MIHICTEPCTBO OXOPOHM 3/I0POB’AI YKPAIHU

HAKA3

Kuis
13 ceprius 2026 poky Ne 1122

IIpo pep>kaBHY peecTpariii0 (mepepeecTpaniio) JiKapCbKHX 3aco0iB (MeJHYHHX
iMyHOOio/10riuHNX MpenapaTiB) Ta BHeCeHHS 3MiH /I0 peecTpaliiiHUX MaTepiasiiB

BiamosigHo go craTtTi 9 3akony YKpainu «IIpo mikapchKi 3aco0m», MyHKTIB 3,
26, 30, 49 Tlopsaky aepskaBHOI peecTpariii (repepeecTpariii) iKapcbKuX 3aco0iB,
3aTBep/IPKeHOr0 TocTaHoBO KabiHety MiHicTpiB Ykpainu Biz 26 TpaBHsa 2005 poky
Ne 376 (B pemakuii rnocrtaHoBu Kabinery MinicTpiB Ykpainu Bix 26 kBitHsa 2024
poky Ne 529), ab3aily ABafUsaTh I’SATOr0 MANYHKTY 12 myHKTY 4 [Tosio’keHHs TIpo
MiHicTepcTBO OXOPOHM 3/10pOB’sl YKpaiHH, 3aTBep/KeHoro moctaHoBor KabiHeTy
MinictpiB Ykpainu Bifg 25 6Gepesnsi 2015 poky Ne 267 (B pegmakiiii MoCTaHOBU
Kabinetry MinictpiB Ykpainu Big 24 ciuns 2020 poky Ne 90), Ha migcTaBi
pe3y/bTaTiB eKCIIePTHU3U PeeCcTpalliiitHUX MaTrepiaiiB TiKapchbKUX 3aco0iB (MeAUUHUX
iMyHoOionoriuHMX  TpemapariB), 1[0 TOJaHi Ha /Jep)XKaBHy peECTparlifo
(mepepeecTpaliito) Ta BHECEHHSl 3MiH [0 PeeCTpaLiiMHUX MaTepiasiB, MpPOBeJeHUX
Jlep)KaBHAM  MMiANPUEMCTBOM  «/lep>KaBHMM eKCIepTHUU LeHTp MiHicTepcTBa
OXOPOHHU 37I0pOB’Sl YKpaiHW», BHUCHOBKIiB 1010 e(heKTUBHOCTi, Oe3rmeuyHocTi Ta
SAKOCTi, I[O[0 eKCIepPTHOI OL{IHKY CITiBBiJJHOIIIEHHS KOPUCTL/PU3UK JIIKAPCHKOTO
3acoby, III0 TIPOTIOHYETLCS [0 Jep>KaBHOI peecTpaillii (repepeectpaiiii), 070
BHECEHHSI 3MiH [0 PeeCTpaLliiHUX MarepiaiiB Ta peKOMeHJallii Moro 10 Jep>XaBHOI
peectpatiii (Tiepepeectpariii) abo BHeCeHHS 3MiH /I0 peecTpalliiHuX MaTepiasiB, II[0
HaJiulM Ao MiHicTepcTBa OXOpPOHM 3[0pPOB’St YKpaiHU JIMCTOM [lep>KaBHOIO
MiJNpUEMCTBA «/lep>KaBHUM eKCIepTHUM LeHTpP MiHicTepcTBa OXOPOHU 3[]0pOB’S
Yxpaiun» Bif, 06 cepringa 2026 poky Ne 3369/22.2-26,

HAKA3Y1O:

1. 3apeecTpyBaTH JiKapchKi 3acobu (MeguuHi iMyHOOio/OTiuHI TIperapaTy) Ta
BHECTH /10 /]ep>KaBHOTO PeeCTpy JTiKapChbKUX 3ac00iB 3TiiHO 3 foAaTKOM 1.



2. ITepepeecTpyBaTH JiiKapchKi 3acobu (MeauuHi iMyHOOi0/IOTiuHI TIperapaT)
Ta BHECTH 70 [lep>KaBHOT'O peeCTPy TiKapChKUX 3ac0o0iB 3riHO 3 mOAaTKOM 2.

3. BHecTu 3miHU [0 peecTpalliiHUX MaTepiaiB Ha JIiKapchKi 3acobu (MeauuHi
iMmyHoOiosoriuHi TiperapaTtH) Ta 10 Jlep>XKaBHOTO peeCTpy iKapChbKuX 3aco0iB 3rifHO
3 0JJaTKOM 3.

4. ®apmaiieBTUUHOMY Yyrpas/iHHiO (OmnekcaHpy ['pilieHKy) 3abe3mneunTd
OTIPWIIO/IHEHHSI 1IbOT0 Hakady Ha odiuiiiHomy BeOcaiiTi MiHicTepcTBa 0XOpOHU
310pOB’d YKpaiHu.

5. KOHTpO/1b 38 BAKOHAHHAM L[bOI'0 HaKa3y MOKJ/IAaCTH Ha 3acTyrHuKa MiHicTpa

€srexida ['oHuapa.

MiuicTp BikTop JISAILIIKO



ITEPEJIIK
3APEECTPOBAHUX JITKAPCBKHMX 3ACOBIB (MEJUUYHUX IMYHOBIOJIOTTYHUX ITPETTAPATIB), IKI

Joaarok 1

A0 Haka3y MiHicTepcTBa 0X0poHH

3p0poB’s Ykpainu «IIpo aep)xaBHY
peecTpaniio (mepepeecrpari) JiKapCcbKHX
3aco0iB (MegUYHHNX iIMyHOOi0/TOrTUHHX

npenapariB) Ta BHeCeHHsI 3MiH /10

peecTpaniiiHuX MaTepiatiB»

Big 13 cepns 2026 poxky Ne 1122

BHOCATBHCHA 4O AEPKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB

Ne Hassa MixxHapoo Hassa Koo ®opma surnyckKy 3asiBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 Ha diro4oi’ ATX (nikapcbka 3asiBHUKa BUPOGH BionycKy aHHs peecmpayitiHo
3acoby HenameH | pe4yosUHU ¢hopma, uka 20
moBaHa ynakoska) nocsioYeHHs
Hassa*
1. | ATOPBACTA | Atorvastati | atopacta | C10A TabneTkn, BKPUTI TOB YkpaiHa TeBa dapma Icnanis PeecTpauia Ha 5 pokiB 3a He UA/21398/01/01
TUH-TEBA n TUH (Y AO05 NNiBKOBOO «TeBa C.JLY. peyenmom nionseae
BUrNAAI 060/10HKO10, Mo 10 YkpaiHa» Pestome MnaHy ynpasniHHA
aTopsacTa Mr; no 15 pvi3vkamu Bepcisa 1.2
TUHY TabneTok y popaeTben. MepiognyHicTb
KasbLiito) 6nictepi; no 2 abo nofaHHsA perynsipHo
6 6nictepiB y OHOB/OBAHOTO 3BITY 3
KapTOHHIA KOpoo6Li 6e3neku, BigNoBigHO A0
Mopsaky 34iCHEHHS
thapmakoHarnagy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOPOHM
340pOB’A YkpaiHu Big 27
rpyaHs 2006 poky Ne 898,
3apeEcTPOBaHOro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuHa 2007 poky
3a Ne 73/13340 (y pepakui
Haka3y MiHicTepcTBa
OXOPOHW 3[0P0B'A YKpaiHn
Bif, 26 BepecHs 2016 poky
Ne 996), cTaHOBWTb: 3riAHO 3i
CTPOKaMWu, 3a3Ha4YeHNMN y
nepioguyYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3
6e3neku.
2. | ATOPBACTA | Atorvastati | atopsacta | C10A TabneTku, BKPUTI TOB YkpaiHa TeBa d®apma IcnaHis PeecTpauia Ha 5 poki 3a He UA/21398/01/02
TUH-TEBA n TWH (y AO5 nAiBKOBOIO «TeBa C.JLY. peyenmom niosisieae
BUrNALI o60n0oHkoto, no 20 Ykpaina» Pestome MNnaHy ynpasniHHA
aTopsacTa Mr; no 15 pv3vkamu Bepcisa 1.2
TUHY Tabnetok y [ofaetbes. MNMepiognyHicTb
KabLito) 6nicTepi; no 2 abo noAaHHsA perynspHo
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Ne Ha3ssa MixHapod Ha3ssa Koo dopma sunycKy 3asaBHUK Kpaina Bupo6HuUk Kpaina | PeecmpayiliHa npoyedypa YmoBu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUKa BUPOGH Bionycky aHHs1 peecmpayitiHo
3acoby HenameH | pe4yoBUHU ¢hopma, uka 20
mosaHa ynakoska) nocsioyeHHs1
Ha3sa*
6 6nicTepiB y OHOB/OBAHOTO 3BITY 3
KapTOHHI Kopoo6Li 6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPMAKEHOr0 Haka3om
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne 898,
3apeEcTPoOBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuHa 2007 poky
3a Ne 73/13340 (y pepaxui
Hakasy MiHicTepcTBa
OXOPOHW 340POB's YKpaiHu
Bif 26 BepecHsi 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i
CcTpoKamu, 3a3HauyeHumn y
nepiofMYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6esneku.
3. | ATOPBACTA | Atorvastati | atopacta | C10A TabneTkn, BKpUTI TOB YkpaiHa TeBa ®apma IcnaHis PeecTpauis 3a He UA/21398/01/03
TUH-TEBA n TUH (Y AO5 nAiBKOBOO «TeBa C.JLYy. Ha 5 pokis peuenmom nionsieae
BUrNAGI 060/10HKO10, M0 40 YkpaiHa»
aTopsacTa Mr; no 15 02152, m. Pestome MnaHy ynpasniHHA
TUHY TabneToky Kuis, pv3vikamu Bepcisa 1.2
KaUsibLiito) 6nictepi; no 2 abo npocnekT [ofaetbes. MNMepiognyHicTb
6 6nicTepiB y MaBna nofaHHsa perynsipHo
KapTOHHIA KOpoo6Li Tu4rHu, OHOB/OBAHOTO 3BITY 3
Oy AMHOK 6e3neku, BiANOBIAHO A0
1B, MopsAaky 34jiACHEHHS
nosepx 9, hapmakoHarnsgy,
YkpaiHa 3aTBEpPAKEHOro Hakasom

MiHicTepcTBa OXOPOHU
3710pOB’A YKpainu Big, 27
rpygHsa 2006 poky Ne 898,
3apeEcTPOBaHOro B
MiHicTepcTsi tocTuLii
Ykpainm 29 ciuna 2007 poky
3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTea
OXOPOHW 340PO0B'A YKpaiHn
Bif, 26 BepecHsa 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i
CTPOKaMWu, 3a3Ha4YeHnMn y
nepiognuYHOCTI NoAaHHSA
perynspHux 3BiTiB 3




ITpojoBxxeHHs1 fojaTka 1

5

Ne Ha3ssa MixHapod Ha3ssa Koo dopma sunycKy 3asaBHUK Kpaina Bupo6HuUk Kpaina | PeecmpayiliHa npoyedypa YmoBu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUKa BUPOGH Bionycky aHHs1 peecmpayitiHo
3acoby HenameH | pe4yoBUHU ¢hopma, uka 20
mosaHa ynakoska) nocsioyeHHs1
Ha3sa*
6e3neku.
4. | ATOPBACTA | Atorvastati | atopacta | C10A TabneTkn, BKPUTI TOB YkpaiHa TeBa dapma Icnanis PeecTpauisa Ha 5 pokiB 3a He UA/21398/01/04
TUH-TEBA n TUH (Y AO5 NNiBKOBOO «TeBa C.JLYy. peyenmom nions2ae
BUrNAAI 060n0HKot0, no 80 YkpaiHa» Pestome MnaHy ynpas/iHHA
aTopsacTa mr; no 10 pu3nkamm Bepcis 1.2
TUHY TabneTok y popaeTbea. MepiofgnyHicTb
KasbLiito) 6nictepi; no 3 abo nofaHHsA perynsipHo
9 6nictepiB y OHOBJ/OBAHOTO 3BITY 3
KapTOHHIA KOpoo6Li 6e3neku, BiANOBIAHO A0
Mopsaky 34iCHEHHS
hapmakoHarnagy,
3aTBEPAKEHOrO Haka3oM
MiHicTepcTBa 0XOpPOHK
3[10pOB’A YKpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHa 2007 poky
3a Ne 73/13340 (y pepakui
Hakasy MiHicTepcTBa
OXOPOHW 30P0B'A YKpaiHn
Bifl 26 BepecHs 2016 poky
Ne 996), cTaHOBUTL: 3rigHO 3i
CTpOKaMW, 3a3Ha4YeHNMN y
nepioguyYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3
6e3neku.
5. | AEKCKETON dexketopr | gekckeTton | - KpucTanivyHuii TosapucTs YkpaiHa CKn IHAiA PeecTpauis Ha 5 pokis - He UA/21390/01/01
PO®EHY ofen pocheHy MOPOLLIOK 03 NaidpcaiieHcis nionsi2ae
TPOMETAMO TpomeTam (cybeTaHuin) y o6MmexeHo NimiTen (npoekT MKSA N13, Bepcis
n on noABiiHMX 10 [okymeHTa 0002)
noslieTUIeHOBUX Bignosiaa
nakeTtax Ans NBHICTIO
hapmaueBTU4HOro thipma
3aCcToCyBaHHA "HoBodhap
M_
BiocuHTes"
6. | EKCTPAKT - TrK ta - B'AI3ka pigvHa dyrep YropwuHa EKOMEAIKC |Konym6is PeecTpauia Ha 5 pokiB - He UA/21391/01/01
MOBHOIoO TrKK, B (cybeTaHuis) y Mepg K. C.AC. nionsieae
CNEKTPY nepepaxyH CKNAHNX
KAHABICY Ky Ha hnakoHax ons
(TrK > 60%, TeTparigpo thapmaueBTUYHOro
KB/, < 6%) KaHabion i 3acTocyBaHHSA
Ha cyxy
peyoBUHY
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Ne Ha3ssa MixHapod Ha3ssa Koo dopma sunycKy 3asaBHUK Kpaina Bupo6HuUk Kpaina | PeecmpayiliHa npoyedypa YmoBu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUKa BUPOGH Bionycky aHHs1 peecmpayitiHo
3acoby HenameH | pe4yoBUHU ¢hopma, uka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
7. | ENATEPE mirvetuxim | mipBeTykc LO1FX | KoHueHTpaT ans E66BI LBeiinapi | BUPOGHULTBO, ITania/ PeecTpauia Ha 5 pokiB 3a He UA/21392/01/01
ab nmaoy 26 pO3unHy Ans Biodapma A nepBuHHE IpnaHgjs peyenmom nionsieae
soravtansi | copaBTaHC iHdpy3ilA 5 Mr/mn, CbIOTiKaN3 nakyBaHHs1, Pe3stome nnaHy ynpasiHHA
ne VH CK/SIHWI (hNakoH 6X TeCcTyBaHHSA pu3sukamu Bepcis 1.0
Tvny | 3 (3a BUHATKOM nopaetbes. MNepiognyHicTb
6yTNN0BOIO efleMeHTapHu nofaHHA perynsapHo
ryMOBOO NPOGKOKD X AOMILLOK), OHOB/OBAHOIO 3BITY 3
Ta aNtoMiHIEBUM TecTyBaHHSA 6e3neku, BigMnoBigHO A0
YLWiNbHEHHAM i3 cTabinbHOCTI: Mopsaky 34jiACHEHHS
noninponisieHoBUM Ben hapmMakoHarnagy,
BIAKNAHUM dapmacbtoTika 3aTBepPLKEHOro Hakasom
KOBMayKoM n3 C.nA, MiHicTepcTBa OXOpPOHYM
KOnbopy ITanis; 3[10pOB’A YKpaiHu Big 27
KOPONIBCbKUIA TeCcTyBaHHS rpyaHa 2006 poky Ne 898,
CVHIlA, WO MiCTUTb (mvwe 3apeecTpoBaHoro B
20 mn efemMeHTapHi MiHicTepcTsi tocTuuii
KOHUEeHTpaTy Ans OOMILLIKN): Ykpainu 29 ciuHa 2007 poky
po3unHy ons EypodpiHc 3a Ne 73/13340 (y pepaxui
iHpy3iid. Mo 1 Biona6 C.p.n., Hakasy MiHicTepcTBa
doNakoHy B ITanis; OXOPOHW 340PO0B'A YKpaiHn
KopooLi BTOPUHHE Bif 26 BepecHsi 2016 poky
nakyBaHHs, Ne 996), cTaHOBUTb: 3riAHO 3i
BMMYCK cepil cTpokamu, 3asHa4yeHnmn y
roToBOro nepioANYHOCTI NoAaHHA
NPOAYKTY: perynspHux 3BiTiB 3
Anmak dapma 6e3neku.
Cepgices
(AlipneHp)
Nimitea,
IpnaHgis
8. | IBY®JNIEKC ibuprofen ibynpocgoeH | MO1A KOHUEHTpaT Ans TOB YkpaiHa TOB "tOpisi- YkpaiHa PeecTpauisa Ha 5 pokiB 3a He UA/21393/01/01
BEO EO1 pO34uHy Ans "lOpis- Papm” peyenmom niossieae
iHdby3iii, 100 Papm” Pestome nnaHy ynpas/iHHA
mr/mn, no 8 mny pu3unkamm Bepcis 0.3
dhnakoHax popaetbes. MepiognyHiCTb
CKNAHMX; no 1 NoAaHHA perynsapHo
pNakoHy y OHOB/OBAHOTO 3BITY 3
KOpOOGLii 3 KapTOHY 6e3neku, BigNoBigHO A0
Mopsgky 34iCHEHHS
hapmakoHarnagy,
3aTBEPAKEHOrO Haka3oM
MiHicTepcTBa 0XOpPOHK
3[10pOB’A YKpainu Big 27
rpyaHs 2006 poky Ne 898,
3apEeECcTpoBaHOro B
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No
n/n

Ha3ssa MixHapod
JliKapcbKo20 Ha

3acoby HernameH
mosaHa
Ha3sa*

Hasga
diroyoi
peyosuHU

Koo
ATX

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6HuUk

Kpaina
BUPOGH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
2o
nocsioYeHHs

MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHa 2007 poky
3a Ne 73/13340 (y pepaxui

Hakasy MiHicTepcTBa
OXOPOHW 340POB's YKPaiHN
Bif 26 BepecHsi 2016 poky

Ne 996), cTaHOBUTb: 3riAHO 3i
CcTpoKamu, 3a3HauyeHumn y
nepiogMYHOCTI MoAaHHS

perynspHux 3BiTiB 3

6e3neku.

MIKPOHOP®
10 MKIr/Mn

norepine
phrine

HopajpeH
anivy
TapTpar

coic
A03

PO34MH ANa
iH'eKLil/iHdy3ilA,
no 10 mkr/mn; no
50 MmNy CknsHOMY
donakoHi; no 10
pNakoHIB y
KapTOHHIA KOpoo6Li

Na6oparto
pist AreTaH
CAC

PpaHuin

Na6opaTopis
AreTaH

PpaHuis

PeecTpauia Ha 5 pokiB

Pestome nnaHy ynpasniHHS
pu3ukiB Bepcis 0.1
nopaetbea. MNepioAnyHicTb
nofaHHA perynsapHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsiaky 34iiCHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apPeEcTPOBaHOro B
MiHicTepcTsi tocTuuit
YKpainu 29 ciuns 2007 poky
3a Ne 73/13340 (y pepakui
Haka3y MiHicTepcTBa
OXOPOHW 340POB's YKPaiHK
Bif, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3HavyeHumu y
nepiognuYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6esneku.

3a
peuyenmom

He
nionsieae

UA/21399/01/01

10.

MionPUANH
®

pridinol

npunanHon
y me3unar

M03B
X03

pO34MH ANA
iH'eKLili Mo 2 wr;
no 1 mn po3uunHy B
amnyni; no 5 a6o
10 amnyn y nauuj

TOB
"MIBE
YKPAIHA"

YkpaiHa

mibe TmM6X
ApuHaiimitTen
b

Himeuun
Ha

PeecTpauis Ha 5 pokis

Pestome MYP Bepcia 0.1
nopaetbea. MNepiognyHicTb
noJaHHsa perynsapHo
OHOB/IHOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
MopsiaKy 34iCHEHHS!
hapmakoHarnsgy,

3a
peyenmom

He
nionsizae

UA/21394/01/01



https://atcddd.fhi.no/atc_ddd_index/?code=C01CA03
https://atcddd.fhi.no/atc_ddd_index/?code=C01CA03
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Ne Ha3ssa MixHapod Ha3ssa Koo dopma sunycKy 3asaBHUK Kpaina Bupo6HuUk Kpaina | PeecmpayiliHa npoyedypa YmoBu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUKa BUPOGH Bionycky aHHs1 peecmpayitiHo
3acoby HenameH | pe4yoBUHU ¢hopma, uka 20
mosaHa ynakoska) nocsioyeHHs1
Hassa*
3aTBEPAKEHOTO HaKa3oM
MiHicTepcTBa 0XOpPOHK
300pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHa 2007 poky
3a Ne 73/13340 (y pepakui
Haka3y MiHicTepcTBa
OXOPOHW 340P0B'A YKpaiHn
Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBWTL: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHNMU y
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.
11. | MOMETA30H | mometaso | momeTtaso | RO1A cnpeli HazaNbHWIA, TOB YkpaiHa ToBapucTBO 3 | YkpaiHa PeecTpauia Ha 5 pokiB 3a He UA/21395/01/01
ne Hy cpypoart | D09 [o30BaHuit, 50 "BANAPTI 06MexeHo peyenmom niossieae
MoHorigpa MKr/fo3y; no 10 r H BiANOBIAA/TbHI Pestome MYP Bepcia 0.2
T (60 po3) abo 181 PAPMA" cTHO [ofaetbes. MNMepiognyHicTb
MiKPOHI30B (140 po3) y "Mikpochapm” nofaHHsa perynsipHo
aHui nonieTuieHoBoMy OHOB/IHOBAHOIO 3BITY 3
oNakoHi 3 6e3neku, BigNoBIigHO A0
Hacocom- Mopsgky 3AiCHEHHS
fo3aTopom Ta thapmakoHarnsgy,
HacagKoto- 3aTBEPPKEHOrO HakasoM
po3snuaBayem i3 MiHicTepcTBa OXOPOHU
3aXUCHUM 3710pOB’A YKpaiHu Big, 27
KoBnaykom, rno 1 rpygHsa 2006 poky Ne 898,
donakoHy B 3apeEcTPOBaHoOro B
KapTOHHI navui MiHicTepcTsi tocTuLii
Ykpainmn 29 ciuna 2007 poky
3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTea
OXOPOHW 340PO0B'A YKpaiHn
Bif, 26 BepecHsa 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i
CTPOKaMu, 3a3Ha4YeHnMn y
nepiognuYHOCTI NOAaHHSA
perynspHux 3BiTiB 3
6e3nekw.
12. | HE®POMAMY nefopam Hechbonamy | - KpucTanivyHmi MpAT YkpaiHa 3aknaau Monbwa PeecTpauia Ha 5 pokiB - He UA/21396/01/01
FIAPOXNOPU rigpoxnop MOPOLLIOK "dapmaue PapmauesTuy nionsieae
a na, (cybeTaHuis) y BTUYHA He MpoekT MKA N3, Bepcis
nosieTuIeHoBUX hipma Monbhapma nokymeHTy 0000.
nakeTtax gns "AapHunus” C.A.
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Ne Ha3ssa MixHapod Ha3ssa Koo dopma sunycKy 3asaBHUK Kpaina Bupo6HuUk Kpaina | PeecmpayiliHa npoyedypa YmoBu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asiBHUKa BUPOGH Bionycky aHHs1 peecmpayitiHo
3acoby HenameH | pe4yoBUHU ¢hopma, uka 20
mosaHa ynakoska) nocsioyeHHs1
Ha3sa*
chapmaLeBTUYHOro
3aCTOCyBaHHs
13. | CUHYPIT® mometaso | momeTaso | RO1A cnpeii HasasIbHUiA, TOB YkpaiHa ToBapucTBO 3 | YkpaiHa PeecTpauia Ha 5 pokiB 3a He UA/21397/01/01
ne Hy cpypoat | D09 [030BaHwuit, 50 "BAJTAPTI 06MEXEHOI0 peyenmom nionsieae
MOHoOrigpa MKr/go3y, no 10 r H BiAgNoBigabHi Pestome MYP Bepcis 0.2
T (60 po3) abo 18 r OAPMA" CTIO nopaetbes. MepioAnyHiCTb
MiKPOHI30B (140 po3) y «Mikpodhapm» NoAaHHA perynsapHo
aHui noslieTusIeHoBOMy OHOBJ/OBAHOTO 3BITY 3
hnakoHi 3 6e3neku, BigNoBigHO A0
HacocoM- Mopsaky 34iCHEHHS
Jo3atopom Ta chapmakoHarnsgy,
HacagKoto- 3aTBEPAKEHOrO Haka3oM
po3nuoBayvem i3 MiHicTepcTBa 0XOpPOHK
3aXMCHUM 3[10pOB’A YKpainu Big 27
KoBraykom, no 1 rpyaHsa 2006 poky Ne 898,
h1akoHy B 3apeecTpoBaHoro B
KapPTOHHIM nauuj MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHa 2007 poky
3a Ne 73/13340 (y pepaxui
Hakasy MiHicTepcTBa
OXOPOHW 30P0B'A YKpaiHn
Bifl 26 BepecHs 2016 poky
Ne 996), cTaHOBUTL: 3rigHO 3i
CTpOKaMW, 3a3Ha4YeHNMN y
nepioguyYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3
6e3neku.
* gidnosidHo do iHghopmayii ogpiyitiHozo calimy Lienmpy BOO3 no cnisnpayi 8 Memodosioaii cmamucmuyHux docnioxers (https://www.whocc.no/atc_ddd_index/)
HavanbHuk

dapmaleBTUYHOI0 YNpaB/IiHHSA

Onekcanpap I'PIIEHKO



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

INEPEPEECTPOBAHUX JITIKAPCBKHX 3ACOBIB (MEJVNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI

ITEPEJIIK

Joaarok 2
Ao Haka3y MiHicrepcTBa 0XOpOHHI

3p0poB’s Ykpainu «IIpo aepxaBHY

peecTpaniio (mepepeecrpariito) JiKapCbKHX
3aco6iB (MegMuHNX iIMyHOGio/TOriUHUX
npemnapariB) Ta BHeCeHHs 3MiH i0
peecTpaniiiHuX MaTepiatiB»
Bif 13 cepniHga 2026 poky Ne 1122

BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

Ne Hassa nikapcbko2o | MixHapoo Ha3zsa Koo Popma 3asaBHUK KpaiHa Bupo6HuUKk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby Ha ditoyoi ATX BUIMYCKY 3asiBHUK BUPOOH Bionycky aHHs1 peecmpayitiHo
HerameH | pe4osu (nikapcbka a uka 20
mosaHa HU ¢opma, nocsioYeHHs1
Hassa* ynakoska)
1. | ABEPO betahistine | 6etarict | NO7C Tabnetku, no 24 | ®apmaues | Monbwa MoBHWiA Monbwa MepepeecTpaLis Ha 3a He UA/18917/01/03
VHY AO01 mr, no 10 TUYHUIA BUPOGHMUNI HEOOMEXEHUIA TEPMIH. peyenmom nidnsieae
aurippox Tabnetok y 3aBoj, LMK/ OHoBreHo iHdhopmaLio B
nopug, 6nictepi; no 3 “MONb®A BMPOBHULTBO, IHCTPYKUIT ANA MeAnYHOro
abo 6 6nictepis PMA” C. nepBuHHE 3acTOCyBaHHS NMikapCbKoro
Y KapPTOHHiIl A. nakyBaHHs, 3acoby y po3ginax
Kopob6uj; no 15 BTOPUHHE «[poTUNOKa3aHHs»,
Tabnetok y nakyBaHHS, «OCc06MBOCTI 3aCTOCYBaHHS»

6nicTepi; no 2
a6o 4 6nictepun
Y KapTOHHii
KOpoo6Li

KOHTPO/b SIKOCTI
Ta BUMNYCK cepil :
PapmaLeBTUYHN
1 3aBOf
«MONb®APMA»
C. A

, «Cnoci6 3acTocyBaHHS Ta
[,031» BiAnNoBigHO A0
iHchopmauii pedhepeHTHOro
nikapcbkoro 3acoby beTtacepk,
TabneTku, a Takox y posgaini
«[Mob6iuHI peakLii» — Lwoa0
3BiTYyBaHHA Npo NoGiYHi
peaxuii.

Pestome nnaHy ynpasniHHA
pusmkamm Bepcisa 1.1
[ofaeTbes.
MepiognyHiCTb NOAAaHHSA
perynsipHoO OHOB/IOBAHOIO
3BiTYy 3 6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
dhapmakoHarnsagy,
3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,
3apEeECTPOBaHOrO B




11 IIpojoBkeHHs
JozaTka 2
Ne Hassa nikapcbko2o | MixxHapoo Ha3zsa Koo Popma 3asaBHUK KpaiHa Bupo6HuUKk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby Ha ditoyoi ATX BUIMYCKY 3asiBHUK BUPOOH Bionycky aHHs1 peecmpayitiHo
HenameH | pe4yosu (nikapcbka a uka 20
mosaHa HU ¢opma, nocsioYeHHs1
Ha3zsa* ynakoska)
MiHicTepcTBi tocTULi YKpaiHu
29 ciyHA 2007 poky 3a Ne
73/13340 (y pegaxuii Hakasy
MiHicTepcTBa OXOpPOHU
30pOoB's YkpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3HaYEHNMU Y
nepioANYHOCTI NOAAaHHS
perynspHux 3BiTiB 3 6e3neku.
2. | ABEPO betahistine | 6etarict | NO7C Tabnetkn, no 16 | ®apmaues | Monbwa MoBHMiA Monbwa MepepeecTpauis Ha 3a He UA/18917/01/02
VNHY A01 mr, no 10 TUYHWI BMPOGHWYNIA HeobMeXeHui TepMiH. peyenmom nionsizae
Aurigpox Tabnetok y 3aB0/, LMKN: OHoB/eHo iHhopmaLiio B
nopug, 6nictepi; no 3 “MONb®A BMPOBGHMLTBO, IHCTPYKUiT ANS MeANYHOro
6nictepn y PMA” C. nepBuHHe 3aCTOCYBaHHA NikapCcbKoro
KapTOHHIl A. nakyBaHHs, 3acoby y posginax
Kopobui; no 15 BTOPUHHE «[poTNNOKa3aHHs»,
TabneTok y nakyBaHHs, «Oc06NM1BOCTi 3aCTOCYBaHHS»
6nictepi; no 2 KOHTPO/b SKOCTI , «Cnoci6 3acTocyBaHHs Ta
6nictepn y Ta BMNYCK cepil : [,031» BignoBigHoO 40
KapTOHHii PapmaLeBTUYHN iHdhopmauii pedpepeHTHOrO
KOpOoO6LL i 3aBof nikapcbkoro 3acoby betacepk,
«MOJIbOGAPMA>» TabneTku, a Takox y posgini
C. A «[lMob6iyHi peakuii» — 040

3BiTYyBaHHSA NPo NobGiyHi
peaxuii.

Pestome nnaHy ynpas/iHHA
pusmkamm Bepcisa 1.1
[ofaeTbes.
MepioAnyHICTb NOAAHHSA
perynsipHoO OHOBJIOBAHOTO
3BiTYy 3 6e3neku, BiANoOBiAHO J0
MopsiaKy 34iCHEHHS
hapMakoHarnagy,
3aTBEPIXEHOr0 Haka3oMm
MiHicTepcTBa 0XOpPOHK
3[,0pOB’s YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHiCTepCTBI tocTuLii YKpaiHu
29 ciyHA 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy
MiHicTepcTBa OXOpPOHM
3[10pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
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IIpojoBkeHHs

n/n

Ha3zga nikapcbko20

3acoby

MixHapod
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢opma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6HuUKk

Kpaina
BUPOOH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs1

Howmep
peecmpayitiHo
20
nocsio4yeHHs

CTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHumn y
nepioANYHOCTI NoAAaHHS
perynspHux 3eiTiB 3 6e3neku.

ABEPO

betahistine

6eTarict
NHY
Aurigpox
nopug

NO7C
A01

Tabnetku, no 8
mr, no 10
Tabnetoky
6nictepi; no 3
6nictepn y
KapTOHHIl
KOpOoo6Li

dapmaues
TUYHWIA
3aBo/,
“NMOJIb®A
PMA” C.
A.

Monbwa

MoBHWiA
BMPOGHWYNIA
LK
BMPO6GHMLTBO,
nepBuHHe
nakyBaHHs,
BTOPVIHHE
nakyBaHHs,
KOHTPO/b SIKOCTI
Ta BMMNYCK cepil :
dapmaLeBTUYHN
7 3aBof,
«MONb®APMA»
C. A

Monbla

MepepeecTpauis Ha
HeobMexeHWi TepMiH.
OHoB/eHo iHhopmaLiio B
IHCTPYKUiT ANS MeANYHOr0o
3aCTOCyBaHHS NiKapCbKoro
3acoby y posginax
«[1poTHNOKa3aHHs»,
«OCco6NMBOCTI 3aCTOCYBaHHS»
, «Cnoci6 3acTocyBaHHs Ta
[,031» BignoBigHoO 40
iHhopmauii pedpepeHTHOro
nikapcbkoro 3acoby betacepk,
TabneTku, a Takox y posgini
«[lMob6iyHi peakuii» — 040
3BiTYBaHHSA NPo NobGiyHi
peaxuii.

Pestome nnaHy ynpas/iHHA
pusmkamm Bepcisa 1.1
[ofaeTbes.
MepioAnyHICTb NOAAHHSA
perynsipHoO OHOBJIHOBAHOTO
3BiTYy 3 6e3neku, BiANoOBiAHO J0
MopsiaKy 34iCHEHHS
hapMakoHarnagy,
3aTBEPAXEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0pOB’s YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHiCTepCTBI toCTULii YKpaiHu
29 ciyHA 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
3[10pOB'A YKpaiHu Bif 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i
CTpoKamu, 3a3Ha4yeHuMn y
nepioAnNYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

3a
peyernmom

He
nionsieae

UA/18917/01/01

ANOMYPUHOI-

allopurinol

anonypu

MO4A
A01

Tabnetkn no 300
mrno 10

HON

TOBAPUC

YkpaiHa

TBO 3

TOBAPUCTBO
3

YKpaiHa

MepepeecTpalis Ha

Heo6MeXeHuii TepMiH

3a
peyenmom

He

nidnsieae

UA/19063/01/02

3[0POB'SA




13 IIpojoBkeHHs
JozaTka 2
Ne Hassa nikapcbko2o | MixxHapoo Ha3zsa Koo Popma 3asaBHUK KpaiHa Bupo6HuUKk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby Ha ditoyoi ATX BUIMYCKY 3asiBHUK BUPOOH Bionycky aHHs1 peecmpayitiHo
HenameH | pe4yosu (nikapcbka a uka 20
mosaHa HU ¢opma, nocsioYeHHs1
Ha3zsa* ynakoska)
Tabnetoky OBMEXE OBME>XEHOO OHOB/EHO iHhopMaLiito y
6nicTepi; no 1 HOIO BIANOBIAANTBH po3gaini "Mob6iuHi peakuii"
abo 5 6nicTepiB BIANOBIA ICTHO IHCTPYKLii ANna MeguyHoro
y KOpoo6u;i 3 AJTbHICT «KOPIMOPALLIA 3aCTOCyBaHHA NiKapCbKoro
KapTOHY {0] «300POB'A» 3aco6y w040 BaX/IMBOCTI
«KOPIOP 3BiTyBaHHA NpPo NoGiYHi
ALIA peaxuii, Ta yTOYHEHHS
«340POB iHchbopMmawii y posgaini
"A» "Ynakoska".
Pestome nnaHy ynpas/iHHA
pu3nkamm Bepcis 2.1
[OAAETLCA.
MepioAnyHICTb NOAAHHSA
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6e3neku, BiANoBiAHO A0
Mopsaaky 3aiicHeHHA
dhapmakoHarnsagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0XOpOHK
340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi ocTULi YkpaiHun
29 ciyHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpoHK
3/10pOB'sA YKpaiHu Bif 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rifgHO 3i
CTpOKaMW, 3a3Ha4YeHNMN y
nepiogMYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3Mneku.
5. | A/IONYPUHOI/- allopurinol | anonypu | MO4A | Tabnetku no 100 | TOBAPUC | YkpaiHa TOBAPUCTBO YkpaiHa MepepeecTpaLis Ha 3a He UA/19063/01/01
340POB'A HOnM AO01 mr no 10 TBO 3 3 HEOOMEXEHUI TEPMIH peyenmom nidnsieae
Tabnetok y OBMEXE OBMEXXEHOIO OHOB/EHO iHhopMmaLio y
6nicTepi; no 5 HOKO BIANOBIOANBH po3gini "Mo6iuHi peakuii"
6nictepiB y BIANOBIA ICTHO IHCTPYKUii g1 MeguyHoro
Kopob6ui 3 AJTbHICT «KOPIMOPALLIA 3aCTOCYBaHHA NiKapCbKoro
KapToOHY 10] «300POB’'A» 3aco0by LWo040 BaX/IMBOCTI
«KOPIMOP 3BiTyBaHHSA MPO NOGIYHi
ALIA peaxuii, Ta yTOYHEHHS
«300POB iHchbopMmauii y posgaini
"A» "Ynakoska".
PestomMe nnaHy ynpas/iHHA
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IIpojoBkeHHs

n/n

HasBa sikapcbKo20
3acoby

MixHapod
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢opma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6HuUKk

Kpaina
BUPOOH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs1

Howmep
peecmpayitiHo
20
nocsio4yeHHs

pusmkamu Bepcisa 2.1
[OAAETLCA.
MepiognyHiCTb NOAAHHSA
perynsipHoO OHOB/IOBAHOIO
3BiTYy 3 6e3neku, BigNoBigHO A0
Mopsaaky 3ailicHeHHA
dhapmakoHarnsagy,
3aTBEPAKEHOr0 Hakasom
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii YkpaiHu
29 ciyHA 2007 poky 3a Ne
73/13340 (y pegaxuii Hakasy
MiHicTepcTBa OXOpPOHU
30pOoB's YkpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHumn y
nepioANYHOCTI NoAAaHHS
perynspHux 3eiTiB 3 6e3neku.

APron

cpibna
npoTeiH
ar

RO1A
X10

Kpanni
Ha3a/bHi/BYLLHI,
po3unH 2 %, no
10mny
hnakoHi; no 1
hNakoHy 3
KPYLLIKOtO-
KpanenbHULEe
B nauui

TOB "[OKI
"®apmaue
BTUYHA
habpuka”

YkpaiHa

TOB "[OKI
"®apmaueBTUYH
a habpuka"

YKpaina

MepepeecTpauis Ha
HeobMeXeHui TepMiH.
OHoB/eHo iHhopmaLiio B
IHCTPYKUiT ANS MeANYHOro
3aCTOCyBaHHS NiKapCbKoro
3acoby y posginax
"Oco61MBOCTI 3aCTOCyBaHHA",
"Cnoci6 3acTocyBaHHS Ta
[031" (YTOYHEHHS
iHchopmawi),
"MepeposyBaHHs", "TMoGiYHI
peaxkuii” woao 6esneku
3acTOCyBaHHS NikapCbKoro
3aco6y, BHECEHO YTOYHEHHS Y
po3ain
"PapmakoTepanesTuyHa
rpyna. Kog ATX" 6e3 3miHu
Kofy ATX, a Takox po3gain
"Mo6iuHI peakyji" 4ONOBHEHO
iHbopMadieto woao
3BiTYyBaHHSA NPo NobGiyHi
peaxuii.

Pestome nnaHy ynpas/iHHA
pusnkamu Bepcia 1.1

6e3 niosisieae

peyerma

UA/19041/01/01




15 IIpojoBkeHHs
JozaTka 2
Ne Hassa nikapcbko2o | MixxHapoo Ha3zsa Koo Popma 3asaBHUK KpaiHa Bupo6HuUKk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby Ha ditoyoi ATX BUIMYCKY 3asiBHUK BUPOOH Bionycky aHHs1 peecmpayitiHo
HenameH | pe4yosu (nikapcbka a uka 20
mosaHa HU ¢opma, nocsioYeHHs1
Ha3zsa* ynakoska)
[OAAETLCA.
MepiognyHiCTb NOAAHHSA
perynsipHoO OHOB/IOBAHOIO
3BiTYy 3 6e3neku, BigNoBigHO A0
Mopsaaky 3ailicHeHHA
dhapmakoHarnsagy,
3aTBEPAKEHOr0 Hakasom
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii YkpaiHu
29 ciyHA 2007 poky 3a Ne
73/13340 (y pegaxuii Hakasy
MiHicTepcTBa OXOpPOHU
30pOoB's YkpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHumn y
nepioANYHOCTI NoAAaHHS
perynspHux 3eiTiB 3 6e3neku.
7. | APTUAEHT Articaine, apTukaiH | NO1B pO34nH ons TOBAPUC | YkpaiHa | XyoHc Ko., itg. | Pecny6n MepepeecTpauis Ha 3a He UA/18727/01/01
combinatio | y B58 iH'ekuii; no 1,7 TBO 3 ika HeobMeXeHui TepMiH. peyenmom niosisieae
ns rigpoxno MY KapTpuaxi; OBMEXE Kopes OHoB/EHO iHhopMaL,ilo y
pua, no 10 HOHO po3ginax iHCTpyKuii gns
eniHedp KapTpuaXis y BIANOBIA MeAMYHOro 3aCTOCyBaHHSA
WNHY 6nictepi; no 5 ANbHICT niKapcbKoro 3acoby
GiTapTpa 6nictepiB y {0] "hapmakoTepaneBTnyHa
T KapTOHHil «BEHTA. rpyna" (pepakuiiHi npasku),
Kopoo6Li NTO» "®apmMakonorivHi

BnactmsocTi”, "lNoka3aHHs"
(pepaxuiliHi npaBkw),
"MpoTunokasaHHs", "OcobnmBi
3axoau 6esnekn”, "Bsaemogin
3 HLWMMK NiKapCbKMun
3acob6amu Ta iHLWi BUAn
B3aemogiii", "OcobnmnBocCTi
3aCTOCyBaHHA",
"3acTocyBaHHsA y nepiog,
BariTHOCTi 260 rogyBaHHs
rpyaat”, "Cnocié
3acTocyBaHHsA Ta fo3n”,
"Aitn", "MepenosyBaHHA",
"Mo6iuHi peakwyji" BigNoBigHO
[0 pedhepeHTHOrO NikapcbKoro
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IIpojoBkeHHs

n/n

HasBa sikapcbKo20
3acoby

MixHapod
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢opma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6HuUKk

Kpaina
BUPOOH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs1

Howmep
peecmpayitiHo
20
nocsio4yeHHs

3acoby (Septanest Inj.,
1/100000 (Septocaine®).

Pestome nnaHy ynpasniHHA
pu3nkamm Bepcia 2.2
[OAAETLCA.
MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOTO
3BiTYy 3 6e3neku, BigNoBiAHO J0
MopsaKy 34iCHEHHS
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoOro B
MiHicTepcTBi oCcTULi YKpaiHn
29 ciyHsA 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHK
3[40pOB'A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i
CTpOKaMW, 3a3Ha4YeHnMn y
nepiognMYHOCTI NoAaHHSA
perynsipH1x 3BiTiB 3 6e3neku.

ACTPALUUNTPOH
DOPTE

Paracetam
ol,
combinatio
ns excl.
psycholept
ics

napauet
amorn,
oeHine
thpuHY
rigpoxno
pua,
heHipam
[15)%
manear,
ackopb6iH
oBa
Kucnota

NO2B
E51

NopoLLOK ANs
opasibHOro
pO34mHy; no 20 r
B cawe, no 10
catle y Kopoobuii

TOB
"ACTPA®
APM"

Ykpaiva

TOB
"ACTPAGAPM"

YKpaiHa

MepepeecTpauis Ha
HEeo6MeXeHWA TEePMIH.
OHoB/IEHO iHGhopMmalLito B
IHCTPYKUIT o1 MeguyHoro
3aCTOCYBaHHSA NikapCcbKoro
3acoby B po3gini "MobiyHi
peakui” LWoa0 BaxIMBOCTI
3BiTYyBaHHSA NPo NobGiyHi
peaxuii.

Pestome nnaHy ynpas/iHHA
pusnkamu sepcia 1.1
[ofaeTbes.

MepioAnyHICTb NOAAHHSA
perynsipHoO OHOBJIOBAHOTO
3BiTYy 3 6e3neku, BigNoBiAHO J0
Mopsaaky 3ailicHeHHs
hapMakoHarnagy,
3aTBEPIXEHOr0 Haka3oMm
MiHicTepcTBa 0XOpPOHK

6e3 nionsieae
peyenma

UA/19226/01/01




17 IIpojoBkeHHs
JozaTka 2
Ne Hassa nikapcbko2o | MixxHapoo Ha3zsa Koo Popma 3asaBHUK KpaiHa Bupo6HuUKk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby Ha ditoyoi ATX BUIMYCKY 3asiBHUK BUPOOH Bionycky aHHs1 peecmpayitiHo
HenameH | pe4yosu (nikapcbka a uka 20
mosaHa HU ¢opma, nocsioYeHHs1
Ha3zsa* ynakoska)
3[0pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoOro B
MiHicTepcTBi tocTULi YkpaiHu
29 ciyHA 2007 poky 3a Ne
73/13340 (y pegaxuii Hakasy
MiHicTepcTBa OXOpPOHU
30pOoB's YkpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3HaYEHNMU Y
nepioAnNYHOCTI NOAAaHHS
perynspHux 3BiTiB 3 6e3neku.
9. | AU-XENN acetylcyst auetuny, | RO5C TabneTkn TOB Natsilic E-®dAPMA ITanis MepepeecTpauis Ha 6e3 nidnsieae UA/19079/01/01
eine nCTeiH BO1 wmnydi no 600 "IHPAPM bka TPEHTO C.M.A. HeobMeXeHui TepMiH. peyenma
mr, no 10 A Pecny6n OHoOB/IEHO iH(hopMmaLlito B
TabneTtok y Tyoi; TpengiHr" ika IHCTPYKUii g1 MeguyHoro
no 1 1y6i B 3acToCyBaHHSA Nikapcbkoro

KapTOHHIN navui

3acoby B po3ginax
"MpoTunokasaHHs",
"B3aemogis 3 iHWnmun
nikapcbknMun 3acob6amm Ta iHLWi
BMAM B3aemogin”,
"3acTocyBaHHA y nepiof
BariTHocTi abo rogyBaHHs
rpyaar”, "Cnocié
3acToCyBaHHA Ta [03n"
BiANOBIAHO A0 iHopMaLi
pedyepPEHTHOro NiKapCbKoro
3aco6y (Fluimucil TabneTtkm
Lumnnydyi, no 600 Mr, BNacHWK
Pl Zambon Italia S.r.L); B
po3gaini "OcobnuBocTi
3aCcToCyBaHHSA" OHOBJ/IEHO
iHhopmawito wogo 6esnekn
[OMOMDKHOT peYoBUHM; A0
po3ainy "Mo6iuHi peakwi”
[oJaHo iHdhopMaLiio Wwoao
BaX/IMBOCTI 3BITYBaHHS Npo
no6iyHi peakLii.

