PO3UMHHYIKA:
BeTTtep ®apma-
®epTiryHr F'M6X Ta
Ko. KT,
HimeuuunHa,
BMPOGHULITBO,
BMNPOGYBaHHSA
AIKOCTI, BisyasibHa
iHCnekwyjs
PO3UMHHYIKA:
BeTTtep ®apma-
PepTiryHr F'm6X T2

KBanicpikoBaHM, npautoe 3a TM
caM1M NPUHLMMIOM, WO WA
onucaHuin Hapasi refib. 3MiHu |
TUny - 3MiHK 3 AKoCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3miHa napameTpis
cneundikauii Ta/abo AoNycTUMMX
MeX NepBUHHOI YNakoBK/ rOTOBOrO
NiKapcbKoro 3acoby (3BYXEeHHs
[OMYyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauii) - BHeceHHs 3MiH fo
crneuudikauii Ha Npobku, a came-
3BY)XEHHSA [OMYCTUMUX MEX Ta
3MiHa OAVMHULb 3BITHOCTI A/1A
TecTy Ha eHAOTOKCUHW. Byno
BMKOHAHO HACTYMHWIA pO3paxyHoK:
NimiT B EU/cM2XnoBepxHs
npo6kn=nimiT EU/WIT. MoBepxHsa
npo6Ku CTaHoBUTL 13.3 cM?. JlimiT
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH

Homep
peecmpayiliHo
20
nocsioYyeHHs1

Ko. KT,
HimeuuunHa,
BMNPOGYBaHHSA
AKOCTI, Bidya/ibHa
iHCnekuis
PO3YMHHYKA:
BetTtep-®apma
®epTiryHr FM6X Ta
Ko. KI', HimeuunHa

10 3MiHn 0.125 EU/cm? y
nepepaxyHky EU/WT cknapae:
0.125x13.3=1.66 (EU/WT).
3anponoHoBaHuii HoBUIA NimiT (1
EU/WIT) HUXYMIA 32 NOTOYHUIA NiMiT
1.66 (EU/wT). BHeceHHs
pefakuiiiHux npaBok. 3miHu | Tuny
- 3MiHu 3 KoCTi. FoTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa napameTpis
cneundikauii Ta/abo AoNycTUMMX
MeX NepBUHHOI YNakoBK/ rOTOBOrO
niKkapcbKoro 3acoby (L0NOBHEHHSA
crneundikavii HOBUM MOKA3HMKOM 3
BiANOBIAHMM METOA0M
BUNPO6YBaHHS) - [JONOBHEHHS
cneuyudikavii Ha NPO6KN HOBNMM
nokasHukamu 3 BiANoBiAHUMMN
meToAamy BUNpobyBaHHs, a came
[0faBaHHA BUNPO6yBaHHSA
"thparmeHTauis" 3 KpUTepieM
NPUAHATHOCTI «< 5 doparmMeHTiB
(48 pierces-12 stoppers)» Ta
"MPOHUKHICTBL" 3 KPUTEPIEM
NPUAHATHOCTI «< 10 N Anst KOXHOT
NPo6KN». BHECEHHA pefaKLUiiHnX
npasok. 3miHu | Tvny - 3miHKn 3
AKoCTi. [O0TOBWIA Nikapcbkuii 3aci6.
Cucrtema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3miHa napameTpis
cneundikauii Ta/abo AoNycTUMMX
MeX NepBUHHOI YNakoBK/ rOTOBOrO
nikapcbKoro 3acoby (BU1yYEHHS
HEe3Ha4yHOro MokasHuka
(Hanpwvknag 3actapinoro
nokKasHuka)) - 3MiHn fo
cneuucpikaLii Ha Npobku, a came
BW/TyYEHHS BUMPOOYBaHHS "Bavkki
MeTasin”.

196.

HYBIK | NUWIQ®

Coagula
tion
factor
VIl

CMMOKTOKO
r anbga
(pexkom6iH
AHTHWUIA

B02BDO
2

MOPOLLOK Ta
PO3YMHHVIK A9
pO34nHy Ans
iH'ekuii no 1000

OxkTachapm
a
dapmaueB
TMKa

ABcCTpis

BUPOBHUK,
BiANOBiAA/IbHWIA 32
BUPOBHMLTBO in
bulk, nepBnHHe

Lseui
al
Himeuy
ynHa

BHECEHHS 3MiH 0 peecTpaLiiHnX
marepianis: 3miHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu

3a
peyerimom

UA/17140/01/03
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
thakTop MO, 1 chnakoH 3 | MpopykTio nakyBaHHs, MiCLSl MPOBaKEHHS AiSNIbHOCTI
Koarynsuii nopotukom, 1 Hcrec Bi3yasibHy BMpOOHUKa (BK/IIOYaKUK, 3a
Kposi VIII) nonepegHL0 M.6.X. iHCnekujto, HeoObXiAHOCTI, MicLe NpoBefeHHs
3aMnoBHeHWi BMNPOOYyBaHHA Ha KOHTPOJII0 SIKOCTI), @60 BacHuKa
wnpuy, 3 LiniCcHICTb, macTep-caiina Ha Adl, abo
PO3UYMHHWKOM MO BMNPOGYBaHHSA noctavasibHuka A®l/suxigHoro

2,5 mn (Boga
ONA iH eKwiin)
pasom 3
KOMMNIEKTOM 151
PO3UMHEHHSA |
BHYTPILLUHbOBEHH
oro BBegeHHs (1
apanTep gns
BiAKPUTTSA
thnakoHa, 1
ronka-meTesnuk,
2 NpocoyeHi
cnmpTom
TamnoHu) B
KapTOHHii
Kopoo6Li

SKOCTI, BUNYCK
cepii KiHLeBOoro
NPoAyKTYy
(nopowka ans
pO34nHy Ans
iH ek Ta
PO3YUHHIKA):
Oxtathapma AB,
LWsewjs;
BMPOGHUK,
BiAnoBiganbHMIA 3a
BisyaslbHy
iHCnekujto Ta
BUMPOOYBaHHSA Ha
inicHicTb Ans
nopoLuka ans
po34nHy Ans
iH EeKLjiA,
MapKyBaHHS Ta
BTOPUHHE
nakyBaHHs
KiHLLeBOro
npoaykra
(nopowwka gns
pO34nHy Ans
iH eKuili Ta
PO3UYMHHVIKA):
OkTadhapma
[eccay M'm6X,
HimeuuunHa;
Bi3yasibHa
iHCnekuis,
BMNPOGYBaHHSA
AKOCTI,
MapKyBaHHS Ta
BTOPUHHE
nakyBaHHS
PO3UMHHYIKA:
BeTTep ®apma-

mMarepiany/peareHTy/npomMibkHOro
NPOAYKTY, L0 3aCTOCOBYIOTHCSA Y
BMPOGHULTBI API (AKLLO
3a3Ha4YeHo y J0CbE Ha NikapCbKuii
3acib) 3a BiACYTHOCTI cepTudikata
BiNOBIAHOCTI €Bponelicbkilt
thapmakonei y 3aTBepKeHOMY
nocbe, abo BUPO6HUKA HOBOI
[0MOMDKHOT PEYOBUHM (SIKLLLO
3a3HayeHo y A0CbE). 3MiHN Ha3BM
OinbHUU, BiANOBIAaNbHOI 3a
KOHTpOnb AkocTi Ad| (“testing of
adventitious agents on bulk
harvest"), 3 Covance Laboratories
Limited (Otley Road, Harrogate,
HG3 1PY, United Kingdom) Ha
Labcorp Early Development
Laboratories Limited y pamkax
OHOBJIEHHA 6peHay. Aapeca
3a/mMwaeTbea 6e3 3MiH. 3MiHu |
TUny - 3MiHK 3 aKocTi. AdI.
KoHTponb A®l. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOro
mMaTtepiany/npombKHOro
npoAayKTy/pearenTy, Wo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHU
y 3aTBepKeHNX MmeTodax
BUNPO6YBaHHS) - logaBaHHS -
Cytiva, sk anlbTepPHaATUBHOIO
nocTtavasibHvka imyHoadiHHOro
rento Ans meTody BUNPOOYBaHHS
«AHani3 peKoMbBiHaHTHOro
nogcekoro FVIII Human-cl 3a
[ornomoroto o6epHeHo-a3oBoi
xpomaTtorpadii». IMyHoadiHHWIA
refb Bifi a/IbTEPHATNBHOIO
noctavasnibHuKa, SKuii BXe €
KBaUulihikoBaHUM, Npautoe 3a TUM
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

®epTiryHr F'm6X Ta
Ko. KT,
HimeuunHa,;
Bi3yasibHa
iHCnekuis,
BMNPOGYBaHHSA
cTabinbHOCTI
PO3YMHHYIKA:
BeTTep ®apma-
®epTiryHr F'm6X Ta
Ko. KT,
HimeuunHa,;
BMPOGHMLTBO,
BMNPOGYBaHHSA
SIKOCTI, BidyasibHa
iHCnekuis
PO3UMHHYIKA:
BeTTtep ®apma-
®epTiryHr F'M6X Ta
Ko. KT,
HimeuunHa,;
BMNPOGYBaHHSA
SIKOCTI, BisyasibHa
iHCnekwyjs
PO3UMHHYIKA:
BeTTep-®Papma
®epTiryHr F'M6X Ta
Ko. KT, HimeyunHa

camM1M NPUHLMMIOM, WO A
onucaHwii Hapasi refib. 3MiHu |
™Mny - 3MiHW 3 SIKOCTi. FOTOBUIA

nikapcbkuii 3aci6. Cuctema
KOHTEeliHep/3aKynopoBasibHWi
3aci6. 3miHa napameTpis
cneundikauin Ta/abo gonycTuMmx
MeX NepBUHHOI YNakoBK/ rOTOBOrO
NiKapcbKoro 3acoby (3ByXeHHS
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuunaikauii) - BHeceHHs 3MiH g0
cneundikavii Ha Npobkn, a came-
3BY)XEHHS [OMyCTUMUX MexX Ta
3MiHa 0AVHULb 3BITHOCTI A1A
TecTy Ha eHAOTOKCUHW. Byno
BMKOHAHO HaCTYMHWIA pO3paxyHoK:

JlimiT B EU/CM?XNOBEPXHS
npo6kn=nimiT EU/WIT. MoBEepxHA

npo6kn cTaHoBUTL 13.3 cM?. NlimiT

00 3MiHM 0.125 EU/cm? y
nepepaxyHky EU/WT cknapae:

0.125x13.3=1.66 (EU/ww).

3anponoHoBaHwuii HoBUIA NimiT (1
EU/WIT) HUXYMIA 32 NOTOYHUIA NiMiT

1.66 (EU/wT). BHeceHHs

pefakuiiiHux npaBok. 3MiHu | Tuny

- 3MiHu 3 siKocTi. FoTOBWMiA

nikapcbknii 3aci6. Cuctema
KOHTEeliHep/3aKynopoBasibHWi
3aci6. 3miHa napameTpis
cneundikauin Ta/abo gonycTuMmx
MeX NepBUHHOI YNakoBK/ rOTOBOrO
niKapcbKoro 3acoby (L0NOBHEHHS
cneuudikaLii HOBUM NMOKa3HUKOM 3
BiANOBIAHUM METOA0M
BUNPOOGYBaHHS) - [l0NOBHEHHS
cneuudikayii Ha NPO6kU HOBNMM
nokasHvkamu 3 BignoBigHUMMA
meTodamy BUNpobyBaHHS, a came
fofaBaHHA BUNPOOYBaHHSA
"thparmeHTauin” 3 kputepiem
NPUIAHATHOCTI «< 5 (oparmMeHTiB
(48 pierces-12 stoppers)» Ta
"NPOHUKHICTL" 3 KpUTEpPIEM
NPUAHATHOCTI «< 10 N ANst KOXHOI
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
Npo6KM». BHECEHHs peAakuiliHnX
npasok. 3MiHu | TUny - 3MiHu 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
Cucrtema
KOHTEeliHep/3aKynopoBasibHWi
3aci6. 3miHa napameTpis
cneundikauin Ta/abo gonycTuMmx
MeX NepBUHHOI YNakoBK/ rOTOBOrO
nNikapcbKoro 3acoby (BUIyYEHHSA
He3Ha4yHOro MokasHuka
(Hanpuknag, 3actapinoro
nokasHuka)) - 3MiHu o
cneyudikauii Ha Npobku, a came
BUyYEHHS BUNPOOYBaHHS "Baxkki
MeTauin”.
197. | HYBIK/ NUWIQ® | Coagula | cumoktoko | BO2BDO | nopoLuok Ta OxTtachapm | ABcCTpis BUPOGHUK, LlBeui | BHeceHHSs 3MiH 4O peecTpavinHuX 3a UA/17140/01/04
tion r anbha 2 PO3UYMHHWK ANs a BiAnoBiganbHNIA 3a al mMartepianis: 3miHu | Tuny - peuenmom
factor (pekomb6iH pPO34MHYy oNs dapmaues BMPOBHMLTBO in Himey AAMIHICTpaTVBHI 3MiHK. 3MiHa
Vil aHTHWi iH’exuii no 2000 TVKa bulk, nepsuHHe YmHa HalimeHyBaHHs Ta/abo agpecu
thakTop MO, 1 chnakoH 3 MpoaykTio nakyBaHHs, MiCLA MPOBAaMKEHHS AiANbHOCTI
Koarynauji nopotukom, 1 Hcrec Bi3yaslbHy BMPOGHMKA (BK/IOYaoUM, 3a
kposi VIII) nonepegHL0 M.6.X. iHCnekujto, HeoObXiAHOCTI, MicLe NpoBeAeHHS
3arnoBHEHW BUNPOBYBaHHSA Ha KOHTPOJI0 SIKOCTI), abo BriacHuKa
wnpuy, 3 LinicHiCcTb, macTep-aiina Ha Adl, abo
PO3YMHHWKOM NO BUNPOOYBaHHSA noctavasibHuka A®l/BnxigHoro

2,5 mn (Boga
ANs iH eKwiin)
pasom 3
KOMMNIeKTOM NSt
PO3UMHEHHS |
BHYTPILLHLOBEHH
oro BeefeHHsA (1
apanTep gns
BiAKPUTTSA
nakoHa, 1
roniKka-mMeTenuk,
2 npocoyeHi
cnMpTom
TamnoHu) B
KapTOHHIl
Kopo6bui

SAAKOCTI, BUNYCK
cepii KiHLeBoro
npoAykTy
(nopowka ansa
po3unHy ans
iH eKyin Ta
PO3UMHHKKA):
Oktacdapma AB,
LLBeuist;
BUPOBHUK,
BiAnoBigabHNI 3a
Bi3yaslbHy
iHCnekujto Ta
BMNPOOYyBaHHA Ha
yinicHicTb ansa
nopoLuka ans
po3unHy ans
iH ek,
MapKyBaHHS Ta
BTOPWHHE

MaTtepiany/peareHTy/npoMibKHOro
NpoAyKTY, L0 3aCTOCOBYOTbCA Y
BMPOGHMLTBI API (KO
3a3HayeHo Y AOCbE Ha NiKapCbKuii
3acib) 3a BigCYTHOCTI cepTugikaTa
BiANOBIAHOCTI EBpONeNiChKii
hapmakonei y 3aTBepKeHoMy
[oCbe, ab0 BUPO6GHMKA HOBOI
[L,0MOMIXHOT PEYOBUHM (SIKLLLO
3a3HayeHo y 10CbE). 3MiHW Ha3BU
AiNbHWL, BigNoBiganbHOI 3a
KOHTpOnb fkocTi Ad| (“testing of
adventitious agents on bulk
harvest"), 3 Covance Laboratories
Limited (Otley Road, Harrogate,
HG3 1PY, United Kingdom) Ha
Labcorp Early Development
Laboratories Limited y pamkax
OHOB/EHHA 6peHay. Agpeca
3aUmMLaeTbesa 6e3 3MiH. 3MiHu |
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
nakyBaHHs TMny - 3MiHK 3 aKocTi. AdI.
KiHLLeBOro KoHTponb A®L. 3MiHa y meTogax
npoaykra BunNpobysaHHA APl abo BUXigHOrO
(nopowka ans mMarepiany/npoMixXHOro
po34nHy Ans npoAayKTy/peareHTy, Lo
iH eKUili Ta BMKOPUCTOBYETHLCS Y NPOLLEC
PO3YUHHIIKA): BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
OkTachbapma y 3aTBepLKeHNX MmeTodax
[lleccay M'm6X, BMNPOGYBaHHS) - [logasaHHs -
HimeyvunHa; Cytiva, ik a/lbTepHaTUBHOIO
BisyasibHa nocravasibHuKa iMyHoadiHHOro
iHCnekuis, rento Ans metody BunpobyBaHHA
BMMPOGYBaHHSA «AHani3 pekoMbiHaHTHOro
SAKOCTI, noacekoro FVIII Human-cl 3a
MapKyBaHHA Ta [0nomorot o6epHeHo-a3oBoi
BTOPWHHE xpomaTtorpadii». IMyHoadiHHWIA
nakyBaHHs refb Bif aNbTePHATUBHOIO
PO3YMHHYKA: noctavasibHuKa, sSiKuii BXe €

BeTttep dapma-
®epTiryHr FM6X Ta
Ko. KT,
Himeuunha;
BisyasibHa
iHCnekuis,
BMMPOGYBaHHSA
cTabifibHOCTI
PO3YMHHYKA:
BeTttep dapma-
®epTiryHr FM6X Ta
Ko. KT,
Himeuunha;
BUPOBHULTBO,
BMNPOGYBaHHSA
AKOCTI, Bidya/nibHa
iHCnekuis
PO3YMHHYIKA:
BeTttep dapma-
®epTiryHr FM6X Ta
Ko. KT,
Himeuunha;
BMNPOGYBaHHSA
SIKOCTI, BidyasibHa
iHCnekujs
PO3UMHHYIKA:
BeTTep-®apma

KBaUuTihikoBaHUM, Npautoe 3a TUM
camM1M NPUHLMMIOM, Lo WA
onucaHwii Hapasi resib. 3MiHu |
MRy - 3MiHM 3 siKocTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHUi
3aci6. 3miHa napameTpiB
cneumdikauii Ta/abo AonycTUMmX
MeX MepBUHHOI YNakoBKN rOTOBOro
nNikapcbKoro 3acoby (3ByXeHHS
[0MYyCTUMUX MEX, BU3HAYEHUX Y
cneuunaikauii) - BHeceHHs 3MiH g0
cneuudikauii Ha Npobku, a came-
3BY)EHHSA JOMyCTUMUX MeX Ta
3MiHa OAVHWLb 3BITHOCTI AN1A
TecTy Ha eHA0TOKCUHW. Byno
BMKOH@HO HaCTYMHWIA pO3paxyHoK:
NimiT B EU/cMXnoBepxHs
npo6km=nimiT EU/WT. MNoBepxHa
Npo6Kku CTaHoBUTL 13.3 cM?. JlimiT
[0 3MiHK 0.125 EU/cm? y
nepepaxyHky EU/WT cknagae:
0.125x13.3=1.66 (EU/WWT).
3anponoHoBaHuiA HoBUIA NiMIT (1
EU/WIT) HWXYMIA 32 NOTOYHUIA NiMiT
1.66 (EU/WT). BHECEHHS
peAakuiiHnx npaBok. 3MiHu | Tuny




IIpomoBxeHHs 10

aTkKa 1

221

n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH

Homep
peecmpayiliHo
20
nocsioYyeHHs1

®epTiryHr F'm6X Ta
Ko. KI, HimeyunHa

- 3MiHu 3 AIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHUi
3aci6. 3miHa napameTpiB
cneumdikauii Ta/abo AonycTUMmX
MeX MepBUHHOI YNakoBKN rOTOBOro
nikapcbKoro 3acoby (A0NOBHEHHS
crneundikaLii HOBUM MOKA3HUKOM 3
BiANOBIAHUM METOA0M
BMNPOGYBaHHS) - [l0NOBHEHHS
crneuudikauii Ha NPO6KN HOBUMU
nokasHukamu 3 BiAnoBigHUMY
meToAamy BUNpobyBaHHs, a came
JofaBaHHA BUNPOBYBaHHSA
"thparmeHTauin” 3 kputepiem
NPUAHATHOCTI «< 5 doparmMeHTiB
(48 pierces-12 stoppers)» Ta
"MPOHUKHICTBL" 3 KpUTEPIEM
NPUAHATHOCTI «< 10 N Ans KOXHOT
Npo6KM». BHECEHHS peAakLiliHMX
npasoK. 3MiHu | Tuny - 3miHun 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTelHep/3aKynopoBasibHUi
3aci6. 3miHa napameTpiB
cneumdikauii Ta/abo AonycTUMmX
MeX MepBUHHOI YNakoBKN rOTOBOro
NiKapcbKoro 3acoby (BUyYeHHs
He3Ha4yHoro nokasHuka
(Hanpwvknag 3actapinoro
nokasHuka)) - 3MiHu o
cneyudikalii Ha Npobku, a came
BUYYEHHS BUNPOGYBaHHS "Baxki
MeTauin”.

198.

HYBIK | NUWIQ®

Coagula
tion
factor
Vil

CMMOKTOKO
r anbha
(pekom6iH
aHTHWIA
hakTop
Koarynsuji
Kposi VIII)

B02BDO
2

MOPOLLIOK Ta
PO3YMHHWK ANS
po3unHy ans
iH’ekuii no 1500
MO, 1 chnakoH 3
nopoLukom, 1
nonepeaHL0
3anoBHEHW
wnpuy, 3
PO3YMHHUKOM MO
2,5 mn (Boga

OxTachapm
a
dapmateB
TMKa
MpopykTio
Hcrec
M.6.X.

ABCTpist

BUPOBHUK,
BiAnoBigabHNI 3a
BMPOGHULITBO in
bulk, nepsuHHe
nakyBaHHS,
BisyaslbHy
iHcneku;jto,
BMNPOOYyBaHHA Ha
LiNiCcHICTb,
BMNPOBYBaHHA
SKOCTIi, BUNYCK

Lseui
s/
Himeu
ynHa

BHECEHHS 3MiH 10 peecTpaLiiiHnx
marepianis: 3miHu | Tuny -
AfMiHICTpaTMBHI 3MiHKN. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
MiCLii NPOBaKEHHS AiSNbHOCTI
BMPOGHMKa (BK/IKOYaouu, 3a
Heo6XifHOCTI, Micue NpoBeAeHHs
KOHTPOJIH0 SIKOCTI), ab0 BnacHuka
macTep-caiina Ha Adl, abo
nocravanbHuka Adl/BuxigHoro
mMaTepiany/peareHTy/npoMiKHOro

3a
peyenmom

UA/17140/01/05
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
ONs iH eKwiin) cepil KiHLeBoro NpPOAYKTY, L0 3aCTOCOBYIOTbCS Y
pasom 3 NPOAYKTY BMPOGHMLTBI ADI (KLLO
KOMMNIEKTOM st (nopotwuka pns 3a3HayeHo Y AOCbE Ha NiKapCbKuii
PO3YMHEHHS i po3unHy ons 3acib) 3a BigcyTHOCTI cepTudikata
BHYTPILLUHbOBEHH iH eKuili Ta BiANOBiAHOCTI EBpONeEliChKiit
oro BBegeHHs (1 PO3UYMHHVIKA): thapmakonei y 3aTBepKeHOMY
apantep Ans OxTtadapma AB, [0Cbe, a60 BUPOOHUKA HOBOI
BiAKPUTTSA Lseuis; [LOMOMDKHOT PEYOBUHM (AKLLO
hnakoHa, 1 BUPOGHUK, 3a3HayeHo y A0Cbe). 3MiHN Ha3BM
rofika-MeTesimK, BiANOBIAA/IbHWIA 32 LOinbHUL, BigNOBIgaNbHOI 3a
2 NpocoyeHi Bi3yasibHy KOHTpONb skocTi AdI (“testing of
cnmpTom iHCnekujto Ta adventitious agents on bulk
TamnoHu) B BMNPOOYyBaHHA Ha harvest"), 3 Covance Laboratories
KapTOHHIl LinicHicTb ansa Limited (Otley Road, Harrogate,
Kopoo6ULi nopoLuka gns HG3 1PY, United Kingdom) Ha
po3unHy ons Labcorp Early Development
iH eKUil, Laboratories Limited y pamkax
MapKyBaHHs Ta OHOB/EHHS 6peHay. Agpeca
BTOPWHHE 3a/mMwaeTbes 6e3 3MiH. 3MiHu |
nakyBaHHs My - 3MiHU 3 AKOCTi. ADI.
KiHLLeBOro KoHTponb A®l. 3miHa y meTogax
npoaykra BMNpo6yBaHHA A®| abo BuxigHOro
(nopowka ans mMartepiany/npomiKHOro
PO3UunHY An1a nNpoAayKTy/peareHTy, Lo
iH eKUii Ta BVIKOPVICTOBYETbLCS Y NPOLIECI
PO3UMHHKKA): BUpOOHULUTBa AP| (HE3HAUHI 3MIHN
OkTadhapma y 3aTBEPAXKEHNX MeToAax
[leccay M'm6X, BMNPOGYBaHHS) - [loaaBaHHs -
HimevunHa; Cytiva, fiK anbTepHaTUBHOIO
BisyasibHa nocravajibHuMKa iMmyHoad)iHHOro
iHCMekujs, renio Ans MetoAy BUNpobyBaHHS
BUNPOBYBaHHSA «AHani3 pekoM6iHaHTHOro
SAKOCTI, noacekoro FVIII Human-cl 3a
MapKyBaHHS Ta [0MoMoroto 06epHeHo-tha3oBoi
BTOPVHHE xpomaTtorpadii». IMyHoadiHHWIA
nakyBaHHs refb Bif aNlbTEPHATUBHOIO
PO3UMHHYIKA: noctavasibHuKa, SKuii BXe €

BeTTep ®apma-

®epTiryHr F'mM6X Ta

Ko. KT,
HimeuuunHa;
BisyasibHa
iHCnekuis,
BMNPOGYBaHHSA
cTabinbHOCTI

KBanicpikoBaHM, npautoe 3a TM
caM1M NPUHLMMIOM, WO WA
onucaHuin Hapasi refib. 3MiHu |
TUny - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa napameTpis
cneundikauii Ta/abo AoNycTUMMX
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
PO3YMHHYMKA: MeX NePBUHHOI YNakoBK1 rOTOBOTO

BeTTep ®apma-
®epTiryHr F'M6X Ta
Ko. KT,
HimeuuunHa,
BMPOGHULITBO,
BMMPOGYBaHHSA
SIKOCTI, BisyasibHa
iHCnekwyjs
PO3UMHHYIKA:
BeTTep ®apma-
®epTiryHr F'M6X Ta
Ko. KT,
HimeuunHa,
BMNPOGYBaHHSA
AKOCTI, Bidya/nibHa
iHCnekuis
PO3UYNHHYIKA:
BetTtep-®apma
®epTiryHr FM6X Ta
Ko. KI', HimeuunHa

NiKapcbKoro 3acoby (3BY)XXEHHs
[OMYCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauii) - BHeceHHs 3MiH fo
crneuudikauii Ha Npobku, a came-
3BY)XEHHS [OMYCTUMUX MEX Ta
3MiHa OAVMHULb 3BITHOCTI A/1A
TecTy Ha eHAOTOKCUHW. Byno
BMKOHAHO HACTYMHWIA pO3paxyHoK:
NimiT B EU/cM2XnoBepxHs
npo6kn=nimiT EU/WIT. MoBepxHsa
Npo6KuN CTaHOBUTL 13.3 cM?. JlimiT
10 3MiHn 0.125 EU/cm? y
nepepaxyHky EU/WT cknapae:
0.125x13.3=1.66 (EU/WT).
3anponoHoBaHuii HoBUIA NimiT (1
EU/WIT) HUXYMIA 32 NOTOYHUIA NiMiT
1.66 (EU/wiT). BHeceHHs
pefakuiiiHux npaBok. 3miHu | Tuny
- 3MiHu 3 KoCTi. FoTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3miHa napameTpis
cneundikauii Ta/abo AoNyCcTUMMX
MeX NepBUHHOI YNakoBK/ rOTOBOrO
niKkapcbKoro 3acoby (L0NOBHEHHSA
crneundikavii HOBUM MNOKa3HMKOM 3
BiANOBIAHMM METOA0M
BUNPO6YBaHHS) - [JONOBHEHHS
cneuudikavii Ha NPO6KN HOBNMM
nokasHukamu 3 BiANoBiAHUMMN
meToAamy BUNpobyBaHHs, a came
[0faBaHHA BUNPO6YBaHHSA
"thparmeHTauis" 3 KpuTepieM
NPUAHATHOCTI «< 5 doparmMeHTiB
(48 pierces-12 stoppers)» Ta
"MPOHUKHICTBL" 3 KpUTEPIEM
NPUAHATHOCTI «< 10 N ANst KOXHOI
NPO6KN». BHECEHHA pefaKLUiiHnX
npasok. 3miHu | Tvny - 3MiHK 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrtema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa napameTpis
cneundikauii Ta/abo AoNycTUMMX
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
MeX NepBUHHOI YNakoBK/ rOTOBOrO
nikapcbKoro 3acoby (BUy4YEHHS
He3HauYyHOro nokKasHuka
(Hanpwviknag 3actapinoro
nokasHuka)) - 3MiHn fo
cneuucpikaLii Ha Npobku, a came
BWTyYEHHS BUMPOOYBaHHS "Bakki
MeTasin”.
199. | HYBIK/ NUWIQ® | Coagula | cumoktoko | BO2BDO | nopoLuok Ta Oktachbapm | ABcTpis BUPOGHUK, Lseui BHECEHHS 3MiH 0 peecTpaLiiHnX 3a UA/17140/01/06
tion r anbga 2 PO3YUHHKIK ANS a BiAnoBiganbHNIA 3a al marepianis: 3miHu | Tuny - peyenmom
factor (pekom6iH pPO34MHYy N dapmaues BUPOBHMLTBO in Himey AAMiHICTpaTVBHI 3MiHW. 3MiHa
VIl aHTHWIA iH'ekuin no 2500 TKa bulk, nepsuHHe YnHa HaliMeHyBaHHS Ta/abo agpecu
thakTop MO, 1 chnakoH 3 | MpopykTio nakyBaHHs, MiCLl MPOBaPKEHHS AiSNIbHOCTI
Koarynsuii nopoLukom, 1 Hcrec Bi3yasibHy BMpO6HUKa (BK/IOYaoun, 3a
kposi VIII) nonepegHL0 M.6.X. iHCnekujto, HeoObXiAHOCTI, MicLe NpoBeaeHHs
3aMoBHeHW BMNPOOYBaHHA Ha KOHTPO/IH0 SIKOCTI), @60 BacHuKa
npuy, 3 LiNiCHICTb, macTep-aiina Ha Adl, abo
PO3UYMHHWKOM MO BMNPOGYBaHHSA noctavasnbHuka A®l/BuxigHoro

2,5 mn (Boga
ONs iH eKwiin)
pasom 3
KOMNIEKTOM N5t
PO3UMHEHHSA |
BHYTPILUHbOBEHH
oro BBegeHHs (1
apanTep gns
BigKPUTTA
chnakoHa, 1
ronka-meTesnuk,
2 npocoyeHi
cnMpTom
TamnoHu) B
KapTOHHIi
Kopoo6Li

SIKOCTi, BUNYCK
cepii KiHLeBOoro
NPoAyKTY
(nopowka ans
pO34nHy Ans
iH eKuUii Ta
PO34YUHHIKA):
Oxtathapma AB,
LWsewjs;
BMPOGHUK,
BiAnoBiganbHMIA 3a
Bi3yasibHy
iHCnekujto Ta
BUNPOBYBaHHSA Ha
LinicHicTb Ans
nopoLuka ans
pO34nHy Ans
iH EKUIN,
MapKyBaHHS Ta
BTOPUHHE
nakyBaHHs
KiHLLeBOro
npoaykra
(nopowka gns
pO34nHy Ans
iH eKUili Ta
PO3YMHHVIKA):

Marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 3aCTOCOBYIOTHLCS Y
BMPOGHULTBI API (SKLLO
3a3Ha4yeHo y J0CbE Ha NikapCbkuii
3acib) 3a BiACYTHOCTI cepTudikaTa
BiANOBIAHOCTI EBpPONENCHKI
thapmakonei y 3aTBepXeHOMY
nocbe, abo BUpo6HMKa HOBOIT
[,0MOMDKHOT PEYOBUHM (SIKLLLO
3a3HayeHo y A0CbE). 3MiHN Ha3BM
OinbHUU, BiANOBIAaNbHOI 3a
KOHTpOnb fkocTi Ad| (“testing of
adventitious agents on bulk
harvest"), 3 Covance Laboratories
Limited (Otley Road, Harrogate,
HG3 1PY, United Kingdom) Ha
Labcorp Early Development
Laboratories Limited y pamkax
OHOBJIEHHA 6peHay. Agpeca
3a/IMWAaETbLCA 6e3 3MiH. 3MiHu |
TMny - 3MiHK 3 aKocTi. AdI.
KoHTponb A®I. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOro
mMartepiany/npomMbKHOro
NpoAyKTy/peareHTy, Wo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AD| (HE3HAYHI 3MiHK
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
OkTachapma y 3aTBepKeHNX meTodax
[eccay 'm6X, BMNPOGYBaHHS) - [loaaBaHHs -
HimeuuuHa; Cytiva, ik a/lbTepHaTUBHOIO
Bi3yasibHa nocTtavasibHvka imyHoadiHHOro
iHCcnekuis, rento Ans meTody BUNPOOYyBaHHSA
BMNPOGYBaHHSA «AHani3 peKoMbBiHaHTHOro
SIKOCTi, nogcekoro FVIII Human-cl 3a
MapKyBaHHS Ta [0MoMoroto o6epHeHo-cha3oBoi
BTOPVHHE xpomaTtorpadii». IMyHoadiHHWIA
nakyBaHHS refb Bifi a/IbTEPHATNBHOIO
PO3YMHHYIKA: noctavasnibHuKa, SKuii BXe €

BeTTep ®apma-
®epTiryHr F'm6X Ta
Ko. KT,
HimeuunHa,;
BisyasibHa
iHCnekuis,
BMNPOGYBaHHSA
cTabinbHOCTI
PO3UMHHYIKA:
BeTTep ®apma-
®epTiryHr F'M6X Ta
Ko. KT,
HimeuunHa;
BMPOGHMLTBO,
BMNPOGYBaHHSA
SIKOCTI, BidyasibHa
iHCnekuis
PO3UMHHYIKA:
BeTTep ®apma-
®epTiryHr F'M6X Ta
Ko. KT,
HimeuunHa,;
BMMPOGYBaHHSA
SIKOCTI, BisyasibHa
iHCnekwyjs
PO3UMHHYIKA:
BeTTep-®apma
®epTiryHr F'mM6X Ta
Ko. KI, HimeyunHa

KBautidhikoBaHUM, Npautoe 3a TUm
camMnM NPUHLMMIOM, WO i
onucaHwii Hapasi reflb. 3MiHu |
T™Mny - 3MiHW 3 SIKOCTi. FOTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3miHa napameTpis
cneundikauin Ta/abo gonycTuMmx
MeX NepBUHHOI YNakoBK/ rOTOBOrO
NiKapcbKoro 3acoby (3ByXeHHS
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneumaikauii) - BHeceHHs 3MiH g0
crneundikauii Ha Npo6kn, a came-
3BYXEHHS [OMyCTUMUX MeX Ta
3MiHa 0AVHULb 3BITHOCTI A1A
TecTy Ha eHAOTOKCUHW. Byno
BMKOHAHO HaCTYMHWIA pO3paxyHoK:
JlimiT B EU/CM?XNOBEPXHS
npo6kn=nimiT EU/WIT. MoBEepxHA
npo6kn cTaHoBUTL 13.3 cM?. NlimiT
00 3MiHM 0.125 EU/cm? y
nepepaxyHky EU/WT cknapae:
0.125x13.3=1.66 (EU/ww).
3anponoHoBaHwuii HoBUIA NimiT (1
EU/WIT) HUXYMIA 32 NOTOYHUIA NiMiT
1.66 (EU/wT). BHeceHHs
pefakuiiiHux npaBok. 3miHu | Tuny
- 3MiHu 3 siKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTEeliHep/3aKynopoBasibHWi
3aci6. 3miHa napameTpisB
cneundikauin Ta/abo gonycTuMmx
MeX NepBUHHOI YNakoBK/ rOTOBOrO
NiKapcbKoro 3acoby (40NOBHEHHSA
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH

Homep
peecmpayiliHo
20
nocsioYyeHHs1

cneuudikaLii HOBUM NMOKa3HUKOM 3
BiAMNOBIAHUM METOA0M
BUNPOOGYBaHHS) - [l0NOBHEHHS
cneuudikayii Ha NPO6kN HOBNMM
nokasHvkamu 3 BignoBigHUMMA
meTodamu BUNpobyBaHHS, a came
f[ofaBaHHA BUNPOOYBaHHSA
"thparmeHTauin” 3 kputepiem
NPUAHATHOCTI «< 5 (oparMeHTiB
(48 pierces-12 stoppers)» Ta
"NPOHUKHICTL" 3 KpUTEpPIEM
NPUAHATHOCTI «< 10 N ANst KOXHOT
Npo6KM». BHeCEHHsA peAakuiliHmX
npasok. 3MiHu | TUny - 3MiHu 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
Cucrtema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3miHa napameTpis
cneundikauin Ta/abo gonycTuMmx
MeX NepBUHHOI YNakoBK/ rOTOBOrO
nNikapcbKoro 3acoby (BUyYEHHSN
HEe3Ha4yHOro MokKasHuka
(Hanpuknag, 3actapinoro
nokasHuka)) - 3MiHu o
cneyudikauii Ha Npobku, a came
BUyYEHHS BUNPOOYBaHHS “"Baxkki
MeTauin”.

200.

HYBIK /| NUWIQ®

Coagula
tion
factor
VI

CMMOKTOKO
r anbha
(pekomb6iH
aHTHWI
thakTop
Koarynauji
kposi VIII)

B02BDO
2

MOPOLLIOK Ta
PO3YMHHIKK AN1SA
PO34nHy ansi
iH’ekujin no 3000
MO, 1 chnakoH 3
nopoLukom, 1
nonepegHL0
3arMoBHEHW
wnpuy, 3
PO3YMHHMKOM MO
2,5 mn (Boga

OxTadapm
a

dapmaves
TUKa

MpoaykTio
Hecrec
M.6.X.

ABCTpIst

BMPOGHUK,
BiAnoBiganbHMIA 3a
BMPOGHULITBO in
bulk, nepBuHHe
nakyBaHHS,
Bi3yasibHy
iHCnekujto,
BUNPOBYBaHHA Ha
LiNiCHICTb,
BMNPOGYBaHHSA
SAAKOCTI, BUNYCK

LLBeui
s/
Himey
ynHa

BHECEHHS 3MiH 0 peecTpavLiiiHnX
mMartepianis: 3miHu | Tuny -
AfMiHICTpaTMBHI 3MiHN. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
MiCLA1 MPOBaMKEHHS AiANbHOCTI
BMPOGHMKa (BK/IHOYAOUM, 3a
HeoObXiAHOCTI, MicLe NpoBeAeHHS
KOHTPOJIO SIKOCTI), ab0o BriacHuKa
macTep-aiina Ha Adl, abo
noctavanbHuka Adl/BnxigHoro
MaTtepiany/peareHTy/npoMibKHOro

ANs iH eKwiin) cepii KiHLeBoro NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
pasom 3 NpoayKTy BMPOGHMLTBI API (KO
KOMMMEKTOM A5 (nopoLwuka ans 3a3HauYeHo Yy [0CbE Ha NikapCbkuii
PO3UMHEHHS | PO34rHy ons 3acib) 3a BigCYTHOCTI cepTugikaTa
BHYTPILUHbOBEHH iH eKuUii Ta BiANOBIAHOCTI EBpONeNiChKii
oro BBefeHHs (1 PO3UMHHMKA): chapmakonei y 3aTBepKeHOMY
agantep ans Oktadapma AB, [ocbke, ab0 BUPO6HMKA HOBOI

3a
peyenmom

UA/17140/01/07
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
BIAKPUTTSA LLiBeuist; [L0MOMIXHOT PEYOBUHM (SIKLLLO
chnakoHa, 1 BUPOBHUK, 3a3HayeHo y [10Cbe). 3MiHW Ha3BU
rofika-MeTesinK, BiANOBIAaNbHMIA 3a AiNbHWL, BignoBiganbHOI 3a
2 npocoyeHi Bi3yaslbHy KOHTpOsb fkocTi Ad| (“testing of
crnmpTom iHCnekujto Ta adventitious agents on bulk
TamnoHu) B BMNPOBYyBaHHA Ha harvest"), 3 Covance Laboratories
KapTOHHIi yinicHicTb Ans Limited (Otley Road, Harrogate,
Kopoobui nopoLuka gns HG3 1PY, United Kingdom) Ha

PO34nHy Ans
iH eKLin,
MapKyBaHHS Ta
BTOPUHHE
nakyBaHHS
KiHLLeBOro
npoaykra
(nopowka ans
po34nHy Ans
iH ek Ta
PO3YUHHIIKA):
Oktaghapma
[eccay M'm6X,
HimeyuunHa;
BisyasibHa
iHCnekuis,
BMMPOGYBaHHSA
AKOCTI,
MapKyBaHHs Ta
BTOPUHHE
nakyBaHHs
PO3YMHHYIKA:
BeTttep dapma-
®epTiryHr FM6X Ta
Ko. KT,
Himeuunha;
BisyasibHa
iHCnekuis,
BMMPOGYBaHHSA
cTabifibHOCTI
PO3YMHHYIKA:
BeTttep dapma-
®epTiryHr FM6X Ta
Ko. KT,
Himeuunha;
BUPOBHULTBO,
BMMNPOGYBaHHSA

Labcorp Early Development
Laboratories Limited y pamkax
OHOB/EeHHA 6peHay. Agpeca
3aMaeTbes 6e3 3MiH. 3Minu |
TUny - 3MiHK 3 aKocTi. AdI.
KoHTponb A®L. 3MiHa y meTogax
BMNpobysaHHA APl abo BUXigHOrO
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, Lo
BMKOPUCTOBYETLCS Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBepKeHnX MmeTodax
BMNPOGYBaHHS) - [logasaHHs -
Cytiva, ik a/lbTepHaTUBHOIO
nocravasibHuKa iMyHoadiHHOro
rento Ans metody BunpobyBaHHA
«AHani3 pekoMbiHaHTHOro
noacekoro FVIII Human-cl 3a
[,0Momorot 06epHeHo-a3oBoi
xpomaTtorpadii». IMyHoadiHHWIA
refb Bif aNbTePHATUBHOIO
noctavasibHuKa, sSiKuii BXe €
KBaUuTihikoBaHUM, Npautoe 3a TUM
camM1M NPUHLMMIOM, Lo WA
onucaHuii Hapasi resib. 3MiHu |
MRy - 3MiHK 3 siKocTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHUi
3aci6. 3miHa napameTpiB
cneumdikauii Ta/abo AonycTUMmx
MeX MepBUHHOI YNakoBKN rOTOBOro
NiKapcbKoro 3acoby (3ByXeHHS
[0MYyCTUMUX MEX, BU3HAYEHUX Y
cneuunaikauii) - BHeceHHs 3MiH g0
cneuudikauii Ha Npobku, a came-
3BY)XEHHSA [OMyCTUMUX MeX Ta
3MiHa 0AMHWLb 3BITHOCTI ANs
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

AKOCTI, Bidya/nibHa
iHCnekuis
PO3YMHHYKA:
BeTttep dapma-
®epTiryHr FM6X Ta
Ko. KT,
Himeuunha;
BMNPOGYBaHHSA
SIKOCTI, BidyasibHa
iHCnekuis
PO3YMHHYIKA:
BeTTep-®apma
®epTiryHr F'm6X Ta
Ko. KI', HimeyunHa

TecTy Ha eHA0TOKCUHW. Byno
BMKOHAHO HaCTYMHWIA pO3paxyHoK:
NimiT B EU/cMXnoBepxHs
npo6km=nimiT EU/WT. MoBepxHs
npo6Kku CTaHoBUTL 13.3 cM?. JlimiT
[0 3MiHM 0.125 EU/cm? y
nepepaxyHky EU/WT cknagae:
0.125x13.3=1.66 (EU/WWT).
3anponoHoBaHuiA HoBUIA NiMIT (1
EU/WIT) HWXYMIA 32 NOTOYHUIA NiMiT
1.66 (EU/WT). BHECEHHS
peaakuiiiHnx npaBok. 3MiHu | Tuny
- 3MiHu 3 IKOCTi. FoTOBWI
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoproBasibHUi
3aci6. 3miHa napameTpiB
cneumdikauii Ta/abo AonycTUMmX
MeX MepBUHHOI YNakoBKN rOTOBOro
nikapcbKoro 3acoby (A0NOBHEHHS
crneundikaLii HOBUM MNOKA3HUKOM 3
BiANOBIAHUM METOA0M
BMNPOGYBaHHS) - [l0NOBHEHHS
crneuudikauii Ha NPO6KN HOBUMU
nokasHukamu 3 BiAnoBigHUMU
meToAamy BUNpobyBaHHs, a came
JoAaBaHHA BUNPOBYBaHHSA
"thparmeHTauin” 3 kputepiem
NPUAHATHOCTI «< 5 doparmMeHTiB
(48 pierces-12 stoppers)» Ta
"MPOHUKHICTBL" 3 KpUTEPIEM
NPUAHATHOCTI «< 10 N Ans KOXHOT
Npo6KM». BHECEHHS peAakLiliHmX
npasoK. 3MiHu | Tuny - 3miHun 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
Cucrema
KOHTelHep/3aKynopoBasibHUi
3aci6. 3miHa napameTpiB
cneumdikauii Ta/abo AonycTUMmx
MeX MepBUHHOI YNakoBKN rOTOBOro
NiKapcbKoro 3acoby (BUyYeHHS
He3Ha4yHoro nokasHuka
(Hanpwvknag 3actapinoro
nokasHuka)) - 3MiHu o
cneyudikaLii Ha Npo6bku, a came
BWYYEHHS BUNPOGYBaHHS "Baxki




229

ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
MeTauin”.