Pestome nnaHy ynpasniHHA
pusnkamu sepcia 1.1
[0a€EThLCS.
MepioAnyHICTb NOAAHHSA
perynsipHo OHOBJIOBAHOIO




JozaTka 2

18
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n/n

HasBa sikapcbKo20
3acoby

MixHapod
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢opma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6HuUKk

Kpaina
BUPOOH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs1

Howmep
peecmpayitiHo
20
nocsio4yeHHs

3BiTYy 3 6e3neku, BiANoBiAHO A0
Mopsagky 3aiicHeHHA
dhapmakoHarnsagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0XOpOHK
340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeECcTPoBaHoOro B
MiHicTepcTBi ocTuLi YkpaiHun
29 ciyHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpoHM
3/10pOB'sA YKpaiHu Bif 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rifgHO 3i
CTpOKaMW, 3a3Ha4YeHNMN y
nepiogMYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3Mneku.

10.

BITATIC®

Bilastine

6inacTuH

RO6A
X29

Tabnetku no 20
mr; no 10
Tabnetok y
6nictepi; no 1
a6o 3 6nictepn
y nauui

AT
"Papmak”

Ykpaiva

AT "dapmak"
(BTOpWHHE
nakyBaHHs,

MapKyBaHHS,

BMNYyCK cepii 3

npoaykuii in bulk
ipmu-
BMPOGHMKA
NNABEOPATOPIO
C HOPMOH,
C.A., IcnaHis)

YkpaiHa

nepepeectpawjis Ha
HEOOMEXEHUI TEPMIH

OHoB/eHo iHhopmaLio B
IHCTPYKUiT A1S MeANYHOr0o
3aCcTOCyBaHHS NiKapCbKoro
3acoby y posginax
"®apMaKkosioriyHi
BnacTueocTi", "B3aemopis 3
IHLLIMMKN NiKapCLKUMK
3aco6amu Ta iHWi Buan
B3aemMogiii", "OcobnmnBocCTi
3acTocyBaHHs", "3aaTHiCTb
BN/VMBaTW Ha WBUAKICTb
peakuiii Npy KepyBaHHi
aBTOTPaHCNOPTOM abo iHLWMMKN
mexaHizmamn", "Cnocio
3acTocyBaHHA Ta gosun”, "Aitn"
(3acTocoByBaTu AiTAM BIKOM
Big 12 pokiB),
"MepeposyBaHHs", "Mo6GiYHI
peakuii" BianosigHo Ao
iHhopmawuii pechepeHTHOro
nikapcbkoro 3acoby Bilaxten,
20 mg tablets; BHeceHO
YTOUYHEHHS y po34in
"@apmakoTepanesTnyHa
rpyna. Kog ATX" 6e3 3MiHu

6e3 nionsieae
peyenma

UA/19043/01/01
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n/n

HasBa sikapcbKo20
3acoby

MixHapod
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢opma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6HuUKk

Kpaina
BUPOOH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs1

Howmep
peecmpayitiHo
20
nocsio4yeHHs

Koay ATX, a Takox 3po6/1eHo
pefakuiiiHi npaBkn 40 po3ainy
"Ynakoska'".

Pestome nnaHy ynpas/iHHA
pu3ukamm Bepcia 3.0
[OAAETLCA.
MepioAnyHICTb NOAAHHSA
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6e3neku, BiANoBIAHO A0
Mopsagky 34iicHeHHA
dhapmakoHarnsagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0XOpPOHK
340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi ocTuLi YkpaiHn
29 ciyHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpoHM
3[10pOB'A YKpaiHu Bif 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rifgHO 3i
CTpOKaMM, 3a3Ha4YeHNMN y
nepiogMYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3Mneku.

11.

BITIATIC®

Bilastine

6inacTuH

Tabnetku no 20
mr; in bulk: no
10 Tabnetok y
6nictepi, no 84
6nictepn y
NPOMIXKHIi
Kopob6uj, no 4
abo 8
NPOMIXXHUX
KOpPOBOK y
TPaHCMOPTHIN
KOpoo6Li

AT
"Papmak”

Ykpaiva

NNTABOPATOPIO
C HOPMOH,
CA.

IcnaHis

MepepeecTpaLis Ha
HEOOMEXEHUI TEPMIH.
Pestome nnaHy ynpasniHHA
pu3snkamu sepcia 3.0
[0AA€ETLCA.
MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOIO
3BiTYy 3 6e3neku, BignoBigHO 40
MopsaKy 34iCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiuu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoOro B
MiHicTepcTBi toCcTULT YKpaiHn
29 ciyHss 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy
MiHicTepcTBa 0XOpPOHK

- He
nidnsieae

UA/19042/01/01
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n/n

JozaTka 2
Ha3ssa snikapcbko20
3acoby

MixHapod
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢opma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6HuUKk

Kpaina
BUPOOH
uKa

PeecmpayitiHa npoyedypa

Peknamys
aHHs1

Ymosu
Bionycky

Homep

peecmpayitiHo

20
noceBioYeHHs

3[10pOB'sA YKpaiHu Bif 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rifgHO 3i
CTpOKaMW, 3a3Ha4YeHNMN y
nepiogMYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3Mneku.

UA/17373/02/01

12.

AEKCMNPO®

dexketopr
ofen

nekcket
onpocpe
HY
TpomMeTa
Mo

MO1A
E17

rpaHynu ans
opasibHOro
po3unHy no 25
mr, no 10
0[IHOA030BUX
nakeTiB y nauui

MpAT
"papmaue
BTUYHA
hipma
"NapHuus"

Ykpaiva

MpAT
"®apmaueBTUYH
a hipma
"OapHuus”

YkpaiHa

MepepeecTpaLis Ha
HEOOMEXEHUI TEPMIH.
OHoB/eHO iHhopmaLito B
IHCTPYKUIT AN MegnyHoro
3acTOCyBaHHS NikapCbKoro
3acoby B po3ginax
«OcobnnBOCTI
3acTocyBaHHs», "TMob6iyHi
peaxuii” BignosigHo Ao
iHchopmauii pedhepeHTHOro
NiKapcbKoro 3acoby [ekcasriH,
rpaHy/sim Ans opasibHOro
PO3UKMHY, @ TakoX y po3gini
«[M06iYHI peakuji» — woa0
3BiTYyBaHHA Npo NoGiyHi
peakuji.
Pestome nnaHy ynpasniHHs
pusmkamu Bepcisa 1.0
[ofaeTbes.
MepioAnyHICTb NOAAHHS
perynsipHo OHOB/IOBAHOT0
3BiTYy 3 6e3neku, BiANoBiAHO A0
Mopsaky 34iNCHEeHHsA
thapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi toCTULi YKpaiHu
29 ciyHA 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHU
3[,0pOB'sA YKpaiHu Bif, 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHuMn y
nepiogMYHOCTI NoAAHHS
perynsipHux 3BiTiB 3 6e3Meku.

He
nidnsieae

3a
peyenmom

3a He

UA/19022/01/01

dexketopr

[eKcKeT

MO1A

PO34MH ANs

MpuBatHe

YkpaiHa

MpusaTHe

YKpaiHa

MepepeecTpauis Ha

13.

KEMAEKC IH'EKT
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Homep

JozaTka 2

n/n

Ha3zga nikapcbko20

3acoby

MixHapod
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢opma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6HuUKk

Kpaina
BUPOOH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs1

peecmpayitiHo
20
nocsio4yeHHs

ofen

onpocpe
HYy
TpomeTa
Mon

E17

iH'ekuii, 25
Mmr/Mn, o 2 mMn B
amnyni, no 5
amnyny
6nictepi, no 1
6nicTepy B nauui

akuioHepH
e
TOBapUCTB
0 "Jlekxim-
XapkiB"

akuioHepHe
TOBapuCTBO
"lekxim-XapkiB"

HeobMeXeHul TepPMiH.
OHoBeHo iHhopmaLiio B
IHCTPYKLii ANna MeguyHoro
3acToCyBaHHSA Nikapcbkoro
3acoby y posginax
"Oco6nMBOCTI 3acTOCyBaHHS",
"Cnoci6 3acTocyBaHHs Ta
fo3un", "Mo6iyHi peakwyii"
BiANOBIAHO A0 iHdopMaLi
00 MEANYHOIO
3aCTOCyBaHHS pedepeHTHOro
nikapcbKoro 3acoby
(OdexcanriH IH'ekT, 25 mr/ mn,
PO34nH A1 iH'EKLiR), a Takox
y po3aini "INo6ivHi peakuii”
LLIOZI0 BaXXNMBOCTI 3BiTyBaHHS
npo NoGiyHi peakuii.

Pestome nnaHy ynpasniHHA
pu3snkamm Bepcia 1.1
[OAAETLCA.
MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOTO
3BiTYy 3 6e3neku, BigNoBiAHO A0
MopsaKy 34iCHEHHS
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoOro B
MiHicTepcTBi toCcTULi YKpaiHn
29 ciyHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHK
3[0pOB'A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i
CTpOKaMW, 3a3Ha4YeHnMN y
nepiognM4HOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

peyenmom

nionsieae

UA/18961/01/01

14.

KNOAV®EH

diclofenac

anknod
eHak
HaTpilo

S01B
Co3

Kpanni ouHi,
po3uunH, 1 mr/mn;
nos5wmvny
(hN1aKoHi-

TOB
"YOP/IA
MEMLIN

KpanenbHuLj; no

YkpaiHa

YOPI
MEAVILIH
IJIAY CAH. BE
TIDK. AL

Typeyun
Ha

MepepeecTpauis Ha
HEeo6MeXeHWA TEePMIH.
OHoB/EHO iHGhopMmalLito B
IHCTPYKUiT AN MeguyHoro
3aCTOCYBaHHS NikapCbKoro

3a
peyenmom

He
nionsieae
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JozaTka 2
Ne Hassa nikapcbko2o | MixxHapoo Ha3zsa Koo Popma 3asaBHUK KpaiHa Bupo6HuUKk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby Ha ditoyoi ATX BUIMYCKY 3asiBHUK BUPOOH Bionycky aHHs1 peecmpayitiHo
HenameH | pe4yosu (nikapcbka a uka 20
mosaHa HU ¢opma, nocsioYeHHs1
Ha3zsa* ynakoska)
1 donakoHy- 3acoby y po3gini "Mo6iyHi
KpanenbHuLi B peakuii" LLoA0 BaXX/IMBOCTI
KapTOHHii 3BiTYyBaHHA Npo NoGiyHi
KOpoO6LL peaxui.
Pestome nnaHy ynpas/iHHA
pu3ukamm Bepcia 3.0
[OAAETLCA.
MepioAnyHICTb NOAAHHSA
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6e3neku, BiANoBIAHO A0
Mopsagky 34iicHeHHA
dhapmakoHarnsagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0XOpPOHK
340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi ocTuLi YkpaiHn
29 ciyHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpoHM
3[10pOB'A YKpaiHu Bif 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rifgHO 3i
CTpOKaMM, 3a3Ha4YeHNMN y
nepiogMYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3Mneku.
15. | NA3EA Lavandula | onia NO5B kancynu no 80 Op. Himeuun nepBMHHa Himeuun MepepeecTpaLis Ha 6e3 nionsieae UA/18973/01/01
e naesaHgn | X05 mr, no 14 kancyn Binbmap Ha ynakoBKa, Ha HEOOMEXEHUI TEPMIH. peyenma
aetheroleu | Silexan y 6nicTtepi, no 1, LLiBa6e BTOPVHHA OHoB/eHo iHhopmaLito B
m ® 2 abo 4 mM6X i Ko. ynaKoBKa, IHCTPYKUIT AN MegnyHoro
(Lavand 6nictepn B KIr KOHTPO/Ib SIKOCTI, 3acTOCyBaHHS NikapCbKoro
ula ynakoBLj BWMYCK Cepii: 3acoby y po3gini
angustif [Op. Binbmap "Oco611BOCTI 3aCTOCYBaHHSA"
olia) LLIBabe M'm6X i 040 6e3nekn 3acTocyBaHHS
WS® Ko. KT, nikapcbKoro 3acoby, a Takox
1265 HimeuunHa, po3gain "Mo6iuHi peakw,ii”
[LOMOBHEHO iHChopmaLieto
BMPOGHMK LLI0AO 3BiTyBaHHS MPO NOGIYHi
npoAyKUii in peakuji.
bulk:
KaTtaneHt Pestome nnaHy ynpasniHHA
HimeuunHa pu3sukamu Bepcis 009
E6epbax Mm6X, [04aETbCS.
HimeuunHa; MepioAnyHICTb NOAAHHSA
Cipio ®apma perynspHo OHOB/IKOBAHOIr0




23 IIpojoBkeHHs
JozaTka 2
Ne Hassa nikapcbko2o | MixxHapoo Ha3zsa Koo Popma 3asaBHUK KpaiHa Bupo6HuUKk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby Ha ditoyoi ATX BUIMYCKY 3asiBHUK BUPOOH Bionycky aHHs1 peecmpayitiHo
HenameH | pe4yosu (nikapcbka a uka 20
mosaHa HU ¢opma, nocsioYeHHs1
Ha3zsa* ynakoska)
HimeuyunHa 3BiTYy 3 6e3neku, BiANoBiAHO A0
v6X, Mopsagky 3aiicHeHHA
HimeuunHa thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0XOpOHK
340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi ocTuLi YkpaiHun
29 ciyHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpoHM
3/10pOB'sA YKpaiHu Bif 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rifgHO 3i
CTpOKaMW, 3a3Ha4YeHNMN y
nepiogMYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3Mneku.
16. | MIKA®YHIIH-TEBA | micafungin | mikadyH | JO2AX | mopoLlok Ans TOB YkpaiHa BMPOGHULTBO I3pains/ MepepeecTpauis Ha 3a He UA/18945/01/01
TiH 05 PO34nHy Ansl «TeBa Hepo3dgacoBaHo | Himeuun HEOOMEXEHUI TEPMIH. peyenmom nidnsieae
HaTpito iHdpysiit, 50 wmr; YkpaiHa» ro NPoAyKTy, Ha OHoBreHo iHhopmaLio B
no 1 conakoHy B nepBMHHA Ta IHCTPYKLT AN MeanyHOro
KapTOHHIN BTOPVHHA 3acTOCyBaHHS NikapCbKoro
KOpoo6Li yrakoBKa, 3acoby B po3gini "Mo6iyHi
KOHTPO/Ib cepii: peakujii” LLoA0 BaX/IMBOCTI
TeBa 3BiTyBaHHSA MPO NOGIYHi
dapmaLeBTikan peaxuii.
IHpacTpis N14.,
I3pains; Pestome nnaHy ynpasniHHs
pusmkamu Bepcisa 2.1
[03BiN Ha [ofaeTbes.
BMNYCK cepil: MepioAnyHICTb NOAAHHSA
Mepkne MM6X, perynsapHo OHOB/IOBAHOro
HimeuunHa

3BiTYy 3 6e3neku, BiANoBigHO A0
Mopsaky 34iNCHEeHHA
dhapmakoHarnsagy,
3aTBEPHKEHOrO Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,
3apeECcTPoBaHoOro B
MiHicTepcTBi toCTULT YKpaiHu
29 ciyHsa 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHU

3[10pOB's YKpaiHu Bifg 26




24 IIpojoBkeHHs
JozaTka 2
Ne Hassa nikapcbko2o | MixxHapoo Ha3zsa Koo Popma 3asaBHUK KpaiHa Bupo6HuUKk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby Ha ditoyoi ATX BUIMYCKY 3asiBHUK BUPOOH Bionycky aHHs1 peecmpayitiHo
HenameH | pe4yosu (nikapcbka a uka 20
mosaHa HU ¢opma, nocsioYeHHs1
Ha3zsa* ynakoska)
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i
CTpOKaMW, 3a3Ha4YeHnMn y
nepiognM4HOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
17. | MIKA®YHIIH-TEBA | micafungin | mikacdyH | JO2AX | nopoLuok gns TOB YkpaiHa BMPOGHMLTBO I13painb / MepepeecTpauis Ha 3a UA/18945/01/02
riH 05 po3unHy ans «TeBa Hepo3chacosaHo | Himeyun HEeo6MeXeHWA TEePMIH. peyenmom
HaTpito iHdpy3iA, 100 wmr; YkpaiHa» ro NPOAYKTY, Ha OHoB/EHO iHhopmalito B
no 1 conakony B nepBuHHa Ta IHCTPYKLT AN MeanYHOro
KapTOHHIl BTOPUHHA 3aCTOCYBaHHSA NiKapCbKoro
KOpOoo6Li ynakoBKa, 3acoby B po3gini "MobiyHi
KOHTPO/1b Cepil: peakui” LWoa0 BaxIMBOCTI
TeBa 3BiTYyBaHHSA NPo NobGiyHi
dapmaueBTikan peaxuii.
IHpacTpi3 N14,,
I3pains; Pestome nnaHy ynpas/iHHA
[03BiN Ha pusmkamm Bepcis 2.1
BUNYCK cepil: [0[AETLCA.
Mepkne M'vM6X, MepioAgnyHICTL NoAaHHA
Himeyunna perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6e3neku, BigNoBiAHO J0
MopsiaKy 34iCHEHHS
hapMakoHarnagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0XOpPOHK
3[,0pOB’sl YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHiCTepCTBI tocTuLii YKpaiHu
29 ciyHA 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
3[10pOB'A YKpaiHu Bif 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i
CTpOKaMW, 3a3Ha4YeHnMn y
nepioAnNYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
18. | HATPIHO UATPAT Sodium HaTpito - NOPOLLIOK TOB YkpaiHa | CyHin Yemikanc IHais MepepeecTpaLis Ha - He UA/19489/01/01
citrate uutpar (cybeTaHuis) y "TepHoda Heo6MeXeHuii TepMiH nionsi2ae
MiLLKax pm"
nonieTNeHoBnxX
ans
thapmaLeBTUYHO
ro 3aCToCyBaHHSA
19. | HEBIBOP/14 nebivolol He6iBon | CO7A Tabnetkn no 5 TOB Ykpaina yYoprPnaa Typeyumn MepepeecTpalis Ha 3a He UA/18963/01/01
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IIpojoBkeHHs

n/n

HasBa sikapcbKo20
3acoby

MixHapod
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢opma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6HuUKk

Kpaina
BUPOOH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs1

Howmep
peecmpayitiHo
20
nocsio4yeHHs

ony
rigpoxsno
pna

B12

mr; no 14
Tabnetok y
6nicTepi; no 2
abo 6 6nictepis
B KapPTOHHIi
KOpoo6Li

«YOPN[,
MEAMLN
H»

MEOMLWH
INIAY CAH. BE
TIDK. A.LL

Ha

HeobMeXeHuni TepMiH
OHoBeHo iHhopmaLiio B
IHCTPYKLii ANna MeguyHoro
3acToCyBaHHSA Nikapcbkoro

3acoby y posginax
"Oco6nMBOCTI 3acTOCyBaHHS",
"Mo6ivHi peakui™ BignoBigHO
A0 iHhopmauii woao
MeAMYHOro 3acToCyBaHHSA
pedyepeHTHOro Nikapcbkoro
3acoby (Bystolic, tablets, 5
mg), a TakoX y po3aini
"Mo6iyHI peakyii" woao
B&X/MBOCTI 3BiTYBaHHA Npo
NoGiyHi peakuii.

Pestome nnaHy ynpas/iHHA
pu3ukamm Bepcis 2.0
[0AAETLCA.
MepioAnyHICTb NOAAHHSA
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6e3neku, BiANoBigHO A0
Mopsaaky 3aiicHeHHA
dhapmakoHarnsagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0XOpOHK
340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi ocTULi YkpaiHn
29 ciyHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpoHM
3/10pOB'sA YKpaiHu Bif 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rifgHO 3i
CTpOKaMW, 3a3Ha4YeHnMN y
nepiogMYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3Mneku.

peyenmom niosnsieae

20.

HEBIHOPM

nebivolol

He6ison
ony
riapoxno
pnAa

CO7A
B12

Tabnetkn no 5
mr, no 10
Tabnetok y
6nicTepi; no 2
6nictepn y nauuj
3 KapTOHY

TOB HB®
«MIKPOXI
M>»

Ykpaiva

TOB HB®
«MIKPOXIM»,
YKpaiHa
(BignoBiganbHwuit
3a BUPOGHNLTBO
Ta
KOHTPO/b/BUNPO

YkpaiHa

MepepeecTpaLis Ha
HEOOMEXEHUI TEPMIH.
OHOB/EHO iHhopMaLiio y
po3sginax "Cknag" (pefaKuiiiHi
npaskun), "®apmakonoriyHi
BnactmsocTi", "lMokasaHHA",
"MpoTunokasaHHsa",

3a He
peyenmom nidnsieae

UA/19237/01/01




26 IIpojoBkeHHs
JozaTka 2
Ne Hassa nikapcbko2o | MixxHapoo Ha3zsa Koo Popma 3asaBHUK KpaiHa Bupo6HuUKk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby Ha ditoyoi ATX BUIMYCKY 3asiBHUK BUPOOH Bionycky aHHs1 peecmpayitiHo
HenameH | pe4yosu (nikapcbka a uka 20
mosaHa HU ¢opma, nocsioYeHHs1
Ha3zsa* ynakoska)
6yBaHHs cepil, "3acTocyBaHHA y nepiog
He BK/Ilo4aoun BariTHOCTi ab0 rofyBaHHs
BUMYCK cepii) rpyaat”, "Cnocié
TOB HB® 3acTocyBaHHsA Ta go3n”,
«MIKPOXIM», "Mo6iuHi peakwyii" iIHCTPyKL,ii
YKpaiHa ONA MEeANYHOTO 3aCTOCYBaHHA
(BignoBigansHwWit BiANOBIAHO A0 iHGopMau;i
3a BUMYCK cepil, pedyepPEHTHOro NiKapcbKoro
He BK/oYaun 3acoby (Hebinet®, Tabnetkn
KOHTPONb/BUNPO no 5mr).
6yBaHHs cepii)
Pestome nnaHy ynpasniHHA
pusmkamu Bepcisa 2.0
[ofaeTbes.
MepiognyHiCTb NOAAaHHSA
perynsipHoO OHOB/IOBAHOIO
3BiTYy 3 6e3neku, BigNoBigHO A0
Mopsaaky 3aiicHeHHA
dhapmakoHarnsagy,
3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa 0XOpoHM
3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoOro B
MiHicTepcTBi tocTULi YKpaiHu
29 ciyHA 2007 poky 3a Ne
73/13340 (y pegaxuii Hakasy
MiHicTepcTBa OXOpPOHU
30pOoB's YkpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHumn y
nepioAnNYHOCTI NOAAaHHS
perynspHux 3eiTiB 3 6e3neku.
21. | OKCUBYTUHIH oxybutynin | okcmbyt | GO4B Tabnetku, 5 wmr, AkKopg, Monbwa Bupo6HMLTBO IHgis/ MepepeecTpauis Ha 3a He UA/19193/01/01
FEHEAM VHIHY D04 no 10 Tabnetok Xenckea niKkapcbkoro ManbTta/ HeobMeXeHui TepMiH. peyenmom niosisieae
rigpoxno y 6nicTepi; no 3 Moncka 3acoby, ITanis/
pua 6nictepny nayui | Cn. 3.0.0. NnepBrHHE Ta Yexis/ Pestome nnaHy ynpasniHHs
BTOPUHHE Benvka pusmkamu Bepcisa 2.0
nakyBaHHs, BpuTaHi [ofaeTbes.
KOHTPO/Ib SKOCTi s/ MepiognyHICTb NOAAHHS
cepit: MonbLa perynapHo OHOB/IOBAHOro
IHTac 3BiTYy 3 6e3neku, BiANoBigHO A0
dapmacbtoTikan Mopsaky 34iNCHEeHHA
¢ Nimitepn, IHAis; hapmakoHarnagy,
Brpo6HuuTBO 3aTBEPKEHOr0 Haka3oMm




n/n

JozaTka 2

HasBa sikapcbKo20
3acoby

MixHapod
Ha

Hassa
diroyoi

Koo

Popma

3asiBHUK

KpaiHa Bupo6Huk

Kpaina

27

IIpojoBkeHHs

HernameH
mosaHa
Ha3sa*

peyosu
HU

ATX

BUIMYCKY
(nikapcbka
¢opma,
ynakoska)

3asiBHUK
a

BUPOOH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs1

Howmep
peecmpayitiHo
20
nocsio4yeHHs

niKkapcbKoro
3acoby,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs:
IHTac
dapmacboTikan
¢ Nimiteq, IHgjs;
KoHTposb
AKOCTI:
dapmagiokc
Xenckea
Nimiten,
ManbTa,
KoHTposb
AKOCTI:
NABAHANIBIC
C.P.N,, Itanis;
KoHTposb
AKOCTI:
TOB A/IC
Yecbka
Pecny6nika,
Yexis;
KoHTposb
AKOCTI:
TOB A/IC
Yecbka
Pecny6nika,
Yexis;
Jopatkosa
AiNbHUUA 3
NepBUHHOTO Ta
BTOPUHHOTIO
nakyBaHHs:
AKKOP[
XEJNNICKEA
NIMITEA,
Benuka
BpuTaHis;
BignosiganbHuia
3a BUNycCK cepil:
Akkoppg, Xenckea
Moncka Cn. 3
0.0. Cknapg,
IMnopTepa,

MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoOro B
MiHicTepcTBi toCcTULi YKpaiHn
29 ciyHsA 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHK
3[0pOB'A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i
CTpOKaMW, 3a3Ha4YeHnMN y
nepioAnMYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
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IIpojoBkeHHs

n/n

HasBa sikapcbKo20
3acoby

MixHapod
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢opma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6HuUKk

Kpaina
BUPOOH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs1

Howmep
peecmpayitiHo
20
nocsio4yeHHs

Monblua

22,

OMENPA3O0N
ACTPA

omeprazol
e

omenpas
on
HaTpito

A02B
co1

NnopoLUoK AN1A
PO34MHyY AnA
iH'eKUili o 40
mr, no 1 a6o 10
(hNakoHiB y
KapTOHHIl
KOpOoo6Li

TOB
"ACTPA®
APM"

YkpaiHa

TOB

"ACTPA®APM",

YkpaiHa
(nakyBaHHS i3
chopmum in bulk:
LaHbayH
OViCiHb
dapmacbioTikan
Ko., Nn14.,
KnTaiicbka
HapogHa
Pecny6nika)

YKpaina

MepepeecTpauis Ha
HeobMeXeHui TepMiH.
OHoB/eHo iHhopmaLiio B
IHCTPYKUii g1 MeguyHoro
3aCTOCYBaHHS NiKapCbKoro
3acoby B po3ginax
"®apMaKosioriyHi
BnacTueocTi", "B3aemopis 3
IHLLIMMKN NiKapCLKUMK
3aco6amu Ta iHWi Buan
B3aemMogiii", "OcobnmnBocCTi
3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHocTi abo rogyBaHHs
rpyaar”, "Cnocié
3acTocyBaHHsA Ta fosn",
"MobiyHi peakwyji" BigNoBigHO
[0 iHhopMmauii pedepeHTHOro
nikapcbkoro 3acoby (Losec 40
mg powder for solution for
infusion).

Pestome nnaHy ynpasniHHs
pusmkamu Bepcisa 1.0
[ofaeTbes.
MepioAnyHICTb NOAAHHS
perynsipHo OHOB/IOBAHOT0
3BiTYy 3 6e3neku, BiANoBiAHO A0
Mopsaky 34iNCHEeHHsA
thapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi toCTULi YKpaiHu
29 ciyHA 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHU
3[,0pOB'sA YKpaiHu Bif, 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHuMn y
nepiogMYHOCTI NoAAHHS
perynsipHux 3BiTiB 3 6e3neku

3a
peyernmom

He
nionsieae

UA/19118/01/01

23.

OMATAAVH EKO

olopatadin

osionata

S01G

Kpanni O4Hi,

Papmaues

MonbLua

Padrapm C.A.

peuis

MepepeecTpauis Ha

3a

He

UA/19029/01/01




29 IIpojoBkeHHs
JozaTka 2
Ne Hassa nikapcbko2o | MixxHapoo Ha3zsa Koo Popma 3asaBHUK KpaiHa Bupo6HuUKk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby Ha ditoyoi ATX BUIMYCKY 3asiBHUK BUPOOH Bionycky aHHs1 peecmpayitiHo
HenameH | pe4yosu (nikapcbka a uka 20
mosaHa HU ¢opma, nocsioYeHHs1
Ha3zsa* ynakoska)
e ONHY X09 po3unH, 1 mr/mn; TUYHWI HeobMeXeHul TepPMiH. peyenmom niosnsieae
rigpoxsno no 5 mMn1 po3unHy 3aBof, OHoBeHo iHhopmaLiio B
png B “MONb®A IHCTPYKLii ANna MeguyHoro
nonietuneHosom | PMA” C.A. 3aCTOCYBaHHSA NMikapcbKoro
y donakoHi- 3acoby y po3gini "MobiyHi
KpanenbHuLi peakujii" LoA0 BaX/MBOCTI
MICTKIiCTIO 5 MN 3BiTyBaHHS NPo No6iYHi
i3 KpYILLKOIO 3 peakuji.
rapaHTiiHUm
Kinbuem; no 1 Pestome nnaHy ynpasniHHA
abono 3 pu3snkamm Bepcia 1.1
donakoHm y [OAAETLCA.
KapTOHHii MepioAnyHICTb NOAAHHSA
KOpOoo6LLi perynsipHo OHOB/IKOBAHOTrO
3BiTy 3 6e3neku, BigNoBiAHO J0
MopsaKy 34iCHEHHS
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoOro B
MiHicTepcTBi toCcTULi YKpaiHn
29 ciyHsA 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHK
340pOB'A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i
CTpOKaMW, 3a3Ha4YeHnMN y
nepiognM4HOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
24. | NEPIHOONPEC® Perindopril | nepuHgo | C09B Tabnetkv no 4 MpAT YkpaiHa MpAT YkpaiHa MepepeecTpauis Ha 3a He UA/19239/01/01
TPIO , npuny X01 Mmr/1,25 mr/5 wmr; "®apmave "®apmMaLeBTUyH HEeo6MeXeHWA TEePMIH. peyenmom nionsizae
amlodipine | TpeT- no 10 TabneTtok BTMYHA a thipma
and 6yTunam y 6nicTtepi, no 3 hipma "OapHuus” OHoB/eHo iHhopmaLito B
indapamid | iH, abo 9 6nicTepis "OapHnus” IHCTPYKLIT 418 MeuyHOoro
e iHganami B nauuj 3acTOCyBaHHS NikapCbKoro
ATa 3acoby B po3sgjinax
amnoau "MMpoTunokasaHHsA",
niHy "B3aemogisi 3 iHWnMKn
6ecunar nikapcbknMmn 3acobamu Ta iHLi
BMAMW B3aemogiii",
"Oco6MBOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakwyji" BigNoBigHO
00 iHdhopMaLii pedepeHTHOro
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IIpojoBkeHHs

n/n

HasBa sikapcbKo20
3acoby

MixHapod
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢opma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6HuUKk

Kpaina
BUPOOH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs1

Howmep
peecmpayitiHo
20
nocsio4yeHHs

niKkapcbKoro 3acoby
(Triplixam® 10 mg/2.5 mg/10
mg, film-coated tablets, Ceps'e
(IpnaHgis) IHpacTpis /114,
IpnaHgjs), a TakoX OHOB/IEHO
iHchopmauito B po3aini
"Mo6ivHi peakuii" iIHCTPYKLT
ONs MeANYHOro 3acTOCyBaHHSA
nikapcbkoro 3acoby woao
BaX/IMBOCTI 3BiTYBaHHS Npo
no6iyHi peakuii.
Pestome nnaHy ynpasniHHA
pusmkamu Bepcisa 1.1
[0AAETLCA.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOTO
3BiTYy 3 6e3neku, BigNoBiAHO J0
MopsaKy 34iCHEHHS
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoOro B
MiHicTepcTBi oCcTULi YKpaiHn
29 ciyHsA 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHK
3040pOB'A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i
CTpOKaMW, 3a3Ha4YeHnMN y
nepiognMYHOCTI NoAaHHSA
perynsipH1x 3BiTiB 3 6e3neku.

25.

MEPIHAONPEC®
TPIO

Perindopril

amlodipine
and
indapamid
e

nepuHAo
npuny
TpeT-
6yTunam
iH,
iHganami
noTa
amnogu
niHy
6ecunar

Cco9B
X01

Tabnetkn no 4
mr/1,25 mr/10
mr; no 10
Tabnetok y
6nictepi, no 3
abo 9 6nictepi
B nauuj

MpAT
"PapmaLe
BTUYHA
hipma
"AapHnus”

Ykpaiva

MpAT
"®apmMaLeBTNyH
a thipma
"fapHuus”

YKpaiHa

MepepeecTpauis Ha
HEeo6MeXeHWA TEePMIH.

OHoB/eHo iHhopmaLito B
IHCTPYKLIT 418 MegnyHOoro
3acTOCyBaHHS NikapCbKoro
3acoby B po3ginax
"TpoTunokasaHHsa",
"B3aemogisi 3 iHWnMK
nikapcbknMmn 3acobamu Ta iHLi

BWAM B3aemogiin”,

3a He
peyernmom nionsizae

UA/19239/01/02
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IIpojoBkeHHs

n/n

HasBa sikapcbKo20
3acoby

MixHapod
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢opma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6HuUKk

Kpaina
BUPOOH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs1

Howmep
peecmpayitiHo
20
nocsio4yeHHs

"Oco6nmBOCTI 3acTOCyBaHHA",
"Mo6iuHi peakwii" BiANOBIAHO
[0 iHhopMmaLii pedhepeHTHOro
niKkapcbKoro 3acoby
(Triplixam® 10 mg/2.5 mg/10
mg, film-coated tablets, Ceps'e
(IpnaHgis) IHpacTpis /14,
IpnaHgjs), a TakoX OHOB/IEHO
iHchopmauito B po3aini
"Mo6ivHi peakuii" iIHCTPYKLT
ONs MeNYHOro 3acTOCyBaHHSA
nikapcbkoro 3acoby woao
BaX/IMBOCTI 3BiTYBaHHS Npo
no6iyHi peakuii.
Pestome nnaHy ynpasniHHA
pusmkamm Bepcisa 1.1
[0AAETLCA.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOTO
3BiTy 3 6e3neku, BigNoBiAHO J0
MopsaKy 34iCHEHHS
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoOro B
MiHicTepcTBi oCcTULi YKpaiHn
29 ciyHsA 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHK
3[0pOB'A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i
CTpOKaMW, 3a3Ha4YeHnMn y
nepioAnMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

26.

MEPIHAONPEC®
TPIO

Perindopril

amlodipine
and
indapamid
e

nepuHAo
npuny
TpeT-
6yTunam
iH,
iHganami
noTa
amnoau

Co9B
X01

Tabnetkn no 8
Mmr/2,5 mr/5 wmr;
no 10 TabneTtok
y 6nicTtepi, no 3
abo 9 6nicTepis
B nauuj

MpAT
"PapmaLe
BTUYHA
hipma
"AapHnus”

YkpaiHa

MpAT
"®apmMaLeBTUyH
a thipma
"fapHuus”

YKpaiHa

MepepeecTpauis Ha
HEeo6MeXeHWA TEePMIH.

OHoB/eHo iHhopmaLito B

IHCTPYKLiT 418 MenyHOoro

3acTOCyBaHHS NikapCbKoro
3acoby B po3ginax
"MpoTunokasaHHsa",

3a He
peyernmom nionsizae

UA/19239/01/03
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IIpojoBkeHHs

n/n

HasBa sikapcbKo20
3acoby

MixHapod
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢opma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6HuUKk

Kpaina
BUPOOH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs1

Howmep
peecmpayitiHo
20
nocsio4yeHHs

niHy
6ecunar

"B3aemogis 3 iHWMun
nikapcbknMuy 3acobamm Ta iHLWi
BMAM B3aeMoSjin”,
"Oco6nmBOCTI 3acTOCyBaHHA",
"Mo6iuHi peakwji" BiANOBIAHO
[0 iHhopMmalLii pedhepeHTHOro
niKkapcbKoro 3acoby
(Triplixam® 10 mg/2.5 mg/10
mg, film-coated tablets, Ceps'e
(IpnaHgis) IHpacTpis /14,
IpnaHgjis), a TakoX OHOB/IEHO
iHchopmauito B po3aini
"Mo6ivHI peakuii" iIHCTPYKLT
ONs MeANYHOro 3acTOCyBaHHSA
nikapcbkoro 3acoby woao
BaX/IMBOCTI 3BiTYBaHHS Npo
no6iyHi peakuii.
Pestome nnaHy ynpasniHHA
pusmkamm Bepcisa 1.1
[OAAETLCA.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOTO
3BiTYy 3 6e3neku, BigNoBiAHO A0
MopsaKy 34iCHEHHS
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoOro B
MiHicTepcTBi toCcTULi YKpaiHn
29 ciyHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHK
3[0pOB'A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i
CTpOKaMW, 3a3Ha4YeHnMN y
nepiognM4HOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

27.

MEPIHAONPEC®
TPIO

Perindopril

:slmlodipine
and
indapamid

nepuHAo
npuny
Tpert-
6yTunam
iH,

Cco9B
X01

TabneTtkn no 8

Mr/2,5 mr/10 wmr;
no 10 TabneTtok
y 6nicTtepi, no 3
abo 9 6nicTepis

MpAT
"PapmaLe
BTUYHA
hipma
"dapHuus”

YkpaiHa

MpAT
"®apmMaLeBTUyH
a thipma
"fapHuus”

YKpaiHa

MepepeecTpauis Ha
HEeo6MeXeHWA TEePMIH.

OHoB/eHo iHhopmaLito B
IHCTPYKLUIT 4519 MeAnYHOro

3a He
peyernmom nionsizae

UA/19239/01/04
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n/n

HasBa sikapcbKo20
3acoby

MixHapod
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyoi
peyosu
HU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢opma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUK
a

Bupo6HuUKk

Kpaina
BUPOOH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs1

Homep

peecmpayitiHo

20
noceBioYeHHs

e

iHoanami
aTa
amnogu
niHy
6ecunar

B nauuj

3acToCyBaHHS Nikapcbkoro
3acoby B po3sginax
"MpoTunokasaHHsa",
"B3aemogis 3 iHWMun
nikapcbknMuy 3acobamm Ta iHLWi
BMAM B3aeMoSjin”,
"Oco6nmBOCTI 3acTOCyBaHHA",
"Mo6iuHi peakwii" BiANOBIAHO
[0 iHhopMmalii pedhepeHTHOro
niKkapcbKoro 3acoby
(Triplixam® 10 mg/2.5 mg/10
mg, film-coated tablets, Ceps'e
(IpnaHgis) IHpacTpis /14,
IpnaHgjs), a TakoX OHOB/IEHO
iHchopmauito B po3aini
"Mo6ivHi peakuii" iIHCTPYKLT
ONs MeANYHOro 3acTOCyBaHHSA
nikapcbkoro 3acoby woao
BaX/IMBOCTI 3BiTYBaHHS Npo
no6iyHi peakuii.
Pestome nnaHy ynpasniHHA
pusmkamu Bepcisa 1.1
[OAAETLCA.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOTO
3BiTYy 3 6e3neku, BigNoBiAHO J0
MopsaKy 34iCHEHHS
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoOro B
MiHicTepcTBi oCcTULi YKpaiHn
29 ciyHsA 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHK
3040pOB'A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i
CTpOKaMW, 3a3Ha4YeHnMn y
nepiognMYHOCTI NoAaHHSA
perynsipH1x 3BiTiB 3 6e3neku.

28.

CYNb®AHINAMIA

sulfanilami

de

4-
amiHo6e

Kpuctanu abo
NOPOLLIOK

ToBapucTte
03

Ykpaiva

BYIrAH
PAPMACBLIOTIK

Kutait

MepepeecTpauis Ha
HeobMexeHuii TepMiH

He

niosisieae

UA/18261/01/01




34 IIpojoBkeHHs
JozaTka 2
Ne Hassa nikapcbko2o | MixxHapoo Ha3zsa Koo Popma 3asaBHUK KpaiHa Bupo6HuUKk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby Ha ditoyoi ATX BUIMYCKY 3asiBHUK BUPOOH Bionycky aHHs1 peecmpayitiHo
HenameH | pe4yosu (nikapcbka a uka 20
mosaHa HU ¢opma, nocsioYeHHs1
Ha3zsa* ynakoska)
H30/1CYynN (cybeTaHuin) y 06MeXeHo AJIC (CYWXKOY)
bhoHami naketax 10 KO., NTA.
i} noaBiiHKX 3 Bignosiaa
nnisku NbHICTIO
nonieTnIeHoBoI "®K
ons ANbAHC
thapmaLeBTUYHO reyn
ro 3aCToCyBaHHs
29. | TOH3UXENN benzydami | 6eHsnpga | AO1A cnpeii ans AHaHTa Benvka AT "Ctoma" YkpaiHa MepepeecTpauis Ha 6e3 niosisieae UA/19242/01/01
ne MiHYy D02 poToBoi Mepikeap BputaHi HEeo6MeXeHWA TEePMIH. peuyenma
rigpoxno NMOPOXHWHN, nra. A OHoB/EHO iHGhopmalito B
pug po34nH 3 Mr/mn, IHCTPYKUIT o1 MeguyHoro
no 30 mn 3aCTOCYBaHHSA NikapCcbKoro
PO34MHY Y 3acoby y posginax
(hNakoHi 3 "Cknag"(yTo4YHeHHs
[03Yy04nM iHchopmauii) Ta
NPUCTPOEM Ta "PapmakoTepanesTuyHa
posnuBayeM, rpyna“(yTouHeHHs iHcpopmadlii)
no 1 conakoHy B 040 6e3nekn 3acTocyBaHHs
KOpOoO6Li NiKapCbKoro 3acooy.
Pestome nnaHy ynpasniHHA
pu3snkamu sepcia 1.0
[0AA€ETLCA.
MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOIO
3BiTYy 3 6e3neku, BignoBigHO 40
MopsaKy 34iCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiuu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoOro B
MiHicTepcTBi toCcTULT YKpaiHn
29 ciyHss 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy
MiHicTepcTBa 0XOpPOHK
300pOB'st YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i
CTPOKaMW, 3a3HauYeHNMN y
nepioAnMYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
30. | POPTE3A Nigo - nigokaiH | RO2A NbOASAHUKN 3i [enbta LLBelina BMPOGHMLITBO, Icnanis/ MepepeecTpauis Ha 6e3 nidnsieae UA/19153/01/01
y AO03 CMakoM M'aTu, Megiken pist nepBuHHE Ta PpaHuis HeobMeXeHuii TepPMiH. peyenma
rigpoxsno no 12 MpomoyLu BTOPUHHE OHoB/EHO iHhopMaLiio B




35 IIpojoBkeHHs
JozaTka 2
Ne Hassa nikapcbko2o | MixxHapoo Ha3zsa Koo Popma 3asaBHUK KpaiHa Bupo6HuUKk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby Ha ditoyoi ATX BUIMYCKY 3asiBHUK BUPOOH Bionycky aHHs1 peecmpayitiHo
HenameH | pe4yosu (nikapcbka a uka 20
mosaHa HU ¢opma, nocsioYeHHs1
Ha3zsa* ynakoska)
pua, NbOASHUKIB Y H3 Al naxkyBaHHs, IHCTPYKUIT 4N MeguyHoro
aminmet 6nictepi, no 1 KOHTPO/Ib SIKOCTI, 3acTOCyBaHHS NMikapCbKoro
akpesor; abo 2 6nictepu BUMYCK cepii: 3acoby B po3sginax
2,4- B KapTOHHIii no3sic "Oco6nmBOCTI 3acTOCyBaHHA",
anxnop6 KOpOo6Li SAPMALIEYTIK "3acTocyBaHHs y nepiog,
€H31/10B AN3 C.1., BariTHOCTi abo rogyBaHHs
nia IcnaHis; rpyaar” BignoBsigHoO Ao
cnupt BMPOGHMLITBO, iHchopmauii pedhepeHTHOro
nepBuUHHE Ta nikapcbKoro 3acoby
BTOPUHHE (STREPSILS LIDOCAINE,
nakyBaHHs, nbogsaHukn, Reckitt Benckiser
KOHTPO/Ib SIKOCTI: Healthare, France); yTouHeHo
Mm'ep ®ABP TepMIHOAOri0 y po3ginax
MEANKAMEHT "®apmakonoriyHi
MPOOAKLLUH, BnacTmBocTi", "lMoka3aHHs";
PpaHuis; OHOBJIEHO iH(hopmaLito B
po3gaini "Mob6iuHi peakuii"
KOHTPO/Tb AKOCTI: LLOZ0 BaXK/IMBOCTI 3BITyBaHHS
IHPAPMAJE, npo no6iuHi peakuii. o
C./1., IcnaHis; 3aTBepKEeHHSA

KOHTPOJIb SKOCTIi:
NABOPATOPIO
EUEBAPHE,
C.A., IcnaHis;

KOHTPO/Ib SIKOCTI:
KIMOC, C.1.,
IcnaHis

pPeKoMeH,0BaHO KOPOTKY
XapaKTepuCTUKy NiKapcbKoro
3acoby.