201. | HYBIK/ NUWIQ® | Coagula | cumokTtoko | BO2BDO | nopoluok Ta Okrachapm | ABcCTpis BUPOGHUK, Lseui BHECEHHS 3MiH [J0 peecTpaLiiiHnx 3a UA/17140/01/08
tion r anbga 2 PO3UMHHWK AN a BignoBigabHNI 3a al marepianis: 3miHu | Tuny - peyenmom
factor (pekom6iH pO3uuHy ons dapmaues BMPOGHULITBO in Himeu AfMiHICTpaTMBHI 3MiHN. 3MiHa
Vil aHTHWI iH’exuii no 4000 TMKa bulk, nepsuHHe yYnHa HalimeHyBaHHs Ta/abo agpecu

hakTop MO, 1 cnakoH 3 MpoaykTio nakyBaHHs, MicLs1 MPOBAMKEHHS AisANIbHOCTI
Koarynsuji nopoLukom, 1 Hcrec BisyaslbHy BMPOGHMKa (BK/IKOYaouu, 3a
Kposi VIII) nonepegHL0 M.6.X. iHCnekujto, Heo6XifHOCTI, Micue NpoBeAeHHs
3anoBHEHW BMNPOOYyBaHHA Ha KOHTPOJII0 SIKOCTI), @60 BnacHuka
wnpuy, 3 LinicHiCcTb, macTep-aiina Ha Adl, abo
PO3YMHHWKOM NO BUNPOGYBaHHSA noctavanbHuka A®l/BnxigHoro
2,5 mn (Boga SKOCTi, BUNYCK MaTepiany/peareHTy/npoMiKHOro
ONs iH eKw;iin) cepil KiHLeBoro NpPOAYKTY, L0 3aCTOCOBYIOTbCA Y
pasom 3 NpoayKTy BUPO6HMUTBI ADI (SKLLO
KOMMN/IEKTOM AN (nopowka gns 3a3Ha4yeHo y [0CbE Ha NikapCbkuii
PO3YMHEHHS i po3unHy ons 3acib) 3a BigcyTHOCTI cepTudikata
BHYTPILUHbOBEHH iH eKUili Ta BiANOBiAHOCTI EBpONeiiChKiit
oro BBegeHHs (1 PO3UYNHHVIKA): thapmakonei y 3aTBepKeHOMyY
apantep Ans OxTadapma Ab, [oCbe, a60 BUPOOHUKA HOBOI
BiAKPUTTSA LBeuis; [LOMOMDKHOT PEYOBUHM (AKLLO
hnakoHa, 1 BUPOGHUK, 3a3HayeHo y A0CbE). 3MiHN Ha3BM
rofika-MeTesmK, BiANOBiAA/IbHWIA 32 OinbHUL, BigNOBigaNbHOI 3a
2 NpocoYeHi Bi3yasibHy KOHTpONb sikocTi AdI (“testing of
cnmpTom iHCnekujto Ta adventitious agents on bulk
TamnoHu) B BMNPOOYBaHHA Ha harvest"), 3 Covance Laboratories
KapTOHHIl LinicHicTb ansa Limited (Otley Road, Harrogate,
Kopoo6Li nopoLuka gns HG3 1PY, United Kingdom) Ha
po3unHy ons Labcorp Early Development
iH eKUil, Laboratories Limited y pamkax
MapKyBaHHs Ta OHOBJIEHHA 6peHy. Aapeca
BTOpPUHHE 3anMwaeTbes 6e3 3MiH. 3MiHu |
nakyBaHHs My - 3MiHU 3 AKOCTi. ADI.
KiHLLeBOro KoHTponb A®l. 3miHa y meTogax
npoaykra BMNpo6yBaHHA A®I| abo BuxigHOro
(nopowwka ans mMartepiany/npombKHOro
PO34UnHY 4118 npoayKTy/peareHTy, L0
iH eKuUii Ta BVKOPVCTOBYETbLCS Y NPOLIECI
PO3UMHHVKKA): BUpo6HULUTBA AP| (HE3HAUHI 3MIHN
OkTadhapma y 3aTBEPAKEHNX MeToAax
[Heccay 'm6X, BMNPOGYBaHHS) - [loaaBaHHs -
HimevunHa; Cytiva, ik anlbTepHaTUBHOIO
BisyasibHa nocravajsibHuMKa imyHoad)iHHOro
iHCMekuis, renio Ans MetoAy BUNpobyBaHHSA
BMNPOBYBaHHA «AHasi3 peKOMBIHaHTHOTO
SIKOCTI, ntogacbkoro FVIII Human-cl 3a
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

MapKyBaHHS Ta
BTOPUHHE
nakyBaHHs

PO3UMHHYIKA:
BeTTep ®apma-
®epTiryHr F'M6X Ta
Ko. KT,
HimeuunHa,
BisyasibHa
iHCnekuis,
BMNPOGYBaHHSA
cTabifIbHOCTI
PO3UMHHYIKA:
BeTTtep ®apma-
®epTiryHr F'M6X Ta
Ko. KT,
HimeuunHa,
BMPOGHULITBO,
BMNPOGYBaHHSA
SIKOCTI, BisyasibHa
iHCnekwyjis
PO3UMHHYIKA:
BeTTep ®apma-
®epTiryHr F'M6X Ta
Ko. KT,
HimeuunHa,
BMNPOGYBaHHSA
AKOCTI, Bidya/nibHa
iHCnekuis
PO3UYNHHYIKA:
BetTtep-®apma
®epTiryHr FM6X Ta
Ko. KI', HimeuunHa

Aonomorot 06epHeHo-ha3oBoi
xpomaTtorpadii». IMyHoadiHHWIA
refb Bif aNbTEPHATUBHOIO
noctavasibHuKa, SKuii BXe €
KBanicpikoBaHM, npautoe 3a TM
caM1M NPUHLMMIOM, Lo WA
onucaHuin Hapasi refib. 3MiHu |
TUny - 3MiHK 3 AKoCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa napameTpis
cneundikauii Ta/abo AoNycTUMMX
MeX NepBUHHOI YNakoBK/ rOTOBOrO
NiKapcbKoro 3acoby (3BYXEeHHs
[OMYCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauii) - BHeceHHs 3MiH fo
crneuudikauii Ha Npobku, a came-
3BY)XEHHSA [OMYCTUMUX MEX Ta
3MiHa OAMHULb 3BITHOCTI A/1A
TecTy Ha eHAOTOKCUHW. Byno
BMKOHAHO HACTYMHWIA pO3paxyHoK:
NimiT B EU/cMm2xXnoBepxHs
npo6kn=nimiT EU/WIT. MoBepxHsa
Npo6Kku CTaHoBUTL 13.3 cM?. JlimiT
10 3MiHM 0.125 EU/cm? y
nepepaxyHky EU/WT cknapae:
0.125x13.3=1.66 (EU/WT).
3anponoHoBaHuii HoBUIA NimiT (1
EU/WIT) HUXYMIA 32 NOTOYHUIA NiMiT
1.66 (EU/wT). BHeceHHs
pefakuiiiHux npaBok. 3miHu | Tuny
- 3MiHu 3 KoCTi. FoTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa napameTpis
cneundikauii Ta/abo AoNyCcTUMMX
MeX NepBUHHOI YNakoBK/ rOTOBOrO
niKkapcbKoro 3acoby (f0NOBHEHHSA
crneundikavii HOBUM MOKa3HMKOM 3
BiANOBIAHMM METOA0M
BUNPO6YBaHHS) - [JONOBHEHHS
cneuudikavii Ha NPO6KN HOBNMM
nokasHukamu 3 BiANoBiAHUMMN
meToAamy BUNpobyBaHHs, a came
[04aBaHHA BUNPO6yBaHHs
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
"thparmeHTauis" 3 KpuTepiem
NPUAHATHOCTI «< 5 doparmMeHTiB
(48 pierces-12 stoppers)» Ta
"MPOHUKHICTBL" 3 KPUTEPIEM
NPUAHATHOCTI «< 10 N ANst KOXHOI
NPO6KN». BHECEHHA pefaKLUiiHnX
npasok. 3miHu | Tvny - 3miHu 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrtema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa napameTpis
cneundikauii Ta/abo AoNycTUMMX
MeX NepBUHHOI YNakoBK/ rOTOBOrO
nikapcbKoro 3acoby (BU1yYEHHS
HEe3Ha4yHOro MokasHuka
(Hanpwviknag 3actapinoro
nokKasHuka)) - 3MiHn go
cneuudikaLii Ha Npobku, a came
BWTyYEHHS BUMPOOYBaHHS "Bakki
MeTasin”.
202. | HYKC BOMIKA- - Bryonia - Kpansni opanbHi; Bionoriwe | Himeuun Bionoriwe Himey BHECEHHS 3MiH A0 pPeeCcTpaLiiHNX 6e3 UA/3126/01/01
FOMAKOPA D30, no 30 mny Xanbmitt Ha XainbmitTens YmHa marepianis: 3miHu | Tuny - 3miHu 3 peyenma
Bryonia doNakoHi- enb Xeesb Xeenb M6X sKocCTi. FOTOBWMIA Nikapcbkuii 3aci6.
D200, KpanesnbHuLi; No 6X Cuctema
Bryonia 1 donakoHy- KOHTeliHep/3aKynopoBasibHWi
D1000, KpanesbHULi y 3aci6. 3MiHa nocTavyasibHuKa
Bryonia Kopob6Li 3 nakyBasIbHUX MaTepianis abo
D2, KapToHYy KOMMNIEKTYUMX (AKLWO 3a3Ha4YeHo
Bryonia B [OCbE) (BUNYYEHHSA
D6, nocTavasnibHvka) - BunyyeHHs
Bryonia HepeneBaHTHOI iHhopMaLii Npo
D10, nocravasibHvKa nakysasibHoro
Bryonia marepiany 3 posginy 3.2.P.7
D15, Cucrtema
Citrullus KOHTeliHep/3aKynoproBasibHWi
colocynthi 3aci6.
s D3,
Citrullus
colocynthi
s D10,
Citrullus
colocynthi
s D30,
Citrullus

colocynthi
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

s D200,
Lycopodiu
m
clavatum
D10,
Lycopodiu
m
clavatum
D30,
Lycopodiu
m
clavatum
D200,
Lycopodiu
m
clavatum
D1000,
Lycopodiu
m
clavatum
D3,
Strychnos
nux-
vomica
D30,
Strychnos
nux-
vomica
D15,
Strychnos
nux-
vomica
D10,
Strychnos
nux-
vomica
D200,
Strychnos
nux-
vomica
D1000,
Strychnos
nux-
vomica D2

203.

HYPO®DEH® 12+

ibuprofe

ibynpodoe

MO1AEQ

TabneTku, BKpUTI

PekkiTT

Benvka

PekkiTT BeHkizep

Benvk

BHECEHHS 3MiH 10 peecTpaLiiHnX

6e3

UA/10906/01/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
n HY 1 060/10HKOI0, NO BeHkizep BputaHi Xenckep a marepianis: 3miHu | Tuny - 3miHu 3 peyenma
BUrNASI 200 wmr; no 12 Xernckep a IHTepHeLHN Bputa | skocTi. FoTOBWMIA Nikapcbkuii 3aci6.
ibynpodgpe Tabnetok y IHTepHEeLUH NimiTeq Hist 3MiHM Yy BUPOOHMUTBI. 3MiHa
HYy 6nictepi; no 1 n Nimiteq, iMnopTepa/aMiHu, L0 CTOCYIOTbCA
HaTpieBol abo 2 6nictepu BUNYCKY Cepii Ta KOHTPOO AKOCTI
coni B KapPTOHHIl roTOBOrO JliKapCbKOro 3acoby
Kopoo6Li (3amiHa abo fofaBaHHs
BMpOGHUKa, LLO BiAMNOBigaE 3a
BBE3EHHA Ta/abo BMNycK cepil) -
He Bktovatoum
KOHTPONb/BUNPOBYBaHHSA cepil -
[o matepianis peecTpauiiiHoro
[0CbE BHOCUTBCS iHChopMaLis Mpo
iMnopTepa ToBapucTBO 3
06MEeXeHoI0 BifnoBifanbHICTIO
«PekkiTT BeHkizep Xaycxong EHg,
Xenc Kep YkpaiHa». 3MiHu
BHOCSITbCS 3TiAHO BUMOT
noctaHoBu KabiHeTy MiHicTpiB
Ykpainu Ne 287 Big 14.03.2025 p.
Mpo 3aTBepaXeHHs Mopsaaky
BBE3EHHS Ha TepuTOpIlo YKpaiHu
NiKapcbKux 3acobiB.
204. | HYPO®EH® ANA | ibuprofe | ibynpoche MO1AEO | cycneHsis PekkiTT Benuka BMPOGHULITBO in Benuk | BHeceHHs 3MiH 40 peecTpaLinHux 6e3 UA/8233/01/01
BITEN n H 1 opasibHa 3 BeHkizep BputaHi bulk, nakyBaHHs, a marepianis: 3miHu | Tuny - 3miHu 3 peyenma
anesibCUHOBUM Xenckep A KOHTPO/b SIKOCTI, Bputa | skocTi. FoTOBWMIA Nikapcbkuii 3aci6.
cmakom, 100 IHTepHeLUH BWMYCK Cepii: Hist 3MiHM Yy BUPOGHMLTBI. 3MiHa
mr/5 mn, no 100 n Nimitepq, PekkiTT BeHkizep iMnopTepa/aMiHu, L0 CTOCYIOTbCA

M abo 200 mn y
dnakoHi; no 1
chnakoHy B
KOMM/IEKTi 3i
LUNpULOM-
[03aTOpoOM Y
KapTOHHIl
Kopoo6Li

Xenckep (KOkeit)
Nimiteq

BUMYCKY Cepii Ta KOHTPO/IKO AKOCTI
roTOBOrO JliKapCbKOro 3acoby
(3amiHa abo fofaBaHHs
BMpO6HUKa, LLO BiAMNOBIAaE 3a
BBE3EHHA Ta/abo BMNycK cepil) -
He Bktovatoum
KOHTPONb/BUNPOBYBaHHSA cepil -
[lo maTepianis peecTpauiiHoro
[0CbE BHOCUTLCS iHChopMaLis Mpo
iMnopTepa ToBapucTBO 3
06MEeXeHoH0 BignoBiganbHICTIO
«PekkiTT BeHkizep Xaycxong EHg,
Xenc Kep YkpaiHa». 3MiHu
BHOCSITbCS 3TiAHO BUMOT
noctaHoBu KabiHeTy MiHicTpiB
Ykpainu Ne 287 Big 14.03.2025 p.
Mpo 3aTBepmXeHHs Mopsaaky
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
BBE3EHHS Ha TepuTOpIlo YKpaiHu
NiKapcbKux 3acobiB.
205. | HYPO®EH® ANA | ibuprofe | ibynpoche MO1AEO | cycneHsis PekkiTT Benuka PekkiTT BeHkizep Benuk | BHeceHHs 3MiH 40 peecTpavinHux 6e3 UA/8233/01/02
OITEA ®OPTE n H 1 opasibHa 3 BeHkizep BputaHi Xenckep (FOKei) a marepianis: 3miHu | Tuny - 3miHu 3 peyenma
anesibCUHOBUM Xenckep A Nimiten Bputa | sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
cmakom, 200 IHTepHeLUH Hist 3MiHM Yy BUPOGHMLTBI. 3MiHa
mr/5 mn no 100 n Nimiteq, iMnopTepa/aMiHu, L0 CTOCYIOThCA
M a6o 150 mn y BMNYCKY Cepii Ta KOHTPOO AKOCTI
dnakoHi; no 1 rOTOBOrO JliKapCbKOro 3acoby
chnakoHy y (3amiHa abo fofaBaHHs
KOMMNNEKTI 3i BMpO6HMKa, LLO BiAMNOBiAaE 3a
LINPULLOM- BBE3EHHA Ta/abo BMNycK cepil) -
[03aTOpoOM Y He Bktovaoum
KapTOHHIl KOHTPONb/BUNPOBYBaHHSA cepil -
Kopobui [o maTtepianis peecTtpauiiiHoro
[0CbE BHOCUTLCS iHChopMaLis Mpo
iMnopTepa ToBapucTBO 3
06MEeXeHoH0 BifnoBifanbHICTIO
«PekkiTT BeHkizep Xaycxong EHg,
Xenc Kep YkpaiHa». 3MiHu
BHOCATLCS 3riHO BUMOT
noctaHoBu KabiHeTy MiHicTpiB
Ykpainu Ne 287 Big 14.03.2025 p.
Mpo 3aTBepmxeHHs Mopsagky
BBE3EHHS Ha TepuTOopilo YKpaiHu
NiKapcbkunx 3acobis.
206. | HYPODEH® ibuprofe | ibynpocpe MO1AEO | kancynu m'ski no PekkiTT Benvka BignosiganbHuii Benuk | BHeceHHs 3MiH 40 peecTpavinHux 6e3 UA/14179/01/01
EKCNPEC n H 1 400 wr, no 10 BeHkizep BpuTaHi 3a nakyBaHHA Ta a mMartepianis: 3miHu | TUnNY - 3MiHK 3 peyenma
DOPTE Kancyny Xenckep A BUNYCK cepil: Bputa | sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
6nictepi; no 1 IHTepHeLUH PekkiTT BeHkizep Hist/ 3MiHM Yy BUPOGHMLTBI. 3MiHa
abo no 2 n Niviteq Xenckep Higep iMnopTepa/3miHu, Lo CTOCYIOTbCA
6nictepu B IHTEepHELUHN nadam BMNYCKY Cepii Ta KOHTPOIO AKOCTI
KapTOHHI Nimiten, Benvka rOTOBOTO JliKapCbKOro 3acoby
KopooLi BputaHis; (3amiHa abo fofaBaHHs

BignosigansHuii
3a BUPOGHMLTBO in
bulk:
MNareoH
Codpmxenc B.B.,
Higepnanamn

BMpO6HMKa, LU0 BiAMNOBIgaE 3a
BBE3EHHA Ta/abo BMNycK cepil) -
He Bktovatoum
KOHTPONb/BUNPOGYBaHHSA cepil -
[o maTtepianis peecTpauiiiHoro
[0CbE BHOCUTBLCA iHhopmaLisi Npo
iMnopTepa ToBapucTBO 3
06MeXeHoH0 BifnoBiganbHICTIO
«PekkiTT BeHkizep Xaycxong EHA
Xenc Kep YkpaiHa». 3MiHu
BHOCATbCS 3rijHO BUMOT
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
noctaHoBu KabiHeTy MiHicTpiB
Ykpainu Ne 287 Big 14.03.2025 p.
Mpo 3aTBepaXeHHs Mopsaaky
BBE3EHHS Ha TepuTOpIlo YKpaiHu
NiKapcbKux 3acobiB.
207. | HYPO®EH® ibuprofe | ibynpocpe MO1AE5 | Tabnetku, BKpUTI PekkiTT Benvka PekkiTT BeHkizep Benuk | BHeceHHs 3MiH 40 peecTpaLinHux 6e3 UA/14588/01/01
IHTEHCU/B n, H; 1 NAiBKOBOO BeHkizep BputaHi Xenckep a marepianis: 3miHu | Tuny - 3miHu 3 peyenma
combina | napaueta 060/10HKOH0, MO Xenckep A IHTEpHELUHN Bputa | skocTi. FoTOBWMIA Nikapcbkuii 3aci6.
tions MOn 6 abo 12 IHTepHeLUH Nimiteq Hist 3MiHM Yy BUPOGHMLTBI. 3MiHa
Tabnetoky n Nimitepq, iMnopTepa/3aMiHu, L0 CTOCYITbCA
6nictepi; no 1 BMNYCKY Cepii Ta KOHTPOO AKOCTI
6nictepy B roTOBOrO JliKapCbKOro 3acoby
KapTOHHIl (3amiHa abo fofaBaHHs
Kopoobui BMpO6HMKa, LLO BiAMNOBIgaE 3a
BBE3EHHA Ta/abo BMNycK cepil) -
He Bktovatoum
KOHTPONb/BUNPOBYBaHHSA cepil -
[o maTtepianis peecTtpauiiiHoro
[0CbE BHOCUTBCS iHChopMaLis Mpo
iMnopTepa ToBapucTBO 3
06MeXeHoH0 BifgnoBifanbHICTIO
«PekkiTT BeHkizep Xaycxong EHg,
Xenc Kep YkpaiHa». 3MiHu
BHOCATLCS 3riHO BUMOT
noctaHoBu KabiHeTy MiHicTpiB
Ykpainu Ne 287 Big 14.03.2025 p.
Mpo 3aTBepmXeHHs Mopsaaky
BBE3EHHS Ha TepuTOopilo YKpaiHu
NiKapcbkunx 3acobis.
208. | HYPO®EH®EKC ibuprofe | ibynpocpe MO1AEOQ | kancynu m'ski no PekkiTT Benuka | BignosiganbHuii 3a | Benuk | BHECEHHS 3MiH 4O peecTpaviinHux 6e3 UA/13599/01/01
NMPEC n H 1 200 wvr; no 4 abo BeHkizep BpuTaHi nepBrHHE, a mMartepianis: 3miHu | TUNY - 3MiHK 3 peyenma
YNbTPAKAN 10 kancyn y Xenckep A BTOPVHHE Bputa | siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
6nictepi; no 1 IHTepHeLUH nakyBaHHs, Hist/ 3MiHM Yy BUPOGHMLTBI. 3MiHa
6nictepy B n Niviteq KOHTPO/Ib AKOCTI Higep iMnopTepa/3miHu, L0 CTOCYIOTbCA
KapTOHHIi roTOBOro NPOAYKTY | naHAn | BUNYCKy cepii Ta KOHTPO/IO AKOCTI
Kopobui; no 8 Ta BUNycK cepi: / rOTOBOTO JliKapCbKOro 3acoby
Kancyny PekkiTT BeHkizep Cnony (3amiHa abo fofaBaHHs
6nicTtepi, no 2 Xenckep yeHi BMpO6HMKa, LU0 BiAMNOBIAaE 3a
6nictepu B IHTEepHeLHN wraru BBE3EHHA Ta/abo BMNycK cepil) -
KapTOHHIl NimiTen, Benvka (ClWA) He Brtovaroum
Kopoobui BpuTaHis; KOHTPONb/BUNPOGYBaHHSA cepil -

BiAnoBiganbHNIA 3a
BMPOGHULITBO in
bulk, Bknoyatoun

npoBefeHHs

[o maTtepianis peecTpauiiiHoro
[0CbE BHOCUTBLCA iHhopmaLisi npo
iMnopTepa ToBapucTBO 3
06MEeXeHOH0 BifnoBifanbHICTIO
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
KOHTPOJI0 SIKOCTi: «PekkiTT BeHkizep Xaycxong EHg,
MNareoH Xenc Kep YkpaiHa». 3MiHu
Codpmxenc b.B., BHOCATLCA 3riHO BUMOT
HigepnaHgu; noctaHoBu KabiHeTy MiHicTpiB
BiAnoBiganbHNIA 3a Ykpainm Ne 287 Big 14.03.2025 p.
BMPOGHULITBO in Mpo 3aTBepaXeHHs Mopsaaky
bulk, nepeuHHe, BBE3EHHS Ha TepuTOpIlo YKpaiHu
BTOPVHHE nNiKapcbKnx 3acobiB.
nakyBaHHS,
KOHTPO/b AKOCTI
roToBOro
npoaykrty: Pb
Xenc
MaHydeKkTypuHr
(K0C) nnc,
CnonyyeHi wratu
(CLLA)
209. | OKCANINNATWUH | oxaliplati | okcaninna | LO1XAO | KoHUeHTpaT Ans AKKopA, Monbua BVMPOGHMLTBO IHgis/ BHECEHHS 3MiH [0 peecTpaLiiHnX 3a UA/19530/01/01
AKKOPJ, n TUH 3 pO3uuHy ons Xenckea nikapcbkoro Yropuy Marepianis: 3miHu | Tuny - 3miHn peyenmom
iHcpysiii no 5 Moncka 3acoby, nepBuHHe nHa/ wopo 6e3sneku/epekTMBHOCTI Ta
mr/mn; no 10 mn, Cn. 3.0.0. Ta BTOPUHHE ITania/ | dapmakoHarnagy. BeegeHHs abo
20 mn, 40 mny nakyBaHHs, Benuk | 3miHM A0 y3arasibHeHUX faHux npo
dhnakoHi; no 1 KOHTPO/b AKOCTI a cuctemy hapmakoHarnsgy
hnakoHy B navi cepii, ekcnopT Ha Bputa (BBEAEHHSA Y3araslbHEHUX AaHNX
AiNbHULO BUMYCKY Hisi/ npo cuctemy chapmakoHarnsgy,
cepi: Monb 3MiHa yNOBHOBaXeHOI 0cobu,
IHTac wa/ BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
dapmacbloTikanc Ipeuis hapmakoHarnsgy; KOHTakTHoT

Nimites, HAis;
IHTac
dapmacboTikans
Nimites, HAis;
OiNbHUUA 3
KOHTPO/IO AKOCTI:
dapmaBanig K.,
YropLumHa;
OinbHULS 3
KOHTPO/IO SKOCTI:
NabaHanisic Nand
Caiinc C.p.n.,
ITanis;
BTOPUHHE
nakyBaHHS:
AKKOP/,
XEJ/ICKEA

ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34IMCHEHHSA
thapmakoHarnagy B YkpaiHi, SKLio
BOHa BiZJMiHHA Bif, YNOBHOBaXEHOT
ocobu, BiAnoBigasIbHOI 3a
3[jicHeHHs hapMakoHarnsay
(BK/KOHAOYM KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-aiina cucremu
thapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BignoBiga/IbHOI 3a
hapmakoHarnag. ditoya pefakuis:
ApnetTa BepuHcbka / Arletta
Werynska. MNponoHoBaHa
pepakuis: Arata leiiceBuy / Agata
Gesiewicz. 3MiHa KOHTaKTHUX
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

NIMITEL, Benvka
BpuTaHis;
BiANOBIAaNbHMIA 3a
BWMYCK Cepii:
Akkopf Xesnckea
Moncka Cn. 3 0.0.
Cknag, Imnoprepa,
MonbLua;
BTOPWUHHE
naxkyBaHHs,
KOHTPO/Ib AKOCTI
cepii:
Akkopf Xesnckea
CiHrn Membep
C.A,, peuis

[aHyX YNOBHOB&XEHOI 0cobu,
BignoBiganbHOI 3a
hapmakoHarnag.

210.

OKTPEOTUA -
MB

octreotid
e

OKTpeoTug,
y auetart

HO01CBO
2

po34nH Ans
iH'ekwjin, 0,05
mr/ma no 1 mn B
amnyrni; no 5
amnyn y navui 3
KapToHy

M. BioTek
nTg

Benvka
BpuTaHi
a

Bupo6HuK, Lo
Bignosigae 3a
BWMYCK Cepii:
BeHpganic T'm6X,
HimeuunHa,
Bupo6HuK, Lo
3[iiCHIOE MOBHUIA
LmKn
BMPOGHMLITBA,
KpiM BMMYCKy Cepil:
Contochapm
dapmavoiiTie
EpuolirHicce
'M6X, HimeuuunHa,;
AnbTepHaTUBHUIA
BVPOGHWK, LLIO
3[jliCHI0E
BTOPUHHE
nakyBaHHS:
BiokaHon ®apma
'm6X, HimeyunHa

Himeu
ynHa

BHECEHHS 3MiH 0 peecTpavLiiiHX
MaTepianis: 3miHu | TUny - 3MiHK
oo 6e3nekn/ehpekTnBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN)
3MiHN BHECEHI B TEKCT
MapKyBaHHA BTOPMHHOT yNakoBKu
(nyHkT 17) nikapcbkoro 3acoby.

3a
peyenmom

UA/14242/01/01

211.

OKTPEOTUA -
MB

octreotid
e

OKTpeoTug,
y auetar

HO01CBO
2

pO34nH AnA
iH'ekujin, 0,1
mr/mMa no 1 mn B
amnyni; no 5
amnyn y navui 3
KapToHY

M. BioTek
nTg

Benvka
BpuTaHi
a

Bupo6HuK, Lo
BignoBigae 3a
BWMYCK Cepii:
BeHpganic T'm6X,
HimeuuunHa;
Bupo6HuK, Lo
3[iliCHIOE MOBHUIA
umKn
BMPOGHULITBA,

Himeu
ynHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK
oo 6e3nekn/epekTnBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn)
3MiHN BHECEHI B TEKCT
MapKyBaHHA BTOPUHHOT yNakoBKN
(nyHkT 17) nikapcbkoro 3acoby.

3a
peyenmom

UA/14242/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

KpiM BMMYCKY Cepil:

Contodpapm
dapmavoiiTiwe
EpuolirHicce
'M6X, HimeuuunHa,;
AnbTepHATUBHUIA
BVPOGHWK, LLIO
3[jliCHI0E
BTOPUHHE
nakyBaHHS:
BiokaHon ®apma
'mM6X, HimeyunHa

212.

OKTPEOTUA -
MB

octreotid
e

OKTpeoTug,
y auetart

HO01CBO
2

pO34nH ANns
iH'ekujin, 0,5
mr/ma no 1 mn B
amnyni; no 5
amnyn y navui 3
KapToHY

M. BioTek
nTg

Benvka
BpuTaHi
a

Bupo6HuK, Lo
Bignosigae 3a
BWMYCK Cepii:
BeHpganic T'm6X,
HimeuunHa,
Bupo6HuK, Lo
3[iiCHIOE MOBHUIA
LmKn
BMPOGHMLITBA,
KpiM BMMYCKy Cepil:
Contothapm
dapmavoiiTie
EpuolirHicce
'M6X, HimeuuunHa,;
AnbTepHaTUBHUIA
BVPOGHWK, LLIO
3[jliCHI0E
BTOPUHHE
nakyBaHHS:
BiokaHon ®apma
'm6X, HimeyunHa

Himeu
ynHa

BHECEHHS 3MiH 0 peecTpavLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK
oo 6e3nekn/epekTnBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN)
3MiHN BHECEHI B TEKCT
MapKyBaHHA BTOPMHHOT YNakoBKu
(nyHkT 17) nikapcbkoro 3acoby.

3a
peyenmom

UA/14242/01/03

213.

ONMECTA®

olmesart
an
medoxo
mil

onmecapT
aHy
MeLOKCOMi
n

C09CAO0
8

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOI0, MO
20 vr; no 10
Tabnetok y
6nicTepi; no 3
6nictepu B
KapTOHHIl
Kopoo6Li

CTAIA
ApuHaimit
Tens Al

Himeuun
Ha

BUNYCK cepil,
KOHTPONb cepii:
CTALA
ApuHaiimiTTens
A, HimeuunHa;
BWMYCK Cepii,
BVPOGHMLTBO
Hepo3ghacoBaHOro
NPOAYKTY,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,

Himeu
unHa/
Cepbi

BHECEHHS 3MiH [0 peecTpaLiiiHnX
MaTepianis:3miHu | Tuny -
AfMiHICTpaTMBHI 3MiHWN. 3MiHa
Ha3BW NikapcbKoro 3acoby
3arBepmxeHo: OJIMECTAL -
3anponoHosaHo: OJIMECTAA® -
3MiHu | TUNY - 3MiHK Woao0
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKili XapakTepucTu,i
niKkapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPyKUii Ans

3a
peyenmom

He
nionsie
ae

UA/21031/01/02




239

ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
KOHTPO/b Cepili: MeAMNYHOro 3aCTOCYBaHHA Ha
"Xemodpapm" AL, nigcTasi perynsipHo
Cepbis OHOBJIHOBAHOrO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo
JocnimkeHb 3 6e3neku
3acTOCyBaHHS NikapCbKoro 3acoby
B nicnspeecTpauiiinii nepiog, abo
K pe3ynbTar OUiHKN 3BiTY 3
JocnigpkeHb, NpoBeAeHnX
BiANOBIAHO A0 MnaHy
negiatpuyHux gocnimxkers (PIP)
(3MiHyY Y3ro)keHO 3 KOMNETEHTHUM
YMOBHOB&XEHVM OpPraHoM) - 3MiHu
BHECEHO B IHCTPYKLi0 Ans
MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby B po3ginm
"Oco6NMBOCTI 3aCTOCYBaHHA" Ta
"Mo6iuHI peakwii" BiANOBIAHO A0
OHOBJ/IEHOT iHdhopMaLii Wwoao
6e3nekn 3acTocyBaHHA Ajto4oTl
peyoBVHM
214. | ONIMECTAA® olmesart | onmecapt | CO9CAOQ | TabneTku, BKpUTI CTALA Himeuun BWMYCK Cepii, Himeu BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a He UA/21031/01/03
an aHy 8 NNiBKOBOIO ApuHaiimit Ha KOHTPO/b cepii: ynHa/ MaTepianis:3miHu | Tuny - peuyenmom | niosse
medoxo MeLO0KCOMi 060/10HKOH, MO Tens Al CTALA Cepbi AAMIHICTpaTVBHI 3MiHK. 3MiHa ae
mil n 40 mr; no 10 ApuHaiimiTTens a Has3BU NikapcbKoro 3acoby
Tabnetok y Al', HimeuunHa; 3areepaxeHo: OJIMECTA/, -
6nicTepi; no 3 BMNYCK Cepii, 3anponoHoBaHo: O/IMECTAL® -
6nictepu B BVPOGHMLTBO 3MiHu | TMRNY - 3MiHK Woao
KapTOHHIl Hepo3dhacoBaHoro 6e3nekun/edekTBHOCTI Ta
Kopoo6Li npoaykKTy, thapmakoHarnagy. 3miHa y
nepBuHHE Ta KOPOTKIili XapakTepucTu,i
BTOPVHHE nikapcbKoro 3acoby, TekcTi
nakyBaHHs, MapKyBaHHS Ta iHCTPYKUii ans
KOHTPO/b Cepili: MeAMYHOro 3aCTOCYBaHHA Ha
"Xemodpapm" AL, nigcTasi perynsipHo
Cepbis OHOB/IIOBAHOrO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo
nocnimkeHb 3 6e3neku
3aCcTOCyBaHHS MikapCcbKoro 3acoby
B nicnspeecTpauiiinii nepiog, abo
K pe3yfibTaT OLiHKK 3BiTY 3
JocnigpkeHb, NpoBeAeHnX
BiANOBIAHO A0 MnaHy
negiatpuyHux gocnimxkers (PIP)

(3MiHY Y3ro)keHO 3 KOMNETEHTHUM
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
YMOBHOB&XEHVM OpPraHoM) - 3MiHu
BHECEHO B IHCTPYKLi0 Ans
Me[MYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby B po3inu
"Oco6nMBOCTI 3aCTOCYBaHHA" Ta
"Mo6iuHI peakwii" BiANOBIAHO A0
OHOBJ/IEHOT iHdhopMaLii Wwoao
6e3nekn 3acTocyBaHHsA Ajto4oTl
peyoBVHM
215. | ONIMECTAA® olmesart | onmecapt | CO9CAOQ | TabneTku, BKpUTI CTALA Himeuun BWMYCK Cepii, Himeu BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a He UA/21031/01/01
an aHy 8 NNiBKOBOIO ApuHaimit Ha KOHTPO/b cepii: ynHa/ MaTepianis:3miHu | Tuny - peuenmom | niosse
medoxo MeLO0KCOMi 060/10HKOH, MO Tens Al CTALA Cepbi AAMIHICTPaTVBHI 3MiHK. 3MiHa ae
mil n 10 wr, no 10 ApuHaiimiTTens a Has3BU NikapcbKoro 3acoby
Tabnetok y Al', HimeuunHa; 3arsepaxeHo: OJIMECTA/, -
6nicTepi; no 3 BMNYCK Cepii, 3anponoHoBaHo: O/IMECTAL® -
6nictepu B BVMPOGHMLTBO 3MiHu | TMRY - 3MiHK Woao
KapTOHHIl Hepo3dhacoBaHoro 6e3nekun/edekTBHOCTI Ta
Kopoo6Li npoaykKTy, thapmakoHarnagy. 3miHa y
nepBuHHE Ta KOPOTKIili XapakTepucTu,i
BTOPVHHE niKkapcbKoro 3acoby, TekcTi
nakyBaHHs, MapKyBaHHS Ta iHCTPYKUii Ans
KOHTPO/b Cepili: MeAMYHOro 3aCTOCYBaHHA Ha
"Xemodpapm" AL, nigcTasi perynsipHo
Cepbis OHOB/IIOBAHOrO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo
nocnimkeHb 3 6e3neku
3aCTOCYyBaHHS MikapCbKoro 3acoby
B nicnspeecTpauiiinii nepiog, abo
K pe3yfbTar OUiHKW 3BiTY 3
JocnigpkeHb, NpoBeAeHnX
BiANOBIAHO A0 MnaHy
negiatpnyHux gocnimxkers (PIP)
(3MiHy Y3ro)keHO 3 KOMNETEHTHUM
YMOBHOB&XEHVM OpPraHoM) - 3MiHu
BHECEHO B IHCTPYKLi0 AnA
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby B po3ginu
"Oco61BOCTI 3aCTOCyBaHHA" Ta
"Mo6iuHi peakwii" BiANOBIAHO A0
OHOBJ/IEHOT iHhopMaLii Wwoao
6e3nekn 3acTocyBaHHs Ajto4oTl
peyoBVHM
216. | O/IMECTAA® H Olmesar | onmecapt | CO9DAO | TabneTku, BKpUTI CTALA Himeyun BUNYCK cepil, Himey BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a He UA/21032/01/01
tan aHy 8 NNiBKOBOIO ApuHaimit Ha KOHTPONb cepii: ynHa/ MaTepianis:3miHu | Tuny - peuenmom | niosse
medoxo MEeA0KCOMi 060/10HKOH MO Tenb Al CTALA Cepbi AOMIHICTpaTVBHI 3MiHW. 3MiHa ae
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
mil and n, 20 mr/12,5 wr, ApuHaiimiTTens A Ha3BW JlikapcbKoro 3acoby.
diuretics | rigpoxnop no 10 tTabneTtok Al', HimeyunHa; 3aTBepmxeHo: OJIMECTA H -
oTiasng y 6nicTepi; no 3 BUWMYCK Cepiid, 3anponoHoBaHo: O/IMECTALA® H
6nictepu B BVPOGHMLTBO - 3miHu | TMny - 3MiHK Woao0
KapTOHHIl Hepo3chacoBaHoOro 6e3nekn/edeKTUBHOCTI Ta
Kopoo6Li npoaykKTy, thapmakoHarnagy. 3miHa y
nepBuHHE Ta KOPOTKili XapakTepucTu,i
BTOPVHHE nikapcbKoro 3acoby, TekcTi
nakyBaHHs, MapKyBaHHS Ta IHCTPYKUiT Ans
KOHTPO/b Cepili: MeAMNYHOro 3aCTOCYBaHHA Ha
"Xemodpapm" AL, nigcTasi perynsipHo
Cepbis OHOB/IIOBAHOrO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo
JocnimkeHb 3 6e3neku
3acTOCyBaHHS NikapCbKoro 3acoby
B nicnspeecTpauiiHnii nepiog, abo
SIK pe3ynbTar OUiHKN 3BIiTY 3
JocnigpkeHb, NpoBeAeHnX
BiANOBIAHO A0 MnaHy
negiatpuyHux gocnimxkers (PIP)
(3MiHyY Y3ro)keHO 3 KOMNETEHTHUM
YMOBHOB&XEHVM OpraHoM). 3MiHu
BHECEHO B IHCTPYKLi0 Ans
MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby B po3inu
"Oco6NMBOCTI 3aCTOCYBaHHA" Ta
"Mo6iuHI peakwii" BiANOBIAHO A0
OHOBJ/IEHOT iHdhopMaLii Wwoao
6e3nekn 3acTocyBaHHA Ajto4oTl
peyoBVHM
217. | ONMECTAA® H Olmesar | onmecapt | CO9DAO | TabneTku, BKpUTI CTALA Himeuun BWMYCK Cepii, Himeu BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a He UA/21032/01/02
tan aHy 8 NNiBKOBOIO ApuHaiimit Ha KOHTPO/b cepii: ynHa/ MaTepianis:3miHu | Tuny - peuyenmom | niosse
medoxo MeLO0KCOMi 060/10HKOH MO Tens Al CTALA Cepbi AAMIHICTPaTVBHI 3MiHK. 3MiHa ae
mil and n, 20 mr/25 wmr, no ApuHaiimiTTens a Ha3BW likapcbKoro 3acoby.
diuretics | rigpoxnop 10 Tabnetok y Al', HimeuunHa; 3aTtBepaxeHo: OJIMECTA H -
oTiasng 6nicTepi; no 3 BMNYCK Cepii, 3anponoHoBaHo: O/IMECTAL® H

6nictepu B
KapTOHHIl
Kopoo6Li

BVPOGHMLTBO
Hepo3ghacoBaHoro
NPOAYKTY,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b Ccepiii:
"Xemodpapm" AL,
Cepbis

- 3miHu | TMNy - 3MiHK Woa0
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKIili XapakTepucTu,i
niKkapcbKoro 3acoby, TekcTi

MapKyBaHHS Ta iHCTPYKUii ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3nekn
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
nikapcbKoro 3acoby, abo
JocnimkeHb 3 6e3neku
3acTOCyBaHHS NikapCbKoro 3acoby
B nicnspeecTpauiiHnii nepiog, abo
K pe3ynbTar OUiHKW 3BiTY 3
JocnigpkeHb, NpoBeAeHnX
BiANOBIAHO A0 MnaHy
negiatpnyHux gocnimxkers (PIP)
(3MiHyY Y3ro)keHO 3 KOMNETEHTHUM
YMOBHOB&XEHVM OpraHoM). 3MiHu
BHECEHO B IHCTPYKLil0 Ans
MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby B po3ginm
"Oco6NMBOCTI 3aCTOCYBaHHA" Ta
"Mo6iuHi peakuii" BiANOBIAHO A0
OHOBJ/IEHOT iHdhopMaLii Wwoao
6e3nekn 3acTocyBaHHA Ajto4oTl
peyoBUHM
218. | ONIMECTAA® H Olmesar | onmecapt | CO9DAO | TabneTku, BKpUTI CTALA Himeuun BWMYCK Cepii, Himeu BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a He UA/21032/01/03
tan aHy 8 NNiBKOBOIO ApuHaiimit Ha KOHTPO/b cepii: ynHa/ MaTepianis:3miHu | Tuny - peuyenmom | niosse
medoxo MeLO0KCOMi 060/10HKOH MO Tenb Al CTALA Cepbi AAMIHICTpaTVBHI 3MiHK. 3MiHa ae
mil and n, 40 mr/12,5 wr, ApuHaiimiTTens a Ha3BW likapcbKoro 3acoby.
diuretics | rigpoxnop no 10 tabnetok Al', HimeuunHa; 3aTtBepaxeHo: OJIMECTA H -
oTiasng y 6nicTepi; no 3 BMNYCK Cepii, 3anponoHoBaHo: O/IMECTAL® H

6nictepu B
KapTOHHIl
Kopoo6Li

BVPOGHMLTBO
Hepo3ghacoBaHoro
NPOAYKTY,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b Ccepiii:
"Xemodpapm" AL,
Cepbis

- 3miHu | TMNy - 3MiHK Woa0
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKIili XapakTepucTu,i
niKkapcbKoro 3acoby, TekcTi

MapKyBaHHS Ta iHCTPYKUii ans

MeAMYHOro 3aCTOCYBaHHA Ha

nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo
nocnimkeHb 3 6e3neku

3aCcTOCyBaHHS MikapCbKoro 3acoby
B nicnspeecTpauiiinii nepiog, abo

K pe3yfbTar OUiHKW 3BiTY 3

JocnigpkeHb, NpoBeAeHnX
BiANOBIAHO A0 MnaHy
negiatpuyHux gocnimxkers (PIP)
(3MiHy Y3ro)keHO 3 KOMNETEHTHUM
YMOBHOB&XEHVM OpraHoMm). 3MiHu
BHECEHO B IHCTPYKLi0 AnA
Me[IMYHOro 3aCTOCyBaHHS
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

nikapcbKoro 3acoby B po3ainm
"Oco6NMBOCTI 3aCTOCYBaHHA" Ta
"Mo6iuHI peakwii" BiANOBIAHO A0
OHOBJ/IEHOT iHdhopMaLii Wwoao
6e3nekn 3acTocyBaHHsA Ajto4oTl
pPeYoBUHM

219.

O/IMECTAA® H

Olmesar
tan
medoxo
mil and
diuretics

onmecapT
aHy
MeLO0KCOMi
n,
rigpoxnop
oTiasng

CO9DAO
8

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOIO MO
40 mr/25 wr, no
10 Tabnetok y
6nicTepi; no 3
6nictepu B
KapTOHHIl
Kopoo6Li

CTAA
ApuHaiimit
Tens Al

Himeuun
Ha

BWMYCK cepii,
KOHTPO/b cepii:
CTAIA
ApuHaiimiTTens
A, HimeyunHa;
BWMYCK CepiiA,
BVPOGHMLTBO
Hepo3ghacoBaHoro
NPOAYKTY,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b Ccepiii:
"Xemodpapm" AL,
Cepbis

Himeu

YnHa/

Cepbi
a

BHECEHHS 3MiH 0 peecTpavLiiiHnX
MaTepianis:3miHu | Tuny -
AfMiHICTpaTMBHI 3MiHN. 3MiHa
Ha3BW likapcbKoro 3acoby.
3arsepaxeHo: OJIMECTAL H -
3anponoHoBaHo: O/IMECTAA® H
- 3miHu | TMNy - 3MiHK Woa0
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKIili XapakTepucTu,i
niKkapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo
nocnimkeHb 3 6e3neku
3acTOCyBaHHS NMikapCbKoro 3acoby
B nicnspeecTpauiiinii nepiog, abo
K pe3yfibTaT OUiHKK 3BiTY 3
JocnigpkeHb, NpoBeAeHnX
BiANOBIAHO A0 MnaHy
negiatpuyHux gocnimxkers (PIP)
(3MiHy Y3ro)keHO 3 KOMNETEHTHUM
YMOBHOB&XEHVM OpraHoMm). 3MiHu
BHECEHO B IHCTPYKLi0 AnA
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby B po3ginu
"Oco61BOCTI 3aCTOCyBaHHA" Ta
"Mo6iuHI peakwii" BiANOBIAHO A0
OHOBJ/IEHOT iHdhopMaLii Wwoao
6e3nekn 3acTocyBaHHA Ajto4ol
peyoBVHM

3a
peyenmom

He
nionse
ae

UA/21032/01/04

220.

ONIMETEK NntocC

Olmesar
tan
medoxo
mil and
diuretics

onmecapT
aHy
MeLOKCOMi
n,
rigpoxnop
oTiasug

CO09DAO
8

TabneTku, BKPUTI
NNiBKOBOIO
o6onoHkot, 20
Mmr/12,5 wmr; no
14 TabneTtok y
6nicTepi, no 2

3eHTiBa,
K.C.

Yecbka
Pecnybn
ika

[Jaiui CaHkio
HOpoyn MmM6X

Himeu
ynHa

BHECEHHS 3MiH [0 peecTpaLiiiHnX
mMartepianis: 3miHu | TUNy - 3MiHK 3
akocTi. CepTucpikat
BignosigHocTi/l E-cepTudikar
BiANoBiAHOCTI EBpoNeiichkiit
chapmakonei/MoHorpadoii.

3a
peyenmom

UA/17624/01/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
6nictepay MogaHHsA HOBOro abo OHOB/IEHOTO

KapTOHHII navui

cepTudikata BignoBigHOCTIi abo
BU/YYEHHS cepTudikara
BiANOBIAHOCTI EBpPONECHKIi
thapmakonei: ana A®l; ans
BUXifHOTO
mMarepiany/peareHTy/npomMibkHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BMPO6GHULTBI ADI; ans
[0MOMDKHOT PEYOBUHMN
(cepTuchikat BignoBiAHOCTI
€Bponeiicbkiii hapmakonei) -
OHoBeHWii cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOGHMKA -
OHoBNEHWIA cepTudikar ans
[il040i peyoBVHY rigpoxnopTiasng,
Bifl BXXe 3aTBEpAXEeHOro
BMpo6HMKa TEVA
PHARMACEUTICAL
INDUSTRIES LTD (CEP 2004-
149-Rev 08). 3MiHu , Wo
BifA6ynncsa npy oHosneHi CEP:
BUa1eHO AOMILLKY N-HITpo30-
HCTZ;- 3miHeHO Ha3By Ta agpecy
BnacHuka CEP (Teva
Pharmaceutical Industries Ltd.
3MiHeHO Ha TAPI NL B.V.);-
3MiHEHO Ha3By (DaKTU4HOro
BupobHuka A®I (PLIVA Croatia
Ltd. Ha TAPI CROATIA
INDUSTRIES LTD.), agpeca
chaKkTMUHOro BUPOGHNYOTO
MalifaHumka He 3MiHuIacs. 3MiHu
| TNy - 3MiHK 3 AKOCTI.
CepTudoikat BignosigHocTi/l'E-
cepTudikaT BifgnoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
MofaHHsA HoBOro abo OHOB/IEHOTO
cepTudikaTa BigNoOBIAHOCTI abo
BWUTyYEHHS cepTudikaTa
BiNOBIAHOCTI €Bponelicbkilt
hapmakonei: ana Adl; gns
BUXIQHOIO
mMaTepiany/peareHTy/npoMiKHOro
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

NPOAYKTY, L0 BUKOPNCTOBYOTLCA
y BUpOGHMLTBI ADI; Ans
[OMOMDKHOT pEYOBUHM
(cepTudpikaT BigNOBIZHOCTI
€Bponeiicbkili hapmakonei) -
OHoBNeHWiA cepTudikar Big, yxe
3aTBEPAKEHOI0 BUPOBHMKA -
OHOB/EHWi cepTudikaT ans
Lit040i pevyoBrHN oniMecapTaHy
MeAOoKCOMIN Bif, BXe
3aTBEPAKEHOr0 BUPOOHMKA
EUROAPI HUNGARY Ltd.,
YropuwwuHa (CEP 2013-105 - Rev
04). 3miHu , Wo Bigbdynmcs npu
oHossieHi CEP: gomiwkn NDMA Ta
NDEA 6ynu suganeHi 3 CEP; go
anpecu BupobHuka gogaHo SPOR
ORG ID T1a SPOR LOC ID. 3MiHu |
Tmny - 3MiHK 3 skocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiNOBIAHOCTI €Bponelickkilt
thapmakonei/MoHorpadoii.
MoaaHHA HoBOro abo OHOB/IEHOrO
cepTucbikaTa BiANOBIAHOCTI ab0
BW/TyYEHHS cepTudikara
BiANOBIAHOCTI EBpoONeliChKiit
hapmakonei: ana Ad®l; ana
BUXiAHOTO
MaTtepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BUpO6GHMLTBI ADI; ans
[0MNOMDKHOT peyoBUHU
(cepTucpikaT BigNoOBIfHOCTI
€Bponeiicbkili hapmakonei) -
OHoB/eHWiA cepTudikaT Big yxe
3aTBEPIKEHOr0 BUPOOHNMKA -
OHoBReHwWit cepTudikaT ans

Liro40T peqyoBuHN onMecapTaHy
MeZIOKCOMIN Bif, BXe
3aTBEPAKEHOIO BUPOOHMKA
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD.,
Kutaii (CEP 2013-268-Rev 03).
3MiHu , Wo BiA6ymca npu
oHossieHi CEP: : gomiwkn NDMA
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
Ta NDEA 6ynu BuganeHi 3 CEP;
[0 agpecu BUpPO6HMKa A0AaHO
SPOR ORG ID ta SPOR LOC ID.
221. | ONIMETEK NNKOC | Olmesar | onvecapt | CO9DAO | TtabneTtku, BKpUTI 3eHTiBa, Yecbka [Jaiui CaHkio Himeu BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a UA/17624/01/02
tan aHy 8 NNiBKOBOIO K.C. Pecnybn HOpoyn MM6X yYnHa mMartepianis: 3miHu | TUNy - 3MiHK 3 peuenmom
medoxo | MeaoKCOMi o6onoHkot, 20 iKa akocTi. CepTucpikar
mil and n, mr/25 mr; no 14 BignoBigHocTi/E-cepTudikart
diuretics | rigpoxnop Tabnetok y BiANOBiAHOCTI EBpoONeiichkiit
oTiasng 6nictepi, no 2 thapmakonei/MoHorpadii.
6nictepay MogaHHSA HOBOro abo OHOB/IEHOTO

KapTOHHII nayui

cepTudikarta BignoBigHOCTIi abo
BW/yYEHHS cepTudikara
BiANOBIAHOCTI EBpONENiChKii
thapmakonei: ana A®l; ans
BUXifHOTO
mMarepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BUpO6HMLTBI ADI; ans
[0MOMDKXHOT PEYOBUHMN
(cepTudhikat BignoBiAHOCTI
€poneiicbkili hapmakonei) -
OHoBeHWii cepTuddikaT Big yxe
3aTBEPAKEHOr0 BUPOGHMKA -
OHoBReHwWit cepTudikat ans
[il040i peyoBVHY rigpoxnopTiasng,
Bifl BXXe 3aTBEpAKEeHOro
BMpo6HMKa TEVA
PHARMACEUTICAL
INDUSTRIES LTD (CEP 2004-
149-Rev 08). 3miHu , Wwo
Bia6ynuncsa npu oHosneHi CEP:
BUAa1eHO AOMILLKY N-HITpo30-
HCTZ;- 3miHeHO Ha3By Ta agpecy
BnacHuka CEP (Teva
Pharmaceutical Industries Ltd.
3MiHeHO Ha TAPI NL B.V.);-
3MiHEHO Ha3By (DakKTU4HOrO
BupobHuka A®I (PLIVA Croatia
Ltd. Ha TAPI CROATIA
INDUSTRIES LTD.), agpeca
hakTUYHOro BUPOGHMYOro
MaingaHuvka He 3MiHunacs. 3miHn
| Tuny - 3MiHK 3 AKOCTI.
CepTtudoikat BignosigHocTi/lE-
cepTtudikaT BifgnoBigHOCTI
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

€Bponeiicbkili
thapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO
cepTudikaTa BigNoOBIAHOCTI abo
BWUTyYEHHS cepTudikaTa
BiNOBIAHOCTI €Bponelichkilt
hapmakonei: ana Adl; gns
BUXIQHOIO
MaTepiany/peareHTy/NpoMiKHOro
NPOAYKTY, L0 BUKOPNCTOBYOTLCA
y BUPOGHMLTBI ADI; Ans
[OMOMDKHOT pEYOBUHM
(cepTudpikaT BigNOBIZHOCTI
€Bponeiicbkili hapmakonei) -
OHoBNEHWiA cepTudikar Big, yxe
3aTBEPAKEHOI0 BUPOBHMKA -
OHoB/EHWit cepTudikaT aAns
Lit040i pevyoBMHN oniMecapTaHy
MeAOoKCOMIN Bif, BXe
3aTBEPAKEHOrO BUPOOHMKA
EUROAPI HUNGARY Ltd.,
YropuwwuHa (CEP 2013-105 - Rev
04). 3miHu , Wo Bigbdynmcsa npu
oHossieHi CEP: gomiwkn NDMA Ta
NDEA 6ynu suganeHi 3 CEP; go
anpecu BupobHuka gogaHo SPOR
ORG ID T1a SPOR LOC ID. 3MiHu |
Tmny - 3MiHK 3 skocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiNOBIAHOCTI €Bponelicbkilt
thapmakonei/MoHorpadoii.
MoaaHHA HoBOro abo OHOB/IEHOrO
cepTucbikaTa BiANOBIAHOCTI ab0
BW/TyYEHHS cepTudikara
BiANOBIAHOCTI EBpoONeliChKiit
thapmakonei: ana Ad®l; ana
BUXiAHOTO
MaTtepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BUpO6GHMLTBI ADI; ans
[0MNOMDKHOT peyoBUHU
(cepTucpikaT BigNoOBifHOCTI
€Bponeiicbkili hapmakonei) -
OHoB/eHWiA cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHNMKA -
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
OHoBReHwWit cepTudikaT ans
Liro40T peqyoBuHN onMecapTaHy
MeZIOKCOMIN Bif, BXe
3aTBEPAKEHOIO BUPOOHMKA
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD.,
Kutaii (CEP 2013-268-Rev 03).
3MiHu , Wo BiA6ymca npu
oHosneHi CEP: : gomiwkn NDMA
Ta NDEA 6ynu BuganeHi 3 CEP;
[0 agpecu BUpPO6HMKa A0AaHO
SPOR ORG ID ta SPOR LOC ID.
222. | ONIMETEK NNKOC | Olmesar | onvecapt | CO9DAO | TtabneTtku, BKpUTI 3eHTiBa, Yecbka [Jaiui CaHkio Himeu BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a UA/17624/01/03
tan aHy 8 NNiBKOBOIO K.C. Pecnybn HOpoyn MM6X yYnHa mMartepianis: 3miHu | TUNYy - 3MiHK 3 peuenmom
medoxo | MegoKCOMi o6onoHkKo, 40 iKa akocTi. CepTucpikat
mil and n, mr/12,5 wmr; no BignoBigHocTi/E-cepTudikat
diuretics | rigpoxnop 14 TabneTtok y BiANOBiAHOCTI EBpONeiiChKiit
oTiasng 6nictepi, no 2 thapmakonei/mMoHorpadii.