Pestome nnaHy ynpasniHHA
pu3sukamm Bepcia 3.0
[OAAETLCA.
MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOTO
3BiTYy 3 6e3neku, BigNoBiAHO J0
MopsaKy 34iCHEHHS
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoOro B
MiHicTepcTBi oCcTULi YKpaiHn
29 ciyHsA 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHK
3[0pOB'A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i
CTpOKaMW, 3a3Ha4YeHnMn y
nepiognM4HoOCTI NoAaHHSA




36 IIpojoBkeHHs
JozaTka 2
Ne Hassa nikapcbko2o | MixxHapoo Ha3zsa Koo Popma 3asaBHUK KpaiHa Bupo6HuUKk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby Ha ditoyoi ATX BUIMYCKY 3asiBHUK BUPOOH Bionycky aHHs1 peecmpayitiHo
HenameH | pe4yosu (nikapcbka a uka 20
mosaHa HU ¢opma, nocsioYeHHs1
Ha3zsa* ynakoska)
perynspHux 3BiTiB 3 6e3neku.
31. | POPTE3A Nigo - nigokaiH | RO2A NbOASAHUKN 3i [enbta LLselina BMPOBGHMLTBO, Icnanis/ MepepeecTpauis Ha 6e3 nidnsieae UA/19154/01/01
y A03 CMakoMm Megiken pis nepBrHHe Ta PpaHuis HeobMeXeHui TepMiH. peyenma
rigpoxno anesibcuHa, no MpomoyLu BTOPUHHE OHoB/eHo iHhopmaLiio B
pug; 12 nbogsAHKIB Y H3 Al nakyBaHHS, IHCTPYKUii g1 MeguyHoro
aminimeT 6nicTepi, no 1 KOHTPO/Ib SIKOCTI, 3aCTOCYBaHHA NikapCcbKoro
akpeson; abo 2 6nictepun BMNYCK cepil: 3acoby B po3ginax
2,4- B KQpPTOHHIl NosIc "Oco61MBOCTI 3aCTOCyBaHHA",
anxnop6 KOpoo6Li PAPMALIEYTIK "3acTocyBaHHA y nepiof
€eH31N0B AN3 C.n., BariTHocTi abo rogyBaHHs
ni Icnanis; rpyaar” BignoBigHoO Ao
cnupt iHdhopmauii pedpepeHTHOro
BMPOGHULITBO, nikapcbKoro 3acoby
nepBeuHHe Ta (STREPSILS LIDOCAINE,
BTOPUHHE nboasHuku, Reckitt Benckiser
nakyBaHHs, Healthare, France); yTouHeHo
KOHTPO/Ib SIKOCTI: TEPMIHO/IOTI y po3ainax
m'epP ®ABP "apMaKkonorivHi
MEOANKAMEHT BnacTusocTi”, "Moka3aHHA",
MPOJOAKLLH, OHOBJIEHO iH(hopMaLito B
PpaHuis; po3gaini "Mo6iuHi peakuii”
KOHTPO/Ib AIKOCTI: LLIO0 BaXK/IMBOCTI 3BITYBaHHSA
IHOPAPMA/E, npo no6iuHi peakuji. Jo
C.J1., IcnaHis; 3aTBEpPAKEHHSA
KOHTPO/Ib AIKOCTI: pPEKOMEH0BAHO KOPOTKY
NNTABOPATOPIO XapaKTepUCTUKY JTiKapCbKOro
EYEBAPHE, 3aco0by.
C.A., IcnaHis;
KOHTPO/Ib SIKOCTI: Pestome nnaHy ynpasniHHs
KIMOC, C./1., pusmkamu Bepcisa 3.0
Icnanis [ofaeTbes.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6e3neku, BiANoBigHO A0
Mopsaky 34iNCHEeHHA
dhapmakoHarnsagy,
3aTBEPHKEHOrO Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,
3apeECcTPoBaHoOro B
MiHicTepcTBi toCTULT YKpaiHu
29 ciyHsa 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHU
3[10pOB's YKpaiHu Bifg 26




37 IIpojoBkeHHs
JozaTka 2
Ne Hassa nikapcbko2o | MixxHapoo Ha3zsa Koo Popma 3asaBHUK KpaiHa Bupo6HuUKk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby Ha ditoyoi ATX BUIMYCKY 3asiBHUK BUPOOH Bionycky aHHs1 peecmpayitiHo
HenameH | pe4yosu (nikapcbka a uka 20
mosaHa HU ¢opma, nocsioYeHHs1
Ha3zsa* ynakoska)
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i
CTpOKaMW, 3a3Ha4YeHnMn y
nepiognM4HOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
32. | POPTE3A NiAo - nigokaiH | RO2A NbOASHUKM 3i Jenbta LBelina BMPOGHMLITBO, Icnanis/ MepepeecTpauis Ha 6e3 nionsieae UA/19155/01/01
y A03 CMaKkoM Megy Ta Megiken pis nepBrHHe Ta ®paHuisa HEeo6MeXeHWA TEePMIH. peuyenma
rigpoxno NINMOHa; no 12 Mpomoyw BTOPUHHE OHoB/EHO iHhopmalito B
pua, NbOASAHUKIB Y H3 Al naxkyBaHHs, IHCTPYKUiT AN MeguyHoro
aminmeTt 6nictepi, no 1 KOHTPO/Ib SIKOCTI, 3aCTOCYBaHHSA NikapCcbKoro
akpesosn; abo 2 6nictepn BMNYCK cepil: 3acoby B po3sginax
2,4- B KapTOHHiii noasic "Oco6nMBOCTI 3acTOCyBaHHS",
anxnop6 Kopoo6Li ®APMALIEYTIK "3acTocyBaHHsA y nepiog,
€H31/10B AN3 C.n., BariTHOCTi a60 roAyBaHHs
nit IcnaHis; rpyaar” BignosigHo fo
cnupt BMPOGHULITBO, iHchopmauii pedhepeHTHOro
NnepBrHHE Ta NiKapcbKoro 3acoby
BTOPUHHE (STREPSILS LIDOCAINE,
nakyBaHHs, neoaaHukn, Reckitt Benckiser
KOHTPO/Ib SIKOCTI: Healthare, France); yTouHeHo
m'epP ®ABP TEePMIHO/OTi0 Y po3ginax
MEOANKAMEHT "®apmMakonorivHi
MPOOAKLLUH, BnactmeocTi", "lMokasaHHA";
PpaHuis; OHOBJIEHO iH(hopmaLito B
po3gini "Mo6iuHi peakuii"
KOHTPO/Ib SIKOCTI: LLIOZ0 BaX/IMBOCTI 3BiTyBaHHS
IHOAPMALE, npo no6iyHi peakuji. Jo
C.J1., IcnaHis; 3aTBepAKEHHA

KOHTPO/Ib SKOCTI:
NABOPATOPIO
EUEBAPHE,
C.A., IcnaHis;
KOHTPO/Ib SIKOCTI:
KIMOC, C./1.,
IcnaHis

pPeKOMEH,0BaHO KOPOTKY
XapaKTepucTUKy NiKapcbKoro
3acoby.

Pestome nnaHy ynpasniHHA
pusnkamm sepcia 3.0
[0AA€ETLCA.
MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOIO
3BiTYy 3 6e3neku, BignoBigHO 40
MopsaKy 34iCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiuu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoOro B
MiHicTepcTBi loCTULi YKpaiHu




38 IIpojoBkeHHs
JozaTka 2
Ne Hassa nikapcbko2o | MixxHapoo Ha3zsa Koo Popma 3asaBHUK KpaiHa Bupo6HuUKk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby Ha ditoyoi ATX BUIMYCKY 3asiBHUK BUPOOH Bionycky aHHs1 peecmpayitiHo
HenameH | pe4yosu (nikapcbka a uka 20
mosaHa HU ¢opma, nocsioYeHHs1
Ha3zsa* ynakoska)
29 ciyHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpoHM
3[10pOB'A YKpaiHu Bif 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rifgHO 3i
CTpOKaMW, 3a3Ha4YeHNMN y
nepiogMYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3Mneku.
33. | LE®A3O/IHY cefazolin uedaso NOpPOLLIOK MAT YkpaiHa PetoHr Kntaiicb MepepeecTpauis Ha - He UA/18888/01/01
HATPIEBA Cl/1b NiH (cybeTaHuin) B "Knismegn dapmacbtoTikan Ka HEOOMEXEHUI TEPMIH nidnsieae
CTEPUNbHA HaTpito 6igoHax penapart" Ko., N14,. HapogH
aNIOMIHIEBUX a
ons Pecny6n
hapmaueBTUYHO ika
0 3aCTOCYBaHHS

HauanbHUK

CIJapMaueBTuquro ynpaBniH}m

Ounekcanpap I'PIEHKO

* gidrosioHo do iHhopmayii ogpiyitiHozo calimy Lienmpy BOO3 o cnisnpayi 8 Memodosioaii cmamucmuuHux docnidxens (https://www.whocc.no/atc_ddd_index/)



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

IIEPEJIIK
JIIKAPCBKUX 3ACOBIB (MEJNYHNX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), IIOA0 AKUX BYJ/IU BHECEHI
3MIHU 10 PEECTPAIIMHNX MATEPIAJIIB, AKI BHOCATBCSHA 4O AEPKABHOI'O PEECTPY JIIKAPCBKHUX
3ACOBbIB

Joaarok 3

Ao Haka3y MiHicrepcTBa 0XOpOHHI
3p0poB’s Ykpainu «IIpo aepxaBHY

peecTpaniio (mepepeecrpariito) JiKapCbKHX
3aco6iB (MegMuHNX iIMyHOGio/TOriUHUX

npemnapariB) Ta BHeCeHHs 3MiH i0

peecTpaniiiHuX MaTepiatiB»

Big 13 cepua 2026 poky Ne 1122

Ne Ha3zsa MixHapoo | Hassa Koo dopma sunycky 3asasHUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKo20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOOH gionycky | nam | peecmpayiliHo
3acoby HenameH i ynakoska) a uKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
1. | ATEPN aciclovir aunkn D06B Kpem 5 %, no 2r B CninbHe Ykpaina CninbHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 UA/12909/01/01
0Bip BO3 Ty6i; no 1 Ty6i B YKpaiHCbK YKparHCbKO- marepianis: 3miHu | Tuny - 3miHun 3 peyenma
neHani; no 1 neHany o- icnaHcbke AKOCTi. [0TOBWIA flikapcbkuii 3aci6.
B MauLii 3 KapTOHY, icnaHcbke nignpreMcTBo KOHTpO/b roTOBOrO /liKapCbKoro
no25ra6o10rs nignpmemc "Cnepko YkpaiHa" 3acoby. 3miHa napameTpis
Ty6i; no 1 Ty6i B TBO (NoBHWIA LUKN cneuudikauin Ta/abo gonycTummx
nautli 3 kKapToHy "Cnepko BUPOBHMLITBA, MeX roTOBOrO J1iKapCbKOro 3acoby
YkpaiHa" BUNYCK cepil; (iHLWi 3MiHW) BHeceHHs 3MiH [0

KOHTPO/Ib SIKOCTI)

cneuudikaLii roTOBOro MikapcbKoro
3aco0by 3a NoKasHVKOM
“Mikpob6ionioriyHa YncToTa BHaCNiLOK
3MEHLLEHHS NepioANYHOCTI KOHTPOSO
3i LLoCepiiHOro Ha nepiognyHuiA, a
came «BUMPOOYBaHHIO MiANArae KoxHa
10-ta cepis, ane He MeHLwe 1 cepii B
pik». 3MiHK | TUNY - 3MiHW 3 SKOCTI.
FoTOBWIA Nnikapcbkuii 3aci6. KoHTpob
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y
mMeToAax BUNpobyBaHHSA rOTOBOrO
nNikapcbKoro 3acoby (iHWi 3MiHN Y
MeTofax BUNpo6yBaHb (BKIHOHaKUM
3aMiHy abo foMoBHEHHS)) 3MiHa
metoaukm MBY, a came: 3 meToza,
AKWIA BiANOBIAAE HAUOHABHIN YaCTWHI
oY (MeTog ABOLIAPOBOro BUCIBaHHS)
Ha MeTof 3arasibHoi cTaTTi APY(ED)
(MeTopq, rIMBUHHOTO BMCIBAHHS).




JopaTka 3

40

IIpopoBxeHHs

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo
i
peyos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep

peecmpayitiHo

20
nocsBioOYeHHs

ArPETA®

ticagrelor

TukKarp
enop

BO1A
C24

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO, Mo 60
Mmr, no 10 TabneTok
y 6nicTepi; no 6
6nicTepiB y nauui

AT
"Papmak”

YkpaiHa

AT "®dapmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | Tuny - 3mMiHu 3
skocTi. CepTudikart BignosigHocTi/TE-
cepTudikaT BiANOBIAHOCTI
€Bponencbkii
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBNEHOro cepTucpikata
BIANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana Adl;
Ans BUXigHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHCS Y
BMPOGHMLTBI API; ANt 4ONOMIXHOT
peyoBuMHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei) -
OHoBeHuii cepTudikar Bif yxe
3aTBEPKEHOr0 BUPOGHMKA.
OHoBeHHA cepTudikaty
BIANOBIAHOCTI EBpONenchbkili
hapmakonei Ne CEP 2021-303 - Rev
01(3arBepaxeHo: CEP 2021-303-Rev
00) ana A®l Tukarpenop Big Bxe
3aTBepaxeHoro BupobHuka JIANGXI
SYNERGY PHARMACEUTICAL CO.,
LTD., Kutait

3a
peyenmom

UA/19766/01/02

ArPETA®

ticagrelor

TukKarp
enop

BO1A
C24

TabneTku, BKPUTI
NNiBKOBOIO
o60s10HKo0, Mo 90
mr, no 10 TabneTok
y 6nicTepi; no 6
6nicTepiB y navui

AT
"®apmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | Tuny - 3MiHu 3
sKocTi. CepTudpikaT BignosigHocTi/l'E-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO cepTudikaTa
BIAANOBIAHOCTI 260 BUNYYEHHS
cepTtudikaTa BignoBigHoCTI
€Bponeiicbkiii hapmakonei: ana Adl;
Ansa suxigHoro
marepiany/peareHTy/nPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BMPOGHULTBI API; ANt LONOMIKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoBNeHWiA cepTudikar Big, yxe
3aTBEPIKEHOr0 BUPOGHMKA.
OHoBeHHA cepTudiikaty
BifJNOBIAHOCTI E€Bponeiichkiit

3a
peyenmom

UA/19766/01/01




41 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
thapmakonei Ne CEP 2021-303 - Rev
01(3arBepaxeHo: CEP 2021-303-Rev
00) ana A®l Tukarpenop Big Bxe
3aTBepAxeHoro Bupo6Huka JIANGXI
SYNERGY PHARMACEUTICAL CO.,
LTD., Kutaii
4. | ASBE/NIbTA oseltamivir | o3enb JO5AH | TabneTku no 75 mr, CIMNEPKO Kinp NOBHUIA LKA Monbla BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/18115/01/01
TamiBi 02 no 10 Tabnetok y IHTEPHE BMPOGHMLTBA, MaTepiasiiB: 3MiHu | TMny - 3MiHK 3 peuyenmom
py 6nictepi, no 1 LHA KOHTPO/b AKOCTI AkocTi. CepTudpikar signosigHocTi/TE-
hocd 6nictepy y NIMITEL Ta BUNyck cepii: cepTudikart BiANoBIiAHOCTI
aT KapTOHHIN navuj Biochapm /T4, €Bponeicbkii
Monbua; thapmakonei/MoHorpadii. NogaHHA
MiKpOGIO/IOrivHMiA HOBOro abo OHOBNEHOro cepTucpikata
KOHTPO/b: BiAMOBIAHOCTI 260 BUTyYEHHS
®itochapm KneHka cepTudikaTa BignoBigHOCTI
C.A,, MNonblua,; €Bponeiicbkiii hapmakonei: ans Adl;
MiKpPOGIiOIorivHNIA 0151 BUXIAHOTO
KOHTposb: Mo3/1ab marepiany/peareHTy/nPoOMiXHOIo
N1a, Nonbwa NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPO6HMUTBI A®I; A51a AONOMIKHOT
pevoBuHU (cepTuddikat BiANOBIAHOCTI
€sponeiicbkiii hapmakonei) - HoBwii
cepTugikaT Bif HOBOTO BMPOOHMKA
(3amiHa abo [OMOBHEHHS) BBEAEHHS
HoBOro BMpo6Huka MCH ®APMAKEM
MPAMBET NIMITE/, IHais Ha gjtlouy
pevoBuHy Oseltamivir phosphate y
AKOro HasiBHWI cepTudikat
BiAMOBIAHOCTI €EBpONENCHKIl
chapmakonei Ne CEP 2012-067 - Rev
02 (0,0NOBHEHHS).
5. | AKCUTUHIB- | axitinib akcutn | LO1EK | TabneTku, BKpUTI Mictpan AHrnis CiHTOH XicnaHis, Icnanis BHECEHHS 3MiH 40 peecTpaLinHmx 3a UA/20632/01/01
BICTA HI6 01 NNiBKOBOIO Kenitan C.J. MaTepianis: yTOUHEHHA HanucaHHsA peyenmom
060/10HKOI0, N0 1 Mr; | MeHegxm ynakoBKu B Hakasi MO3 YkpaiHu Ne
no 7 TabneTtok y eHT 1714 Bipg 08.10.2024 y 3B'A3KY 3
6nictepi, no 8 NimiTen npoBeAeHHAM npouenypuv
6nicTepis y nauui 3 "BUNpaB/IEHHA TEXHIYHOT NOMUIIKN
KapTOHY B peecTpauiiiHoOMy NOCBifYeHHI"
(npoueaypa - peectpauisi Ha 5 pokis).
Pepaxuis B Hakasi - y KapTOHHIi nauui.
BipHa pefakuifi - y nayli 3 KApTOHY.
6. | AKCUTUHIB- axitinib akcutn | LO1EK | Tabnetku, BKpUTI MicTpan AHrnis CiHTOH XicnaHis, IcnaHis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/20632/01/02
BICTA Hi6 01 NNiBKOBOIO Kenitan C.J. MaTepianis: yTOUHEHHS1 HanUCaHHA peyenmom
060/10HKOI0, N0 5 Mr; | MeHepXm ynakoBKu B Haka3i MO3 YkpaiHu Ne
no 7 Tabnetok y eHT 1714 Bip 08.10.2024 y 3B'A3KY 3
6nicTepi, no 8 Nimiten npoBefieHHAM npoueaypu




42 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
6nicTepis y nauui 3 "BUNpaB/IeHHA TEXHIYHOT NOMU/IKN
KapTOHY B peecTpauiiiHoMy NOCBifYeHHI"
(npouenypa - peecTpadis Ha 5 pokiB).
Pepakuist B Hakasi - y KapTOHHIlA nauuj.
BipHa pefakis - y navli 3 KQpTOHY.
7. | AN3IHE®® nefopam Hechon | NO2B PO3YUH ANS iH'EKLN, TOB Ykpaina MpuBaTHe YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmx 3a He UA/20115/01/01
amy G06 10,0 mr/mn; no 2 mn «B®K akujioHepHe marepianis: 3miHu | Tuny - peyenmom | niosn
rigpox B amnyni, no 5 «CANKOT TOBapuCTBO AAMIHICTpaTVBHI 3MiHK. 3MiHa seae
nopug amnyn y 6nictepi, no APIC» «JlekximMm-Xapkis» HalilmeHyBaHHs Ta/abo agpecu

1 6nictepy y
KapTOHHIN navuj

3asBHUKA (BN1acHMKa peecTpauiiiHoro
nocBigYeHHs1). 3MiHa Ha3BM 3asiBHUKA
(BnacHvka peecTpaujiiHoro
nocBiAYeHHs):
3arBepgxeHo: ToBapucTso 3
06MEXEHOI0 BifNoBiAabHICTIO
"ByTikoBa (hapmaLieBTUYHa KOMNaHis
"CastoTapic", YkpaiHa,;
3anponoHoBaHo: TOB "BPK
"CANKOTAPIC", YKpaiHa. 3MiHK
BHECEHO A0 IHCTPYKLii A/19 MeanYHOoro
3aCTOCYBaHHSA NiKapcbKoro 3acoby y
po3ainu "3asBHuK",
"MicuesHaxomKeHHs 3asBHMKA". 3MiHK
| TMny - 3MiHn Wwoao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapakTepucTuL, Nnikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKLi Ans
MeAUYHOro 3aCToCyBaHHS Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbkoro 3acoby B
nicnspeecTpavjiiiHnii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIAKEHD,
npoBefieHNX BifnoBigHO 40 MniaHy
negiatpnyHux gocnigxeHns (PIP)
(3MiHY y3rofkeHo 3 KOMMNETEHTHUM
YNOBHOB&XEHVUM OpraHom). 3MiHu
BHECEHO [0 IHCTPYKLT 418 MeAnyYHOro
3aCcToCyBaHHS flikapCbKoro 3acoby y
po3gainu "OcobMBOCTi 3acTOCyBaHHS",
"Mo6iuHi peakwii” BigNoBigHO A0
OHOB/EHOT iHGpopMaLii 3 6e3nekn
L0401 pevyoBUHN.
3MiHu | TUNYy - 3MiHK Woao




43 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
6e3nekn/eheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
OHoBneHHA n. 11 Ta n. 17 Tekcty
MapKyBaHHS BTOPVHHOI ynakoBKW
nikapcbKoro 3acoby.
8. | AIMIPAN® diclofenac | gukno MO1A PO3YUH ANS iH'EKLN, Mepokemi Kinp Mepokemi JlimiTeq Kinp BHECEHHS 3MiH A0 peecTpaLinHmx 3a UA/9465/01/01
theHak | BO5 75 mr/3 mn; no 3 mn Nimiten marepianis: 3miHu | Tuny - peyenmom
HaTpito B amnyni; no 5 AAMIHICTpaTVBHI 3MiHK. 3MiHa
amnyn y 6nictepi; no HalilmeHyBaHHs Ta/abo agpecu
1 a6o 2 6nictepn y 3asiBHMKa (BNacHvKa peecTpauiiHoro
KapTOHHI KOpooLi NoCBigYEHHS) 3MiHa Ha3BW Ta agpecu
3asBHUKa (B/1aCHMKa peecTpauiiHoro
nocsigyeHHs). Mpoekt MKA (Bepcis
eCTD 0002)
9. | ANONYPUHO | allopurinol | anony | MO4A | Tabnetku no 300 mr TOBAPUC | YkpaiHa TOBAPUCTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/19063/01/02
n-3porPoB'A puHon | AO1 no 10 TabneTok y TBO 3 OBMEXEHOIO marepianis: 3MiHu | Tuny - 3MiHu 3 peyenmom
6nictepi; no 1 abo 5 OBMEXE BIAMOBIAANBHI AKOCTi. [OTOBWIA flikapcbkuii 3aci6.
6nicTepiB y kopoobLi HOIO CTHO 3MiHM y BUPOBGHMLTBI. 3MiHa po3Mipy
3 KapTOHY BIAMNOBIA «KOPIMOPAUJIA cepii (BKIOYaOuM diana3oH posmipy
ANBHICT «300POB'A» cepil) roTOBOro MikapcbKoro 3acoby
10] (36inbLUeHHs A0 10 pasiB NOPIBHSAHO i3
«KOPIMOP 3aTBEPMHKEHUM PO3MIPOM).
ALIA BBefeHHs oaaTkoBOro po3mipy cepii
«3[10POB 'N3 Tabnetkn no 300 mr ans
"A» ynakosku Ne 50 (10x5)
3arBepaKeHo:
Llex N3 Po3awmip cepii cknagae: 0,600
Tuc. yn. Ne 50 (10x5) (18,000 «r);
0,540 Tric. yn. Ne 10 (10x1) (3,240 «r)
3anponoHoBaHo:
Llex N3 Po3wmip cepii cknagae: 0,600
Tuc. yn. Ne 50 (10x5) (18,000 «r);
0,540 Trc. yn. Ne 10 (10x1) (3,240 «r);
1,667 Tnc. yn. Ne 50 (10x5) (50,000
Kr).
10. | ANTYM meldoniu 3- CO1E PO34UH ANS iH KL, TOB Ykpaina MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a He UA/18709/01/01
m (2,2,2- | B22 100 mr/mn; no 5 mn "YKpaiHCbK akujioHepHe marepianis: 3miHu | Tuny - 3miHn peyenmom | nion
TprmMe B amnyni, no 5 a TOBapUCTBO Loao 6e3nekn/edyeKTMBHOCTI Ta seae
TUArig, amnyn y 6nictepi, no | chapmavres “NekxiMm — Xapkis” thapmakoHarnsgy. BeegeHHs abo
paswHi 2 6nicTepu B nauui TMYHa 3MiHM [0 y3arasibHEHUX JaHuX npo
) KomnaHis" cucTemy chapmakoHarnsgy (BBefeHHs
nponio y3arasibHeHUX AaHvx Npo cucTemy
Haty hapmakoHarnsagy, smiHa
avrigp YMOBHOBaXEHOI 0cobw,
aT BiANOBIAA/IbHOI 3a 34iAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOi ocobu 3
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IIpopoBxeHHs

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep

peecmpayitiHo

20
nocsBioOYeHHs

thapmakoHarnsgy 3asBHuka gns
3[ificHeHHs hapmakoHarisgy B
YKpaiHi, KLL0 BOHa BigMiHHa Bif
YNOBHOBaXEHOT 0co6M,
BiANOBIAA/IbHOI 32 34iICHEHHS
hapmakoHarnsgy (Bkouatoum
KOHTaKTHI faHi) Ta/abo 3MiHN y
PO3MiLLEeHHI MacTep-haiina cuctemm
hapmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYIKA,
BiANOBIAA/IbHOI 32 hapmMakoHarnsga.
[itoua pepakuisi: JlebeguHeub IHHA
BacunisHa.
MponoHoBaHa pepakuis: bputax
OkcaHa BaneHTuHiBHa.
3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOT 0co6u,
BiANOBIAA/LHOI 3a thapmakoHarnsg.
3MiHa MicL,e3HaxXoMKEeHHs1 MacTep-
thaiina cuctemu chapmakoHarnisgy Ta
noro Homepa.
3MiHa Micus 34iiCHEHHS OCHOBHOI
AiSNbHOCTI 3 dhapmakoHarnagy. 3MmiHa
3asBHuka /13 (MIBIM) (BnacHuka
peecTpauiiiHoro noceig4eHHs) (3rigHo
Hakady MO3 Big 23.07.2015 Ne 460).
BBefeHHs1 3MiH NpoTArom 6-T MicsALiB
nicns 3aTBepKeHHs

11.

ANNbBEHSI

albendazol
e

ansbe
HAa30

P02C
AO03

TabneTkn XyBasbHi
no 400 mr, no 3
TabneTkn y 6nictepi;
no 1 6nictepy y
KapTOHHiI kopobuy;
no 1 Tabnetujiy
6nictepi; no 3
6nictepu y
KapTOHHi Kopobuyi

€Bpo
Naiidokep
MpaiisiT
NimiTeq

IHgis

IHaoko Pemegic
Nimiteq

IHais

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis: 3miHu | TUny - 3MiHn
wofo 6e3snekn/edekTMBHOCTI Ta
thapmakoHarniagy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi Ans
MeAUYHOro 3aCToCyBaHHS Ha nigcTasi
perynsipHo OHOB/THOBAHOTO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3neky 3acToCyBaHHS
nikapcbKkoro 3acoby B
nicnspeecTpavjiiHnii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIAKEHD,
npoBefieHNX BifnoBigHO 40 MniaHy
negiatpnyHux gocnigxeHns (PIP)
(3MiHY y3rofXeHo 3 KOMMNETEHTHUM
YMNOBHOBaXEHVM OpPraHoM)
3MiHN BHECEHO 10 IHCTPYKUIT Ans

3a
peyernmom

He
nion
seae

UA/18079/01/01
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IIpopoBxeHHs

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

MeAMYHOro 3aCTOCYBaHHSA /likapCbKoro
3acoby f0 po3ginis "Oco6nBOCTI
3acTocyBaHHA" Ta "INo6ivHi peakuii”
BiANOBIAHO 4O OHOBNEHOT iIHChopMaLLii
3 6esnekn 3acToCcyBaHHs NikapcbKoro
3acoby. BBeeHHS 3MiH NpoTArom 6-Tu
MicaLiB Nicnsa 3aTBepAKEHHS.

12,

AHANBbIOAE
KC

dexketopr
ofen

[eKcke
TOMpo
theHy
Tpome
Tamon

MO1A
E17

PO34MH ONs iH'EKLN,
50 mr/2 mn; no 2 mn
B amnyni; no 6
amnyn B KAPTOHHIN
KOpoo6Li

Mictpan
Kenitan
MeHemkm
eHT
Nimiteq

AHrnisA

BEM Inau CaH. Be
Tik. A.C.

Typeuun
Ha

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: TexHiyHa nomunka (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460)
BunpaBneHHs TEXHIYHOI NOMW/IKN B
po3aini "Cneuundikanii" MKA 13 3a
nokasHNKOM "KiflbKiCHe BU3HAUYEHHS.
[JekckeTonpodeH".

3a
peyernmom

UA/20346/01/01

13.

AHACTPO30
N CAHAO3®

anastrozol
e

aHact
po3son

LO2B
GO03

TabneTku, BKPUTI
NAiBKOBOO
060/10HKOIO, MO0 1 Mr;
no 14 rabnetok y
6nicTepi; no 2
6nictepu B
KapTOHHI Kopo6Lyi

CaHpo3
Papmacbto
Tikans g.4.

CnoseHi
a

Cantotac dapma
'm6X, HimeuunHa
(BupobHuuTBO "in
bulk", nakyBaHHs,
BUMNYCK cepil);
Canotac Papma
v6X, HimeuunHa
(BTopuHHe
naxyBaHHs)

Himeyun
Ha

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | Tuny - 3MiHu 3
akocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa
BIANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponeiickbkilii hapmakonei: ana Adl;
Ansa BuxigHoro
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BMPOGHULTBI API; ANt [ONOMIKHOT
peyoBuMHM (cepTudikart BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoBNeHWiA cepTUdikar Big, yxe
3aTBEPAKEHOTO BUPOOHMKA - NOAAHHS
OHOBJIEHOTO cepTudikaTy
BiZiNOBIAHOCTI €Bponelichbkit
chapmakonei CEP 2014-128-Rev 01
Bif}, 3aTBEPAKEHOr0 BUPO6GHYMKa
SCIONPHARMA TAIWAN, LTD gjtouoi
PeyOoBVHY aHacTpa3on B 3B’A3KY 3i
3MiHOI0 MOLUTOBOrO iHAEKCY
(3atBepmxeHo: R1- CEP 2014-128-
Rev 00; 3anponoHosaHo: CEP 2014-
128-Rev 01).

3a
peyenmom

UA/13575/01/01

14.

AHACTPO30
N CAHA03®

anastrozol
e

aHact
poson

LO2B
GO03

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO0, No 1 Mr;
no 14 TabneTtok y

CaHpo3
Papmacbio
Tikan3s A.4.

CnoBeHi
A

Cantotac dapma
'm6X, HimeuunHa
( Bupo6HULTBO "in
bulk", nakyBaHHs,

Himeuun
Ha

BHECEHHS 3MiH O peecTpaLiiHmnx
marepianis: 3miHu | TMny - 3MiHn
oo 6esnekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHa 4yactoTtu

3a
peyerimom

UA/13575/01/01




46 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
6nicTepi; no 2 BMNYCK cepil) Ta/abo TepMiHiB NOAAHHA perynsipHo
6nictepu B Cantotac ®apma OHOB/IIOBAHUX 3BITiB 3 6e3nekn
KapTOHHI Kopo6Lyi 'vm6X, HimeuunHa nikapcbkux 3acobiB. 3mMiHa YyacToTn Ta
(BTOopuHHE TEPMIHIB NOAAHHS perynspHo
nakyBaHHS) OHOBJIHOBAHOrO 3BiTY 3 6E3MNeKu:
[itoua pepakuisi: YactoTa nogaHHs
perynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3neku - 5 pokis.
KiHueBa fata gna BK/IOYEHHS AaHnX
no PO3b - 11.08.2027 p. JaTa
nofaHHsa - 09.11.2027 p.
MponoHoBaHa pepakuis: YactoTta
nojaHHs PerynsipHo OHOB/IIOBAHOTO
3BITY 3 6e3neku - 3 pokn
KiHueBa fata gna BKIOYEHHS AaHnX
no PO3b - 11.08.2028 p. JaTa
nogaHHa — 09.11.2028 p.
PekomeHa0BaHO A0 3aTBEPKEHHS
BiA4NOBIAHO A0 NepioANYHOCTI NoAaHHS
perynsipHoO OHOBJ/IHOBaHMX 3BITIB 3
6e3nekun nikapcbkunx 3acobiB y EC.
15. | AHIF.HET®C benzydami | 6eH3n | AO1A cnpeii Ans poToBOi TOB Narsilic BMPOGHMLTBO, Icnanisa BHECEHHS 3MiH O peecTpaLifiHnX 6e3 UA/19962/01/01
NPEN ne naminy | D02 NOPOXHWHYK, 1,5 "IHPAPM bka NepBUHHE i martepianis: 3miHu | TUny - 3MiHn peyenma
rigpox mr/mn; no 30 mny A Pecny6n BTOPWHHE Loao 6e3nekn/edyeKTUBHOCTI Ta
nopug hnaKoHi 3 Tpenginr" iKa nakyBaHHs, hapmakoHarnsagy. BeegeHHs abo
[103YH04OI0 MOMIOI0 KOHTPO/Ib IKOCTI, 3MiHU [0 y3araslbHEHNX AaHuX Npo
Ta KoBnaykom, no 1 BUMYCK Cepii: cuctemy thapmakoHarnagy (sBegeHHs
hnaKkoHy 3 NNTABOPATOPIYM y3arasibHeHUX faHux Npo cuctemy
HacagKoto- CAHITATIC C.11., hapmakoHarnsgy, amiHa
po3nuioBavem y IcnaHis; yMOBHOBaXEHOI 0cobw,
KapTOHHIN nayuj BTOPUHHE BiANOBIAALHOT 33 3iICHEHHS
nakyBaHHs: hapmakoHarnagy; KOHTakTHoOi ocobu 3
Nab6opartopioc thapmakoHarnagy 3asBHuka gns
EHtema C.J1., 34ilicHeHHA thapMakoHarnagy B
Icnanis YKpaiHi, SIKLLLO BOHa BigMiHHa Big,
YMOBHOBaXeHOI 0cobw,
BiANOBIAAIbHOT 33 3iICHEHHS
hapmakoHarniagy (Bkovarum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy). 3MiHa KOHTakTHUX
[aHUX KOHTaKTHOT 0CObM 3asBHUKA,
BiAANOBIfa/IbHOI 3a thapmakoHarnag s
YKpaiHi
16. | AHIINIEKC- - rekcet | RO2A po3uvH gns potosoi | TOBAPUC | YkpaiHa TOBAPUCTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 UA/10126/02/01
340POB'A NAVH, A20 NOPOXHWHW; no 120 TBO 3 OBMEXEHOIO mMarepianis: 3MiHu | Tuny - 3MiHu 3 peyenma




47 IIpopoBxeHHs

JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
XONiHY MY ¢hnakoHi; no 1 OBMEXE BIANOBIAANBHI sAKocTi. CepTudikat signosigHocTi/TE-
caniun hnakoHy y HOWO CTHO cepTudikat BiANOBIAHOCTI
nar, KapTOHHI Kopo6Lyi BIANOBIA «KOPIMOPALIA €Bponeiicbkii
xnop6 AJTbHICT «300POB'A», hapmakonei/MoHorpadii. NMogaHHA
yTaHo 10] YkpaiHa (Bci cTagii HOBOro abo OHOB/IEHOro cepTucpikata
ny «KOPIOP BMPOGHMLTBA, BiANOBIAHOCTI 260 BUYyYEHHS
remirig, AUIA KOHTPO/Ib SAKOCTI, cepTudikaTa BignoBigHOCTI
par «300POB BUMYCK cepi); €Bponeiicbkin thapmakonei: ana Adl;
"A» ToBapuncTBO 3 ONsi BUXiAHOTO
06MEXEHOI0 matepiany/peareHTy/nPoOMKHOIo
Bi4NOBiAA/IbHICTIO NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y
"XapkiBcbke BMPOGHMUTBI A®I; ANt [ONOMIXHOT
hapmaueBTNYHE peyoBuHU (cepTudikaT BiANOBIAHOCTI
nigNpPMEMCTBO €Bponeiicbkin dhapmakonei) -
"300poB's OHoBreHWiA cepTudikar Bif yxe
Hapogay", YkpaiHa 3aTBEPAKEHOro BUPOGHYMKA - MOAAHHS
(Bci cTagji OHOB/IEHOTO cepTudiikaTa
BMPOGHMLTBA, BiANOBIAHOCTI EBpoONechbkili
KOHTPO/b SKOCTI); thapmakonei Ne CEP 2013-148-Rev 02
TOBAPUCTBO 3 (3atBepaxeHo: R1-CEP 2013-148-Rev
OBMEXXEHOIO 00) ansa aito4voi peyoBUHN
BIANOBIAANBHI XnopbyTaHony remirigpart Big, Bxe
CTHO 3aTBEPKEHOr0 BUPOOHNKA, SKWiA
«KOPIMOPALIA 3MiHMB Ha3By 3 JSC OLAINFARM,
«300POB'A», Latvia Ha OLPHA AS. BBefieHHs 3MiH
Ykpaina NpPOTArom 6-T1 MicAUIB micns
(Bci cTagji 3aTBEPKEHHS.
BUPOGHMLTBA,
OKpiM KOHTPO/O
AKOCTi Ta BUMYCKY
cepii)
17. | AHTUKATAP Paracetam | Mapay | NO2B NMOPOLLOK ANs CMNEPKO Kinp NNABOPATOPIOC Icnanis BHECEHHS 3MiH 4O peecTpauiiHnx 6e3 UA/7810/01/01
An ol, etamo | E51 0pasIbHOro PO34NHY; IHTEPHE AJTKANIA PAPMA, MaTepianis: 3MiHu | TUNY - 3MiHK 3 peyenma
combinatio | n; no 10 nakeTukis 3 HA C.J. aKocTi. CepTudikar signosigHocTi/TE-
ns excl. doeHin NOPOLLKOM Y nadi 3 NIMITEL cepTudikaT BiANOBIZHOCTI
psycholept | edpuH KapToHy €Bponeiicbkii
ics y thapmakonei/moHorpadii. NMogaHHA
rigpox HOBOro abo OHOB/IEHOro cepTucpikata
nopug, BiANOBIAHOCTI 260 BUYyYEHHS
xnopd cepTudikaTa BifnoBiAHOCTI
eHawmi €Bponeiickkin hapmakonei: gns Adl;
HYy LNa BuxigHoro
mManea marepiany/peareHTy/npomiKHoro
T NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHMUTBI A®I; ANt [ONOMIXHOT
pevyoBUHM (cepTudikaTt BiANOBIAHOCTI




48 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
€Bponeiicbkiii papmakonei) - HouiA
cepTudikaT Bif HOBOro BUPOGHMKa
(3amiHa abo AOMOBHEHHS)
noJaHHa HOBOro cepTudikaty
BIANOBIAHOCTI EBpONenchbkili
thapmakonei Ne R1-CEP 2003-179-
Rev 04 Big HOBOro BUpOGHMKa
MALLADI DRUGS &
PHARMACEUTICALS LIMITED,
UNIT-3, IHaia cy6ecTaHuji
PeHinedpuHy rigpoxiopugy.
18. | ANOHIN nimesulide | Himecy | MO1A | TtabneTku no 100 wmr; Megokemi Kinp BMPOGHMLTBO 3a Kinp BHECEHHS 3MiH 0 peecTpavinHmx 3a UA/8715/01/01
nig X17 no 10 TabneTok y Nimiten NOBHUM LMK/IOM: mMarepianis: yTOYHEHHS YMOB peuyenmo
6nicTepi; no 2 Megokewmi Nimiteq, BigNycKy B Haka3i MO3 YkpaiHu Ne m
6nictepu B Kinp; 1013 Bipg 24.07.2026 B npoueci
KapTOHHi Kopobuyi BMPOGHMLTBO 3a BHECEHHS 3MiH (3MiHu | Tuny -
NMOBHVM LMK/TOM: AAMIHICTpaTVBHI 3MiHK. 3MiHa
Mepokemi JlimiTep, HalilmeHyBaHHs Ta/abo agpecu
Kinp 3as1BHUKa (BN1acHMKa peecTpauiiiHoro
nocBig4eHHs). 3MiHa Ha3BM Ta agpecun
3asBHUKa (B/1aCHMKa peecTpauiiiHoro
noceifyeHHs. Pefakuis B Hakasi - 6e3
peuenTa. BipHa pepgakuis - 3a
peuenTom.
19. | ACKOPIN - canbb | RO5C cupon; no 100 mn neHmapk IHais neHmapk IHais BHECEHHS 3MiH 40 peecTpaviinHmx 3a UA/8670/01/01
EKCMNEKTOP ytamo | Al10 abo no 200 mny dapmacbio dapmacboTKan3 Marepianis: 3MiHu | Tuny - 3miHn 3 peyenmom
AHT ny NNacTUKOBUX ThKan3 nra. sKoCTi. FOoTOBWIA Nikapcbkuii 3aci6.
cynb hnakoHax; no 1 nra. 3MiHM Y BUPOBHULTBI. 3MiHa
ar, ch1akoHy pasom 3 iMnopTepa/3aMiHu, L0 CTOCYTbCH
6pomr MipPHVM KOBNA4KoM Y BUMYCKY Cepii Ta KOHTPOJO SKOCTI
eKCUHY KapTOHHI ynakoBLi roToBOro NikapcbKoro 3acoby (3amiHa
rigpox abo foJaBaHHS BUPOOHMKA, LU0
nopug, BignoBifgae 3a BBe3eHHA Ta/abo
realicp BMNyCK cepii) - He BkIovaoun
eHesun KOHTPO/b/BMNPOGYBaHHSA cepii - A0
H, marepianis peecTpaLiiiHoro Aockbe
MEHTO BHOCUTbCS iH(hopMmaLiis npo imnopTepa
n ToBapuCTBO 3 0OMEXEHOIO
BignosiganbHicTio «MNIEHMAPK
YKPAIHA» 04070, micTo Kuis, Bymus
IlnniHcbka, 6yauHoK 8, kopnyc 11
20. | ACTANIH salbutamol | canb6 | RO3A aepo3o/ib Linnna IHAis Uwvnna N1a. (FOHIT IHais BHECEHHS 3MiH 0 peecTpaLiinHmx 3a He UA/16916/01/01
yramo | CO2 (cycnensis) gns nra. 1. marepianis: 3miHu | Tuny - 3miHn peyenmom | nion
ny iHransauiin, 100 Loao 6e3nekn/edyeKTMBHOCTI Ta seae
cynb MKr/no3y, no 200 hapmakoHarnsgy. 3mMiHu y KopoTkili
at [03 Y KOHTelHepi 3 XapaKTepuUCTULLi NiKapcbKoro 3acooby,




49 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
[03y04nM TEeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
KnanaHom, MeJMNYHOro 3aCTOCYBaHHS
PO3MUIIOKYO0 reHepuYHuX/ribpnaHnx/GionodibHNxX
Hacafkow Ta niKapcbKkunx 3acobiB Nic/isi BHECEHHSA
HaKoOHeYHMKOM; o 1 Tiel camoi 3MiHM Ha ped)epeHTHWi
KOHTEliHepy y npenapar (3miHa He noTpebye
KapTOHHI ynakoBL,i HajaHHS XOAHWNX HOBUX AOAATKOBMX
AaHnX). 3MiHY BHECEHO A0 iHCTPYKL,i
0719 MeAUYHOr0o 3aCTOCYBaHHS
nNiKapcbkoro 3acoby y po3ainv
"Oco6/1MBOCTI 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiog BariTHoCTI
abo rogysaHHsa rpyaar”, "Cnocié
3aCcToCyBaHHsA Ta o3un",
"Mepepo3yBaHHs", "INo6Gi4HI peakuji”
3rifHo 3 iHhopmaLieto Wwoao
MeJMNYHOro 3aCTOCYBaHHS
pechepeHTHOro fikapcbkoro 3acoby
(Airomir Inhaler, aepo3onb ans
iHransuiin, 100 mkr/go3sy). BeegeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS.
21. | ATEHONOAM - | atenolol ateHo | CO7A Tabnetku no 50 mr; TOBAPUC | YkpaiHa TOBAPUCTBO 3 Ykpaina BHECEHHS 3MiH 4O peecTpauiiHnx 3a He UA/6065/01/01
340POB'A non BO3 no 10 TabneTok y TBO 3 OBMEXXEHOIO martepianis: 3miHu | TUny - 3MiHn peyenmom | niosn
6nictepi, no 2 OBMEXE BIANOBIAANBHI Loao 6e3snekn/edeKTMBHOCTI Ta sfeae
6nictepn y HOHO CTHO thapmakoHarnagy. 3miHa y KopoTkili
KapTOHHI kopobuy; BIANOBIA «KOPIMOPALIA XapakTepucTuL, Nnikapcbkoro 3acoby,
no 10 TabneTok y AJTbHICT «3[0POB’A» TeKCTi MapKyBaHHS Ta iHCTPYKLi Ans
6nictepi {0] MeAUYHOro 3aCToCyBaHHS Ha nigcTasi
«KOPIMOP perynspHo OHOB/IOBAHOIO 3BIiTY 3
ALIA 6e3nekun nikapcbkoro 3acoby, abo
«30POB [ocnigpkeHb 3 6e3nekn 3acToCyBaHHS
"A»

nikapcbKkoro 3acoby B
nicnspeecTpavjiiiHnii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIAKEHD,
npoBefieHNX BifnoBigHO 40 MniaHy
negiatpnyHux gocnigxeHns (PIP)
(3MiHY y3rofkeHo 3 KOMMNETEHTHUM
YNOBHOB&XEHVUM OpraHom). 3MiHu
BHECEHO [0 IHCTPYKLT 418 MeAnyYHOro
3acTOCyBaHHS NikapcbKoro 3acoby Ao
po3ginis "B3aemopjs 3 iHLWMMU
nikapcbknuMmn 3acobamu Ta iHWi BUAm
B3aeMogiin" Ta "Oco6nBOCTI
3acTocyBaHHA" BigMNOBIAHO [0
OHOBJIEHOI iH(hopMalLii 3 6e3nekn




50 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
3acToCyBaHHS fjlo4oi peyoBuHM, a
TakoX Y3rokeHo po3ain "Ynakoska"
BiANOBIAHO A0 YMHHOIO
peecTpaLiiiHoro NocBigYeHHst
22. | AYTMEHTUH | Amoxicillin | amokc | JO1CR | TabneTku, BKpUTI [nakcoCwmi | Benuka CwmiTKnsiiH Bivem Benvka BHECEHHS 3MiH 4O peecTpauiiHnx 3a UA/0987/02/02
and beta- numnin | 02 o060s10HKo, 500 TKnsiH BputaHi | ®apmacbioTukanc, | bputaHi MaTepianis: 3miHu | TUNY - 3MiHK 3 peyenmom
lactamase |y Mr/125 wmr; no 7 Ekcrnopt a Benuka bputaHis; al aKocTi. CepTudikar signosigHocTi/TE-
inhibitor TpUrig Tabnetok y énicrtepi NimiTeq nakco Bennkom dpaHuis cepTudikaT BiANOBIAHOCTI
parT; (koxeH 6nictep MpogaakiuH, €Bponeiicbkii
Kanito pasom 3 PpaHLis thapmakonei/moHorpadii. NMogaHHA
KnaBy BOJIOT03aXUCHUMMN HOBOro abo OHOB/IEHOro cepTucpikara
naHar rpaHynamu-cawie y BifJNOBIAHOCTI @60 BUTYyYEHHS
nakeTi 3 aJIlOMiHIEBOT cepTudikaTa BifnoBiAHOCTI
donbrn); no 2 €Bponeiickkin hapmakonei: gns Adl;
6nicTepy B nakeTax LNa BuxigHoro
Y KapTOHHii marepiany/peareHTy/npomiKHoro
ynakosLi NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHMUTBI A®I; ANt [ONOMIXHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponelicbkili hapmakonei) - HoBuia
cepTudikaT Big HOBOrO BUPOGHMKa
(3amiHa abo fONOBHEHHS)
MogaHHA HOBOTO cepTudikaTa
BiANOBIAHOCTI EBpoNeichbkili
tapmakonei Ne CEP 2021-461 - Rev
01 ans gitouoi pevoBrHn Amoxicillin
trihydrate, Bi HOBOro BUPOGHMKa
SINOPHARM WEIQIDA
PHARMACEUTICAL CO., LTD.
23. | AYTMEHTUH | Amoxicillin | amokc | JO1ICR | TabneTku, BKpUTI nakcoCmi | Benuka CMmIiTKNsiiiH Bivem Benvika BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/0987/02/01
(BD) and beta- numnin | 02 NNiBKOBOO TKNAlH BputaHi | ®apmacslotukanc, | Bputani marepianis: 3MiHu | Tuny - 3MiHu 3 peyenmom
lactamase |y o6osoHKo, 875 Ekcnopt A Benuka bBputaHis; al akocTi. CepTudikaT BignosigHocTi/l E-
inhibitor TpUrig Mr/125 wmr; no 7 NimiTen "nakco Bennkom PpaHuin cepTudikaT BiANOBIAHOCTI
par; Tabnetok y 6nictepi; MpojakLuH, €Bponeiicbkiit
Kanito no 1 6nictepy B ®paHuis thapmakonei/moHorpadii. NMogaHHA
Knasy nakeTi; No 2 nakeTta HOBOro abo OHOB/IEHOrO cepTudikaTa
naHart Y KapTOHHii BIANOBIAHOCTI 260 BUNYYEHHS

yrakoBLi

cepTudpikaTa BignoBigHOCTI
€Bponeiickbkilii hapmakonei: ana Adl;
Ansa BuxigHoro
marepiany/peareHTy/npomikHOro

NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y

BMPOGHULTBI API; ANt [ONOMIXKHOT
peyoBuMHM (cepTudikart BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) - HouiA

cepTudikaT Bifj HOBOro BUPOGHMKA
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Ymosu Pek

Homep

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

3asiBHUK

KpaiHa

a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

nam
yBa

HHST*
*

Bionycky

peecmpayitiHo
20
nocsioYeHHs

(3amiHa abo [ONOBHEHHS)
MopgaHHsa HoBoro ceptuddikaTa
BiANOBIAHOCTI EBpoONechbkili
thapmakonei Ne CEP 2021-461 - Rev
01 ans gitouoi pevoBrHn Amoxicillin
trihydrate, Big HOBOro BUPOGHMKa
SINOPHARM WEIQIDA
PHARMACEUTICAL CO., LTD.
BHECEHHS 3MiH A0 peecTpaLinHmx

3a

UA/7268/01/01

24.