6nictepay
KapTOHHII nayui

MopaHHA HoBOro abo OHOB/IEHOrO
cepTudikarta BignoBigHOCTI abo
BW/yYEHHS cepTudikara
BiANOBIAHOCTI EBpONeNiChKii
thapmakonei: ana A®l; ans
BUXifHOTO
Marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BMPOGHUUTBI ADI; ans
[0MOMDKXHOT PEYOBUHMN
(cepTudhikat BignoBiAHOCTI
€poneiicbkili hapmakonei) -
OHoBeHWii cepTuddikaT Big yxe
3aTBEPAKEHOr0 BUPOGHMKA -
OHoBReHwWit cepTudikat ans
[il040i peyoBVHY rigpoxnopTiasng,
Bifl BXXe 3aTBEpAKEeHOro
BMpo6HMKa TEVA
PHARMACEUTICAL
INDUSTRIES LTD (CEP 2004-
149-Rev 08). 3miHu , Wwo
Bia6ynuncsa npu oHosneHi CEP:
BUAa1IeHO AOMILLKY N-HITpo30-
HCTZ;- 3miHeHO Ha3By Ta agpecy
BnacHuka CEP (Teva
Pharmaceutical Industries Ltd.
3MiHeHo Ha TAPI NL B.V.);-
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

3MiHEHO Ha3By (hakKTU4HOro
BupobHuka A®I (PLIVA Croatia
Ltd. Ha TAPI CROATIA
INDUSTRIES LTD.), agpeca
chaKkTMUHOro BUPOGHNYOTO
MalifaHumka He 3MiHuIacs. 3MiHu
| TNy - 3MiHK 3 AKOCTI.
CepTudoikat BignosigHocTi/l'E-
cepTudikaT BifgnoBigHOCTI
€Bponeiicbkili
thapmakonei/MmoHorpadii.
MofaHHsA HoBOro abo OHOB/IEHOTO
cepTudikaTa BigNOBIAHOCTI abo
BWUTyYEHHS cepTudikaTa
BiNOBIAHOCTI €Bponelickkilt
hapmakonei: ana Adl; gns
BUXIQHOIO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPMCTOBYOTLCA
y BUpOGHMLTBI ADI; Ans
[OMOMDKHOT pEYOBUHM
(cepTudpikaT BigNOBIZHOCTI
€Bponeiicbkili hapmakonei) -
OHoBNeHWiA cepTudikar Big yxe
3aTBEPAKEHOI0 BUPOBHMKA -
OHoB/EHWit cepTudikaT aAns
Lit040i pevyoBMHN oniMecapTaHy
MeAOoKCOMIN Bif, BXe
3aTBEPAKEHOrO BUPOOHMKA
EUROAPI HUNGARY Ltd.,
YropuwwuHa (CEP 2013-105 - Rev
04). 3miHu , Wo Bigbdynmcsa npu
oHossieHi CEP: gomiwkn NDMA Ta
NDEA 6ynu suganeHi 3 CEP; go
anpecu BupobHuka gogaHo SPOR
ORG ID T1a SPOR LOC ID. 3MiHu |
Tmny - 3MiHK 3 skocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiNOBIAHOCTI €Bponelicbkilt
thapmakonei/MoHorpadoii.
MopaHHsA HoBOro abo OHOB/IEHOrO
cepTucbikaTa BiANOBIAHOCTI abo
BW/TyYEHHS cepTudikara
BiANOBIAHOCTI EBpoONeliChKiit
dapmakonei: ana A®l; ans
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
BUXiAHOTO
MaTtepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BUpO6GHMLTBI ADI; ans
[0MNOMDKHOT peyoBUHU
(cepTucpikaT BigNoOBifHOCTI
€Bponeiicbkili hapmakonei) -
OHoB/eHWiA cepTuddikaT Big yxe
3aTBEPIKEHOr0 BUPOOHNMKA -
OHoBReHwWit cepTudikaT ans
Liro40T peqyoBUHN onMecapTaHy
MeZIOKCOMIN Bif, BXe
3aTBEPAKEHOIO BUPOOHMKA
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD.,
Kutaii (CEP 2013-268-Rev 03).
3MiHu , Wo BiA6ymca npu
oHosneHi CEP: : gomiwkn NDMA
Ta NDEA 6ynu BuganeHi 3 CEP;
[0 agpecu BUpPO6HMKa A0AaHO
SPOR ORG ID 1a SPOR LOC ID.
223. | ONIMETEK NNIKOC | Olmesar | onvecapt | CO9DAO | Tabnetku, BKpUTI 3eHTiBa, Yecbka [Jaiui CaHkio Himeu BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a UA/17624/01/04
tan aHy 8 NNiBKOBOIO K.C. Pecnybn HOpoyn MM6X yYnHa mMartepianis: 3miHu | TUNy - 3MiHK 3 peuenmom
medoxo | MeaoKCOMiI o6onoHkKo, 40 iKa akocTi. CepTucpikar
mil and n, mr/25 mr; no 14 BignoBigHocTi/E-cepTudikart
diuretics | rigpoxnop Tabnetok y BiANOBiAHOCTI EBpONeiiChKiit
oTiasng 6nictepi, no 2 thapmakonei/mMoHorpadii.
6nictepay MogaHHSA HOBOro abo OHOB/IEHOTO

KapTOHHII nayui

cepTudikarta BignoBigHOCTI abo
BW/yYEHHS cepTudikara
BiANOBIAHOCTI EBpONeNiChKii
thapmakonei: ana A®l; ans
BUXifHOTO
Marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BMPOGHUUTBI ADI; ans
[0MOMDKXHOT PEYOBUHMN
(cepTudhikat BignoBiAHOCTI
€poneiicbkili hapmakonei) -
OHoBeHWii cepTuddikaT Big yxe
3aTBEPAXEHOr0 BUPOGHMKA -
OHoBReHwWit cepTudikat ans
[il040i peyoBVHY rigpoxnopTiasng,
Bifl BXXe 3aTBEpAKEeHOro
BMpo6HMka TEVA
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

PHARMACEUTICAL
INDUSTRIES LTD (CEP 2004-
149-Rev 08). 3MiHu , Wo
BifA6ynncsa npy oHosneHi CEP:
BUa1eHO AOMILLKY N-HITpo30-
HCTZ;- 3miHeHO Ha3By Ta agpecy
BnacHuka CEP (Teva
Pharmaceutical Industries Ltd.
3MiHeHO Ha TAPI NL B.V.);-
3MiHEHO Ha3By (DaKTU4HOro
BupobHuka A®I (PLIVA Croatia
Ltd. Ha TAPI CROATIA
INDUSTRIES LTD.), agpeca
haKkTMUHOro BUPOGHNYOTO
MalifaHumka He 3MiHuIacs. 3MiHu
| TNy - 3MiHK 3 AKOCTI.
CepTtudoikat BignosigHocTi/lE-
cepTudikaT BifnoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO
cepTudikaTa BigNoOBIAHOCTI abo
BWUTyYEHHS cepTudikaTa
BiNOBIAHOCTI €Bponelicbkilt
hapmakonei: ana Adl; gns
BUXIQHOIO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPNCTOBYOTLCA
y BUpOGHMLTBI ADI; Ans
[OMOMDKHOT pEYOBUHM
(cepTudpikaT BigNOBIZHOCTI
€Bponeiicbkili hapmakonei) -
OHoBNEHWiA cepTudikar Big, yxe
3aTBEPAKEHOI0 BUPOBHMKA -
OHoB/EHWit cepTudikaT aAns
Lit040i pevyoBrHN oniMecapTaHy
MeAOoKCOMIN Bif, BXe
3aTBEPAKEHOrO BUPOOHMKA
EUROAPI HUNGARY Ltd.,
YropuwwuHa (CEP 2013-105 - Rev
04). 3miHu , Wo Bigbdynmcs npu
oHossieHi CEP: gomiwkn NDMA Ta
NDEA 6ynu suganeHi 3 CEP; go
anpecu BupobHuka gogaHo SPOR
ORG ID 1a SPOR LOC ID. 3miHu |
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

Tmny - 3MiHK 3 skocTi. CepTudikat
BignosigHocTi/l E-cepTudikar
BiNOBIAHOCTI €Bponelickkilt

thapmakonei/MoHorpadoii.

MoaaHHA HoBOro abo OHOB/IEHOrO

cepTucbikaTa BiANOBIAHOCTI abo
BW/TyYEHHS cepTudikara
BiANOBiAHOCTI EBpONEiiChKii
thapmakonei: ana Ad®l; ana
BUXiAHOTO
MaTtepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BUpO6HNLTBI ADI; Ans
[0MNOMDKHOT peyoBUHU
(cepTucpikaT BigNoOBIfHOCTI
€Bponeiicbkili hapmakonei) -
OHoB/eHWiA cepTudikaT Big yxe
3aTBEPIKEHOr0 BUPOOHNMKA -
OHoBReHwWit cepTudikaT ans
Liro40T peqyoBuHN onMecapTaHy
MeZIOKCOMIN Bif, BXe
3aTBEPAKEHOIO BUPOOHMKA
ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD.,
Kutaii (CEP 2013-268-Rev 03).
3MiHu , Wo BiA6ymca npu
oHosneHi CEP: : gomiwkn NDMA
Ta NDEA 6ynu BuganeHi 3 CEP;
[0 agpecu BUpPO6HMKa A0AaHO
SPOR ORG ID ta SPOR LOC ID.

224.

OME3®

omepraz
ole

omMenpaso
n

A02BCO
1

Kancynu no 20
mr; no 10 kancyn
y 6nicTepi; no 3
6nictepu y
Kopoobui

n-p
Pepgi'c
NabopaTto
pic T4

IHais

4-p Peppi'c

Na6opaTopic /T4,

OTO -1l

IHais

BHECEHHS 3MiH 0 peecTpavLiiiHnX
mMartepianis: 3miHu | TUNy - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
Onuc Ta cknag, (iHwWi 3MiHKn)
BW/IyYEHHSI PO3MIpY Karncy/u i3
nokasHuka «Onuc» Ta NpUBEAEHHS
onucy Kancyn y BignoBigHiCTb J0
opuriHanbHUX matepianis
BMpOGHMKa B Cneuundikauii (Ha
BUMYCK Ta NPOTArOM TepMiHy
NpUAAaTHOCTI) Ta MeTogax
KOHTponto MKA N3. 3MiHn
BHECEHO B iHCTPYKLjt0 Ans
MeAMYHOro 3acToCyBaHHA
NiKapCcbKoro 3acoby y po3gin

3a
peyenmom

He
nionse
ae

UA/0235/02/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
"Nikapcbka chopma” (OCHOBHI
Pi3nKO-XiMiYHi BNacTUBOCTI).
BBefeHHs 3MiH NpoTArom 6-Tu
MiCAILB Nic/1A 3aTBEPAKEHHS.
225. | OM/10C® tamsulo | Tamcynosu | GO4CAO | kancynu 3 AJIKANOI | Pecny6n BUNYCK cepil: Pecny BHECEHHS 3MiH [J0 peecTpaLiiiHnx 3a UA/17913/01/01
sin Hy 2 MoamnpikoBaHUM O AL iKa ANIKANOIL AL 6nika marepianis: 3miHu | Tuny - 3miHu 3 peyenmom
rigpoxnop BVBI/TbHEHHSAM, Ckon'e MiBHiYHA Ckon'e, MiBHiu | sakocTi. FoTOBMIA Nikapcbkuii 3aci6.
na, TBEpAi, no 0,4 Makepno Pecny6nika Ha KOHTpO/1b rOTOBOro Nikapcbkoro
mr; no 10 kancyn His MiHiyHa Makeq, 3ac006y (iHLWi 3MiHN) - OHOBMIEHHSA
y 6nicTepi; no 3 MakenoHis; OHis/ BXE 3aTBEPKEHUX METOAiB
6nictepn y BUPOGHMLTBO IcnaHi KOHTpOO sIKOCTi /13, a came
KapTOHHIN Hepo3dhacoBaHOro al BUKaLEHHA TEKCTY [lep>KaBHO
Kopoo6Li npoaykKTy, Himeu MOBOIO 3TijHO Cy4yaCHUX BUMOT Ta
nepBuHHe Ta ynHa/ BHECEHHS pefaKLiiH1X NpaBoK Ta
BTOPVHHE Yecbk YTOUYHEHb 3rigHO MaTepianis
nakyBaHHs, a BUPOOHYKa.
KOHTPO/b AKOCTI Pecny
(chisnyHniA, 6nika
XiMiYHW? Ta
MiKpOGionoriYHuiA):
CIHTOH
XICMAHIA C. 1.,
Icnanis;
BVMPOGHMLTBO
Hepo3dacoBaHOro
NPOAYKTY,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib SKOCTI
(chiznyHwnii Ta
XiMiYHWi):
PotTeHgopd
dapma 'M6X,
HimeuunHa,
KOHTPO/Ib SKOCTI
(chiznyHnii Ta
XiMiYHWi):
KYIHTA-
AHANITIKA c.p.o.,
Yecbka
Pecny6nika
226. | OMHITPON® somatro | comarponi | HO1ACO | po3uuH ans CaHpo3 ABCTpIA BUNYCK cepil: ABCTpi | BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a UA/12754/01/02
pin H, 1 iH'ekujin, 10 6X CaHpo3 'm6X - a MaTepianis: 3miHu | TUny - 3MiHK peuenmom
peKkombiHa mr/1,5 mn, o 1, Bupo6Hmnya wozao 6esnekn/edpekTMBHOCTI Ta
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
HTHWIA 5a6o 10 AinbHUUS thapmakoHarnsgy. 3mMiHa 4acToTu
NOACHKNIA KapTpuoxis y AcenTuyHi Ta/abo TepMiHiB NogaHHsA
rTOPMOH KapTOHHii nikapcbki 3acobu perynspHO OHOB/IOBaHMUX 3BITIB 3
pocTy Kopoo6Li LadTeHay 6e3nekn nikapcbknx 3acobis (iHLi
(AcenTuyni N3LL), 3MiHM). 3MiHa 4acToTu Ta TePMiHY
ABCTpIs; NOBHWIA NoAAaHHA perynsapHo
LMK OHOB/IHOBAHOTO 3BITY 3 6e3nekn
BUpOGHUUTBA: nikapcbkoro 3aco6y OMHITpon®,
HosaprTic PO34MH ANA iH'ekuild, 5 Mr/1,5 mn;
dapmachbloTikan 10 mr/1,5mn, no 1,5 mny
MaHyakTypiHr KapTpuaxi; no 1, 5 a6o 10
"M6X, ABCTpiA KapTpULKIB y KapPTOHHI Kopobuy;
[itoya pepakuis: Yactota nogaHHsA
PO3B - 1,5 poky; KiHueBa fata
ONs BKNOYeHHA faHux go PO36 —
30.02.2026 p.; Oarta nogaHHA —
28.05.2026 p. MNMponoHoBaHa
pefakuis: Yactota nogaHHs PO3b
— 3 poku; KiHuesa gata gns
BK/IOYEHHA aaHux ao PO3b —
31.03.2026 p.; Aarta nogaHHsa —
29.06.2026 p. PekomeHayeTbCA A0
3aTBepKEHHA BiAMNOBIAHO A0
nepiogNYHOCTI NOAaHHSA
perynsipHoO OHOB/TIOBaHMX 3BITIB 3
6e3neku nikapcbkux 3acobis y EC.
227. | OMHITPOMN® somatro | comatponi | HOLACO | po3uvH ans CaHpo3 ABCTpis BWMYCK Cepii: ABCTpi | BHECEHHS 3MiH [0 peecTpavLiiHnX 3a UA/12754/01/01
pin H, 1 iH'ekyjnn, 5 mr/1,5 M6X CaHpos 'mbX - a Marepianis: 3mMiHu | Tuny - 3miHn peyenmom
pekombiHa M, no 1, 5 abo Bupo6bHmnya wopo 6e3sneku/edpekTMBHOCTI Ta
HTHWI 10 kapTpuaxis y AinbHUUS thapmakoHarnsgy. 3mMiHa 4yacToTu
NOACHKNIA KapTOHHIl AcenTuyHi Ta/abo TepMmiHIB MogaHHA
rOPMOH Kopo6bui nikapcbki 3acobu perynsipHoO OHOBJ/IOBaHWX 3BITiB 3
pocty LWadTeHay 6e3nekn nikapcbknx 3acobis (iHLi
(AcenTnyni N3LU), 3MiHM). 3MiHa YacToTV Ta TEpPMiHY
ABCTpIS; NOBHWIA noAaHHA perynspHo
LMK OHOB/IOBAHOTO 3BITY 3 6e3nekn
BMPOGHMLTBA: nikapcbkoro 3aco6y OMHITpon®,
Hosapric PO34uH ANs iH'eKUiiA, 5 Mr/1,5 mn;
dapmacbtoTikan 10 mr/1,5 M, no 1,5 mny
MaHythakTypiHr KapTpuaxi; no 1, 5 a6o 10
'M6X, ABCTpist KapTpUKiB Y KApTOHHIl KOpOO6L;
[itoya pepakuis: Yactota nogaHHs
PO3b - 1,5 poky; KiHueBa gata
ONA BKNOYEHHA aaHux o PO3b —

30.02.2026 p.; fata nogaHHs —
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

28.05.2026 p. MNMponoHoBaHa
pepakuis: Yactota nogaHHsa PO3b
— 3 poku; KiHueBa garta gns
BK/IOUYEHHA gaHux ao PO3b —
31.03.2026 p.; AaTta nogaHHA —
29.06.2026 p. PekoMeHAyeTbCA 40
3aTBEpXEHHS BiANOBIAHO A0
nepiognYHOCTI NoAaHHsA
perynsipHoO OHOBJ/IOBAHMX 3BITiB 3
6e3nekmn nikapcbkux 3acobis y €C.

228.

OPHIAA3O/-
ACTPA®APM

ornidazo
le

opHigason

PO1ABO
3

kancynu no 500
mr, no 10 kancyn
y 6nicTepi, no 1
6nictepy B
Kopob6Li 3
KapToHYy

TOB
«ACTPAD®
APM»

YKpaiHa

TOB
«ACTPAPAPM»

YkpaiH

BHECEHHS 3MiH 10 peecTpaLiiiHnx
marepianis: TexHiYHa noMuIka
(3rigHo Haka3y MO3 Big,
23.07.2015 Ne 460)- BunpasneHo
TEXHIYHY MOMW/IKY B TEKCTI
MapKyBaHHS BTOPMHHOT yNakoBKu
(NyHKT 9) nikapcbkoro 3acoby,
AonyuieHy npv npoueaypi
BHECEHHS 3MiH (Hakas Bif
20.05.2026 p. Ne 646), a came:
BWU/IyHYEHO iHhopMaLito LWoA0 YMOB
36epiraHHs, BUKNageHy
POCIiCbKOI0 MOBOIO.
3ATBEPI)XEHO:

9. YMOBW 3BEPITAHHA
36epiratn y cyxomy, 3axuLieHoMy
Bif CBiT/1a Micui npu Temneparypi
He Buwe 25 °C.

XpaHUTb B CyXOM, 3aLLyLLEeHHOM
OT CBETA MecTe npu Temnepartype
He Bbiwe 25 °C.
3AMNPOMOHOBAHO:

9. YMOBW 3BEPITAHHA
36epirati y cyxomy, 3axuLLieHoMy
Bif, CBIT/1a MicLi npy TemnepaTypi
He Buwe 25 °C.
3a3HavyeHe BUNpaB/IeHHS
BignoBigae matepiasiam
pPEeECTPaL,iiHOro AOCHE.

3a
peyenmom

UA/4987/01/01

229.

O®J/TIOKCALMH

ofloxacin

odpniokcad
WH

Tabnetku no 0,2
r, in bulk: no
3000 TabneTok y
KOHTeliHepax

MNpuBatHe
aKuioHepH
e
TOBapuUCTB
0 "Jlekxim -

Xapkis"

YKpaiHa

MpuBartHe
akuioHepHe
TOBapUCTBO

"Jlekxim - Xapkis"

YKpaiH
a

BHECEHHS 3MiH [0 peecTpaLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK
oo 6e3nekn/epekTnBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHwn)
OHOB/IEHHSA TEKCTY MapKyBaHHs
npoaykuii in bulk, a came

UA/5049/01/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
BHECEHHS pefaKLiiHNX NpaBoK.
BBefeHHSA 3MiH NPOTAroM 6-Tn
MicsILLiB NicNs 3aTBEPAKEHHS.
230. | OPNOKCALUH ofloxacin | odprokcay, | JOLMAO | Ttabnetku no 0,2 MpuBaTHe | YkpaiHa MpuBaTHe YkpaiH | BHECEHHS 3MiH [0 peecTpavliiiHnX 3a UA/5050/01/01
WH 1 r,no 10 akuioHepH akuioHepHe a MaTepianis: 3miHu | TUNy - 3MiHK peuenmom
Tabnetok y e TOBapucTBO wopo 6esnekn/ethekTMBHOCTI Ta
6nictepi; no 1 TOBapuUCTB "lekxim - Xapkis", hapmakoHarnsgy (iHwi 3mMiHn)
6nictepy y nayui | o "JIekxim - YKkpaiHa; OHOB/IEHO TEKCT MapKyBaHHS
3 KapToHy; no 10 Xapkis" MpAT NepBMHHOT Ta BTOPUHHOIT YNaKkoBKM
Tabnetoky «TexHonor», nikapcbKoro 3acoby, a came:
6nictepi; no 50 YkpaiHa BWUTyYEHO iH(hopMaLlito, 3a3HauYeHy
ab6o 100 POCIICbKOK MOBOIO i3 TEKCTY
6nictepiB y MapKyBaHHS1 BTOPVHHOI YNaKoBKH,
nauui 3 KapToHy BHECEHO 3MiHW y TEKCT
MapKyBaHHS NepBuHHOI (. 2, 6) Ta
BTOpPUHHOI (N. 2, 4, 11, 16, 17)
yNakoBKM, a Takox 3po6eHo
He3HauHi pefakuiiiHi npasKu.
BBegeHHs 3MiH NpoTsArom 6-tv
MicALB Nic/a 3aTBEPAKEHHS.
231. | OPOP® Ofloxaci odhnokcay, | JO1IRAO Tabnetkn, Bkputi | OPFAHOC OAE EBepTopxeH IHais BHECEHHS 3MiH 40 peecTpaLiiHnX 3a UA/7732/01/01
n and WH Ta 9 NNiBKOBOIO VH Naiig CaeHcus MaTepianis: 3miHu | TUNy - 3MiHK peyenmom
ornidazo | opHigason 060/10HKOH0, MO NAN®CA Nimiten wopo 6e3sneku/epekTMBHOCTI Ta
le 10 Tabnetok y EHCUN3 thapmakoHarnsgy. BeegeHHs abo
6nictepi; no 1 (E® 3ET 1) 3MiHWN [0 y3ara/ibHEHUX JaHuX Npo

6nictepy B
KapTOHHIM nayui

cucTemy thapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHNX
npo cucTemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI 0cobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, KO
BOHa BifjMiHHa Bif, yNOBHOBaXXEHOT
ocobu, BiAnoBigasIbHOI 3a
3[jiicHeHHs hapMakoHarnsay
(BK/KOHAKOYM KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLLEHHI
macTep-aiina cuctemm
hapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHO!
oco6w, BignoBiganbHOI 3a
thapmakoHarnag,. BunyyeHHs
iHchopmaL,ii LLoA0 KOHTaKTHOI
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

0Cco6W 3as1BHMKA, BiANOBiAA/IbHOT
3a 3[jicHeHHs hapMakoHarsay B

YkpaiHi Ta il KOHTaKTHUX JaHuX.
3MiHa MicLe3HaxoMKeHHs MacTep-

thaiina cnuctemm

hapmakoHarnsgy. 3miHa micus

3[iiCHEHHS] OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy.

232.

ODOP®

Ofloxaci
n and
ornidazo
le

odphiokcaly
WH Ta
opHigason

TabneTtkn, BKPUTI
NNiBKOBOIO
060/10HKO1, in
bulk: no 2500
Tabnetoky
naketi; no 1
nakety y
KopooLi i3
ropoKapToHy

OPIAHOC
VIH
NAA®CA
€EHCU3
(E® 3ET)

OAE

EBepTopxeH
Naidg CaeHcus
NimiTen

IHais

BHECEHHS 3MiH 0 peecTpaLiiHnX
Marepianis: 3mMiHu | Tuny - 3miHn
wopo 6e3sneku/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHS y3arasibHEHNX JaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI 0cobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, SKLio
BOHa BiZJMiHHA Bif, YNOBHOBaXEHOT
ocobwu, BiAnoBigasIbHOI 3a
3[jicHeHHs hapMakoHarnsay
(BK/KOHAOYM KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-aiina cucremu
thapmakoHarnagy) - 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
ocobw, BignoBigabHOI 3a
dhapmakoHarnsg,. BunyueHHs
iHchopmaw,ii LLoA0 KOHTaKTHOI
0Cco6WM 3as1BHMKA, BiAMNoBiAa/IbHOT
3a 3[jiicCHEHHs1 hapMakoHarsay B
YkpaiHi Ta il KOHTaKTHUX JaHuX.
3MiHa MicLe3HaxoMKeHHs MacTep-
thaiina cucrtemm
hapmakoHarnsgy. 3miHa micus
3[iiCHEHHS] OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy.

UA/7733/01/01

233.

NAKNITAKCEN
AKKOP/,

paclitaxe
|

naknitakce
n

LO1CDO
1

KOHL,eHTpaT ans
PO3UnHyY Ans

iHcpy3iiA, 6 Mr/mn
no 5 ma (30 mr),

AkKopa
Xenckea
MNoncka
Cn. 3.0.0.

MonbLa

Brpo6HMLUTBO
roToBOro
niKapcbKoro
3acoby,

IHgis/
ITania/

Yropuy,
nHa/

BHECEHHS 3MiH [0 peecTpaLiiHnX
martepianis: 3miHu | Tuny -
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu

3a
peyerimom

UA/13924/01/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
no 16,7 mn (100 BuMpo6HuuTBo bulk, | Monb MiCLSl MPOBaKEHHS AiSNIbHOCTI
Mmr), no 50 mn nepBuHHE wa/ BMpo6HUKa/iMnopTepa rotoBoro
(300 mr) y nakyBaHHs, Ipeuis NiKapcbKoro 3acoby, BKIoYaoum
dhnakoHi; no 1 BTOPUHHE AinbHUUI BUNYycKy cepii abo micue
chnakoHy y nakyBaHHS, NpoBeAEHHA KOHTPOJIIO SKOCTI.
KapTOHHii KOHTPO/Ib AKOCTI (@isnbHiCTb, 3a AKy Bignosigae
Kopoo6Li cepii: BMPOGHUK/iMNopTep, He
IHTac

dapmacbloTikans
Nimiteq, IHAis;
BTopuHHe
nakyBaHHs:
Akkopf Xesnckea
NimiTen, Benvika
BpuTaHis;
Brpo6HMUTBO
roToBOro
niKapcbKoro
3aco0y, neperHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI
cepii
(anbTepHaTMBHUIA
BVIPOGHMK):
IHTac
dapmacbtoTikanc
Nimiteq, IHAis;
KOHTpOsb SiKOCTI
cepiii:
NabaHanisic Mand
CaiieHc C.p.n.,
ITanis;
KoHTponb skocTi
cepiii:
dapmasanig, K.,
YropwuHa;
BignosigansHuii
3a BUNycK cepii:
Akkopf Xesnckea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
MonbLa;
BTOPUHHE
nakyBaHHs,

BK/IOUA0UM BUMYCK Cepiii) 3MmiHa
Ha3BW Ta afpecy BUPOGHYKa,
BiANOBIAA/ILHOrO 3a KOHTPO/Tb

AKOCTI cepil roToBOI NpoAyKLUii, 6e3
3MiHV MicLs BUPOGHMLTBA. 3MiHW |
TUMy - AAMIHICTPaTWBHI 3MiHW.
3MiHa HalimeHyBaHHs Ta/abo
agpecu Micusa npoBamkKeHHs
AiSNbHOCTI BUpobHUKa/imnopTepa
roTOBOro Nikapcbkoro 3acoby,
BK/IOYAIOUN AiNbHUL BUMYCKY
cepii abo micue npoBeaeHHs

KOHTPOJO SIKOCTI. (JisNIbHICTb, 3a

AKy Bignosigae
BMPOGHUK/iMNopTep, He

BK/IOUA0UM BUMYCK Cepiii) 3MmiHa
Ha3BW Ta afjpecy BUPOGHYKa,
BiANOBIAA/IbHOrO 3a KOHTPO/Tb

AKOCTI cepil roToBOI NpoAyKLUii, 6e3
3MiHW MicLs BUPOGHMLTBA. 3MiHW |

MRy - 3MiHM 3 siKocTi. FoToBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /liKapCbKOro 3acoby.

3miHa y MeToAax BMNpobyBaHHS
roTOBOrO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepAKeHNX
MeToAax BUNPOGYBaHHS) HE3HAYHI
3MiHW 40 aHa/lITUYHOT MEeTOAMKN
N3 «BwmicT Bogu», a came
BK/IIOYEHHS [0AaTKOBOI MPUMITKM
LLOAO BIAKPUTTA doakoHy
6e3nocepeHbLO nepes
npoLeayporo Ta BK/IOYEHHS onucy
MeToanKM(6yNo nuwe nocunaHHa
Ha €D 2.5.12).
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Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
KOHTPO/b AKOCTI
cepi:
AKKopg, Xesickea
CiHrn Membep
C.A., peuis
234. | NAHTEHON chlorhex | xnoprekcn | DOBACS5 | kpemno 30Ty TOB YkpaiHa TOB YKpaiH | BHECeHHs 3MiH JO0 peecTpauiiHnx Ges UA/16958/01/01
nnc idine, OVHY 2 Ty6i "TepHodpa "TepHodhapm" a marepianis: 3miHu | Tuny - 3miHu 3 peyenma
combina | gurigpoxn a/IlOMIHIEBIN; NO pm" sKocCTi. FOTOBWMIA Nikapcbkuii 3aci6.
tions opug, 1 1y6i y nayui 3 KOHTPO/1b rOTOBOrO NikKapcbkoro
AekcnaHte KapToHYy 3acoby. 3miHa napameTpiB
Hon cneumdikauii Ta/abo AonycTUMMX
MEX FOTOBOr0 NiKapCbKoro 3acoby
(iHWi 3miHKW) 3MiHK y cneyudikavio
OO0 PYTUHHOCTI NPOBEAEHHSA
aHaizy MikpobiosioriyHoro
KOHTPOJI0 TOTOBOrO J1iKapCbKOro
3aco6y 3a NoKa3HKOM
"Mikpob6ionoriyHa uncrora”
(3anponoHoBaHO: He PYTUHHUIA
TECT: AOMNyCKaeTbCA NPOBOANTY
KOHTPO/1b NEPLLOT Ta KOXHOI N'ATOT
HacTynHoi cepii I'N13, ane He
pigLie Hix 1 cepii B pik)
235. | MAHTOMNPOTEKT | pantopra | naHTtonpa3 | A02BCO | TtabneTtku Mictpan AHrnis BUPOGHUK, Icnani BHECEHHS 3MiH [0 peecTpaLiiHnX 3a He UA/21285/01/02
zole on Hatpito | 2 ractpopesuncTeH Kenitan BiANoBiganbHNIA 3a A martepianis: 3miHu | Tuny - peyenmom | niosse
cecksirigp THi no 40 wmr; no MeHemxm BUPOBHULTBO, AAMIHICTpaTVBHI 3MiHW. 3MiHa ae
ar 14 TabneTtoK 'y eHT nepBuHHE Ta Ha3BW likapCbKoro 3acoby - 3MiHu
6nictepi; no 2 Nimiteq BTOPVHHE BHECEHO LLI0ZI0 Ha3BM NiKapCbKoro
6nictepu B nakyBaHHs, 3acoby. 3aTBepoKeHO:
KapTOHHIi KOHTPO/Ib SKOCTI MAHTOMPA3O/-BICTA
KopooLi Ta BUNycK cepi: (PANTOPRAZOLE-VISTA)
Tosa 3anponoHoBaHo:
dapmacbtoTikan MAHTOMPOTEKT
tOpon C./1. (PANTOPROTECT). BBegeHHsA
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS.
236. | MAHTONPOTEKT | pantopra | naHTtonpa3 | A02BCO | tabnetku MicTpan AHrniA BMPOGHUK, IcnaHi BHECEHHS 3MiH [J0 peecTpaviiiHnX 3a He UA/21285/01/01
zole on Hatpilo | 2 ractpopesuncteH Kenitan BiANOBIAaNbHUIA 3a A marepianis: 3miHu | Tuny - peyenmom | nidnse
CeckBiriap THi no 20 wmr; no MeHemxm BMPOBHMLTBO, AOMIHICTpaTVBHI 3MiHK. 3MiHa ae
ar 14 Tabnetok y eHT nepBuHHe Ta Ha3BM NikapCbKoro 3acoby - 3MiHun
6nictepi; no 2 Nimiteq BTOPVHHE BHECEHO LLI0/0 Ha3BW J1iKapCbKoro
6nictepn B nakyBaHHs1, 3acoby. 3aTBepaKeHo:
KapTOHHIl KOHTPO/Ib AKOCTI MAHTOMPA3O/-BICTA
Kopoo6Li Ta BUMycK cepii: (PANTOPRAZOLE-VISTA)

ToBsa

3anponoHoBaHo:
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
dapmachbloTikan NMAHTONPOTEKT
tOpon C./. (PANTOPROTECT). BBegeHHsA
3MiH NPOTAromM 6-Tu MicsLiB nicns
3aTBEPAKEHHS.
237. | NANABEPVYH papaveri | nanasepwu AO3ADO | po3uuH gns MpuBaTHe | YkpaiHa MpuBaTHe YKkpaiH | BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a UA/13332/01/01
ne Hy 1 iH'ekujn, 20 aKujioHepH akuioHepHe a marepianis: 3MiHu | Tuny - 3miHK peyenmom
rigpoxnop Mr/MA, Mo 2 M B e TOBapuUCTBO woao 6e3nekn/edpekTNBHOCTI Ta
na, amnyni; no 10 TOBapucTB "JlekxiM-Xapkis" hapmakoHarnsgy (iHwi 3miHn)
amnyn y nadui 3 0 "/lekxim- BHeCeHHs 3MiH A0 po3ainy
KapTOHY 3 Xapkis" «MapkyBaHHs» MKA N13:
neperopogxamu; 3aresepaxeHo: MAPKYBAHHA
no2wnas Hapaetbcsa. 3anponoHoBaHo:
amnyni; no 100 MAPKYBAHHA BignosigHo o
amnyn y kopobu, 3aTBEPKEHOrO TEKCTY
3 KapTOHY 3 MapKyBaHHS1. 3MiHN BHECEHO B
neperopogxamu; TEKCT MapKyBaHHS1 BTOPUHHOT
no2 mne yNakoBKM NiKapCbKoro 3acoby y
amnyni; no 5 NyHKTW 2, 4, 11, 17 Ta B TEKCT
amnyny MapKyBaHHS NepBUHHOT yNakoBKu
6nictepi; no 2 y MYHKTUN 2, 6. TakoX BUTYyYEHO
6nictepu y nauui ay6niotouy iHhopmaw,io
3 KapTOHY POCIiCbKOI0 MOBOIO Ta BHECEHO
He3HauHi NpaBKu Mo TEKCTY.
BBefeHHs 3MiH NpoTArom 6-Tu
MicALB Nic/1a 3aTBepAKEHHS.
238. | MEP'ETA® pertuzu neptysyma | LO1FDO KOHUeHTpaT ans TOB YkpaiHa Brpo6HMuTBO Himeuy BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a UA/13062/01/01
mab 6 2 pO3unHy ans «Poww Hepo3cacoBaHol ynHa/ matepianis: 3miHu Il Tuny - 3miHn peyenmom
iHdpysiii no 420 YkpaiHa» npoAykKuii, LLiBeit 3 akocTi. A®I. MpoekTHWI NpocTip
mr/14 mn; no 14 nepBuHHE Lapis Ta nicnsipeecTpaviitHnii NpoToKon
My do1aKoHi; nakyBaHHs, ynpaBniHHA 3MiHaMn. BHeceHHs
no 1 dpnakoHy y BMMNPOGYBaHHSA 3MiH y nicnspeecTpauiiinii
KapTOHHIl KOHTPOJIO SIKOCTI: NPOTOKON YNpaBAiHHA 3MiHaMun
Kopoo6Li Pow fliarHocTrke ana A®I - BnpoBagKeHHs

M6X, HimeuumnHa;

BTopuHHe
nakyBaHHs, BUMYCK
cepi:
®.XothbdpmaHH-/15
Pouw JiTa,
LLIBeiiuapis

NPOTOKO/Y YNpaB/liHHA 3MiHAMUW
nicns 3aTBepaxeHHs (PACMP) 3
METOI A0faBaHHsA
anbTepHaTUBHOIO MeToay
iaeHTugikauii nig vac
BMNPOGYyBaHb Ha BUMYCK —
NenTUAHOro KapTyBaHHA 3
BUKopucTaHHAM Lys-C Ta mac
cnektpomeTpuyHoro (MC)
[eTeKTyBaHHSA [/19 aKTUBHOMO
hapMaLeBTUUHOTO IHrpeieHTa Ta
NPOMDKHUX aHTUTIA. 3MiHu Il Tvny -
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
3MiHu 3 aKOCTi. FoTOBUIA
nikapcbkuii 3aci6. MpoekTHMi
npocTip Ta nicnapeecTpavuiitHuii
NPOTOKO/T YNPaB/iHHA 3MiHaAMM.
BHeceHHs 3MiH nicna
3aTBEPKEHHS NPOTOKO/Y
ynpas/liHHA 3MiHaMK1 4719 FOTOBOro
nikapcbKoro 3acoby -
BrnipoBamkeHHs NpoToKoy
ynpaBAiHHA 3MiHaMK nicns
3aTBepaxeHHs (PACMP) 3 meTo0
[0aBaHHA a/lbTEPHATUBHOIO
mMeToay ifeHTudikauii rotoBoi
npoAayKuii npu il BUNYCKy —
nenTuaHoro kaptysaHHA Lys-C 3
MC geTekTyBaHHsM.
239. | MOMANBI® polatuzu | nonartysym | LO1FX1 NOpPOLUOK AN TOB YkpaiHa BUPOGHMLTBO ITanis/ | BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/19838/01/02
mab ab 4 KOHLeHTpaTy «Poww Hepo3chacoBaHol Lseit marepianis: 3miHu Il Tuny - 3miHn peyenmom
vedotin BEeAOTUH AN PO3YMHY YkpaiHa» NpoAyKuii, Lapis 3 aKocTi. A®I. MpoeKTHWiA npocTip
Ans iHdy3ili no nepBuHHE Ta nicnsipeecTpaviinHmii NpoTokon
140 wmr; no 140 nakyBaHHs, ynpaBniHHA 3MiHaMn. BHeceHHs
Mr y do/1akoHi; no BMNPOGYBaHHSA 3MiH y nicnsapeecTpauiiinii
1 chnakoHy y KOHTPOJIO SAKOCTI NPOTOKON YNpaBniHHA 3MiHaMKn
KapTOHHIi (Tinbkn Ha ansa A®l - BnpoBagKeHHA
Kopoo6Li CTEpUsbHICTbL Ta NPOTOKO/Y YNPaB/liHHA 3MiHAMM
6akTepiasibHi nicns 3arBepaxeHHs (PACMP) 3
€HA0TOKCUHN): METOI A0faBaHHsA
BCM a/lbTEPHATUBHOTO METO4Y
dapmacbioTikans iaeHTuikauii nig vac
C.n.A, ltanis; BMNPOGYyBaHb Ha BUMYCK —
BUNPOOYBaHHSA nenTWAHOro KapTyBaHHA 3

KOHTPO/IIO AKOCTI
(OKpiM aKTMBHOCTI,
CTepuIbHOCTI Ta
HakTepiasibHMX
€HA,0TOKCUHIB):

BUKopucTaHHAM Lys-C Ta mac-
cnektpomeTpuyHoro (MC)
[eTeKTyBaHHA [/19 aKTUBHOMO
hapMaLeBTUUHOTO IHrpejieHTa Ta
NPOMDKHUX aHTUTIA. 3MiHw Il Tuny -

JloHsza N1a, 3MiHuM 3 SKOCTi. [oTOBMIA
LBeiiuapis; nikapcbkuii 3aci6. MpoekTHMiA
BMNPOGYBaHHSA NpoCTip Ta nicnspeecTpayiiHni
KOHTPOJIH0 SIKOCTI NPOTOKO/T YNPaB/iHHA 3MiHaAMM.
(Tinbkn BHeceHHs 3MiH nicns
aKTUBHICTb), 3aTBepKEeHHA NMPOTOKOY

BTOPUHHE ynpaeniHHA 3MiHaMW /15 TOTOBOrO
nakyBaHHs, BUNYCK nikapcbKoro 3acoby -
cepii: BMNpPOBaKEHHA NPOTOKOY
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
®.XochbdmaHH-/15 ynpaBAiHHA 3MiHaMK nicns
Pow /1, 3aTtBepaxeHHs (PACMP) 3 meTol0
LBeliuapis [0faBaHHA afibTePHATUBHOIO
mMeToay ifeHTudikauii rotoBoi
npoAayKuii npu il BUNYCKy —
nenTuaHoro KkaptysaHHA Lys-C 3
MC-aeTeKkTyBaHHAM.
240. | NMOMANBI® polatuzu | nonartysym | LO1FX1 NOpOLUOK AN TOB YkpaiHa BMNPOBYBaHHA Liseit BHECEHHS 3MiH [J0 peecTpaLiiiHnx 3a UA/19838/01/01
mab ab 4 KOHUEeHTpaTy «Pou KOHTPO/IO SKOCTI uapis marepianis: 3miHu Il Tuny - 3miHn peyenmom
vedotin BEeAOTUH AN PO3YMHY YkpaiHa» (OKpiM aKTMBHOCTI, 3 aKocTi. A®I. MpoeKTHWiA npocTip
Ans iHdy3ili no CTepWIbLHOCTI Ta Ta nicnsipeecTpaviinHnii NpoTokon
30 wr; no 30 mr H6akTepiasibHNX ynpasniHHA 3MiHaMn. BHeceHHs
y donakoHi; no 1 €H,0TOKCUHIB): 3MiH y nicnsapeecTpauiiinii
donakoHy y NoHza N1a, NPOTOKON YNpaBAiHHA 3MiHaMKn
KapTOHHIi Llseiuapis; ansa A®l - BnpoBagKeHHA
KopooLi BVMPOGHMLTBO NPOTOKO/Y YNPaB/liHHA 3MiHAMM
Hepo3dacoBaHOl nicns 3arBepaxeHHs (PACMP) 3
npoaykKuii, MeTOl AofaBaHHA
nepBuHHe a/lbTEPHATUBHOIO MeToay
nakyBaHHs, iaeHTuikauii nig vac
BMNPOGYBaHHSA BMNpPOGYyBaHb Ha BUMYCK —
KOHTPO/IO AKOCTI, nenTWAHOro KapTyBaHHA 3
BTOPUHHE BUKOpUCTaHHAM Lys-C Ta mac-
nakyBaHHs1, BUMYCK cnektpomeTpuyHoro (MC)
cepil: [eTeKTyBaHHA AN aKTUBHOIO
. XodhdpmaHH-/15 hapMaLeBTUUHOTO IHrpejieHTa Ta
Pow J1tg, NPOMDKHUX aHTUTIA. 3MiHw Il Tuny -
LLiBeiiuapis 3MiHu 3 sKocTi. [oTOBWMIA
nikapcbkuii 3aci6. MpoekTHMiA
NpoCTip Ta nicnspeecTpayiiHni
NPOTOKO/T YNPaB/iHHA 3MiHaAMM.
BHeceHHs 3MiH nicna
3aTBEPKEHHS NPOTOKO/Y
ynpas/liHHA 3MiHaMK 4719 F0TOBOro
niKkapcbKoro 3acooby -
BMPOBaAKEHHS NPOTOKOTY
ynpaBniHHA 3MiHaMK nicns
3aTBepaxeHHs (PACMP) 3 meTo0
[0faBaHHA anlbTEPHATUBHOIO
mMeToay ifeHTudikauii roToBoi
npoAayKuii npu il BUNycky —
nenTuaHoro KaptysaHHA Lys-C 3
MC-aeTeKkTyBaHHAM.
241. | noNbnPUA itopride iTonpuay AO3FAO | Tabnetku, BkpuTi | ®apmaues | Monbwa | Mepokemi NlimiTes Kinp BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a He UA/20876/01/01
rigpoxnop | 7 NaiBKOBOKO TUYHWIA (3aBog AZ) marepianis: 3miHu | Tuny - 3miHu 3 peyenmom | nidnsie
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
na, 060/10HKO, 50 3aB0j, AKOCTI. [0TOBWIA Nikapcbknii 3aci6. ae
mr «MONb®A 3MiHV y BUpO6HMUTBI. 3amiHa abo
no 10 Tabnetok PMA» BBE/IEHHSA A0AAaTKOBOT AiNbHULL
y 6nicTepi; no 4 C.A. BMPOGHMLITBA A4/15 YaCTUHU abo

6nictepu B
KapTOHHii
Kopoo6Li

BCbOro BUPOGHMYOro npouecy
roTOBOrO JliKapCbKOro 3acoby
(@inbHUUSA, Ha AKI NPOBOASATLCSA
6yab-AKi BAPOGHUUI cTagii, 3a
BUHATKOM BUMYCKy Cepild,
KOHTPO/IO AKOCTi, NEPBUHHOTO Ta
BTOPVHHOIO NakyBaHHS, ANns
HeCTepWUIbHNX NiKapCbKux
3ac06iB) — 3aMiHa BUPOGHUYOT
OiNbHUL, sika 34iCHI0E
BMPOGHMLTBO in bulk. 3MiHK
BHECEHO B po34inn "BUpo6HKK" Ta
"MicLe3HaxomKeHHs! BUPOGHMKa
Ta agpeca MicLs NPOBaaXeHHs
0ro AisnbHOCTI" B IHCTPYKLit0 AnA
MeAMYHOro 3aCTOCYBaHHSA Ta K
HacnifokK - y TEKCT MapKyBaHHs
YMakoBKM NikapcbKoro 3acoby.
BBefeHHSA 3MiH NPOTAroM 6-Tn
MicSLiB NicNs 3aTBEPAYKEHHS.
3MmiHu | TMRNY - 3MiHK 3 SKOCTI.
[0TOBWIA NikapcbkWii 3aci6. 3MiHK Yy
BMPOGHULTBI. 3MiHA
iMnopTepa/3aMiHu, L0 CTOCYIOTbCA
BMNYCKY Cepii Ta KOHTPONIO AKOCTI
roTOBOrO JliKapCbKOro 3acoby
(3amiHa abo fofaBaHHs
BMpO6HUKa, LLO BiAMNoBigaE 3a
BBE3EHHA Ta/abo BMNycK cepil) -
Bkitouatoun
KOHTPONb/BUNPOBYBaHHSA cepil —
3amiHa BUpPOOHWKa, L0 BignoBsifae
3a BMNYCK Cepii, BKII0YaUn
KOHTPO/b/BMNPOGYBaHHS cepii.
3MiHN BHECEHO B PO34inu
"BMpo6HMK" Ta
"MicLe3HaxomKeHHs! BUPOGHMKa
Ta agpeca MicLs NPOBaaXeHHs
0ro AisnbHOCTI" B IHCTPYKLit0 Ans
MeAMYHOro 3aCTOCYBaHHA Ta Ak
HacnifjoK - y TEKCT MapKyBaHHs
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

YMakoBKM NikapcbKoro 3acoby.
BBefeHHSA 3MiH NPOTAroM 6-Tn
MicSLiB NicNs 3aTBEPAYKEHHS.
3MmiHu | TMRY - 3MiHK 3 SKOCTiI.
[0TOBWIA NikapcbkWii 3aci6. 3MiHK Yy
BMPOGHULITBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOTO
NiKapCbKOro 3acoby, BKIKOHAUM
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCSA MPU BUPOOHNLTBI
roTOBOrO NiKapCbKOro 3acoby
(He3HauyHa 3MiHa y npoleci
BMPOGHULITBA) — 3MiHW Y MPOLECi
BMpOOHULTBA Ha cTagisx: Pre-
blending, Wet granulation and
drying, Final blending, Film
coating, L0 BUHUKaIOTb Yepe3
Heob6XiAHICTb aganTalii npouecy
Ha HOBIli BUPOOHWYIN AiNnbHULL;
[opaHo Howid po3gin Holding
times Ta oHOBMIEHO onwuc cTagili
Film coating i Blistering-
Packaging. BignosigHo
OHOB/TIOIOTHCA PO3AINU
peecTpauiiHoro gocke 3.2.P.3.3,
3.2.P.3.5. BBefieHHA 3MiH
npoTArom 6-Tn MicAUiB nicns
3aTBepMXeHHs. 3MiHu Il Tuny -
3MiHK 3 sKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb
abo fonyCTUMUX MEX,
BCTAHOB/IEHVX Y cneuundikauisx,
nig yac BUpo6bHULITBA FOTOBOMO
niKapcbKoro 3acoby (po3LwmpeHHs
3aTBEPMKEHNX AOMYCTUMUX MEX
[ON15 NOKa3HWUKIB, SKi MOXYTb MaTu
iCTOTHWI BNAMB Ha 3araibHy
SKICTb FOTOBOTO J1iKapCbKOro
3ac06y) — po3LNpPeEHHs
[onycTuMoi Mexi 4ns napameTpy
«Loss of drying» npu
BHYTPILLHbOBUPOBHNYOMY
KOHTpOni Ha cTagji «Wet
granulation and drying»
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
(3atBepmxeHo: NMT 1.0%;
3anponoHoBaHo: 1.5 %).
BBefeHHs 3MiH NpoTArom 6-Tu
MiCAILB Nic/1A 3aTBEPAKEHHS.
242. | NOMMEPIO esomepr | esomenpa | A02BCO | niodpinizat gns TOB YkpaiHa | Medbap lnay CaH. Typeu BHECEHHS 3MiH [J0 peecTpaLiiiHnx 3a He UA/17804/01/01
azole 301 (y 5 po3UnHYy AN «YOPN[, A.LL. ynHa marepianis: 3miHu | Tuny - peyenmom | nidnse
dopmi iH'ekui no 40 MEAMLUMN AfMiHICTpaTMBHI 3MiHN. 3MiHa ae
e3omenpa Mr; 1 chnakoH 3 H» Ha3BW NikapCcbKoro 3acoby
30Ny niocpinisatom y 3MiHa Ha3BW NikapCbKOro 3acoby.
HaTpilo) KapTOHHIl 3ATBEP)KEHO: NMOMIME30
Kopoobui (POMPEZO) -
3AMPOMNOHOBAHO: NMOMMEPIO
(POMPERIO)
TepMiH BBEEHHS 3MiH - NPOTATOM
6 micauiB nicns 3aTBepmKEHHS.
3MiHu | TMRY - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn).
OHOBJIEHHSA TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YNaKoBOK
nikapcbKoro 3acoby, a came:
BHECEHHS pefaKLuiiiHuX NpaBokK no
TekcTy. TepmiH BBeAeHHS 3MiH -
npotArom 6 micAuis nicns
3aTBEPAKEHHS.
243. | NPETOMAHIJ, pretoma | npetomaHi | JO4AKO8 | Tabnetku no 200 | MAKIEOL IHAin MAKNEO/AC IHAin BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a UA/21127/01/01
MAK/EOAC nid il mr; no 10 C PAPMACBIOTUK marepianis: 3MiHu | Tuny - 3miHK peyenmom
Tabnetok y DAPMAC ANC NIMITEL Loao 6e3nekn/edpekTMBHOCTI Ta
6nictepi, no 19 bIOTUKA hapmakoHarnsgy. BeefneHHs abo
6nictepis y nc 3MiHM [0 y3ara/ibHEHNX JaHuX Npo
KapTOHHIl NIMITEL cuctemy hapmakoHarnsgy
ynakosLyj, no 14 (BBEAEHHS y3arasibHEHNX AaHUX
TabneTtok y npo cuctemy thapmakoHarnsgy,
6nictepi, no 13 3MiHa yNoBHOBaXeHOI 0cobw,
6nictepiB y BiANOBIAA/ILHOI 32 34iiCHEHHS
KapTOHHIi hapmakoHarnsgy; KOHTakTHol
ynakoBLi ocobu 3 chapmakoHarnsgy

3asBHUKA 419 3AiAICHEHHS
thapmakoHarnsgy B YkpaiHi, SKLL0
BOHa BifjMiHHA Bif, YNOBHOB&XXeHOT
ocobw, BignoBiganbHOI 3a
3fjicHeHHs hapmakoHarnagy
(BK/IKOHAKOYM KOHTaKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
mMacTep-garina cuctemm
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Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep

n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo

3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
hapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
0ocobu 3asBHUKA, BiANOBIAA/ILHOI
3a 34jiicHeHHs thapmakoHarnsgy.
3MiHa MicLs 34iACHEHHSI OCHOBHOI
AISNbHOCTI 3 hapmakoHarnagy.
3MiHa MicLe3HaxoMKeHHs MacTep-
(haiina cuctemn chapmakoHarnsgy
Ta iloro Homepa.