AYPOBIH

npegHi
30/10H
y
kanpo
HarT,
nigoka
HY
rigpox
nopug,
aekcn
aHTeH
on

CO5A
X03

Masb, no 20 r B Ty6i
3 MoNieTUIEHOBUM
KOBMAYKOM, KW
Mae nepdhopauiiHnii
HaKoOHEeYHWK; No 1
Ty6i B KQPTOHHIW
KOpoo6Li

BAT
"leneoH
PixTep"

Yropium
Ha

BAT "T'eneoH
PixTep"

Yropium
Ha

marepianis: 3miHu | Tuny - 3miHn
Lofo 6e3nekn/edyeKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy thapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHux Npo cucTemy
hapmakoHarnsagy, amiHa
YNOBHOBaXEHOT 0co6M,
BignoBiganbHOI 3a 3MjACHEHHSI
hapmakoHarnsgy; KOHTakTHoi ocoou 3
thapmakoHarnfgy 3asBHuka gis
3pificHeHHSs1 hapMakoHarnisay B
YKpaiHi, AKLL0 BOHA BigMiHHA Bif
YNOBHOBaXEHOT 0co6M,
BignoBigasnbHOI 3a 3AjACHEHHSI
hapmakoHarnagy (Bkiovaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MilLleHHi MacTep-ghaiina cuctemm
thapmakoHarnsgy).
3MiHa ynoBHOBaXKeHOI 0CO6u
3asBHMKa, BiANOBIAa/IbHOI 3a
thapMmakoHarnsag.

[Litoyva pepakuis: Attina Onar.
MponoHoBaHa pepakuis: flacno
Cekeli.
3MiHa KOHTaKTHUX JAaHux
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAa/IbLHOI 3a thapMakoHarnsg,.
3MiHa KOHTaKTHMX fAaHWUX KOHTaKTHOT
0Cco6M 3as1BHMKA, BiAnoBigabHOI 3a
hapmakoHarnag B Ykpaii.
3MiHa MicLe3Haxo4KEHHS MacTep-
thaiina cuctemu chapmakoHarnisay.
3MiHa MicLs 34jACHEHHS OCHOBHOT
LisNIbHOCTI 3 chapmakoHarnsgy.

peyenmom

3a

25.

BA/TIAHC
4,25%

KauibLi

BO5D

pO34MH ans

nepuToHeasibHOro

PpeseHiyc

Himeuun
Ha

Megukan

PpeseHiyc
Megukan Kep

Himeyun

Ha

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: yTO4YHEHHSA

peyenmom

UA/16101/01/01




52 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
FNHOKO3U xnopu nianizy no 2000 mn Kep Loiunang rmexX peecTpauiiiHoro Homepa B Hakasi
1,75 ay abo 2500 mny [oiunang MO3 YkpaiHu Ne 722 Big 01.06.2026
MMOnbIN avrigp cucTemi v6X B npoueci BHECEHHSA 3MiH (3MiHu |
KANbLIO ar; [BOKamepHoro TUMy - 3MiHK 3 AKOCTi. F0TOBWMIA
HaTpito MiLLIKa cTeieceiid; nikapcbkuii 3aci6. KOHTpob roToBOro
xnopu no 4 MilWwkn y nikapcbKoro 3acoby. 3MiHa y meTogax
Jik KapTOHHI kopobuy; BMNPOBYBaHHS rOTOBOrO NiKapCbKOro
HaTpitlo no 3000 mny 3aco6y (BWUTyYEHHST METOAY
(S)- cucTemi BMNPOOYBaHHS, AKLLO BXe
naktat [BOKamepHoro 3aTBEPMKEHNI anbTepHaTUBHUIA
y MilKa cnineceid; no MeToZ) BUyYeHH MmeToay
po3un 4 MiLLKN Y KAPTOHHIi BMNPOGYBaHHA NO/TyMEHEBOI
H Kopo6ui; no 5000 mn choTOMETPIl ANA NoKa3HMKa Hatpiii i3
(HaTpi y cuctemi Cneupudpikauii Ta METOAIB KOHTPOIO
10 (S)- [BOKamepHoro N3 pna Po3unHy A, Po3unHy B Ta
nakrar MiLLKa cninecelidy; no 4ns Po3unHy nicns 3MmillyBaHHSA
); marH 2 MILLKN Y KapPTOHHIi po3urHy A Ta po3umnHy B.
ito Kopoo6Li 3annwaeTbCs 3aTBEPLKEHNI METOS
xnopu ONTUYHO-EMICIIHOI cnekTpockonii 3
ay iHAYKTVMBHO 3B’si3aHO0 nnasmoto (13M1-
rekcari OEC). 3MmiHu | TMny - 3MiHW 3 AKOCTI.
apar; FoToBWMiA Nnikapcbkuii 3aci6. KOHTpob
T/II0KO roTOBOrO NikapcbKoro 3acoby. 3miHa y
3m MeToAax BUNpobyBaHHSA rOTOBOrO
MOHOTi nikapcbKoro 3acoby (BUyYEHHS
apar MeToAy BUNPOGYBaHHS, AKLLO BXe
(rnmioko 3aTBEPAKEHWIA aNlbTepHATUBHNIA
3a MeTOA) BUTyYEHHSA METOAY aTOMHO-
6e3B0 abcopbuiiHoi cnektpomeTpii (AAC)
aHa) [ONs1 NokasHuKa KanbLiii i3

Cneuudpikauii Ta MeTo4iB KOHTPOSO
N3 ana Po3unHy A Ta ans PosunHy
nicns 3MilyBaHHSA po3umHy A Ta
po3uunHy B. 3anuwaetsca
3aTBEPMKEHNIA METOA ONTUYHO-
eMICiliHOT cnekTpockonii 3 iHAYKTUBHO
3B’A3aHot0 nnasmoto (13M-OEC). 3miHn
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKkoro 3acoby. 3miHa y meTofax
BMNPOOYBaHHSA rOTOBOrO NiKAPCbKOro
3aco6y (BUyYEHHA MeToay
BUMPOBYBaHHS, AKLLO BXe
3aTBEPLKEHUI aNlbTePHATUBHUIA
MeTOA) BU/TyYEHHA METOAY aTOMHO-
abcopbuiliHoi cnekTpomeTpii (AAC)




53 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH ) ynakoska) a uka yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
[ANs nokasHvka MarHii i3

CneuudpikaLyii Ta METOAiB KOHTPO/IIO
N3 ana Po3unHy A Ta ana PosunHy
nicns 3MiwyBaHHA PO3UnHY A Ta
po3umnHy B. 3anumwaerbcsa
3aTBEPMHKEHNI METOL, ONTUYHO-
eMiCiliHOT cnekTpockonii 3 iHAYKTUBHO
3B’A3aHot0 nnasmoto (I3M-OEC). 3miHn
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTpOb roTOBOro
nikapcbkoro 3acoby. 3MiHa y meTogax
BUMPOBYBaHHS rOTOBOTO NiKapCbKOro
3aco06y (BUyYEHHS1 MeToay
BMNPOBYBaHHS, AKLLO BXe
3aTBEPAKEHWIA aNlbTepHATUBHWIA
MeTOA) BUTyYEHHSA METOAY
BMNpOGYyBaHHA hoToMeTpIT AnA
nokasHuka Xnopuam i3 Cneumdikauii
Ta MeToAiB koHTposto 13 ansa
Po3unny A Ta gns Po3uunHy nicns
3MilLyBaHHS po34nHy A Ta po3unHy B.
3anmwaeTbca 3aTBEPAKEHNI MeTos
KY/IOHOMETPUYHOTO TUTPYBaHHS. 3MiHU
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3MiHa y meTogax
BUMPOBGYBaHHS rOTOBOTO NiKapCbKOro
3aco0by (BUyYEHHS1 MeToay
BMNPOOYBaHHS, AKLLO BXe
3aTBEPAKEHWIA aNlbTepHATUBHUIA
MeTOA) BUTyYEHHSA METOAY ONTUYHOTO
obepTaHHA 415 nokasHuka [ioko3a i3
CneuudikaLii Ta MeTOAiB KOHTPO/IH0
N3 gna Po3unHy A. 3anuwiaetbca
3aTBEPKEHUI METOZ,
hepMeHTaTUBHOrO BU3HAYEHHS. 3MiHK
| Tuny - 3miHK 3 AkocTi. FoToBWMA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3MiHa y meTogax
BUMPOBYBaHHS rOTOBOTO NiKapCbKOro
3aco6by (BWU/TyYEHHST METOAY
BUMPOBYBaHHS, AKLLO BXe
3aTBEPAKEHWIA aflbTepHATUBHNIA
MeTof) - BUTyYeHHs MeToay Mac-
CneKTPOMETPIl 3 iHAYKTMBHO 3B’S13aHOI0

nnasmoto (I3M-MC) ans nokasHuka
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

AntomiHili i3 Cneundpikauii Ta meTogis
KOHTposto MN3 gns Po3uunHy nicns
3MilLyBaHHS po34nHy A Ta po3unHy B.
3anmwaeTbca 3aTBEPAKEHNI MeTos
ONTUYHO-EMICIHOI cnekTpockonii 3
iHAYKTVMBHO 3B’si3aHO0 nnasmoto (13M1-
OEC). 3MiHn | TNy - 3MiHM 3 AKOCTI.
oToBMIA NiKapcbkunii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHU BUNpobyBaHb abo
[0MyCTUMUX MEX, BCTAHOB/IEHUX Y
cneuudikalisix, nig yac BUpobHULTBA
rOTOBOrO JliKapCbKoro 3acofby
(hofaBaHHs HOBOTO MeToAy
BMNPOGYBaHHA Ta AONYCTUMUX MEX)
[0AaBaHHA albTEPHATUBHOIO METOAY
BUNPOOYBaHHA NOTEHLIOMETPUYHOIO
TUTPYBaHHSA 4151 BUSHAYEHHS X/TI0PUAiB
npu BUNpobyBaHHi B Npoueci
BMPOOGHULTBA. 3MiHM | TUNY - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa y meTofax
BMNPOBYBaHHSA rOTOBOrO NiKAPCbKOro
3aco6y (iHWi 3MiHM y MeToaax
BUNPO6YBaHb (BK/OUaUM 3aMiHy abo
[OMNOBHEHHS)) foAaBaHHSA
anbTepHaTUBHOIO MeToay
NOTEHLOMETPUYHOIO TUTPYBaHHS
BignosigHo Ao Ph. Eur. 0862 (3arasibHi
xnopugn) Ta 2.2.20 ans nokasHuka
Xnopuaw, sakuii 6yae 3acTocoByBaTuCA
npu BUNPOBYBaHHI NpW BUMYCKY Ta
BMNPOOYBaHHi CTabiNbHOCTI 4N
Po3unHy A Ta ans Po3unHy nicns
3MilLyBaHHS PO34nHy A Ta po3uunHy B).
Pepakuisi B Hakasi - UA/18020/01/01.
BipHa pegakuis - UA/16101/01/01.

26.

BAPBITOH

vinpocetin
e

BiHMOL,
eTUH

NO6B
X18

PO34MH ONs iH'EKLi,
5 mr/mn; no 2 mn B
amnyni; no 5 a6o no
10, a6o no 100
amnyn y navuj 3
KapTOHY; No 2 MN B
amnyni; no 5 amnyn
y 6nicTepi; no 1 abo
no 2 6nictepu B

MpuBatHe
akuioHepH
e
TOBapuCTB
0 "[lekxim -
Xapkis"

YkpaiHa

MpuBatHe
akuioHepHe
TOBapUCTBO

"Jlekxim - Xapkis"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis: 3miHu | TUny - 3MiHn
wofo 6e3snekn/edekTMBHOCTI Ta
thapmakoHariagy (iHwi 3MiHKn)
OHOB/EHHS TEKCTY MapKyBaHHs B
MeToAax KOHTPOJItO SIKOCTi FOTOBOrO
NiKapcbKoro 3acoby, y 3B'A3Ky 3
BU/TYYEHHAM TEKCTY MapKyBaHHS
POCIiCbKOro MOBOHO, & TaKOX

3a
peyernmom

UA/3218/02/01
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
nautli 3 kKapToHy BHECEHHS peAakLiiHuX NpaBok Ta
YTOYHEHHS KOHTaKTHOT iHchopmaLyii
o0 3asBHUKa/BUpOOHYKa. [itoya
pefakuisi: MapkyBaHHsA [JlogaeTbes.
MponoHoBaHa pegakuisi: MapKyBaHHS
BignosigHo [0 3aTBEPAXEHOrO TEKCTY
MapKyBaHHs1. BHeCeHO peaakuiliHi
NpaBKN y TEKCT MapKyBaHHA BTOPUHHOT
(n. 1, 2, 4,11, 17) Ta nepBuHHOI (. 1,
2, 6) ynakoBku NikapcbKoro 3acoby, a
TakoX BUy4eHO iHdhopmaLiio,
3a3HaveHy pocCiliCbKol MOBOH.
BBefeHHA 3MiH NpoTArom 6 Micauis
nicns 3aTBepkKeHHs.
27. | BAPIO Barium 6apito | V08B NOpPOLLOK AN TOBAPUC | YkpaiHa TOBAPUCTBO 3 YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmx 3a UA/17867/01/01
CYNb®AT sulfate cyne | A02 NpUroTysBaHHsA TBO 3 OBMEXEHOIO marepianis: 3MiHu | Tuny - 3MiHu 3 peyenmom
Aana without aT cycneHsiino 80ry OBMEXE BIANOBIAANBHI AKOCTI. [O0TOBWMIA NTikapcbkuii 3aci6.
PEHTIFEHOC suspendin nakeri; no 10 HOIO CTHO Cuctema
Kot g agents nakeTiB y kopoobu, 3 BIAMNOBIA «KOPIMOPAUJIA KOHTelHep/3aKynopoBasibHWiA 3aci6.
KapTOHY ANbHICT «3[0POB’dA» 3MmiHa dhopmu abo po3mipy
O KOHTeHepa 4n 3aKyrnoproBasibHOro
«KOPIMOP 3ac06y (NepBUHHOT yrNakoBKK)
ALIA (HecTepwbHi Nikapcbki 3acobu) 3miHa
«340POB PO3Mipy NEPBUHHOI YNakoBKy roTOBOro
"A» nikapcbKoro 3acoby (naket 3
antomokommnsiekcy) 3 "110x140 mM" Ha
"110x210 mMm". SKiCHUIA Ta KiNIbKiCHWIA
cknafj nakyBasibHOro Matepiany
3anMwaeTbesl 6e3 3MiH. BBegeHHs
3MiH NPOTArom 6-Tu MicALiB nicas
3aTBEPPKEHHS.
28. | BEH3OHAN - 6eH30 | NO3A Tabnetku no 50 mr, ToBapucTB | YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHmx 3a UA/9793/01/02
IC® 6apbit | A no 10 TabneTok y 03 [04aTKOBOK MaTepianis: 3MiHu | TUNy - 3MiHK 3 peyenmom
an 6nictepi; no 3 [0[aTKOBO BiANOBIAA/ILHICTIO akocTi. A®Il. KoHTponb A®I. 3miHa y
6nictepu y nauuj 10 "IHTEPXIM" napameTpax cneuudikauii Ta/abo
BifNoBiga [OMYCTUMUX MEX, BU3HAYEHUX Y
NBHICTIO cneundikauiax Ha A®l, abo
"IHTEPXI BUXIiAHWIA/NPOMIKHWIA
M nNpoAyKT/peareHT, LWo
BMKOPWCTOBYHOTLCS Y MPOLECI
BMPOGHMLTBA AD| (4ONOBHEHHS
crneundikaLii HOBUM MOKa3HUKOM
AKOCTI Ta BifMNoBIAHVM METOL0M
BMNPOOYBaHHS) AOMOBHEHHS
cneuuikaii Ta MeTofiB KOHTPO/IO
A®| HoBUM Noka3HWKOM «BTparta B
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3aco6y HenameH T ynakoska) a uka yBsa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *

Maci nig vyac BUCYLLYBaHHS» Ta,
BiANOBIAHO, YTOUHEHHS
hopMy tOBaHHA HOPMYBaHHSA TECTY
«KinbkicHe BU3HaYeHHs», a came
fojatn «y nepepaxyHky Ha cyxy
peyoBuHY». 3MiHK | TUNY - 3MiHK 3
AKOCTi. A®l. BUpo6HULTBO. 3MiHa
BMPOGHMKA BUXIAHOro/NPOMIKHOTO
npoayKTy/peareHTy, Lo
BUKOPVCTOBYIOTHCS Y BUPOOHNYOMY
npoteci Ad®l, abo 3miHa BUpobHuKa
(BKOYatoun, fe HeobXxigHo, MicLe
npoBefieHHs KOHTPOJIt0 AKoCTi) AP (3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBponechbkili
dhapmakonei y 3aTBepAKeHOMY A0CHE)
(iHwWi 3MiHW). CynyTHSA 3MiHa - 3MiHN 3
aKocTi. A®l. Bupo6HMLTBO. 3MiHM
BUNpobyBaHb abo AONYCTUMUX MEX Y
npoteci Bupo6Huutea Adl, o
BCTaHOB/EHi y cneumdikayisax (iHwi
3MiHW) BBEAEHHS a/IbTEPHATUBHOIO
BMPOGHMKA BUXIAHOI CUPOBUHK 1-
6eH30in-5-eTun-5-heHin6apbiTyposoi
Kncnotn TOB «PAPMXIM». A Takox
3MiHa po3noginy iaeHTudikauinHux
TECTIB MK NepLUIolo Ta Apyrot
iAeHTHiKaLiaMKn y MeToAax KOHTPOsI
A®| Ta BignoBigHe X HAaBeAEHHS Y
cneuudikauii A®I; - 3miHW kpUTepiiB
NPUAHATHOCTI 38 TECTOM «3a/NLLKOBI
PO3UMHHUKW» 3 HABEAEHHAM
HopMyBaHHs ans A®l, BupobneHoro i3
CUPOBVIHY anbTepHaTUBHOIO
BMPOGHMKA.
3MmiHu |l Tuny - 3MiHK 3 akocTi. AdL.
KoHTponb A®L. 3miHa y napameTpax
crneundikayii Ta/abo AonycTUMMX
MeX, BU3Ha4YeHnx y cneumdikalisx Ha
A®I, a60 BUXigHWIA/NPOMIXHWIA
NPoAyKT/peareHT, LWo
BMKOPVCTOBYIOTbCSA y Npoueci
BUpo6HMUTBa AP| (3MiHa no3a
Mexamy 3aTBEPA)KEHOrO AianasoHy Yy
cneuudikauii Ha A®Il) posLMpeHHs
BEPXHbLOI Mexi TemMnepaTypu
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH ) ynakoska) a uka yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
nnasneHHa A®I BEH3OBAPEBITAN 3
137 °C po 139 °C
29. | BEH3OHAN - 6eH30 | NO3A Tabnetku no 100 mr, | ToBapucTB | YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHmx 3a UA/9793/01/01
IC® 6apbit | A no 10 Tabnetok y 03 [04aTKOBOK MaTepianis: 3MiHu | TUNy - 3MiHK 3 peuenmom
an 6nictepi; no 5 [04aTKOBO Bi4NOBiAA/IbHICTIO akocTi. A®l. KoHTponb A®l. 3miHa 'y
6nicTepiB y naui 10 "IHTEPXIM" napameTpax cneuudikauii Ta/abo
BiANOBIga [OMYyCTUMUX MEX, BU3HAYEHUX Y
NBHICTIO crneungikayiax Ha A®l, abo
"IHTEPXI BUXIiAHWA/NPOMIXKHWIA
M" npoAykT/pearexT, o

BMKOPWCTOBYIOTbCSA Y NpoLECi
BMPOGHMLTBA AD| (4ONOBHEHHS
cneundikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta Big4NOBIAHNM METOA0M
BUMPOBOYBaHHS) AONOBHEHHS
cneumdikaLii Ta METOAIB KOHTPOO
A®I| HOBMM nokKa3HUKOM «BTpaTa B
Maci nig, yac BUCYLLIYBaHHSA» Ta,
BiAANOBIAHO, YTOYHEHHSA
hopMy oBaHHA HOPMYBaHHSA TECTY
«KinbkicHe BU3HaYeHHs», a came
[o4atn «y nepepaxyHky Ha Cyxy
peyoBUHY». 3MiHM | TUMY - 3MiHN 3
akocTi. A®l. Bupo6HMUTBO. 3MiHa
BMPOGHMKA BUXIAHOro/NPOMIKHOTO
npoAaykTy/peareHTy, LWo
BUKOPVCTOBYIOTHCS Y BUPOOHUYOMY
npotieci A®l, a6o 3miHa BUPOBHMKa
(Bkntoyatoumn, oe HeobxigHo, micue
NpoBefieHHA KOHTPOJI0 AKoCTi) AP (3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI €BpONENCHKIl
dhapmakonei y 3aTBepAkeHOMY A0CbE)
(iHwWi 3MiHK). CynyTHA 3MiHa - 3MiHN 3
AKOCTi. A®l. BUpOGHNLTBO. 3MiHK
BUNpobyBaHb abo AONYCTUMUX MEX Y
npotieci Bupo6HuuTea A®I, Lo
BCTaAHOBJIEHI Y cneuundikayisax (iHwi
3MiHW) BBEJEHHSA a/IbTEPHATUBHOIO
BMPOGHUKA BUXIAHOI CUPOBUHK 1-
6eH30in-5-eTnn-5-theHinbapbitypoBoi
kucnotn TOB «®APMXIM». A Takox
3MiHa po3noginy igeHTndikauiiHux
TECTiB MK NepLUOI0 Ta ApPYro
iAeHTiKaLiamMmn y MeTodax KOHTPOsI
A®| Ta BifnNoBigHe X HaBEEHHS Y




58 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
cneuunadikauii A®l; - 3MiHK kpuTepiiB
NPUAHATHOCTI 38 TECTOM «3a/IMLLIKOBI
PO3UYNHHWKNY» 3 HAaBEAEHHAM
HOpMyBaHHSA Ana A®l, BUpo6eHoro i3
CVPOBVHY /1bTEPHATUBHOTO
BMPOGHMKA.
3MiHu 1l TUnNY - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®l. 3miHa y napameTpax
cneuudikayin Ta/abo gonycTummx
MeX, BU3HaYeHuX y cneuudikauisx Ha
A®I, ab0 BMXigHWIA/NPOMDKHWIA
npoayKT/pearenT, wo
BMKOPWCTOBYIOTbCS y NpoLeci
BMPOGHMLTBA AD| (3miHa nosa
MeXaMu 3aTBepIPKEHOro fianasoHy y
crneundikauii Ha APl) po3LMpeHHs
BEPXHLOI MeXi TemnepaTypu
nnasneHHs A®l BEH3OBAPBITAN 3
137 °C go 139 °C
30. | BETA3OH Betametha | 6etam | DO7C Masb no 15 ry Ty6i; TOBAPUC | YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/14023/01/01
YNbTPA sone and eTaso Cco1 no 1 Ty6i y kopobui 3 TBO 3 BMPOGHMLTBA, MaTepianis: 3miHu | TUNY - 3MiHK 3 peyenmom
antibiotics | Hy KapToHYy OBMEXE KOHTPO/Ib AKOCTI, AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
avnpo HOHO BUNYCK cepii: 3MiHM Yy BUPOOHMUTBI. 3MiHa po3mipy
nioHat BIANOBIA TOBAPUCTBO 3 cepii (Bk/IoYaoum dianasoH po3mipy
MiKPOH AJTbHICT OBMEXXEHOHO cepil) roToBOro nikapcbKoro 3acoby
i3oBaH {0] BIANOBIAANBHI (36inbweHHs fo 10 pasiB NOPIBHAHO i3
Wi, «KOPIMOP CTHO 3aTBEPKEHNM PO3MIPOM)- BBEAEHHS
KnoTp AUIA «KOPIMOPALIA [oAaTkoBMX po3Mmipis cepiid MN13
1nMaso «3[10POB «30POB’'A», 3artsepgxeHo: TOBAPUCTBO 3
n, "HA» YkpaiHa,; OBMEXEHOIO
reHTa BCi cTagii BIANOBIAA/TBHICTIO
MiLMHY BMPOGHMLTBA, «KOPIMOPALIA «300POB’A»:
cynb BUNYCK cepii: Liex Ne 4 ® XL, ainbHuua MP/1GCTaA.
ar TOBAPUCTBO 3 Po3wmip cepii cknagae: 3,846 Tuc. yn.
OBMEXXEHOHO no 15 r y Ty6ax (60,00 kr) Llex Ne 5
BIAMOBIOANBHI MN®, ginbHuus MK Po3smip cepii
CTIO cknapae: 3,846 tuc. yn.no 15ry
«KOPIMOPALLIA Ty6ax (60,00 kr) 3anponoHOBaHO:
«300POB'A», TOBAPVCTBO 3 OBMEXEHOHO
YkpaiHa; BIANOBIAA/IBHICTHO

KOHTPO/Tb SIKOCTI:
ToBapuncTBO 3
06MEXEHOI0
Bi4NOBiAA/IbHICTIO
"®APMEKC
PYM", YKpaina

«KOPTOPAUIA «300POB'A»: Liex
Ne 4 ®XLl, ginbHnuus MP/1OCTaA
Po3wmip cepii cknagae: 3,846 Tuc. yn.
no 15 r y Ty6ax (60,00 kr) Llex Ne 5
MN®, pinbHnus MIK. Po3smip cepii
cknagae: 3,846 tuc. yn. no 15ry
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
Ty6ax (60,00 kr) 5,3333 Tuc. yn. no 15
ry ty6ax (80,00 kr) 6,666 Tuc. yn. no
15 r y Ty6ax (100,00 kr)
31. | BETANOA- povidone- | nosigo | DO8A PO3YMH HaLLKIpHWIA, TOBAPUC | YkpaiHa | TOBAPWUCTBO 3 YkpaiHa BHECEHHS 3MiH O peecTpaLifiHnX 6e3 UA/15025/01/01
340POB'A iodine H-og G02 100 mr/mn no 50 mn TBO 3 OBMEXXEHOHO MaTepiasiiB: 3MiHu | TMny - 3MiHK 3 peyenma
a6o 100 mny OBMEXE BIAMOBISANBHI sKocTi. [oTOBWIA Nikapcbkuii 3aci6.
dhnakoHi; no 1 HOIO CTHO Cunctema
dnakoHy BIANOBIA «KOPIMOPALLIA KOHTeliHep/3akynoptoBasibHWI 3aci6.
YKyrnopeHomy AJTbHICT «30POB'A», 3miHa chopmu abo po3mipy
Hacagkorw Ta O YkpaiHa KOHTEWHepa un 3aKynoprBasIbHOro
KPWLLIKOO Y KOpoobUi «KOPIMOP (Bci cTagji 3aco6y (NepBMHHOT yNakoBKM)
3 KapToHy; no 100 AUIA BMPOGHMLTBA, (HecTepunbHI nikapcbki 3aco6u)
My KOHTeliHepi; no | «340POB KOHTPO/Ib AKOCTI, He3HayHa 3MiHa po3mipy
1 KOHTeHepy A BMNYyCK cepii); 3aTBEPKEHOI KPULLIKK Nig,
YKyrnopeHomy TOBAPUCTBO 3 kpanensHuuto O 20 Bnpo6HMKa TOB
HacajKot Ta OBMEXEHOIO «CTartyc», YKpaiHa.
KPWLLIKOO Y KOpoobUi BIANOBIAANBHI
3 KapToHy; no 1000 CTHO
My ONaKoHi «KOPIMOPALIA
YKynopeHomy «300POB'Ax»,
npo6koto- YkpaiHa
KpanesibHuLEer Ta (Bci cTagji
KPWLLIKOKO BMPOGHMLTBA,
OKpIM KOHTPO/IHO
AKOCTi Ta BUMYCKY
cepii)
32. | BETACMAH® | betametha | 6etam | HO2A PO3YUH ANS iH'EKLN, AT Ykpaina AT "dapmax” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/10526/01/01
sone eTaso BO1 4 mr/mn;no 1 mns "®papmak” marepianis: 3MiHu | Tuny - 3MiHu 3 peyenmom
HY amnyrni; no 1 a6o no akocTi. CepTudikaT BignosigHocTi/l E-
Hatpito 5 amnyn y nauui 3 cepTudikaT BiANOBIAHOCTI
hocd KapToHy; o 1 mn B €Bponeiicbkili
at amnyni; no 5 amnyn thapmakonei/moHorpadii. 3miHu,
y 6nictepi; no 1 noB'A3aHi 3 HEOOXIAHICTIO NpPVMBEAEHHS
6nicTepy B naui Yy BignoBigHiCTb [0 MOoHorpadii AdY
abo Esponelicbkoi hapmakonei, abo
iHLWOT HauioHasTbHOT thapmakonei
fepxasu €C (iHWi 3MiHN) BHECEHHS
3MiHM A0 cneuudikauii Ta meToais
BXiZHOTr0 KOHTPOJIIO ANA AitoyOol
peyoBUHN BeTameTasoHy HaTpilo
docdpaT BUpobHMLTBa Curia Spain
S.A.U., IcnaHis y 3B'A3Ky 3
npuBeAEHHAM Y BiANOBIAHICTb A0
BMMOr MOHorpadii E®, nogaHo
nocuiaHHA Ha €®* 3a nokasHnKammu
«lpeHTudikauis», «Mutome onTuyHe




60 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH ) ynakoska) a uka yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
o6epTaHHs», «CynpoBigHI AOMILLKN»,
«KinbkicHe BM3HaYeHHs», «[po30picTb

PO3UKHY», «KO/bOPOBICTb PO3UNHY»,
«pH», «Boga», «3a/MLLKOBI KiNlbKOCTI
OpraHiYHMX PO3YNHHMKIB»,
«MikpobionoriyHa yncrota», «bE».
3MiHu | TUNY - 3MiHKM 3 AKOCTI. ADL.
KoHTponb A®I (iHLWi 3MiHW) BUTy4YEHO
NoCWNaHHA Ha AKICTb CTaHAaPTHUX
3paskiB B METOZAX BXifHOTO KOHTPO/IO
ANs Oil4oi peyoBrHY 6eTameTasoHy
HaTpito pocdhat A41s nokasHuka
«lpeHTudpikauis». IHchopmauis woao
AKOCTi CTaHAAPTHUX 3paskKiB, LLO
BUKOPWUCTOBYHOTLCS NMPY BUNPOBYBaHHI
HaBefeHa B po3aini 3.2.S.5
CraHfapTHi 3paskun abo npenapatu
peecTpaujiiiHoro Aocke. 3miHu | Tuny -
3MiHY 3 siKocTi. APl. KoHTponb AdI
(iHLWi 3MiHW) BHECEHHS 3MiHM A0
cneuudikalii Ta MeToAiB BXiAHOro
KOHTPOJIIO A4N151 Ait040T peyYOoBUHU
6eTameTasoHy HaTpito dhocgoar,
30KpemMa BUyHEeHO NOoKasHWK
«PO3UMHHICTb», TaK AK AaHWii
NoKa3HUK Mae pekoMeHaauiliHui
XapakTep, Ta He € 060B’A3KOBUM.
3MiHu | TUNYy - 3MiHKM 3 AKOCTI. ADL.
KoHTponb A®I (iHLWi 3MiHW) BHECEHHSA
3MiHM 40 cneuudikauii Ta MeTogis
BXiHOTr0 KOHTPO/IO ANA Aitoyol
peYoBUHN BeTameTa3oHy HaTpIlo
dhocpat 3a NoKasHUKOM
«MikpobionoriyHa unctora -
BWTyYEHHSI MOBHOIO onNucy
npoBeAeHHs MeTOANKN; AONOBHEHHS
BiAMNOBIAHUM NOCUNAHHAM Ha Aitouy
pegakuito Y, €D 2.6.12, 2.6.13,
5.1.4. 3MiHn | TUNY - 3MiHK 3 AKOCTI.
A®I. KoHTposb API (iHLwui
BHECEHHS 3MiHM A0 cneundikauii Ta
MeTOoZIB BXiJHOro KOHTPO/I ANs
L0401 pevyoBuHN 6eTaMmeTasoHy
HaTpito chocdhaT 3a NOKa3HNKOM
«KinbKicHe BU3HaYEHHSI»- NpUBEAEHO

Y BiANOBIAHICTb A0 BUMOT MOHOrpadii




61 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
€® 3 fogaBaHHAM NoCUNaHHA Ha €D,
BWyYEHO (hOPMY/Ty PO3paxyHKy.
33. | BET®EP 1A Interferon pekom | LO3AB | nopoLuok gns TOB "®3 YkpaiHa | TOB"®3 "CTALA" | YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHmx 3a UA/15462/01/01
nnroc beta-la 6iHaHT | 07 PO3UMHY AN5 iH'eKLil "CTALA" marepianis: 3MiHu | Tuny - 3MiHu 3 peyenmom
HWI no 6000000 MO (30 AKOCTI. [O0TOBWMIA NTikapcbkunii 3aci6.
iHTep MKr); 1 don1lakoH 3 KOHTPO/1b rOTOBOrO NiKapcbkoro
doepoH NOPOLLKOM Yy 3aco6y (iHLWi 3MiHK). BHeCeHHs
6eta-1 KOMNAekTi 3 1 YTOYHEHHS B OMUC METOAM
a amnysnoto 3 npoBefeHHA KOHTPoto skocTi 13 3a
noavH PO3YMHHMKOM MO 1 nokasHNKOM "KiflbKicHe BU3HAUYEHHS.
n M (Boga gnis MpoTMBipyCHa aKTUBHICTL" y 3B'A3KY 3
iH'eKLil cTepunbHa) BUAB/IEHOK TEXHIYHOI HETOYHICTIO Y
y 6nicTepi; no 1 TEKCTOBOMY OMNUCI CXeMU ABOPA30BUX
6nictepy y navui 3 reoMeTpUYHUX po3BefeHb. 3MiHN |
KapToHy; 4 dhnakoHn TMny - 3MiHK 3 AKkocTi. API. KOHTposib
3 MOPOLLKOM Y A®| (iHWi 3MiHW). BHeceHHs
KomnekTi 3 4 YTOUYHEHHS B ONWUC METOAM
amMnynamu 3 npoBefieHHA KOHTPOS0 AKOCTi AdI 3a
PO3YMHHMKOM MO 1 nokKasHNKOM "KiflbKicHe BU3HAUYEHHS.
M/ (Boga gnis MpoTMBipyCHa aKTUBHICTL" y 3B'A3KY 3
iH'eKLil cTepunbHa) BUSAIB/IEHO TEXHIYHOI HETOYHICTIO Y
y 6nictepi; no 1 TEKCTOBOMY OMNUCI CXeMU ABOPA30BUX
6nictepy y navui 3 reoMeTpUYHUX PO3BEAEHb.
KapTOoHY
34. | BICENTON® Sulfameth | cynbp | JOLEE | Tta6netkun no 400 AT Monbwa AT "Apaves Monbla BHECEHHS 3MiH 40 peecTpaviinHmx 3a He UA/3027/01/02
oxazole ameto | 01 mr/80 mr; no 20 "Apavep, dapma" marepianis: 3miHu | TMny - 3MiHn peyenmom | nion
and Kcason TabneTok y 6nicrepi; dapma” Loao 6e3nekn/edeKTUBHOCTI Ta seae
trimethopri | , nol,2a6o3 thapmakoHarnsagy. 3MiHa y KopoTkii
m TprmMe 6nictepu B XapakTepucTuLi Nikapcbkoro 3acoby,
Tonpu KapTOHHi kopobuy; TEKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
M no 14 tabneTtok y MeAUYHOro 3acTocyBaHHs Ha nigcTasi

6nictepi; no 1 a6o 2
6nictepu B
KapTOHHi kopobuyj;
no 1000 TabneTok y
MeTaneBoMy
KOHTelHepi

perynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
pocnimpkeHb 3 6e3neky 3acTocyBaHHS
nikapcbkoro 3acoby B
nicnspeecTpaiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IIKEHb,
npoBeJeHVX BiANoBIAHO 4O NaHy
negiatpnyHux gocnimxkeHs (PIP)
(3MiHY Y3ro)eHo 3 KOMMNETEHTHUM
YNOBHOBaXXEHUM OpraHoMm)
3MiHV BHECeHO B IHCTpYKUito ANns
MeAMYHOT0o 3aCTOCYBaHHS JlikapCbKoro
3acoby Jo po3ainis
«[lMpoTunokasaHHs», «Oco6NBOCTI
3aCTOCYBaHHsA», «3aCTOCYBaHHSA Y




62 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH ) ynakoska) a uka yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
nepiog, BaritTHOCTi abo rofyBaHHs
rpyaAto», «MobiyHi peakuii» o0
6e3nekn 3acTocyBaHHS Aitoyoil
peyoBMHU. BBEAEHHS 3MiH MPOTSAroM
6-TV MicALIB NiCNsA 3aTBEPLKEHHS.
3MiHn | TURY - 3MiHK WoAao
6e3nekn/eheKTUBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiH1) 3MiHn
BHECEHO B IHCTPYKLUil0 415 MeAUYHOro
3aCTOCyBaHHS NikapCbKoro 3acoby A0
po3giny «Mo6iuHi peakuii» Wwono
3BiTyBaHHS NPO NOGiYHI peakw;i.
BBefeHHs 3MiH NpOTAroM 6-Tn micsuis
nicns 3aTBepkKeHHs.
35. | BICENTON® Sulfameth | cynbdp | JOLEE | Ttabnetku no 100 AT Monblwa AT "Apamep, Monbwa BHECEHHS 3MiH A0 peecTpaLinHmx 3a He UA/3027/01/01
oxazole ameto | 01 Mr/20 mr; no 20 "Apjamvef[ dPapma” martepianis: 3miHu | TUny - 3MiHK peuenmom | nion
and Kcason Tabnetok y 6nictepi; dapma" Lofo 6e3nekn/edheKTMBHOCTI Ta seae
trimethopri | , no 1 6nictepy B hapmakoHarnsgy. 3miHa y KopoTkili
m Tpume KapTOHHi kopobuyj, XapaKTepucTuLli Nikapcbkoro 3acooby,
Tonpu no 1000 TabneTok y TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
M MeTasieBoMy MeJMYHOro 3acToCyBaHHS Ha MigcTaBi
KOHTElHepi perynsipHoO OHOB/IHOBAHOIO 3BITY 3

6e3nekun nikapcbkoro 3acoby, abo
[ocnipkeHb 3 6e3Mnekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpauiinnii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
nposefeHnX Bi4NOBIAHO [0 NnaHy
negiatpnyHmx gocnigxeHnb (PIP)
(3MiHY Y3ropKeHo 3 KOMNETEHTHUM
YNOBHOBaXXEHUM OpraHoMm)
3MiHV BHECEHO B IHCTPYKL,i0 AN1si
MeJMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby o po3ainis
«[poTnokasaHHs», «OCco6ANBOCTI
3aCTOCYBaHHA», «3acToCyBaHHSA Y
nepiog, BaritTHoCTi abo rofyBaHHs
rpyaAto», «MobiyHi peakuii» o0
6e3nekn 3acTocyBaHHS Aitouoil
peyoBVHY. BBEAEHHSA 3MiH MPOTArOM
6-Tn MicAUIB NiC/1A 3aTBEPLAKEHHS.
3MiHu | TUNY - 3MiHK Wwoa0
6e3nekn/etheKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3MiHn
BHECEHO B IHCTPYKLUil0 415 MeAUYHOro
3aCTOCYBaHHSA NikapCbKoro 3acoby Ao
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

po3ainy «lMo6iyHi peakuii» woa0
3BiTYBaHHSA NPO NOGIYHI peakw;i.
BBefeHHs1 3MiH NpoTArom 6-T MicsALiB
nicns 3aTBepKEHHS.

36.

BI®OHAT-
30POB'S

bifonazole

6ichoH
a3on

DO1A
C10

renb, 10 mr/r, no 15
ry Ty6i; no 1 Ty6i B
KapTOHHi Kopobuyi

TOBAPUC
TBO 3
OBMEXE
HOKO
BIAMNOBIA
ANBHICT
O
«KOPIMOP
AUIA
«300POB
"A»

YkpaiHa

TOBAPUCTBO 3
OBMEXEHOIO
BIANOBIAANBHI
CTIHO
«KOPIOPALIA
«3[0POB’A»

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnx
MaTepianis: 3miHu | TUNY - 3MiHK 3
AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOOHMUTBI. 3MiHa po3mipy
cepii (BkIoYaoum gianasoH po3mipy
cepil) roToBOro NikapcbKoro 3acoby
(3mMeHLweHHA go 10 pasiB) - AogaHo
MEHLLUNIA pO3Mip cepild, y 3B’A3Ky 3
BMPOGHNYOK HEOBXIHICTIO.
3arBepgkeHo: 5,128 tuc. yn. no 15ry
Ty6ax (80,00 kr); 3anponoHoBaHo:
5,128 Tuc. yn. no 15 r y Ty6ax (80,00
Kkr); 2,000 Tuc. yn no 15 r y Ty6ax
(30,00 «r). 3miHuK | TUNY - 3MiHK 3
AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
3MiHV Yy BUPOBHMUTBI. 3MiHM y Npoueci
BUPOGHMLITBA FOTOBOrO NiKapCbKOro
3aco0y, BK/IOYaKUM NPOMIKHWIA
MPOAYKT, WO 3aCTOCOBYETLCA NpU
BMPOOBHWLITBI FOTOBOrO /iKapCbKOro
3acoby (He3HauyHa 3MiHa y npoteci
BMPOOHMLTBA) - Y 3B’A3KY 3 TEXHIYHOIO
Ta TEXHONOTYHOK [OUiNTbHICTIO
BHECEHO He3HauHi 3MiHM y npouec
BMPOGHMLTBA @ came: 3aMiHEHO
peaktop (V=0,100v3) Ha
romoreHisauiiiHy cuctemy re10 gns
3aTBEPKEHOrO po3Mipy cepii Ta
[ofaHo peakTtop-romoreHizaTop 12
0N cepiii Manoro o6’emy. Y 3B'A3Ky 3
BULLEBKa3aHMM 0AAHO napameTp -
LIBWAKICTb NepeMillyBaHHS, Kl
3a3HayeHo y BifnoBifHOCTI A0
npoToKoy KBatidhikauii i IHCTPyKUiT 3
ekcnnyaTawji romoreHisauiiHoi
cuctemn Md10 Ta peakrtopa-
romoreHizatopa Fe12.

6e3
peyenma

UA/2391/01/01

37.

BIPPEH®ACI
HO

phenibut

heHib
yT

NO6B
X22

Kancynu TBepgi no
250 wmr, no 20 a6o
40, abo 60 kancyn
TBEPAUX Y

nonieTuaeHosomy

TOB
«ACIHO
YKPAIHA»

YkpaiHa

CninbHe
YKparHCbKO-
icnaHcbke
nigNpPUEMCTBO Y
dopmi ToBapucTea

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu | Tuny -
AZMIHICTpaTMBHI 3MiHN. 3MiHa Ha3BU
nikapcbKoro 3acoby - 3miHa Ha3Bu
NikapcbKoro 3acoby. 3aTBepaXeHo:

3a
peyenmom

He
nion
f2ae

UA/21021/01/01




64 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
KOHTeliHepi, 3 06MexeHot ®EHIPOH (PHENIRON)
3aKynopeHomy BiANOBIAA/ILHICTIO 3anponoHoBaHo: BI®PPEH® ACIHO
nonieTuIeHOBO "Cnepko YkpaiHa", (BIFREN® ACINO) BBefeHHs 3miH
KPULLIKOKO 3 YkpaiHa NPOTArom 6-Tu MicALiB nicns
KOHTPO/SIEM MEPLLOro NOBHUIA LKA 3aTBEpMKEHHS. 3MiHM | TNy -
BiAKPWTTA B nauui 3 BMPOGHMLTBA, AAMiHICTpaTMBHI 3MiHW. 3MiHa
BUNYCK cepi; HaliMeHyBaHHs Ta/abo agpecu Micus

KapToHy

KOHTPO/Ib AKOCTI

NPOBaKEHHS AiSiSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIYaum
AinbHUUI BUNYyCKy cepii abo micue

NpoBeAeHHs KOHTPOJIIO SKOCTI.
([isnbHICTB, 3a Ky BignNoOBifaE
BMPOGHMK/IMNOPTEpP, He BK/IOYaymn
BWMYCK CePiii) - YTOUHEHHS HAa3BK Ta
afpecun MicLs NPoBaKeHHs
AisnbHocTi BUpobHuka N3, a came
Ha3Ba 3MiHnnack 3 CninbHe
yKpaiHCbKO-icnaHCcbke NignpueMcTBO
"Cnepko YkpaiHa", YkpaiHa Ha
CninbHe yKpaiHCbKO-icnaHcbke
nignprMeMCTBO Yy hopmi ToBapucTBa 3
06MEeXeHOH0 BifNoBiAaNbHICTIO
"Cnepko YkpaiHa", YkpaiHa, Ta agpeca
3 (21027, YkpaiHa, M. BiHHUUS, BY.
600-pivusn, 25-b) Ha (21027, YkpaiHa,
BiHHMLbKa 0671., M. BiHHULSA, BYn. 600-
piuus, 25-B). BupobHuya ginbHuus Ta
BCi BUPOGHWYI onepauii 3anvwatTbes
He3MiHH1MWU. BBegeHHS 3MiH NpoTArom
6-Tn MicAUIB NicNsA 3aTBEPLKEHHS.
3MiHn | TURY - 3MiHK LWoAao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) - 3MiHK
BHECEHI B iHCTPYKLIitO0 419 MEANYHOrO
3acToCyBaHHS Nikapcbkoro 3acoby Ao
po3ainy "Micue3HaxomKeHHs
3asBHMKA" LLIOA0 BHECEHHSA

KOHTaKTHUX AaHnX 3asBHUKA.

BBefeHHs 3MiH NPOTAroM 6-Tn micsuis

nicns saTBepaKeHHs. 3MiHu | Tuny -

3MiHu Wwopao 6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHK) -

OHOBNEHO TEKCT MapKyBaHHSA

NepBUHHOI Ta BTOPUHHOT YNaKoBKu

niKapcbKoro 3acoby. BeeeHHs 3MiH
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH ) ynakoska) a uka yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHSA. 3MiHM | Tvny -
AAMiHICTpaTMBHI 3MiHW. 3MiHa

HaliMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaKEHHS AiSSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIUaum
AinbHUUI BUNYyCKy cepii abo micue
NpoBeAEeHHS KOHTPOJIIO SKOCTI.
([isnbHICTB, 3a AKy BignNoBifaE
BMPOGHMK/iMNOpTEpP, BKOYaUN
BUMYCK cepiii) - 3MiHa Ha3Bu Ta
afpecun MicLs NPoBaKeHHs
BUpo6HMKa /13 3 CnislbHe yKpaiHCbKO-
icnaHcbke mignpuemcTBo “"Crnepko
YkpaiHa" Ha CnifibHe yKpaiHCbKO-
icnaHcbke MignpuemcTeo y hopmi
TOBapuCTBa 3 06MEXEHOI0
BignoBiAanbHICTIO "Cnepko YkpaiHa',
YkpaiHa, Ta 3 (21027, YkpaiHa, m.
BiHHuUSA, Byn. 600-pivus, 25) Ha
(21027, YkpaiHa, M. BiHHWUSA, BYN.
600-piyus, 25-1). Y 38'A3Ky 3
BiJOKPEM/IEHHSAM BUPOGHNYOro
Kopnycy Bif pewTy 6yaisens 3
[OAaHHAM [04ATKOBOI NiTepu.
Brpo6HMya AinbHuUA Ta BCi BUPO6HUYI
onepawji 3a/MwalTbCa HE3MIHHUMU.
3MiHN BHECEHO B IHCTPYKLilO AN
MeAMYHOro 3aCTOCYBaHHS /liKapCbKoro
3acoby 0 po3ainis "BMpo6GHUK" Ta
"Micue3HaxomKeHHs BUPOOHVKa Ta
agpeca Micus NpoBaXEHHS 1oro
LiSNbHOCTI" Ta AK HAacNiAoK - y TEeKCT
MapKyBaHHS! yNakoBKW JlikapCbKOro
3acoby. BBeeHHS 3MiH NpoTArom 6-Tu
MicALiB nicns 3aTBepKEHHS. 3MiHN |
MRy - 3MiHN Woa0
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo
3MiHM [0 y3arasibHEHUX JaHuX npo
cuctemy thapmakoHarnagy (sBegeHHs
y3arasnibHeHUX AaHvx Npo cuctemy
dhapmakoHarnsgy, amiHa
YyMOBHOBaXeHOI 0cobw,

BiANOBIAa/IbHOI 3a 3AiiCHEHHS
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n/n
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MixxHapoo
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Hasga
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UHU

Koo
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Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

thapmMakoHarnsagy; KOHTaKTHoi ocobu 3
hapmakoHarnsgy 3asBHuka ans
3pificHeHHs1 hapMakoHarnisgy B
YKpaiHi, K0 BOHA BiAMIHHA Bif

YNOBHOBaXEHOT 0cobu,
BiANoBiga/IbHOI 3a 3MjACHEHHSI
hapmakoHarnagy (Bkiovaioum
KOHTaKTHI AaHi) Ta/abo 3MiHn y

po3MilLleHHi MacTep-ghaiina cuctemm
hapmakoHarnagy) - 3miHa
YMNOBHOBaXEHOI 0CO6M 3as1BHMKA,
BiANOBIAa/IbLHOI 3a thapMakoHarnsg.
[itova pepakuia: Ckpunka ApTyp
CeprilioBny. MponoHoBaHa pefakujs:
CopokonetoBa Anna BopuciBHa.
3MiHa KOHTaKTHUX AaHuX

YNOBHOBaXEHOT 0co6u,
BiANoBiga/IbHOI 3a 3MjACHEHHSI
hapmakoHarnagy. 3miHa micus

3[iACHEHHSI OCHOBHOT AisiNIbHOCTI 3
thapmakoHarnsagy. 3miHa
MiCLie3Hax0MKeHHs1 MacTep-haiina
cucTemn dhapmakoHarnsgy Ta iioro
Homepa. 3miHa 3asBHuvka /13 (MIBI)
(BnacHvka peecTpaujiiHoro
noceigyeHHs) (3rigHo Hakaly MO3 Big
23.07.2015 Ne 460): 3miHa 3asiBHUKa
N3. 3aTBepmxeHo: CninbHe
YKpaiHCbKO-icnaHCcbke NignpuemMcTso
"Cnepko YkpaiHa", YkpaiHa.
3anponoHoBaHo: TOB "AciHo
YkpaiHa", YkpaiHa Y 3B'A3Ky 3 3MiHO0
3asBHUKa 404aHO Po3ainu «3asBHUK»
Ta «Micue3HaxompKeHHs 3asBHMKa» B
IHCTPYKLi0 ANS MegnyHOro
3aCTOCYBaHHS Ta BHECEHO BifnoBiaHi
3MiHU B TEKCT MapKyBaHHS BTOPUHHOI
yMakoBKM NMiKapCbKoro 3acooby.
BBefeHHs1 3MiH NpoTArom 6-T MicsALiB
nicns 3aTBepKEHHS.

38.

BYCTPUKC
KOMBIHOBA
HA

BAKLIMHA
ang
NPO®IIAKTA

Pertussis,
purified
antigen,
combinatio
ns with
toxoids

angpte
piiHNIA
aHaTokK
cuH (D

npasL}

JO7AJ
52

cycneHsis gns
iH'ekuin, 0,5
Mn/go3y; no 1 aosiy
nonepegHbL0
HanoBHEHOMY
wnpuui; no 1

nakcoCwmi
TKnsiH
Ekcrnopt
Nimiteq

Benuka
BpuTaHi
a

"nakcoCmiTKnsiiH
Bionoaxikans,
PpaHLis
(PopmyBaHHs,
HanoBHEHHS B
nonepeaHbLo

dpaHuis
/

Benebris

BHECEHHS 3MiH 4O peecTpauiiHnx
mMartepianis: 3miHu Il Tuny - 3mMiHn 3
AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
3MiHM Y BUPOOHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYTbCA
BUMNYCKY Cepii Ta KOHTPOJIH0 SIKOCTI

3a
peyernmom

UA/14955/01/01




67 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
KU ANDTEPII, eBuii nonepeaHL0 HanoBHeHi roToBOro NikapcbKoro 3acoby (3amiHa
NMPABLA, aHarTok HanoBHeHOMY LunpuLi, abo gofaBaHHA AiNbHULI, Ha SAKiRA
KALLUTOKY cuH (T LINpULY Y KOMMEKTI MapKyBaHHs Ta 3[iICHIOETLCSA KOHTPO/b
(ALENONAP ) 3 ;BOMA rosikamu B nakyBaHHs, AKOCTi/BUNPOBYBaHHA cepii ans
HWUIA Bordet N1acTUKOBOMY KOHTPO/b SKOCTI); 6i0N0rYHOro/iMyHOI0MYHOTO
KOMMOHEHT ella pe KOHTelHepi; no 1 "nakcoCmiTKnsiiH nikapcbKoro 3acoby, Ta 6yab-sKoi
) rtussis KOHTElHepy y Bionogxikans [iNbHULI, Ha SKil 3aCTOCOBYETLCS
(AocoprPb0OB Kawun KapTOHHI KOpooL;j C.A., benbris 6i0NorivHMIA/IMYHONOTIYHNI MeTOL,
AHA, 3I FOKOBI (HanoBHeHHs B BMNpo6yBaHHSA). [loaaHHs
SMEHLUEHN aHTure nonepeaHL0 «GlaxoSmithKline Vaccines S.R.L.",
M BMICTOM HW: HanoBHEHI CieHa, ITanisi, Kk aflbTepHATUBHOIO
AHTUrEHIB) Kawn Lnpuui, BMPOGHMKA, BiAMOBifaIbHOTO 3a
IOKOBU MapKyBaHHS Ta TeCTyBaHHS aKTMBHOCTI KaLL/THOKOBUX
n nakyBaHHs, aHTureHis (etan in vivo) nig yac
aHaToK KOHTPO/Ib SKOCTI); BUWMYCKY FOTOBOrO NPOAyKTY y chopMmi
cuH (P InakcoCmiTKnsiAH KiHLeBoro HaniBnpoaykTty (Final bulk)
T Bionogxikans (TO6TO roTOBOrO NPOAYKTY A0
thinam C.A., benbris HanoBHEHHS B MEPBVHHY YNakoBKy) Ta
€HTO03 (KoHTponb sikocTi, nif yac NoAasbLIOro KOHTPOSIo
HWi1 re BUMYCK cepii) cTabiNbHOCTi FOTOBOrO NPOAYKTY
marsnio (roToBOro NPOAyKTY B NEPBUHHIA
TUHIH ( ynakoBLii Ta roTOBOro NPOAYKTY B
FHA)Y, KIHL,EBI Tapi). BunpobyBaHHs Ha
neprak aKTVBHICTb KaLL/IIOKOBUX aHTUTEHIB in
TWH (P Vivo NpoBOAUTLCS Y 2 eTanu, a came:
RN)* in vivo (OTpMMaHHsA cvpoBaTOK MULLIEIA)
ladcop Ta in vitro (aHani3 cMpoBaToK METOAOM
608aH ELISA). O6uasa etanu 6yayTb
ull Ha nepeHeceHi HaCTYMHUM YHOM:
asnmomi « ETan in vivo Hapasi npoBoauTbCA B
Hito M. PikceHcapT, Benbris, Ta 6yae
2iopok nepeHeceHo fo M. CieHa, ITanis.
cuoi « ETan in vitro Hapasi npoBoanTbLCA Y
(Al(OH M. BaBp, benbrisi, Ta 6yae
)3) ma nepeHeceHo Ao M. Posis, ITanis
asnmomi (nofaHo OKpemoto 3MiHOK B JaHOMY
Hito nakeTi 3MiH).
pocp KomnaHisi nigTBepaXye, WO 3MiH Y
ami NiHiAX Ta nocTavyasibHKax TBapuH
(AIPO, HeMae, OCKiflbkM K 3aTBepAKeHi, Tak i
) 3anponoHoBaHi nadopaTopii

BVIKOPVICTOBYIOTb OfHaKOBI JTiHil
TBaPWH Bif OAHOr0 NocTavasbHMKa
3MiHn |l Tuny - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbkuii 3aci6. 3MiHK y
BMPO6GHUUTBI. 3MiHa iMNopTepa/3MiHK,
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IIpopoBxeHHs

Ymosu

Pek

Homep

JopaTka 3

n/n

Hassa
JliKapcbKO20
3acoby

HenameH

MixxHapoo | Hassa Koo
Ha dito4o ATX

moeaHa pedyos

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Bionycky

nam
yBa

HHST*
*

peecmpayitiHo
20
nocsioYeHHs

Has3sa*

UHU

LLIO CTOCYIOTbCS BUNYCKY cepii Ta
KOHTPOJII0 AIKOCTi FOTOBOrO NiKAPCbKOro
3acoby (3amiHa abo gofaBaHHs
OiNbHULI, Ha AKil 34iACHI0ETbCS
KOHTPO/1b AKOCTI/BUNPOGYBaHHSA cepii

Ans 6ionoriyHoro/iMyHONOri4YHOro

nikapcbKoro 3acoby, Ta 6yab-sKoi

[iNbHULI, Ha SKi 3aCTOCOBYETLCSA

6i010riYHMIA/IMYHONOTIYHWI MeTop,

BMNPOGYBaHHSA). JlonaHHs

«GlaxoSmithKline Vaccines S.R.L.",

Bennapis-Poszis, Cosiunnne, Itanis, sk
anbTepHaTMBHOMO BUPOGHYKA,
BiANOBIA&/IbHOIO 3a TECTyBaHHSA

aKTVMBHOCTI KaLL/TlOKOBWX @aHTUTEHIB
(etan in vitro ELISA) nig yac Bunycky
roTOBOro NPOAYKTY Yy dhOpMi KiHLeBOro

HaniBnpoaykTy (Final bulk) (To6To

roTOBOro NPOAYKTY A0 HAMOBHEHHS B
nepBUHHY YNakoBKy) Ta nif yac
noAasIbLLIOro KOHTPOSIK CTabiNbHOCTI
roToBOro NPoAyKTy (roTOBOro

NpoAyKTY B NEPBUHHINA ynakosL,i Ta

roTOBOrO NPOAYKTY B KiHLEBIl Tapi).

Bunpo6yBaHHA Ha aKTUBHICTb
KaLL/TIOKOBWX aHTUrEHIB in vivo
npoBOANTLCA Y 2 eTanu, a came: in

Vivo (OTPMMaHHS CpPOBAaTOK MULLIEIA)

Ta in vitro (aHani3 cMpoBaToK METOAOM
ELISA). O6bnaBa etanu 6yayTb
nepeHeceHi HaCTYMHUM YHOM:

» ETan in vivo Hapasi npoBoauTbLCSA B
M. PikceHcapT, Benbris, Ta 6yae
nepeHeceHo o M. CieHa, ITanis

(nofaHo OKPeMoto 3MiHOK B AaHOMy

nakeTi 3MiH).

 ETan in vitro Hapasi npoBoauTbCA Y

M. Basp, Benbris, Ta 6yae
nepeHeceHo Ao M. Posis, ITanis.
KomnaHisi nigTBepaxye, LWo 3MiH y
NiHIAX Ta nocTavyasibHUKax TBapuH

Hemae, OCKINbKM AK 3aTBEPKEHI, TakK i

3anponoHoBaHi nabopaTopii
BVIKOPVICTOBYIOTb OfHaKOBI MiHil
TBAPWH Bif OAHOTO NOCTaYa/1bHUKA.

3a

UA/21158/01/01

denosuma

geHoc | MO5B

PO34MH ANA iH'EKLiA,

CaHpo3

AsCTpist

MOBHUIA LIMKN

CnoBeHi

BHECEHHS 3MiH 10 peecTpaLifiHmnX

39.

BAECT



69 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
b ymab X04 70 mr/mn; no 1,7 mn 6X BUpOGHUMLTBA: Jlek al MaTepianis: 3MiHu | TUNy - 3MiHK 3 peuenmom
(120 wmr) y chnaxoHi; PapmaLeBTUYHa AscTpisi/ AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
no 1 donakoHy B KomnaHis 4.4., LlBeiua 3MiHU y BUPO6HMUTBI. 3amiHa abo
KapTOHHI Kopo6Lyi CnoBeHis; pist BBEJEHHSA [0AATKOBOI Ai/IbHUL
KOHTPO/Ib cepii: BMPOGHMLTBA A1 YacTUHM abo BCbOro
HosaprTic BMPOGHNYOro NpoLecy rotToBoro
PapmacbloTikas nikapcbKoro 3acoby (iHLi 3MiHu) -
MaHythakTypuHr BBe/eHHs byaisni 76 / sopaTok 2 sk
NNC, Cnoseris; a/lbTEPHATUBHY 30HY AN1S
KOHTPO/b Cepil: PO3MOpPOXYBaHHSA Ta 3BaXyBaHHSA
HosaprTic Aitoyoi pevoBnHN y Jlek
dapmacbloTikan dapmaLieBTMYHa KOMMaHisA 4.4.
MaHydbakTypiHr [0AaTKOBO [10 NOTOYHOTO
vm6X, ABCTpisi; NPUMILLEHHS, LLLO eKCnyaTyeTbCs
KOHTPO/Ib cepii: KomnaHieto HoBaprTic (6ygisns 4/4a),
Consiac AT, Ta 4ofaHO BUf TPaHCNOPTY «MOPCbKi
LLseiuapis; nepeBe3eHHsi» B Moy b
PO3MOpPOXYBaHHS i 3.2.P.3.5.3MiHu | TURy - 3MiHK 3
3BaXyBaHHSA AKocTi. A®l. BUpo6GHULTBO. 3MiHU B
PEYOBUH, npoteci BupobHuutea AP (iHwwi
KOHTpPO/b Y 3MiHW),
npoueci He3HauHi 3MiHK y npoLeci
BMPOGHMLTBA: BMPOGHMLITBA Ait04OT PeYOBUHN AN1S
Hosapric NOAOBXEHHS Yacy BUTPUMKW PO3YUHY
PapmacbloTikas USP TYCYL 0000, wo
MaHyhaKTypuHr BMKOPWCTOBYETHLCA /19 BUPOGHNLTBA
NNC, CnoseHis [il040i peYOBVHY Ha yCTaHOoBLi
0 HOPa30Boro nigxmeneHHs (DFB),
posTalloBaHili y BupobHmka Novartis
Pharmaceutical Manufacturing LLC, 3
30 aHiB npu Temnepatypi 2-8 °C, a
notim 30 gHis npun 19-25 °C go 180
OHiB npu 2-8 °C, a noTim 30 gHiB npu
19-25 °C. Takox BK/0YEHO
pejakuiiHi 3miHn go posginis 3.2.5.2.3
1a3.2.5.3.1.
40. | BAHKOMIUN vancomyci | BaHko | JO1XA | nopoliok gns TOB YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiHnX 3a UA/20769/01/01
H n MiymHy | 01 po3unHy ans iHdysin | "APTEPIY "KuiBmeanpenapa MaTepiasiis: 3MiHu | TMny - 3MiHK 3 peuyenmom
rigpox no 500 mr; no 10 M ATAO" T sKocTi. [OoTOBWIA Nikapcbkuii 3aci6.
nopug hNaKkoHiB y 3MiHW Y BUPOGHULTBI (iHLUi 3MiHW)
KOHTYpPHil BMNPAB/IEHHS] TEXHIYHNX MOMWIOK,
YapyHKOBIli LONyLEeHNX Npu NEPBUHHIN peecTpauii
ynakosti, no 1 N3 Ta yTOUHEHHS pagdy eTanis
KOHTYpPHil TEXHOJI0TYHOrO NpoLecy B po3gii
YapyHKOBIli ynakoBLii 3.2.P.3. MNpouec BMpo6HULTBA
B nauuj NiKapcbKoro 3acoby.




70 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
41. | BAHKOMIUW vancomyci | BaHKOo | JO1XA | nopoLuok Ans TOB YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/20769/01/02
H n MiguHy | 01 po3uunHy ans iHdysiii | "APTEPIY "KuiBmegnpenapa marepianis: 3MiHu | Tuny - 3mMiHu 3 peyenmom
rigpox no 1000 wr; no 10 M ATAh" T SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
nopug hnakoHiB y 3MiHM Y BUPOOHULTBI (IHLWi 3MiHW)
KOHTYPHIli BUMPAaB/IEHHS TEXHIYHNX NOMUSIOK,
YapyHKOBIli OONyLEeHNX Npu NEPBUHHIN peecTpavii
ynakosLi, no 1 13 Ta yTOUHEHHs psaay eTanis
KOHTYPHIl TEXHO/OrYHOro npoLecy B po3gini
YapyHKOBIli ynakoBLii 3.2.P.3. MNpouec BMpobHULTBA
B nauuj NiKapcbKoro 3acoby.
42. | BEFOBI® semaglutid | cemar | A10BJ | po3unH ANs iH'ekuin A/T Hoeo [Oanis NPUroTyBaHHS, JIECTE BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/20617/01/02
®PIEKCTAYUY® | e nytmg* | 06 no 0,5 mr; no 1,5 mn Hopgaick HanoBHEHHSA Ta martepianis: 3miHu | TUny - 3MiHn peyenmom
* PO3UnHY Y KOHTPO/b SKOCTI oo 6e3nekn/edekTMBHOCTI Ta
AHano nonepegHLo npoaykuii in bulk hapmakoHarssgy. 3miHa 4actoTu
r HanoBHEHIN Wnpuy- (kapTpuaxi no 1,5 Ta/abo TepMIHIB MOAAHHSA perynsipHo
noacb pyuui; 1 nonepeAHL0 mMn Ta 3 mn). OHOB/IIOBAHUX 3BITIB 3 6e3nekn
Koro HanoBHeHa LUNpWL- BignosigansHuii NiKapCbKnx 3acobiB - 3MiHM YacToTh Ta
rnoKar pyyka Ta 4 3a BUMycCK cepil TepPMiHiB NoAaHHS perynsipHo
OHOMO Of1HOPAa30Bi rosKu roToBOro OHOB/IIOBAHOTO 3BITY 3 6e3neku.
nibHor Hoso®aiiH® lNntoc B niKapcbKoro [itoua pegakuis: Yactora nogaHHs
o} KapTOHHI KopoobLyi 3acoby: perynsipHo OHOB/IIOBAHOTO 3BITY 3
nentu A/T Hoso Hopgick, 6e3nekn 1 pik. KiHuesa garta ans
ay-1 [Oanis; BKJ/THOYEHHS JaHWX [0 perynspHo
(rmn- NpUroTyBaHHA, OHOB/IHOBAHOTO 3BITYy 3 6e3neku -
1), HanoBHEHHA Ta 31.05.2025 p. [ata nogaHHs -
BUTOTO KOHTPO/b SKOCTi 09.08.2025 p. MponoHoBaHa pegakuis:
B/IEHN npoaykuii in bulk YacToTa nofaHHs perynsapHo
3a (kapTpuaxi no 1,5 OHOB/IHOBAHOrO 3BITY 3 6€3MNeKn 2 POKU.
TEXHO M Ta 3 Mi). KiHueBa gata Ans BKIOUYEHHS faHNX
norieto KomnnektyBaHHs, [0 perynsapHoO OHOB/IOBAHOTO 3BITY 3
pekom MapKyBaHHA Ta 6e3neku - 31.05.2027 p. laTa
GiHaHT nakyBaHHsi nofaHHs - 29.08.2027 p.
HOT roToBOro PekomeHf0BaHO [0 3aTBEPAKEHHA
OHK B nikapcbkoro BiANOBIAHO A0 NepiofMYHOCTI NoJaHHSA
Sacch 3acoby PerysisipHoO OHOBJTHOBaHMX 3BITIB 3
aromy (cemarnyTng, 6e3nekun nikapcbkunx 3acobiB y EC.
ces po34uH AnA
cerevi iH'ekUin no 1,5 mn
siae. Ta 3 Mn,
nonepegHL0
HanoBHeHa
LUNpUL-pyYKa
PDS290 gns
cemarnyTuay):

A/T Hoso Hopgick,
[JaHis




71 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
43. | BEFTOBI® semaglutid | cemar | A10BJ | po3uuH Ans iH'eKuiii A/T Hoso [JaHis NPUroTyBaHHS, [JaHis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/20617/01/03
PIEKCTAYUY® | e nytmg* | 06 no 1 mr; no 3 mn Hopgick HanoBHEHHA Ta marepianis: 3miHu | TMny - 3MiHn peyenmom
* PO3UUHY Yy KOHTPO/Ib AKOCTI Loao 6e3nekn/edyeKTMBHOCTI Ta
AHano nonepesHLO npoaykuii in bulk hapmakoHarnsgy. 3miHa 4yactoTu
r HanoBHEHIN Wnpuy- (kapTpuaxi no 1,5 Ta/abo TepPMIHIB NOAAHHSA perynsipHo
nach pyuui; 1 nonepegHbLO Mn Ta 3 mn). OHOB/IHOBAHUX 3BITiB 3 6e3nekn
Koro HanoBHeHa LUNpuL- BignosigansHuii NiKapcbknx 3acobis - 3MiHM YacToTh Ta
roKar pyuka Ta 4 3a BUNycK cepii TepMiHiB NOJAHHS perynspHo
OHOMo OfIHOPa30Bi roMkN roToBOro OHOBJ/IIOBAHOIO 3BITY 3 6e3neku.
ni6Hor Hoso®aiiH® Mntoc B nikapcbKoro [Oitova pepakuis: Yactota nogaHHA
o] KapTOHHI KOpooL,j 3acoby: perynsipHoO OHOB/IOBAHOIO 3BITY 3
nentu A/T HoBo Hopagaick, 6e3neku 1 pik. KiHueBa garta ans
ay-1 [Jawis; BK/TIOYEHHSA JaHUX A0 PerynsipHo
(rmn- NPUroTyBaHHs, OHOB/IHOBAHOTIO 3BITY 3 6e3neku -
1), HanoBHEHHSA Ta 31.05.2025 p. Aarta nogaHHs -
BUrOTO KOHTPO/b AKOCTI 09.08.2025 p. MNMponoHoBaHa pefakLis:
B/IEHU npoaykuii in bulk YacTtoTa nofaHHs perynspHo
n3a (kapTpuaxi no 1,5 OHOB/IHOBAHOTO 3BITY 3 6E3MeKN 2 POKY.
TEXHO Ma Ta 3 Mn). KiHueBa fata Ana BKIOYEHHS AaHKX
norieto KomnnektyBaHHs, [0 perynsipHo OHOB/IIOBAHOTO 3BITY 3
pekom MapKyBaHHs Ta 6e3neku - 31.05.2027 p. daTa
6iHaHT nakyBaHHs nofaHHs - 29.08.2027 p.
HOT roToBOro PekomeHz0BaHO [0 3aTBEPOKEHHSA
OHK B nikapcbkoro BiANOBIAHO A0 NepioAMYHOCTI NoJaHHS
Sacch 3acoby perynsipHO OHOBJ/IIOBaHMX 3BITIB 3
aromy (cemarnyTng, 6e3nekun nikapcbknx 3acobis y €C.
ces PO34MH ANa
cerevi iH'ekyii no 1,5 mn
siae. Ta3mn,
nonepegHLo
HanoBHeHa
LUNpUL-pyYKa
PDS290 ans
cemarnyTuay):
A/T Hoeo Hopgick,
[HaHis
44. | BEFOBI® semaglutid | cemar | A10BJ | po3uuH Ans iH'ekuilt AIT Hoso [Janis NPUroTyBaHHA, [JaHis BHECEHHS 3MiH [JO peecTpaLiiHnX 3a UA/20617/01/04
PNIEKCTAUY® | e nytmg* | 06 no 1,7 mr; no 3 mn Hopgaick HanMoBHEHHSA Ta martepianis: 3miHu | Tuny - 3MiHn peuyenmom
* PO34MHY Y KOHTPO/b AKOCTI Loao 6e3nekn/edyeKTUBHOCTI Ta
AHano nonepeaHLo npoaykuii in bulk hapmakoHarnsagy. 3mMiHa 4acToTu
r HaMoBHEHI WnpuL- (kapTpuaxi no 1,5 Ta/abo TepMiHiB MOAAHHS perynsipHo
noacb pyuyui; 1 nonepeaHb0 M Ta 3 Mi). OHOB/IHOBAHUX 3BITiB 3 6e3nekn
Koro HanoBHeHa LUNpuL- BignosiganbHwii NikapcbKnx 3acobis - 3MiHK YacToTu Ta
roKar pyuka Ta 4 3a BMMYCK cepil TEPMIHIB NOAAHHS PeryssipHoO
oHOMo OfiHOPa30Bi roMkN roToBOro OHOBJ/IIOBAHOIO 3BITY 3 6e3neku.
Ai6Hor HoBo®aiH® Mntoc B nikapcbkoro [itoya pepakuisi: YactoTa nogaHHs




72 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
o] KapTOHHI Kopo6Lyi 3acoby: perynsipHoO OHOB/IHOBAHOrO 3BITY 3
nentu A/T Hoso Hopgick, 6e3neku 1 pik. KiHueBa garta ans
ay-1 [Janis; BK/TIOYEHHS [aHUX A0 PerynsipHo
(rmn- NPUroTyBaHHS, OHOB/IOBAHOrO 3BITY 3 6e3neKu -
1), HanoBHEHHA Ta 31.05.2025 p. fata nogaHHsA -
BUIOTO KOHTPO/Ib AKOCTI 09.08.2025 p. MponoHoBaHa pefakuis:
B/IEHN npoaykuii in bulk YacToTa nofaHHs perynsipHo
n3a (kapTpuaxi no 1,5 OHOB/IHOBAHOrO 3BITY 3 6€3MNeKn 2 POKK.
TEXHO ma Ta 3 mn). KiHueBa fata gna BK/IOYEHHS AaHnX
norieto KomnnektyBaHHs, [0 perynsapHoO OHOB/OBAHOrO 3BITY 3
pexkom MapKyBaHHA Ta 6e3nekm - 31.05.2027 p. laTa
GiHaHT nakyBaHHs nogaHHs - 29.08.2027 p.
HoT roToBOro PekomeH[0BaHO [0 3aTBEPKEHHA
OHK B nikapcbkoro BiANOBIAHO A0 NepiofMYHOCTI NoJaHHSA
Sacch 3acoby perynsipHo OHOB/HOBaHMX 3BITIB 3
aromy (cemarnyTng, 6e3nekun nikapcbkunx 3acobis y €C.
ces po3uunH ans
cerevi iH'eKLin no 1,5 mn
siae. Ta 3 mn,
nonepegHbL0
HanoBHeHa
LUNpUL-pyYKa
PDS290 gns
cemarnyTuay):
A/T Hoso Hopgick,
[JaHis
45. | BEFTOBI® semaglutid | cemar | A10BJ | po34uH ANs iH'eKL,iit A/T Hoso [Janis NPUroTyBaHHS, [JaHis BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/20617/01/05
®JIEKCTAUY® | e nytmg* | 06 no 2,4 mr; no 3 mn Hopgick HanoBHEHHA Ta marepianis: 3miHu | Tuny - 3miHn peyenmom
* PO34MHY Y KOHTPO/b SKOCTi Lofo 6e3nekn/edhekTMBHOCTI Ta
AHano nonepegHL0 npoaykuii in bulk thapmakoHarnagy. 3miHa 4yactoTu
r HanoBHEHIN LWnpuy- (kapTpuaxi no 1,5 Ta/abo TePMIHIB NOAAHHSA PerynsipHo
noacb pyuui; 1 aéo 3 M Ta 3 Mi). OHOB/IOBaHMX 3BITIB 3 6e3Mekn
Koro nonepegHL0 BignosigansbHuii nNikapcbKUx 3aco6iB - 3MiHK YacToTn Ta
raokar HanoBHEHI LNpuLi- 3a BUnNyck cepii TEepPMiHiB NOJaHHSA perynspHo
OHOMo pyuku Ta 4 abo 12 roToBOro OHOBJIHOBAHOrO 3BiTY 3 6E3MEKN.
ai6Hor 0fHOPa30BUX 010K nikapcbKoro [itova pepakuis: Yactota nogaHHs
o] Hoso®aiiH® Mntoc B 3acoby: perynsipHoO OHOB/IHOBAHOIO 3BITY 3
nentu KapTOHHI KOpooLi A/T Hoeo Hopgick, 6e3nekn 1 pik. KiHueBa garta ans
ay-1 [Jawis; BK/TIOUYEHHS [aHUX A0 PerynsipHo
(rmn- NPUroTyBaHHs, OHOB/IIOBAHOTO 3BITY 3 6e3neku -
1), HanoBHEHHA Ta 31.05.2025 p. Oata nogaHHs -
BUIOTO KOHTPO/b AKOCTI 09.08.2025 p. MNMponoHoBaHa pefakLis:
B/IEHN npoaykuii in bulk YactoTa nofaHHs perynsapHo
n3a (kapTpuaxi no 1,5 OHOB/IOBAHOTO 3BITY 3 6e3MNeKkn 2 POKN.
TEXHO M Ta 3 Mi). KiHueBa garta Ans BKIYEHHSA faHUX
Norie KomnnekTyBaHHs, [0 perynsipHo OHOBJ/IHOBAHOIO 3BITY 3




73 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
pekom MapKyBaHHA Ta 6e3neku - 31.05.2027 p. Aata
6iHaHT nakyBaHHs nofaHHsa - 29.08.2027 p.
HOT roToBOrO PekomeHf0BaHO [0 3aTBEPAKEHHA
OHK B nikapcbKoro BiA4NOBIAHO A0 NepioANYHOCTI NOAaHHS
Sacch 3acoby perynspHoO OHOB/IOBaHMX 3BITIB 3
aromy (cemarnyTug, 6e3nekun nikapcbkunx 3acobiB y EC.
ces PO34MH ANs
cerevi iH'ekuin no 1,5 mn
siae. Ta 3 mn,
nonepeHLo
HarnoBHeHa
LUMpUL-pyYKa
PDS290 ans
cemarnyTuay):
A/T HoBo Hopagick,
[JaHis
46. | BEFOBI® semaglutid | cemar | A10BJ | po3unH ANs iH'eKuin A/T Hoeo [Oanis NPUroTyBaHHs, JIECTE BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/20617/01/01
®PIEKCTAYUY® | e nytmg* | 06 no 0,25 mr; no 1,5 Hopgaick HanoBHEHHSA Ta martepianis: 3miHu | TUny - 3MiHn peyenmom
* M/1 PO3UUHY Y KOHTPO/Ib AKOCTI Loao 6e3snekn/edeKTMBHOCTI Ta
AHano nonepegHLo npoaykuii in bulk hapmakoHarssgy. 3miHa 4actoTu
r HanoBHEHIN Wnpuy- (kapTpuaxi no 1,5 Ta/abo TepMIHIB MOAAHHSA perynsipHo
noacb pyuui; 1 nonepeAHL0 mMn Ta 3 mn). OHOB/IIOBAHUX 3BITIB 3 6e3nekn
Koro HanoBHeHa LUNpWL- BignosigansHuii NiKapCbKnx 3acobiB - 3MiHM YacToTh Ta
rnokar pyyka Ta 4 3a BUMycCK cepil TepPMiHiB NoAaHHS perynsipHo
OHOMO Of1HOPAa30Bi rosKu roToBOro OHOB/IHOBAHOTO 3BITY 3 6e3neku.
nibHor Hoso®aiiH® lNntoc B niKapcbKoro [itoua pegakuis: Yactora nogaHHs
o} KapTOHHI Kopoobuyi 3acoby: perynsipHo OHOB/IIOBAHOTO 3BITY 3
nentu A/T Hoso Hopgick, 6e3nekn 1 pik. KiHuesa garta gns
ay-1 [Oanis; BKJ/THOYEHHS JaHWX [0 perynispHo
(rmn- NpUroTyBaHHA, OHOB/IHOBAHOTO 3BITYy 3 6e3neku -
1), HanoBHEHHA Ta 31.05.2025 p. fata nogaHHs -
BUIOTO KOHTPO/b SKOCTi 09.08.2025 p. MponoHoBaHa pegakuis:
B/IEHN npoaykuii in bulk YacToTa nogaHHs perynsapHo
3a (kapTpuaxi no 1,5 OHOB/IHOBAHOIO 3BITY 3 6€3MNeKn 2 POKU.
TEXHO M Ta 3 Mi). KiHueBa gata Ans BKIOYEHHS faHKX
norieto KomnnektyBaHHs, [0 perynsapHoO OHOB/IOBAHOTO 3BITY 3
pekom MapKyBaHHA Ta 6e3neku - 31.05.2027 p. laTa
GiHaHT nakyBaHHsi nofaHHs - 29.08.2027 p.
HOT roToBOro PekomeHf0BaHO [0 3aTBEPAKEHHA
OHK B nikapcbkoro BiANOBIAHO A0 NepiofMYHOCTI NoJaHHSA
Sacch 3acoby PerysisipHoO OHOBJTHOBaHMX 3BITIB 3
aromy (cemarnyTng, 6e3nekun nikapcbknx 3acobiB y E€C.
ces po34uH AnA
cerevi iH'ekuin no 1,5 mn
siae. Ta 3 Mn,

nonepeaHLO




74 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH ) ynakoska) a uka yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
HarnoBHeHa
LUNpuYL-pyYKa
PDS290 ans
cemarnyTuay):
A/T Hoso Hopgick,
[aHis
47. | BEHAION Gestoden akTnBH | GO3A TabneTkn, BKPUTI BAT YropLum BAT "TepeoH Yropium BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/17585/01/01
e and a A10 NNiBKOBOIO "T'efeoH Ha PixTep" Ha MaTepiasiiB: 3MiHu | TMny - 3MiHK 3 peuyenmom
ethinylestr | Tabne o6os1oHKot, 0,06 PixTep" AKocTi. A®l. KoHTponb A®I. 3miHa y
adiol TKa mr/0,015 mr, no 28 mMeTofax BunpobysaHHA APl abo
MiCTUT Tabnetok y énicrtepi BUXIAHOIO MaTepiasy/npoMiXXHOro
b (24 xoBTi aKTUBHI npoaykTy/peareHTy, WO
rectop, Tabnetkn i 4 3eneHi BMKOPUCTOBYETLCA Y MpoLLecCi
eH Tabnetkun niaue6o); BUPO6HMUTBA AD| (HE3HAYHI 3MiHM Y
MiKpOH no 1 a6ono 3 3aTBEpMAKEHUX MeTofax
i30BaH 6nictepu (KoxeH BUNPOOYBaHHS).
niA Ta 6nictep —y 3MiHa y 3aTBEpPAKEHOMY METOAI
eTuHIN namiHoBaHoMy KOHTpoOsto AD| eTuHinecTpagion 3a
ecTpa nakerti-calle 3 nokasHukom "Particle size distribution”.
aion NAaCKUM KapTOHHUM [lofaTkoBO BHECEHO 3MiHM A0 METOfiB
MiKpOH dyTnspom ans KOHTPO/IH0 3@ NoKasHUKamu
i30BaH 36epiraHHa 6nictepa «ldentifications» (Method 1) Ta "Loss
nia Ta TVXKHEBUM on drying". 3MiHu | Tuny - 3MiHN 3
KasieHaapem- akocTi. A®l. CTabinbHicTb. 3MiHa
cTikepom) y nepiogy NOBTOPHUX

KapTOHHI ynakoBLi

BMNpoO6yBaHb/nepiogy 36epiraHHA abo
ymoB 36epiraHHs A®I (3a BigcyTHOCTI y
3aTBEPHKEHOMY [JOCbE cepTudikara
BiAMOBIAHOCTI €EBpONENCHKIl
hapmakonei, Lo BKIoYae nepios
NOBTOPHOro BUNpoObyBaHHS) (Nepiog,
NOBTOPHOro BUNpo6yBaHHs/nepios
36epiraHHs) - 36inbLUEHHsT abo
BBE/leHHs nepiofy NOBTOPHOIO
BMNPOOGYBaHHs/Nepioay 36epiraHHsA Ha
OCHOBI pe3y/ibTaTiB J0C/iAXeHb Y
peanbHOMy yaci. 36inblUeHHs nepiogy
NMOBTOPHOrO BUNPOOYBaHHS AitoHoi
PEYOBUHU eTUHINECTPasiony Ha OCHOBI
pesynbTaTiB AOC/IIKEHb Y peasibHOMY
yaci 3 3aTBEpKEHUX 6 MicsiB o 24
MicAuiB. 3MiHM | TUNY - 3MiHU 3 AKOCTI.
A®l. Cucrema
KOHTeliHep/3aKynoproBasibHUIA 3acio
(iHWi 3MiHW). 3MiHa BTOPUHHOT
ynakosku Ana A®Il eTuHinectpagion 3
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IIpopoBxeHHs

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu Pek Homep
gionycky | nam | peecmpayiliHo
yBa 20

HHST* nocsBioOYeHHs
*

"MeTanesa 6aHka abo thibposa 604ka
Pi3HUX PO3MIpIB 3a/1€XHO Bif KiSIbKOCTI
matepiany” Ha "TpunneKcHi
honbroBaHi naketu. Mk apyrum
nonieTuIeHoBM NakeTom Ta
TPUNAEKCHM DONbroBaHNM MakeToMm
po3mMilLieHa Kkancyna 3 cunikarento”, a
TakKoX 3MIHEHO OMNKWC 3aKpUTTA
BTOPUHHOI yNakoBkX. 3MiHa
06yMOB/iEeHa TUM, LLO NpY NPOBEAEHHI
pocnigpkeHb no ctabinbHocTi Ad|
eTuHinecTpagiony (MikpoHi30BaHOr0),
KON rpaHyNoOMETPUYHUIA CkNag, Aitoyol
PeYOBUHY eTUHINeCTpagiony He
BiANoBigaB BUMoram, 6ysio BUSBMEHO,
LLI0 BOJIOra MOr/1a NPOHMKATU Kpi3b
3aTBEPKEHY YNaKOBKY, L0
CMPUYNHAIIO YacTKOBE YTBOPEHHS
rigpartis, B pe3ynbTati Horo
yTBOptoBanuncs binbLi kpuctanu. 3
L€l NPUYMHM BTOPMHHA yrnakoBka Ad®I
6yna 3MiHeHa AN YCYHEeHHS Ljiel
npobnemun. AK HacnigoK, yMoBM
36epiraHHsa eTvHiNecTpagiony
OHOBJIIOKOTLCA Ha "36epiraTv B
opuriHabHili ynakoBLj 415 3axXucty
Big, cBiT/1a Ta Bosiorn. Lleii A®I He
notpebye crneujianbHNX
TemneparypHux ymoB 36epiraHHs".
MepBuHHE nakyBaHHA AdI|
3a/mwaeTbea 6e3 3miH

48.

BEHAION

Gestoden
e and
ethinylestr
adiol

aKTMBH
a
Tabne
TKa
MIiCTUT
b
rectop,
eH
MiKpPOH
i3oBaH
nii Ta
eTUHIN
ecTpa
nion
MiIKPOH

GO3A
Al0

TabneTkn, BKPUTI
NNiBKOBOIO
o6onoHkKot, 0,06
mr/0,015 mr; no 28
TabneTok y 6nictepi
(24 xo0BTi aKTUBHI
TabneTkn i 4 3eneHi
TabneTku nnaue6o);
no 1 a6ono 3
6nictepu (koxeH
6nictep —y
naMiHoBaHoOMy
nakeTi-calue 3
NAacKMM KapTOHHUM

dyTnspom ansa

BAT
"epeoH
PixTep"

YropLm
Ha

BAT "TepeoH
PixTep"

YropLm
Ha

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3miHu | TUny - 3MiHn
wofo 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarniagy. BeeaeHHsi abo
3MiHM [0 y3araJiBHEHUX JaHuX Npo
cucTemy thapmakoHarnsgy (sBefieHHs
y3arasibHeHVX AaHnX Npo cucTemy
hapmakoHarnagy, 3miHa
YNOBHOBaXEHOT 0co6u,
BigNoBiga/IbHOI 32 34iACHEHHSI
hapmakoHarnsay; KOHTakTHoI ocobu 3
thapmMakoHarnagy 3asBHuka ans
3[iiCHEHHS (hapMakoHarnsgy B
YKpaiHi, AKWwo0 BoHa BiAMIHHA Bif
YNOBHOBaXEHOT 0co6MU,

3a UA/17585/01/01
peuenmom
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IIpopoBxeHHs

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo
i
peyos

UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

i3oBaH
ni

36epiraHHs 6nictepa
Ta TWKHEBUM
KaneHgapem-
cTikepom) y
KapTOHHI ynakosLi

BiANOBIAA/IbHOI 3a 3AiiCHEHHS
hapmakoHarnagy (Bkovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLleHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy). 3miHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAaLHOI 32 hapmakoHarnsg.
[itoya pepakuis: Attina Onar.
MNMponoHoBaHa pepakuis: flacno
Cekeil. 3MiHa KOHTAKTHUX AaHKX
YMNOBHOBaXEHOI 0CO6M 3as1BHMKA,
BiANOBIAa/IbLHOI 3a thapMakoHarnsg.
3MiHa KOHTaKTHUX OAaHUX KOHTaKTHOT
ocobu 3asBHMKa, BiANOBIAA/ILHOI 3a
thapmakoHarnag B Ykpaii.
3MiHa MicL,e3HaxXoMKeHHs1 MacTep-
thaiina cuctemu chapmakoHarnisgy.
3MiHa Micus 34jACHEHHSI OCHOBHOT
LiSNbHOCTI 3 hapmakoHarnsaay.