244. | NPIOPUKC™ | measles | xwuBwuii JO7BD5 | niodpinizaT ans nakcoCmi | Benuka | nakcoCmiTKnsinH | Benbri | BHECEHHS 3MiH A0 peecTpauiiHnX 3a UA/13694/01/01
PRIORIX™ , aTeHyilioBa | 2 pPO34MHYy N TKnsiiH BpuTaHi Bionogxikans al mMartepianis: 3miHu | TUNY - 3MiHK 3 peuenmom
KOMBIHOBAHA combina | Hwii Bipycy iH'ekujn; 1 Excnopt A C.A., benbris PpaHy, akocTi. CepTucpikar
BAKUVHA onga tions Kopy MOHOZ030BWIA Nimiteq (KoHTponb fKocTi i/ BignoBigHocTi/E-cepTudikat
MPO®ITAKTUKN | with (wtam tnakoH (1 posa) PO34MHHMKA B Cnony BiANOBiAHOCTI EBpONelichKiit
KOPY, mumps Schwarz); 3 niogpinizaTom y amnynax 2-x gos, YeHi thapmakonei/mMoHorpadii.

ENIAEMIYHOIO and XUBUIA KOMM/IEKTI 3 BWMYCK Cepiii Wratn | MogaHHs HOBOro abo OHOB/IEHOTO
MAPOTUTY TA rubella, aTeHylioBa PO3UYNHHUKOM PO34MHHMKA B Amepu cepTudikarta BignoBigHOCTI abo
KPACHYXWN live HWi1 BipyC (Boga ans amnynax gns 1-i Kn/ BW/yYEHHS cepTudikara
attenuat | enigemiuH iH'ekyjn) y Ta 2-X fo3 Ta ITanis BiANOBIAHOCTI EBpONeiChKii
ed oro nonepenHsL0 wnpuuax. Bunyck thapmakonei: ana A®l; ans
napoTuTy HanoBHEHOMY cepii roToBoro BUXIQHOTO
(wtam RIT wnpuui Ta NpoayKTY); Marepiany/peareHTy/npomikHOro
4385); [BOMa rosikamu nakcoCmiTKnsiiH NPOAYKTY, L0 BUKOPUCTOBYHOTLCA
XnBWI B KQpPTOHHIi Bionogxikans, y BMPOGHUUTBI ADI; ans
aTeHyilioBa Kopo6ui; 100 PpaHLis [0MOMDKXHOT PEYOBUHMN
HWiA Bipyc MOHOA,030BUX (1 (MapkyBaHHA Ta (cepTudhikat BignoBiAHOCTI
KpacHyxu [03a) (hakoHIiB nakyBaHHs €Bponeiicbkili hapmakonei) -
(wTtam 3 niogpinizaTom y roTOBOrO OHoBeHWii cepTuddikaT Big yxe
Wistar RA KOMNNekTi 3 NPOAYKTY, 3aTBEPKEHOr0 BUPOGHUKA.
27/3) PO3YNHHUKOM MapKyBaHHA Ta MogaHHA oHosneHoro CEP 2000-
(Boga ans nakyBaHHs 155 Rev 06 gns petansHoi
iH'ekwji) B PO34MHHMKA B 6uyayoi cuposaTtku (Foetal Bovine
amnynax Ne 100 wnpuuax); Serum (FBS)) Big, Bxe
B OKpeMiit nakcoCmiTKnsiiH 3aTBEpAXEHOro BupobHuka LIFE
ynakosui; 1 Bionogxikans TECHNOLOGIES
MyNbTUA030BUI C.A., benbrisa CORPORATION. [fjtoua pepakujis:
dhnakoH (2 po3n) (MapkyBaHHSs Ta R1-CEP 2000-155-Rev 05.
3 niocpinizaTtom y nakyBaHHs MponoHoBaHa pepfakuis: CEP
KOMMEKTi 3 roToBOro 2000-155 - Rev 06
PO3UYNHHVKOM NPOAYKTY,
(Boga ans KOHTPO/b AKOCTI
iH'ekujin) B roToBOro
amnyni; no 100 NPOAYKTY.
LUTYK (N1aKoHIB KOHTpO/b SIKOCTI
Ta amnyn B PO34MHHVKA ANst
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK Kpaina Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
OKpemMnx 1-i Ta 2-x fo3 Ta
KopobGkax LwnpuLax.
MapkyBaHHsA Ta
nakyBaHHS
PO3YMHHKKA ANs

1-i Ta 2-x fo3 Ta
wnpuuax); Kopikca
KopnopeiiwH g6a
nakcoCmiTKnsinH
BakuuHs,
Cnonyueni Wratn
AmMepuKn
(dPopmyBaHHs,
HanoBHEHHA Ta
niodhinizauis
BakuuHK); digia
dapmachbioTivi
C.n.A,, ITanis
(dPopmyBaHHs,
HanoBHEHHS,
niodhinizauis
BaKLMHW.
Brpo6HMLTBO
PO34MHHVKA B
amnynax,
MapKyBaHHS Ta
nakyBaHHs
PO34MHHVKA B
amnynax,
KOHTPO/Ib AKOCTI
PO3YMHHVKA B
amnynax);
Oendhapm Typ,
PpaHLis
(BMpo6HMLTBO
PO34MHHVKA B
amnynax gna 1-i
Ta 2-x 0os,
MapKyBaHHs Ta
nakyBaHHS
PO34MHHVKA B
amnynax gns 1-i
Ta 2-x 0os,
KOHTPO/b AKOCTI
PO34MHHVKA B
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
amnynax gna 1-i
Ta 2-X 0o3);
KataneHt
Benpxiym,
Benbris
(BupobHuLTBO
PO34MHHVKA B
Lwnpuruax,
KOHTPO/Ib AKOCTI
PO34MHHVKA B
wnpuuax); Acnex
Hotp-Oam-[e-
BoHABiNb,
PpaHuis
(BupobHuLTBO
PO34MHHVKA B
Lwnpumuax,
KOHTPO/Ib AKOCTI
PO3YMHHVKA B
Lnpuuax)
245. | NPOTEKOH® - rnokosami | MO9AX Tabnetkn, Bkputi | OPFAHOC OAE EBepTopeH IHais BHECEHHS 3MiH A0 pPeeCcTpaLiiHNX 6e3 UA/3347/01/01
HYy 060/10HKOI0; NO VH Naidg CaeHcus Marepianis: 3mMiHu | Tuny - 3miHK peyenma
cynbhat 10 Tabnetok y NANDCA Nimites, HAis; wopo 6e3sneku/edpekTMBHOCTI Ta
HaTpito 6nicTepi; no 3 EHCUN3 Cara thapmakoHarnsgy. BeegeHHs abo
xnopug, 6nictepn y nayui | (E® 3ET I) NavidcaeHcns 3MiHM [0 y3ara/ibHEHNX JaHuX Npo
XOHZAPOITU 3 KapToHy; no 10 Nimiten, IHAis cuctemy hapmakoHarnsgy
HYy Tabnetoky (BBEAEHHS y3arasibHEHNX JaHUX
cynbhat 6nictepi; no 3 npo cuctemy chapmakoHarnsgy,
HaTpito 6nictepun y nauui 3MiHa yNOBHOBaXeHOI 0cobu,

3 KapTOHY; Nno 3
naukv y nauui 3
KapToHy; no 30,
60 abo 120
Tabnetok y
KOHTeliHepi; no 1
KOHTEliHepy B
nauuj 3 KapToHy

BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34IMCHEHHSA
thapmakoHarnagy B YkpaiHi, SKLio
BOHa BiZJMiHHA Bif, YyNOBHOBaXEHOT
ocobwu, BiAnoBigasIbHOI 3a
3pjiicHeHHs hapMakoHarnsgy
(BK/KOHAKOYM KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-aiina cucremu
hapmakoHarnsagy). 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
oco6w, BignoBigabHOI 3a
chapmakoHarnsg,. BunyueHHs
iHchopmaL,ii LLoA0 KOHTaKTHOI




IIpomoBxeHHs 10

aTkKa 1

269

n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

0Cco6W 3as1BHMKA, BiANOBiAA/IbHOT
3a 3[jicHeHHs hapMakoHarsay B

YkpaiHi Ta il KOHTaKTHUX JaHuX.
3MiHa MicLe3HaxoMKeHHs MacTep-

thaiina cnuctemm

hapmakoHarnsgy. 3miHa micus

3[iiCHEHHS] OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy.

246.

MPOTEKOH®

r/110KO3aMi
Hy
cynbat
HaTpito
xnopua,
XOHAPOITH
Hy
cynbhat
HaTpito

TabneTtkn, BKPUTI
060/1I0HKOHO in
bulk: no 2500
Tabnetok y
naketax y
Kopobui 3
ropokapToHy

OPIAHOC
VIH
NAA®CA
€EHCU3
(E® 3ET)

OAE

EBepTopxeH
Naidg CaeHcus
Nimites, HAis;

Cara
NavidcaeHcns
Nimiten, IHAis

IHais

BHECEHHS 3MiH 0 peecTpaLiiHnX
Marepianis: 3mMiHu | Tuny - 3miHn
wopo 6e3sneku/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHS y3arasibHEHNX JaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI 0cobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, SKLio
BOHa BiZJMiHHA Bif, YNOBHOBaXEHOT
ocobwu, BiAnoBigasIbHOI 3a
3[jicHeHHs hapMakoHarnsay
(BK/KOHAOYM KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-aiina cucremu
hapmakoHarnsagy). 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
ocobw, BignoBigabHOI 3a
dhapmakoHarnsg,. BunyueHHs
iHchopmaw,ii LLoA0 KOHTaKTHOI
0Cco6WM 3as1BHMKA, BiAMNoBiAa/IbHOT
3a 3[jiicCHEHHs1 hapMakoHarsay B
YkpaiHi Ta il KOHTaKTHUX JaHuX.
3MiHa MicLe3HaxoMKeHHs MacTep-
thaiina cucrtemm
hapmakoHarnsgy. 3miHa micus
3[iiCHEHHS] OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy.

UA/3348/01/01

247.

NYPEMOH®

follitropi
n beta

oniTponi
H 6eTa

GO03GAO0
6

po3unH ans
iH'ekujn, 833
MO/mn; no
0,420 mn (300

OpraHoH
CeHTpan
lcT TM6X

LLiseliya
pis

Brpo6HMLUTBO

Hepo3dhacoBaHO|

npoaykuii Ta
nepBvHHA

Himeuy
ynHa/
Higep
naHam

BHECEHHS 3MiH [0 peecTpaLiiHnX
mMartepianis: 3miHu | TUnNY - 3MiHK 3
AKOCTi. A®I. KoHTponb A®L. 3miHa
y MeTogax BunpobysaHHsa APl abo

3a
peyerimom

UA/5023/01/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
MO/0,36 mn) ynakoBka, BUXiAHOrO Marepiany/npomiKHOro
a6o 0,780 mn KOHTPO/b SIKOCTI, npoaykTy/peareHty, Lo
(600 MO/0,72 TeCTyBaHHS BMKOPUCTOBYETLCA Y NPOLIECI

M) y KapTpuaxXi;
no 1 kapTpuaxy
y BigKpUTOMY
n1acTUKoBOMy
NoTKy B
KOMMEKTi 3
rosikamu, no 2
KOMNAeKkTn
rofioK — 2
KapTOHHi
KOPOOKU (KOXEeH
KOMMEKT rno 3
rOMKN, KOXHA
rosnka B
iHaMBiAyasibHOM
y N1acTUKOBOMY
KOHTeliHepi) y
KapTOHHI nauuj

CTepu/IbHOCTI Ta
HakTepiasibHMX
€HAO0TOKCUHIB

roToBOro
niKkapcbKoro
3acoby (KOHTpO/1b
AKOCTI Ta
TecTyBaHHSA
CTabisIbHOCTI),
BisyasibHa
iHCnekuis: BeTTep
Papma-dPepTuUryHr
v6X i Ko. KT,
HimeuuunHa,;
KoHTposb siKOCTi,
TecTyBaHHSA

CTepubHOCTI Ta
H6akTepianbHUX
€HAO0TOKCUHIB

roToBOro
niKapcbKoro
3acoby (KOHTpONb
AKOCTi Ta
TeCTyBaHHS
cTabinbHoCTI),
BisyasibHa
iHcnekuisa: BeTTep
Papma-PepTuUryHr
'm6X i Ko. KI,
HimeuunHa,;
BizyanbHa
iHCnekuis: BeTTep
Papma-dPepTuUryHr
v6X i Ko. KT,
HimeuuunHa,;

KoHTponb akocTi
Ta TeCTyBaHHA
cTabinbHoCTi,

BTOPWHHA
ynakoBka, A03BiN

Ha BUMycK cepii:
H.B. OpraHoH,

BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBepLKeHNX MmeTodax
BMNPOGYBaHHS)
HesHauHi 3miHM B npoueaypi Tecty
«IMyHOpepmeHTHUIA aHani3 (EIA)»
0151 aKTUBHOI PEYOBUHMN
doniTponiH 6eTa,
3aCTOCOBYBaHOr0 151 BU3HAYEHHS
BMICTY CBMHSAYOrO iHCY/TiHY, 3
BUKOPVCTaHHAM a/lbTePHATUBHUX
PO34MHIB peareHTiB A5
nigrotToBku cybeTpaty Ta bycepa
cy6eTparty. 3miHu | Tuny - 3miHM 3
AKOCTi. A®I. KoHTponb A®L. 3miHa
y MeTogax sunpobysaHHa APl abo
BUXiAHOrO Matepiany/npomiKHOro
npoAayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBepKeHNX MmeTodax
BMNPOGYBaHHA) HesHauHi 3MiHV B
npoueaypi Tecty
«IMyHOpepmeHTHUIA aHani3 (EIA)»
0151 aKTUBHOI PEYOBUHMN
doniTponiH 6eTa,
3aCTOCOBYBaHOr0 151 BUSHAYEHHS
BMiCTy 6myayoro TpaHcepuHy, 3
BUKOPVCTaHHAM a/lbTEPHATUBHUX
PO34MHIB peareHTiB A5
nigrotToBku cybeTpaty Ta bycepa
cy6cTpary.
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
Higepnangmn

248. | PEFY/IOH® Desoges | pesorectp | GO3AAOQ | Tabnetku, BKpUTI BAT Yroplm BAT "l'egeoH Yroply, | BHECEHHSI 3MiH A0 peecTpaviinHux 3a UA/7293/01/01
trel and en, 9 060/10HKOIO, "l'epeoH Ha Pixtep" nHa marepianis: 3miHu | Tuny - 3mMiHM 3 | peyenmom
ethinyles | eTtuHinect 0,15 mr/0,03 mr PixTep" akocTi. CepTudpikat
tradiol pagion no 21 tabnetuyiy BignosigHocTi/lE-cepTudikar

6nictepi; no 1
abono 3
6nictepu B
KapTOHHIi
yMaKkoBLi

BiANOBIAHOCTI EBPONENCHKI
thapmakonei/MoHorpadoii.
MoaaHHA HoBOro abo OHOB/IEHOrO
cepTucbikaTa BigNOBIAHOCTI abo
BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeEiiChKiit
dapmakonei: ana Adl; ana
BUXiAHOTO
MaTtepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BUPOGHNLTBI ADI; Ans
[0MNOMDKHOT peyoBUHU
(cepTudhikat BignoBigHOCTI
€Bponeiicbkili hapmakonei) -
OHoB/EHWIA cepTUdikaT Big yxe
3aTBEPIKEHOr0 BUPOOHNMKA -
nofaHHA OHOBMEHOTO cepTudlikaTa
BiANOBIAHOCTI EBpONEiiChKilt
apmaxkonei Ne R1-CEP 2006-
174-Rev 04 ans Ailo4oi pevoBrHN
Desogestrel Big Bxe
3aTBEPAKEHOr0 BUPOGHMKA
Gedeon Richter Plc.
3aresepaxeHo: R1-CEP 2006-174-
Rev 03 - 3anponoHosaHo: R1-CEP
2006-174-Rev 04
3MiHY | TUNY - 3MiHU 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTudikaT BifgnoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOrO
cepTudikarta BignoBigHOCTI abo
BW/yYEHHS cepTudikara
BiANOBIAHOCTI EBpONeNiChKii
thapmakonei: ana A®l; ans
BUXifHOTO
Marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BUPO6HUUTBI ADI; ans
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
[0MOMDKHOT PEYOBUHMN
(cepTuchikat BignoBiAHOCTI
€Bponeiicbkiii hapmakonei) -
OHoBeHWii cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHMKA -
noJaHHs OHOBJIEHOro cepTudikara
BiANOBIAHOCTI EBpPONENCHKI
thapmakonei Ne R1-CEP 2001-
400-Rev 02 gns fjtoyoi pevyoBnHN
Ethinylestradiol Big Bxe
3aTBEPAKEHOr0 BUPOOHMKA
Gedeon Richter Plc.
3arseppxeHo: R1-CEP 2001-400-
Rev 01. 3anponoHoBaHo: R1-CEP
2001-400-Rev 02
249. | PEHANTAH® Pitofeno | metamizon | AO3DAO | Tabnetku; no 10 MpuBaTHe | YkpaiHa MpuBaTHe YkpaiH | BHECEHHS 3MiH [0 peecTpavliiiHnX 3a He UA/1530/01/01
ne and Hartpito, 2 Tabnetok y akuioHepH akuioHepHe a MaTepianis: 3miHu | TUny - 3MiHK peuyenmom | niosse
analgesi | niTodheHoH 6nictepi; no 1 e TOBapuCTBO wopo 6e3snekn/ethekTMBHOCTI Ta ae
cs y abo 2 6nictepn TOBapuUCTB "lekxim - Xapkis", thapmakoHarnagy (iHwi 3MiHu) -
rigpoxnop y nauui 3 0 "Jlekxim - YKpaiHa; OHOBNEHO TEKCT MapKyBaHHS
na, KapTOHY Xapkis" MpAT "TexHonor", NepBUHHOT Ta BTOPUHHOIT YNaKoBKU
heHnisep YkpaiHa nikapcbKoro 3acoby, a came:
WHit0 BWUTyYEHO iH(hopMaLlito, 3a3HauYeHy
6pomig POCIAICbKO0 MOBOIO, i3 TEKCTY
MapKyBaHHS BTOPVHHOT yNakoBKu,
BHECEHO 3MiHW Y TEKCT
MapKyBaHHS NepBuHHOI (. 2, 6) Ta
BTOpPUHHOI (N. 2, 4, 11, 16, 17)
yNaKkoBKM, a Takox 3po6eHo
He3HauHi pefakuiiiHi npasKu.
BBegeHHS 3MiH npoTsArom 6-tv
MicALB Nic/A 3aTBEPAKEHHS.
250. | PEHA/ITAH® Pitofeno | meTtamizon - Tabnetkn in MNpuBaTHe YkpaiHa MpuBaTtHe YKpaiH BHECEHHS 3MiH A0 peecTpaLiiHnX - UA/1531/01/01
ne and Hatpito, bulk: no 2500 aKuioHepH akuioHepHe a mMarepianis: 3MiHu | Tuny - 3MiHK
analgesi | niTodpeHoH Tabnetok y e TOBapucTBO wopo 6e3sneku/edpekTMBHOCTI Ta
cs y KOHTeliHepi 3 TOBapucTB "Nlekxim - Xapkis" thapmakoHarnagy (iHwi 3MiHu) -
rigpoxnop KOHTpOsIEM 0 "/lekxim - OHOBJ/IEHHS TEKCTY MapKyBaHHS
na, nepLuoro Xapkis" chopmu in bulk, y 38’s3ky 3
heHnisep PO3KpUTTA BU/TYYEHHAM TEKCTY MapKyBaHHS
VHII0 POCI/iCbKOI0 MOBOIO Ta BHECEHHS
6pomig pefakuiiHux npaBok 3a n.n. 2, 4,
11, 17 ansa dopmu in bulk.
BBefeHHA 3MiH NPOTAroM 6-Tn
MiCALB NiC/A 3aTBEPAKEHHS.
251. | PO3YNIN® rosuvast | posyBacta | C10BAO | kancynu TBepgi 3AT Yropwm NOBHWIA LUWKN Yropu, | BHECEHHSl 3MiH 40 PeeCTpaLiiHNX 3a UA/16808/01/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
nntoc atinand | TuH (y 6 no 10 mr/10 wr, dapmaues Ha BMPOGHMLITBA, nHa Marepianis: 3miHu | Tuny - 3miHK peyenmom
ezetimib | Burnagi no 10 kancyny TUYHWIA BK/tOHA0UU wopo 6e3snekun/edpekTMBHOCTI Ta
e posyBacTta 6nictepi; no 3 3aB0[, Bunyck cepii: 3AT hapmakoHarnsgy. BeeneHHs abo
TUHY 6nictepu y EFIC dapmaleBTUYHNI 3MiHM [0 y3ara/ibHEHNX JaHuX Npo
LUHKY) Ta KapTOHHIl 3asog ETIC, cuctemy hapmakoHarnsgy
e3eTnmi6 Kopoo6Li YropLmHa,; (BBEAEHHSA Y3arasibHEHUX AaHNX
NOBHWUIA LMK npo cucTemy dhapmakoHarnsgy,
BUPOGHULTBA, 3MiHa YNOBHOBaXeHOI ocobu,
BK/IOHA0UU BiZiNOBIAANbHOI 32 34jiACHEHHS
BUMYyCK cepii: 3AT hapmakoHarnsgy; KOHTakTHol
dapmMaueBTUYHUIA 0cobu 3 chapmakoHarnagy
3aBof ETIC, 3asBHUKA A9 3AiACHEHHS
YropwmHa hapmakoHarnagy B YkpaiHi, SKLi0
BOHa BifjMiHHa Bif, YNIOBHOB&XXEHOT
ocobwu, BiAnoBigasIbHOI 3a
3pjicHeHHs hapMakoHarnsay
(BK/KOYAKOYM KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLLEHHI
macTep-aiina cucremu
hapmakoHarnsgy) 3miHa
KOHTaKTHOI 0CO6U 3asBHUKA,
BigNoBiAa/IbHOI 3a
hapmakoHarnsg B Ykpaii.
[itoya pepakuisi: €imMkiH AHApIi
leopriioBuy. NponoHoBaHa
pefakuis: bpatalwosa IpuHa
MwukonaiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobu,
BignoBiganbHOI 3a
hapmakoHarnsg B YKpaii.
252. | POKYPOHIN rocuroni | pokypoHito | MO3ACO | po3uuH ans ®peseHiyc | Himeuun BMPOGHMLITBO, ABCTpi | BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a UA/15270/01/01
KABI um 6pomig 9 iH'ekyiit, no 10 Kabi Ha nakyBaHHs, a mMartepianis: 3miHu | TUNy - 3MiHK 3 peuenmom
bromide Mr/mn; no5mny | JdoiunaHg KOHTPO/b SKOCTI, saKocTi. CepTudpikat
CKIISSHOMY M6X BWMYCK Cepii: BignoBigHocTi/E-cepTudikart

donakoHi; no 5
a6o 10
h1aKoHIB y
KapTOHHIl
Kopo6ui; no 10
M/ Y CKNSAHOMY
donakoHi; no 5
a6o 10

®pe3seHiyc Kabi
ABCTpisi TM6X,
ABCTpiIst;
MapKyBaHHS,
BTOPWHHE
nakyBaHHs,
anbTepHaTuBHa

AinbHUUA Ans

BiANOBiAHOCTI EBpONelichKiit
thapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOrO
cepTudikarta BignoBigHOCTI abo
BW/yYEHHS cepTudikara
BiANOBIAHOCTI EBpONeNiChKii
thapmakonei: ana A®l; ans
BUXifHOTO

h1aKoHIB y KOHTPOJIO SIKOCTi: Marepiany/peareHTy/npomikHOro
KapTOHHIl ®pe3seHiyc Kabi NPOAYKTY, LU0 BUKOPUCTOBYHOTLCSA
Kopoo6ui AscTpisa F'M6X, y BUpo6HMLTBI ADI; Ans
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

ABCTpiIst;
anbTepHaTuBHa
AinbHUUA Ans
Mikpob6ionoriyHoro
KoHTponto: EFEC
"M6X, ABCTpiA

[0MOMDKHOT PEYOBUHMN
(cepTuchikat BignoBiAHOCTI
€Bponeiicbkiii hapmakonei) -
OHoBeHWii cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHMKA -
noJaHHs OHOBJIEHOro cepTudikara
BiANOBIAHOCTI EBpPONENCHKI
thapmakonei Ne CEP 2010-023-
Rev 05 (3atBepmxeHo: R1-CEP
2010-023-Rev 04) gna AdI
POKYpOHito 6pomiay Big
3aTBEPKEHOro BUPO6HUKa Sicor
de Mexico SA de CV, Mexico.
3MiHY | TUNY - 3MiHKU 3 AKOCTI.
CeptudpikaT BignosigHocTi/l'E-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOrO
cepTudikata BignoBigHOCTIi abo
BU/YYEHHS cepTudikara
BiANOBIAHOCTI EBpPONECHKIi
thapmakonei: ana A®l; ans
BUXifHOTO
mMarepiany/peareHTy/npomMibkHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BMPO6GHULTBI ADI; ans
[0MOMDKHOT PEYOBUHMN
(cepTuchikat BignoBiAHOCTI
€Bponeiicbkiii hapmakonei) -
OHoBeHWii cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHMKA -
noJaHHs OHOBJIEHOro cepTudikara
BiANOBIAHOCTI EBpPONENCHKI
thapmakonei Ne CEP 2010-023-
Rev 06 ansa A®| pokypoHito
6pomigy Bif 3aTBEPAKEHOrO
BMpo6HUKa Sicor de Mexico SA de
CV, Mexico.

253.

CAPIIH®

ApriHiHy
acnaprar
(L-apriHiHy
acnaprar)

COl1E

PO34MH
opasbHuii, 200
mr/mn, no 100
M abo 200 mny
dhnakoHi; no 1
donakoHy 3

AT
"®apmak”

YKpaiHa

AT "dapmak"

YKpaiH
a

BHECEHHS 3MiH 0 peecTpavLiiiHnX
mMartepianis: 3miHu | TUnNy - 3MiHK 3
akocTi. A®l. KoHTponb A®I (iHwi
3MiHW) - BUTy4YEHHS NOKa3HUKa
«MikpobionoriyHa unctota» gns
A®| L-apriHiHy L- acnapTat

6e3
peyenma

UA/16480/02/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
NOXKOH BMPOGHMLTBA AT «dapmak»,
[,03yBaU/IbHOKO YkpaiHa. 3miHu Il Tuny - 3miHm 3
abo fo3syrunm akocTi. A®l. BupobHMuUTBO. 3MiHa
cTakaHom abo BVMPOGHMKA BUXiAHOrO/MPOMIXKHOTO
LUMPULIOM npoAayKTy/peareHTy, Lo
[03yBa/TbHUM Y BMKOPUCTOBYIOTbCS Y
nauyj; abo no 5 BMPOGHMYOMY npoLieci Adl, abo
M/ nakeTu-calle 3MiHa BMPOGHWMKa (BKIHOHaouK, e
no 20 a6o no 30 HeobXxigHO, MiCcLe NPOBeAEHHS
nakeTiB-calle y KOHTposIto sikocTi) APl (3a
nauui BiiCYTHOCTI cepTudikaTta
BiNOBIAHOCTI €Bponelicbkilt
thapmakonei y 3aTBepKeHOMY
[0Cbe)(BBEAEHHA HOBOTO
BMPO6HUKa AP 3 HafaHHAM
MacTtep-caiina Ha A®l) BHECEHHS
anbTepHaTUBHOIO BUPOGHMKa AdI
L-ApriHiHy L-Acnaptar,
BMPOGHMLTBA komnaHii AT
«Papmak», YkpaiHa,
(3atBepmxeHo: Flamme S.p.A.,
Italy; FAES FARMA, S.A., Spain)
3anponoHoBaHo: Flamme S.p.A.,
Italy; FAES FARMA, S.A., Spain;
*AT «Papmak», YkpaiHa *ans
BUpo6HUKa AT «Papmak», YkpaiHa
Toprosa Ha3sa A®| L ApriHiHy L
Acnaprar)
254. | CEPMIOH® nicergoli | HiueproniH | CO4AEOQ | TabneTtku, BKpUTI BiaTpic CWA Mdpaiizep ITanis ITanis BHECEHHS 3MiH [J0 peecTpaLiiiHnx 3a UA/5183/01/03
ne 2 LlyKpOBOIO CnewenTi C.p.n. marepianis: 3MiHu | Tuny - 3miHK peyenmom
060/10HKOH, MO ninc woao 6e3nekn/edpekTNBHOCTI Ta
10 mr; no 25 hapmakoHarnsgy. BeefeHHs abo
TabneTtoky 3MiHM [0 y3ara/ibHEHNX JaHuX Npo
6nictepi; no 2 cucTemy chapmakoHarnsgy
6nictepn y (BBEAEHHSA y3ara/ibHEHUX AaHnX
KapTOHHIi npo cuctemy thapmakoHarnsgy,
Kopoo6Li 3MiHa yNoBHOBaXXeHOT 0cobw,

BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 chapmakoHarnsgy
3asBHUKA 419 3AiACHEHHSA
thapmakoHarnagy B YkpaiHi, SKL0
BOHa BiJMiHHa Bif, yNTOBHOBaXeHOT
ocobw, BignoBiganbHOI 3a
3[iiCHEHHS hapmakoHarnsay
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
(BK/THOYAOYUM KOHTaKTHI AaHi)
Ta/abo 3MiHW Y PO3MiLLEHHI
macTep-aiina cucremm
thapmakoHarnagy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHUKA,
BiANOBIAa/IbLHOI 3a
hapmakoHarnag,.
[itoyva pegakuis: Dr Eiko Soehlke.
MponoHoBaHa pepakuis: Andrea
Oliva. 3miHa KOHTaKTHMX AaHWX
YNOBHOB&XXEHOT 0CO6U 3aABHUKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnag. 3MiHa
MiCLIe3HaxopKeHHsI macTep-
thaiina cucrtemm
thapmakoHarnagy. 3miHa micus
3[iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsaay.
255. | CEPMIOH® nicergoli | HiueproniH | CO4AEQO | TabneTtku, BKpUTI Biatpic CLIA Mdpaiizep ITanisa ITanisa BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a UA/5183/01/01
ne 2 NNiBKOBOIO CnewenTi C.p.n. MaTepianis: 3miHu | TUny - 3MiHK peuenmom
060/10HKOH, MO nnc wopo 6esnekn/ehekTMBHOCTI Ta
30 wmr; no 15 thapmakoHarnsgy. BeegeHHs abo
TabneTok y 3MiHW [0 y3arasibHeHWX AaHuX Npo
6nicTepi; no 2 cuctemy chapmakoHarnsgy
6nictepu y (BBEAEHHS Y3araslbHEHUX AaHNX
KapTOHHIi npo cuctemy chapmakoHarnsgy,
Kopoo6Li 3MiHa yNOBHOBaXeEHOI 0cobw,

BiANOBiAA/IbHOI 32 3AiCHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 chapmakoHarnsgy
3as1BHMKA 419 34iICHEHHS
hapmakoHarnagy B YkpaiHi, KO
BOHa BiJMiHHA Bif, yNOBHOBaXeEHOI
oco6w, BignoBigabHOI 3a
3[jiicCHEHHs1 hapMakoHarnsay
(BK/THOYAKOYN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-aiina cuctemu
hapmakoHarnsigy) 3miHa
YMOBHOB&XEHOI 0CO6Y 3asBHIIKA,
BignoBiganbHOI 3a
hapmMakoHarnsag.

[itoua pepakuis: Dr Eiko Soehlke.
MponoHoBaHa pepfakuis: Andrea
Oliva. 3miHa KOHTaKTHUX AaHnx
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

YMOBHOB&XEHOI 0CO6Y 3asBHIIKa,
BignoBiganbHOI 3a
hapMakoHarnag. 3miHa
MiCLIe3HaxXOpKeHHs1 macTep-
thaiina cnuctemm
hapmakoHarnsgy. 3miHa micus
3[iiCHEHHS] OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy.

256.

CEPMIOH®

nicergoli
ne

HiLeproniH

CO4AEQ
2

TabneTtkn, BKPUTI
LIyKpOBOIO
060/10HKOH0, MO
5wmr; no 15
Tabnetoky
6nicTepi; no 2
6nictepu y
KapTOHHIl
Kopoobui

BiaTpic
CnewenTi
nnc

CLUA

Mdpaiizep ITanisa
C.p.n.

ITanisa

BHECEHHS 3MiH 0 peecTpaLiiHnX
Marepianis: 3mMiHu | Tuny - 3miHn
wopo 6e3sneku/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHNX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI 0cobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, SKLio
BOHa BiZJMiHHA Bif, YNOBHOBaXEHOT
ocobwu, BiAnoBigasIbHOI 3a
3pjiicHeHHs hapMakoHarnsgy
(BK/KOHAOYM KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-aiina cucremu
thapmakoHarnsgy) 3miHa

YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,

BignoBiga/IbHOI 3a
hapmakoHarnsag.

[itoua pegakuis: Dr Eiko Soehlke.
MponoHoBaHa pepakuis: Andrea
Oliva. 3miHa KOHTaKTHUX JaHuX

YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,

BignoBigabHOI 3a
hapMakoHarnag. 3miHa
MiCLLE3HaXOMKEHHSA MacTep-
thaiina cuctemm
hapmakoHarnsagy. 3miHa micus

3[iICHEHHSI OCHOBHOI AiSNbHOCTI 3

dhapmakoHarnsgy.

3a
peyerimom

UA/5183/01/02

257.

CUHA®/IAH

fluocinol
one

dnyounHo
NIOHY

DO7ACO
4

masb 0,025%;
no 15ry 1y6i

an
"CTALA-

YKpaiHa

TOB «®3
«CTAOA»

YkpaiH
a

BHECEHHS 3MiH [JO peecTpaLiiiHnx
marepianis: 3miHu | Tuny - 3miHu 3

3a
peyenmom

UA/4902/01/01
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Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
acetonid | aueToHig QTIOMIHIEBIN; MO YKPAIHA" AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
e 1 1y6i B nayui 3 Cuctema
KapToHYy KOHTelHep/3aKynopoBasibHUi
3aci6. 3miHa hopmu abo po3mipy
KOHTelHepa un
3aKynoproBasIbHOTO 3acoby
(NepBUHHOI ynakoBkm)
(HecTepunbHI Nikapcbki 3acobu)
3MiHV Ao cneuudikauii BXigHOro
KOHTPOJTI0 NEPBUHHOIO NakKyBaHHS
Cn. 5.14-01-205 «Ty6wm
a/IlOMIHIEBI» NiKAPCbKOro 3acoby
liapokopTn3oH, Masb 1%, a came
BHECEHO YTOYHEHHS [0 TEXHIYHUX
[onyckiB nokasHuka «fliametp
Ty6U» 3 METOI0 NPUBEAEHHS iX Y
BiANOBIAHICTb A0 BUMOT TYY 28.7-
32030717-001:2008 B1po6HMKa
TOB «Ty6HWIA 3aBOAY.
258. | CIrPA sildenafil | cungenac | GO4BEO | Tabnetku, BkpuTi | KIBAXA IHais BadgHa IHAis BHECEHHS 3MiH [J0 peecTpaLiiiHnx 3a He UA/13928/01/01
iny untpat | 3 NAiBKOBOO PA PapmacbloTikasic marepianis: 3MiHu | Tuny - 3miHn peyenmom | nidnse
060/10HKOH, MO DAPMA nra. woao 6e3nekn/edpekTNBHOCTI Ta ae
50 mr;no 1 MPAMBIT hapmakoHarnsgy. 3miHa y
Tabnetyiy NIMITEL KOPOTKili XapakTepucTuy,i
6nictepi; no 1 NiKapcbKoro 3acoby, TEKCTI
6nictepy B MapKyBaHHs Ta IHCTPYKLUIT Ansa
KapTOHHI MeZMYHOro 3aCTOCyBaHHA Ha
ynakoBsLi; no 4 nigcTaBi perynspHo
Tabnetkn y OHOBJ/IOBAHOTO 3BITY 3 6e3neku
6nictepi; no 1 nikapcbKoro 3acoby, abo
6nictepy B [ocnimpKeHb 3 6e3neku
KapTOHHIl 3aCTOCYBaHHSA NikapcbKoro 3acoby
ynakoBLji B nicnspeecTpauiinuii nepiog, abo

SIK pe3ynbTaT OLiHKM 3BITY 3
JocnifpKeHb, NpoBefeHNX
BiANOBIAHO A0 NnaHy
nepjatpnyHux gocnigpkeHs (PIP)
(3MiHy Y3rof>KeHO 3 KOMMNETEHTHUM
YNOBHOB&XEHVM OpraHom)
3MiHN BHECEHO B IHCTPYKLil0 ANs
MeAMYHOro 3acToCyBaHHA
nNiKapcbKoro 3acoby Ao posainy
"B3aemogis 3 iHWVMU NiKapCbKuMu
3acobamu Ta iHLWi BUAK

B3aemogii" 3rigHo 3
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Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
pekomeHgauieto PRAC. TepmiH
BBEJEHHS 3MiH NpoTArom 6
MicSLiB NicNs 3aTBEPAYKEHHS.
3Mminu | TMRY - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn).
3MiHN BHECEHO B IHCTPYKLit0 ANs
MeAMYHOro 3acToCyBaHHA
niKapcbKoro 3acoby A0 po3ainy
"Mo6iuHi peakyji" WwWoao
noBigoMIEHb NPO NiJO3PHOBaHi
no6iyHi peakuii. TepMiH BBEAEHHSA
3MiH - NPOTAroM 6-TW MicsLiB nicns
3aTBEPAKEHHS.
259. | CIrPA sildenafil | cungenHad | GOABEO | tabnetku, Bkputi | [KIBOXA IHAaiA BadHa IHAis BHECEHHS 3MiH O peecTpaLiiHnX 3a He UA/13928/01/02
iny unTtpat | 3 NIiBKOBOO PA dapmacbloTikanc Marepianis: 3mMiHu | Tuny - 3miHK peyenmom | nidnse
060/10HKOH0, MO DPAPMA nra. wopo 6e3sneku/epekTMBHOCTI Ta ae
100 mr; mo 1 MPAVBIT thapmakoHarnagy. 3miHa y
Tabnetyi y NIMITEL KOPOTKIili XapakTepucTu,i
6nictepi; no 1 niKkapcbKoro 3acoby, TekcTi
6nictepy B MapKyBaHHS Ta iHCTPYKUii Ans
KapTOHHIi MeAMYHOro 3aCTOCYBaHHA Ha
ynakoBLi; no 4 nigcTasi perynsipHo
Tabnetkny OHOB/IIOBAHOrO 3BITY 3 6e3nekn
6nictepi; no 1 nikapcbKoro 3acoby, abo
6nictepy B nocnimkeHb 3 6e3neku
KapTOHHI 3aCTOCYyBaHHS MikapCbKoro 3acoby
yMaKkoBLi B nicnspeecTpauiiinii nepiog, abo

K pe3yfbTar OUiHKW 3BiTY 3
JocnigpkeHb, NpoBeAeHnX
BiANOBIAHO A0 MnaHy
negiatpnyHux gocnimxkers (PIP)
(3MiHy Y3ro)keHO 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OPraHom)
3MiHM BHECEHO B IHCTPYKLit0 ANns
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3gainy
"B3aemogis 3 iHWMMU NiKapCbKUMM
3acob6amu Ta iHwWi BUAn
B3aeMopjit" 3rigHo 3
pekomeHgauieto PRAC. TepMiH
BBEJEHHS 3MiH NPOTArom 6
MiCSLiB NiCNs 3aTBEPAXKEHHS.
3MiHu | TUNYy - 3MiHK Woa0
6e3nekn/eddeKTNBHOCTI Ta
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Hassa

MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
hapmakoHarnsgy (iHwi 3MiHn).
3MiHM BHECEHO B IHCTPYKLt0 AN
MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby [0 po3gainy
"Mo6iuHI peakuii™ Wwoao
noBifoMIEHb NPO NiA03pHoBaHi
no6iyHi peaxkuii. TepMiH BBeAEHHS
3MiH - NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS.
260. | CNABITENb- docusat | mokysar AOBAG1 | renb TOBAPUC | YkpaiHa | TOBAPWUCTBO 3 | YkpaiH | BHECEHHS 3MiH [0 peecTpaljiiiHnX Ges UA/18696/01/01
3400POB'A e HaTpito 0 pekTasibHUiA, TBO 3 OBMEXXEHOR a mMaTepianis: yTOUHEHHSs peyenma
sodium 0,12 /10T, no OBMEXE BIANOBIAANBHI peecTpauiiiHoi npoueaypu B
10 ry Ty6i- HOKO CTHO Haka3i MO3 YkpaiHu Ne 1013 Big
KaHtoni; no 1 BIAMOBIA «KOPIMOPAUJIA 24.07.2026 -
abo 6 Ty6- ANBHICT «310POB’A» 3MiHu | TMNY - 3MiHK 3 SKOCTI.
KaHtonb y 10] [oTOBWIA NikapcbkWii 3aci6. 3MiHK Y
Kopobui 3 «KOPMOP BUPOGHMLTBI. 3MiHa po3mipy cepil
KapToHYy ALlIA (BKIrOMAOUM fiana3oH po3mipy
«30POB cepii) roToBOro NikapcbKoro
"> 3aco6by (3mMeHLwweHHsA Ao 10 pasis) -

BBE/IEHHS [A0A4ATKOBOrO PO3Mipy
cepii N3 pns ynakoskn no 10 ry
Ty6i-KaHtoni y kopobui Ne 6
[itoya pepakuis:

Liex Ne 4 dXL|
Po3mip cepii cknagae
1,033 Turc. yn. no 10 r y Ty6i-
KaHtoni y kopobui Ne 6 a6o 6,200
TUC. yn. no 10 r y Ty6i-kaHoni y
Kopo6ui Ne 1 (62,00 kr);
1,550 Tumc. yn. no 10 r y Ty6i-
KaHtoni y kopobLi Ne 6 a6o 9,300
TMC. yn. no 10 r y Ty6i-kaHoni y
kopo6ui Ne 1 (93,00 kr)
MponoHoBaHa peaakuis:
Liex Ne 4 dXL|
Po3wmip cepii cknagae
1,033 Tuc. yn. no 10 r y Ty6i-
KaHtoni y kopobui Ne 6 a6o 6,200
™C. yn.
no 10 r y Ty6i-kaHtoni y kopoobuii Ne
1 (62,00 «r);

1,550 Tumc. yn. no 10 r y Ty6i-
KaHtoni y kopobLi Ne 6 a6o 9,300
TMC. yn. no 10 r y Ty6i-kaHi y
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Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
kopo6ui Ne 1 (93,00 «r);
0,466 Tnc. yn. no 10 r y Ty6i-
KaHtoni y kopobui Ne 6 (28,00 «r)
3MmiHu | TMRY - 3MiHK 3 SKOCTiI.
[0TOBWIA NikapcbkWii 3aci6. 3MiHK Yy
BMPOGHULITBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOTO
NiKapCbKOro 3acoby, BKIKOHAUM
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCSA MPU BUPOOHNLTBI
roTOBOrO NiKapCbKOro 3acoby
(He3HauyHa 3MiHa y npoleci
BMPOGHULITBA) - HE3HAYHA 3MiHa Y
npoueci BUPOGHULITBA FOTOBOIO
nNikapcbKoro 3acoby - AoAaBaHHsA
peakTopa —romoreHizatopa 12
[ns cepiii Manoro o6’emy.
261. | CMEKTANIA® diosmec | giocmekt | AO7BCO | cycneHsis MANONI dpaHuis BupobHuyTBo, ®paHy, | BHECEHHS 3MiH A0 pPeeCTpaLiiHNX 6e3 nionge | UA/16696/01/01
tite T (cmeknT | 5 opanbHa, 3 T; No PAPMA nepBuHHE Ta is marepianis: 3miHu | Tuny - peyenma ae
nioktaeap 10,27 r cycneHaii dPAHC BTOPVHHE AAMiHICTpaTVBHI 3MiHW. 3MiHa
NYHWIA) opaslbHOI B nakyBaHHs, HaliMeHyBaHHS Ta/abo agpecu
nakeTuky; no 12 KOHTPO/b SIKOCTI, 3asBHMKa (BacHuka
nakeTukiB y BUNYyCK cepii Ta peecTpaLiiHOro NocBigYEHHS)
KapTOHHIi 36epiraHHs: 3MiHa Ha3BW | agpecu 3asBHUKA,
Kopoo6Li MAOI OCKINIbKK Lie NOB’sA3aH0 3
IHOYCTPI, MapKeTMHIOBOK NOJITUKO
PpaHuis; KOMMaHii -
Brpo6HMUTBO, 3MiHa HalimeHyBaHHS Ta agpecu
nepBuHHe Ta 3as1BHUKA (BnacHuka
BTOPVHHE peecTpauiiHoro nocBig4YeHHs), SK
nakyBaHHs, HacnifoK - BHECEHO iHdhopMaLiio

KOHTPO/b SIKOCTI,
BWMYCK cepii Ta
36epiraHHs:
dapmaric,
PpaHuin

LLL0Z0 3asBHYMKa Ta ioro
MiCLLe3HaXOMKEHHS B iIHCTPYKLLiO
AN MeAnYHOro 3acToCyBaHHs
nikapcbKoro 3acoby. TepMiH
BBE/EHHA 3MiH - NPOTArom 6
MiCSLIB NiCNs 3aTBEPAXKEHHS.
3MiHu | TUNY - AgMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHSA AiS/IbHOCTI
BMPOGHMKa/iMnopTepa rotosoro
nikapcbKoro 3acoby, BKoUaum
OinbHULI BUNYCKy cepii abo micue
NpoBefieHHSI KOHTPOJIKO SIKOCTI.
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arka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
(misnbHIiCTb, 3a AKy Bignosigae

BUMYCK cepili) 3MiHa Ha3BK Ta
aapecy BUPo6HUKa, 6e3 3MiHK
MicLSi BUPO6HULTBA: 3MiHK
BHECEHI B IHCTPYKLiito AN
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3aiiv
«BUpo6HUK» Ta
«MicLe3HaxomkeHHs! BUPOGHMKa
Ta agpeca Micus NPoBaKeHHs
oro AisanbHOCTI», SIK HAC/iA0K —

YNaKoBKM NiKapCbKoro 3acoby Ans

TepMiH BBELIEHHS 3MiH - NPOTArom
6 MicAuiB nicna 3aTBEPAXKEHHS.
3MiHu | TUny - AgMiHICTpaTUBHI

3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo afpecu micus
NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa (BK/IOYaouu, 3a
Heo6XifHOCTI, Micue NpoBeAeHHs
KOHTPOJII0 SIKOCTI), ab0 BnacHuKa
macTep-aiina Ha Adl, abo
nocravanbHuka Adl/BuxigHoro

MaTepiany/peareHTy/npoMiKHOro

NPOAYKTY, L0 3aCTOCOBYIOTHCSA Y

BMPOGHMLTBI ADI (KLLO
3a3HaYeHo y 0CLE Ha NikapcbKuii
3acib) 3a BigcyTHOCTI cepTudikata

BiANOBiAHOCTI EBpONeEliChKiit
thapmakonei y 3aTBep)keHOMy

[0Cbe, a60 BUPOOHUKA HOBOI
[LOMOMDKHOT PEYOBUHM (AKLLO
3a3HayYeHo y OCbE) 3MiHa Ha3BM

BMPOGHMKA Aito40i pevoBuHN, 6e3

3MiH MicLS BUPOBHULTBA:
3areBepaxeHo: BOPYP INMCEH

IHOYCTPI - BEAUFOUR IPSEN

INDUSTRIE. 3anponoHoBaHo:

MAWVONI IHAYCTPI - MAYOLY

INDUSTRIE TepmiH BBEAEHHSA

3MiH - NPOTArom 6 micsAuiB nicns

BUPOGHMK/IMNOpTEP, BKIKOYAUM

3aTBepKEeHHA TEKCTY MapKyBaHHA

Bupo6HuKa «MAVONI IHOYCTPI».