UA/7363/01/01

49.

BEPMOKC

mebendaz
ole

mebeH
Aazon

P02C
A01

Tabnetkun no 100 mr;
no 6 TabneTtok y
6nictepi; no 1
6nictepy B
KapTOHHI ynakoBLi

BAT
"lepeoH
PixTep"

YropLm
Ha

l'epgeoH PixTep
PymyHia A.T.,
PymyHis;
[oaaTkoBui
BVPOGHWUK,
BiiNOBIAabHWIA 32
BUNYCK cepii,
ohopmNeHHs
cepTtucpikaty
AkocTi: BAT
"'epeoH Pixtep",
YropuuHa

PymyHis/
Yropium
Ha

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis: 3miHu | TUny - 3MiHn
wofo 6e3snekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeeaeHHsi abo
3MiHM [0 y3araJiBHEHUX JaHuX Npo
cucTemy thapmakoHarnsgy (sBefieHHs
y3arasibHeHVX AaHnxX Npo cucTemy
hapmakoHarnagy, amiHa
YNOBHOBaXEHOT 0co6u,
BigNoBiga/IbHOI 32 34jACHEHHSI
hapmakoHarnsgy; KOHTakTHoI ocobu 3
hapmakoHarnsagy 3asBHuka an1s
3[iiCHEHHS (hapMakoHarnsgy B
YKpaiHi, AKLWwo0 BoHa BiAMIHHA Bif
YNOBHOBaXEHOT 0co6M,
BigNoBiga/IbHOI 32 34iACHEHHSI
hapmakoHarnagy (Bkioyaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MilLEeHHI MacTep-haiina cuctemm
thapmakoHarnagy). 3miHa
YMNOBHOBaXeHOT 0CO6U 3asBHMKA,
BiANOBIAA/IbHOI 32 hapmakoHarnsg.
[itova pepakuia: Attina Onar.
MponoHoBaHa pegakuis: flacno
Cexein.
3MiHa KOHTaKTHUX gaHnx
YMNOBHOBaXEHOI 0CO6M 3a1BHMKA,

3a
peyernmom
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IIpopoBxeHHs

n/n

JliKapcbKO20

3acoby

Ha

HernameH

mosaHa
Has3sa*

MixxHapoo

UHU

Hasga
diroyo

pedos

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep

peecmpayitiHo
20

nocsioYeHHs

50.

BEPOLLUMNIPO

BiANoBiAabLHOI 3a hapmakoHarnsg.
3MiHa KOHTaKTHWX AaHNX KOHTaKTHOT
0Cco6yM 3as1BHMKA, BiAnoBiga/IbHOI 3a
hapMakoHarnag B YkpaiHi.
3MiHa MicLe3Haxo4KeHHS MacTep-
thaiina cuctemu chapmakoHarnisgy.
3MiHa Micus 34iiCHEHHS OCHOBHOI
AOiSNbHOCTI 3 dhapmakoHarnagy.

51.

H

BE

PoLUNIPO

spironolact
one

spironolact

cnipoH
ONaKT
OH

cnipoH

C03D
AO1

C03D

Kancynu no 50 mr,
no 10 kancyny
6nictepi; no 3
6nictepu B
KapTOHHIl ynakoBL,i

BAT
"leneoH
PixTep"

Yropium
Ha

BAT "T'eneoH
PixTep"

Yropium
Ha

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHn
Lofo 6e3nekn/edyeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy thapmakoHarnsgy (BBefeHHs
y3arasibHeHNX AaHux Npo cuctemy
hapmakoHarnsagy, amiHa
YNOBHOBaXEHOT 0co6M,
BignoBiganbHOI 3a 3MjACHEHHSI
hapmakoHarnsgy; KOHTakTHoi ocoou 3
hapmakoHarnsgy 3asBHuka ans
3pificHeHHSs1 hapMakoHarnisay B
YKpaiHi, AKLL0 BOHA BigMiHHA Bif
YNOBHOBaXEHOT 0co6M,
BignoBigasnbHOI 3a 3AjACHEHHSI
hapmakoHarnagy (Bkiovaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MilLleHHi MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3miHa
YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,
BiAMNoBiAa/IbHOT 32 hapmakoHarnsg.
[itoya pepakuis: Attina Onar.
MponoHoBaHa pepakuis: Slacno
Cekeil. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOBaXEHOT 0CO6U 3as1BHMKA,
BiANOBIAA/IbHOI 32 hapmakoHarnsg.
3MiHa KOHTaKTHMX OaHUX KOHTaKTHOT
ocobu 3asBHMKA, BiANOBIAa/ILHOI 3a
hapMakoHarnsg B YKpaiHi.
3MiHa MicLe3HaxomKeHHs MacTep-
chaiina cuctemu chapmakoHarnsgy.
3MiHa Micust 34iICHEHHST OCHOBHOT
LiSNIbHOCTI 3 (hapmakoHarnsay

3a
peyenmom

UA/2775/01/01

H

one

onakT
OH

A0l

kancynu no 100 mr,
no 10 kancyny
6nictepi; no 3

6nictepu B

BAT
"lepeoH
PixTep"

YropLum

BAT "TepfeoH
PixTep"

YropLum

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3miHu | TMny - 3MiHn
Loao 6e3nekn/edeKTUBHOCTI Ta
dhapmakoHarisgy. BeegeHHs abo

3a
peyernmom

UA/2775/01/02
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IIpopoBxeHHs

n/n

JliKapcbKO20
3acoby

Ha

HernameH

mosaHa
Has3sa*

diroyo ATX

pedos
UHU

Popma sunycky

ynakoska)

(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep

peecmpayitiHo
20

nocsioYeHHs

52.

BIZOPA

Drospiren

GO3A

KapTOHHI ynakoBLi

3MiHU [0 y3ara/lbHEHNX AaHuX Npo
cucTemy thapmakoHarnsgy (BBefeHHs
y3arasibHeHVX JaHux Npo cucTemy
thapmakoHarnagy, amiHa
YNOBHOBaXEHOT 0cobu,
BiANoBiga/IbHOI 3a 3MjACHEHHSI
thapmakoHarnsagy; KOHTaKTHoi ocobu 3
hapmakoHarnsgy 3asBHuka ans
3pjificHeHHs1 hapMakoHarnisay B
YKpaiHi, K0 BOHa BiAMIHHA Bif
YNOBHOBaXEHOT 0co6M,
BiANoBiga/IbHOI 3a 3MjACHEHHSI
hapmakoHarnagy (Bkioyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MilLleHHi MacTep-ghaiina cuctemm
hapmakoHarnagy) 3miHa
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBIAA/LHOI 3a thapmakoHarnsg.
[Litova pepakuia: Attina Onar.
MponoHoBaHa pepakuis: Slacno
Cekeil. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XEHOT 0CO6U 3as1BHYIKA,
BiANOBIAA/IbHOI 32 hapmMakoHarnsga.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0co6u 3as1BHMKA, BiANOBIAAbHOI 38
thapmakoHarnsg B Ykpaii.
3MiHa MicLe3HaxoMKeHHA MacTep-
(haiina cuctemu chapmakoHarnisay.
3MiHa Micus 34iICHEHHST OCHOBHOT
[ISNbHOCTI 3 papmakoHarnagy

one and
ethinylestr
adiol

apocni
PEeHOH
Ta
eTuHIN
ecTpa
nion

Al2

TabneTkun, BKPUTI
NAiBKOBOO
o060s10HKOMW, 3,0
mr/0,03 wr; no 28
TabneTok B 6nicTepi
(21 Tabnetka
)KOBTOrO KONbOpPY Ta
7 TabneTok 6inoro
Konbopy); no 1 a6o
no 3 6nictepu B
KapTOHHI KOpooLi

3eHTiBa,
K.C.

Yecbka
Pecny6n
ika

NOBHUIA LKA
BMPOGHMLTBA:
Na6opaTopioc
JleoH ®apma,
C.A., IcnaHis;
BUPOGHUK, SKWIA
BiAnosigae 3a
BTOPUHHE
nakyBaHHs:
ATAIC DAPMA,
C.J1., Icnawis;
BMPOGHUK, SKWIA
BiAnosigae 3a
BTOPUHHE
nakyBaHHs:
MAHAHTIAN

IcnaHis

BHECEHHS 3MiH O peecTpaLifiHnX
martepianis: 3miHu | TUny - 3MiHn
Loao 6e3nekn/edreKTUBHOCTI Ta
hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy thapmakoHarnagy (sBegeHHs
y3arasibHeHVX faHnx Npo cuctemy
thapmakoHarnsgy, amiHa
yMOBHOBaXEHOI 0cobw,
BiANOBIAALHOT 33 3iICHEHHS
hapmakoHarnagy; KOHTakTHOi 0cobu 3
thapmakoHarnagy 3asBHuka gns
34ilicHeHHA thapMakoHarnagy B
YKpaiHi, SIKLLLO BOHa BigMiHHa Big,
YMOBHOBaXeHOI 0cobw,

BiiNOBIAA/IbHOT 33 3iICHEHHS

3a
peyenmom

UA/13404/01/01




79 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
IHTEIPA, C.J1Y., hapmakoHarnagy (Bkioyaoum
Icnanis; KOHTaKTHI AaHi) Ta/abo 3MiHn y
BMPOGHUK, SKWIA po3MilLleHHi MacTep-ghaiina cuctemm
Bignosigae 3a thapmakoHarnagy). 3miHa
Mikpob6ionoriyHe YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
TECTyBaHHS: BiANOBIAa/IbLHOI 3a thapmakoHarnsg.
NABOPATOPIO Litova pepgakuisa: ®ininosa /llogmuna,
EYEBAPHE, C.A., MD / Ludmila Filipova, MD.
IcnaHis lMponoHoBaHa pepfakuis: Hikogemosa
Minocnasa, MD / Miloslava
Nykodemova, MD. 3MiHa KOHTaKTHUX
[aHVX YNOBHOBaXeHOI 0co6u
3asBHVIKa, BignoBigansbHoI 3a
dhapmakoHarnang,
53. | BOPUKOHA3 | voriconazo | Bopuk | JO2AC | NOpoLUOK Ans 3eHTiBa, Yecbka BTOPWHHE peuis BHECEHHS 3MiH A0 peecTpaLinHmx 3a He UA/15524/01/01
O/l BEHTIBA le oHaso | 03 PO34MHY ANs iHdys3ili K.C. Pecny6n nakyBaHHs, marepianis: 3miHu | Tuny - 3miHn peyenmom | niosn
n no 200 mr, 1 dhiakoH ika KOHTPO/Ib Cepil, Lofo 6e3nekn/edheKTMBHOCTI Ta seae
3 MOPOLLKOM B Bignosigae 3a hapmakoHarnsgy. 3mMiHu y KOpoTKili
KapTOHHIN nayuj BUNYCK cepil: XapakTtepucTuLi Nikapcbkoro 3acoby,
®APMATEH C.A,, TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
Mpeuis; MeANYHOr0o 3aCTOCYBaHHS
BTOPUHHE reHepuyHnX/ribpnaHNx/6ionodibHNX
nakyBaHHs1, NiKapcbKnx 3acobiB Nic/isi BHECEHHS
KOHTPO/1b Cepil: Tiel camoi 3MiHW Ha pedyepeHTHW
DPAPMATEH npenapart (3miHa He noTpebye
IHTEPHELIHN HafaHHS XXOAHUX HOBMX A0AaTKOBUX
CA, Ipeuis; [aHnx). 3MiHW BHECEHO [0 IHCTPYKLT
BMPOGHULITBO "in 015 MeAUYHOT0 3aCTOCyBaHHSA
bulk", nepsrHHe NiKapcbKoro 3acoby y po3ginv
Ta BTOPUHHE "®apmMakooriyHi BacTnsocTi”,
nakyBaHHs, "MpoTunokasaHHsa", "B3aemogis 3
KOHTPO/Ib Cepil, iHLWMMK NikapcbkMK 3acobamn Ta
Bignosigae 3a iHWi BuAM B3aemogiii”, "OcobnmnBocCTi
BUNYCK cepii: 3acTocyBaHHA", "Cnoci6 3acTocyBaHHs
AHdapm Ennac Ta pos3un" (pegaryBaHHs), "ditn"
C.A., I'peuis (peparyBaHHs) 3rifHO 3 iHhopmaLieto
LLI0A0 MEAMNYHOIO 3aCTOCYBaHHSA
pethepeHTHOrO JlikapCbKoro 3acoby
(VFEND 200 mg powder for solution
for infusion). BBeieHHs 3MiH NPOTAroM
6-TW MicALIB Nic/is 3aTBEPAKEHHS
54. | BOPUKOHA3 | voriconazo | Bopuk | JO2AC | TabneTtku, BKpUTI 3eHTiBa, Yecbka nepBrHHe Ta Mpeuis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a He UA/15524/02/01
O/n BEHTIBA le oHa3o | 03 NAiBKOBOO K.C. Pecny6n BTOPVHHE marepianis: 3miHu | Tuny - 3miHn peyenmom | niosn
n o6osoHKot, no 50 iKa nakyBaHHs, Loao 6e3nekn/edeKTMBHOCTI Ta seae
Mr; 1o 7 TabneTok y KOHTPO/Ib cepil, hapmakoHarnsgy. 3mMiHu y KOpoTkili
6nictepi, no 2 abo 4 Bignosigae 3a XapaKTepucTULLi NiKapcbKoro 3acoby,




80 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
6nictepn y BUNYCK cepi: TEeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
KapTOHHI nayui, no PAPMATEH C.A,, MeANYHOro 3acToCyBaHHS
10 TabneTtok y Mpeuis; reHepuYHuX/ribpnaHnx/GionodibHNxX
6nictepi, no 3 BMPOBGHULTBO "in niKapcbKkunx 3acobiB Nic/isi BHECEHHSA
6nictepn y bulk", nepsuHHe Tiel camoi 3MiHM Ha ped)epeHTHWi
KapTOHHI nauui Ta BTOPUHHE npenapar (3miHa He noTpebye
nakyBaHHs, HajaHHS XOAHWNX HOBUX AOAATKOBMX
KOHTPO/Ib cepii, AaHnX). 3MiHY BHECEHO A0 iHCTPYKL,i
BignoBigace 3a 0719 MeAUYHOr0o 3aCTOCYBaHHS
BUNYCK cepi: nNiKapcbkoro 3acoby y po3ainv
DAPMATEH "®apmMakosioriyHi BnacTneocTi”,
IHTEPHELUHN "MpoTunnokasaHHs", "B3aemogis 3
CA, Ipeuis iHLWMMK nikapcbkMK 3acobamu Ta
iHWI BMAW B3aemogiin”, "OcobnmsocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHS
Ta nos3un" (pefarysaHHs), "Oitn"
(peparyBaHHs) 3rifgHo 3 iHdopMaLieto
LLOZI0 MEMYHOIO 3aCTOCyBaHHS
pecdhepeHTHOrO ikapcbKoro 3acoby
(Vfend, film-coated tablet of 200 mg).
BBefeHHs1 3MiH NpoTArom 6-T MicsALiB
nicns 3aTBepKeHHs
55. | BOPUKOHA3 | voriconazo | Bopuk | JO2AC | TabneTku, BKpUTI 3eHTiBa, Yecbka nepBrHHE Ta Mpeuis BHECEHHS 3MiH 4O peecTpauiiHnx 3a He UA/15524/02/02
On 3EHTIBA le oHa3o | 03 NNiBKOBOIO K.C. Pecny6n BTOPWHHE martepianis: 3miHu | TUny - 3MiHn peyenmom | niosn
n 060/10HKO10, Mo 200 ika nakyBaHHs, wofo 6e3snekn/edeKTMBHOCTI Ta f2ae

MTr; M0 7 TabneTok y
6nicTepi, no 2 abo 4
6nictepu y
KapTOHHIN mayuyj, no
10 TabneTtok y
6nictepi, no 3
6nictepn y
KapTOHHIN nauui

KOHTPO/Ib Cepil,
Bignosigae 3a
BUNYCK cepil:

®APMATEH C.A.,
Ipeuis;
BMPOGHULITBO "in
bulk", nepsrHHe
Ta BTOPWHHE
naxyBaHHs,

KOHTPO/Ib Cepil,
Bignosigae 3a
BUNYCK cepil:
SAPMATEH

IHTEPHELLUHAN

CA, 'peuis

thapmakoHarniagy. 3MiH1 y KOpoTKili
XapakTepucTuL, Nnikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKLi Ans
MeJNYHOro 3acTOCYBaHHs
reHepuYHUX/ribpnaHnx/6ionodibHNX
NiKapcbKunx 3aco6iB Nic/isi BHECEHHSA
TiET camoi 3MiHM Ha pedhepeHTHWI
npenapar (3miHa He noTpebye
Ha/jaHHS XOAHWNX HOBUX AOAATKOBMX
[aHnx). 3MiHW BHECEHO A0 IHCTPYKUT
ON19 MeAUYHOrO 3aCTOCYBaHHS
NiKapcbkoro 3acoby y po3zinv
"®apmMakosioriyHi BlacTneocTi”,
"MpoTunokasaHHsa", "B3aemogis 3
iHLWIMMK NikapcbkMK 3acobamu Ta
iHWIi BuAM B3aemogiii", "OcobnmnBocCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHS
Ta fo3n" (pegarysaHHs), "ditn"
(peparyBaHHs) 3rigHO 3 iHhopmauieto
LLLOSI0 MEAMYHOIO 3aCTOCyBaHHSA
pedhepeHTHOrO JliKapCbKOro 3acoby




81 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
(Vfend, film-coated tablet of 200 mg).
BBefeHHst 3MiH NpoTArom 6-T MicsauiB
nicns 3aTBepKeHHs
56. | FA3IBA® obinutuzu 06iHyT | LO1FA | KOoHueHTpaT ans TOB YkpaiHa Brpo6HnuTBO Himeuun BHECEHHS 3MiH O peecTpaLifiHnX 3a UA/14232/01/01
mab ysyma | 03 PO34MHYy oNs «Poww Hepo3dg)acoBaHo| Ha/ martepianis: 3miHu | TUny - 3MiHn peuyenmom
6 iHcpysiin, 1000 mr/40 YkpaiHa» npoaykKuii, LlBeiiua oo 6e3nekun/edekTMBHOCTI Ta
MA; no 40 mny nepBuHHe pis hapmakoHarnsagy. 3mMiHa 4acToTu
dhnakoHi; no 1 nakyBaHHs1, Ta/abo TepMiHIB MOAAHHSA perynsipHo
chnakoHy y BUMNPOOYBaHHA OHOB/IIOBaHVX 3BITiB 3 6e3nekn
KapTOHHi Kopobui KOHTPOJIIO AIKOCTI: NikapcbKux 3aco6iB. 3MiHM YacToTn Ta
Pow fdiarHocTukc TEPMIHIB NOAAHHS PeryssipHo
M6X, HimeuunHa; OHOBJ/IKOBAHOTO 3BiTYy 3 6e3neku.
BTopuHHe [itova pepakuis: Yactota nogaHHA
nakyBaHHs, BUMYCK perynisipHO OHOB/IHOBAHOTO 3BITY 3
cepii: 6e3nekun 6 micsuiB. KiHueBa gata gns
& . XodpcpmaHH-/15 BK/IKOYEHHA AaHUX [0 PerynapHo
Pow fiTg, OHOB/IOBAHOrO 3BiTY 3 6GE3NEKU -
LLiBefuapis 30.10.2018 p. Aarta nogaHHsA -
09.01.2019 p. MponoHoBaHa pefakuis:
YacTtoTa nofaHHs perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3Mnekn 3 poku.
KiHueBa fata 419 BK/IHOYEHHSA AaHWX
[10 perynsapHoO OHOBJ/IHOBAHOIO 3BITY 3
6e3neku - 31.10.2026 p. daTa
nofaHHsa - 29.01.2027 p.
PekomeHA0BaHO A0 3aTBEPKEHHS
BiANOBIAHO 40 NepioANYHOCTI NoAaHHSA
perynsipHoO OHOBJ/IHOBaHMX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y €C.
57. | TFANNA30/IH® - Kcuno RO1A cnpeii HasaslbHUiA, dapmaueB | MNonblua Brvpo6bHuuTBO, Monbua BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 UA/16346/01/02
KOMBI metas | BO6 po3uuH, (0,5 mr + TUYHWIA nepBrHHe Ta marepianis: 3MiHu | Tuny - 3MiHu 3 peyenma
oniHy 50,0 mr)/mn; no 10 3aBo[, BTOPUHHE AKOCTi. [OTOBWIA Nlikapcbkuii 3aci6.
rigpox MY ¢hr1akoHi- «MOJIb®A nakyBaHHs, KOHTpO/1b AONOMKHUX PEHOBYH.
nopug KpanenbHuui; no 1 PMA» KOHTPO/b cepii: 3MiHa napameTpiB cnevumdikawii
Ta hnakoHy 3 C.A. dapmaueBTUYHNMI Ta/abo [onyCTUMUX MeX 7S
aekcn PO34YMHOM Y KOPOOLLi 3aB0o/, [LONOMDKHOT peyoBUHN (iHLLI 3MiHK)
aHTeH KapTOHHiiA «[MONNb®APMA» BunyuyeHHAa JogaTkoBoro napametpa 3
on C.A., MonbLya; thapmakoneiiHoi cneumdikai
Bunyck cepii: [OMOMIXHOT PEYOBUHY GEH3AMKOHI0
dapmaveBTUYHNIA X/i0puay po3yumH, a came napameTpa
3aBof, «OoKpema AOoMiLLKa» 3 FPaHUYHNM
«[MONNIbOAPMA>» 3HauveHHsAM < 0,10%. BBeeHHS 3MiH
C.A,, Monblua NpoTArom 6-T1 MicAUIB nicns
3aTBEPMKEHHS.
58. | FTATIA30/IH® - Kcuno RO1A cnpeii HasaslbHUiA, dapmaureB | MNonbla Brvpo6bHuuTBO, Monbua BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 UA/16346/01/01
KOMBI meta3 | BO6 po3uuH, (1,0 mr + TUYHWIA nepBrHHE Ta mMarepianis: 3MiHu | Tuny - 3MiHu 3 peyenma




82 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
OniHy 50,0 mr)/mn; no 10 3aB0o/, BTOPWHHE sIKoCTi. FoTOBWIA Nikapcbkuii 3aci6.
rigpox My thiakoHi- «MOJIb®A nakyBaHHs, KOHTpO/1b AONOMDKHUX PEYOBVH.
nopvg, KpanenbHuui; no 1 PMA> KOHTpPO/Ib 3MiHa napameTpiB cneuudikaiii
Ta donakoHy 3 C.A. cepii:®apmaueBTu Ta/abo fonyCTUMUX MeX Ans
aekcn PO3YMHOM Y KOPOOLIi YHWIA 3aBOA [OMOMDKHOT peYOBUHY (IHLLI 3MiHK).
aHTeH KapTOHHii «MONNIb®APMA» BunyyeHHs oaaTkoBoOro napamerpa 3
on C.A,, Monblua; thapmakoneiiHoi cneuudikadii
Bunyck cepii: [OMOMDKHOT PEYOBUHW GEH3aNKOHI0
dapmavleBTUYHNI X/10pUdy po3ymH, a came napameTpa
3aBof, «OKpema [oMillKa» 3 TPaHUYHUM
«MNONIb®APMA» 3HaYeHHAM < 0,10%.
C.A., Monblua BBefeHHs1 3MiH NpoTArom 6-T MicsALiB
nicns 3aTBepKEHHS.
59. | FAHIPENIKC ganirelix raHipe | HO1C PO34YMH ANS iH'EKLIN BAT Yropwm BTOPVIHHA Yropwm BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/20422/01/01
FEAEOH nike Cco1 y nonepeaHbLo "T'epeoH Ha ynakoBka, BUMYyCK Ha martepianis: 3miHu | TUny - 3MiHn peyenmom
PIXTEP HanoBHeHOMY PixTep" cepii: BAT Loao 6e3snekn/edeKTMBHOCTI Ta
wnpwvyi no 0,25 "l'epeoH PixTep", thapmakoHarniagy. BeeaeHHsi abo
mr/0,5 Mn; CKNAHWIA YropLuHa; 3MiHU [0 y3araslbHEHNX AaHuX Npo
wnput, o6'emom 1 BMPOGHMLTBO cucTemy thapmakoHarnsgy (sBefieHHs
MJ1 i3 3aKpin/IeHo Hepo3dacoBaHOro y3ara/ibHeHUX AaHUX MNpPo CUCTeEMY
rOMIKOI0 3 NPOAYKTY, dhapmakoHarnsgy, 3miHa
HepXasitouoi cTani 3 KOHTPO/b SAKOCTI YNOBHOBaXEHOT 0co6u,
YXOPCTKOH (kpim BigNoBiga/IbHOI 32 34jACHEHHSI
HacagKoto, 3aKpuTuii CTepuIbHOCTI), thapmakoHarnsgy; KOHTaKTHoOi ocobu 3
Npo6KoI-NopLUHEM nepBuHHa hapmakoHarnsgy 3asiBHuka s

3i WwrokKom, no 1 abo
6 wnpuyis y
KapTOHHi Kopobuyi

ynakoska: BAT
"'epeoH Pixtep",
YropLumHa;
KOHTPO/b SKOCTi
(CTepunbHICTb):
BAT "lepfeoH
PixTep",
YropLmHa

3[iiCHEHHS (hapMakoHarnsgy B
YKpaiHi, AKWwo BoHa BiAMIHHA Bif
YNOBHOBaXEHOT 0co6u,
BigNoBiga/IbHOI 32 34jACHEHHSI
hapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MilLEHHI MacTep-haiina cuctemm
thapmakoHarnagy). 3miHa
YMNOBHOBaXEHOT 0CO6U 3as1BHMKA,
BiANOBIAA/IbHOI 32 hapmakoHarnsg.
[itova pepakuia: Attina Onar.
MponoHoBaHa pegakuis: flacno
Cekeil. 3MiHa KOHTaKTHUX AaHUX
YMOBHOBaXEHOT 0CO6Y 3asBHMKA,
BiANOBIAa/IbHOI 3a thapMakoHarnsg,.
3MiHa KOHTaKTHMX fAaHWUX KOHTaKTHOT
0co6u 3as1BHMKA, BiAnoBigasibHOI 3a
hapmakoHarnag B Ykpaii.
3MiHa MicLe3Haxo4KEHHS MacTep-
thaiina cuctemu chapmakoHarnisay.
3MiHa Micus 3AjiiCHEHHS OCHOBHOT
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo
i
peyos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep

peecmpayitiHo

20
nocsBioOYeHHs

LisNbHOCTI 3 hapmakoHarnsagy.

60.

FEKCIFH-M®

chlorhexidi
ne

xnopre
Kcuam
Hy
T/1t0KO
Har

GO1A

necapii no 16 mr, no
5 necapiiB y cTpuni;
no 2 cTpunu y naui
i3 KapTOHY

NAT
"MoHdpap
e

YkpaiHa

AT "Mordapm”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis: 3miHu | TUNY - 3MiHK 3
aKocTi. CepTudikar signosigHocTi/TE-
cepTudikaT BiANOBIZHOCTI
€Bponeiicbkii
hapmakonei/moHorpadii. 3minHu,
noB'si3aHi 3 HEOOXIAHICTIO NPUBEAEHHS
Y BiANOBIZHICTb A0 MOHOrpadii APY
abo €sponelicbkoi hapmakonei, abo
iHLWOT HauioHaTbHOT thapmakonei
nepxasu €C (3miHa y cneumdikayisx,
nos'sA3aHa 3i 3miHamu B 1Y, a60
€Bponelicbkili hapmakonei, abo iHLWin
HaLljioHanbHili hapmakonei gepxasu
€C) NpuseaeHHs cneuudikawii
BXiHOro KOHTposto Ad|
XnoprekcuauHy rnoKoHaTy [0 BUMOT
MoHorpadii EP gitoye BuaaHHA 3a
noKasHUKamm «XnopaHiniH» Ta
«CynpoBifHi JOMILLKM» 3
BiANOBIAHUMY MeTOAaMM
BMNPO6YyBaHb. 3MiHu Il TUny - 3MiHN 3
akocTi. A®l. Bupo6HMUTBO. 3MiHa
BMPOGHMKA BUXIAHOro/NPOMIKHOTO
npoAaykTy/peareHTy, LWo
BUKOPVCTOBYIOTHCS Y BUPOOHUYOMY
npotieci A®l, a6o 3miHa BUPOBHMKa
(Bkntoyatoumn, oe HeobxigHo, micue
NpoBefieHHA KOHTPOJI0 AKoCTi) AP (3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI €BpONENCHKIl
dhapmakonei y 3aTBepAkeHOMY A0CbE)
(BBEAEHHA HOBOTO BMPOGHUKA API 3
HaJaHHAM macTep-goaiina Ha Adl)
BBegeHHSA 40AaTKOBOro
(anbTepHaTVBHOr0) BUPOGHMKA
cybCTaHUil XnoprekcuanHy riakoHaTy
BASIC PHARMA LIFE SCIENCE PVT.
LTD, IHAis, B 3B'A3KY 3 HEPErYIAPHUMU
noctaBkamu cybcTaHuil Big,
3aTBEPAKEHOro BUPObHMKa G.
AMPHRAY LABORATORIES, IHgis.

6e3
peyenma

UA/13640/01/01

61.

FEKCIKOH

chlorhexidi
ne

xnopre
Kcuam
Hy

GO1A

necapii no 16 mr; no
5 necapiiB y
KOHTYpHIlA

TOB «®3
«CTALOA»

YkpaiHa

TOB «®3
«CTAOA»

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
MaTepianis: 3MiHu | TUNY - 3MiHK 3
sIkocTi. FOTOBMIA Nikapcbkuii 3aci6.

6e3
peyenma

UA/15850/01/01




84 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
TII0KO YapyHKOBIl 3MiHV Y BUPOOHMUTBI. 3MiHU Y npoLeci
HaTt ynakoBLi; no 2 BMPOGHULITBA FOTOBOTO /liKapCbKOro
KOHTYPHi YapyHKOBI 3aco06y, BK/1H0HYAKUN NPOMDKHUIA
ynakoBKM y nauii 3 NPOAYKT, L0 3aCTOCOBYETLCA NpU
KapTOHY BUPOBHMLTBI FOTOBOMO NiKApChLKOro
3acoby (He3HayHa 3MiHa y npoLeci
BMPOBHWLTBA) - BUMYYEHHS PYTUHHOIO
KOHTPOJII0 NPOMDKHOT NPOAYKLT Mig,
Yyac BMPOGHMLTBA Npenapary
"eKcikoH, necapii no 16 mr.
62. | FTEMUUTABIH | gemcitabin | remun | LO1BC | KoHueHTpaT gns Akkopg, Monbwa BrnpobHnuTBO, IHgis/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/17799/01/01
AKKOPA, e TabiHy | 05 pPO34nHYy oNns Xenckea KOHTPO/Ib SIKOCTI, Benvka MaTepianis: 3MiHu | TUNY - 3MiHK 3 peyenmom
rigpox iHdpy3iii, 100 mr/mn; Moncka nepBuHHe Ta BputaHi | sakocTi. CepTtudikaT BignosigHocTi/l'E-
nopug no 2 mn (200 wmr), 10 Cn. 3.0.0. BTOPVHHE al cepTudikaT BiANOBIAHOCTI
M1 (1000 mr), 15 mn nakyBaHHs: IHTac Monbuwa €Bponeiicbkii
(1500 mr), 20 mn dapmachbloTikanc / thapmakonei/moHorpadii. NMogaHHA
(2000 ™r) y chniakoHi; Nimitea, IHAiN; Yropwm HOBOro abo OHOB/IEHOro cepTucpikara
no 1 cpnakoHy y B1po6HMLTBO, Ha/ BiANOBIAHOCTI 260 BUYyYEHHS
KapTOHHIN nayuj KOHTPO/Ib AKOCTI, ManbTa/ cepTudikaTa BifnoBiAHOCTI
nepBrHHE Ta Mpeuis €Bponeiickkin hapmakonei: gns Adl;

BTOPVHHE
nakyBaHHs: IHTac
dapmacbtoTikasic
Nimiteq, IHAis;
BTopuHHe
nakyBaHHS:
Akkoppg Xenckea
Nimiten, Benuka
BpuTaHis;
BignosiganbHuii
3a BUMNYCK cepil:
Akkoppg Xenckea
Moncka Cn. 3 0.0.
Cknap Imnoprepa,
MonbLya;
KoHTpOsb sKocTi
cepii: €spocpiHc
AHaniTikan
Cepsices XaHrepi
KdpT., YroplumHa;
KoHTpO/b siKOCTi
cepii: Papmagokc
Xenckea J1ta,,
ManbTa;
KoHTpOsb sKocTi
cepii:

LNna BuxigHoro
matepiany/peareHTy/nPoOMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTBCS Y
BMPOGHMUTBI A®Il; ANt [ONOMIXHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) -
OHoBeHWiA cepTUdikaT Bif yxe
3aTBEepPKEHOro BUPOOHUMKa. ModaHHA
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpoNechbkili
thapmaxonei Ne R1-CEP 2009-089 -
Rev 02 (3aTBepmkeHo: R1-CEP 2009-
089 - Rev 01) ana A®I remuutabiHy
rigpoxnopuay Bif 3aTBepKEHOr0
BMpo6HMKa Intas Pharmaceutical
Limited, India. 3miHn | TUNY - 3MiHK 3
aKocTi. CepTudikar signosigHocTi/TE-
cepTudikaT BiANOBIZHOCTI
€Bponeiicbkii
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTucpikara
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudikaTa BifnoBiAHOCTI
€Bponeiickkin hapmakonei: gns Adl;
LNa BuxigHoro
Marepiany/peareHTy/npoMiXHOro




85 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
NABAHANIZIC NPoAYyKTY, L0 BUKOPUCTOBYHOTLCA Y
C.P.N, Itanis; BMPOGHMLTBI API; ANt [ONOMIXHOT
KoHTponb skocTi peyoBuMHM (cepTudikaTt BiANOBIAHOCTI
cepii: €Bponeiicbkii hapmakonei) -
SAPMABANIL OHoBneHwnin cepTudikart Big yxe
n1g. 3aTBepAKeHOro BUpobHuka. MogaHHsA
Mikpo6ionoriyHa OHOB/IEHOrO cepTudikaTa
naboparopis, BIANOBIAHOCTI EBpONenchbkili
YroplmHa; hapmakonei Ne R1- CEP 2006-222 -
BTopuHHe Rev 01 (3atBepmxeHo: R1- CEP 2006-
nakyBaHHs, 222 - Rev 00) ana A®Il remumtabiny
KOHTPO/Ib SIKOCTI rigpoxnopuay Bif, 3aTBEPAKEHOIO
cepii: BMpo6HuKa Shilpa Medicare Limited,

AKKOpA, Xernckea
Cinrn Membep
C.A., 'peuis

India, skuiA 3mMiHMB Ha3By Ha SHILPA
PHARMA LIFESCIENCES LIMITED,
India. 3miHu | TMNY - 3MiHK 3 AKOCTI.
CepTucpikat BignosigHocTi/lE-
cepTudikart BiANOBIAHOCTI
€Bponeiicbkiii
thapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO cepTudiikata
BiANOBIAHOCTI a60 BUMYYEHHS
cepTudiikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans Adl;
ONs BUXIAHOTO
marepiany/peareHTy/nPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHMUTBI A®I; Ana ONOMDKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHUMKa. MogaHHA
OHOBJ/IEHOTO cepTudikata
BiAANOBIAHOCTI EBpoNechkili
hapmakonei Ne R1- CEP 2009-208 -
Rev 02 (3aTBepmxeHo: R1- CEP 2009-
208 - Rev 01) ana Adl remumtabiHy
rigpoxnopuay Bif 3aTBEPAKEHOIO
BMpo6HMKa Hetero Labs Limited (Unit-
1), India. 3miHu | TUNY - 3MiHK 3 AKOCTI.
CepTucpikat BignosigHocTi/lE-
cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO cepTudiikata
BiANOBIAHOCTI 260 BUTYYEHHS




86 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3aco6y HenameH T ynakoska) a uka yBsa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *

cepTudikaTa BignoBigHOCTI
€poneiicbkin thapmakonei: ana Adl;
ONsi BUXiAHOTO
matepiany/peareHTy/npoMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHMUTBI A®Il; ANt [ONOMIXHOT
peyoBuHU (cepTuddikat BiANOBIAHOCTI
€Bponeiicbkin dhapmakonei) -
OHoBreHWiA cepTudikar Bif yxe
3aTBEPAXEHOr0 BUPOGHMKa. MogaHHA
OHOB/IEHOTO cepTudiikaTa
BiANOBIAHOCTI EBponechbkili
hapmakonei Ne R1-CEP 2006-272-
Rev 05 (3atBepmkeHo: R1-CEP 2006-
272-Rev 04) pns Ad®| remumTabiHy
rigpoxnopuay Bif, 3aTBEPMAKEHOrO
BUpo6HMKa SCINOPHARM TAIWAN,
LTD, Taiwan.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
CepTucpikat BignosigHocTi/lE-
cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO cepTudikara
BiANOBIAHOCTI a60 BUIYYEHHS
cepTudiikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans Adl;
ONs BUXIAHOTO
marepiany/peareHTy/nPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BUPOGHMUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikart BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEPMKEHOr0 BUPOOHUMKa. MogaHHA
OHOBJ/IEHOTO cepTudiikata
BiAANOBIAHOCTI EBpoNechkili
thapmakonei Ne R1-CEP 2006-272-
Rev 06 ansa A®l remuutabiHy
rigpoxopuay Bif, 3aTBEPMKEHOIO
BUpo6HMKa SCINOPHARM TAIWAN,
LTD, Taiwan. 3miHu | Tuny - 3miHun 3
sAKocTi. CepTudikat signosigHocTi/TE-
cepTudikat BiANOBIAHOCTI
€Bponeiicbkii
hapmakonei/MoHorpadoii. NogaHHs
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3aco6y HenameH T ynakoska) a uka yBsa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *

HOBOro abo OHOBNEHOro cepTudpikata
BIANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana Adl;
Ans BUXigHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI API; ANt [ONOMIXHOT
peyoBuUHM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHoBeHuii cepTudikar Bif yxe
3aTBepKEHOro BUpo6Huka. MogaHHsA
OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI EBpONenchbkili
hapmakonei Ne CEP 2022-092 - Rev
02 (3atBepmxeHo: CEP 2022-092 -
Rev 01) ana A®I remuutabiHy
rigpoxnopuay Bif, 3aTBEPAKEHOIO
BMpo6HUuKa INTAS
PHARMACEUTICAL LIMITED, India
(Process Il1). Ak Hacnigok BBeAEHHSA
[0aTKOBOT BUPOBGHUYOI AiNbHUL
BignosigHo CEP. 3miHu | Tvny - 3miHn
3 akocTi. CepTudikat
BignosigHocCTI/TE-cepTucpikat
BIANOBIAHOCTI EBpONenchbkili
thapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBNEHOro cepTucpikata
BIANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana Adl;
Ans BUXigHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI API; ANt 4ONOMIXHOT
peyoBUHM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHoBreHuii cepTudikar Bif yxe
3aTBepKEHOro BUpo6Huka. MogaHHsA
OHOB/IEHOrO cepTudikaTa
BIANOBIAHOCTI EBpONenchbkili
hapmakonei Ne CEP 2006-222 - Rev
02 ansa A®l remunTtabiHy
rigpoxnopuay Bif 3aTBEPAKEHOIO
BMpo6Huka SHILPA PHARMA
LIFESCIENCES LIMITED, India.
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

3MiHu | TUNY - 3MiHK 3 AKOCTI.
CepTucpikat BignosigHocTi/lE-
cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTudiikata
BiANOBIAHOCTI a60 BUIYYEHHS
cepTudiikaTa BignoBigHOCTI
€Bponeiicbkii hapmakonei: ans Adl;
ONs BUXIAHOTO
martepiany/peareHTy/NPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BUPOGHMUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikart BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEPMKEHOr0 BUPOOHUMKa. MogaHHA
OHOBJ/IEHOTO cepTudiikata
BiAANOBIAHOCTI EBpoNechkili
thapmakonei Ne CEP 2006-272-Rev 07
ana A®l remuutabiHy rigpoxnopugy
Bif, 3aTBEPAXEHOr0 BUPOGHMKA
SCINOPHARM TAIWAN, LTD, Taiwan

63.

FENTPAN®

ademetion
ine

aneme
TIOHIHY
1,4-
6yTaH
anecyn
bgooHa
T

Al6A
A02

TabneTku
KMLLKOBOPO3UMHHI MO
500 wmr; no 10
TabneTok y 6nictepi;
no 2 6nictepn y
KapTOHHI KOpooLi

A660TT
Na6opato
pi3 TM6X

Himeyun
Ha

A66BI C.p..

ITania

BHECEHHS 3MiH A0 peecTpavinHmx
marepianis: 3miHu | Tuny - 3miHn
Lofo 6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnagy. 3miHa 4yactoTu
Ta/abo TepPMIHIB NOAAHHSA perynsipHo
OHOB/IIOBaHVX 3BITiB 3 6e3nekn
nNikapcbKunx 3aco6iB. 3MiHM YacToTn Ta
TEePMiHiB NOJaHHSA perynspHo
OHOBJIHOBAHOrO 3BiTYy 3 6E3MEKN.
[litova pepakuis: Yactora nogaHHA
perynspHoO OHOB/IIOBAHOTO 3BITY 3
6e3nekn 13 pokis. KiHueBa gata ans
BK/TIOYEHHS [aHUX 40 PerynsipHo
OHOB/IIOBAHOTIO 3BITY 3 6e3neku -
28.04.2025 p. Oata nogaHHs -
27.07.2025 p.
MponoHoBaHa pefakuis: Yactota
nofiaHHs PerynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3neku 8 pokiB. KiHueBa gata
[ANA BKNIOYEHHA JaHWX [0 perynsipHo
OHOB/IOBAHOrO 3BiTY 3 6GE3NEKU -
03.08.2033 p. Jarta nogaHHs -
01.11.2033 p.

3a
peyenmom

UA/6993/01/02
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IIpopoBxeHHs

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

PekomeHA0BaHO A0 3aTBePKEHHS
BiANOBIAHO A0 NepiofMYHOCTI NoJaHHSA
perynsipHo OHOB/HOBaHMX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y €C.

64.

FENTPAN®

ademetion
ine

ageve
TIOHIHY
1,4-
6yTaH
aveyn
bghoHa
T

AlGA
A02

TabneTku
KMLLKOBOPO34MHHI MO
400 wmr; no 10
Tabnetok y 6nictepi;
no 1 a6o 2 6nictepn
Y KapTOHHii
ynakoBLj

ABGOTT
Na6opato
pi3 M'M6X

Himeuun
Ha

A66BI C.p.n.

ITanis

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3miHu | TUny - 3MiHn
wofo 6e3snekn/edeKTMBHOCTI Ta
hapmakoHarssgy. 3miHa 4actoTu
Ta/abo TepMIHIB MOAAHHSA perynsipHo
OHOB/IIOBAHUX 3BITiB 3 6e3nekn
NiKapcbKkunx 3acobiB. 3MiHM YacToTn Ta
TEPMIHIB NOAAHHS perynsapHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku.
[itoua pegakuis: Yactora nogaHHs
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekn 13 pokis.

KiHueBa fata Ans BKIOUEHHS AaHnX
[0 perynsapHoO OHOB/IIOBAHOTO 3BITY 3
6e3neku - 28.04.2025 p.

[Jata nogaHHs - 27.07.2025 p.
[MponoHoBaHa pefakuis: Yactota
NoJaHHsA perynsapHoO OHOB/IHOBAHOIO
3BiTYy 3 6e3nekun 8 pokis.
KiHueBa fata gna BKIOYEHHS AaHuX
[0 perynsapHoO OHOB/IHOBAHOIO 3BITY 3
6e3neku - 03.08.2033 p.

[ara nogaHHs - 01.11.2033 p.
PekomeHA0BaHO [0 3aTBEPKEHHS
BiAMNOBIAHO 40 NepioANYHOCTI NOAaHHS
perynisipHoO OHOBJ/IIOBaHWX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y €C.