3aTBEPMAKEHHS. 3MiHu | Tvny -
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Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
3MiHM Wwoao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn).
OHOBJIEHHSA TEKCTY MapKyBaHHs
NepBUHHOI Ta BTOPUHHOI YNakoBOK
nikapcbKoro 3acoby, a came:
BHECEHHS pefaKLujiiiHuX NpaBokK no
TekcTy. TepmiH BBeA,eHHS 3MiH -
npotArom 6 micsuis nicns
3aTBEPAKEHHS.
262. | CMEKTANIA® diosmec | piocmekt | AO7BCO | cycneHsis MAMOSI PpaHuis Bupo6bHuuTBO, ®paHL, | BHECEHHS 3MiH A0 peecTpavinHux 6e3 UA/16696/01/01
tite T (cmekT | 5 opasibHa, 3 T; no DPAPMA nepBuHHE Ta in marepianis: 3MiHu | Tuny - 3miHK peyenma
aioktaegp 10,27 r cycneHsii ®PAHC BTOpPUHHE woao 6e3nekn/edpekTNBHOCTI Ta
WNYHWIA) opasibHOT B nakyBaHHs, chapmakoHarnsgy. BeegeHHsa abo
nakeTuky; no 12 KOHTPO/b AKOCTI, 3MiHM [0 y3ara/ibHEHNX JaHuX Npo
nakeTukiB y BUMYyCK cepii Ta cuctemy chapmakoHarnagy
KapTOHHIl 36epiraHHs: (BBEAEHHSA y3ara/ibHEHUX AaHnX
Kopoo6Li MAONI npo cuctemy chapmakoHarnsgy,
IHOYCTPI , 3MiHa yNoBHOBaXeHOI 0cobw,
dpaHuis; BiANOBIAA/ILHOI 32 34iiCHEHHS
Brpo6HMUTBO, hapmakoHarnsgy; KOHTakTHoT
nepBuHHe Ta 0cobu 3 chapmakoHarnsagy
BTOPUHHE 3asBHUKA 419 3AiICHEHHSA
nakyBaHHs, thapmakoHarnagy B YkpaiHi, SKLL0

KOHTPO/b SIKOCTI,
BUNYyCK cepii Ta
36epiraHHs:
dapmaric,
PpaHuis

BOHa BiJMiHHa Bif, yNTOBHOBaXeHOT
ocobw, BignoBiganbHOI 3a
3[iicHeHHs hapmakoHarnagy
(BK/THOYAOUM KOHTaKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-gaiina cuctemm
thapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0COOU 3aABHUKA,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
thapmakoHarnagy. fitoua
pegakuis: Cinbsis CicMoHzO /
Sylvie Cismondo. MNponoHoBaHa
pepakuis: Hikonac ®eppapi /
Nicolas Ferrari.
3MiHa KOHTaKTHUX AaHnX
YMOBHOB&XEHOI 0CO6Y 3asBHIIKA,
BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsagy. 3miHa
KOHTaKTHOI 0CO6U 3aABHUKA,
BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnagy B Ykpaini. Jitoua
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
pegakuisi: LWanka Onena
BonogumupisHa.
MponoHoBaHa pegakuis:
MpaconeHko Onist BanepiiBHa.
3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0CO6U 3asBHUKA,
BigNoBiAa/IbHOI 3a
hapmakoHarnsag B YkpaiHi. 3miHa
Micus 3AiACHEHHSI OCHOBHOT
LISNbHOCTI 3 hapMakoHarnsgy.
3MiHa MicLle3HaxoMKeHHsA MacTep-
(paiitna cuctemun chapmakoHarnsgy
Ta ioro Homepa.
263. | COPBOJIOHI - Kceporenb | AO7BC Kancynu no 0, MpAT YkpaiHa MpAT «EO® YkpaiH | BHECEHHS 3MiH 10 peecTpaLiiiHnX 6e3 nionsie | UA/20000/01/01
AETOKC nonimeTun 427rno 7 «EO® «KPEOMA- a martepianis: 3miHu | Tuny - peyenma ae
CU/IOKCaHy Kancyny «KPEOMA DAPM» AZMiHICTpaTMBHI 3MiHN. 3MiHa
, 6nictepi, no 1 -OAPM» HalimeHyBaHHs Ta/abo agpecu
rigpocpinis abo no 2 3asBHVKa (BNacHvka
oBaHui 6nictepu y peecTpavuiiHOro nocBigYeHHs)-
iHyniHOM Kopobui 3 3MiHa agpecu 3asiBHUKa(BIacHMKa
KapToHy; no 10 peecTpauiiHoro NocBigYeHHs).
Kancyny 3MiHN BHECEHO B IHCTPYKLil0 ANs
6nicTtepi, no 1 MeAMYHOro 3aCTOCyBaHHSA
abo no 2 nNiKapcbKoro 3acoby LWoao
6nictepu y MiCLLe3HaXOPKEHHS 3asBHUKA.
Kopobui 3 BBefeHHA 3MiH NPOTAroM 6-Tn
KapToHYy MicSLiB NiCNs 3aTBEPAYKEHHS.

3MmiHu | TYny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaXEHHS AiS/IbHOCTI
BMpo6HUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKoYatoum
AinbHUUI BUNYCKy cepii abo micue
NPOBeEHHA KOHTPOJIKO SKOCTI.
(@isinbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMNOpTEp, BKIOYaUM
BUMYCK cepiid) - 3miHa agpecu
MiCLii NPOBaKEHHS AiSNbHOCTI
BMpOGHMKa /13,6€e3 3miHM Micus
BMpO6GHULUTBA. 3MiHW BHECEHO B
IHCTPYKLj0 418 MeanyHoro
3acTOCyBaHHS Nikapcbkoro 3acoby
y po3gain "MicLe3HaxomKeHHs
BMpo6HMKa Ta agpeca Micus
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH

Homep
peecmpayiliHo
20
nocsioYyeHHs1

NPOBaPKEHHS OT0 AiS/IbHOCTI" 3
BiANOBIAHVMMN 3MiHAMMN B TEKCTI
MapKyBaHHS1 yNakoBOK. BBeeHHs
3MiH NPOTAroM 6-TW MicALiB nicns
3aTBEepPMKEHHS. 3MiHK | Tuny -
3MiHV Wwoao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. BeefneHHs abo
3MiHW [0 y3arasibHEHNX AaHuX Npo
cuctemy chapmakoHarnagy
(BBEAEHHS y3arasibHEHNX AaHUX
npo cuctemy thapmakoHarnsgy,
3MiHa yNMOBHOBaXeHOI 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 chapmakoHarnisgy
3asBHUKa 419 3AiICHEHHA
thapmakoHarnagy B YkpaiHi, SKL0
BOHa BiJMiHHA Bif, yNTOBHOBaXeHOI
ocobu, BiAnoBifabHOI 3a
3pilicHeHHs chapmakoHarnaay
(BK/THOYAKOYUM KOHTaKTHI AaHi)
Ta/abo 3MiHW Y PO3MiLLEeHHi
macTep-alina cucremm
thapmakoHarnsgy) -3MiHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
0ocobu 3asBHUKA, BiANOBIAA/ILHOI
3a hapmakoHarnag. 3miHa
MiCLIe3HaxXopKeHHs macTep-
thaiina cucrtemm
thapmakoHarnagy. 3miHa micus
3[iACHEHHSI OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsaay.

264.

CMA3MEKC®

trospium

Tpocnito
xnopuga

G04BDO
9

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOI0, MO
15 wr; no 10
Tabnetok y
6nicTepi; no 3
6nictepu y
KapTOHHIl
Kopoo6Li

TOB
«BOPBAP
TC
DAPMA»

Nartsilic
bKa
Pecnybn
ika

[Ap. Ndpnerep
ApuHaiimiTTens

m6X

Himeu
ynHa

BHECEHHS 3MiH 0 peecTpavLiiiHnX
MaTtepianis: 3miHa 3asBHUka 13
(MIBIM) (BnacHWKa peecTpauiinHoro
noceigueHHs) (3rigHo Hakazy MO3
Big 23.07.2015 Ne 460). BignosigHi
3MiHV BHECEHO Yy TEKCT
MapKyBaHHS YNakoBKW NiKapcbKoro
3aco6y. 3miHu | TUny - 3MiHn
oo 6e3nekn/ehpekTnBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEeHWX AaHuX Npo
cuctemy cpapmakoHarnsgy

3a
peyenmom

UA/11835/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH

Homep
peecmpayiliHo
20
nocsioYyeHHs1

(BBEAEHHSA Yy3araslbHEHNX JaHUX
npo cucTemy chapmakoHarnsgy,
3MiHa yNnoBHOBaXeHOIT 0cobw,
BiANOBiAA/IbHOI 32 3AiCHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 chapmakoHarnsgy
3as1BHMKA 419 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, AKLWO
BOHa BifMiHHA Bif, yNOBHOBaXeHOT
ocobw, BignoBigabHOI 3a
3[jiicHeHHs1 hapMakoHarnsay
(BK/IIOYAKOYN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-aiina cuctemu
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOI 0CO6Y 3asBHIIKA,
BignoBiganbHOI 3a
thapmakoHarnag. fivova pegakuis:
Daniela Dollfelder. MNponoHoBaHa
pegakuis: Enb Kasnb Hatanis
tOpiiBHa. 3MiHa KOHTaKTHUX JaHUX
YMOBHOB&XEHOI 0CO6Y 3asBHIIKA,
BignoBigabHOI 3a
hapMakoHarnsg. 3miHa
MiCLIe3HaxXOpKeHHsI macTep-
(haiina cuctemn chapmakoHarnsay
Ta lioro Homepa.
3MiHa Micus 34iICHEHHS OCHOBHOI
LiSNbHOCTI 3 thapmakoHarnagy.
3MiHu | TURY - 3MiHK Wwoao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu)-
OHOB/EHHS TEKCTY MapKyBaHHS
NEepBUHHOI Ta BTOPUHHOI YNakoBOK
nikapcbkoro 3acoby.

265.

CMA3MEKC®

trospium

Tpocnito
xnopug 9

G04BDO

TabneTtkn, BKPUTI
NAiBKOBOO
060/10HKOH0, MO
15 mr; no 10
Tabnetok y
6nictepi; no 3
6nictepu y
KapTOHHIl
Kopoobui

TOB
«BOPBAP
TC
DAPMA»

Narsivic
bka
Pecnybn
iKa

[p. Ndonerep
ApuHaiimiTTens
M6X

Himey
ynHa

BHECEHHS 3MiH 0 peecTpaLiiHnX
marepianis: 3miHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu
MiCLSl NPOBaKEHHS AiSNIbHOCTI
BMpo6HUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKoYatoum
AinbHUUI BUNYCKy cepii abo micue
NPOBeEHHA KOHTPOJIKO SKOCTI.
(gisnbHICTb, 3a 5Ky BigNoBigae

3a
peyerimom

He
nionse
ae

UA/11835/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

BMPOGHMK/IMNOpTEp, BK/IOYaYM
BWMYCK Cepiii) 3MiHa agpecu
BMPOGHMKA, 6€3 3MiHM MicuA

BMPOGHMLTBA: 3MiHM BHECEHO B
po3ain "Micue3HaxoKeHHs
BMPOGHMKA Ta agpeca Micua

NMPOBaPKEHHS OT0 Ais/IbHOCTI" B
IHCTPYKUiO AN MeguyHoro

3aCcTOCyBaHHS NikapCcbKoro 3acoby
Ta fK HacnNifokK - y TeKCT
MapKyBaHHS YNakoBKW NikapcbKoro
3aco6y. 3MiHu | TUNY - 3MiHK
oo 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn)
3MiHWN BHECEHO B IHCTPYKLitO ANA
MeAMYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby B po3ain

"GapmMakoTepanesTMyHa rpyna.

Kog ATX" (yTOUHEHO Ha3By
chapmakoTepaneBTUYHOI rpynu 6e3
3MiHW Kogy ATX) Ta pefakuiiiHi
3MiHM B po3ginu "Cknag",

"Ynakoska", "MicLe3HaxomKeHHs
BMPOGHMKA Ta agpeca Micua

NPOBaPKEHHS OTr0 Ais/IbHOCTI", a

Takox B po3ain "MobiyvHi peakuii”

LLIO/10 B&XK/IMBOCTI 3BITYBaHHS Npo
nifgo3proBaHi No6iyHi peakuii.

3MiHV BHECEHO B TEKCT

MapKyBaHHA BTOPMHHOT yNakoBKu

nNiKkapcbKkoro 3acoby (nyHkTn 3, 5).

266.

CTOMATO®IT A

eKCTpakT
piaKniA i3
cyMiLi
CUPOBWHN:
KBITOK
pomalLLKu
(Matricaria
chamomill
alL.),

Kopu
ny6a
(Quercus
robur L.),
nmcts

AO1AD1
1

po34nH Ans
poTOBOI
MOPOXHWHM NO
25mny
dnakoHi; no 1
chnakoHy B
KapTOHHIl
Kopo6ui, no 25
My do1akoHi 3
posnunioBavemM
Ta ansikatopom,
no 1 donakoHy B
KapTOHHIl
Kopoo6ui

diTochapm
Knenka C.
A.

MonbLa

ditochapm KneHka

C. A

MNonb
wa

BHECEHHS 3MiH [J0 peecTpaLiiiHnx
marepianis: 3miHu | Tuny - 3miHu 3
akocTi. A®l. KoHTponb A®L. 3miHa
y meTogax sunpobysaHHsA APl abo
BUXiAHOr0 Marepiany/npomikHOro
NpoAyKTy/peareHTy, Wo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MIHK
y 3aTBepKeHNX MmeTodax
BMNPO6YBaHHS)

He3HauHi 3MiHM go metoamkm TLUX
Identity testing gns BuxigHoro
MaTepiany apHiku Tpasu. 3MiHu |
TMny - 3MiHK 3 aKocTi. ADL.

6e3
peyenma

UA/8656/01/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
Lwasnii KoHTponb A®I. 3miHa y meTogax
(Salvia BUNpo6yBaHHA APl abo BUXigHOro
officinalis mMaTtepiany/npombKHOro
L.), Tpasmn npoaykTy/peareHTy, LWo
apHikn BUKOPWCTOBYETLCA Y NPOLIECI
(Arnica BMPOGHULTBA AD| (HE3HAYHI 3MiHK
montana y 3aTBepKeHNX MmeTodax
L.), BMNPOOYBaHHA) HE3HAUHI 3MiHM A0
KopeHeBu meToamkm TLUX Identity testing
wa aipy BUXIJIHOTO MaTepiasly KOpeHeBuLLa
(Acorus aipy. 3miHu | TMny - 3MiHK 3 AKOCTI.
calamus A®I. KoHTponb APl. 3miHa y
L.), Tpasmn mMeTofax BunpobyBaHHs A®| abo
M’'ATU BMXIZAHOro MaTepiany/npomiKHOro
nepuesoi npoAayKTy/peareHTy, L0
(Mentha BVIKOPVICTOBYETbLCS Y NPOLIECI
piperita BUpOOHULUTBa AP| (HE3HAUHI 3MIHN
L.), Tpasu y 3aTBEPKEHNX METofaxX
yebpeuto BMNPOOYBaHHA) HE3HAYHI 3MiHW A0
3BMyaiiHor mMeToaukm TLUX Identity testing
o (Thymus aKTUBHOI cybcTaHLii. 3MiHu Il Tuny
vulgaris - 3MiHu 3 aKocTi. AdI.
L.), Bupo6HMLuTBO. 3MiHM B npoLeci
aHecTesnH BMpobHULUTBa APl (3miHa Y
nikapcbKoMy 3ac06i pOC/IMHHOIO
MOXOKEHHS, SIKa CTOCYETbCA
OfHI€T 3 TAKNX XapaKTePUCTUK:
[DKepeno NOXOMAKEHHA CUPOBUHMY,
cnoci6 BMpo6bHuLTBa abo
BWUTOTOB/IEHHS) 3MiHA PErioHy
NMOXOKEHHS BUXIAHOT CMPOBUHM
YebpeLto TpaBa Ta BHECEHHS 3MiH
[0 onucy npouecy BUPOGHULITBA.
3arBepakeHo: PerioH
noxomkeHHs: LieHTpanbHa Ta
CxigHa €spona 3anponoHoBaHo:
PerioH noxomkeHHs: €spona:
Monbuia; Adppuka: €rvner.
267. | CTPENCI/IC® - 2,4- RO2AA0 | nboAsiHWKK, NO PekkiTT Benvka PekkiTT BeHkizep Benuk | BHECEHHS 3MiH 4O peecTpaLiiHNX 6e3 UA/13607/01/01
ONs OITEN 6+ anxnopbe | 3 12 nboAsHUKIB Y BeHkizep BputaHi Xenckep a marepianis: 3miHu | Tuny - 3miHu 3 peyenma
H3U/10BWiA 6nictepi; no 1 Xenckep A IHTEpHELUHN Bputa | skocTi. FoTOBWMIA Nikapcbkuii 3aci6.
cnupr, abo 2 6nictepn IHTepHeLUH Nimiteq Hist 3MiHM Yy BUPOBGHMLTBI. 3MiHa
aminmeTak B KapPTOHHIl n Nimiteq, iMnopTepa/aMiHu, L0 CTOCYIOThCA
peson Kopoobui BMNYCKY cepil Ta KOHTPOIO AKOCTI
rOTOBOIO JIiKApCbKOro 3acoby
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

(3amiHa abo fofaBaHHs
BMpO6HUKa, LLO BiAMNoBigaE 3a
BBE3EHHA Ta/abo BMNycK cepil) -
He Bktovatoum
KOHTPONb/BUNPOBYBaHHSA cepil -
[o matepianis peecTpauiiHoro
[0CbE BHOCUTLCS iHChopMaLis Mpo
iMnopTepa ToBapucTBO 3
06MEeXeHo10 BifnoBifanbHICTIO
«PekkiTT BeHkizep Xaycxong EHg,
Xenc Kep YkpaiHa». 3MiHu
BHOCATLCS 3riHO BUMOT
noctaHoBu KabiHeTy MiHicTpiB
Ykpainu Ne 287 Big 14.03.2025 p.
Mpo 3aTBepaXeHHs Mopsaaky
BBE3EHHS Ha TepuTOpIlo YKpaiHu
NiKapcbKux 3acobiB.

268.

CTPEMNCI/NIC® 3
MEAOM TA
NTMMOHOM

2,4-
Anxnopbe
H3W0BWUIA
cnupT;
aminmeTak
peson

RO2AA0
3

NbOAAHUKN, NO
12 nboAsHWKIB Y
6nictepi; no 2
6nictepu B
KapTOHHIl
Kopo6bui

PekkiTT
BeHkizep
Xernckep

IHTepHeLUH
n Niviteg

Benuvka
BputaHi
A

PekkiTT BeHkizep
Xenckep
IHTepHeLwHN
Nimiteq

Benuk

Bputa
Hist

BHECEHHS 3MiH [0 peecTpaLiiHnX
marepianis: 3miHu | Tuny - 3miHu 3
sKocCTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYITbCA
BUMYCKY Cepii Ta KOHTPO/IKO AKOCTI
rOTOBOrO JliKapCbKOro 3acoby
(3amiHa abo gogaBaHHs - [0
Marepianis peecTpaLjiiiHoro Aocbe
BHOCUTbCS iHChopMmaLis npo
imnopTepa ToBapucTBO 3
06MeXeHOH0 BifnoBigabHICTIO
«PekkiTT BeHkizep Xaycxong EHg,
Xenc Kep YkpaiHa». 3miHu
BHOCSITbCA 3TiAHO BUMOT
noctaHosu KabiHeTy MiHicTpiB
Ykpainu Ne 287 Big 14.03.2025 p.
Ipo 3aTBepaKeHHs MNopsaaky
BBE3EHHS Ha TepMTOpIto YKpaiHu
NiKapCbKNx 3acobiB.

6e3
peyenma

UA/6400/01/01

269.

CTPENCI/IC® 3
MEHTO/IOM TA
EBKANINTOM

2,4-
avxnopbe
H3WT0BUIA
cnupT;
aminmeTak
pesorn;
NEeBOMEHT
on

RO2AA0

NbOAAHNKN, NO
12 nboAsHWKIB Y
6nictepi; no 2
6nictepu B
KapTOHHIi
KopooLi

PekkiTT
BeHkizep
Xerckep

IHTepHeLH
n Niviteg

Benvka
BputaHi
a

PekkiTT BeHkizep
Xernckep
IHTepHeLHN
Nimiten

Benuk

Bputa
Hist

BHECEHHS 3MiH [JO peecTpaLiiiHnx
marepianis: 3miHv | Tuny - 3miHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHM Y BUPOBHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTbCA
BUNYCKY Cepii Ta KOHTPONIO AKOCTI
roTOBOrO JliKapCbKOro 3acoby
(3amiHa abo gofaBaHHs

6e3
peyenma

UA/6401/01/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
BMPOGHMKa, L0 Bignosigae 3a
BBE3EHHSA Ta/abo BMNycK cepil) -
He Bkntovaroun
KOHTPO/b/BMNPOGYBaHHS cepil -
[lo matepianis peecTpauiiiHoro
[0CbE BHOCUTbLCA iHhopMmaLis npo
imnopTepa ToBapucTBO 3
06MeXeHOH0 BifnoBigabHICTIO
«PekkiTT BeHkizep Xaycxong EHg,
Xenc Kep YkpaiHa». 3miHu
BHOCSTbCS 3TiAHO BUMOT
noctaHosu KabiHeTy MiHiCTpiB
Ykpainu Ne 287 Big 14.03.2025 p.
[po 3aTBEpAKeHHs MNopsaaky
BBE3EHHS Ha TepuTopito YKpaiHu
NiKapCbKNx 3acobiB.
270. | CTPENCI/IC® flurbiprof | dnyp6inp R0O2AX0 | cnpei PekkiTT Benvka BUNYyCK cepil: Benuk | BHECEHHSI 3MiH 40 peecTpaLinHux 6e3 UA/15692/01/01
IHTEHC/B en ocheH 1 OPOMYKO3HWIA, BeHkizep BputaHi PekkiTT BeHkizep a marepianis: 3miHu | Tuny - 3miHu 3 peyenma
po3uuH 8,75 Xenckep A Xenckep Bputa | skocTi. FoTOBMIA Nikapcbkuii 3aci6.
mr/go3sa; no 15 IHTepHeLUH IHTEpHELUHN His/ 3MiHM Y BUPOOHULTBI. 3MiHa
M1y h/1aKOoHi; n Niviteg Nimiten, Benvka Taina iMnopTepa/3miHu, L0 CTOCYOTbCS
no 1 donakoHy B BputaHis; HA BWMYCKy Cepii Ta KOHTPO/IH0 SKOCTI
KapTOHHIl BUPOBHULTBO, rOTOBOrO JliKapCbKOro 3acoby
Kopoo6Li nakyBaHHs Ta (3amiHa abo gofaBaHHs
NepBUHHWIA BUMYCK BMPOGHMKa, L0 Bignosigae 3a
roToBOro BBE3€eHHA Ta/abo Bunyck cepii) -
niKapcbKoro He Bktovarum
3acoby: PekkiTT KOHTPO/b/BMNPOGYBaHHSA cepil -
BeHkizep Xenckep [lo matepianis peecTpauiiiHoro
MaHydhekuypiHr [0CbE BHOCUTbCS iHChopMmaLis npo
(Tainang) Nimiteq, iMmnoptepa ToBapucTBo 3
TainaHpg, 06MeXeHOH0 BifnoBigabHICTIO
«PekkiTT BeHkizep Xaycxong EHg,
Xenc Kep YkpaiHa». 3miHu
BHOCSITbCA 3TiAHO BUMOT
noctaHosu KabiHeTy MiHicTpiB
Ykpainu Ne 287 Big 14.03.2025 p.
Ipo 3aTBepaKeHHs MNopsaaky
BBE3EHHS Ha TepMTOpIto YKpaiHu
NiKapCbKNx 3acobiB.
271. | CTPENCI/IC® - 2,4- RO2AA0 | NboAsiHUKK MO PekkiTT Benvka PekkiTT BeHkizep Benuk | BHECEHHSI 3MiH 40 peecTpavinHux 6e3 UA/6479/01/01
OPUIIHABbHNIA anxnopbe | 3 12 nboAsHWKIB Y BeHkizep BputaHi Xenckep a marepianis: 3miHv | Tuny - 3miHu 3 peyenma
H3UI0BWIA 6nictepi, no 2 Xenckep A IHTepHeLH Bputa | skocTi. FoTOBMIA Nikapcbkuii 3aci6.
cnupr; 6nictepu B IHTepHeLUH Nimiten Hist 3MiHM Y BUPOBHULTBI. 3MiHa
aminmeTak KapTOHHIi n Nimiteq iMnopTepa/aMiHu, L0 CTOCYHTbCA
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
peson Kopoo6Li BWMYCKY Cepil Ta KOHTPO/IH0 SKOCTI
roTOBOrO NiKapCbKOro 3acoby
(3amiHa abo gofaBaHHs
BMPOGHUKa, LLIO Bignosigae 3a
BBE3EHHSA Ta/abo BMNycK cepil) -
He Bkntovaroun
KOHTPO/b/BMNPOGYBaHHS cepil -
[lo maTepianis peecTpauiiiHoro
[0CbE BHOCUTbLCSA iHhopMmaL,is npo
imnopTepa ToBapucTBO 3
06MeXeHOH0 BifnoBigabHICTIO
«PekkiTT BeHkizep Xaycxong EHg,
Xenc Kep YkpaiHa». 3miHu
BHOCSTbCS 3TiAHO BUMOT
noctaHosu KabiHeTy MiHiCTpiB
Ykpainu Ne 287 Big 14.03.2025 p.
[po 3aTBEpAKeHHs MNopsaaky
BBE3EHHS Ha TepuTOopito YKpaiHu
NiKapCbKNx 3acobiB.
272. | CYNPOCTUNIH chloropy | xnoponipa | RO6ACO | Tabnetku no MpuBaTHe | YkpaiHa MpuBaTHe YKkpaiH | BHECEHHS 3MiH 10 peecTpaLiiiHnX 6e3 UA/6323/01/01
ramine MiHy 3 0,025 r; no 10 aKLioHepH akuioHepHe a MaTepianis: 3miHu | TMny - 3MiHK peyenma
rigpoxnop Tabnetok y e TOBapuUCTBO woao 6e3nekn/edpekTNBHOCTI Ta
na, 6nictepi; no 1 TOBapucTB «J1ekxiMm-XapkiB» hapmakoHarnagy (iHwi 3MiHun)
abo no 2 0 «J1ekxim- OHOB/IEHO TEKCT MapKyBaHHS
6nictepy B nauuj XapkiB» NepBUHHOT Ta BTOPVHHOT YNakKoBKU
3 KapTOHY nikapcbKoro 3acoby, a came:
BWUIYYEHO iH(hopMaLlito, 3a3HaueHy
POCICbKOI0 MOBOIO, BHECEHO
3MiHU Y TEKCT MapKyBaHHS
NepBUHHOT (M. 2, 6) Ta BTOPUHHOI
(n. 2, 4, 11, 16, 17) ynakoBku, a
TaKoX 3p06/1eHO He3HAYHI
pejakuiiHi npaskn. TepmiH
BBEJEHHS 3MiH NPOTArom 6
MiCALB Nic/a 3aTBEPAKEHHS.
273. | CYNPOCTUNIH chloropy | xnoponipa - Tabnetku no MpuBaTHe | YKpaiHa MpusaTHe YkpaiH | BHECeHHS 3MiH [0 peecTpaliiHnX - UA/2982/01/01
ramine MiHYy 0,025 r; in bulk: aKuioHepH akuioHepHe a MaTepianis: 3miHu | TUNy - 3MiHK
rigpoxnop no 3000 e TOBapucTBO wopo 6e3sneku/epekTMBHOCTI Ta
na, Tabnetoky TOBapucTB «J1ekxim-Xapkis» thapmakoHarnagy (iHwi 3MiHN)
KOHTelHepax 0 «Jlekxim- OHOB/IEHHSA TEKCTY MapKyBaHHs
XapkiB» chopmu in bulk, y 38’s3ky 3

BUJTYyYEHHSAM TEKCTY MapKyBaHHs

POCI/iCbKOI0 MOBOIO Ta BHECEHHS

pejakuiiHux npaBok 3a n.n. 2, 4,
11, 17 ansa doopmu in bulk.
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
TepmiH BBEAEHHSA 3MiH MPOTAroM 6
MiCALB Nic/IA 3aTBEPAXKEHHS.
274. | TAQANA®IN tadalafil Taganadi GO4BEO | TtabneTtku, BKpUTI AKKopA, Monbua BTOPWUHHE Benuk | BHeceHHs 3MiH 40 peecTpavinHux 3a UA/19557/01/01
FEHEAM n 8 NAiBKOBOO Xenckea nakyBaHHS: a Marepianis: 3mMiHu | Tuny - 3miHK peyenmom
060/10HKOH0, MO Moncka AKKOP[ Bputa wopo 6e3sneku/edpekTMBHOCTI Ta
20 mr; no 2 Cn. 3.0.0. XEJICKEA His/ thapmakoHarnsgy. BeegeHHs abo
Tabnetkn y NIMITEL, Benvka | Yropu, | 3MiHW A0 y3araslHEHUX AaHVX Npo
6nictepi; no 1 BpuTaHis; nHa/ cuctemy hapmakoHarnsgy
6nictepy y KOHTPO/b AKOCTI: ITanis/ (BBEAEHHSA Y3araslbHEHUX AaHNX
nauuyj; no 4 ACTPOH Monb npo cuctemy chapmakoHarnsgy,
Tabnetkn y PECHLOPY wa/ 3MiHa yNOBHOBaXeHOI ocobu,
6nictepi; no 1 NIMITEA, Benuka | ManbT BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
abo 2 6nictepn BputaHis; a/ hapmakoHarnsgy; KOHTakTHoT
B nauuj KOHTPO/b SKOCTI: IHAis ocobu 3 hapmakoHarnsgy
€spochiHc 3asBHMKa AN 34IMCHEHHSA
AHaniTikan thapmakoHarnagy B YkpaiHi, SKLi0

Cepsices XaHrepi
KdpT., YroplumHa;
BTOPUHHE
nakyBaHHS:
LiERYENb
CEMNAI YENH
(Itanis) CMNA,
ITanis;
BVPOGHMLTBO
niKapcbKoro
3acoby, nepBuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/Ib SKOCTI
cepii, ekcnopT Ha
[iNbHMLO BUNYCKY
cepii:

IHTac
$apmacbloTikanic
Nimiten, HAais;
KOHTPO/b SIKOCTI:
®APMABAJIL,
nra.
Mikpob6ionoriyHa
nab6opaTopis,
YropumHa;
KOHTPO/b SIKOCTI:
dapmagokc
Xernckea /114,

BOHa BiZJMiHHA Bif, YyNOBHOBaXEHOT
ocobwu, BiAnoBigasIbHOI 3a
3pjicHeHHs hapMakoHarnsay
(BK/KOHAKOYM KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-aiina cucremu
thapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BignoBigabHOI 3a
hapmakoHarnsg.

[itoua pepakuin: Apnetta
BepuHcbka / Arletta Werynska.
MponoHoBaHa pepakuin: Arata
leiiceBny / Agata Gesiewicz.
3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0Ccoby,
BiANOBIA&/IbHOI 3a
chapmakoHarnag,.
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Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
ManbTa;
BiAnoBiganbHMIA 3a
BUMNYCK Cepii:
Akkopf Xesnckea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
MNonbLia
275. | TABANIOK™ - HacTolika G02CX Kpanni opabHi, TOB YkpaiHa | [Op. Nyctas KnsiiH Himey BHECEHHS 3MiH [J0 peecTpaLiiiHnx 6e3 nionse UA/8499/01/01
cymiLi po3uuH; no 50 "YHIBEPC v6X & Ko. KI ynHa marepianis: 3MiHu | Tuny - 3miHK peyenma ae
nNiKapCcbKoi mn abo 100 mny ANbHE woao 6e3nekn/edpekTBHOCTI Ta
POCVHHOI dhnakoHi; no 1 AFEHTCT hapmakoHarnsgy. 3miHum y
CUPOBUHN: dnakoHy y BO "MPO- TepaneBTUYHUX MOoKa3aHHAX
KOpeHiB KapTOHHIl DAPMA" (BUNYYEHHS TepaneBTUYHOrO
nabasHuky Kopo6ui; no 100 nokasaHHs) - 3MiHW BHECEHO [0
LecTtunen My doaKoHi; IHCTPYKLUii ANs MeguyuHoro
IOCTKOBOTO no 2 a6o 3 3acToCyBaHHS Nikapcbkoro 3acoby
(Filipendul donakoHn y 00 po3ainy "MokasaHHsA"
a vulgaris KapTOHHY (BUNYYeHHS TepaneBTUYHOIO
Moench), KOpPOO6KY i3 nokasaHHs "®ibpomioma mMaTkn") 3
KOpEHiB KapTOHHOIO BiANOBIAHMMU 3MiHAMU [0 TEKCTY
neTpyLUK/ pO34iNbHO MapKyBaHHS yNakoBKU /iKapcbKoro
KyuepsBoi BCTaBKOIO 3acoby. BBefieHHA 3MiH NpoTArom
CBIXMX 2 micAauiB nicnsa 3aTBEPAKEHHS.
(Petroselin 3Minu | TMRY - 3MiHK Woao
i radix), 6e3nekn/edeKTMBHOCTI Ta
KOpEHiB thapmakoHarnagy (iHwi 3miHu) -
cenepu 3MiHN BHECEHO [0 IHCTPYKLUIii Ans
CBIDKUX MeAMYHOro 3acTOCyBaHHSA
(Apiumi niKapcbKoro 3acoby A0 po3ainy
radix), "Mo6iyHi peakuii”, a Takox [0
Tpasu IHCTpYKLU|ii ANs MeguyHoro
nigMapeHH 3aCTOCYBaHHSA NikapcbKoro 3acoby
MKy [oJaHo po3gain
cnpasXHb "Micue3HaxomKeHHs 3asiBHMKA" Ta
oro (Galii [0 TEKCTY MapKyBaHHS ynakoBKN
herba), nikapceKoro 3acoby, a came o n.
Tpasu 17 (IHLWE) BTOPWHHOI ynaKkoBKu;
NbOHKY no n. 6 (IHWE) nepsuHHOT
3BuyariHor ynakoBku. BBefeHHs 3MiH
o (Linariae npoTArom 2 micsyis nicns
herba), 3aTBEPKEHHS.
KBITOK
Harifok
(Flores

Calendula
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Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
e)

276. | TABAMAKC Piperacil | ninepaunn | JO1CRO | nopoLuok ans MicTpan AHrniA MiTtim C.p.n. ITanis BHECEHHS 3MiH [J0 peecTpaLiiiHnx 3a UA/19928/01/01
lin and iH HaTpito 5 pO3UnHYy AN Kenitan marepianis: 3miHu | Tuny - peyenmom
beta- Ta iHdpysii, 4 r/500 MeHexm AAMIHICTPaTUBHI 3MiHW.
lactama | Ta3obakTta mr; 10 dprakoHis eHT BunyyeHHs1 BUPOOHWYOT AiNbHULL
se M HaTpito 3 MOPOLLKOM B Nimiteq (Brntovaroun ginbHnLi ansa Adl,
inhibitor nauu,i NPOMKHOr0 NPOAYyKTY abo

roTOBOro NikapcbKoro 3acoby,
OiNbHULI ANnA NpoBeAeHHS
nakyBaHHs, BUPOGHMKa,
BiANOBIAA/ILHOIO 3a BUNYCK Ccepil,
MicLie NpoBeAEHHS KOHTPO/TIO
cepii) abo nocTayasnbHuKa
BUXIQHOrO Matepiasny, peareHTy
ab0 AONOMDKHOT PEYOBUHN (SKLLO
3a3HayeHo Y [OCbE) - BUSTYUYEHHS
BUPO6HUYOT AinbHUL FRESENIUS
KABI iPSUM S.r.l., Itania (Pozzilli)
MPOMDKHOro NpoAykTy CTepusbHa
CyMiLL ninepaLuniHy HaTpito Ta
TaszobakTamy Hatpito (8:1) y
3B'A3KY i3 3aKpPUTTAM BUPOOHUYOT
AinbHUUI. 3MiHK | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
3MiHM Y BUPOGHMLTBI. 3MiHK
BMNPO6YBaHb ab0 A0NyCTUMUX
MeX, BCTAHOB/IEHUX Y
cneumdikauisix, nig vyac
BMPOGHMLITBA FOTOBOMO
NiKapcbKoro 3acoby (3ByXeHHSA
[OMYCTUMNX MEX) - 3BY)XXEHHS
[0NyCTUMUX MEX (MONOXKEHHS
BiA6OpY Npob ANns TeCTy Ha
GioHaBaHTaXXEHHSA Mif Yac
inbTpauii(byno:konu matepianu
MOBHICTIO PO3UYNHATLCA Bif6EPITh
3pa3oK pPo3unHy nicns Apyroro Ta
nepep TpeTim eTanom nig vac
inbTpavil; ctano: nicns
3aBepLUEHHS peakLil po3unHy
Bif6epiTb NPO6Y TEXHOMOMNYHOro
PO34UHY )), BCTAHOBNEHNX Y
cneuudikayisx , mig yac
BMpobHUUTBa /13, a Takox
peakuiviHi 3MiHn y po3ginax
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Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)

Hassa*

3.2.P.3.31a 3.2.P.3.4.: cnpouieHo
onuc npouecy NpoMyBaHHA Ta
cTepunisauii nakyBaslbHUX
Marepianis; 3MiHEHO MOSIOKEHHS
Bif6opy Npob Ansi BUNpoGyBaHHSA
Ha 6ioHaBaHTaXeHHS PO3YMHy nif,
yac pinbTpauii; 3MiHEeHO ogUHULI
BUMIpIOBaHHS BaKyyMHOTO CTyMeHsi
Ta TUCKy 3 “pa” Ha “mbar” B onuci
KPUTUYHMX napameTpiB. 3MiHu |
TMNy - AOMIHICTPaTUBHI 3MiHU.
3MiHa HalimeHyBaHHsA Ta/abo
afipecy MicLs NPOBaKEHHS
AiSNIbHOCTI BUPOBHUKA
(BK/KOUALOUM, 38 HEOOXIAHOCTI,
MicLie NPOBEeAEHHS KOHTPO/TIO
SKOCTI), ab0o Br1acHMKa mMmactep-
thaiina Ha A®I, abo
noctavanbHuka Adl/BnxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NpoAyKTY, L0 3aCTOCOBYOTbCH Y
BMPOGHMLTBI API (KO
3a3HayeHo Y AOCbE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTugikaTa
BiANOBIAHOCTI EBpPONENCHKI
hapmakonei y 3aTBepKeHoMy
[ocbke, abo BUPO6HMKA HOBOI
[L0MOMIXHOT PEYOBUHM (SIKLLO
3a3HayeHo y [1OCbE) - 3MiHa
agpecu Micusa npoBamkKeHHs
Lis/TbHOCTI BUPOGHMKA peareHTa
1.2.3-triazole, W0 3aCTOCOBYETLCSA
y BUpo6HULTBI AP| TazobakTam
BMpO6HMLUTBa Shandong Anshun
Pharmaceutical Co. LTD., Kutaii
(3akpuTa yactmHa DMF).
3MmiHu | TMRY - 3MiHK 3 SKOCTI.
CepTtudoikat BignosigHocTi/l'E-
cepTudikaT BifgnoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
MofaHHsA HoBOro abo OHOB/IEHOTO
cepTudikaTa BigNoOBIAHOCTI abo
BWUTyYEHHS cepTudikaTa

BiJNOBIAHOCTI €Bponelichkil




IIpomoBxeHHs 10

aTkKa 1

296

n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Ymosu
Bionycky

Peecmpayjitina npoyedypa

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

hapmakonei: ana Adl; gns
BUXIQHOIO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPMCTOBYOTLCA
y BUPOGHNLTBI ADI; Ans
[OMOMDKHOT pEYOBUHM
(cepTudpikaT BigNOBIZHOCTI
€Bponeiicbkili hapmakonei) -
OHoBNEeHWiA cepTudikar Big yxe
3aTBEPAKEHOIO BUPOBHMKA -
nogaHHA oHosneHoro CEP 2019-
153-Rev 03 Ha A®I ninepaumnniny
MOHOriZpaT Bif, 3aTBEPAKEHOr0
BUpobHuKa Shandong Anshun
Pharmaceutical Co., Ltd., China.
(3aTtBepaxeHo: RO- CEP 2019-
153-Rev 02; 3anponoHosaHo: CEP
2019-153-Rev 03). 3MiHn | TRy -
3miHu 3 skocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiNOBIAHOCTI €Bponelickkilt
thapmakonei/MoHorpadoii.
MoaaHHA HoBOro abo OHOB/IEHOrO
cepTucbikaTa BiANOBIAHOCTI ab0
BW/TyYEHHS cepTudikara
BiANOBIAHOCTI EBpoONeliChKiit
hapmakonei: ana Ad®l; ana
BUXiAHOTO
MaTtepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BUpO6GHMLTBI ADI; ans
[0MNOMDKHOT peyoBUHU
(cepTucpikaT BigNoOBIfHOCTI
€Bponeiicbkili hapmakonei) -
OHoB/eHWiA cepTudikaT Big yxe
3aTBEPIKEHOr0 BUPOOHNMKA -
nogaHHsa oHosneHoro CEP 2012-
101-Rev 05 Ha A®I ninepaunniHy
MOHOriZpaT Bif, 3aTBEPAKEHOI0
BMpo6HMka FRESENIUS KABI
IPSUM S.R.L., Italy.
(3atBepmxeHo: R1-CEP 2012-101-
Rev 02; 3anponoHosaHo: CEP
2012-101-Rev 05).

2717.

TBIHPUKC

BipycC

JO7BC2

cycnexsia ans

nakcoCwmi

Benvka

MapkyBaHHsA Ta

PpaHy

BHECEHHS 3MiH 10 peecTpaLiiHnX 3a

UA/13056/01/01
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Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
BAKUVHA onga renaTuty iH'ekyjnn; no 1 TKnsiH BputaHi nakyBaHHs ia/ matepianis: 3miHu | Tuny - 3mMiHM 3 | peyenmom
MPO®ITAKTUKN A £o3i (Imn/nosy) Ekcnopt A roToBOro Benbri AaKocTi. CepTudpikat
FENATUTIB A (iHakTVBOB y nonepeaHLo Nimiteq NPOAYKTY: al BignosigHocTi/lE-cepTudikar
(IHAKTUBOBAHA aHnin)®2); HanoBHeHOMY InakcoCmiTKnsAiiH | Himeu BiANOBIAHOCTI EBponeiichkili
)IB noBepxHe wnpuyi Nely Bionoaxikans, yYnHa thapmakonei/MoHorpadii.
(AOCOPBOBAHA BWIA KOMMNAEKTI 3 PpaHuis; MogaHHs HOBOrO ab60 OHOB/IEHOTO
) aHTureH rosikoio 3 dopmyBaHHs cepTudikaTa BigNoOBIAHOCTI abo
Bipycy MapKyBaHHAM BaKLMHK, BU/Ty4YeHHA cepTudikaTa
renatuty YKparHCbKOt0 HanoBHEHHSA B BiNOBIAHOCTI €Bponelicbkilt
B &4 MOBOI0 a60 3i wnpuj, thapmakonei: gns A®l; ans
@ CTVIKepOM npoBefeHHs BWXiAHOrO
BMPOGEH YKparHCbKOt0 KOHTPO/IO AKOCTI, marepiany/peareHTy/npomiKHOro
0 Ha MOBOIO MapKyBaHHS i NPOAYKTY, L0 BUKOPMCTOBYOTLCA
OUNNoiaHN nakyBaHHs y BUPOGHMLTBI ADI; Ans
X KAITUHax roToBOro [onomikHoi peyosuHu (ME-
NOANHN NpoayKTy: cepTudikaT BignoBigHOCTI
MRC-5 nakcoCmiTKnsiiH €Bponeiicbkili hapmakonei ans
@ Bionomxikans A®I/BuXifHOTO
aacopbos C.A., benbris; mMarepiany/peareHTy/npomMikHOro
aHuWin Ha dopmyBaHHsA npoaykTy abo AONOMiXHOT
aIOMIHit0 BaKLMHN, peyoBWHM) - OHOBIEHNI
rigpokcugi, HarnoBHEHHS B cepTudikaT Big BXe
rigparosa wnpwuj, 3aTBEPKEHOr0 BUPOBHYMKA.
Homy 0,05 npoBefeHHsA MopgaHHA oHosneHoro CEP 2000-
mr Al3+ KOHTPOJI0 SIKOCTi: 155 Rev 06 gns petansHoi
@ CMIiTKnsliH Bivem 6uyadoi cuposatkm (Foetal Bovine
BMPOGNEH dapma M'M6X yHA, Serum (FBS)) Big, Bxe
oy Ko. KT, 3aTBEpMAKEHOro BUpobHuka LIFE
KNiTuHax HimeuuunHa, TECHNOLOGIES
OPDKOKOB Bunyck cepii CORPORATION.
oi roTOBOro [itoua pegakuis: R1-CEP 2000-
KynbTypu NPOAYKTY: 155-Rev 05. MNponoHoBaHa
Saccharo nakcoCmiTKnsinH pepakuis: CEP 2000-155 - Rev 06
myces Bionomxikan3
cerevisiae C.A., bernbria
3a
TexHonorie
10
pekombiHa
HTHOT AHK
@
aacop6os
aHuii Ha
aOMIHit0

doccparti
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
278. | TETAHYC tetanus imyHorno6 | JO6BBO pO34nH AN KEAPIOH ITania KEAPIOH C.IM.A. ITanis BHECEHHS 3MiH [J0 peecTpaLiiiHnx 3a UA/19360/01/02
rTAMMA immuno yAiH 2 iH'ekuin, 500 C.M.A. mMartepianis: 3miHu | Tuny - 3MiHK 3 peyenmom
globulin npoTunpas MO/2 mn; no 2 akocTi. A®l. Bupo6bHMUTBO. 3MiHa
LeBwit mn (500 MO) y po3Mmipy cepii (BkItOYaoun
NOANHN nonepegHL0 Aiana3oHn) A®| abo NPoMiXXHOro
HanoBHEHOMY NPOAYKTY, KNI 3aCTOCOBYETLCA Y
LUNPULi 3 TOIKOO npoueci BupobHuuTBa APl
0115 BBEEHHS,; (36inblueHHs go 10 pasis
no 1 wnpuuy B MOPIBHSHO i3 3aTBEPKEHNM
KapTOHHIl po3Mipom). 36iNbLUEHHS
Kopoo6Li MakcyManibHOro po3mipy cepii
nyny naasmu 3 2 700 kr go 8 300
Kr 3anponoHOBaHO 3 METO
onTuMi3auii BUpo6HMYOoro npouecy
Ta BUKOPUCTaHHSA MOTY)XHOCTeW
OinbHUL hpakyioHyBaHHSA. 3MiHa
He nepefbayae 3MiHN napameTpis
TEXHOMOrIYHOro npoecy,
KPUTUYHMX NapameTpiB npouecy,
cneumdikauiii Ta ctatycy oro
Banigauii. 3a pesynbtatamu
OLiHKM pU3UKIB 3MiHa He BMN/IMBaE
Ha AKICTb NiKapCbKoro 3acoby.
279. | TETAHYC tetanus iMmyHorno6 | JO6BBO pPO34nH Ans KEAPIOH ITanisa KEAPIOH C.MN.A. ITanisa BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a UA/19360/01/01
FTAMMA immuno | yniH 2 iH'ekwjin, 250 C.N.A. mMartepianis: 3miHu | TUNy - 3MiHK 3 peuenmom
globulin nportunpas MO/1 mn; no 1 SAKOCTi. A®I. BUpo6HMLTBO. 3MiHa
LeBwit M (250 MO) y po3Mipy cepii (BkIOYaoUM
NOANHN nonepegHL0 nianasoHun) A®l abo NPoMiKXHOIo
HanoBHEHOMY NPOAYKTY, KWl 3aCTOCOBYETLCS Y

LUNPpWL,i 3 TO/IKOKO
NS BBEEHHS;
no 1 wnpuuy B
KapTOHHIl
Kopoobui

npoteci Bupo6HuuTea AdI
(36inbLueHHs fo 10 pasis
MOPIBHAHO i3 3aTBEPAXEHUM
po3mipom). 36inbLUEHHS
MaKCMMabHOro po3mipy cepii
nyny naasmu 3 2 700 kr go 8 300
Kr 3anponoHOBaHO 3 METO
onTuMi3aLii BUpo6HMYOro npotiecy
Ta BUKOPUCTAHHSA MOTY)XHOCTEN
OiNbHUL hpakyioHyBaHHA. 3MiHa
He nepegbayae 3MiHM NapameTpiB
TEXHO/I0TYHOro NpoLecy,
KPUTUYHMX NapameTpis npouecy,
cneumdikadiin Ta ctatycy ioro
Banigauii. 3a pesynbratamu
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
OLLiHKV PV3VKIB 3MiHA HE BM/INBAE
Ha AKICTb NiKapcbKoro 3acoby.
280. | TELLEHTPUK® atezolizu | aTtesonisy LO1FFO5 | koHueHTpart ans TOB Ykpaina Brpo6HMLUTBO Himeu BHECEHHS 3MiH [0 peecTpaLiiHnX 3a UA/15872/01/01
mab mab pO3uuHy ons «Poww Hepo3dacoBaHoi ynHa/ matepianis: 3miHu Il Trny - 3MiHK peyenmom
iHcpysiin no 1200 YkpaiHa» nNpoAyKLii, LLiseit 3 akocTi. A®I. MpoekTHWIT NpocTip
mr/20 mn; no 20 nepBuUHHE Lapis Ta nicnspeecTpavyiiHuii NpoToKoN
My do1aKoHi; nakyBaHHs, ynpaBniHHA 3MiHaMn. BHeceHHs
no 1 pnakoHy y BMNPOBYBaHHA 3MiH y nicnspeecTpauiiinii
KapTOHHIi KOHTPOJIO AKOCTI: MPOTOKO/ YNpaBAiHHA 3MiHamMy
Kopoo6Li Pow [iarHocTukc ana A®l. BnpoBapKeHHs
'M6X, HimeuuunHa; NPOTOKO/Y YNpaB/liHHA 3MiHAMUW
BupobHmuTBO nicns 3arBepgxeHHs (PACMP) 3
Hepo3dacoBaHoOI MeTO0 A0AAaBaHHA
NPOAYKLT, anbTepHaTUBHOIO MeToAy
nepBuUHHE iaeHTugikauii nig vac
nakyBaHHs, BUMNPOOYBaHb Ha BUMYCK —
BTOPUHHE nenTWAHOrO KapTyBaHHSA 3
nakyBaHHs, BUKOpUCTaHHAM Lys-C Ta mac-
BMNPOGYBaHHSA cnektpomeTpuyHoro (MC)
KOHTPOO SKOCTI, [eTeKTyBaHHA AN aKTUBHOrO
BWMYCK Cepii: hapmaLeBTUYHOTO iHrpegieHTa Ta
®.XochbdpmaHH-/15 NPOMDKHUX @aHTUTIA. 3MiHu Il Tuny -
Pow /14, 3MiHu 3 sikocTi. FoToBWMiA
LLiseiuapis nikapcbkuii 3aci6. MpoekTHui
NpoCTip Ta nic/speecTpavyiiHmii
NPOTOKON YNpaBAiHHA 3MiHAMMK.
BHeceHHs 3MiH nicns
3aTBEPKEHHS NPOTOKONY
ynpaB/iiHHA 3MiHaMK A/19 TOTOBOro
niKapcbKoro 3acooby -
BnpoBaxeHHa NpoToKony
ynpaBniHHA 3MiHaMu nicns
3arBepgxeHHs (PACMP) 3 meToto
[0AaBaHHA a/lbTEPHATUBHOIO
MeToAy ifAeHTudiKavii roToBoT
npoaykuii npu ii BUNycKky —
nenTWAHOro KapTyBaHHsA Lys-C 3
MC- geTekTyBaHHAM.
281. | TUKATPE/IOP ticagrelo | Tukarpeno - NOpPOLLOK AT YkpaiHa Li3aHci CiHepaxi Kutaii BHECEHHS 3MiH A0 pPeecTpaLiiHNX - UA/19776/01/01
r p (cybcTaHuis) y "®apmak” dapmacbioTikas mMartepianis: 3miHu | TUNY - 3MiHK 3
MiLLKax Ko., NTa. saKocTi. CepTudpikat
NoABINHMX BignoBigHocTi/lE-cepTudikat
nonieTnNeHoBnx BiANOBIAHOCTI EBpoONeNiChKii
ons thapmakonei/moHorpadii.

hapmaLleBTUYHO

lMogaHHs HOBOrO abo OHOBIEHOTO
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
ro 3aCTOCYBaHHs cepTudikaTa BigNOBIAHOCTI abo
BWUTyYEHHS cepTudikaTa
BiNOBIAHOCTI €Bponelickkilt
hapmakonei: ana Adl; gns
BUXIQHOIO
MaTtepiany/peareHTy/MpoMiKHOro
NPOAYKTY, O BUKOPMCTOBYOTLCA
y BUPOGHMLTBI ADI; ans
[OMOMDKHOT pEYOBUHM
(cepTudpikaT BigNOBIZHOCTI
€Bponeiicbkili hapmakonei) -
OHoBNEHWiA cepTudikar Big, yxe
3aTBEPKEHOr0 BUPOGHUKA.
MofaHHA OHOBNEHOrO
cepTucpikaTa BiANOBIAHOCTI
€sponelicbkin hapmakonei CEP
2021-303-Rev 01 (3aTBEpOXEHO:
CEP 2021-303-Rev 00) g1 Ad|
Tukarpenop Bif Bxe
3aTBepAKeHOro BUpo6HMka Jiangxi
Synergy Pharmaceutical Co., Ltd.,
Kutaii. Ak Hacnigok OHOB/EHHS
CEP Big6ynocsi BBeeHHs
aNbTEpPHATUBHOIO Micus Ans
36iNbLUEHHS BUPOOHULITBA
PEYOBWHM:
282. | TMANIH - cyxuii LO3AX niodpinizat ana TOB "®3 YkpaiHa | TOB "®3 "CTALA" | YkpaiH | BHECEHHs 3MiH JO peecTpauiiHux 3a He UA/2989/01/01
oumnLLEHNIA pO3uuHy ons "CTALOA" a matepianis: 3miHu | Tuny - 3mMiHM 3 | peyenmom | nidns2
eKCTpakT iH'eKLji, He sKocCTi. FOTOBWMIA Nikapcbkuii 3aci6. ae
Tmycy MeHwe 1,5 mr; 5 KOHTpOsb roToBOro nikapcbKoro
(BnnoukoB h/1aKoHIB 3 3aco6y (iHWi 3MiHK) - BunyyeHHs
ol 3a71031) niocpinizatom y iHhopmawii Wwoao KinbKocTi
BEJIMKOI 6nicTepi; no 2 npenaparty B 1 donakoHi B po3gini
poraToi 6nictepu y nauui «YnakoBKa» MeTOAiB KOHTPO/II0
Xypo6u 3 KapToHYy AKOCTi. 3MiHN BHECEHO B

IHCTPYKLj0 418 MeanyHoro
3acToCyBaHHS Nikapcbkoro 3acoby
[0 po3ainy "Ynakoska". TepMmiH
BBEAEHHSA 3MiH NpoTsArom 6
MiCSLiB NiCNs 3aTBEPAXKEHHS.
3MiHu | TUnNYy - 3MiHK Woa0
6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
3MiHM BHECEHO B IHCTPYKLit0 ANns
Me[IMYHOro 3aCTOCyBaHHS
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
nikapcbKoro 3acoby A0 po3ainy
"Cnoci6 3acTocyBaHHA Ta f03n"
(415 3pyYHOCTi 3aCTOCYBaHHS
niKapcbKoro 3acoby 3MiHEHO
OAMHWL BUMIPIOBAHHSA [,03 3
Miflirpam Ha mininiTpu).
283. | TIMONoONny timolol TMmornony - KpucTanivyHmi AT Ykpaina Cikop CoujeTta ITanis/ | BHeCeHHs 3MiH [0 peecTpauiiHnX - UA/14951/01/01
MANEAT Manear NOpPOLLOK "®Papmak” ITanbaHa XopBa | matepianis: 3MiHu | TUNY - 3MiHU 3
(cybeTaHuis) y KopTikocTepoigi TisA akocTi. CepTucpikar
nakeTax C.p.n., Itanis; BignoBigHocTi/IE-cepTudikart
nonieTuIeHoBmX TAMNI KPOATIA BiANOBIAHOCTI EBpONeEiiChKiit
ons IHOACTPI3 NTA,, thapmakonei/MoHorpadii.
thapmaueBTUYHO Xopsaris MopaHHA HoBOro abo OHOB/IEHOrO

[0 3aCTOoCyBaHHA

cepTudpikarta BignoBigHOCTI abo
BW/yYEHHS cepTudikara
BiANOBIAHOCTI EBpONeNiChKii
thapmakonei: ana A®l; ans
BUXifHOTO
Marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BMPOGHUUTBI ADI; ans
[0MOMDKXHOT PEYOBUHMN
(cepTudhikat BignoBiAHOCTI
€poneiicbkili hapmakonei) -
OHoBeHWii cepTuddikaT Big yxe
3aTBEPAKEHOIO BUPOGHMKA -
noJaHHs OHOBJIEHOro cepTudikara
BiANOBIAHOCTI EBpONEiChKii
thapmakonei ansa [itoyoi pevoBuHU
TUMOMOY Masiear Big,
3aTBEpMAKEHOro BMpobHuka PLIVA
CROATIA LTD., Croatia. Ak
Hacnigok oHosieHHi CEP
Bigbynacs 3miHa BnacHuka CEP (3
Teva Pharmaceutical Industries
Ltd., Israel Ha TAPI NL B.V.,
Netherlands) Ta 3miHa Ha3BuK Ta
azpecy BUPOOGHWYOT AifTbHULL.
[itoya pepakuis:

R1-CEP 1998-147-Rev 11
MAIBA XOPBATIA NTA., Xopsartis
TAMI Xopsaria MNpygHidka kecta
54 XopBartisi-10291 Mpurop’e
Bpaoseuko, Xopsaris
PLIVA CROATIA LTD., Croatia
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
TAPI Croatia Prudnicka cesta 54
Croatia 10291 Prigorje Brdovecko,
Croatia
MponoHoBaHa pegakuis:
CEP 1998-147-Rev 12
TAMI KPOATIA IHOACTPI3 NTA.,
XopBarTis
MpyaHiuka uecta 54 Cascki
Mapod-10 291 Mpirop’e
BppoBeuko, 3arpebayka xynaHis,
Xopsaris
TAPI CROATIA INDUSTRIES
LTD., Croatia
Prudnicka Cesta 54 Savski Marof
Croatia-10 291 Prigorje
Brdovecko, Zagrebacka Zupanija,
Croatia
OHosneHi MKA (0001)

284. | TIKOBAK Encepha | Bipyc JO7BAO | cycneHsia ans Mdpaiizep CLIA KOHTPO/b AKOCTI: Icnani BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a He UA/16695/01/01
BAKUWHA Ans litis, tick Kniwosoro | 1 iH'ekyjii no 2,4 Eiiu.Ci.Mi. EYPOO®IHC al MaTepianis: 3miHu | TUny - 3MiHK peuyenmom | niosse
NPO®PITAKTUKN | borne, eHuedani Mkr/0,5 mn, no Kopnopei BIOPAPMA ABCTPI oo 6e3nekn/epekTnBHOCTI Ta ae
KnNiwoBoOro inactivat | Ty (wTam 0,5 mn cycneHsii LLH MPOOAKT al hapmakoHarnagy (iHwi 3MiHn).

EHUE®ANITY ed, Neudorfl) y nonepeaHbLO TECTIHI CMNEWH, | Benbri BHeceHo pefakLiiiHi npaBku B
KYNbTYPANIbHA | whole 2 HanoBHEHOMY C.J1Y, IcnaHis; a IHCTPYKUiO oNsi MeguyHoro
IHAKTUBOBAHA | virus ! - wnpuui; no 1 KOHTPO/b AKOCTI: 3acToCyBaHHS NiKapCbKOro 3acoby
OUYMLLEHA aacop6os Lnpuy Mdpaiizep B po3ainu "Cknag”, "IMyHONOriuHi i
COPBOBAHA aHWn  Ha BKNafeHoMmy y MeHtochekuypuHr 6ionoriyHi BnactTmsocTi",
rigpokcuai 6nictep; no 1 ABcTpist TM6X, "Oco6nMBOCTI 3aCTOCYBaHHS",
TIOMIHIO, 6nictepy Ta ABCTpIS; "Mo6iuHI peakyii”,
rigpatosa OKpemoto BVMPOGHMLTBO "Ynakoska". TepMiH BBEAEHHS 3MiH
HWiA; rOIKoK y npoaykTy y chopmi - npoTarom 9 micAuiB micns
2. KapTOHHIl in bulk; 3aTBEepMKEHHS. 3MiHN Il TNy -
BUPOLLEeHU Kopoo6Li HanoBHEHHA 3MiHu Wwopo
n Ha LnpuLis, 6e3nekn/edeKTMBHOCTI Ta
KynbTypi nakyBaHHs, hapmakoHarnagy. [Hwi 3MiHu, ki
hibpobna MapKyBaHHS, He BBIlLAN y Lieli po3ain, ski
CTHUX KOHTPO/b SIKOCTI, BK/TIOHAIOTb NOAAHHA pe3ynbTaTiB
KNITWH BUMyCK cepii: JocnimkeHb 10 KOMNETEHTHOrO
Kypsunx Mdpaiizep opraHy. 3MiHM BHECEHO B
embpioHIiB MeHtohekuypuHr IHCTpYKLjl0 A58 MegnyHoro
(kniTHax Benbris HB, 3aCTOCYBaHHSA NikapcbKoro 3acoby
CEF) Benbrist; KOHTPONb B PO34inu "IMyHOMOrIYHI i

skocTi: CI'C lab
CimoH CA, benbris

6ionoriyHi BNactTueocTi",
"Oco61MBOCTI 3aCTOCyBaHHA",
"Cnocib 3acTocyBaHHA Ta f03un"
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Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
BiAMOBIAHO A0 MaTepianis
peecTpaLiiiHoro Aocke. TepMiH
BBE/EHHSA 3MiH - NpoTsArom 9
MiCsILiB Micnsi 3aTBEPAKEHHSI
285. | TIKOBAK Encepha | Bipyc JO7BAO cycneHsisa gns Mdpaiizep CWA KOHTPO/b SKOCTi: IcnaHi BHECEHHS 3MiH [J0 peecTpaLiiiHnx 3a He UA/16694/01/01
MKYHIOP litis, tick Kniwosoro | 1 iH'ekuin no 1,2 Eiy.Ci.Mi. EYPOO®IHC al MaTepianis: 3miHu | TMny - 3MiHK peyenmom nionse
BAKUVHA onga borne, eHuedani Mkr/0,25 mn, no Kopnopei BIO®APMA ABCTpi woao 6e3nekn/edpekTNBHOCTI Ta ae
MPO®ITAKTUKA inactivat | Ty (wTam 0,25 mn LIH MPOJAKT al hapmakoHarnagy (iHLwi 3MiHK).
KniwoBoro ed, Neudorfl) cycnexsii y TECTIHI CMNEWH, | Benbri BHeceHo pepakuiiiHi npaBku B
EHUE®DPANITY whole 12 nonepegHL0 C.J1Y, IcnaHis; a IHCTpYKLjl0 A58 MegnyHoro
KYNbTYPAJ/IbHA | virus : - HanoBHeHOMY KOHTPO/b SKOCTi: 3aCTOCYBaHHSA NikapcbKoro 3acoby
IHAKTUBOBAHA afcopbos wnpuui; no 1 Mdpaiizep B po3ginu "Cknag", "IMyHONOriYHi i
OYULWEHA aHuWin  Ha Lwnpuuy MeHtohekuypuHr 6ionoriyHi BNactTueocTi",
COPBOBAHA rigpokeuai BK1afeHOMY Y ABCTpist TM6X, "Oco611BOCTI 3aCTOCyBaHHA",
AOMIHIt, 6nictep; no 1 ABCTpISi; "MoGiuHI peakyii”,
rigpaTosa 6nictepy Ta BVMPOGHMLTBO "YnakoBka". TepMiH BBEAEHHS 3MiH
HWiA; OKpemoto nNpoAayKTy y dhopmi - npoTarom 9 micAuis nicns
2. TOJIKOK0 Y in bulk; 3arBepmxeHHs. 3MiHu |l Tuny -
BMPOLLIEHN KapTOHHIl HaNoBHEHHSA 3MiHM Wwoao
i Ha Kopo6bui Lnpu1uis, 6e3nekun/edekTBHOCTI Ta
KyNbTypi nakyBaHHs, thapmakoHarnagy. IHwi 3MiHn, AKi
hibpobna MapKyBaHHs1, He BBILN y Lield po3ain, ski
CTHUX KOHTPO/b SIKOCTI, BK/TIOHAIOTb NOAAHHSA pe3ynbTaTiB
KNITUH BWMYCK Cepii: OOCNipKeHb A0 KOMMETEHTHOTO
KypsUnx Mdpaiizep opraHy. 3miHV BHECEHO B
eM6pioHiB MeHtodekuypuHr IHCTPYKUiO AN MeguyHoro
(kniTMHax Benbris HB, 3aCcTOCYBaHHS NMikapCbKoro 3acoby
CEF) Benebrisi; KOHTPONb B po34iny "IMyHOMOriYHI i
akocti: CI'C Jlab 6ionorivHi BnactTneocTi",
CimoH CA, Benbrist "Oco61MBOCTI 3aCTOCYyBaHHA",
"Cnoci6 3acTtocyBaHHs Ta go3un"
BigNoBigHO A0 maTepianis
peecTpauinHoro gocbe. TepmiH
BBEJEHHS 3MiH - MpoTArom 9
MiCAILiB Nicns 3aTBePAKEHHS
286. | TIOKTALMA® thioctic TioKTOBa A16AX0 | Tabnetku, BKpUTI Biatpic Himeuun BUPOGHUK, Himeu BHECEHHS 3MiH [0 peecTpaLiiHnX 3a UA/6616/01/01
600 HR acid (a- 1 NNiBKOBOIO Xenckea Ha BignoBiganbHuii 3a | unHa/ MaTepianis: 3miHu | TUNy - 3MiHK peyenmom
ninoesa) 060/10HKOH0, MO 6X BUPOGHMLTBO IpnaH wopo 6e3sneku/epekTMBHOCTI Ta
KucnoTa 600 mr; no 30 Hepo3dgiacoBaHol ais thapmakoHarnsagy. BeegeHHs abo
a6o no 100 NpoAYyKLUiT, 3MiHWN [0 y3ara/ibHEHUX JaHuX Npo
TabneTok, nepBuHHE Ta cuctemMy chapmakoHarnagy
BKPUTUX BTOPUHHE (BBEAEHHSA Y3araslbHEHUX AaHNX
N/iBKOBOO nakyBaHHS, npo cucTemy chapmakoHarnsgy,
060/10HKOID, Y KOHTPO/b SKOCTi: 3MiHa yNOBHOBaXeHOI ocobu,
dhnakoHi; no 1 MEJA BiANOBIAa/IbHOI 3@ 3AiiCHEHHS
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
chrakoHy B MeHbrodhekuepuHr thapmakoHarnsay; KOHTaKTHol
Kopobui 3 'M6X, HimeuuunHa; ocobu 3 hapmakoHarnsgy
KapToHYy BUPOGHUK, 3asBHUKA A9 34iACHEHHS
BiANoBigabHNIA 3a hapmakoHarnagy B YkpaiHi, SKLio
BUNYCK cepil: BOHa BifjMiHHa Bif, YNOBHOBaXXeHOT
MEJA dapma ocobu, BiAnoBigasIbHOI 3a
'v6X eHg Ko. KT, 3pjicHeHHs hapMakoHarnsay
HimeuyunHa (BK/KOYAKOYM KOHTaKTHI AaHi)
anbTepHaTUBHUIA Ta/abo 3MiHW Yy PO3MILLLEHHI
BMPOGHUK, macTep-aiina cucremu
BiAnoBiganbHMIA 3a thapmakoHarnsagy). 3miHa
BVMPOGHMLTBO YNOBHOBaXEHOI 0CO6Y 3asBHNIKa,
Hepo3dacoBaHol BiANOBIAa/IbHOI 3a
NpoAayKLUiT, thapmakoHarnsg.
nepBuHHE Ta [itoua pegakuis: Dr Eiko Soehlke.
BTOPUHHE MponoHoBaHa pegakuis: Andrea
nakyBaHHs, Oliva. 3MiHa KOHTaKTHUX JaHuX
KOHTPO/b SAKOCTI YNOBHOBaXXEHOT 0COOU 3aABHMKA,
Ta BUMYyCK cepii: BiANOBIAa/IbHOI 3a
Potrachapm NT4,, hapmMakoHarnag. 3miHa
Ipnangis MiCLLe3Hax0MpKEHHS MacTep-
thaiina cnuctemm
hapmakoHarnsagy. 3miHa micus
3[iiCHEHHS1 OCHOBHOI Ais/IbHOCTI 3
dhapmakoHarnsgy.
287. | TIOTPUA3O/IH® | tiazotic MopdooniHi | CO1EB2 | po3uuH gns MAT YkpaiHa | MNAT "Tannycapm” | YkpaiH | BHECEHHS 3MiH 10 peecTpauiiHnx 3a UA/2931/01/02
acid €BOi coni 3 iH'ekyjn, 25 "Tanuuca a marepianis: 3miHu | Tuny - 3mMiHM 3 | peyenmom
TiazoTHa Mr/MJ/T; 0 2 MA B pm" AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
kucnota amnyni; no 10 KOHTpPO/b roTOBOrO MiKapcbKoro

amnyny
KOHTYpHIl
YapyHKOBIli
ynakosLj; no 1
KOHTYpHIl
YapyHKOBIli
ynakoBLi B
nadui; no 4 mn B
amnyni, no 5
amnyny
KOHTYpHIl
YapyHKOBIli
ynakosLi; no 2

3acoby. 3miHa napameTpis
cneundikauii Ta/abo AonycTUMmx
MeX roTOBOr0 NikapCbKOro 3acoby
(iHLWi 3MiHW) - NpuBEAEeHHSA
cneuudikauii Ta MeTogiB
KOHTponto 13 y BIANOBIAHICTb A0
MoHorpadii "MOP®O/IHIFO
TIABOTAT PO34YNH ANA
IH'EKLIN", O®Y, gitoye BUAAHHS.
3MiHM BHOCATLCA 3a NOKa3HUKaMW:
«laeHTudikauis», «pH»,
«CynposifHi JOMILLKW» Ta
«KinbKicHe BU3Ha4YeHHs» Ta

KOHTYPHiI BiANOBIAHI 3MiHW BHOCATLCS B
YapyHKOBI po3zin 3.2.P.3.4 "KoHTposb
YMNaKoBKM B KPUTWYHMX CTagii i NpoMiKHOT
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
nauu,i npoaykuii". CynyTHs 3MiHa - 3MiHK

3 KoCTi. [0TOBWMIA NikapcbKuii
3aci6. 3MiHW y BUPOOHULTBI. 3MiHM
BMNPOGYBaHb abo AONMyCTUMUX
MeX, BCTAHOBNEHUX Y
cneumdikauisx, nig yac
BMPOGHMLITBA FOTOBOTO
nikapcbKoro 3acoby (iHLi 3MiHW)
3MiHu Il TUny - 3MiHK 3 AKOCTI.
A®I. (iHWi 3MiHW) - OHOB/IEHHS
DMF BrpO6GHMKa cybcTaHLji
«Erregierre S.p.A.» ITanis (gitoua
pepaxkuis: DMF Version —
September 2011; nponoHoBaHa
pegakuis: DMF Version —
February 2021). 3minu Il Tvny -
3MiHY 3 KocTi. A®I. (iHLWWi 3MiHN) -
OoHOB/IEHHS DMF Brpo6HUMKa
«Menadiona, S.L.», Icnanis, gns
A®| MopdoniHieBa cinb Tia3oTHOT
kucnotu [livoya pegakuis: DMF
Version 02/2011-01-30 Ha Al
MopdoniHieBa cinb Tia3oTHOT
KMcnoTu BupobHuka «Menadiona,
S.L.», IcnaHia MNponoHoBaHa
pepakuis: DMF Version 02/2018-
03-22 Ha A®| MopchoniHieBa Cinb
Tia30THOI KNC/TOTU BUPOGHMKA
«Menadiona, S.L.», IcnaHisi. 3miHn
Il Tvny - 3miHu 3 AKocTi. API. (iHwWi
3MiHW) - oHoBNieHHA DMF
BMpo6HUKa AN «3aBog, XiMiYHUX
peakTuBiB» HTK «IHCTUTYT
MOHOKpPMCTasiB» HauioHasibHOI
akafieMii Hayk Ykpainu», Ykpaida,
ans A®l MopdoniHieBa cinb
Tia3oTHOI kucnotu: ditoua
pepakuis: DMF Pegakuist 001 Ha
A®| MopchoniHieBa Cinb Tia3oTHOI
KMcnotu Bupo6Huka AN «3asof
XiMiyHMX peakTusiB» HTK
«IHCTUTYT MOHOKpUCTaIB»
HauioHanbHOi akagemii Hayk
Ykpainn», YKkpaiHa. lponoHoBaHa
pegakuis: DMF Pepakuisi 002 Ha




306

ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
A®| MopchoniHieBa Cinb Tia3oTHOI
Kmcnotn BupobHuka AN «3asog,
XiMiuHMX peakTusiB» HTK
«IHCTUTYT MOHOKpUCTaniB»
HaujioHanbHOT akageMii Hayk
YKpaiHu», YkpaiHa.
288. | TOMOIrEKCON® iohexol norekcon VO8ABO | po3uvH ans AT Ykpaina AT "dapmak” YkpaiH | BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a UA/7853/01/01
2 iH'ekujin, 240 mr "®Papmak” a mMartepianis: 3miHu | TUNy - 3MiHK 3 peuenmom
nogy/mn, no 20 AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
M B amnysii; no KOHTpO/Ib rOTOBOrO MiKapCbKoro
5 amnyn y nauui 3acoby. 3miHa y meTofax
3 KapToHy; no 20 BMNPOGYBaHHA roTOBOro
M abo 50 mn, nikapcbKoro 3acoby (iHwWi 3MiHN Yy
a6o 100 mny MeTofax BUNpobyBaHb
dnakoHi; no 1 (BK/THOYAKOUM 3aMiHy ab0
dhnakoHy y nauui [OMOBHEHHS)) - BHECEHHS 3MiH 10
3 KapToHYy cneuugikauii Ta meTofiB
KOHTpOst0 /13 3a NoKasHNKOM
«KinbKicHe B1U3HaueHHs nogy», a
came 3aMiHa MeToAy TUTpyBaHHS
Ha MeTof PigVHHOT
xpomaTtorpadii. 3miHum | Tuny -
3MiHK 3 sKoCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JlikapcbKoro 3acoby.
3MiHa y MeTofax BUNPo6yBaHHs
rOTOBOrO JliKapCbkoro 3acoby (iHLwui
3MiHM y MeTogax BunpobyBaHb
(BK/THOYAKOUM 3aMiHy a60
[OMNOBHEHHS)) - BHECEHHS 3MiH [0
cneumdikauii Ta MeTogiB
KOHTpoto /13 3a NoKasHNUKOM
«KinbkicHe BM3HaueHHs HaTpito
KasibLito egeTaT», a came 3amiHa
MeToAy TUTPYBaHHSA Ha MeToq,
pignHHOI XpomaTtorpadii.
289. | TOMOIrEKCON® iohexol norekcon VOBABO | po3uuH gns AT Ykpaina NOBHUIA LMK YkpaiH | BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a UA/7853/01/02
2 iH'exuiid, 300 Mr "®Papmak” BUpo6HMUTBa: AT a mMartepianis: 3miHu | TUNy - 3MiHK 3 peuenmom
noay/mn, no 20 "®apmak”, SKOCTi. [0TOBWMIA Nikapcbkuii 3aci6.
M/1 B amnyni; no YKpaiHa; KOHTpO/1b rOTOBOro NiKapcbKoro
5 amnyn y nauui Bi3yasibHa 3acoby. 3miHa y meTofax
3 KapToHy; no 20 iHCnekwyjis BMNPOGYBaHHSA roTOBOro
M abo 50 mn, donakoHiB, nikapcbKoro 3acoby (iHLWi 3MiHK Y
ab6o 100 mn, abo MapKyBaHHS MeTofax BUNpobyBaHb

200 mn, abo 500

h/1aKkoHIB Ta

(BKNHOYaOUM 3aMiHy abo
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
My do1aKoHi; BTOPWHHE [OMOBHEHHS)) - BHECEHHS 3MiH 10
no 1 pnakoHy y nakysaHHs: MpAT cneuuagikauii Ta MeToiB
nauvj 3 KapToHy "Indpysia”, YkpaiHa KOHTPO0 /13 3a NOKa3HNKOM
«KinbKicHe B1U3HaueHHs nogy», a
came 3aMiHa MeToAy TUTpyBaHHSA
Ha MeTof PigvHHOT
xpomaTtorpadii. 3miHum | Tuny -
3MiHK 3 sKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JliKapCbKoro 3acoby.
3MiHa y MeTofax BUNpo6yBaHHsA
rOTOBOrO /iKapCbKoro 3acoby (iHLwui
3MiHM y MeTogax BunpobyBaHb
(BKNtOYAKOUM 3aMiHy abo
[ONOBHEHHS)) - BHECEHHS 3MiH 10
cneuudikauii Ta MeTogjiB
KOHTpoto /13 3a NoKasHNKOM
«KinbkicHe BM3HaueHHs HaTpito
KasibLito egeTaT», a came 3amiHa
MeToay TUTPYBaHHSA Ha MeTopq,
pigvHHOT XpomaTorpadii.
290. | TOMOIrEKCON® iohexol norekcon VO8ABO | po3uvH ans AT Ykpaina NOBHUIA LKA YkpaiH | BHECEHHS 3MiH [0 peecTpavliiiHnX 3a UA/7853/01/03
2 iH'exuiid, 350 Mr "®Papmak” BUpo6HMUTBa: AT a mMartepianis: 3miHu | TUNy - 3MiHK 3 peuenmom
noay/mn, no 20 "®apmak”, SKOCTi. [0TOBWMIA Nikapcbkuii 3aci6.
M1 B amny’ii; no YKpaiHa; KOHTpOsb roToBOro nikapcbKoro
5 amnyn y nauui BisyasibHa 3acoby. 3miHa y meTofax
3 KapToHy; no 20 iHCnekwyjs BMNPOGYBaHHA roTOBOro
M abo 50 mn, h/1aKoHiB, nikapcbKoro 3acoby (iHwWi 3MiHN Y
ab6o 100 mn, abo MapKyBaHHS MeTofax BUNpobyBaHb
200 mn, a6o 500 onakoHiB Ta (BK/THOYAKOYM 3aMiHy ab0
My do1aKoHi; BTOpPUHHE [OMOBHEHHS)) - BHECEHHS 3MiH 10

no 1 pnakoHy y
nauuj 3 KapToHy

nakyBaHHs: MNpAT
"IHdpysia”, YkpaiHa

cneuugikauii Ta meToiB
KOHTpOst0 /13 3a NoKasHNKOM
«KinbKicHe B1U3HaueHHs nogy», a
came 3aMiHa MeToAy TUTpyBaHHS
Ha MeTof PigVHHOT
xpomaTtorpadii. 3miHu | Tuny -
3MiHK 3 sKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JlikapcbKoro 3acoby.
3MiHa y MeTofax BUNpo6yBaHHs
rOTOBOrO /liKapCbkoro 3acoby (iHLwui
3MiHM y MeTogax B1unpobyBaHb
(BK/THOYAKOUM 3aMiHy a60
[ONOBHEHHS)) - BHECEHHS 3MiH 10
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
cneuudikauii Ta MeTogiB
KOHTpoto /13 3a NoKasHNKOM
«KinbkicHe BU3HaueHHs HaTpito
KasibLito egeTaT», a came 3amiHa
MeToAy TUTPYBaHHSA Ha MeToq,
pigvHHOT XpomaTorpadii.
291. | TPABOHEKCT travopro | Tpasonpoc | SO1EEQO | kpanni Ou4Hi, BIOCAVH | Cnosay, PA®APM CA I'peuis | BHeECEHHS 3MiH A0 peecTpaviiHux 3a UA/17649/01/01
st T 4 po3uuH, 40 creyn bka mMaTtepianis: 3miHa 3asBHuUka 13 peuenmom
MKr/mn; no 2,5 NABOPAT | Pecny6n (MIBIM) (BnacHvka peecTpauiiHoro
My dh1aKoHi- OPI3 ika noceigueHHs) (3rigHo Hakazy MO3
KpanesibHULj; No c.p.o. Big, 23.07.2015 Ne 460). 3MiHK
1 donakoHy- BHECEHO B TEKCT MapKyBaHHS
KpanenbHuui y yMakoBOK MiKapCbKOro 3acoby
KapTOHHIl L1100 HallMeHyBaHHS Ta
Kopoo6Li MiCLLe3HaXOKEHHS 3asiBHUKA.
BBefeHHs1 3MiH npoTarom 6
MiCALB Nic/a 3aTBEPAKEHHS.
292. | TPUKCITOP cefixime | uecbikeum | JOIDDO | TabneTku, BKpUTI Mictpan AHrnis ALIC IOB®AP ITanisa BHECEHHS 3MiH [0 peecTpaLiiHnX 3a He UA/20257/01/01
(y chopwmi 8 NNiBKOBOIO Kenitan C.N.A. MaTepianis: 3miHu | TUNy - 3MiHK peyenmom | niosse
Ledikcumy 060/10HKOK MO MeHemxm wopo 6e3sneku/epekTMBHOCTI Ta ae
Tpurigpaty 400 mr; no 5 eHT thapmakoHarnagy. 3miHa 'y
) Tabnetok y Nimiteq KOPOTKIili XapakTepucTu,i
6nictepi; no 1 niKapcbKoro 3acoby, TekcTi
abo no 2 MapKyBaHHS Ta iHCTPYKUii ans
6nictepu B MeAMYHOro 3acTOCYBaHHA Ha
KapTOHHIl nigcTasi perynsipHo
Kopoo6ui OHOBJ/IOBAHOTO 3BITY 3 6e3nekn

nikapcbKoro 3acoby, abo
nocnimpkeHs 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby
B nicnspeecTpauiiinii nepiog, abo
K pe3ynbTar OUiHKK 3BIiTY 3
JocnigpkeHb, NpoBeAeHnX
BifNoBiAHO A0 nnaHy
negiatpnyHux gocnimxkers (PIP)
(3MiHY Y3ro)keHO 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) - 3miHu
BHECEHO A0 [HCTpyKUii ans
MeJMYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3Ainis
«OCc06MBOCTI 3aCTOCYBaHHS»,
«MepenosyBaHHs», «lMobGiyHI
peakuji» woao 6esneku
3aCTOCYBaHHSA Ail040l peYOBUHN
BiANOBIAHO [0 pekomeHaaLlii
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
PRAC. BBeeHHs1 3MiH NpOTArom
6-TW MiCALB Nic/1a 3aTBEPAKEHHS.
293. | TPOKCEPYTUH troxeruti | Tpokcepyt | CO5CAO | renb 2 %; no 40 TOB YkpaiHa TOB YKpaiH | BHECeHHs 3MiH J0 peecTpauiiHnx 6e3 UA/20067/01/01
n WH 4 ra6o 100 ry "TepHodpa "TepHodhapm" a marepianis: 3miHu | Tuny - 3miHu 3 peyenma
Ty6i; No opaHili pm" aKocTi. CepTudpikat
Ty6i B nauuj 3 BignosigHocTi/lE-cepTudikar
KapToHY BiANOBIAHOCTI EBpONeNiChKii
hapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIAHICTIO
npuBeAeHHs y BiANOBIAHICTb A0
MoHorpadii AdPY abo
€Bponeiicbkoi hapmakonei, abo
iHLIOT HaujoHanbHOT chapmakonel
nepxasu €C (3miHa y
cneuudikaLisix, nos'asaHa 3i
3MiHamu B dY, abo
€Bponelicbkii hapmakonei, abo
iHLIN HauioHanbHIk dhapmakonei
nepxasu €C) - MpuBeaeHHs
cneuugikauii Ta meTofiB
KOHTPO/O JOMOMDKHOI PEYOBUHMN
"Boga ounweHa" y BignoBigHICTb
[0 MOHOrpaqii YUHHOTO BUAAHHA
Aoy,
294. | YNICCA ulipristal | yninpucta | GO3ADO | TabneTtku, BKpUTI 3eHTiBa, Yecbka Xaynt ®apma Himey BHECEHHS 3MiH [0 peecTpaLiiiHnX 6e3 UA/18552/01/01
ny auyetar | 2 NNiBKOBOIO K.C. Pecnybn MioHcTep Mm6X ynHa mMartepianis: 3miHu Il Tuny - 3miHn peyenma
060/10HKOI0, NO iKa 3 aKocTi. A®L. (iHLi 3miHW)
30 mr;no 1 OHoBrieHHst ASMF Ha AdI
Tabnetyiy yninpuctany auetat
6nictepi; no 1 3aTBEPIXEHOr0 BUPOOHUKA
6nictepy B NEWCHEM S.p.A., ITanis,
KapTOHHIN nayui (3aTBEpAXEHA pepakuin: ASMF
(DM 0103/02; 3anponoHoBaHa
pegakuis: ASMF (DM 0103/03)
295. | YPANIAUN urapidil ypanigun CO02CAO0 | po3uuH ans AT Nartsis BCi cTagii CnoBa | BHECEHHS 3MiH J0 peecTpaLiiiHuX 3a UA/20803/01/01
KANUEKC 6 iH'eKuin Ta "Kanuekc" BUPOBHMYOTO yuynHa/ MaTepianis: 3miHn | Tuny - 3MiHK peuyenmom
iHdpysin, 5 npouecy, kpim Nartsis uono 6e3nekn/edpekTMBHOCTI Ta
Mmr/mn; no 5 mn BMNYCKY cepil: hapmakoHarnsgy. BeefeHHs abo
abo 10 mn B XBEM dapma 3MiHM [0 y3ara/lbHEHMX JaHKX Npo
amnyni; no 5 c.p.o., cuctemy chapmakoHarnagy
amnyn B CnosayuuHa; (BBEAEHHSA Y3araslbHEHUX AaHNX
KOHTYPHil BUPOGHMK, SIKWIA npo cuctemy hapMakoHarnisgy,
YapyHKOBIli Bignosigae 3a 3MiHa yNoBHOBaXeHOT ocobw,
ynakosL; no 1 KOHTPO/1b BiZiNOBIAANbHOI 32 34jiICHEHHS
KOHTYpHil cepii/BunpobyBaHH thapmakoHarngy; KOHTakTHol
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
YapyHKOBIli A ocobu 3 chapmakoHarnsgy
ynakoBLji B nauLi AT "I'piHgekc”, 3asBHMKa AN 34iAICHEHHSA
3 KapToHYy Nartsis; thapmakoHarnagy B YkpaiHi, SKL0
BVPOGHUK, SKWiA BOHa BiJMiHHA Bif, yNTOBHOBaXeHOI
Bignosigae 3a ocobu, BiAnoBifanbHOI 3a
BUNYCK cepil: 3[jicHeHHs1 hapMakoHarnsgy
AT "Kanuekc", (BK/THOYAKOUM KOHTaKTHI AaHi)
Nartsis Ta/abo 3MiHW Y PO3MILLEHHI
macTep-alina cucremm
thapmakoHarnagy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHUKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnag.
[Oitova pepakuin: Mapis bpiege /
Marija Briede. MNponoHoBaHa
pepakuis: ApiHa Bo6posiva / Arina
Bobrovica. 3miHa KOHTaKTHUX
[aHyX YNOBHOB&XeHOI ocobu,
BigNoBiAa/IbHOI 3a
hapmakoHarnsag.
296. | PESAM® - nipauetam | NO6BX Kancynu Teepgi TOB Ykpaina BankaHndapma- Bonra | BHeCeHHs 3MiH A0 peecTpauiiHnX 3a UA/3371/01/01
, no 10 kancyn y «TeBa Oynunus AT pis matepianis: 3miHu | Tuny - 3mMiHM 3 | peyenmom
LuHapun3u 6nicTepi; no 2 YkpaiHa» aKocTi. CepTudpikat

H

abo 6 6nicTepis
Y KapTOHHIi
Kopoobui

BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONeNiChKii
thapmakonei/MmoHorpadii.
MogaHHs HOBOrO ab0 OHOBIEHOTO
cepTudikaTa BigNoBigHOCTI abo
BWUTyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpPONENCHKIi
hapmakonei: ana Adl; gns
BUXIAHOIO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPMCTOBYOTLCA
y BUPO6GHULTBI ADI; ans
[0MOMDKHOT PEYOBUHN
(cepTudpikaT BigNOBIZHOCTI
€Bponeiickkili hapmakonei) -
OHoBeHnin cepTuddikaT Bif yxe
3aTBEPAKEHOI0 BUPOBHMKA -
nofaHHA OHOBMEHOTO cepTudikaTa
BiANOBIAHOCTI €BPONEncbKol
thapmakonei Ne CEP 2003-150-
Rev 04 (3atBepmxeHo: CEP 2003-
150-Rev 03) Ansa Aito4oi pevoBrHN
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n/n

Hassa
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a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

LMHapU3WH Bif, BXe
3aTBepAkeHoro BupobHuka FCD
LIMITED (Ingis). 3minn | Tuny -
3miHu 3 skocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiNOBIAHOCTI €Bponelichkilt
thapmakonei/MoHorpadii. 3miHu,
noB'sA3aHi 3 HeOOXIiAHICTIO
npusBeeHHs y BIANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HauioHasbHOT thapmakonei
aepxasu EC (3miHa y
crneuudikaLisx, nos'azaHa 3i
3MiHamu B 1®Y, abo
€Bponelicbkiin dhapmakonei, abo
iHLWIN HauioHanbHiI chapmakonei
aepxasu €C)
OHOBJ/IEHHS cneuudikauii Aitoyoi
PEYOBVHN LMHAPW3WH ANa
npuBeaeHHs y BIANOBIAHICTb A0
BMMOT MOHoOrpadii EBponecbkoi
dhapmakonei.

297.

®EPBEKC A/1A1
JIOPOC/NX 3
MA/TMHOBUM
CMAKOM

Paracet
amol,
combina
tions
excl.
psychole
ptics

napaueta
mon,
kucnota
ackop6iHo
Ba,
deHipamiH
y masieat

NO2BE5
1

NOPOLLIOK ANsi
opasibHOro
po3umHy; 8 cawwe
Y KapTOHHIi
Kopoo6Li

YMNCA
CAC

®paHuia

YMNCA CAC

PpaHy,
if

BHECEHHS 3MiH 0 peecTpaLiiHnX
marepianis: 3miHu | Tuny - 3miHu 3
sKocCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbKoro
3acoby. 3miHa napameTpiB
cneumdikauii Ta/abo AonycTUMmX
MEX FOTOBOr0 NiKapCbKoro 3acoby
(iHwWi 3miHW) - MprBeaeHHs
Cneuundpikanii MKA 13 y
BiANOBIAHICTL A0 MaTepianis
BMpOGHUMKa (po3ain 3.2.P.5.1.
Creuundikauis), a came 3a
NOKa3HUKOM «laeHTurdikayis
Aitounx pevoBuH: MNapaueramor.
Ackopb6iHoBa KucnoTa. deHipamiHy
mMasiear.» f04a€eTbCsA NOCUNaHHSA
Ha €Bp. Papm. 2.2.25 10 BXe
3aTBEPAXEHOrO MeToay €Bp.
Papm. 2.2.29.
3MmiHu | TUNY - 3MiHK 3 SKOCTiI.
[oTOBWIA Nikapcbkuii 3aci6.
KOHTpOs1b roToBOro NikapcbKoro

6e3
peyenma

UA/3128/01/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AonycTUMmx
MEX rOTOBOr0 NiKapcbKoro 3acoby
(iHwWi 3miHW) - 3miHa B
Cneuumdpikauito 113 npy BUNycky
LLIOAO BK/IIOYEHHS YacToTu
KOHTPOJTIO NokasHuka «TecT Ha
yucToTy (MPOAYKTU Aerpajauii
napaueTtamony) (BUpaxeHuii B %
M0 BifHOLLEHHIO [10
napaueTamMmorsy)», a came
«MPOBOAMUTLCA KOXHi 20 cepiii abo
O[VH pa3 Ha piK, 3a/1eXHO Bif
TOro, WO BiAOYBAETHLCA YacTille».
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/b roTOBOro MiKapcbKoro
3acoby. 3miHa napameTpis
cneundikauin Ta/abo gonycTuMmx
MeX roTOBOrO NikapCbKoro 3acoby
(iHwWi 3miHK) - 3MiHa B
Cnevnudpikauito 113 npu BUNycky
LLIOA0 BK/IIOYEHHS 4acTOTH
KOHTPO/I0 MOKa3HMKa «TecT Ha
uncToTy (NPOAYKTU po3knady
KMcnoTu ackop6iHoBoi) (%
BUPAXXEHHS 3 NOCUIAHHAM Ha
ackop6iHOBY KUC/OTY)», a came
«MNPOBOAUTLCS KOXHI 20 cepiil abo
O/IMH pa3 Ha piK, 3a/1eXHO Bif
TOrO, WO BiAOYBaAETHCA YacTille».
3MiHY | TUNY - 3MiHKU 3 AKOCTI.
[oToBWIA Nikapcbknii 3aci6.
KOHTPO/1b rOTOBOrO /iKapCbKOro
3acoby. 3miHa napameTpis
cneundikauii Ta/abo AoNyCcTUMMX
MeX roTOBOrO NiKapCbKOro 3acoby
(iHWi 3miHW) - 3miHa B
Cneuyucpikauito 13 npu BUNycky
LLIOA0 BK/IOYEHHS Y4acToTH
KOHTPO/TI0 NOKa3Huka «TecT Ha
yncToTy (MPOAYKTU po3Kiagy
heHipamiHy maneary) (%
BMP&aXKEHUIH 3 MOCUNIAHHAM Ha

dheHipamiHy mManear)», a came
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
«MPOBOAUTLCS KOXHI 20 cepiil abo
OfIMH pas3 Ha piK, 3a/1eXHO Bif,
TOro, L0 BigbyBa€eTbCA YacTilLe».
TakoX BHECEHHS peAakLiliHMX
BMNpaB/ieHb B HA3Bi JOMILLIOK.
298. | PEPPYM NNIEK Ferric 3anizo (Ill) | BO3ABO | Tabnetku CaHpo3 CnoseHi Nex Cnose | BHECEHHS 3MiH A0 PEECTPaLiiHNX 3a UA/0127/02/01
oxide y doopmi 5 XyBaUsibHi Mo 100 | ®dapmach A dapmaneBTMYHA Hist matepianis: 3miHu | Tuny - 3mMiHM 3 | peyenmom
polymalt | komnnekcy Mmr; no 10 loTikan3 KoMnaHia 4.4. , AKOCTi. A®I. KoHTponb A®L. 3miHa
ose 3aniza (Ill) Tabnetok y a.a. CnoseHis y meTogax BunpobysaHHs AdP| abo
complex | rigpokcuay cTpuni abo y (koHTpOnb cepii BMXiAHOrO Marepiany/npomikHOro
es 3 6nictepi; no 3 (mikpobionorivyHmi npoaykTy/peareHty, L0
nonimanbT cTpunu abo KOHTPO/b), BUMYCK BMKOPUCTOBYETHLCS Y NPOLLEC
03010 6nictepu B cepii); Nek BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
KapTOHHIi dapmaueBTUYHA y 3aTBepKeHNX MeTodax
Kopoo6Li KOMMaHis 4.4., BMNPOGYBaHHS)
CnoBeHis He3HauHi 3MiHV 40 3aTBEPAKEHOrO
(nepBuHHe i po3gainy 3.2.S.4.2 (AHaNiTUYHWIA
BTOPVHHE mMeTof ifeHTudikauii
nakyBaHHs, BUMYyCK noniManbTosu) y
cepii); HoBapTic 3apeectpoBaHoMy Drug Master
dapmachbloTikan File (DMF) gns Maltofer Powder
MaHythakTypuHr Bmpo6HuuTBa Vifor (International)
NNC , CnoseHia Inc
(BMpPOGHMLTBO iN
bulk, KoHTposb
cepii (oKpim
MiKpO6iO/I0rivHOr0)
, NepBMHHe Ta
BTOPUHHE
nakyBaHHs)
299. | PECIro® Pertuzu neptysyma | LO1FYO pPO34nH Ans TOB "Pow | Ykpaina . XodhdpmaHH-/15 LLiseit BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a UA/19640/01/01
maband | 6Ta 1 iH'ekwjin, 600 YkpaiHa" Pow NTg, Lapis mMartepianis: 3miHu Il Tuny - 3miHn peuenmom
trastuzu Tpacty3ym Mr/600 wmr; no 10 3 AkocTi. A®I. MNMpoeKTHWIA NpocTip
mab ab My do1aKoHi; Ta nicnsipeecTpaviinHnii NpoTokon
no 1 cpnakoHy y ynpas/iHHA 3MiHaMW. BHeceHHs
KapTOHHIi 3MiH y nicnsapeecTpauiiinii
KopooLi NPOTOKO/ YNpPaBiHHA 3MiHaMun

ona A®I - BnpoBafXeHHsA
NPOTOKO/Y YNpaB/liHHA 3MiHAMMW
nicna 3areepaxeHHs (PACMP) 3
METOI AiofaBaHHsA
anbTepHaTMBHOIO MeToay
iaeHTudikauii nig vac
BMNpo6yBaHb Ha BUMYCK —
nenTUAHOro KapTyBaHHS 3
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n/n

Hassa

JliKapcbK0O20

3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH

Homep
peecmpayiliHo
20
nocsioYyeHHs1

BUKOpUCTaHHAM Lys-C Ta mac-
cnekTpomeTpuyHoro (MC)
[eTeKTyBaHHA AN aKTUBHOIO
thapmaLeBTUYHOrO iHrpegieHTa Ta
NPOMIXHUX @aHTUTIN. 3MiHK Il Tuny -
3MiHK 3 SiKOCTi. FOTOBMIA
nikapcbkuii 3aci6. MNpoekTHui
NpocCTip Ta nic/speecTpavyiiHmii
NPOTOKO/ YNpaBAiHHA 3MiHAMM.
BHeceHHA 3MiH nicns
3aTBEPMKEHHS NPOTOKONY
ynpas/iHHA 3MiHaMK1 4719 F0TOBOro
nikapcbKoro 3acoby
BNPOBaKEHHA NPOTOKONY
ynpas/iHHA 3MiHaMu nicns
3arBepmxeHHs (PACMP) 3 meToro
[0AaBaHHA albTEPHATUBHOIO
mMeToay ifeHTudikauii rotosoi
npoaykuii npu ii BUnycky —
nenTnAHoOro kaptysaHHs Lys-C 3
MC- feTeKkTyBaHHAM.