3a
peyernmom

UA/6993/01/01

65.

rNILEPUH

Glicerol

rniuep
VH
anctu
nboBa
HWiA

D02A

po3unH Ans
30BHILUHBLOIO

3acTocyBaHHs 85 %
no 25 r y chnakoHax

MPAT
"OITOPAP
M"

YkpaiHa

BignoBiga/IbHMIA 32
BMPOGHMLTBO,
nepBuHHE
nakyBaHHs Ta
KOHTPO/Tb SIKOCTI:
AT "ly6Hudapm",
YKpaiHa,
BiANOBIAaIbHMI 3a
BMPOGHMLTBO,
nepBuUHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI
Ta BUNyCK cepii:
MPAT
"OITOPAPM",

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
MaTepianis: 3MiHu | TUNy - 3MiHK 3
sKocTi. FOTOBMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHsi
roTOBOrO JIiKapCbKOro 3acoby (3miHa y
3aTBEPAKEHOMY NPOTOKOSI
cTabinbHOCTi) 3MiHa y 3aTBEPKEHOMY
npoTokoni ctabinbHocTi 13, wozao
nepioANYHOCTI 34iiCHEHHS KOHTPO/TIO
NOKa3HWKIB NPOTArOM TEPMIHY
npuaaTHocTi (Npu 36epiraHHi), a came:
MOKa3HWKN "PO3YMHHICTB",
"loeHTudpikauis®, "Mpo3sopictb
po3uunHy", "KonbopoBsicTb po3unHy",

6e3
peyenma

UA/8363/01/01
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Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
YKpaiHa,; "lanoreHnoxigHi”, "Llykop", "Xnopugn",
BiANOBIAaIbHMI 3a "CynbghaTHa 30na", "Baxki metanmn”,
BWMYCK cepil, He "Maca BMiCTy ynakoBku'"
BK/THOHAI0UM MPOMNOHYETLCA KOHTPO/HOBATY B TOUKaX
KOHTpO/b/ 3 mic. nicns BUMYCKY Ta HaNpUKiHL
BMNpPOOYBaHHSA TepMiHy NpUAATHOCTI; MOKa3HWKN
cepii: MPAT "Edpipn", "Boga", "MikpobionoriyHa
"PITODAPM", yncToTa" NPONOHYETLCA
YkpaiHa KOHTPO/I0BATU B ToUkax 3 Mmic., 6 mic.
nicns BUMNYCKy Ta HanpUKiHLi TepMiHy
npuaaTHOCTI; NokasHuK "Anbaerign”
MPOMNOHYETLCA KOHTPOJIHOBATH B TOUKaX
3 mic., 6 mic., 24 mic., 48 mic. nicna
BWMYCKY Ta HanpuKiHLj TEPMiHY
npuaaTHOCTI; NokasHuk “"[omiwka A Ta
CYNPOBIAHI AOMILLKM" MPOMNOHYETLCSA
KOHTPO/IIoBaTH B ToUkax 3 Mic., 6 Mic.,
12 wmic., 24 mic., 36 mic., 48 mic. nicns
BUNYCKY Ta HanpuKiHLi TepMiHy
npuaaTHoCTI.
66. | MMIOKO®DPAX metformin meTcho | A10B TabneTku Mepk ®paHuis Mepk CaHTe, ®paHuin BHECEHHS 3MiH 40 peecTpaLinHmx 3a UA/3994/02/02
XR pMiHy A02 NPOJIOHroBaHoOI fji CaHte PpaHuis; / marepianis: 3MiHu | Tuny - 3MiHu 3 peyenmom
rigpox no 1000 wmr; no 10 c.a.c. Himeuun AKOCTI. [O0TOBWMIA NTikapcbkunii 3aci6.
nopug TabneTok y 6nictepi; Mepk Xenckea Ha KOHTpO/b roTOBOrO iKapCbKoro

no 3 a6o no 6
6nictepiB y
KapTOHHI Kopo6Lyi

KraA, HiveuuunHa,
KOHTPO/Tb/BUNPOOY
BaHHA cepii
(B13HayeHHs N-
HiTPO30AMMETUNA
MiHy (NDMA):
€pocpiHc Amartci
AHanITIKC,
PpaHuin

3acoby. 3miHa napameTpis
crneundikayii Ta/abo AonycTMmX
MeX roTOBOrO J1iKapCbKOro 3acoby
(monoBHeHHA abo 3aMiHa NokasHuka
crneunqikauii 3a pesynbratamm
JocnigpKeHb 3 6e3nekn abo skocTi (3a
BUHATKOM NiKapCbknx 3acobis
6i0N0riYHOro/iMyHO/I0TYHOTO
noxoykeHHs)) JoaasaHHsA [0
cneundikavii nokasHuka N-
HiTpo3oanmeTnnamivy (NDMA) 3a
pe3ynbTatamu 6e3neku abo AKocTi
(TecT NpoBOAATb HA OAHIN NaPTil KOXHI
[ecaTb NapTiin abo WwoHanmeHLwe
OAVH pas3 Ha piK); YTOYHEHHS [0 p.
Mikpo6ionoriyHa ynctota. 3minu | Tuny
- 3MiHM 3 KOCTI. [0TOBWIA NiKapCcbknii
3aci6. 3MiHM y BUPO6HULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCSA
BUNYCKY Cepii Ta KOHTPOJIIO SIKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa
abo fofaBaHHA AiNbHULI, Ha SKIA
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IIpopoBxeHHs

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

3[jiiCHI0ETbCSA
KOHTPO/b/BMNPOBYBaHHA cepir)
[lofaBaHHs AjibHUL Ha SKilA
3[jiiCHI0ETbCSA
KOHTPO/b/BMNpOGYBaHHSA cepil
Eurofins Amatsi Analytics, France
KOHTPONb/BUNPOGYBaHHSA cepil
(B3HaueHHs1 N-
HiTpo3oanmeTunamiHy(NDMA)). 3miHu
| Tuny - 3miHK 3 AkocTi. FoToBWMA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa po3mipy cepii
(BKNKOYAOUM Ajiana3oH po3Mipy cepir)
roTOBOrO NikapCbKoro 3acoby
(36inbLueHHs Ao 10 pasiB NOPIBHSAHO i3
3aTBEPMKEHNM PO3MipOM) [ofaBaHHs
anbTepHaTMBHOIO po3Mipy cepii 655,5
Kr (452 300 TabneTok) 4O NOTOYHOrO
3apeecTpoBaHoOro po3mipy cepii 492,9
Kkr (340 100 Tabnetok) ans
BMPOGHMYOro npouecy «Sirocco».

67.

rPOMPUHO3
NH®

inosine
pranobex

iHO3UH
y
npaHo
6ekc

JO5AX

Tabnetkun no 500 wmr;
no 10 TabneTtok y
6nicTepi; no 2 abo
no 5 6nictepis B
KapTOHHI KOpooLi

BAT
"leneoH
PixTep"

YropLum
Ha

TOB "TepeoH
PixTep Monbwa“,
Monba
(KOHTPOSb SIKOCTI,
[L,03BiN Ha BMNYCK
cepii;
BUPOBHULTBO
Hepo3chacoBaHOro
npoaykTy,
nepBuHHA
ynakoBka,
BTOPUHHA
ynakoBka)

MonbLya

BHECEHHS 3MiH O peecTpaLifiHnX
martepianis: 3miHu | TUny - 3MiHn
Loao 6e3nekn/edyeKTUBHOCTI Ta
hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy thapmakoHarnagy (sBegeHHs
y3arasibHeHVX faHnx Npo cuctemy
hapmakoHarnsgy, amiHa
yMOBHOBaXEHOI 0cobw,
BiANOBIAALHOT 33 3iICHEHHS
hapmakoHarnagy; KOHTakTHoOi ocobu 3
thapmakoHarnagy 3asBHuka gns
34ilicHeHHA thapMakoHarnagy B
YKpaiHi, SIKLLLO BOHa BigMiHHa Big,
YMOBHOBaXeHOI 0cobw,
BiANOBIAAIbHOT 33 3iICHEHHS
hapmakoHarniagy (Bkovarum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy) 3miHa
YMOBHOBaXXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAa/IbHOI 3a thapMakoHarnsg,.
[Litova pepakuis: Attina Onar.
MponoHoBaHa pepakuis: flacno
Cekeli. 3MiHa KOHTaKTHUX AaHUX

3a
peyenmom

UA/6286/01/01




92 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
YNOBHOB&XEHOT 0CO6U 3as1BHYIKA,
BiANOBIAA/IbHOI 32 hapmakoHarnsga.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0co6u 3as1BHMKA, BiANOBiAabHOI 38
thapmakoHarnsg B Ykpaii.
3MiHa MicLe3HaxoMKeHHA MacTep-
(haiina cuctemu chapmakoHarnisay.
3MiHa Micus 34iICHEHHST OCHOBHOT
LisNIbHOCTI 3 dhapmakoHarnagy.
68. | FPOMPUHO3 | inosine iHO3MH | JO5AX | Tabnetku no 1000 BAT Yropwm BUPOBHULTBO Monbla BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/20564/01/01
NH® ®OPTE pranobex y 05 mr; no 10 TabneTok "T'efeoH Ha Hepo3dacoBaHOro martepianis: 3miHu | TUny - 3MiHn peuyenmom
npaHo y 6nicTepi; no 1 abo PixTep" NPOAYKTY, Loao 6e3nekn/edyeKTUBHOCTI Ta
6ekc no 3 6nictepn y nepBuHHA hapmakoHarnagy. BeegeHHs abo
KapTOHHI ynakoBLi ynakoBKa, 3MiHM [0 y3arasibHeHVX AaHuX Npo
BTOPVHHA cuctemy thapmakoHarnagy (sBegeHHs
ynakoska: TOB y3arasibHeHnX AaHux npo cucTemy
"l'epgeoH PixTep hapmakoHarnsgy, amiHa
Monba”, yMOBHOBaXeHOI 0cobw,
MonbLa; BiANOBIAAILHOT 33 3iICHEHHS
KOHTPO/Ib SIKOCTI, hapmakoHarnagy; KOHTakTHOi ocobu 3
[03BiN Ha BANYCK thapmakoHarnagy 3asBHuka gns
cepii: TOB 3AilicHeHHA thapMakoHarnagy B
"l'epgeoH PixTep YKpaiHi, SIKLLLO BOHa BigMiHHa Big,
Monba”, yMOBHOBaXeHOI 0cobw,
MonbLa BiANOBIAALHOT 33 3iICHEHHS
hapmakoHarnagy (Bkovarum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MiLLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy) 3miHa
YMOBHOBaXEHOT 0CO6Y 3asBHMKA,
BiANOBIAa/IbHOI 3a thapMakoHarnsg,.
[Litoyva pepakuis: Attina Onar.
MponoHoBaHa pepakuis: flacno
Cekeli. 3MiHa KOHTaKTHUX AaHUX
YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,
BiAMNoBiAa/IbHOT 32 hapmakoHarnsg.
3MiHa KOHTaKTHUX [aHnX KOHTaKTHOI
0Cco6M 3as1BHMKA, BiAnoBiAa/IbHOI 3a
hapmakoHarnag B YkpaiHi.
3MiHa MicL,e3HaxXoMKEHHST MacTep-
tharina cuctemmn chapmakoHarnsgy.
3MiHa Micus 34jACHEHHs1 OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy.
69. | FPOMNPUHO3 | inosine iHo3nH | JOS5AX | cupon, 250 mr/5 mn BAT Yropuin KOHTPO/Ib SKOCTI, Monbwa BHECEHHS 3MiH 40 peecTpaLinHmx 3a UA/16348/01/01
NH®-PIXTEP pranobex y 05 no 150 mny "TeieoH Ha [03BiN Ha BMNYCK martepianis: 3miHu | TUny - 3MiHK peyenmom
npaHo hnakoHi; no 1 PixTep" cepii: TOB Loao 6e3nekn/edekTMBHOCTI Ta
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
6ekc donakoHy y "l'epeoH PixTep thapmakoHarnagy. BeegeHHs abo
KapTOHHI ynakoBsL, Monbwa”, 3MiHM [0 y3arasibBHEHUX JaHuX npo
B KOMMNJIEKTi 3 Monblya; cuctemy thapmakoHarnagy (sBegeHHs
NpUCTPOEM AN BUPOGHMLITBO y3arasibHeHUX AaHvx Npo cucTemy
[,03YBaHHS 3 MIipHOKO Hepo3dhacoBaHOro hapmakoHarnsgy, amiHa
wikanoto Big 0,5 mn NPOAyKTY, YyMOBHOBaXeHOI 0cobw,
0o 5 mn nepBuHHAa BiANOBIAA/IbHOI 3a 3AiiCHEHHS
yrnaKkoBKa, hapmakoHarnsgy; KOHTakTHoOi ocobu 3
BTOPVHHA thapmakoHarnagy 3asBHuka gns
ynakoBka, 3AiicHeHHA thapMakoHarnsgy B
KOHTPO/Ib SKOCTIi: YkpaiHi, K0 BOHa BiAMIHHA Bif,
leneoH PixTep YyMOBHOBaXeHOI 0cobw,
PymyHia A.T., BiANOBIAA/IbHOI 3a 3AiiCHEHHS
PymyHis hapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLieHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy). 3miHa
YMOBHOBaXXEHOT 0CO6Y 3as1BHMKA,
BiANOBiAabLHOI 32 hapmakoHarnsg.
[itoya pepakuis: Attina Onar.
MNMponoHoBaHa pepakuis: flacno
Cekeil. 3MiHa KOHTAKTHUX AaHKX
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a thapMakoHarnsg.
3MiHa KOHTaKTHUX OAaHUX KOHTaKTHOT
ocobu 3asBHMKa, BiANOBIAA/ILHOI 3a
thapmakoHarnsg B Ykpaii.
3MiHa MicL,e3HaxXoMKEeHHs1 MacTep-
thaiina cuctemu chapmakoHarnisgy.
3MiHa Micus 34iiCHEHHSI OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsagy.
70. | AAPITIA Drospiren apocni | GO3A TabneTkn, BKPUTI BAT Yropwm BAT "leaeoH Yropwm BHECEHHS 3MiH 4O peecTpauiiHnx 3a UA/11801/01/01
one and peHoH | Al2 NNiBKOBOIO "T'epeoH Ha PixTep" Ha martepianis: 3miHu | TUny - 3MiHn peyenmom
ethinylestr | Ta 060/10HKOI0, 3 PixTep" Loao 6e3snekn/edeKTMBHOCTI Ta
adiol eTuHIN mr/0,02 mr; no 28 thapmakoHarniagy. BeeaeHHsi abo
ecTpa (24+4) TabneTtok y 3MiHW [0 y3ara/ibHeHVX JaHux npo
aion 6nictepi; no 1 cucTemy thapmakoHarnsgy (sBefieHHs

(1x(24+4)) a6o no 3
(3x(24+4)) 6nicTepn
pa3om 3 nnackum
KapTOHHUM
dyTnsapom ana
36epiraHHs
6nictepa, TXHEBUM
KaneHgapem-
CTiKepoMm y

y3arasibHeHVX AaHnX Npo cucTemy
hapmakoHarnagy, 3miHa
YNOBHOBaXEHOT 0co6u,
BigNoBiga/IbHOI 32 34iACHEHHSI

chapmakoHarnsgy; KOHTaKTHOT 0co6M 3

hapmakoHarnsgy 3asiBHuKa s

3[iiCHEHHS (hapMakoHarnsgy B

YKpaiHi, AKWwo0 BoHa BiAMIHHA Bif
YNOBHOBaXEHOT 0co6MU,
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
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a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep

20

KapTOHHI ynakoBLi

BiANOBIAA/IbHOI 3a 3AiiCHEHHS
hapmakoHarnagy (Bkovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLleHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy). 3miHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAaLHOI 32 hapmakoHarnsg.
[itoya pepakuis: Attina Onar.
MNMponoHoBaHa pepakuis: flacno
Cekeil. 3MiHa KOHTAKTHUX AaHKX
YMNOBHOBaXEHOI 0CO6M 3as1BHMKA,
BiANOBIAa/IbLHOI 3a thapMakoHarnsg.
3MiHa KOHTaKTHUX OAaHUX KOHTaKTHOT
ocobu 3asBHMKa, BiANOBIAA/ILHOI 3a
thapmakoHarnag B Ykpaii.
3MiHa MicL,e3HaxXoMKeHHs1 MacTep-
thaiina cuctemu chapmakoHarnisgy.
3MiHa Micus 34jACHEHHSI OCHOBHOT
LiSNbHOCTI 3 hapmakoHarnsaay.

71.

JAPDEH®
Kiac

ibuprofen

ibynpo
deH

MO1A
EO1

CYCMeH3sisi opaUibHa,
100 mr/5 mn, no 100
My thnakoHi abo
no 200 mny
dhnakoHi; no 1
donakoHy y
KOMM/IeKTi 3i
LUNpULLIOM-
[03aTopoM B navuj

MpAT
"PapmaLe
BTUYHA
ipma
"fapHuua”

YkpaiHa

BUPOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS,
KOHTPO/Ib SKOCTI,
BUMNYCK cepii
roTOBOro
NpoaykTy:
[Oencbapm bnagen
B.B., HigepnaHau;
BMPOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs, BUMYCK
cepii roToBoro
NPOAYKTY:
Epecbapm, C.J1.,
IcnaHis;
KOHTPO/b SKOCTi
(3a BUHATKOM
MiKpO6io/I0rivyHOro
KOHTPO/10), BUMYCK
cepii roToBoro
NPOAYKTY:
dapmanigep, C.A.,
IcnaHis;

MiKpPOGIONOri4HuWiA

Higepna
HAK

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis: TexHiyHa noMunka (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460),
BunpasneHo TexHiYHy NOMWU/KY B
po3gini "7. BNACHWK
PEECTPALIVIHOIO
NOCBIAYEHHSA / Bupo6bHuk
nikapcbKoro 3aco6y" KOpoTKoi
XapaKTepuCTUKKN NikapcbKoro 3acoby,
a came - BipHO 3a3Ha4eHo AaHi npo
BMPOGHMKa. TexHiuHa nomuska byna
JonyuieHa npu npoueaypi
nepepeecTpaldii, Wo 3aTBepmxeHa
Hakazom MO3 Ykpainu Big 19.02.2026
Ne 217. 3a3HayeHe BUMNpaB/ieHHs
BignoBigae martepianiam
peecTpaLiiHoro AoCbeE.

6e3
peyenma

peecmpayitiHo

nocsBioOYeHHs

UA/18549/01/01
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
KOHTPO/b
(cy6nigpaaHuk
KOMMaHii
Farmalider, S.A.):
Biona6, C.J/1.,
Icnanis
72. | AAP®EH® ibuprofen I6ynpo | MO1A | cycneHsis opasibHa, MpAT YkpaiHa BMPOGHMLTBO, Hignepna BHECEHHS 3MiH O peecTpaLifiHnX 6e3 UA/18550/01/01
KIAC ®OPTE deH EO1 200 mr/5 mn, no 100 | "dapmaue nepBrHHE Ta Han/ martepianie: TexHiyHa noMunka (3rigHo | peyenma
MY ¢onakoHi, no 1 BTUYHA BTOPWHHE IcnaHis Haka3y MO3 Big 23.07.2015 Ne 460).
hnaKkoHy y hipma nakyBaHHs, BrnpasneHo TeXHIYHY NOMUIIKY Y
KOMMAEKTI 3i "NapHuus” KOHTPO/Ib SIKOCTI, KOPOTKIl XapaKTepnCTULLi Nikapcbkoro
LUNPULOM- BUMYyCK cepii 3acoby, fonyLeHy npy npoueaypi
[03aTopoM B navuj roToBOro nepepeectpauii (Hakas MO3 Ne 155
NPOAYKTY: Big 09.02.2026 p.), a came: y NignyHKTi
Jendapm Bnagen "BMpO6GHMK nikapcbkoro 3acoby”
B.B., Higepnanau; posginy "7. BnacHuk peectpaLjiiiHoro
BUPOGHMLTBO, NOCBIJYEHHS" 3a3HAa4YEHO BUPOGHNKIB
nepBuHHe Ta nikapcbKoro 3acoby 3 MeTo
BTOPUHHE npuBeaeHHs y BiANOBIAHICTL 3
nakyBaHHs1, BUMYCK IHCTPYKLi€0 418 Me4MYHOro
cepii roToBoro 3acToCyBaHHS Nikapcbkoro 3acoby.
NPOAYKTY: 3a3HauyeHe BUNPaB/IeHHs BiAMoBiAae
Epecbapm, C.N1., MaTepiasiam peectpauiiHoro AoCheE.
Icnaxis; KOHTPO/b
AKOCTi (3a
BUHSATKOM
MikpobiosioriyHoro
KOHTPOJIH0), BUMYCK
cepii roToBOro
NpoaykTy:
Papmanigep C.A.,
IcnaHis;
MiKpO6iosIorivHuniA
KOHTpO/b
(cybnigapagHuk
KoMnaHii
Farmalider, S.A.):
Bionab, C.J1.,
IcnaHis
73. | AEKBAJON - feksa | RO2A TabneTkn ons AT YkpaiHa AT "KUIBCbKUI YkpaiHa BHECEHHS 3MiH O peecTpaLiiHmnx 6e3 UA/16839/01/01
niHilo PO3CMOKTYBaHHS 3 "KMIBCbK BITAMIHHUIA Marepianis: 3MiHu | Tuny - 3miHu 3 peyenma
xnopu KOKOCOBWM CMaKoM; ni 3ABO4" AkocTi. CepTudikat signosigHocTi/TE-
a, no 6 TabneTok y BITAMIHH cepTudikart BiAnoBIiAHOCTI
LMHXO 6nicTepi; no 3 abo 5 un €Bponeiicbkii
KaiHy 6nicTepiB y nayui 3 3ABO4" thapmakonei/MoHorpadii. NMogaHHA
rigpox KapToHy, no 12 HOBOro abo OHOB/IEHOTO cepTudlikara
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
nopug Tabnetok y 6nictepi; BiANOBIAHOCTI a60 BUIYYEHHS
(anbyk no 1 a6o 3 6nictepu cepTudiikaTa BignoBigHOCTI
aiHy y nauui 3 KapTOHYy €Bponeiicbkii hapmakonei: ans Adl;
rigpox ONs BUXIAHOTO
nopug marepiany/peareHTy/nPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHMUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTty
BiANOBIAHOCTI EBpoNechkili
thapmakonei CEP 2019-026-Rev 03
Bifl 3aTBEPKEHOr0 BUPOOHMKA
Laboratorios Espinos Y Bofill S.A.,
Icnanisa gitouoi peyoBMHM AeKBasiHIl0
X/10pWA, B 3B’A3KY 3i 3MiHOIO Ha3BYU
BUpo6HMKa A®I, MicLie BUpOOHULTBA
He 3miHunoch (3atBepmxeHo: RO-CEP
2019-026-Rev 02 Laboratorios
Espinos Y Bofill S.A. (LEBSA);
3anponoHoBaHo: CEP 2019-026-Rev
03 Laboratorios Espinos Y Bofill S.A.).
74. | AEKBAJON - feksa | RO2A TabneTkn ons AT YkpaiHa AT "KUIBCbKUI YkpaiHa BHECEHHS 3MiH O peecTpaLifiHnX 6e3 UA/16838/01/01
NiHito PO3CMOKTYBaHHS 3 "KNIBCbK BITAMIHHWA MaTepiasiiB: 3MiHu | TMny - 3MiHK 3 peyenma
xnopu MaJIMHOBMM CMaKoM; nin 3ABO4" AkocTi. CepTudpikar BignosigHocTi/TE-
a, no 6 TabneTok y BITAMIHH cepTudikart BiANoBIiAHOCTI
LMHXO 6nicTepi; no 3 a6o 5 ni €Bponelicbkili
KaiHy 6nicTepiB y nauuj 3 3ABO4" thapmakonei/MoHorpadii. NogaHHA
rigpox KapToHy, rno 12 HOBOro abo OHOB/IEHOro cepTudikara
nopug Tabnetok y 6nictepi; BiAMOBIAHOCTI 260 BUTyYEHHS
(anbyk no 1 a6o 3 6nictepn cepTudpikaTa BignoBigHOCTI
aiHy y nayui 3 KapTOHY €Bponeiicbkiii hapmaxonei: ans Adl;
rigpox 0151 BUXIAHOTO
nopug marepiany/peareHTy/nPoMiHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BUPO6HMUTBI A®I; A51a AONOMIKHOT
pevoBuHU (cepTuddikat BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) -
OHoBneHuin cepTudikar Big yxe
3aTBEPAKEHOTO BUPOOHMKA - NOAAHHS
OHOB/IEHOTO cepTudikaTy
BiAMOBIAHOCTI €BpONENCHKIl
thapmaxonei CEP 2019-026-Rev 03
Bi/fl 3aTBEPPKEHOr0 BUPOBOHMKA
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
Laboratorios Espinos Y Bofill S.A.,
Icnanisa gitouoi peyoBMHM AeKBasTiHil0
X/10pWA, B 3B’A3KY 3i 3MiHOIO Ha3BY
BUpo6HMKa A®I, MicLie BUpOOHULTBA
He 3miHunochk (3atBepmxeHo: RO-CEP
2019-026-Rev 02 Laboratorios
Espinos Y Bofill S.A. (LEBSA);
3anpornoHoBaHo: CEP 2019-026-Rev
03 Laboratorios Espinos Y Bofill S.A.).
75. | AEKBAJON - feksa | RO2A TabneTkn ons AT YkpaiHa AT "KUIBCbKUI YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiHnX 6e3 UA/16837/01/01
NiHito PO3CMOKTYBaHHS 3 "KNIBCbK BITAMIHHWA MaTepiasiiB: 3miHu | TMny - 3MiHK 3 peyenma
xnopu JNIMMOHHVM CMaKoM; nin 3ABO4" AkocTi. CepTudikar signosigHocTi/TE-
a, no 6 TabneTok y BITAMIHH cepTudikart BiAnoBiAHOCTI
LMHXO 6nicTepi; no 3 a6o 5 ni €Bponelicbkili
KaiHy 6nicTepiB y nauuj 3 3ABO4" thapmakonei/MoHorpadii. NogaHHA
rigpox KapToHy, rno 12 HOBOro abo OHOB/IEHOro cepTudikara
nopug Tabnetok y 6nictepi; BiAMOBIAHOCTI 260 BUTyYEHHS
(anbyk no 1 a6o 3 6nictepu cepTudpikaTa BignoBigHOCTI
aiHy y nayui 3 KapTOHY €Bponeiicbkiii hapmakonei: ans Adl;
rigpox 0151 BUXIAHOTO
nopug marepiany/peareHTy/nPoOMiXHOIo
) NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPO6HMUTBI A®I; A1s AONOMIKHOT
pevoBuHY (cepTuddikat BiANOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHoBneHuin cepTudikar Big yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS
OHOB/IEHOTO cepTudikaTy
BiAMOBIAHOCTI €EBpONENCHKIl
thapmaxonei CEP 2019-026-Rev 03
Bifl 3aTBEPKEHOr0 BUPOBOHMKA
Laboratorios Espinos Y Bofill S.A.,
IcnaHis Ailoyoi pevoBUHM AEKBaUTiHI0
Xnopug, B 3B’A3Ky 3i 3MIHO Ha3BMU
BMpo6HMKa A®I, Micue BMpOGHMLTBA
He 3MiHunock (3areepaxeHo: RO-CEP
2019-026-Rev 02 Laboratorios
Espinos Y Bofill S.A. (LEBSA);
3anponoHoBaHo: CEP 2019-026-Rev
03 Laboratorios Espinos Y Bofill S.A.).
76. | AEKBAAON - neka | RO2A Tabnetkn ans AT YkpaiHa AT "KUIBCbKUN YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHmx 6e3 UA/14989/01/01
NiHito PO3CMOKTYBaHHS 3 "KMIBCbK BITAMIHHWA MaTepianis: 3MiHu | TUNY - 3MiHK 3 peyenma
xnopu M'ATHUM CMaKOM; Mo mn 3ABO4" akocTi. CepTudikaT BignosigHocTi/lE-
a, 6 TabneTok y BITAMIHH cepTudikart BiANOBIAHOCTI
LMHXO 6nicTepi; no 3 abo 5 ni €Bponeiicbkiii
KaiHy 6nicTepis y nauuj 3 3ABOA" hapmakonei/moHorpadii. NogaHHA
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo
i
peyos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

rigpox
nopvg,
(Anbyk
aiHy

rigpox
nopvg,

KapTOHy, no 12
Tabnetok y 6nictepi;
no 1 a6o 3 6nictepn
y nauli 3 kKapToHy

HOBOro abo OHOBNEHOro cepTudpikata
BIANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana Adl;
Ans BUXigHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI API; ANt [ONOMIXHOT
peyoBuUHM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHoBeHuii cepTudikar Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS
OHOB/IEHOrO cepTudikaTy
BIANOBIAHOCTI EBpONenchbkili
thapmakonei CEP 2019-026-Rev 03
Bif, 3aTBEPAKEHOr0 BUPOGHUKA
Laboratorios Espinos Y Bofill S.A.,
Icnanisa gito4ol peyoBUHM AeKBasiHil0
xnopug, B 3B’A3KY 3i 3MIHO Ha3BU
BMpOGHUKa A®PI, micLe BUPOGHMLTBA
He 3miHunoch (3atBepmxeHo: RO-CEP
2019-026-Rev 02 Laboratorios
Espinos Y Bofill S.A. (LEBSA);
3anponoHosaHo: CEP 2019-026-Rev
03 Laboratorios Espinos Y Bofill S.A.).

77.

AEKCNPO®

dexketopr
ofen

[eKcke
TOMpO
theHy
Tpome
Tamon

MO1A
E17

rpaHynv ans
OpaU1IbHOro PO3UUHY
no 25 mr; no 10
0/1HO030BYX
nakeTiB y nauwi

MpAT
"PapmaLe
BTUYHA
ipma
"fapHuua”

YkpaiHa

MpAT
"®GapmaueBTuyHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis: 3MiHu | TUNY - 3MiHK 3
AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
3MiHV Yy BUPOBHMUTBI. 3MiHM y Npoueci
BMPOGHMLITBA FOTOBOrO NiKAPCHLKOro
3aco0y, BK/IOYaKUM NPOMIKHWIA
NPOAYKT, L0 3aCTOCOBYETLCSA MpU
BMPOGHULTBI FOTOBOTO NiKapCbKOro
3aco6y (iHLWi 3MiHK)
[0noBHEHHS po3giny 3.2.P.3.3. Onuc
BMPOGHMYOro NpoLecy Ta KOHTPOs0
npouecy, a came: Ctagio 2 —
Onepavito 2.3. (g5 cepiit po3mipom
200 kr) Ta Onepadito 2.6. (ans cepiit
po3mipom 400 kr) onepadieto
NPOCitOBaHHS.

3a
peyernmom

UA/17373/02/01

78.

JENOC

betametha
sone

6etam
eTaso
Hy
avnpo
nioHat

HO2A
BO1

cycneHsis gns
iH'eKUild, no 1 mn B
amnyrni; no 1 a6o no
5 amnyn y 6nictepi;
no 1 6nictepy B

AT
"®papmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | Tuny - 3MiHu 3
akocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiit

3a
peyenmom

UA/13142/01/01




99 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3aco6y HenameH T ynakoska) a uka yBsa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *

nauti 3 KapToHy; No
1 mny nonepeaHbL0
HanoBHEHOMY
wnpuyi; no 1
nonepeaHbL0
HanoBHEHOMY
LUNPWLY B KOMMEKTI
3 2 ronkamu y
6nictepi; no 1
6nictepy y nauuj 3
KapToHY

thapmakonei/MoHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS
Yy BifMoBigHICTb A0 MoHorpadii AdY
abo €sponelicbkoi hapmakonei, abo
iHLWOT HauioHaTbHOT thapmakonei
fepxasu €C (iHWi 3MiHN) BHECEHHS
3MiHM [0 cneundikaLii Ta MeToais
BXiJHOrO KOHTPO/O A5 Aitoyol
peyoBuHN GeTaMmeTasoHy HaTpilo
ochaT BUpo6HULTBA Curia Spain
S.A.U., IcnaHis y 3B'A3Ky 3
npuBeAEHHSAM Y BiANOBIAHICTb A0
BMMOr MOHorpadii €E®, goaaHo
nocuiaHHA Ha €E®* 3a nokasHnkamm
«laeHTudikauis», «Mutome onTnyHe
o6epTaHHs», «CynpoBigHI AOMILLKN»,
«KinbkicHe BM3HaYeHHs», «[po30picTb
PO34KHY», «KO/IbOPOBICTb PO3UNHY»,
«pH», «Boga», «3a/MLLKOBI KiNlbKOCTI
OpraHiyHMX PO3YNHHMKIB»,
«MikpobionoriyHa yncrota», «bE».
3MiHu | TUNY - 3MiHKM 3 AKOCTI. ADL.
KoHTponb A®| (iHLWi 3MiHW) BUTy4YEeHO
noCWNaHHA Ha AKICTb CTaHAaPTHUX
3paskiB B METOZAX BXiAHOTO KOHTPO/IO
ANA Oil4oi peyoBrHN 6eTameTasoHy
HaTpito pocdhat A5 nokasHuka
«lpeHTudpikauis». IHchopmauis woao
AKOCTi CTaHAAPTHUX 3paskiB, LLO
BUKOPWUCTOBYHOTLCS NPY BUNPOOYBaHHI
HaBegeHa B po3aini 3.2.S.5
CraHfapTHi 3paskun abo npenapatu
peecTpauiiiHoro Aocke. 3miHu | Tuny -
3MiHu 3 siKocTi. APl. KoHTponb AdI
(iHLWi 3MiHW) BHECEHHS 3MiHM A0
cneuudikaLii Ta MeToAiB BXiAHOro
KOHTPOJIIO AN151 Ait040T peyOoBUHU
6eTameTasoHy HaTpito dhocgoar,
30KpemMa BUyHEeHO NOoKasHWK
«PO3UMHHICTb», TaK AK AaHuWii
NoKas3HUK Mae pekoMeHaauiiHui
XapakTep, Ta He € 060B’A3KOBUM.
3MiHu | TUNY - 3MiHKM 3 AKOCTI. ADL.
KoHTponb A®I (iHLWi 3MiHW) BHECEHHSA
3MiHM 40 cneuudikauii Ta MeTogiB
BXiZJHOro KOHTPO/I0 AN Aitoyoi
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

peyoBUHM GeTameTasoHy HaTpilo
drocchat 3a NOKA3HMKOM
«MikpobionoriyHa uncrota -
BW/TyYEHHSA NOBHOrO onucy
NpoBeAeHHsI MeTOANKN; AONOBHEHHS
BiANOBIAHUM NOCMNAHHAM Ha fitouy
pegakuito 4Py, €D 2.6.12, 2.6.13,
5.1.4. 3MiHn | TUNY - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I (iHLWi 3MiHN)
BHECEeHHS 3MiHM [0 cneundikaLii Ta
MeTOoZIB BXiZHOro KOHTPO/IO ANA
Ailo40T pevoBnHN GeTameTasoHy
HaTpito hocdaT 3a NOKa3HNKOM
«KinlbKicHe BM3HAYEHHs»- NPUBEAEHO
Yy BigMoBigHICTb f0 BUMOT MOHOrpadil
€® 3 fogaBaHHAM NOCUNaHHA Ha €D,
BUYyYEHO (hOPMY/Ty PO3paxyHKy.

79.

AVKNOBEPN
® 100

diclofenac

AnKno
heHak
HaTpitlo

MO1A
BO5

cynosuTopii no 100
Mr; no 5
Cyno3nTopiiB y
cTpuni; no 1 a6o 2
CTPUNW B KAPTOHHIA
KopoobUi

BEP/IH-
XEMI Al

Himeyun
Ha

BEP/NIH-XEMI Al

Himeyun
Ha

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHu | Tuny - 3MiHu 3
sKocTi. CepTudpikaT BignosigHocTi/l'E-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO cepTudikaTa
BIAANOBIAHOCTI 260 BUNYYEHHS
cepTtudikaTa BignoBigHoCTI
€Bponeiicbkiii hapmakonei: ana Adl;
Ansa suxigHoro
marepiany/peareHTy/nPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BMPOGHULTBI API; ANt LONOMIKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoBNeHWiA cepTudikar Big, yxe
3aTBepKEHOro BUpo6HuKa. MogaHHsA
OHOBJIEHOTO cepTudikaTa
BiiNOBIAHOCTI €BpoONeichkit
tapmakonei CEP 2009-303-Rev 05
(3aTBEpmXeHo: R1- CEP 2009-303-
Rev 04) ana [jto4oi peyoBrHU
[nknochbeHaky HaTpito Big,
3aTBepAKeHoro BupobHuka OLON
S.P.A., ltaly

3a
peyenmom

UA/9701/02/01

80.

AVNKNOBEPN
® 50

diclofenac

AnKno
heHak
HaTpito

MO1A
BO5

cynosuTopii no 50
Mr; no 5
CynosuTopiie y

BEP/IH-
XEMI Al

Himeuun
Ha

BEP/NIIH-XEMI Al

Himeuun
Ha

BHECEHHS 3MiH 40 peecTpaLinHmx
mMarepianis: 3MiHu | Tuny - 3MiHK 3
skocTi. CepTtudikaTt BignosigHocTi/l E-

3a
peyenmom

UA/9701/02/02
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IIpopoBxeHHs

n/n

3acoby

JliKapcbKO20

Ha
HernameH
mosaHa
Has3sa*

Koo
diroyo ATX
peyos

UHU

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep

peecmpayitiHo
20

nocsioYeHHs

81.

JVIPOTOH®

lisinopril

nisuHo | CO9A

cTpuni; no 1 a6o 2
CTPVINY B KAPTOHHIi
Kopoo6Li

Tabnetkn no 5 mr,

BAT

YropLum

cepTudikaT BiANOBIAHOCTI
€Bponeincbkii
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBNEHOro cepTucpikata
BIANOBIAHOCTI 260 BUNYYEHHS
cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana Adl;
Ans BUXigHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHCS Y
BMPOGHMLTBI API; ANt [ONOMIXHOT
peyoBuMHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHoBreHuii cepTudikar Bif yxe
3aTBEPKEHOr0 BUPOGHMKA.
[MopaHHA OHOBNEHOTO cepTudikaTa
BIANOBIAHOCTI EBpONenchbkili
thapmakonei CEP 2009-303-Rev 05
(3aTBEpAXeHo: R1- CEP 2009-303-
Rev 04) ans [jito4oi peyoBrHU
[vknodpeHaky HaTpilo Big,
3aTBepLKeHoro Bupo6Hnka OLON
S.P.A,, ltaly

npuny

awrigp
aT

A03

no 14 tabnetok y
6nictepi; no 1 abo
no 2, abono 4
6nictepu B
KapTOHHI ynakoBLi

"leneoH
PixTep"

Ha

BAT "T'eneoH
PixTep"

Yropium
Ha

BHECEHHS 3MiH A0 peecTpavinHmx
marepianis: 3miHu | Tuny - 3miHn
Lofo 6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy thapmakoHarnsgy (BBefeHHs
y3arasibHeHNX AaHux Npo cuctemy
hapmakoHarnsagy, amiHa
YNOBHOBaXEHOT 0co6M,
BignoBiganbHOI 3a 3AjACHEHHSI
hapmakoHarnsgy; KOHTakTHoi ocoou 3
hapmakoHarnsgy 3asBHuka ans
3pificHeHHs1 hapMakoHarnisay B
YKpaiHi, AKLLI0 BOHA BigMiHHA Bif
YNOBHOBaXEHOT 0co6M,
BignoBigabHOI 3a 3AjACHEHHSI
hapmakoHarnagy (Bkiovaouu
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MilLleHHi MacTep-ghaiina cuctemm
hapmakoHarnsagy). 3miHa
YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,
BiAMNoBiAa/IbHOT 32 hapmakoHarnsg.

[itoya pepakuis: Attina Onar.

3a
peyenmom

UA/7679/01/02
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy

n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH
3acoby HenameH T ynakoska) a uKa
mosaHa | pe4yos

Hassa* UHU

3asiBHUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pek Homep

gionycky | nam | peecmpayiliHo
yBa 20
HHsT* nocsioYeHHs

*

MponoHoBaHa pepakuis: flacno
Cekeil. 3MiHa KOHTAKTHUX AaHWX
YMOBHOBaXXEHOT 0CO6Y 3as1BHMKA,

BiANOBiAaLHOI 32 hapmakoHarnsg.
3MiHa KOHTaKTHWX AaHNX KOHTaKTHOT
0Cco6yM 3as1BHMKA, BiAnoBiga/ibHOI 3a
hapMakoHarnag B YkpaiHi.
3MiHa MicLie3HaxoMKEHHS MacTep-
thaiina cuctemu chapmakoHarnisay.
3MiHa Micus 34iiCHEHHS OCHOBHOI
AOiSNbHOCTI 3 dhapmakoHarnagy.
82. | ANPOTOH® lisinopril nisuHo | CO9A Tabnetku no 10 mr, BAT Yropwm BAT "T'egeoH Yropum BHECEHHS 3MiH 0 peecTpavinHmx 3a UA/7679/01/03
npuny | AO03 no 14 tabneTok y "T'efieoH Ha PixTep" Ha marepianis: 3miHu | Tuny - 3miHn peyenmom
avrigp 6nicTepi; no 1 abo PixTep" Lofo 6e3nekn/edheKTMBHOCTI Ta
ar no 2, a6o no 4 chapmakoHarnsgy. BeegeHHs abo
6nictepu B 3MiHW [0 y3arasibHEHUX JaHuX npo
KapTOHHI ynakoBLi cuctemy thapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHux Npo cuctemy
hapmakoHarnsagy, amiHa
YNOBHOBaXEHOT 0co6M,
BignoBiganbHOI 3a 3MjACHEHHSI
hapmakoHarnsgy; KOHTakTHoi ocoou 3
thapmakoHarnfgy 3assHuka gis

3pificHeHHs1 hapMakoHarnisay B

YKpaiHi, AKLL0 BOHA BigMiHHA Bif

YNOBHOBaXEHOT 0co6M,
BignoBiganbHOI 3a 3MjACHEHHSI
hapmakoHarnagy (Bkiovaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y

pO3MilLleHHi MacTep-ghaiina cuctemm
hapmakoHarnsgy). 3miHa
YMOBHOB&XXEHOT 0COOU 3asIBHYMKA,
BiANoBiAa/IbHOT 3a hapmakoHarnsg.
[itoya pepakuis: Attina Onar.

MponoHoBaHa pepakuis: Slacno
Cekeil. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOBaXEHOT 0CO6U 3as1BHMKA,

BiANOBIAA/IbHOI 32 hapMakoHarnsg.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
ocobu 3asBHMKA, BiANOBIAa/ILHOI 3a
hapMakoHarnag B YKpaiHi.
3MiHa MicLe3HaxomKeHHsA MacTep-
chaiina cuctemu chapmakoHarnsgy.
3MiHa Micus 34iCHEHHST OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsagy.

BHECEHHS 3MiH 10 peecTpaLiiHmnx 3a UA/7679/01/04

83. | ANPOTOH® lisinopril nisnHo | CO9A Tabnetkn no 20 mr, BAT

YropLum BAT "l'epeoH YropLum
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

npuny
avrigp
ar

A03

no 14 tabneTtok y
6nicTepi; no 1 abo
no 2, a6o no 4
6nictepu B
KapTOHHI ynakosLi

"leneoH
PixTep"

Ha

PixTep"

Ha

mMartepianis: 3miHu | TUny - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cucTemy thapmakoHarnsgy (BBefeHHs
y3arasibHeHVX JaHnx Npo cucTemy
thapmakoHarnagy, amiHa
YNOBHOBaXEHOT 0co6u,
BiANoBiga/IbHOI 3a 3MjACHEHHSI
thapmMakoHarnsagy; KOHTaKTHoi ocobu 3
hapmakoHarnsgy 3asBHuka ans
3pjificHeHHs1 hapMakoHarnisay B
YKpaiHi, K0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0co6M,
BiANoBiga/IbHOI 3a 3MjACHEHHSI
hapmakoHarnagy (Bkioyaiouu
KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MilLleHHi MacTep-ghaiina cuctemm
thapmakoHarnagy). 3miHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAa/IbLHOI 3a thapmakoHarnsg.
[Litova pepakuia: Attina Onar.
MponoHoBaHa pepakuis: Slacno
Cekeil. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XXEHOT 0CO6U 3as1BHYIKA,
BiANOBIAA/IbHOI 32 hapmakoHarnsga.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0co6u 3as1BHMKA, BiANOBiAabHOI 38
thapmakoHarnsg B Ykpaii.
3MiHa MicLe3HaxoMKeHHs MacTep-
(haiina cuctemu chapmakoHarnisay.
3MiHa Micus 34iICHEHHST OCHOBHOT
LOisNIbHOCTI 3 dhapmakoHarnagy.

peyenmom

84.

AIADOPMIH®

metformin

mMeTdho
PMiHY
rigpox
nopvg,

A10B
A02

Tabnetkun no 500 wmr,
no 10 TabneTtok y
6nicTepi; no 3 abo 6
6nicTepis y nauui

AT
"Papmak”

YKkpaiHa

AT "®apmak"

YkpaiHa

BHECEHHS 3MiH O peecTpaLifiHnX
MaTepiasiiB: 3MiHu | TMny - 3MiHK 3
sKocTi. [OoTOBWIA Nikapcbkuii 3aci6.
CrabifnbHicTb. 3MiHa y TepMiHax
npmaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO /iKapCbKOro 3acoby
(36inbLUEHHS TEPMiIHY NpUAaTHOCTI
roTOBOrO JlikapCbKoro 3acoby) - A5
TOProBoi yNakoBky (NiATBEPMAKYETLCA
OaHumn peasibHOro yacy) Ans nosu
500 mr - 36ibLUEHHS TEPMIHY
npuaatHocTi MN3.
[itoya pefakuin: TepmiH npraaTHOCTI.

3a
peyenmom

He
nion
seae

UA/2508/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

3 poku. NMponoHoBaHa pefakuis:
TepMmiH NpUAAaTHOCTI. 5 poKiB. 3MiHN
BHECEHI B iHCTPYKLilO0 A1 MEANYHOTO
3acTOCyBaHHS NiKapCbKoro 3acoby y

po3gin «TepMiH NPUAATHOCTI».
BBefeHHs1 3MiH NpoTArom 6-T MicsALiB
nicns 3aTBepKeHHs.

85.

AIA®OPMIH®

metformin

meTdo
pMiHY

rigpox
nopug

Al10B
A02

Tabnetkn no 850 wmr,
no 10 TabneTok y
6nictepi; no 3 abo 6
6nicTepiB y navui

AT
"®apmak”

YkpaiHa

AT "®dapmak"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnx
MaTepianis: 3miHu | TUNY - 3MiHK 3
AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
CT1abinbHICTb. 3MiHa y TepMiHax
npVAATHOCTI @60 ymoBax 36epiraHHs
roTOBOro NikapcbKoro 3acoby
(36ibLUEHHS TEPMIHY NPUAATHOCTI
roTOBOrO Jlikapcbkoro 3acoby) - Ans
TOProBoi yNakoBky (NiATBEPAKYETLCA
JaHnuMun peasibHOro yacy) [ina fosn
500 Mmr - 36iNblUEHHSI TEPMIHY
npugatHocTi MN3.

[itoya pegakuisi: TepmiH npuaaTHoCTi.
3 poku. MponoHoBaHa peakuis:
TepMmiH npuaaTHocTi. 5 pokis. 3MiHK
BHECEHIi B iIHCTPYKLi0 4151 MEANYHOTO
3aCTOCYBaHHSA NiKapcbKoro 3acoby y
po3gin «TepMiH NPUAATHOCTI».
BBeAeHHS 3MiH MPOTAroM 6-Tn micsuis
nicns 3aTBepKEHHS.

3a
peyernmom

He
nion
seae

UA/2508/01/02

86.