300.

DECIro®

Pertuzu

mab and
trastuzu

mab

neprtysyma
6 Ta
TpacTy3ym
ab

LO1FYO
1

pO34nH Ans
iH'ekujin, 1200
mr/600 mr; no 15
My do1aKoHi;
no 1 cpnakoHy y
KapTOHHIi
Kopoo6Li

TOB "Pouu
YkpaiHa"

YKpaiHa

®.XochbdpmaHH-/15
Pow it

Lseli
Lapis

BHECEHHS 3MiH 0 peecTpavLiiiHnX
mMartepianis: 3miHu Il Tuny - 3MiHK
3 aKocTi. A®I. MpoeKTHMi npocTip
Ta nicnsipeecTpaviinHnii NpoToKon
ynpas/iHHA 3MiHaMW. BHeceHHs
3MiH y nicnsapeecTpauiiini
MPOTOKO/ YNpaBiHHA 3MiHaMK
ona A®I - BnpoBafXeHHsA
NPOTOKOAY YNpaB/liHHA 3MiHAMMW
nicns 3atBepmkeHHs (PACMP) 3
MeTO0 A0AAaBaHHA
albTEPHATUBHOTO MeToay
iaeHTudikauii nig vac
BMNpobyBaHb Ha BUMYCK —
NenTUAHOrO KapTyBaHHSA 3
BUKOpUCTaHHAM Lys-C Ta mac-
cnekTpomeTpuyHoro (MC)
[eTeKTYyBaHHA AN aKTUBHOIO
thapmaLeBTUYHOrO iHrpegieHTa Ta
NPOMIXXHUX @aHTUTINA. 3MiHK Il Tuny -
3MiHn 3 aKocTi. FoToBwMiA
nikapcbkuii 3aci6. MpoekTHWi
NpocTip Ta nicspeecTpavyiiHmii
NPOTOKO/1 YNpaBAiHHS 3MiHAMM.

3a
peyenmom

UA/19640/01/02
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
BHeceHHA 3MiH nicns
3aTBEPMAKEHHS NPOTOKONY
ynpas/iHHA 3MiHaMK1 4719 r0TOBOro
nikapcbKoro 3acoby
BNPOBaKEHHA NPOTOKONY
ynpas/iHHA 3MiHaMu nicns
3arBepaxeHHs (PACMP) 3 meToro
[0AaBaHHA aflbTEPHATUBHOIO
mMeToay ifeHTudikauii rotosoi
npoaykuii npu ii BUnycky —
nenTnAHoOro kaptysaHHs Lys-C 3
MC- feTekTyBaHHAM.
301. | PITONIBNH® - eKCTpakT G04BC nacta gns dapmaues | Monbwa TOB lep6anonb Monb BHECEHHS 3MiH 0 peecTpavLiiiHnX 6e3 UA/0471/01/01
3ryLueHunii NpUroTyBaHHs TUYHWI BapliaBa wa maTepianis: 3MiHu | TUny - 3MiHK 3 peyenma
3 cyMiLi cycneHsii ansa 3aBoj SKOCTi. [O0TOBWMIA Nikapcbknii 3aci6.
niKapcbKoi opasibHOro "Monbchap CrabinbHicTb. 3MiHa y TepMiHax
POC/IMHHOT 3aCTOCYBaHHS; ma" C.A. npuaaTtHocTi abo ymoBax
CUPOBUHU no 100 r y Ty6i; 36epiraHHs roTOBOrO JliKapCbKOro
[kopeHeBM no 1 1y6i B 3acoby (3miHa y 3aTBepAXEHOMY
La nupito KapTOHHIl NPOTOKOAI CTabi/IbHOCTI) -
(Agropyro Kopoo6Li BHeceHHs 3MiH y 3aTBEPAXEHOMY
n repens NpoTOKONi cTabinbHOCTI Ans
(L) roTOBOro NikapcbKoro 3acoby, a
Beauv., camMe CKOPOYEHHS 3arasibHoT
rhizoma), TPYBAOCTi AOC/TIKEHHS
NYLWNUHHA cTabinbHOCTI A0 NPOTOKONY
unbyni BMNPO6YyBaHb Ha CTabifbHICTb;
(Allium BHECEHO Ki/lbka HE3HAYHUX 3MiH,
cepa L., 30Kpema, KOHTPO/1b MOKa3HMKa
sguama), loeHTudikauis metogom TLWX Ta
nicta nokasHuka Baxki meTanu 6yno
6epesun BuganeHo ansa 3-, 6-, 9-, 12- ta
(Betula 24-MicAYHUX YacoBUX IHTEPBaUIIB.
pendula Ha BuXiZHiln Ta ocTaHHin YacoBmx
Roth; TOUKax BCi NOKa3HUKN
Betula NPOAOBXYITb KOHTPO/HOBATH
pubescens BiANOBIAHO A0 cneumndikauii MN3.
Ehrh., [Oitova pepakuisa TpusanicTb
folium), AOCNimKeHHA cTabinbHOCTI
HacCiHHSA nepeBuLLYE 3asBNEHNI TEPMIH
NaXUTHUKY NPVAATHOCTI FOTOBOTO NiKapCbKOro
(Trigonella 3acoby Ha 1 pik (3aTBEpAKEHN
foenum — TepMiH npuaaTHocTi J13 cTaHOBUTL
graecum 3 pokn).

L.,

lMponoHoBaHa pefakuis




316

ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
semen), TpuBanicTb JOCAIMKEHHS
KOPiHHSA cTabinbHocTi 3 poku. KoHTpob
neTpyLUKn nokasHuka laeHTudikauis
(Petroselin mMeTogom TLUX Ta nokasHuka
um Baxki meTanu BuganeHo ansa 3-,
sativum 6-, 9-, 12- Ta 24-MiCAYHUX YACOBUX
Hoffm., iHTepBaniB. 3MiHM | TURY - 3MiHK 3
radix), AKOCTi. A®I. KoHTponb A®I. 3miHa
Tpasu y MeTogax sunpobysaHHa APl abo
30/10TapHM BUXiAHOrO Marepiany/npomikHOro
Ky npoAayKTy/peareHTy, Lo
(Solidago BMKOPUCTOBYETLCS Y NPOLIECI
virgaurea BMPOGHMLUTBA ADI (iHLWi 3MiHU Y
L., herba), MeTofax BUNPOo6yBaHHs
Tpasu (BK/IHOYAKOUM 3aMiHy ab0
XBoLla [0MnoBHEHHA) AD| abo
nosiboBOro BUXIAHOrO/NPOMIXHOro NPoAayKTy) -
(Equisetu 3MiHa y MeTofax BUNpO60oBYBaHHS
m arvense A7 BUXIZAHOIO NPOAYKTY KOPiHHS
L., herba), neTpywku (Parsley root), a came
KOPIHHSA {00 3aMiHu meToay
NOBUCTKY BMNpo6oByBaHHA AFL/55/2010/1
(Levisticu Ha PB-583 ansa nokasHuka
m atpnatokcuH B1. 3miHum | Tuny -
officinale 3MiHn 3 akocTi. A®l. KoHTponb
Koch, A®l. 3miHa y meTogax
radix), BunpobysaHHA APl abo BuXigHOro
Tpasu mMarepiany/npoMixXHOro
ripuaka npoaykTy/peareHty, Lo
nTalmHor BUKOPWCTOBYETLCA Y NPOLLECI
o] BMPOGHMLUTBA ADI (iHLWi 3MiHU Y
(Polygonu MeTofax BUNPo6yBaHHs
m (BK/IHOYAKOUM 3aMiHy ab0
aviculare [0MnoBHeHHsA) AdD| abo
L., herba) BUXIAHOrO/NPOMIXHOr0o NPOAYKTY)-

3MiHM y MeToAax BUNPOOGOBYBaHHS
0715 BUXIAHOTO MPOAYKTY HACIHHSA
naxuTHuky (Fenugreek seed), a
came LLoAo 3aMiHu meToay
BMNpo6oByBaHHA AFL/55/2010/1
Ha PB-583 gna nokasHuka
atpnatokcuH B1. 3miHum | Tuny -
3MiHn 3 akocTi. A®l. KoHTponb
A®l. 3miHa y meTogax
BMNpobysaHHA APl abo BuxigHoro
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA ADI (iHLWi 3MiHU Y
MeToAax BUnpobyBaHHs
(Bkntovaroun 3amivy abo
[0MnoBHeHHsA) AdD| abo
BUXIAHOrO/NPOMIXHOro NPoayKTy) -
3MiHM y MeToAax BUNPOOGOBYBaHHS
NS BUXIJHOTO NPOAYKTY Tpasu
ripyaka nrawmHoro (Knotgrass
herb), a came wwon0 3amiHn
mMeToAy BUNPO6OBYBaHHS
AFL/55/2010/1 Ha PB-583 ans
nokasHuka agpnaTtokcuH B1l. 3MiHn
| Tuny - 3miHn 3 akocTi. AdL.
KoHTponb A®L. 3MiHa y meTogax
BunpobysaHHA APl abo BuXigHOro
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA ADI (iHLWi 3MiHU Y
MeToAax BUnpobyBaHHs
(Bkntovaroun 3amivy abo
[0MnoBHeHHsA) AdD| abo
BMXiZHOrO/NPOMIXHOr0o NPOAYKTY)-
3MiHM y MeToAax BUNPO6GOBYBaHHS
NS BUXIAHOTO NPoAyKTY
KopeHesuwa nupito (Couch grass
rhizome), a came w040 3aMiHN
mMeToAy BUNPO6OBYBaHHS
AFL/55/2010/1 Ha PB-583 ans
nokasHuka agpnaTtokcuH B1l. 3MiHn
| Tuny - 3miHn 3 akocTi. AdI.
KoHTponb A®L. 3MiHa y meTogax
BMNpobysaHHA APl abo BuXigHOrO
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, Lo
BMKOPUCTOBYETLCS Y NPOLIECI
BMPOGHMLUTBA ADI (iHLWi 3MiHU Y
MeToAax BUnpobyBaHHs
(Bkntovaroun 3aminy abo
[0MnoBHeHHsA) AdD| abo
BUXIAHOrO/NPOMIXHOro NPoAayKTy) -
3MiHK y MeToax BUNPOOGOBYBaHHS
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

AN BUXIAHOTO NPOAYKTY NNCTA
6epesu (Birch leaf), a came wopno
3aMiHW MeToAy BUNPO6GOBYBaHHSA

AFL/55/2010/1 Ha PB-583 gns
nokasHuka agpnatokcuH B1l. 3MiHn

I Tuny - 3miHn 3 akocTi. AdL.
KoHTponb A®l. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOro
mMaTtepiany/npombKHOro
npoAayKTy/pearenty, Wo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA AP (iHLUI 3MiHN Y
mMeTogax BunpobyBaHHs
(BKNtOYAKOUM 3aMiHy abo
[OMNoOBHEHHA) AD| abo
BMWXiHOro/MpOMKHOro NPoAyKTy) -
3MiHV Yy MeTofax BUNPO6OBYBAHHS
015 BUXIAHOTO NPOAYKTY KOPIHHA
nobucTky (Lovage root), a came
00 3aMiHn mMeTogy
BMNpo6osyBaHHA AFL/55/2010/1
Ha PB-583 gna nokasHuka
anaTokcuH B1. 3miHu | Tvny -
3MiHu 3 sKocTi. A®l. KoHTposb
A®I. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOro
mMaTtepiany/npombKHOro
npoAayKTy/pearenty, Wo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA AP (iHLUI 3MiHN Y
mMeTogax BunpobyBaHHs
(BKNtOYAKOUM 3aMiHy abo
[OMNoOBHEHHA) AD| abo
BUWXi4HOro/MPOMIXKHOro NPoAyKTY)-
3MiHM Yy MeTofax BUNPO6OBYBaHHS

[ANA BUXIAHOTO NPOAYKTY Tpasa

3on10TapHuky (Goldenrod herb), a
came LoAo 3aMiH meToay
BMNpo6osyBaHHA AFL/55/2010/1
Ha PB-583 gna nokasHuka
anaTokcuH B1. 3miHu | Tvny -
3MiHu 3 sKocTi. A®l. KoHTposb
A®I. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOro
mMaTepiany/npomiKHOro
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

npoAayKTy/pearenTy, Wo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA AP (iHLI 3MiHK Y
mMeTogax BunpobyBaHHs
(BKNtOYAKOUM 3aMiHy abo
[OMNOBHEHHA) AD| abo
BMWXiHOro/MpOMKHOro NPoAyKTy) -
3MiHV Yy MeTofax BUNPO6OBYBAHHS
NS BUXIZHOTO NPoAyKTY
AywnuHHA umbyni (Onion husk), a
came LoAo 3aMiHu meToay
BMNpo6osyBaHHA AFL/55/2010/1
Ha PB-583 gna nokasHuka
anaTokcuH B1. 3miHu | Tvny -
3MiHu 3 sKocTi. A®l. KoHTposb
A®I. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOro
mMaTtepiany/npombKHOro
npoAayKTy/pearenTy, Wo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA AP (iHLI 3MiHK Y
mMeTogax BunpobyBaHHs
(BKNtOYAKOUM 3aMiHy abo
[OMNOBHEHHA) AD| abo
BMWXiHOro/MpOMKHOro NPoAyKTy) -
3MiHV Yy MeTofax BUNPO6OBYBAHHS
NS BUXIZHOTO NPOAYKTY Tpasu
xBoua nonbosoro (Horsetail herb),
a came LWWOAO 3aMiHn MeToay
BMNpo6osyBaHHA AFL/55/2010/1
Ha PB-583 gna nokasHuka
anaTokcuH B1. 3miHu | Tvny -
3MiHK 3 SiKOCTi. FOTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3miHa napameTpisB
cneundikauin Ta/abo gonycTummx
MeX NepBUHHOI YNakoBK/ rOTOBOrO
nNikapcbKoro 3acoby (BUyYEHHSN
HEe3Ha4yHOro MokKasHuka
(Hanpuknag, 3actapinoro
nokasHuka))- 3MiHu napameTpis
cneuudikauii, a came o040
BUTYYEHHS NOoKasHWKa «TUTaH, Lo
eKCTparyeTbCs» /18 NepBuUHHOI
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
yNaKkoBKW FOTOBOTO /liKapCbkoro

3acoby, a came nonieTu1eHoBol
KpUWKKU. 3MiHN | TURY - 3MiHN 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTelHep/3aKynopoBasibHUi
3aci6. 3miHa napameTpiB
cneumdikauii Ta/abo AonycTUMmX
MeX MepBUHHOI YNakoBKN rOTOBOro
NiKapcbKoro 3acoby (BUyYeHHs
He3Ha4yHOro nokasHuka
(Hanpwvknag 3actapinoro
nokasHuka)) - 3mMiHu napameTpis
cneuudikaliii, a came o040
BW/TyYEHHS NOKa3HMKa
«CynbhaTHa 30na» Ans
NepBUHHOI YNaKoBKW1 roToBOro
nikapcbkoro 3acoby, a came
nonieTUIEHOBOI KpULWKN. 3MiHu |
TUny - 3MiHK 3 AKoCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3miHa napameTpis
cneundikauii Ta/abo AoNyCcTUMMX
MeX NepBUHHOI YNakoBK/ rOTOBOrO
nikapcbKoro 3acoby (BU1yYEHHS
HEe3Ha4yHOro MokasHuka
(Hanpwvknag 3actapinoro
nokasHuka)) - 3MiHu napameTpis
cneumdikauiii, a came wopao
BUJTyYEHHS NoKasHvKa «PeyoBuHM,
PO34MHHI B rekcaHi» ans
nepBUHHOI YNakoBKW roTOBOro
nikapcbkoro 3acoby, a came
nonieTUNEeHoBOT KPULLKA. 3MiHN |
T™Mny - 3MiHW 3 SIKOCTi. FOTOBUIA
nikapcbknii 3aci6. KoHTponb
roTOBOro Nikapcbkoro 3acoby.
3MiHa napameTpiB cnewmdikauii
Ta/abo fonNyCcTMUX MEX rOTOBOTO
nikapcbKoro 3acoby (BU1yYEHHS
HEe3HaYyHOro MokasHuka
(Hanpwviknag 3actapinoro
nokKasHUKa, Takoro sk 3anax Ta

cMak, abo igeHTudikauis
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Hassa

MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
6apBHUKIB Y/ CMaKOBUMX 406aBOK))
- BunyyeHHst He3HauHoro
nokasHvka «lgeHtudpikauis
echipHuX onii» 3i cneumdikaw,i
roTOBOrO JIiKapCbKOro 3acoby, 3
MeTO rapMoHi3aLii cneumdikauiii
N3, 3 3aTBEPAKEHOIO B KpaiHi
BMPOGHUKa (Oe Leli NoKasHuK
BifICYTHIWA).
302. | ®NEKAIHIA flecainid | chnekaiHig | CO1BCO | Tabnetku no 100 CaHpo3 CnoBeHi BMPOGHMLTBO "in Himeu BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a He UA/15559/01/02
CAHAO3® e y aueTtar 4 Mmr, no 10 dapmach A bulk", nakyBaHHs, yYnHa MaTepianis: 3miHu | TUny - 3MiHK peuenmom | niosse
Tabnetok y 1oTiKan3 KOHTPO/b Ta wopo 6esnekn/ethekTMBHOCTI Ta ae
6nictepi; no 3 4.4 BWMYCK Cepii: thapmakoHarnagy. 3MiHn y
abo 6, abo 12 Canotac ®apma KOPOTKili XapakTepucTuL,i
6nictepis y M6X nNikapcbKoro 3acoby, TeKCTi
KapTOHHIl MapKyBaHHS Ta iHCTPyKUii Ans
KOpoO6Li MeAMYHOro 3acToCyBaHHA
reHepnyHnX/ribpuaHnx/6ionogioHn
X nlikapcbkux 3acobis micns
BHECEHHS Tiel caMol 3MiHM Ha
pedepeHTHUIA npenapart (3miHa He
noTpebye HagaHHN XXOAHUX HOBUX
[04aTKOBUX faHnX) 3MiHK
BHECEHO [0 IHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHSA
nNiKapcbKoro 3acoby y po3ain
"Mo6iuHi peakwyi" 3rigHo 3
iHchopMmaLieto WoA0 MeguyHoro
3aCTOCyBaHHA pedhepeHTHOro
nikapcbkoro 3acoby (Tambocor
tablets 100 mg (Germany)).
BBefeHHSA 3MiH NPOTAroM 6-Tn
MiCSLIIB 3 AT 3aTBEPKEHHS.
303. | ®NEKAIHIA flecainid | chnekainig | CO1BCO | Tabnetku no 50 CaHpo3 CnoseHi BMPOGHMLTBO “in Himeu BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a He UA/15559/01/01
CAHAO3® e y aueTar 4 mr, no 10 dapmach A bulk", nakyBaHHs, ynHa MaTepianis: 3miHu | TUny - 3MiHK peuenmom | niosse
Tabnetok y 1oTiKan3 KOHTPO/b Ta wopo 6e3snekn/ethekTMBHOCTI Ta ae
6nictepi; no 3 a.a. BWMYCK Cepiii: hapmakoHarnsgy. 3miHu y
abo 6, abo 12 Cantotac ®apma KOPOTKili XapakTepucTuL,i
6nictepis y M6X nikapcbKoro 3acoby, TeKCTi
KapTOHHIl MapKyBaHHS Ta IHCTPYKLUIiT Ansa
KOpO6Li MeAMYHOro 3acTOCyBaHHSA

reHepnyHnX/ribpuaHunx/6ionogioHn
X nlikapcbkux 3acobiB nicns
BHECEHHS Tiel caMoi 3MiHW Ha
pedrepeHTHUIA npenapart (3miHa He
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Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
noTpebye HagaHHS XXOAHUX HOBUX
[04aTKOBUX faHnX) 3MiHK
BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3ain
"Mo6iuHi peakwyii" 3rigHo 3
iHchopMmaLieto WoA0 MeguyHoro
3aCTOCyBaHHA pedhepeHTHOro
nikapcbkoro 3acoby (Tambocor
tablets 100 mg (Germany)).
BBefeHHSA 3MiH NPOTAroM 6-Tn
MicSLIIB 3 AT 3aTBEPKEHHS.
304. | POCDHOPAN fosfomy | choccpomiy, | JOIXXO rpaHy/v ans MPO®AP Manbta NabiaHa Icnani BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a UA/13238/01/01
cin NHY 1 OpaJsIbHOro MA dapmacbloTikanc, a mMartepianis: 3miHu | TUNYy - 3MiHK 3 peuenmom
TpomeTam po3uuHy, 3 IHTepHeLUH CNYy. akocTi. CepTucpikat
on r/naket n BignoBigHocTi/E-cepTudikat
no 8 r y nakeri TpeiguHr BiANOBiAHOCTI EBpONeiiChKiit
no 1 nakety y Nimiteq thapmakonei/mMoHorpadii.

KapTOHHIM nayui

MopaHHA HoBOro abo OHOB/IEHOrO
cepTudikarta BignoBigHOCTI abo
BW/yYEHHS cepTudikara
BiANOBIAHOCTI EBpONeNiChKii
thapmakonei: ana A®l; ans
BUXifHOTO
Marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BMPOGHUUTBI ADI; ans
[0MOMDKXHOT PEYOBUHMN
(cepTudhikat BignoBiAHOCTI
€poneiicbkili hapmakonei) -
OHoBeHWii cepTuddikaT Big yxe
3aTBEPAKEHOr0 BUPOGHMKA -
noJaHHs OHOBJIEHOro cepTudikarty
BiANOBIAHOCTI EBpONeNiChKii
thapmakonei CEP 2023-068-Rev
02 Bif 3aTBEPLKEHOIO BUPOGHMKA
BIOQUIM, S.A. gito4oi peyoBuHY
hochomiluHy TpoMmeTamorn B
3B’A3KY 3i 3MiHOKO B HaMMCaHHi
aapecy BMpo6Huka Hetero Drugs
Limited npomiXHOro NpoaykTy, a
TakoX He3HaYHUMU 3MiHaMu 'y
BVMPOGHMYOMY NPOLLECi MPOMKHOIrO
npoaykty (3aTBepmxkeHo: CEP
2023-068-Rev 01;
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

3anponoHoeaHo: CEP 2023-068-
Rev 02). 3miHn | TNy - 3MiHK 3
akocTi. CepTucpikar
BignoBigHocTI/E-cepTudikar
BiANOBiAHOCTI EBpONeEliChKiit
thapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBJIEHOIO
cepTudikarta BignoBigHOCTIi abo
BUYYEHHS cepTudikara
BiANOBIAHOCTI EBpPONECHKI
thapmakonei: gna A®l; ans
BUXifHOTO
mMarepiany/peareHTy/npomMibkHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BMPOGHULTBI ADI; ans
[0MOMDKHOT PEYOBUHN
(cepTuchikat BignoBigHOCTI
€Bponeiicbkiii hapmakonei) -
OHoBeHWii cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHMKA -
noJaHHs OHOBJIEHOro cepTudikarty
BiANOBIAHOCTI EBpPONECHKIi
thapmakonei CEP 2017-166-Rev
03 Bif 3aTBEPAKEHOIO BUPOGHMKA
INTERQUIM S.A. DE C.V. gitoyoi
peyoBunHM hocoMiLmHy
TPOMETamon B 3B'A3KY 3
BUJTYYEHHAM BUPOOHYMKA
NPOMDXHOI NpoAyKuii FarmaSino
Pharmaceuticals (Anhui) Company
Ltd., Kutai, a Takox OHOBMEHHS
HanncaHHa agpecu BUPO6HUKa
npoMixHoI NpoAykuii Hubei Xunda
Pharmaceutical Co., Ltd, Kuta#,
MicLe BUpOOHULTBA HE 3MIHWUOCH
(3atBepmxeHo: RO-CEP 2017-166-
Rev 02; 3anponoHosaHo: CEP
2017-166-Rev 03). 3miHu | TNy -
3MiHn 3 sKocTi. CepTudikar
BignoBigHocTI/E-cepTudikar
BiANOBIAHOCTI EBpoONeliChKiit
thapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBJIEHOIO
cepTudikarta BignoBsigHOCTIi abo
BW/IYYEHHS cepTudikara
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
BiANOBIAHOCTI EBPONECHKIi
thapmakonei: ana A®l; ans
BUXifHOTO
mMarepiany/peareHTy/npomMikHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCA
y BMPOGHULTBI ADI; ans
[0MOMDKHOT PEYOBUHMN
(cepTuchikat BignoBigHOCTI
€Bponeiicbkiii hapmakonei) -
OHoBeHWiA cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHMKA -
nofaHHs OHOBJIEHOro cepTudikarty
BiANOBIAHOCTI EBpPONECHKI
thapmakonei CEP 2017-166-Rev
04 Big, 3aTBEPAXEHOTO BUPOOHUKA
INTERQUIM S.A. DE C.V. gitoyoi
peyoBunHM hocoMiLmHy
TpoOMeTamon B 3B'A3KY 3i 3MiHOI B
HanvcaHHi agpecu BnacHnka CEP
Ta BMPOOHUKA AjitoH0i pevyoBUHN,
MicLie BUPOBGHMLTBA HE 3MIHUIOCD,
a TakoX 3MiHa HanncaHHa agpecu
BMPOBHMKA NPOMDKHOI NPOAYKLIT
Hubei Xunda Pharmaceutical Co.,
Ltd, Kutaii.

305. | XABPUKC 1440 Hepatitis | aHTureH JO7BCO | cycneHsisa gns FnakcoCwmi | Benwuka FnakcoCmiTKnsAiiH | ®paHL, | BHECEHHS 3MiH O peecTpaLiiiHnX 3a UA/16497/01/02
BAKUVHA Ansa A, Bipycy 2 iH'exuini 1440 O[, TKnsiiH BputaHi Bionopxikans i/ marepianis: 3miHu Il Tuny - 3miHn peyenmom
APO®PINAKTUKN | inactivat | rematuty ELISA; no 1 mn Ekcnopt A C.A., ®paHujs Benbri | 3 akocTi. A®Il. CTabinbHiCTb. 3MiHa
FENATUTY A ed, A (1 po3a) y NimiTen (MapkyBaHHSA Ta al nepiogy NOBTOPHMUX

whole chnakoHi; no 1 nakyBaHHs Himeu BMNpo6yBaHb/nepiogy 36epiraHHs

virus chnakoHy B roTOBOrO YmHa abo ymoB 36epiraHHa Ad| (3a
KapTOHHIl npoayKTy); BIACYTHOCTI Yy 3aTBEpAKEHOMY
Kopob6Li 3 nakcoCmiTKnsaiiH [ocbe cepTudiikaTa BifgnoBIAHOCTI
MapKyBaHHAM Bionomxikana €Bponelicbkii hapmakonei, wo
YKpaiHCbKOI C.A., Benbria BK/IIOYAE nepios NOBTOPHOro
MOBOIO; Mo 1 MmN (chopmyBaHHs BMNpoGYyBaHHS) (nepiog,
(1 posa) B BaKLUHU, NOBTOPHOrO BMUMNpobyBaHHsA/nepios
nonepegHL0 HanoBHEHHS B 36epiraHHs) - 36inbLUEHHS nepiogy
HanoBHEHOMY nonepeaHbL0 36epiraHHs aKTMBHOI PeYOBUHN
wnpuui y HamnoBHEHiI LNpui 6i0/10riYHOro/iMyHOOriYHOTO
KOMM/IEKTi 3 Ta onakoHu, MOXOPKEHHSA Ha OCHOBI
ro/iKoto; no 1 npoBefeHHA pe3ynbTaTiB [OC/IIKEHD,
Lwnpuuy B KOHTPO/I0 SKOCTI, BMKOHaHWX He Yy BignoBiAHOCTI A0
KapTOHHIi MapKyBaHHS i 3aTBEPKEHOr0 NPOTOKOAY -
Kopo6ui 3 nakyBaHHs MpofoBXEHHS TEPMiHY 36epiraHHs
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
MapKyBaHHAM roToBOro iHOKY ATy Bipycy renatuty A
YKpaiHCbKO0 npoaykTy); (HAV) noHap 3aTBepxeHi 5 pokis
MOBOIO; N0 1 MmN CMmiTKnAliH Bivem [0 [OCATHEHHA TepMiHy -15 pokis
(1 po3a) y dapma 'm6X yHA, 3a YMOBWU 36epiraHHs npuv
dhnakoHi; no 1 Ko. KI, HimeyunHa Temnepartypi -70 °Cy
hnakoHy B (HanoBHEHHS B 3aTBEPAKEHIN ynakoBL,.
KapTOHHIi nonepegHbL0
Kopobui 3 HanoBHEeHi
MapKyBaHHAM Lwnpuwi)
iHO3eMHUMK nakcoCmiTKnsnH
MoBamM 3i Bionogxikan3
CTUKEPOM C.A., benbria
YKPaiHCbKO (Bunyck cepil
MOBOIO; Mo 1 mn roToBOro
(1 posa) B NpoaykKTy)
nonepeaHL0
HanoBHEHOMY
wnpuyi y
KOMNIeKTi 3
ro/ikoto; no 1
Lnpuvuy B
KapTOHHIl
Kopobui 3
MapKyBaHHAM
iHO3eMHUMK
MoBaMu 3i
CTVKEpOM
YKpaiHCbKOIo
MOBOIO
306. | XABPUKC 720 Hepatitis | aHTureH JO7BCO | cycneHsia gns FnakcoCmi | Benuka | nakcoCmiTKnaiH | ®paHy, | BHECEHHS 3MiH 40 peecTpauiiHnX 3a UA/16497/01/01
BAKUVHA onga A, Bipycy 2 iH'exuii 720 O[, TKnsiiH BputaHi Bionomxikana i/ matepianis: 3miHu Il Trny - 3MiHK peyenmom
MPO®ITAKTUKA inactivat | renatuty ELISA; no 0,5 Ekcnopt A C.A., ®paHuis Benbri | 3 sakocTi. A®l. CTabinbHICTb. 3MiHA
FENATUTY A ed, A mn (1 gosa) y NimiTeq (MapkyBaHHS Ta al nepiogy NOBTOPHMX
whole dhnakoHi; no 1 nakyBaHHs Himeu BMNpoGyBaHb/nepioay 36epiraHHs
virus donakoHy B roToBOro yYnHa a60 ymoB 36epiraHHs A®I (3a
KapTOHHIi NPoOAYKTY); BiICYTHOCTI y 3aTBEP)KEHOMY
Kopoo6ui 3 nakcoCmiTKnsiiH [0cbe cepTuduikaTa BifnoBigHOCTI
MapKyBaHHAM Bionogxikans €Bponelicbkiii hapmakonei, Lwo

YKPaiHCbKOK C.A., benbris BK/1H0YAE Mepiof NOBTOPHOro
MoBoto; no 0,5 (cbopmyBaHHs BMNpo6yBaHHSA) (nepiog

M (1 gosa) B BakUMHN, NOBTOPHOro BUNpobyBaHHsA/nepios
nonepegHL0 HanoBHEHHSA B 36epiraHHs) - 36iNbLUEHHS nepiogy
HanoBHEHOMY nonepegHL0 36epiraHHA aKTUBHOI PeYOBVHN
wnpuyi y HanoBHEeHI LWnpuLi 6ionoriyHoro/iMyHoONOrYHOro
KOMMJ/IEKTI 3 Ta oNakoHu, MOXO/PKEHHS HA OCHOBI
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
ronkoto; no 1 npoBefeHHs pe3ynbTaTiB AOC/iKEHD,
wnpuuy B KOHTPOJIO SIKOCTI, BMKOHaHMX He Y BifnoBigHOCTi A0
KapTOHHii MapKyBaHHS i 3aTBepKeHoro nNpoTokony -
Kopoo6ui 3 nakyBaHHs MpofoBXeHHS TepMiHy 36epiraHHs
MapKyBaHHAM roToBOro iHOKYNsATY Bipycy renatuty A
YKparHCbKO0 NPoOAYKTY); (HAV) noHapg, 3aTBEpaXeHi 5 pokis
MoBoto; no 0,5 CMmIiTKnsliH Bivem [0 [OCATHEHHS TepMiHy -15 pokis
M (1 gosa) y dapma M'v6X yHA, 3a yMoBWU 36epiraHHs npu
dnakoHi; no 1 Ko. KI, HimeyunHa Temnepartypi -70 °Cy
chnakoHy B (HanoBHEHHS B 3aTBEPMAKEHI yNakoBLyi.
KapTOHHIi nonepegHLo
Kopobui 3 HanoBHEHi
MapKyBaHHSAM Lnpui)
iHO3eMHUMK "nakcoCmiTKnsinH
MoBamM 3i Bionoaxikans
CTUKEPOM C.A., benbris
YKpaiHCbKO0 (Bunyck cepii
MoBoto; no 0,5 roToBOro
mn (1 posa) B NpoaykKTy)
nonepeaHLo
HanoBHEHOMY
wnpuui y
KOMM/EKTi 3
ro/ikoto; no 1
LunpuLy B
KapTOHHIl
Kopo6Li 3
MapKyBaHHAM
iHO3EMHUMK
MoBamu 3i
CTVIKepoM
YKpaiHCbKOI
MOBOIO
307. | XAPTUN® PO3 Rosuvas | posyBacta | C10BX1 | kancynu TBepai 3AT Yropwm BMPOGHMYaA Yropu, | BHECEHHS 3MiH A0 peecTpaviiHux 3a UA/20982/01/02
tatin and | TuH 7 no 10 mr/5 wr; dapmaues Ha AinbHUUA MHa MaTepianis: 3miHu | TUny - 3MiHK peuenmom
ramipril KanbLijto no 10 kancyn y TUYHWI Tabnetok oo 6e3nekn/epekTnBHOCTI Ta
Ta 6nictepi; no 3 3aB0f, PosyBactatuHy thapmakoHarnsgy. BeegeHHs abo
paminpun 6nictepn y ErC KasibLito no 10 wr, 3MiHN [0 y3araslbHEHUX AaHuX Npo
KapTOHHIN L0 PO3MILLYOTLCSA cuctemy chapmakoHarnsgy
Kopoo6Li B Kancynu; (BBEAEHHS Yy3araslbHEHNX AaHUX
AinbHnus npo cuctemy chapmakoHarnsgy,

BiANOBiAa/IbHA 3a
KOHTpO/b cepii
Tabnetok
Po3yBactaruHy

3MiHa yNOBHOBaXXEHOI 0cobw,

BiANOBiAA/IbHOI 32 3AiCHEHHS

hapmakoHarnagy; KOHTakTHoOl
ocobu 3 chapmakoHarnsgy
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

KasibLito no 10 wr,
LLIO0 PO3MILLYOTLCS
B Kancynu;
AinbHUUS
BignosiganbHa 3a
KOHTpPO/b cepii
TabneTok
Paminpuny no 5
MF, WO
PO3MILLYOTbCS B
Kancynu; ginbHuus
BiANoBifasbHa 3a
nepBuHHe,
BTOPUHHE
nakyBaHHS,
KOHTpO/b cepii,
BUMYCK cepii
roToBOro
nikapcbkoro
3acoby: 3AT
dapmaveBTUYHUIA
3aBog ETIC,
YropumHa;
BMPOGHMYA
AinbHUUS
TabneTok
Paminpuny no 5
MF, WO
PO3MILLYIOTLCA B
Kancysnu; ginbHuus
BignoBigasibHa 3a
KOHTPO/Ib cepii
TabneTok
Paminpuny no 5
MF, WO
PO3MILLYOTLCA B
Kancynw;
BMpOGHMYa

AiNbHULSA rOTOBOrO
nikapcbkoro
3acoby; AinbHuua
BiANoBifasbHa 3a
nepBuHHe,
BTOPUHHE

nakyBaHHS,

3as1BHMKA 419 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, AKLWO
BOHa BifMiHHA Bif, yNOBHOBaXeHO|
ocobw, BignoBigabHOI 3a
3[jiicHeHHs1 hapMakoHarnsay
(BK/IIOYAKOYN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-aiina cuctemm
thapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6U 3aABHUKA,
BignoBiganbHOI 3a
thapmakoHarnag B Ykpaini. fitoua
pepakuisi: EiMkiH AHApiIi
leopriioBuy. MNponoHoBaHa
pefakuis: bpatawosa IpuHa
MwukonaiBHa. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI ocobu,
BiANOBIAa/IbHOI 3a
thapmakoHarnag B YkpaiHi
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
KOHTpO/b cepii,
BUMYyCK cepii
roToBOro
nikapcbkoro
3acoby: 3AT
dapmaveBTUYHUIA
3aBog ETIC,
YropuimHa
308. | XAPTUN® PO3 Rosuvas | posyBacta | C10BX1 | kancynu TBepgj 3AT Yropwm BMpPO6HMYA Yropw, | BHECEHHS 3MiH A0 PEeECTPaLiiHNX 3a UA/20982/01/03
tatin and | TuH 7 no 10 mr/10 wmr; dapmaues Ha AinbHUUS nHa Marepianis: 3mMiHu | Tuny - 3miHn peyenmom
ramipril KasibLito no 10 kancyn y TUYHWIA Tabnetok wopo 6e3sneku/edpekTMBHOCTI Ta
Ta 6nicTepi; no 3 3aB0O[, PosyBactaTtuHy hapmakoHarnsgy. BeegeHHs abo
paminpun 6nictepu y EFIC Kanbujto no 10 mr, 3MiHM [0 y3ara/ibHEHNX JaHuX Npo
KapTOHHIi LLI0 PO3MILLYOTLCS cuctemy chapmakoHarnagy
Kopoo6Li B Kancynu, (BBEAEHHSA Y3araslbHEHUX AaHNX
AinbHNUA npo cucTemy dhapmakoHarnsgy,

BignosigasbHa 3a
KOHTPO/b cepii
TabneTok
Po3yBactarunHy
KauibLito no 10 wr,
LLIO0 PO3MILLYOTHCS
B Kancynu;
AinbHUUS
BignoBigasibHa 3a
KOHTPO/Ib cepil
TabneTok
Paminpuny no 5
MF, WO
PO3MILLYOTLCA B
Kancynu; ginbHuus
BignosigasbHa 3a
NepBuHHE,
BTOPUHHE
nakyBaHHs,
KOHTPO/b Cepii,
BMNyCK cepil
roToBOro
niKapcbKoro
3acoby: 3AT
dapmaLleBTUYHNI
3aBog ETIC,
YropumHa;
BMpo6HMYa
AinbHUUS

3MiHa yNOBHOBaXeHOI 0cobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, SKLio
BOHa BiZJMiHHA Bif, YNOBHOBaXEHOT
ocobwu, BiAnoBigasIbHOI 3a
3[jicHeHHs hapMakoHarnsay
(BK/KOHAOYM KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-aiina cucremu
thapmakoHarnagy) - 3miHa
KOHTaKTHOI 0CO6U 3asBHUKA,
BignoBiga/IbHOI 3a
hapmakoHarnag B Ykpaini. [irova
pepakuis: EiMkiH AHAPIR
leopriioBuy. NponoHoBaHa
pefakuisn: bpatalwosa IpuHa
MwukonaiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobu,
BignoBiganbHOI 3a
thapmakoHarnag B Ykpaini
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

TabneTok
Paminpuny no 5
MF, WO
PO3MILLYOTbCS B
Kancynu; ginbHuus
BiANoBiAasbHa 3a
KOHTPO/b cepii
TabneTok
Paminpuny no 5
MF, WO
PO3MILLYIOTLCA B
Kancynw;
BMPOGHMYA
AiNbHMLSA rOTOBOrO
niKapcbKoro
3acoby; AinbHnLA
BignosiganbHa 3a
nepBuHHeE,
BTOPUHHE
nakyBaHHS,
KOHTPO/b cepii,
BMNYCK cepil
roToBOro
niKapcbKoro
3acoby: 3AT
dapmanleBTUYHNI
3aBog ETIC,
YropuwmHa

309.

XAPTUN® PO3

Rosuvas
tatin and
ramipril

po3yBacTta
TWH
KaUsTbLito
Ta
paminpun

C10BX1
7

Kancynu Teepai
no 20 mr/5 wr;
no 10 kancyny
6nictepi; no 3
6nictepu y
KapTOHHIl
Kopoobui

3AT
dapmaves
TUYHWIA
3aBog,
EriC

YropLum
Ha

BMpo6HMYa
AinbHUUS
TabneTok

Po3yBactatunHy
KauibLito no 10 wr,
L0 PO3MILLYOTLCS

B Kancynu;

AinbHUUS
BignoBigasibHa 3a
KOHTPO/Ib cepil
TabneTok
Po3syBactatunHy
KasbLito no 10 wr,
L0 PO3MILLYOTLCSA

B Kancynu;
AinbHUUA

BiANOBiAa/IbHa 3a

Yropuy,
MHa

BHECEHHS 3MiH [J0 peecTpaLiiiHnx
marepianis: 3MiHu | Tuny - 3miHK
woao 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo
3MiHM [0 y3ara/ibHEHNX JaHuX Npo
cuctemy chapmakoHarnagy
(BBEAEHHS y3arasibHEHNX AaHUX
npo cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXXeHOT 0cobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 chapmakoHarnsgy
3asBHUKA 419 3AiACHEHHSA
thapmakoHarnagy B YkpaiHi, SKL0
BOHa BiJMiHHa Bif, yNTOBHOBaXeHOT
ocobw, BignoBiganbHOI 3a
3[iiCHEHHS hapmakoHarnsay

3a
peyenmom

UA/20982/01/04
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
KOHTPO/b cepii

TabneTok
Paminpuny no 5
MF, WO
PO3MILLYIOTLCA B
Kancysnu; ginbHuus
BignoBiAasibHa 3a
nepBuHHeE,
BTOPUHHE
nakyBaHHs,
KOHTPONb cepil,
BUNYCK cepil
roToBOro
niKkapcbKoro
3acoby: 3AT
dapmaleBTUYHNI
3asog ETIC,
YropLumHa;
BMPOGHMYaA
AinbHUUA
TabneTok
Paminpuny no 5
MF, WO
PO3MILLYOTLCA B
Kancynu; ginbHuus
BignosiganbHa 3a
KOHTpPO/b cepii
TabneTok
Paminpuny no 5
MT, LLIO
PO3MILLYOTbCS B
Kancynw;
BMPOGHMYA
AiNbHMLA TOTOBOTO
niKkapcbKoro
3acoby; finbHnuA
BignoBiAasibHaA 3a
nepBuHHeE,
BTOPUHHE
nakyBaHHs,
KOHTpONb cepil,
BUNYCK cepil
roToBOro
niKkapcbKoro

3acoby: 3AT

(BK/THOYAOYUM KOHTaKTHI AaHi)
Ta/abo 3MiHW Y PO3MiLLEHHI
macTep-aiina cucremm
thapmakoHarnagy) 3miHa
KOHTaKTHOI 0CO6U 3asiBHUKA,
BiANOBIAa/IbLHOI 3a
thapmakoHarnsg B Ykpaii.
Litoua pepakuin: €dimkiH AHApIN
leopriioBuy. MNMponoHoBaHa
pegfakuis: Bparawosa IpuHa
MwukonaiBHa. 3MiHa KOHTaKTHUX
[aHVX KOHTaKTHOI 0cobu,
BignoBiAa/IbHOI 3a
thapmakoHarnsag B YkpaiHi
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
dapmaleBTUYHNI
3asog ETIC,
YropLumHa
310. | XAPTUN® PO3 Rosuvas | posyBacta | C10BX1 | kancynu TBepai 3AT Yropwm BMPOGHMYaA Yropu, | BHECEHHSI 3MiH A0 peecTpaviiHux 3a UA/20982/01/01
tatin and | TuH 7 no 20 mr/10 wr; dapmaues Ha AinbHUUA MHa MaTepianis: 3miHu | TUNy - 3MiHK peuenmom
ramipril KanbLyjto no 10 kancyn y TUYHWI Tabnetok oo 6e3nekn/epekTnBHOCTI Ta
Ta 6nictepi; no 3 3aB0f, PosyBactatuHy thapmakoHarnsgy. BeegeHHs abo
paminpun 6nictepn y ErC KasibLito no 10 wr, 3MiHU [0 y3araslbHEHUX AaHuX Npo
KapTOHHIN L0 PO3MILLYOTLCSA cuctemy chapmakoHarnsgy
Kopoo6Li B Kancynu; (BBEAEHHS Yy3araslbHEHNX JaHuUX
AinbHnus npo cuctemy chapmakoHarnsgy,

BiANOBiAa/IbHa 3a
KOHTpO/b cepii
TabneTok
Po3yBactaruHy
KasibLito no 10 wr,
LLI0 PO3MILLYOTLCS
B Kancynu,
AinbHUUS
BignosigasbHa 3a
KOHTPO/b cepii
TabneTok
Pawminpuny no 5
MF, LLO
PO3MILLYyOTbCS B
Kancynu; ginbHuua
BiANOBiAa/IbHa 3a
nepBuHHe,
BTOPUHHE
nakyBaHHS,
KOHTpOnb cepil,
BUMYCK cepii
roTOBOrO
nikapcbkoro
3acoby: 3AT
dapmauleBTUYHNI
3aBog ElIC,
YropuuHa;
BMPOGHMYA
AinbHUUS
TabneTok
Paminpuny no 5
MF, WO
PO3MILLYIOTLCA B
Kancysnu; AinbHuus

3MiHa yNOBHOBaXEHOI 0cobw,
BiANOBiAA/IbHOI 32 3AiCHEHHS
hapmakoHarnagy; KOHTakTHoOI
ocobu 3 chapmakoHarnsgy
3as1BHMKA 419 34iICHEeHHS
hapmakoHarnagy B YkpaiHi, KO
BOHa BifMiHHA Bif, yNOBHOBaXEHOT
ocobw, BignoBigabHOI 3a
3[jificCHEHHs1 hapMakoHarnsay
(BK/THOYAKOYN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-aiina cuctemu
hapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6U 3aABHUKA,
BignoBiganbHOI 3a
thapmakoHarnag B Ykpaini. fitoua
pepakuisi: EiMkiH AHApiIi
leopriioBuy. MNponoHoBaHa
pegakuis: bpatawosa IpuHa
MwukonaiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI ocobu,
BiANOBIA&/IbHOI 3a
thapmakoHarnag B YkpaiHi
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

BignoBiAa/ibHaA 3a
KOHTPO/Ib cepii
TabneTok
Paminpuny no 5
MF, WO
PO3MILLYOTLCA B
Kancynw;
BUpOGHMYa
AiNbHULSA rOTOBOrO
nikapcbkoro
3acoby; AinbHuua
BiANoBifasbHa 3a
nepBuHHe,
BTOPUHHE
nakyBaHHS,
KOHTpO/b cepii,
BUMYCK cepii
roToBOro
nikapcbkoro
3acoby: 3AT
dapmaveBTUYHUIA
3aBog ETIC,
YropLimHa

311.

XAPTUN®-H

Ramipril
and
diuretics

paminpun i
rigpoxnop
oTiasng

CO09BA0O
5

Tabnetku, 5
mr/25 wr; no 14
Tabnetok y
6nicTepi; no 2
6nictepn y
KapTOHHIl
ynakoBLi

3AT
dapmateB
TUYHWIA
3aB0[,
ErFIC

YropLum
Ha

BignosiganbHi 3a
NOBHWIA LMK
BUpO6GHULUTBA:

3AT
dapmaueBTUYHNI
3aBog ElC

Yropuy,
nHa

BHECEHHS 3MiH 0 peecTpaLiiHnX
Marepianis: 3mMiHu | Tuny - 3miHn
wopo 6e3sneku/epekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHNX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI 0cobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, SKLio
BOHa BifJMiHHA Bif, YNOBHOBaXEHOT
ocobwu, BiAnoBigasIbHOI 3a
3pjiicHeHHs hapMakoHarnsgy
(BK/KOHAOYM KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-gaiina cuctemu
thapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6U 3asiBHUKA,

3a
peyerimom

UA/6486/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

BignoBiga/IbHOI 3a
thapmakoHarnag B Ykpaini. [irova
pepakuis: €imMkiH AHApIi
leopriioBuy. NponoHoBaHa
pefakuis: bpatalwosa IpuHa
MukonaiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobu,
BignoBiganbHOI 3a
hapmakoHarnsg B YKpaii.

312.

XNOPrekCcnaunH

chlorhex
idine

Xnoprekcy
AnHy
GirntokoHa
T

DO8ACO
2

PO34MH
HalukipHuii, 0,05
%; no 100 mn
a6o 200 mny
6aHKax CKISAHUX
abo thnakoHax
noniMepHnX

TOB
"POPC-
SAPMA

JNCTPUB
tOLLH"

YKpaiHa

MM "Kinagpd”

YKpaiH
a

BHECEHHS 3MiH 0 peecTpavLiiiHnX
MaTepianis: 3miHu | TUny - 3MiHK
oo 6e3nekn/ehpekTnBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHeHWX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHS Yy3araslbHEHNX JaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOI 0cobw,
BiANOBiAA/IbHOT 32 3AiCHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 chapmakoHarnsgy
3as1BHMKA 419 34iICHEHHS
hapmakoHarnagy B YkpaiHi, KO
BOHa BiJMiHHA Bif, yNTOBHOBaXeEHOT
oco6w, BignoBigabHOI 3a
3[jiicCHEHHs1 hapMakoHarnsay
(BK/THOYAKOYN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-aiina cuctemu
hapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOI 0CO6Y 3asBHIIKA,
BignoBiganbHOI 3a
hapMakoHarnag.

[itoua pepakuis: KpacHollokoBa
KOnisi BiktopiBHa. MNponoHoBaHa
pegakuis: 'peuko Bitaniin
tOpiioBMY. 3MiHa KOHTaKTHMX
[aHux yrnoBHOBaXXEHOI 0co6u
3asBHVKa, BiANOBIAA/IbHOI 3a
papMakoHarnsg

6e3
peyenma

UA/5492/01/01

313.

XNOPIEKCUAVH
-3[10POB'Si

chlorhex
idine

XNnoprekcu
AnHY
AUTHOKOH
aT

DO8ACO
2

po3umnH 0,5
mr/mn, no 50 mn
a6o no 100 mn y
dhnakoHax
noniMepHMX

TOBAPUC
TBO 3
OBMEXE
HOIO
BIAMNOBIA,

YKpaiHa

BCi cTagii
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
TOBAPUCTBO 3

YkpaiH

BHECEHHS 3MiH [JO peecTpaLiiiHnx
marepianis: 3miHv | Tuny - 3miHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBabHWi

6e3
peyenma

UA/10769/01/01




334

ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
ANBHICT OBMEXEHOIO 3aci6. 3miHa hopmu abo po3mipy
0 BIAMOBIOANBHI KOHTelHepa un
«KOPMOP CTHO 3aKynoproBasIbHOrO 3acoby
ALIA «KOPIMOPAUIA (NepBUHHOT ynakoBkm)
«340POB «300POB'A», (HecTepunbHI Nikapcbki 3acobu)
A YKkpaiHa; He3HayHa 3MiHa po3mipy
BCi cTagii 3aTBEPAKEHOT KPULLIKK Mig,
BUPOGHULTBA, KpanenbHuuo O 20 BUPOGHMKa
KOHTPOb AKOCTI: TOB «Crartyc», YkpaiHa.
ToBapwvCTBO 3 3arBepaxeHo:
06MexeHot h 30,8 +0,5 mm
BiANOBIAA/ILHICTIO dl13,5+0,2Mm
"XapkiBCcbke d2 20,1 £ 0,35 mm
hapmaueBTUYHE d322,3+0,4 Mm
niANPUEMCTBO d4 22,9 £ 0,4 Mm
"300poB’s 3anponoHoBaHo:
Hapoay", YkpaiHa h 29,8 +0,5 mm
d13,5+0,2 MM
d2 20,1 £ 0,35 mm
d322,3+0,4 Mm
d4 22,9 £ 0,4 Mm
314. | X10PO®ININTY - xnopodini - EeKCTPaKT rycTuii TOB Ykpaina TOB "[focnigHwii YkpaiH | BHECEHHS 3MiH [0 peecTpavliiiHnX - UA/5553/01/01
EKCTPAKT nty (cybeTaHuin) y "focnigHn 3asop "THU/C" a mMartepianis: 3miHu | TUNy - 3MiHK 3
rycTum eKCTpakT nakeTax 3 nniBkx 1 3aBof akocTi. A®l. KoHTposnb AdL. 3miHa
rycTuii nonimMepHoi B "rHuact y napameTpax cneumdikauii

60oukax
naacTMacoBmXx
ans
hapMaLeBTUYHO
ro 3aCTOCyBaHHs

Ta/abo [onyCcTUMMNX MEX,
BM3HAYEHNX Y cneundikauisx Ha
A®I, ab0 BMXigHWIA/NPOMDKHWIA
npoAyKT/pearexT, Wwo
BVIKOPVCTOBYIOTbCA Y NMPOLECI
BMPOGHMLTBA AD| (4ONOBHEHHS
cneumdikalii HOBUM NOKa3HUKOM
AKOCTI Ta BiAMNOBIgAHMM METOA0M
BMMNPO6YBaHHSA) — AOMOBHEHHS
cneundikanii A®l Xnopoaininty
€KCTPaKT rycTuii HOBUM
nokasHukom «KinbkicHe
BM3HayeHHs. Cyma xsiopodinis, y
nepepaxyHky Ha xnopodin A».
MponoHoBaHa pepakuis: KinbkicHe
BM3HayeHHs. Cyma xsiopodinis, y
nepepaxyHky Ha xaopocin A Mae
6yTu Big 0,70 % 3an. 8.1 AdY*,
2.2.25 * fitoye BUaaHHA BeeaeHHs
3MiH NpoTArom 6-T1 MicAuiB nicns
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

3aTBEPMKEHHA. SMiHn | Tuny -
3MiHu 3 gKocTi. A®l. KoHTposb
A®l. 3miHa y napameTpax
cneundikauin Ta/abo gonycTuMmx
MeX, BU3Ha4YeHuX y cneumdikauisax
Ha A®I, 260 BUXigHWIA/NPOMIKHNIA
npoAyKT/pearexT, wo
BMKOPVCTOBYIOTbCS Y Npoueci
BMPOGHMLTBA AD| (4ONOBHEHHSA
cneundikauii HOBUM NMOKa3HUKOM
AKOCTI Ta Bi4NOBIgHUM MeTOA0M
BUNPOOGYBaHHS) - AOMOBHEHHS
cneuudikayii A®| Xnopodininty
€KCTPaKT rycTuiA HOBUM
NnoKasHWKoM «KinbKicHe
BU3HAYeHHA. ETaHoN».
MponoHoBaHa pepfakuis: KinbkicHe
BM3HayeHHs. ETaHon He Ginblwe
10,0% 3an. 8.2 AdYy*, 2.2.28
MeTog napodasHoi
Xpomatorpadii * - gitoye BuAaHHA
BBegeHHs 3MiH npoTsArom 6-tu
MiCALB NicNa 3aTBEPAXEHHS.
3MiHn | TUnNY - 3MiHK 3 AKocTi. API.
KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[ONYCTUMMX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha Adl, abo
BUXiHWIA/NPOMIXHWIA
npoayKT/peareHT, Wwo
BUKOPVCTOBYIOTBCS Y NpOLEC
BMPO6HULTBA AP| (BUYUYEHHS
He3HayYyHOro nokKasHuka sIKocTi
(Hanpuknag BUIyYeHHs
3acTapisioro NokasHuka)) -
BU/TYYEHHS NMOKa3HWKa
«AHTHGaKTepiasibHa aKTUBHICTb» 3i
cneundikauii A®I Xnopoaininty
€KCTPaKT rycTuii. BBeeHHs 3MiH
npoTArom 6-T1 MicAUiB micns
3aTBEepPMKEHHS. 3MiHK | Tuny -
3MiHu 3 sKocTi. A®l. KoHTposb
A®I. 3miHa y napameTpax
cneumdikauii Ta/abo AonycTUMmX

MeX, BU3HAYEHUX Y crneumdikauisx
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

Ha A®l, abo BMXigHWA/NPOMDKHWIA
NpoAyKT/pearexT, Wwo
BVKOPWCTOBYIOTHCSA Y NPOLECI
BMPOGHMLUTBA ADI (iHLLI 3MiHK) -
3MiHM y cneumdikauii Ta MeTogi
BM3HAYEHHS 3a/IULLIKOBOT Ki/IbKOCTI
OpraHiyHUX po3ymHHUKIB B ADI
XnopogininTy eKkcTpakT rycTuii.
Bumoru cneumdikauii wono
KiNbKOCTi MeTuneHxnopugy B Ad|
3aMLLeHo 6e3 3MiH. BBefeHHs
3MiH NPOTAromM 6-Tu micsLiB nicns
3aTBepmxeHHs. CynyTHS 3MiHa -
3MiHu 3 aKocTi. A®Il. KoHTposb
A®I|. 3viHa y meTofAax
BMNpo6yBaHHA APl abo BuxigHOro
mMartepiany/npomiKHOro
npoAaykTy/peareHTy, L0
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA ADI (iHLWi 3MiHU Y
mMeToAax BUNpobyBaHHSA
(BkntovaroUM 3amiHy abo
[0NoBHeHHs) A®| abo
BUXIiHOr0/MPOMIXXHOIO NPOAYKTY).
3MmiHu | TMNY - 3MiHK 3 AKocTi. API.
KoHTponb A®L. 3MiHa y meTogax
BunpobysaHHA APl abo BuXigHOro
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, Lo
BMKOPUCTOBYETLCS Y NPOLIECI
BMPOGHMLUTBA ADI (iHLWi 3MiHU Y
MeToAax BUnpobyBaHHs
(Bkntovaroun 3aminy abo
[0MnoBHeHHsA) AdD| abo
BWXiZHOrO/NMPOMIXXHOr0 NMPOAYKTY).
3mMiHa meTogy BUNPObyBaHHA AN
nokasHuka «lgeHtudikauis.
Xnopoinu» y Metofax KOHTPOSI0
A®| Xnopodininty ekcTpakT
rycTuii (3aTBEPAXEHO:
Bunpob6ysaHHs A, AdY*, 2.2.25;
3anponoHoBaHo: BunpobyBaHHs
A, siKicHa peakuisi).
BBefeHHSA 3MiH NPOTAroM 6-Tn
MicsILLiB NicNs 3aTBEPAKEHHS.
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
315. | LE®A3ONIH cefazolin | yedasoni JO1DBO | mopoluok Ans MAT YkpaiHa MNAT YkpaiH | BHECEHHS 3MiH [0 peecTpavyiiiHnX 3a He UA/14477/01/01
HYy 4 pO34nHYy oNs "Kuismegn "KviBmegnpenapa a MaTepianis: 3miHu | TUny - 3MiHK peuyenmom | niosse
HaTpieBa iH'ekuili no 0,5, penapat" T wopo 6e3snekn/ethekTMBHOCTI Ta ae
Ccinb 10 dpnakoHiB 3 thapmakoHarnagy. 3miHa y
MOPOLLKOM Y KOpOTKili XapakTepuctu,i
KOHTYPHili niKapcbKoro 3acoby, TekcTi
YapyHKOBIli MapKyBaHHS Ta iHCTPYKUii Ans
ynakosLij; no 1 MeAMYHOro 3acTOCYBaHHA Ha
KOHTYpHIlA nigcrTasi perynspHo
YapyHKOBIli OHOBJIHOBAHOrO 3BITY 3 6e3nekn
ynakoBLi y nayui nikapcbKoro 3acoby, abo
nocnimpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapcbkoro 3acoby
B nicnspeecTpauiiHnii nepiog, a6o
AK pe3ynbTaT OLiHKN 3BITY 3
JocCnifpKeHb, NPOBEAeHNX
Bi4NOBIAHO A0 NnaHy
negjiatpnyHux gocnigpkeHns (PIP)
(3MiHy Y3ro[pkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) - 3miHu
BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby Ao po3zinis
"Oco6nMBOCTI 3aCTOCYBaHHA" Ta
"Mo6iuHi peakwji" BigNoBigHO A0
OHOB/EHOT iHhopMaLii 3 6e3neku
3aCTOCYBaHHS fil040i PEeYOBUHMN.
TepMiH BBELEHHS 3MiH - NPOTArom
6 MicAuiB nicna 3aTBEPAXKEHHS.
3MiHu | TURY - 3MiHK Wwoao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
3MiHWN BHECEHO B IHCTPYKLitO ANA
MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby [0 po3zinis
"Cknag" (pefakuiiiHi npaskm) Ta
"Mo6iyHi peakuyii" WoA0 3BiTYBaHHSA
npo nigo3ptoBaHi NOBIYUHI peakwi.
TepMmiH BBELIEHHSI 3MiH - NPOTArom
6 MicALiB Nic/ia 3aTBEPAKEHHS.
316. | LE®PA3O/NIH cefazolin | uedaszoni JO1DBO NOpPOLUOK AN MAT YkpaiHa MAT YKkpaiH | BHECEHHS 3MiH 10 peecTpaLiiHnX 3a He UA/14477/01/02
Hy 4 po34nHYy AN "Kuismegn "Kvismegnpenapa a marepianis: 3MiHu | Tuny - 3miHK peyenmom | nidnse
HaTpieBa iHekuii no 1,0; penapart” T woao 6e3nekn/edpekTNBHOCTI Ta ae
cinb 10 donakoHiB 3 thapmakoHarnsgy. 3miHa y
NMOPOLLKOM Y KOPOTKIili XapakTepucTuyi
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
KOHTYPHIl nNiKapcbKoro 3acoby, TeKCTi
YapyHKOBIli MapKyBaHHS Ta IHCTPYKLUIT Ansa
ynakosLij; no 1 MeAMYHOr0 3aCTOCYBaHHSA Ha
KOHTYPHIl nigcTaBi perynspHo
YapyHKOBIli OHOBJ/IOBAHOTO 3BITY 3 6e3neku
ynakoBLji y nauui nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3acToCyBaHHS Nikapcbkoro 3acoby
B MicnsipeecTpaLiiinii nepiog, a6o
SIK pe3ynbTaT OLiHKM 3BITY 3
JocnifpKeHb, NpoBeAeHNX
BiANOBIAHO A0 NnaHy
negjarpnyHux gocnigpkeHs (PIP)
(3MiHy y3roKeHO 3 KOMMNETEHTHUM
YNOBHOB&XEHVNM OpPraHoMm) - 3MiHu
BHECEHO [0 iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA
nikapcbKoro 3acoby [o posginis
"Oco6MBOCTI 3aCTOCYBaHHA" Ta
"Mo6iuHi peakwji" BigNoBigHO A0
OHOB/IEHOT IHdhopMaLiii 3 6e3neku
3aCTOCYBaHHS Ajil040i PeYOBUHM.
TepMiH BBEEHHS 3MiH - NPOTATOM
6 micauis nicns 3aTBepmAKeHHS.
3Mminu | TMRY - 3MiHU Woao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
3MiHN BHECEHO B IHCTPYKLit0 ANs
MeAMYHOro 3acToCyBaHHA
nikapcbKoro 3acoby [o poszinis
"Cknapg" (pefakuiiiHi npaskm) Ta
"Mo6ivHI peakuil™ WoA0 3BiTYBaHHSA
npo nifo3proBaHi NOGIYHI peakLiii.
TepMmiH BBELEHHS 3MiH - NPOTArom
6 MicALiB Nicna 3aTBEPXEHHS.
317. | LE®PANEKCUH cefalexin | uecbanekc | JO1DBO | rpanynu gns «Xemodtha | Pecnybn Brpo6HMK YopHO | BHECEHHS 3MiH [0 peecTpauiliHnX 3a UA/7888/01/01
UHY 1 opasibHOT pm» AL, ika roTOBOrO ropis/ | matepianis: 3miHu | TNy - 3mMiHKM 3 | peyenmom
dopmi cycneHsii, 100 Cepbisa niKapcbKoro Cepbi | skocTi. FoTOBWMIA Nikapcbkuii 3aci6.
Ledanekc M (250 mr/5mn) 3aco6y, NnepBuHHE A Cucrtema
WHY no40ry Ta BTOpVHHE KOHTeliHep/3aKynopoBasibHWi
MOHorigpa dhnakoHi; no 1 nakyBaHHs, 3aci6. 3MiHa y NepBUHHIli ynakoBLi
Y nakoHy pasom KOHTPO/b Cepii: rOTOBOrO JliKapCbKOro 3acoby (iHLWi

3 MipHOlO XeMOMOHT 4.0.0., 3MiHW) BUAAIEHHS 3aKpUTTA
JIOXKKOL Y YopHoropis; hnakoHy, sike GinbLue He
KapTOHHIi Brpo6HMK BVIKOPVCTOBYETLCS Y BUPOBHULTBI




IIpomoBxeHHs 10

aTkKa 1

339

n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep
peecmpayiliHo
20
nocsioYyeHHs1

ynakoBLi

KOHTpO/b Ta
BUNYCK cepil:
«Xemothapm» All,
Cepbis

(‘aluminum closure, aluminum PP
closure (Pilfer proof)). 3miHu | TMnNy
- 3MiHu 3 siKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTEeliHep/3aKynopoBasibHWi
3aci6. 3MiHa y NepBWHHIiA ynakoBLi
rOTOBOrO JlikapCbKoro 3acoby (iHLwi
3MiHW) - BUAAIEHHA 3aKpUTTA
hnakoHy, sike GinbLue He
BUKOPVCTOBYETLCSA Y BUPOOHULITBI
(ofiHe 3 HWHI 3aTBEPKEHMUX 5K
«CRC closures»). 3miuu | Tuny -
3MiHu 3 aKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoproBasibHUi
3aci6. 3MiHa y MepBUHHIl ynakoBLji
roTOBOrO JlikapcbKoro 3acoby (iHLwi
3MiHW)

[0AaBaHHA 3aKpUTTA do/1aKoHy 3
MoauchikoBaHo hopmMoo
YLWifIbHEHHS (OKPIM NI0CKOro
yLlifibHIOBaYa f04a€TbCsl
JojaTkoBe 3aKpuTTa 3
YLWiNIbHEHHAM, sike 3abe3nevye
Kpally aaresito o onakoHy).
FAKICTb NaKkyBasIbHOTO MaTepiany
He 3MIHIETbCS.

318.

LEDPMA

cefpodo
xime

Lednogok
cumy
MPOKCETUN

JO1DD1
3

TabneTku, BKPUTI
NiBKOBOIO
060/10HKOI0, MO
200 mr o 10
Tabnetok y
6nictepi; no 1
abo 2 6nictepn
Y KapTOHHii
Kopoo6Li

CaHpo3
dapmacb
toTikan3
a.a.

CnoBeHi
a

CaHpo3 'mM6X-
Bupo6bHmnya
AinbHUUS
AHTWIHGEKUIAHI
N3 1a XimiyHi
Onepauii KyHanb
(AIXO N3
KyHA/1b)

ABCTpi
2

BHECEHHS 3MiH 0 peecTpavLiiiHnX
mMartepianis: 3miHu | TUnNy - 3MiHK 3
akocTi. A®l. KoHTposnb AdL. 3miHa
y napameTpax cneumdikauii
Ta/abo [onyCcTUMMUX MEX,
BM3HAYEHNX Y cneundikauisx Ha
A®I, abo BMXigHWIA/NPOMDKHWIA
npoAyKT/pearexT, Wwo
BVIKOPVCTOBYIOTbCSA Y NMPOLECI
BMPOGHMLTBA AD| (4ONOBHEHHS
cneumdikalii HOBUM NOKa3HUKOM
AKOCTI Ta BifMNOBIAHMM METOA0M
BMMNPOGYBaHHS) - AOAABAHHS
HOBOro NapameTpa cneumdikauii
Ait040i peyoBrHY LednogoKCMmy
npokceTnn «BusHaveHHs
Mikpo6Horo uucna (Microbial
Enumeration Tests)» pa3om i3

3a
peyenmom

UA/14864/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHap
00Ha
Hename
HMoBaH
a
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

Popma
BUNYCKY
(nikapcbka
¢hopma,
yrnakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

Kpain

BUPO6
HUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs1**

Homep

peecmpayiliHo

20
nocsioYyeHHs

BiANOBIAHMM METOA0M
BUNpo6yBaHHa (Membrane
filtration method).

319.

LE®OTAKCUM

cefotaxi
me

uedoTakc
nmy
HaTpieBa
Ccinb

JO1DDO
1

MOPOLLIOK A/1A
pO34nHy Ans
iH'ekuinno 1,0,
10 dpnakoHiB 3
MOPOLLKOM Y
KOHTYPHIl
YapyHKOBIli
ynakosLi; no 1
KOHTYPHIl
YapyHKOBIli

ynakoBLi y nayui

MAT
"Kuismegn
penapat"

YKpaiHa

MAT

"Kuismegnpenapa
T

YKpaiH
a

BHECEHHS 3MiH 0 peecTpavLiiiHnX
MaTepianis: 3miHu | TUNy - 3MiHK
oo 6e3nekn/epekTnBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo
3MiHa(1) [0 30608B'A3aHb Ta YMOB
BMAAYi peecTpaviiHoro
nocBifg4YeHHs, Bkovatoun Mnax
ynpaBniHHA pusnKamu
(3acTocyBaHHA TEKCTY, SKUIA
NOrOKEHNI 3 KOMMETEHTHNUM
opraHom) 3asiBH/KOM HagaHo
OHOB/IEHUIA MnaH ynpasniHHA
pv3ukamm Bepcisa 1.1.
3MiHN BHECEHO [10 YaCTUH:
| «3aranbHa iHopmavis»

Il «Cneundikauis 3 6e3nekmns»
Il «MnaH 3 chapmakoHarnsgy»
IV «lMnaxun wopao
nicnspeecTpauiiHnx focnigkeHb
eeKTUBHOCTI»

V «3axoam 3 MiHimi3aLji pu3mnkis»
VI «Pe3tome nnaHy ynpasniHHA
pr3nkamm»

VIl «Jogatku» (qogatku 1-8)

Y 3B’A3KY 3 OHOB/IEHHAM
iHbopmauii 3 6e3neku gjtoyoi
pPeyoBUHM LiedoTakcum
BiANOBIAHO A0 aKTyanbHOT
iHbopmauiiwo HasBHa Ha CMDh,
a TakoX y 3B'A3KY i3 3MIHOH0
dopmaTy BignoBigHO 40 BUMOT
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). Pe3stome
MnaHy ynpaeniHHS py3nkamu
Bepcia 1.1 aofaeTbes.

3a
peyenmom

UA/14375/01/01

320.

LMNOCTA3O0N

cilostazo
|

LMnocTaso
n

MOPOLLIOK
(cybeTaHuis) y

AT
"KNIBCBK

YKpaiHa

Anisyc Naiich

CaiieHcec Jlimiteq

IHAis

BHECEHHS 3MiH [JO peecTpaLiiiHnx
marepianis: 3miHu | Tuny - 3miHu 3

UA/12892/01/01
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
nakeTax nn akocTi. A®l. BUpo6HMUTBO. 3MiHM
noAagiliHMX BITAMIHH BMNpOGYyBaHb abo AONYCTUMUX
nonieTuneHoBmx nn MeX y npoueci BupobHuutea Adl,
ons 3ABOL" LLIO BCTAHOB/IEHI y cneundikauisx
hapmaueBTUYHO (iHWi 3MiHK) - BHeceHHs 3MiH B

r0 3aCTOCYBaHHS

MKA y 3B'A3Ky 3 OHOB/IEHHAM
OM® Big BMpo6HMKa API: 3MiHM B
Cneuundpikanio A®I 3a
nokasHvkamu «BTpata B maci npu
BUCYLLYBaHHi», «CynbgaTtHa
30na», «Baxki metanm»,
«CynpoBigHi AOMILLKN», «KinbKicHe
BU3HAYEHHA» Ta «3a/INLLKOBI
PO3UYMHHUKM». TakoX BHECEHO
3MiHV B po34inu «TepMmiH
NPVAATHOCTI» Ta «YMOBU
36epiraHHs» 3 napanesbHo
3asBIEHUMMN 3MiHaMK. Takox
3MiHN B METOAW KOHTPO/IO 3a
nokasHukamun «BTparta B mMaci npu
BUCYLLYBaHHi», «CynbaTHa
30na», «Baxki meTann»,
«CynpoBigHi AOMiLLKN», «KifbKicHe
BM3HAYEHHS» Ta «3as/INLLIKOBI
PO3UYNHHMKM». 3MiHK | TURY - 3MiHK
3 AkocTi. A®l. CtabinbHicTb. 3MiHa
nepiogy NOBTOPHUX
BMNpoGyBaHb/nepiogy 36epiraHHA
abo ymoB 36epiraHHa AdI (3a
BiICYTHOCTI y 3aTBEP)KEHOMY
[ocbe cepTuduikaTa BifnoBiAHOCTI
€Bponelicbkiii hapmakonei, wo
BK/1IIOYAE Mnepios NOBTOPHOro
BMNpOoOGYBaHHS) (nepiog
NOBTOPHOro BUNpobyBaHHsA/nepios
36epiraHHs) - 36inbLUeHHs abo
BBEJIEHHA nepiogy NOBTOPHOIO
BMNPO6YBaHHsA/Nepiony
36epiraHHA Ha OCHOBI pe3ynbTaTiB
[ocnipkeHb y peasibHOMY Yaci -
BHeceHHs 3MiH B cnieyudikaLito
A®l, a came 3amiHa TepMiHy
npuaaTHOCTI Ha nepiog
NepPeKoHTPOIO, Y 3B'A3KY 3
OHOB/IEHHAM [IM® Bif BUPOGHYMKa
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*

A®I. 3aTBEpaKEHO:
TepMmiH NpuaaTHOCTI — 4 POKWU.
3anponoHosaHo: lMepiog,
NepeKoHTPOIK0 — 4 pokn. 3MiHu |
TMnNy - AOMIHICTPaTUBHI 3MiHU.
3MiHa HalimeHyBaHHsA Ta/abo
afipecy MicLis NPOBaKEHHS
LiSNIbHOCTI BUPOBHUKA
(BK/KOUALOUM, 38 HEOOXIAHOCTI,
MicLie NPOBEeAEHHS KOHTPO/TIO
SKOCTIi), ab0o Br1acHMKa mMactep-
thaiina Ha A®I, abo
noctavanbHuka Adl/BnxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NpoAyKTY, L0 3aCTOCOBYTbCA Y
BMPOGHMLTBI API (KO
3a3HayeHo Y AOCbE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTugikaTa
BiANOBIAHOCTI EBpPONECHKIi
hapmakonei y 3aTBepKeHoMy
[ocbke, abo BUPO6HMKA HOBOIT
[L0MOMIXHOT PEYOBUHM (SIKLLO
3a3HayeHo Yy 10Cbe) - 3MiHa Ha3Bu
BMpo6HMKa API 3 Glenmark Life
Sciences Limited, India Ha Alivus
Life Sciences Limited, India. 3MiHn
I Tuny - 3miHu 3 akocTi. AdL.
CrabinbHicTb. 3miHa nepiogy
NOBTOPHMX BUNPOGYBaHb/Nepioay
36epiraHHA abo yMoB 36epiraHHs
A®| (3a BigcyTHOCTI Y
3aTBepAXEHOMY [OCbE
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkii hapmakonei, wo
BK/TIOHAE Nepiog, MOBTOPHOrO
BMNpoGyBaHHSA) (nepiog,
NOBTOPHOrO BMUNpobyBaHHsA/nepios
36epiraHHs) - BinbLL XOpCTKi
yMoBM 36epiraHHs. 3miHa ymoB
36epiraHHa A®ly 38'A3Ky 3
OHOB/IEHHSAM IM® BUPOGHMKA.
3aTBepKeHo: Y 3axuLleHomy Bif
CBiT/1a MicLi Npy TemnepaTtypi He
BuLe 25 °C. 3anponoHosaHo: Y

LLi/TbHO 3aKPUTUX KOHTeHepax
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
npu Temnepartypi He Bue 25 °C.
321. | ULUHAPU3VH cinnarizi | ynHapuau NO7CAQ | TabneTtku no MpuBaTHe | YkpaiHa MpuBaTHe YKkpaiH | BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a UA/3384/01/01
ne H 2 0,025 r; no 10 aKujioHepH akuioHepHe a marepianis: 3MiHu | Tuny - 3miHn peyenmom
Tabnetok y e TOBapuUCTBO woao 6e3nekn/edpekTNBHOCTI Ta
6nictepi; no 3 TOBapucTB "Jlekxim - Xapki" thapmakoHarnagy (iHwi 3miHu) -
abo 5 6nicTepis 0 "Jlekxim - OHOB/IEHO TEKCT MapKyBaHHS
y nayui; no 10 Xapkis" NEepBUHHOI Ta BTOPUHHOI YNaKoBKu
Tabnetok y nikapcbKoro 3acoby, a came:
6nictepi; no 50 BU/Ty4€HO iHhopMaLiito, 3a3HaveHy
a6bo 100 POCiliCbKOl0 MOBOIO, BHECEHO
6nictepiB y 3MiHM Yy TEKCT MapKyBaHHS
navu,i NepBUHHOT (M. 2, 6) Ta BTOPUHHOI
(n. 2, 4, 11, 16, 17) ynakoBku, a
TakoX 3p06/1eHO He3HaYHI
pefakuiiHi npaBkn. BeeaeHHs
3MiH NPOTArom 6-TW MicALiB nicns
3aTBEPKEHHS.
322. | ULMHAPU3NH cinnarizi | yuHapusu - Tabnetkun no MpuBaTHe | YkpaiHa MpuBaTHe YkpaiH | BHECeHHS 3MiH [0 peecTpaLiiHnX - UA/0208/01/01
ne H 0,025, in bulk: aKuioHepH akuioHepHe a MaTepianis: 3miHu | TUNy - 3MiHK
no 5000 e TOBapucTBO wopo 6e3sneku/epekTMBHOCTI Ta
Tabnetoky TOBapucTB "Nlekxim - Xapkis" thapmakoHarnsgy (iHwi 3MiHn).
KOHTeliHepax 0 "Jlekxim - 3MiHM Y TEKCTi MapKyBaHHs in bulk.
Xapkis" BBefeHHS 3MiH NPOTAroM 6-Tn
MicsILLiB NicNs 3aTBEPAKEHHS.
323. | LUTO3AP® cytarabi uutapabiH | LO1BCO | niocpinizar gns Mdpaiizep CWA BMPOGHMLITBO, ITanis BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a He UA/4840/01/02
ne 1 po3UnHYy AN IHK. nepsuHHe mMarepianis: 3MiHu | TUny - 3MiHK peyenmom | nidnse
iH'ekuin no 100 nakyBaHHs1, wopo 6e3nekn/edhekTMBHOCTI Ta ae
Mmr: 1 donakoH 3 BTOPVHHE hapmakoHarnsgy. 3miHa y
nioghinizatom Ta nakyBaHHs, KOpOTKili xapakTepucTu,i
1 amnyna 3 KOHTPO/b SKOCTI, NiKapcbKoro 3acoby, TekcTi
PO3YNHHUKOM BUNYCK cepil, MapKyBaHHS Ta IHCTPYKLUIT Ansa
(cnupT BMNPOBYyBaHHA Ha Me[IMYHOro 3aCTOCYBaHHA Ha
6GEH3UN0BUIA, CTabINbHICTb: nigcTasi perynsipHo
Bofa Ans NartiHa ®apma OHOB/IHOBAHOTO 3BITY 3 6e3nekn
iH'eKLili) No 5 mMn C.n.A, ltanis; nikapcbKoro 3acoby, abo
Y KapTOHHili BMPOBHMLTBO, nocnigpkeHb 3 6e3neku
KOpo6Li nepBuHHE 3acToCyBaHHS Nikapcbkoro 3acoby
nakyBaHHs Ta B nicnsipeecTpauiiiinii nepiog, a6o
KOHTPOJIbHE AIK pe3ynbTar OLiHKM 3BITY 3
BUNPOOYBaHHSA JocnifpKeHb, NPoBefeHNX
PO3YMHHYKA: BiAANOBIAHO A0 NnaHy
Anbthacirma negiatpnyHnx gocnimkersb (PIP)

C.n.A, ITanisa

(iHWi 3MiHM) 3MiHV BHeceHi a0
IHCTPYKUIT NS MeanyHoro
3aCTOCyBaHHS NikapCcbkoro 3acoby
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
00 po3sgainy "Mo6iuHi peakuyii” woao
6e3nekn 3acTocyBaHHA Ajto4oTl
peyoBUHM 3a pekoMeHaLlieto
PRAC EMA. TepMmiH BBEEHHSA
3MiH NpOTAroM 9 MicAuiB nicns
3aTBEPKEHHS.
324. | ULUTO3AP® cytarabi uutapabiH | LO1BCO | niocpinizar gns Mdpaiizep CLIA NatiHa Papma ITanisa BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a He UA/4840/01/01
ne 1 pPO34MHYy AN IHK. C.n.A. MaTepianis: 3miHu | TUny - 3MiHK peuenmom | niosse
iH'ekuin no 1000 wopo 6e3snekn/ethekTMBHOCTI Ta ae
mr: 1 donakoH 3 thapmakoHarnagy. 3miHa y
niocpinizatom y KOPOTKili XapakTepucTuLi
KapTOHHIN NiKapcbKoro 3acoby, TekcTi
Kopoo6Li MapKyBaHHS Ta iHCTPyKUii ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynspHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3acTOCyBaHHS Nikapcbkoro 3acoby
B nicnsipeecTpauiiinii nepiog, a6o
AIK pe3ynbTart OUiHK/ 3BTy 3
JocnifpKeHb, NPOBEAeHNX
Bi4NoBIAHO A0 NnaHy
neajaTpnyHux gocnigpkeHs (PIP)
(iHWi 3miHK) 3MiHW BHeCeHi [0
IHCTPYKLUIT ANs MeanYHOro
3aCTOCYyBaHHS MikapCbKoro 3acoby
00 po3gainy "Mo6iuHi peakuyii” wopao
6e3nekn 3acTocyBaHHA Ajto4ol
PeyvoBUHM 3a peEKOMeHJaLlieto
PRAC EMA. TepMmiH BBEEHHSA
3MiH NpoTAroM 9 MicAuiB nicns
3aTBEPKEHHS.
325. | ULUTPAMOH-M Acetylsa | kucnota NO2BA5 | Tabnetku, no 6 MPAT Ykpaina MPAT YkpaiH | BHECEHHS 3MiH [0 peecTpavLiiiHnX 6e3 nionse UA/8592/01/01
licylic aueTtunca 1 Tabnetok y "XIMPAP "XIMOGAPM3ABO a mMartepianis: 3miHu | TUNy - 3MiHK 3 peyenma ae
acid, niynnosa; 6nictepi; no 10 M3ABO/ [ "YEPBOHA SKOCTi. [0TOBWMIA Nikapcbkuii 3aci6.
combina | napaueta Tabnetok y "YEPBOH 3IPKA" Cuctema
tions MOf; 6nicTepi; no 6 A 3IPKA" KOHTeliHep/3akKynoproBasibHWi
excl. KodpeiH Tabnetoky 3aci6. 3miHa po3mipy ynakoBku
psychole 6nictepi; no 1 roTOBOrO /liKapCbKOro 3acoby
ptics 6nictepy B (BUNYyYEHHA yNakoBKU NEBHOMO
nauui; no 10 po3Mipy) BunyyeHHs
TabneTtok y 3aTBEPKEHOr0 PO3MIpy YNakoBKy,

6nictepi; no 1
6nicTepy B nauui

a came no 10 TabneTtok y 6nictepi,
no 10 6nicTepiB y nayui. Po3mipu
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ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
YNaKkoBKM AKi 3a/MLIAI0TLCSA
BiAnNoBiAalnTb pekoMeHaaLism
LLI0A0 AO3YBaHHSA Ta TPUBAIOCTI
nNiKkyBaHHSA. 3MiHV BHECEHO B
IHCTPYKUiO AN MeguyHoro
3acTOCyBaHHS NikapCbKoro 3acoby
y po3ain "YnakoBka" y 3B'A3Ky 3
BUTYYEHHAM NEeBHOr0 Po3mipy
yMakoBKW, SIK HACNIAOK -
BU/TYYEHHS TEKCTY MapKyBaHHS
BiANOBIAHOT yNakoBKW. TakoxX siK
HacnifoK 3MiHN BHECEHO B
IHCTpYKLj0 4518 MeguyHoro
3aCTOCYBaHHS /IKApCbKOro 3acoby
y po3gin "Karteropito Bignycky".
BBegeHHs 3MiH npoTsArom 6-tu
MiCALB Nic/IA 3aTBEPAXKEHHS.
326. | LUTPAMOH-® Acetylsa | kucnota NO2BA5 | TabneTku, no 6 TOB Ykpaina MPAT YkpaiH | BHECeHHS 3MiH [0 peecTpaLiiHnX 6e3 nionsie UA/2317/01/01
licylic auetnnca | 1 a6o no 10 "®APMIC "OITOGAPM" a Marepianis: 3miHu | Tuny - 3miHn peyenma ae
acid, niynnosa; Tabnetok y nTar wopo 6e3sneku/epekTMBHOCTI Ta
combina | napaueTta 6nictepax; no 6 thapmakoHarnagy. 3miHa y
tions MOJT; Tabnetok y KOPOTKIili XapakTepucTu,i
excl. KogheiH 6nictepi; no 20 nikapcbKoro 3acoby, TekcTi
psychole 6nicTepis B MapKyBaHHS Ta iHCTPYKUiT ans
ptics nauu,i

MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo
nocnimkeHb 3 6e3neku
3aCcTOCyBaHHS MikapCcbKoro 3acoby
B nicnspeecTpauiiinii nepiog, abo
K pe3yfibTar OUiHKK 3BiTY 3
JocnigpkeHb, NpoBeAeHnX
BiANOBIAHO A0 MnaHy
negiatpuyHux gocnimxkers (PIP)
(3MiHy Y3ro)kKeHO 3 KOMNETEHTHUM
YMOBHOB&XEHVM OpPraHoM) - 3MiHu
BHECEHO A0 [HCTpyKUii ans
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby [0 po3ainy
"B3aemogis 3 iHWMMU NiKapCbKUMM
3acob6amu Ta iHwWi BUAn
B3aEMOAj" WoA0 6e3nekn
3aCTOCYBaHHSA Ail040l peYOBUHN
aueTuacaniymaiosa kucnorta




346

ITpojoBxeHHs fojaTka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsi0YeHHs
a yrnakoska)
Hassa*
BiAMNOBIAHO [0 pekomeHaaw,ii
PRAC. BBei€HHS 3MiH NPOTAITOM
6-T MiCALLIB MiCNA 3aTBEPIKEHHS.
3Mminu | TMRY - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu)
3MiHV BHECEHI A0 po3ainis
IHCTPYKLiT ANna Mean4Horo
3aCcTOCyBaHHS NikapCcbKoro 3acoby
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Mepeno3yBaHHA", L10A0 Ge3neku
3acTOCyBaHHS NikapCbKoro
3ac06y. BBEEHHS 3MiH NMPOTArom
6-TU MicAUIB NicNs 3aTBEPKEHHS
327. | LUTPADNIT Sodium HaTpito AOB6AB5 | mopoLuok Ans KaceH Icnanis Brpo6HMK Icnani BHECEHHS 3MiH O peecTpaLiiHnX 3a UA/13820/01/01
picosulfa | nikocynbc | 8 opasibHOro Pekopgaari, Hepo3dacoBaHol a Marepianis: 3mMiHu | Tuny - 3miHK peyenmom
te, aT, MarHito PO34KHY; Mo C.J. nNpoAayKLUiT, wopo 6e3sneku/epekTMBHOCTI Ta
combina | okcupg, 15,08 r nopoLuKy nepBuHHa Ta hapmakoHarnsgy. BHeceHHss abo
tions Nerkui, B nakeTi-calle; BTOpPMHHA 3MmiHa(n) fo 3060B'A3aHb Ta yMOB
Kucnota no 2 naketn abo ynakoBKa, [03BiN BMAAui peecTpaviiiHoro
NIMMOHHA 50 nakerTis Ha BUMYCK cepii: NnocBigYeHHs1, BKoYatoun Mnax
(ynakoBka ons KaceH Pekoppaari, ynpas/iHHA pu3nkamu (iHLLi 3MiHW)
NiKyBasIbHUX C.n. 3as8BHUKOM HaflaHO OHOB/IEHW
3aknagis) y Mnax ynpasniHHA pu3nkamn
KapTOHHIl Bepcis 5.0. 3mMiHu BHeceHo 1o
Kopoobui YacTuHu | «3aranbHa iHghopMaLis»

Yy 3B'A3KY 3 BK/THOUYEHHAM [0 NjaHy
ynpaBniHHA py3KaMu HOBOI
hopmMm BUNYyCKy, Lo 6yna
3apeecTpoBaHa B JeAKuX KpaiHax
€C. 3MiHn Il Tuny - 3miHK Wwoao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BHeceHHss abo
3MmiHa(n1) fo 3060B'A3aHb Ta yMOB
BMAAui peecTpaviiiHoro
nocBifgYeHHs, Bkovatoun Mnax
ynpas/iHHA pu3nkamu (iHLi 3MiHW)
3asBHMKOM HalaHO OHOBIEHWIA
MnaH ynpasniHHS pu3nkamu
Bepcis 4.0. 3MiHN BHECEHO [0 BCiX
YaCTVH Y 3B'A3KY 3 BUAANEHHAM
BaX/IMBUX ifE€HTUIKOBaAHUX Ta
BaXK/IMBUX MOTEHLiAHNX PU3NKIB 3
nepeniky npobnem 3 6e3nekn Ta
OHOBJIEHHAM CTPYKTYpU NjiaHy
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IIpomoBxxenHs gogarka 1
Ne Hassa MixxHap Hassa Koo ®opma 3asaBHUK KpaiHa Bupo6Huk KpaiH Peecmpayjitina npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 00Ha diroyoi ATX BUMYCKY 3asaB8HUK a Bionycky MyBaH | peecmpayitiHo
3acoby Hername | pe4yoBUHU (nikapcbka a BUPO6 HA** 20
HmMoBaH ¢hopma, Huka nocsio4eHHs
a yrnakoska)
Hassa*
ynpasAiHHA pusnkamu o
iHTerpoBaHoro dpopmarty 3rifHo
sumor EMA/164014/2018
Rev.2.0.1 BignoBigHO o 3annTy
perynaTopHOro opraHy B KpaiHi
3as1BHUKA.
328. | LIAHOKOBA/IAM | cyanoco | uiaHoko6a | BO3BAO | po3uuH gns MpuBaTHe | YkpaiHa MpuBaTHe YkpaiH | BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a UA/12784/01/01
IH (BITAMIH B12) | balamin namix 1 iH'ekujin, 0,5 akuioHepH akuioHepHe a MaTepianis: 3miHu | TUny - 3MiHK peuenmom
Mmr/mn; no 1 mn B e TOBapucTBO wopo 6e3snekn/ethekTMBHOCTI Ta
amnyni; no 10 TOBapuUCTB "Jlekxim - XapkiB" thapmakoHarnagy (iHwi 3MiHN)
amnyn y navuyi 3 0 "Jlekxim - OHOBNEHO TEKCT MapKyBaHHS
neperopogxkamu; Xapkis" NepBMHHOT Ta BTOPUHHOIT YNaKoBKU
nolwmns nikapcbkoro 3acoby, a came
amnyni; no 5 BWUTyYEHO iH(hopMaLlito, 3a3HauYeHy
amnyn B POCIliCbKOKO MOBOIO, BHECEHO

0fHOBIYHOMY
6nictepi; no 2
6nicTepu B nauuj

3MiHM y n. 1, 2, 6 TekcTy
MapKyBaHHS NepBUHHOT yNakoBKu
Tan. 1,2, 4,11, 17 BTOPUHHOI
yNnaKkoBKM, a Takox 3po6aeHo
He3HauHi pefiakuiiiHi npaBKu.
BBefeHHs 3MiH NpoTArom 6-Tu
MicALB Nic/1a 3aTBepAKEHHS.

* gidrosidHo do iHghopmayii ogiyitiHozo catimy Lienmpy BOO3 no crisnpayi 8 Memodosiozii cmamucmuuHux docnidxens (https://www.whocc.no/atc_ddd_index/)

**y pasi BHECEHHS 3MiH 00 IHCMPYKUT Npo MeduyHe 3acmocyBaHHSs

HauvanbHHUK

dapmalreBTUYHOr0 yNpaB/IiHHSA

Onekcanpap I'PIHEHKO
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JopaTok 4

/0 Haka3zy MiHicTepcTBa 0X0poHH

30pPOB’SA Ykpainu «IIpo JiepXKaBHY
peecTpanjito (mepepeecTpariifo) JiKapCbKHX
3acobiB (MeguuHMX iMyHoGioToriuHNX
npenapariB) Ta  BHeceHHs 3MiH  fi0

peecTpaniifHuX MaTepiaxiB»

Big_13 >xoBTHA 2026 poky Ne 1576

JIIKAPCHKHMX 3ACOBRIB, IKVM BIIMOBJ/IEHO B JIEP)KABHIM PEECTPAIIIL, IIEPEPEECTPAIIIL ABO Y

BHECEHHI 3MIH /10 PEECTPAIIIMHUX MATEPIAJIIB

Ne Ha3ssa snikapcbko20 Popma sunycKy 3asasHUK KpaiHa Bupo6Huk KpaiHa lMiocmasa lMpoyedypa
n/n 3acoby
1. MENbAOHIYM PO34UH A5 iH'EKLLA Hekctdhapm Pecny6nika yopna TypeyunHa 3acifaHHs BiaMoBuTK y 3aTBepAKeHHi - TexHiYHa nomuska (3rigHo Hakazy MO3
HEKCT®APM no 100 mr/mn no 5 X ABCTpIs MEANUNH HTP Ne 37 Big, | Big 23.07.2015 Ne 460), TexHiyHa nomunka, 3rigHo n. 2.4. po3giny VI
M B amnysii, no 5 INAY CAH. BE 17.09.2026 Haka3zy MO3 Ykpainu Big 26.08.2005 p. Ne 426 (y pepakuii Hakazy MO3
ammnyn y KOHTYpHIiA TIOXK. A.LL. Ykpainun Big 23.07.2015p. Ne 460): BunpaBfieHHA TEXHIYHOI NMOMWUIKN B
YapyHKOBI MeToAMLi BUMPOOYBaHHA 3a MOKasHWKOM «KiflbKiCHE BW3HAYEHHS»,
ynakosi, no 2 3YMOB/IEHOI HEKOpPEeKTHUM nepeknagom Ttekcty MKA /13, a came y
KOHTYPHI YapyHKOBI pO3paxyHKOBI/i hopMyni KiNIbKICHOTO BM3HaYeHHs Ana napameTpa (P)
yNaKkoBKu1 y NMOMUIKOBO 6Y/10 3a3HAYeHO YMOBMW nepepaxyHKy CTaHAapTHOro 3paska
KapTOHHI KOpooLi Ha «CyXy peyoBUHY». 3a3HayeHe BUMNPaB/IEHHS He PeKOMeHAOBaHO [0
3aTBEPMKEHHS, OCKIJIbKM B OpUriHaNIbHMX MaTepiasiax BUPOOHMKA, Lo
nojaBa/iCb Ha peecTpauilo i Aki npepcTaBneHi B apxisi (po3gin
3.2.P.5.2. AHaniTn4Hi MeToAMKN), a TaKOX B MaTepiasiax peecTpaw,intHoro
[OCbe, AKi nofdaHi 3 npoueaypoto TexHiyHa nomusnka (posgin 3.2.P.5.2.
AHaniTMYHI MeToamkM) 3asHadveHo: «P Dry potency of meldonium
dehydrate WS, %p», TO6TO 3a3Ha4yeHO YMOBMW MepepaxyHKy Ha cyxy
peyoBuHY
2. TPABOHEKCT Kpanni O4Hi, PO34nH, BIOCAVHC Cnosaubka PA®APM CA | lpeuis 3acifgaHHs BigmoBuTM y 3aTBepMKeHHi - 3MiHM | Tuny - 3MiHW LWOA0
40 mkr/mn; no 2,5 mn rPyn Pecny6nika HTP Ne 37 Big, | 6e3nekun/echekTMBHOCTI Ta hapmakoHarnagy. BeBegeHHsi abo 3MiHM g0
y thnakoHi- NNTABOPATO 17.09.2026 y3ara/lbHeHNX gaHux npo cuctemy papmakoHarnsgy (BBeAeHHs
KpanesbHuuj; no 1 PI3 c.p.o. y3ara/lbHeHNUX  gaHux Npo  cuctemy  dpapmakoHarnsgy,  3miHa
donakoHy- YMNOBHOBaXXEHOT 0Cc0O6U, BiANOBIAaIbHOT 3a 34iiCHEHHS (dapmakoHarnsay;

KpanesnbHuui y

KOHTaKTHOI 0cobM 3 (hapMakoHarnsgy 3asBHMKA ANS  3[4iNCHEHHS
hapmakoHarnsgy B YKpaiHi, SKWO BOHa BiAMIHHA Bif YNOBHOBaXEHO!
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ocobu, BigNOBiIgaNbHOI 3a 34iiCHEHHS dhapmakoHarnsgy (Bkavarun
KOHTaKTHI faHi) Ta/abo 3MiHM y PO3MilleHHI MacTep-halina cuctemu
thapmakoHarnagy) (B.1.8. (a) IAHN), ockinbkv He Big6ynocs 3MiH Yy
cucTemi chapmakoHarnsgy HoOBOro 3asBHVKa, a po3ginuy "fioya pegakuin®
Ta "lMponoHoBaHa pepfakuis” peecTpauiiHoi hopMK MICTATb ifEHTUYHY
iHhopMmaLiio

3. LATPAMOH-® Tabnetkn no 6 abo
no 10 TabneTtok y
6nictepax; no 6
Tabnetok y 6nictepi;
no 20 6nictepis B
nauui

TOB"®APM
ICNTa"

YKpaiHa

MPAT
"®ITOPAPM"

YkpaiHa

3acigaHHs
HTP Ne 37 Big,
17.09.2026

BiamoBuUTM Yy 3aTBepAXeHHi - 3MiHM | Tuny - 3MiHWM LWOAO
6e3nekn/epekTMBHOCTI  Ta papMakoHarnisgy. 3MiHA Yy KOPOTKiid
XapaKkTepucTuLli NikapcbKoro 3acoby, TEeKCTi MapKyBaHHA Ta iHCTPYKLUil
0N MeaMyHOro  3aCTOCYBaHHA  reHepu4Hux/ribpuaHunx/éionofioHmx
nikapcbknx 3acobiB MicA BHECEHHA TiEl camol 3MiHM Ha pediepeHTHUIA
npenapat (3MiHa He NOTpebye HafaHHA >XOAHWX HOBMX [04ATKOBUX
naHunx) (B.1.2. (a) IB), ockinbku He BiANOBIAAOTb TUMY 3a8BNEHNX 3MiH

HauanbHuK
dapMaLeBTUYHOr0 yIIpaB/IiHHA

Ounexkcanpap I'PILIEHKO
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