JOIALE® 1000

ceftriaxon
e

uedtp
nakco
H
HaTpito

JO1DD
04

MOPOLLOK A/1A
pO3uUnHY Ans

iH ekuii no 1,0 r; no
1 donakoHy a6o 10
h1aKoHiIB 3
MOPOLLKOM Y nauvi 3
KapTOHY

M.
BIOTEK
NIMITEL

Benvka
BpuTani
a

ACTPAN
CTEPITEK

MPAVBIT

NIMITEL,

IHais

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3miHu | TMny - 3MiHn
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHu y KopoTkii
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT 4Nns
MeNYHOro 3aCTOCYBaHHS
reHepuYHMX/ribpngHnx/6ionodibHNX
NiKapCbKNX 3ac06iB MicNsi BHECEHHS
TiEl camoi 3MiHM Ha pedhepeHTHUIA
npenapar (3miHa He noTpebye
HajaHHS XOAHWNX HOBUX A0AATKOBMX
AaHuX). 3MiH/ BHECEHO A0 IHCTPYKL,ii
O719 MeAUYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"Oco06/MBOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakwyji" 3rigHo 3
iHbopmadieto Wwoa0 MeguyHoro
3aCTOCyBaHHS pehepeHTHOro

3a
peyernmom

He
nion
seae

UA/16105/01/01




105 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
nikapcbkoro 3acoby (Rocephin, povder
for injection, 1 g, 2 g). BBeAeHHs 3MiH
NpoTArom 6-T! MicAUIB micns
3aTBEPAKEHHS
87. | AIALIE® 2000 | ceftriaxon uedtp | JOIDD | nopollok gns M. Benvka ACTPAN IHais BHECEHHS 3MiH 4O peecTpauiiHnx 3a He UA/16105/01/02
e nakco 04 pPO34nHYy AN BIOTEK BpuTaHi CTEPITEK martepianis: 3miHu | TUny - 3MiHn peyenmom | niosn
H iH ekwjii no 2,0 T; no NIMITEL a MPAVBIT Loao 6e3snekn/edeKTMBHOCTI Ta sfeae
HaTpito 1 cbnakoHy a6o 10 NIMITEL thapmakoHarniagy. 3MiH1 y KOpoTKili
dhnakoHiB 3 XapakTepucTuLi Nikapcbkoro 3acoby,
MOPOLLKOM Yy navii 3 TeKCTi MapKyBaHHS Ta iHCTPYKLi Ans
KapToHY MeJMYHOro 3aCTOCYBaHHs
reHepuYHUX/ribpnaHnx/6ionodibHNX
NiKapcbkunx 3acobiB Nic/isi BHECEHHSA
TiET camoi 3MiHM Ha pedhepeHTHWI
npenapar (3miHa He noTpebye
Ha/jaHHS XOAHWNX HOBUX AOAATKOBMX
[aHnx). 3MiHW BHECEHO A0 IHCTPYKUT
0719 MeAUYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"Oco6/1MBOCTI 3aCTOCyBaHHSA",
"Mo6iuHi peakwyji" 3rigHo 3
iHchopmauiieto LWoA0 MefuyHOro
3aCcToCyBaHHA pehepeHTHOro
nikapcbkoro 3acoby (Rocephin, povder
for injection, 1 g, 2 g). BBeieHHs 3MiH
NPOTSrom 6-Tn MicALiB nic/s
3aTBEPAKEHHS
88. | AOKCA303UN | doxazosin | gokca3 | C02C Tabnetkn no 1 wmr; TOBAPUC | YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpaviinHmx 3a UA/2974/01/01
H 03vHy | A04 no 10 TabneTok y TBO 3 BMPOGHMLTBA, Marepianis: 3MiHu | Tuny - 3miHu 3 peyenmom
mMe3unn 6nictepi; no 3 OBMEXE KOHTPO/Ib SIKOCTI, sKoCTi. FOoTOBWIA Nikapcbkuii 3aci6.
at 6nictepu B KOPOO6L; HOKO BUNYCK cepil: 3MiHU Yy BUPOBHMLTBI. 3MiHa po3mipy
no 30 TabneTok y BIAMNOBIA ToBapucTBo 3 cepii (BKIHOYaOUM dianasoH posmipy
6aHLj abo AJIbHICT 06MexeHo cepil) roToBOro MikapcbKoro 3acoby
KOHTelHepi; no 1 0] BiANOBIAA/ILHICTIO (36inbLUeHHs Ao 10 pasis NOPIBHAHO i3
6aHLi abo «KOPIMOP "[locnigHnii 3aBog 3aTBEPAKEHUM PO3MIPOM) BBELEHHS
KOHTEliHepy B ALIA "rHUNC", [o4aTkoBoro posmipy cepii 13 no 1
KOpOO6Li 3 KApTOHY «30POB YKpaiHa,; Mmr ans ynakoku Ne 30 B 6aHKax
"FA» BCi cTagii (koHTelHepax) BupobHuuTBa TOB
BMPOGHMLTBA, «KOPTIOPAUJIA «300POB’A» Lexy
KOHTPO/Ib SIKOCTI, rn3
BWMNYCK cepil: 3arBepaKeHo:
ToBapucTBO 3 TOB «KOPIOPALIA «340POB’A»
06MEXEHOI0 uex M3
BigNoBiAa/IbHICTIO Po3wmip cepii cknagae:
"®APMEKC 0,966 Trc. yn. Ne 30 B 6aHKax
FPYM", Ykpaina; (koHTeilHepax) abo Ne 30 (10x3) y
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

BCi cTagii
BMPOGHMLTBA,
KOHTPO/Tb SIKOCTI,
BUNYCK cepi:
TOBAPUCTBO 3
OBMEXXEHOIO
BIAMNOBISANBHI
CTIO
«KOPIMOPALIA
«3[00POB’'A»,
Ykpaina

6nictepax (1,450 «kr)

TOB «[locnigHuii 3aBog, «THL1C»
Po3wmip cepii cknagae:
31,663 Tuc. yn. Ne 30 B 6aHkax
(47,495 «r)

TOB «®APMEKC I'PYT»
Po3mip cepii cknagae:

1,333 Tuc. yn. Ne 30 (10x3) y
6nictepax (2,000 «r)
3anponoHoBaHo:

TOB «KOPMOPALIA «340POB'A»
uex M3
Po3mip cepii cknagae:

0,966 Trc. yn. Ne 30 B 6aHKax
(koHTelHepax) abo Ne 30 (10x3) y
6nictepax (1,450 «r);

4,813 Tnc. yn. Ne 30 B 6aHKax
(koHTelHepax) (7,220 kr)
TOB «[locnigHwin 3aBog «MHLJ1C»
Po3wmip cepii cknagae:
31,663 Tuc. yn. Ne 30 B 6aHkax
(47,495 kr)

TOB «®APMEKC IPYT»
Po3wmip cepii cknagae:

1,333 tuc. yn. Ne 30 (10x3) y
6nictepax (2,000 kr)

89.

JNOKCUNAMI
HY
CYKUMHAT
(AOKCUMAMI
HY
rAPOCYKLI
HAT)

Doxylamin
e

[okcun
naminy
rigpoc
YKUMH
ar

MOPOLLIOK
(cybeTaHuis) y
nakeTax noABinHMX
nosnieTUIeHoBMX ANs
hapmaLeBTUYHOro
3acToCyBaHHS

AT
"KNIBCbK
ni
BITAMIHH
n
3ABOJ"

YkpaiHa

P. N. PAVH KEM
MBT NTA,

IHAja

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | Tuny - 3MiHu 3
sKocTi. CepTudpikaT BignosigHocTi/l'E-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO cepTudikaTa
BIAANOBIAHOCTI 260 BUNYYEHHS
cepTtudikaTa BignoBigHoCTI
€Bponeiicbkiii hapmakonei: ana Adl;
Ansa suxigHoro
marepiany/peareHTy/nPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BMPOGHULTBI API; ANt LONOMIKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoBNeHWiA cepTudikar Big, yxe
3aTBepKEHOro BUpo6HuKa. MogaHHsA
OHOBJIEHOTO cepTudikaTa
BifJNOBIAHOCTI E€Bponeiichkiit

UA/4786/01/01




107 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
hapmakonei CEP 2018-041-Rev 03
(3atBepaxeHo: CEP 2018-041-Rev
02) ana A®l gokcunaminy
rigpOCYKUMHAT Bif 3aTBEpL)KEHOro
BMpo6Huka R L Fine Chem Pvt. Ltd.
90. | AOLIETAKCE docetaxel pouet | LO1C KOHUEHTpaT ans ToBapucTtB | YkpaiHa AkTasic Itanis ITania/ BHECEHHS 3MiH A0 peecTpaLinHmx 3a UA/13982/01/01
N-BICTA akcen D02 pO34nHYy Ans 03 C.n.A,, Itanis; PymyHis marepianis: 3MiHu | Tuny - 3MiHu 3 peyenmom
iHdysin, 20 mr/mn; 06MeXeHo CiHgaH ®apma AKOCTI. [0TOBWMIA NTikapCbkuii 3acib.
no 1 mn (20 mr), abo 10 C.P.J1., PymyHia KOHTPO/1b rOTOBOrO NiKapcbkoro
no 4 mn (80 mr), abo | signosiga 3acoby. 3miHa y meTofax
7 mn (140 mr) y NBHICTIO BMNPO6YBaHHS rOTOBOTO /1iKapCbKOro
dhnakoHi; no 1 «BYCT 3aco06y (He3HayHa 3MiHa y
dhnakoHy B DAPMA» 3aTBepMKeHnx MmetTogax
KapTOHHI KOpooLi BMNPOOGYBaHHS) BHECEHO YTOYHEHHS B
MeToAVKY BUNPOOYBaHHS
«lgeHTudikalia Ta KinbkicHe
BU3HAYEHHS foLeTakceny», MeTo],
BEPX, a came: Bunpas/ieHHA
TEXHIYHOI NOMUSIKM B PO3MIpI
npeakosoHkn 3 2,1 x 20 mm Ha 4,6 X
20 MM, 3rigHo 3i 3BiTOM Basiigauii
aHaNNTUYHUX METOAVK.
91. | APOBENIC Drospiren apocni | GO3A | TabneTku, BKpUTI BAT Yropuin BMPOGHMLTBO Yropum BHECEHHS 3MiH 40 peecTpaLinHmx 3a UA/20281/01/01
one and peHoH | A18 NNiBKOBOIO "TeieoH Ha roTOBOI NiKapCbKOT Ha/ martepianis: 3miHu | TUny - 3MiHK peyenmom
estetrol Ta 060/10HKOI0, 3 PixTep" dopmu, thacoska, | Himeuyun Loao 6e3nekn/edeKTMBHOCTI Ta
ecteTp mr/14,2 wr; no 28 ynakoBka, Ha thapmakoHarnsgy. BeefieHHs abo
ony TabneTok, BKPUTMX KOHTPO/Ib SIKOCTI 3MiHU [0 y3ara/lbHEHNX AaHuX Npo
MOHoOTi NAiBKOBOO (XimMiKO-Qpi3nuyHI cucTemy thapmakoHarnsgy (sBefeHHs
apat 060/10HKOIO, Y MOKa3HWKN), y3arasibHeHNX JaHnx Npo cuctemy

6nictepi (24 poxesi
aKTUBHI TabneTkn Ta
4 6ini TabneTkn
nnaue6o); no 1 abo
no 3, a6o no 6, abo
no 13 6nictepis
pa3oM i3 KAPTOHHUM
dyTnapom gns
36epiraHHs 6rictepa
Tal, 3, 6a6013
camoknernyYMmm
TUXKHEBUMM
KaneHgapsmu-
cTKepammn y
KapTOHHI Kopo6Lyi

BUnyck cepii: BAT
"lepeoH Pixtep",
YropuuHa;
KOHTPO/1b AKOCTI
(mikpob6ionoris):
BAT "l'epeoH
PixTep",
YropumHa;
BMPOGHMLTBO
roTOBOI NiKapCbKOT
dopmu, thacoska,
ynakoBka,
KOHTPO/1b AKOCTI
(XimMiKO-Qpi3nuyHI
nokasHukm): Xaynt
dapma MioHcTep
'm6X, HimeyunHa;

thapmakoHarnagy, 3miHa
YNOBHOBaXXEHOT 0co6U,
BigNoBiga/IbHOI 32 34jACHEHHSI
thapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapmakoHarnsgy 3asBHuka ans
3[jiicHeHHs1 hapMakoHarisgy B
YKpaiHi, K0 BOoHa BiAMIHHA Bif
YNOBHOBaXXEHOT 0co6M,
BigNoBiga/IbHOI 32 34jACHEHHSI
hapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MilLeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy) 3miHa
YMNOBHOBaXEHOT 0CO6V 3asBHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg,.
Litova pepakuia: Attina Onar.
MponoHoBaHa pepakuis: Slacno




108 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
KOHTPO/b SIKOCTI Cekeli. 3MiHa KOHTaKTHUX AaHUX
(mikpob6ionoris): YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
TEX®apm Mm6X, BiANOBIAa/IbLHOI 3a thapmakoHarnsg.
HimeuuunHa; 3MiHa KOHTaKTHUX OaHUX KOHTaKTHOT
KOHTPO/b SKOCTI 0Cco6u 3as1BHMKA, BiAnoBiAa/IbHOI 32
(mikpobionorisi): thapmakoHarnsg B Ykpaii.
Na6op /1C CE eHa 3MiHa MicL,e3HaXoMKEeHHs1 MacTep-
Ko. KI', Himewunna thaiina cuctemu chapmakoHarnisgy.
3MiHa Micus 34iICHEHHSI OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsagy.
92. | EBONA® rosuvastati | posys C10A TabneTkn, BKPUTI AT YkpaiHa AT "dapmak" Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnx 3a He UA/16075/01/01
n acTuH A07 NNiBKOBOIO "®papmak” (BMpPOGHMLTBO 3 martepianis: 3miHu | TUny - 3MiHn peyenmowm | niosn
KauibLi 060/10HKOI0, M0 5 Mr; nakyBaHHs in bulk oo 6e3nekn/edekTMBHOCTI Ta f2ae
10 no 10 TabneTtok y ipMn-BMPOBGHUKA thapmakoHarniagy. 3MiH1 y KOpoTKili

6nicTepi; no 3 abo 6
6nicTepis y naui

TOB biohapm,
Monbua)

XapakTepucTuL, Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi Ans
MeJMYHOro 3aCTOCYBaHHs
reHepuYHUX/ribpnaHnx/6ionodibHNX
NiKapcbkunx 3acobiB Nic/isi BHECEHHSA
TiET camoi 3MiHM Ha pedhepeHTHWI
npenapar (3miHa He noTpebye
Ha/jaHHS XOAHWNX HOBUX AOAATKOBMX
[aHnx). 3MiHW BHECEHO A0 IHCTPYKLT
0719 MeAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"®apmMakosioriyHi BnacTneocTi”,
"B3aemogis 3 iHWMMKN NiKapCbKUMu
3acob6amu Ta iHLWi BUAW B3aeMogiii",
"Oco6nmBoCTi 3acTocyBaHHA", "Cnocib
3acTocyBaHHs Ta fo3u", "MobiyHi
peakuii" 3rigHo 3 iHchopmaLjieto LWoao
MeJNYHOro 3acTOCYBaHHs
pechepeHTHOro nikapcbkoro 3acoby
(KPECTOP, Tabnetku, BKpUTI
N/iBKOBOK 060/10HKOI0, MO 5 Mr, no 10
Mmr, no 20 mr, no 40 wmr). BBeAeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPLKEHHSA. 3MiHM | TUNY - 3MiHKM 3
sKocTi. [OoTOBWIA Nikapcbkuii 3aci6.
CrabifnbHicTb. 3MiHa y TepMiHax
npmaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO /iKapCbKOro 3acoby
(36inbLUEHHs TEPMiIHY NpUAAaTHOCTI
roTOBOrO JlikapCcbkoro 3acoby) - A5
TOProBoi yNakoBky (NiATBEPMAKYETLCA
[aHVMU peanbHOro yacy) 36i/1bleHHs
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
TepMiHy NpuaaTHOCTI NikapCcbKoro
3acoby, a came 36ibLUEHHS TEPMIHY
36epiraHHs NikapcbKoro 3acoby 3 2
POKiB A0 3 pOKiB 3a HACTYMHUX YMOB
36epiraHHn: «36epiratv B
OpuriHanbHii ynakosLi npu
Temnepartypi He BuLle 25 °Cx». 3MiHU
BHECEHO [0 iHCTPYKLii 418 MeAnyHOro
3aCTOCYBaHHSA NiKapcbKoro 3acoby y
po3zin "TepmiH npugaTHoCTi".
BBefeHHs1 3MiH NpoTArom 6-T MicsAuiB
nicns 3aTBepKEHHS.
93. | EBONA® rosuvastati | posys C10A TabneTkn, BKPUTI AT YkpaiHa AT "dapmax" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a He UA/16075/01/03
n acTuH A07 NNiBKOBOIO "dapmak” (BMPOGHMLTBO 3 martepianis: 3miHu | TUny - 3MiHn peuenmom | nion
KanbLi 060/10HKO10, Mo 20 nakyBaHHs in bulk Loao 6e3nekn/edreKTUBHOCTI Ta s2ae
10 mr; no 10 TabneTok hipMmn-BUPOGHMKA thapmakoHarnsagy. 3MiHu y KopoTkiii
y 6nicTepi; no 3 abo TOB Bioghapm, XapaKTepuCcTULi Nikapcbkoro 3acooy,
6 6nicTepiB y nauy,i Monbwa) TEKCTi MapKyBaHHSA Ta iHCTPYKUiT 4Nns

MeMYHOro 3aCTOCYBaHHS
reHepuUHNX/TiBPUAHNX/6iIoNoAIGHNX
NiKapCbKNX 3ac06iB Nicns BHECEHHS

Tiel camoi 3MiHM Ha pedhepeHTHUIA
npenapar (3miHa He noTpebye
HaJaHHS XXOAHVX HOBUX AOAATKOBUX
AaHuX). 3MiH/ BHECEHO [0 IHCTPYKL,ii
0715 MeAUYHOT0 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ginu
"®apmMakonoriyHi BnactnsocTti”,
"B3aemogist 3 iHWMMK NiKapCbKUMmn
3aco6amMu Ta iHLWi BUAW B3aeMogiji”,
"Oco6nmBocCTi 3acTocyBaHHA", "Cnocio
3acTocyBaHHsA Ta Ao3un”, "MobiyHi
peakui™ 3rigHo 3 iHthopMaLielo Woa0

MeMYHOro 3aCTOCyBaHHS

pethepeHTHOrO JlikapCbKOro 3acoby
(KPECTOP, TabneTku, BKpUTI
NiBKOBOK 060/10HKOIO, M0 5 Mmr, no 10
mr, no 20 mr, no 40 wmr). BBeaeHHs
3MiH NPOTArom 6-Tu MicALiB nicas
3aTBEPLKEHHSA. 3MiHM | TUNY - 3MiHK 3
AKOCTI. [0TOBWMIA NTikapCbkuii 3aci6.
CrabifnbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoax 36epiraHHs
roTOBOrO NikapCbKOro 3acoby
(36iNbLUEHHS TEPMiHY NpuAaTHOCTI
roTOBOrO JlikapcbKoro 3acoby) - A5
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

TOProBoi yNakoBky (NiATBEPMAKYETLCA
[aHVMU peanbHOro vacy) 36ibLeHHs
TepMiHy NpuaaTHOCTI NiKapCbKoro
3aco6y, a came 36i/1bLUEHHS TEPMIHY
36epiraHHs Nikapcbkoro 3acoby 3 2
pOoKiB 40 3 POKIB 3@ HACTYMHNX YMOB
36epiraHHa: «36epiratv B
opuriHanbHii ynakosLi npu
Temneparypi He Buwe 25 °C». 3MiHu
BHECEHO [0 IHCTPYKLIT 415 MegnMyHoro
3acToCyBaHHS fikapcbKoro 3acoby y
po3gin "TepMiH npugaTHocTi".
BBefeHHs 3MiH NpOTAroM 6-Tn micsuis
nicns 3aTBepkKeHHs.

94.

EBOVA®

rosuvastati
n

po3yB
acTuH
KautbLi

C10A
A07

TabneTku, BKPUTI
NNiBKOBOIO
o60soHKo, No 40
Mmr; no 10 TabneTok
y 6nicTepi; no 3 abo
6 6nicTepiB y navui

AT
"®apmak”

YkpaiHa

AT "dapmak”
(BMPOGHULTBO 3
nakyBaHHs in bulk
hipMmn-BMPOGHMKA
TOB Bioapm,
Monbwa)

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHn
Lofo 6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KOpoTKili
XapaKTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeANYHOr0o 3aCTOCYBaHHS
reHepuyHnX/ribpnaHNx/6ionodibHNX
NiKapcbKnx 3acobiB Nic/isi BHECEHHS
Tiel camoi 3MiHW Ha pedyepeHTHW
npenapar (3miHa He noTpebye
HaflaHHS XXOAHWNX HOBWX A0AATKOBMX
[aHnx). 3MiHW BHECEHO [0 IHCTPYKLT
015 MeAUYHOT0 3aCTOCyBaHHSA
NiKapcbKoro 3acoby y po3ginv
"®apmMakooriyHi BacTnsocTi”,
"B3aemogis 3 iHWMMK NliKapCbKumu
3acob6amMu Ta iHLWi BUAW B3aEMOgiin",
"OcobnmBoCTi 3acTocyBaHHA", "Cnoci6
3acTocysaHHs Ta fo3n", "MobiyHi
peakuii” 3rigHo 3 iHhopMaLieto Woa0
MeAMYHOro 3aCTOCYBaHHS
pedhepeHTHOrO /ikapCbKoro 3acoby
(KPECTOP, Tabnetku, BKpUTI
NNiBKOBOK 060JI0HKOIO, M0 5 Mmr, no 10
mr, no 20 wmr, no 40 mr). BeegeHHs
3MiH NPOTArom 6-Tn MicALiB nicas
3aTBEpPKEHHSA. 3MiHW | TUNY - 3MiHK 3
AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
CT1abinbHICTb. 3MiHa Yy TepMiHax
npVAATHOCTI @60 ymoBax 36epiraHHs
roTOBOro NikapcbKoro 3acoby

3a
peyenmom

He
nion
seae

UA/16075/01/04
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

(36iNbLUEHHSA TEPMIHY NPUAATHOCTI
roTOBOrO JlikapCcbKoro 3acoby) - A5
TOProBoi yNakoBky (NiATBEPMAKYETLCA
[aHUMK peasibHOro Yacy) 36inbLUueHHs
TepMiHy NpuaaTHOCTI NiKapCbKOro
3acoby, a came 36iMblUEHHS TEPMiHY
36epiraHHs Nikapcbkoro 3acoby 3 2
pOKiB 40 3 POKiB 3@ HACTYMHNUX YMOB
36epiraHHs: «36epiratv B
opuriHanbHii ynakosLi npu
Temneparypi He Buwe 25 °C». 3MiHn
BHECEHO [0 IHCTPYKLIT 415 MegnMyHoro
3aCTOCYBaHHSA NiKapcbKoro 3acoby y
po3gin "TepmiH npugaTHoCTi".
BBefeHHs1 3MiH NpoTArom 6-T MicsALiB
nicns 3aTBepKEHHS.

95.

EBONA®

rosuvastati
n

po3yB
acTuH
KanbLii

C10A
AO7

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO10, M0 10
mr; no 10 TabneTok
y 6nicTepi; no 3 abo
6 6nicTepis y nayuy,

AT
"®apmak”

YkpaiHa

AT "®apmak"
(BMpPOGHMLTBO 3
nakysaHHs in bulk
ipMn-BMPOGHUKA
TOB biohapm,
Monbua)

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis: 3miHu | TUny - 3MiHn
wofo 6e3snekn/edekTMBHOCTI Ta
thapmakoHarniagy. 3MiH1 y KOpoTKili
XapakTepucTuL,i Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi Ans
MeJNYHOro 3acTOCYBaHHs
reHepuYHUX/ribpnaHnx/6ionodibHNX
NiKapcbKunx 3acobiB Nic/isi BHECEHHSA
TiET camoi 3MiHM Ha pedhepeHTHWI
npenapar (3miHa He noTpebye
HajaHHS XOAHWNX HOBUX AOAATKOBMX
[aHnx). 3MiHW BHECEHO A0 IHCTPYKUT
ON19 MeAUYHOrOo 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"®apMakosioriyHi BnacTneocTi”,
"B3aemogis 3 iHWMMKN NiKapCbKUMu
3acob6amu Ta iHLWi BUAW B3aeMopii",
"Oco6nmBoCTi 3acTocyBaHHA", "Cnocio
3acTocyBaHHs Ta fo3u", "MobiuHi
peakuii" 3rigHo 3 iHchopmaLjeto LWoa0
MeJNYHOro 3acTOCYBaHHs
pechepeHTHOro nikapcbkoro 3acoby
(KPECTOP, Tabnetku, BKpUTI
N/iBKOBOK 060/10HKOI0, MO 5 Mr, no 10
Mmr, no 20 mr, no 40 wmr). BBeAeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPLKEHHSA. 3MiHM | TUNY - 3MiHKM 3
sKocTi. [OoTOBWIA Nikapcbkuii 3aci6.
CrabifibHicTb. 3MiHa y TepMiHax

3a
peyernmom

He
nion
seae

UA/16075/01/02




112 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
npuaatHocTi abo ymoBax 36epiraHHs
roTOBOrO NikapCbKOro 3acoby
(36inbLUEHHS TEpMiHY NpuAaTHOCTI
roTOBOrO Jlikapcbkoro 3acoby) - Ans
TOProBoi ynakoBKu (NigTBEPAKYETLCA
[aHVMU peanbHOro vacy) 36ibLIeHHs
TepMiHy NpuaaTHOCTI NikapCcbKoro
3aco6y, a came 36iMbLUEHHS TEPMIHY
36epiraHHs NikapcbKoro 3acoby 3 2
POKiB A0 3 pOKiB 3a HACTYMHUX YMOB
36epiraHHn: «36epiratv B
OpuriHanbHii ynakosLi npu
Temnepartypi He BuLLe 25 °Cx». 3MiHU
BHECEHO [0 iHCTPYKLii 418 MeanyHOro
3aCTOCYBaHHSA NiKapCcbKoro 3acoby y
po3zin "TepmiH npugaTHoCTi".
BBefeHHs 3MiH NpoTArom 6-T MicsAuiB
nicns 3aTBepKEHHS.
96. | EBPA® Norelgestr | Hopen | GO3A nnacTup - BAT YropLum Brpo6HnuTBO Himeuun BHECEHHS 3MiH [JO peecTpaLifiHmnX 3a UA/2051/01/01
omin and rectpo | Al3 TpaHcaepmasibHa "T'efeoH Ha Hepo3dacoBaHOro Ha/ martepianis: 3miHu | TUny - 3MiHn peuyenmom
ethinylestr | MiH, TepaneBTUYHA PixTep" NpoAayKTy Ta Yropum Loao 6e3nekn/edyeKTUBHOCTI Ta
adiol eTuHIN cuctema (TTC), no 1 nepBuUHHa Ha hapmakoHarnagy. BeegeHHs abo
ecTpa naacTmpy B NakeTi i3 ynakoBka: JITC 3MiHM [0 y3arasibHeHVX AaHuX Npo
aion namiHoBaHoro NomaHH cuctemy hapmakoHarnsgy (BBefeHHs
nanepy i TepaneBTUYHI y3arasibHeHVX faHnx Npo cuctemy
a/TIOMIHIEBOT Cwnctemu AT, hapmakoHarnsgy, amiHa
chonbru; no 3 nakeTn HimeyuunHa,; YNOBHOBaXeHOT 0cobwm,
B NPO30pOMY BTopuHHa BiANOBIAAIbHOT 33 3iICHEHHS
nakeTuky 3 ynakoBka Ta thapmakoHarnsgy; KOHTaKTHoi ocobu 3

noniMepHoi NNiBku;
no 1 a6o 3 npo3opmx
naketuku (3 abo 9
nnacTtumpis) pasom 3i
cneuianbHUMK
Haknenkamu Ha
KaneHgap ans
NoO3Ha4oK npo
BUKOPUCTaHHS
nnactupy (TTC) y
KapTOHHI ynakoBLi

BUNyck cepii: BAT
"l'epeoH PixTep",
YropwmHa

hapmakoHarnsagy 3asBHuka a1s
3AilicHeHHA thapMakoHarnagy B
YKpaiHi, SIKLLLO BOHa BigMiHHa Big,
YMOBHOBaXeHOI 0cobw,
BiANOBIAALHOT 33 3iICHEHHS
hapmakoHarnagy (Bkovarum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MiLLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy) 3miHa
YMOBHOBaXEHOT 0CO6Y 3asBHMKA,
BiANOBIAa/IbHOI 3a thapMakoHarnsg,.
[Litoya pepakuisa: Attina Onar.
MponoHoBaHa pepakuis: flacno
Cekeli. 3MiHa KOHTaKTHUX AaHUX
YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,
BiAMNoBiAa/IbHOT 32 hapmakoHarnsg.
3MiHa KOHTaKTHUX [@HNX KOHTaKTHOI




113 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
0co6u 3as1BHMKA, BiANOBiAAbHOI 38
thapmakoHarnsg B Ykpaii.
3MiHa MicLe3HaxoMKeHHA MacTep-
(haiina cuctemu chapmakoHarnisay.
3MiHa Micus 34iICHEHHST OCHOBHOT
LisNIbHOCTI 3 dhapmakoHarnagy.
97. | EKBATOP Lisinopril nisnHo | C09B Tabnetkn, 10 mr/5 BAT YropLum BAT "TepeoH Yropium BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/3211/01/01
and npun BO3 mr, no 10 TabneTok "T'efeoH Ha PixTep" Ha martepianis: 3miHu | TUny - 3MiHn peuyenmom
amlodipine | (y y 6nicTepi; no 1, abo PixTep" Loao 6e3nekn/edyeKTUBHOCTI Ta
BUrNA no 3, abo no 6 hapmakoHarnagy. BeegeHHs abo
ai 6nicTepiB y navui 3MiHM [0 y3arasibHeHVX AaHuX Npo
ni3vHo cuctemy thapmakoHarnsgy (BBefeHHs
npuny y3arasibHeHVX faHunx Npo cuctemy
avrigp thapmakoHarnsgy, amiHa
arty); YMOBHOBaXeHOI 0cobw,
amnop, BiANOBIAALHOT 33 3iICHEHHS
nniH (y hapmakoHarnagy; KOHTakTHoOi ocobu 3
BUMNS thapmakoHarnagy 3asBHuka gns
ai 34iicHeHHA thapMakoHarnagy B
amog, YKpaiHi, SIKLLLO BOHa BigMiHHa Big,
UMiHy yMOBHOBaXeHOI 0cobw,
6e3un BiANOBIAALHOT 33 3iICHEHHS
aTy) hapmakoHarnagy (Bkovarum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MiLLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy) 3miHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAa/IbLHOI 3a thapMakoHarnsg,.
[Litoya pepakuisa: Attina Onar.
MponoHoBaHa pepakuis: flacno
Cekeli. 3MiHa KOHTaKTHUX AaHUX
YMOBHOB&XXEHOT 0COOU 3asIBHYMKA,
BiANoBiAa/IbHOT 3a hapmakoHarnsg.
3MiHa KOHTaKTHUX [aHnX KOHTaKTHOI
0Co6M 3as1BHMKA, BiAnoBiAa/IbHOI 3a
hapmMakoHarnag B YkpaiHi.
3MiHa MicL,e3HaxXoMKEHHs1 MacTep-
tharina cuctemmn chapmakoHarnsgy.
3MiHa Micus 34jiCHEHHs1 OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy.
98. | EKBATOP Lisinopril nisuHo | C09B Tabnetkn, 20 mr/10 BAT Yropuin BAT "lepeoH Yropum BHECEHHS 3MiH 40 peecTpaLinHmx 3a UA/3211/01/02
and npun BO3 Mr o 10 TabneTok y "TeieoH Ha PixTep" Ha martepianis: 3miHu | TUny - 3MiHK peyenmom
amlodipine | (y 6nictepi; no 1, abo PixTep" wofo 6esnekn/edekTMBHOCTI Ta
BUINA no 3, abo no 6 hapmakoHarnsagy. BeegeHHs abo
ai 6nicTepiB y nayui 3MiHW [0 y3ara/ibHeHVX JaHuxX Npo
Ni3nHO cucTemy hapmakoHarnsgy (sBefieHHs




114 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
npuny y3arasibHeHUX AaHvx npo cuctemy
awrig| hapmakoHarnsgy, amiHa
arty); YyMOBHOBaXeHOI 0cobw,
amnog, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
nniH (y hapmakoHarnagy; KOHTaKTHoi ocobu 3
BUMNSA thapmakoHarnagy 3asBHuka gis
ai 3pjificHeHHs1 hapMakoHarnsay B
amnop, YkpaiHi, SKL0 BOHa BiAMIHHA Bif,
UniHy YyMOBHOBaXeHOI 0cobw,
6e3nn BiANOBIAA/IbHOI 3a 3AiiCHEHHS
aty) hapmakoHarnagy (Bkovarum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLieHHI MacTep-ghaiina cuctemm
hapmakoHarnagy) 3miHa
YMOBHOBaXXEHOT 0CO6Y 3as1BHMKA,
BiANOBiAabLHOI 32 hapmakoHarnsg.
[itoya pepakuis: Attina Onar.
MNMponoHoBaHa pepakuis: flacno
Cekeil. 3MiHa KOHTAKTHUX AaHKX
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAa/IbLHOI 3a thapmakoHarnsg.
3MiHa KOHTaKTHUX OaHUX KOHTaKTHOT
ocobu 3asBHMKA, BiANOBIAA/IbHOI 3a
thapmakoHarnsg B Ykpaii.
3MiHa MicL,e3HaXoMKEeHHs1 MacTep-
thaiina cuctemu chapmakoHarnisgy.
3MiHa Micus 34jACHEHHSI OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsagy.
99. | EK3O4EPUN amorolfine | amopo | DO1A nak gns Hirtie TOB YkpaiHa BUNYCK cepii: CnoBeHi BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 UA/20917/01/01
® NAK And npivy | E16 nikyBanbHui1, 5% "CaHpo3 Nek al MaTepianis: 3MiHu | TUNY - 3MiHK 3 peyenma
HIr'TIB rigpox pO34uH; Mo 2,5 mny YkpaiHa" dapmaLeBTUYHA PpaHLis AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
nopug dhnakoHi; no 1 KoMnaHis 4.4., 3MiHV Y BUPOBHMUTBI. 3MiHN
dhnakoHy pasom i3 CnoseHis; BMNpo6yBaHb abo AOMYCTUMUX MEX,
10 wnatenamu, 30 BTOPUHHE BCTAHOB/IEHNX Y crneumdikauisax, nig,
TamnoHamu gns nakyBaHHS: yac BUPOOHWLTBA FOTOBOTO
oyuuleHHs Ta 30 Crpagic, ®paHuis; nikapcbKoro 3acoby (iHWi 3MiHK) 3MiHa
nuaoYkamMm ans BMPOGHMLTBO in MeToAy BUNpobyBaHHA Ha
HIrTiB Y KAPTOHHIN bulk, nepBuHHe Ta repMEeTUYHICTb MiCsi HANOBHEHHSI
KOpoo6Li BTOPWHHE hN1aKOoHIB i3 3aCTOCYBaHHAM
naxyBaHHs, METW/IEHOBOIO CUHBLOTO Ha METOZ, 3
KOHTPO/b/BUNPOGY BUKOPWCTaHHAM BakKyyMHOI kamepu.
BaHHA cepii:
®APMAKJIEP,
PpaHuis
100. | EK30/IK® naftifine HadpTn | DO1A Kpem 1 %;no15ry TOB Ykpaina MPAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 UA/16629/02/01
iHy E22 Ty6i; no 1 1y6i B «PAPMIC "XIMPAPM3ABO mMarepianis: 3miHa 3assHuKa /13 peyenma




115 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
rigpox nauui NTO» [ "YEPBOHA (MIBM) (BNacHuka peecTpawjiitHoro
nopug 3IPKA" nocsigyeHHs) (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460): 3miHa 3asBHUKa

nNiKapcbKoro 3acoby (BnacHuka
peecTpavuiiiHoro NocBigYeHHs) B TEKCTI
MapKyBaHHS YMakoBKV NikapcbKoro
3aco6y. TepMiH BBEAEHHS 3MiH -
npoTarom 6 micsAuis nicns
3aTBEPMKEHHS. 3MiHM | TURy - 3MiHK
Lofo 6e3snekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeeaeHHs abo
3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnagy (BBegeHHs
y3arasibHeHVX AaHnx Npo cuctemy
thapmakoHarnsgy, 3miHa
YNOBHOBaXeEHOT 0co6M,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
thapmakoHarnsgy; KOHTaKTHoOi ocobu 3
thapmakoHarnsgy 3asBHuka ans
3[ificHeHHs hapmakoHarisgy B
YKpaiHi, KLL0 BOHa BigMiHHa Bif
YNOBHOBaXEHOT 0co6M,
BiANOBIAA/IbHOI 32 34iICHEHHS
hapmakoHarnsgy (Bkouatoum
KOHTaKTHI faHi) Ta/abo 3MiHN y
PO3MiLLEeHHI MacTep-haiina cuctemm
thapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYIKA,
BiANOBIAA/IbHOI 32 hapmakoHarnsga.
[itoua pepakuis: boHgap Hatanis
BopucisHa. MNponoHoBaHa pefakuis:
Matenko Mapraputa [xixagiBHa.
3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XXEHOT 0CO6U 3as1BHYIKA,
BiANOBIAA/IbHOI 32 hapmakoHarnsga.
3MiHa MicLe3HaxoMKeHHA MacTep-
(paiina cuctemu chapmakoHarnisay Ta
noro Homepa.
3MiHa Micus 34iiCHEHHSI OCHOBHOT
LisinbHOCTI 3 hapmakoHarnsagy. 3MiHu
| Tvny - 3miHK Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3MiHn
BHECEHI B TEKCT MapKyBaHHs
BTOPWHHOI YNakoBKu, y MyHKT 17, wono

KOPEKTHOro BUKIaAEHHS iHopmaLii




116 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
4N nauieHta. TepMiH BBEAEHHS 3MiH -
npoTAoM 6-Tu MicauiB nicns
3aTBEPAKEHHS
101. | EKCTPAKT 3 - ekcTpa - EKCTPaKT rycTuiA MAT YkpaiHa | MNAT "Tanuucapm” | YkpaiHa BHECEHHS 3MiH O peecTpaLifiHnX - UA/9744/01/01
nncTA KT 3 (cybeTaHuin) y "Tanmudga MaTepiasiiB: 3MiHu | TMny - 3MiHK 3
EBKANIOTY NNCTKi 604Kax NoniMepHMNX pm” AKocTi. A®l. KoHTponb A®I. 3miHa y
ryctum B ANna BUpo6HULTBA mMeTofax BunpobysaHHA APl abo
eBkali HECTepPUIbHNX BUXIAHOIO MaTepiasty/npoMiXXHOro
nry niKkapcbknx opm npoaykTy/peareHTy, Lo
npyTo BMKOPWCTOBYETLCA Y NPOLIEC
BUAHO BMPO6HULUTBA AP (iHLWi 3MiHK Y
ro mMeToAax BUNpobyBaHHA (BKOUatoUn
(Eucal 3amiHy abo fonoBHeHHs) AP| abo
ypti BWXiAHOTrO/MPOMIKHOTO NPOAYKTY) -
folium) BHECEHHS KOPEKTUB Y MeToau

BM3Ha4YeHHsA: —ans Kagmito | CBuHLO:
L1151 KaAMit0 BUSHAYEHHS
NPOMNOHYETLCA NPOBOAUTU NWLLIE NPU
[oBxuHi xeuni Cd 214, 439; y
hopMy i po3paxyHKy KOHLeHTpauii
KaAiMito | CBMHLI0 BHECEHO YTOYHEHHS
Ana Cx npo Te, WO Le KoHUeHTpawis
Kaamito i CBMHLO Y BUNPOGYBaHOMY
PO34KHI, fiKa BU3HAYaETLCA 3
KanibpysasibHOI KpMBOT; -aNa PTyTi:
BUNPAaB/IEHO HaBaXKKy
BMNpo60BYyBaHOro po3unHy 3 0,70 r Ha
0,50 r i3 3BiTOM 3 BanigaLji, a B
Tabnuui 3 yMoBaMm KiflbKicTb
npoBefeHHA NOBTOPEHb BUMIPIOBaHb
BMNpasfieHo 3 3 Ha 5y BigNoBiAHOCTI
[0 KiNbKOCTi BUMiptOBaHb, 3a3Ha4eHmnx
y TEKCTi MeToAnKN. [104aH0 YyTOYHEHHS
LLIOA0 po3paxyHKy KOHLeHTpavii pTyTi
y BUNPO60BYBaHOMY PO3UMHi. 3MiHK |
My - 3MiHK 3 AKkocTi. API. KOHTposib
A®I. 3miHa y meTofax BUNPo6yBaHHS
A®| abo BMXigHOTO
mMaTepiany/npomikHOro
npoayKTy/peareHTy, LWo
BUKOPWCTOBYETLCA Y MPOLIECI
BMpoG6HMLTBA API (iHWi 3MiHK Y
MeTofax BUNpobyBaHHSA (BK/IHOHa0UM
3aMiHy ab0 gonoBHeHHS) AD| a6o
BUXiAHOro/NPOMIKHOIO NPOAYKTY) -
BUMNPAaB/IEHHSA TEXHIYHOT NOMWUJIKA Y
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
cneuuaikaLii Ta MeTogax KOHTPOsI
A®| 3a n. "AHTMGaKTepiasibHa
aKTUBHICTb".
102. | EHBOKCAH® | cyclophos | uukno | LO1AA | nopoLuok Ans BakcTep Himeuun | CimTpa foiunang | Himeyum BHECEHHS 3MiH O peecTpaLifiHnX 3a He UA/0027/02/03
ir phamide gocp | 01 PO34MHy aNns iH'ekuin | [oiunaHg Ha m6X Ha mMaTtepianis: 3miHu | TMny - peuenmom | nion
amigy no 1r; 1 cpnakoH 3 v6X AJMiHICTpaTBHI 3MiHK. 3MiHa seae
MOHoTi NOPOLLIKOM Y HaliMeHyBaHHA Ta/abo agpecy micus
apat KapTOHHI KOpooLi NPOBaYKEHHS AiSi/TbHOCTI

BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIYaum
AiNbHULI BUNYCKy cepii abo micue

NpoBeAEeHHS KOHTPOJIO SKOCTI.

(aisnbHicTb, 3a AKy Bignosifae
BMPOGHMK/IMIOPTEP, BKIOUAKOUN
BUMYCK CepiiA).
3MiHa Ha3BuM BUpo6HMKa M13.
BupobHunya ginbHuus, agpeca Ta yci
BMPOGHUWUYI onepauii 3a/mwarTbes
HE3MIHHUMU.
3arBepaKeHo:

Bakctep OHkonomxi MM6X, HimeuunHa
/ Baxter Oncology GmbH, Germany
3anponoHoBaHo:

Cimtpa [oiiunang F'm6X, HimeuunHa /
Simtra Deutschland GmbH, Germany
BBegeHHs 3MiH NpoTsirom 6 MicsiLiB
nicns 3aTBepKEHHS.
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHN.
3MiHa HaliMeHyBaHHA Ta/abo agpecun
MicUs NPOBaKEHHS AiANbHOCTI
BMPOGHMKa (BKOYaKouH, 3a
HEeoO6XiAHOCTI, MicLe NPOBEAEHHS
KOHTPO/II0 SIKOCTI), a60 BriacHUKa
macTep-thaiina Ha A®l, abo
noctavyasibHuka AdI/BuxigHoro
marepiany/peareHTy/nPoMiHOIo
NPOAYKTY, L0 3aCTOCOBYIOTLCH Y
BMPO6HULTBI ADI (SKLW,0 3a3HAYEHO Y
[0CbE Ha nikapcbkuid 3aci6) 3a
BiICYTHOCTI cepTudpikata
BiAMOBIAHOCTI €BpONENCHKIl
dhapmakonei y 3aTBepAKEHOMY [OCbE,
ab0 BMPOBHMKa HOBOI AOMNOMIKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCHE).
3miHa Ha3BuM BUpo6HUKa ADI
uvknodgpoccpamigy. BupobHuya
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
OinbHUUA, agpeca Ta yCi BUpobHUUI
onepavjii 3a/MLWaloTbCs HE3MIHHUMMU.
[itoua pepakuis: Baxter Oncology
GmbH, Germany
MponoHoBaHa pegakuis: Simtra
Deutschland GmbH, Germany
103. | EHBOKCAH® | cyclophos | uukno | LO1AA | nopoLuoK Ans BakcTep Himeuun | CimTpa foiunang | Himeyum BHECEHHS 3MiH O peecTpaLifiHnX 3a He UA/0027/02/01
200 MIr phamide gocp | 01 PO3uMHy NS iH'ekuin | [ohunang Ha m6X Ha mMaTtepianis: 3miHu | TMny - peuenmom | nion
amigy no 200 mr; 1 donakoH v6X AJMiHICTpaTVBHI 3MiHW. 3MiHa seae
MOHoTi 3 MOPOLLKOM Y HaliMeHyBaHHA Ta/abo agpecy micus
apat KapTOHHI kopobuj; 1 NPOBaZKEHHS AiSi/TbHOCTI

chnakoH 3 NopoLLKOM
Y KapTOHHii KopobLy;
no 10 KapTOHHUX
KOpOG6OK y
6aHaeponi 3 NNiBku

BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIYaum
AiNbHULI BUNYCKy cepii abo micue

NpoBeAEeHHS KOHTPOJIO AKOCTI.

(aisnbHicTb, 3a AKy Bignosifae
BMPOGHMK/IMIOPTEP, BK/IOUAKOUN
BUMYCK CepiiA).
3MiHa Ha3BuM BUpo6HMKa M13.
BupobHunua ginbHuus, agpeca Ta yci
BMPOGHMUYI onepadii 3a/mwarTbes
HE3MIHHUMW.
3arBepaKeHo:

Bakctep OHkonomxi MM6X, HimeuunHa
/ Baxter Oncology GmbH, Germany
3anponoHoBaHo:

CimTpa [oiiunang F'm6X, HimeuunHa /
Simtra Deutschland GmbH, Germany
BBegeHHs 3MiH NpoTsirom 6 MicsiLiB
nicns 3aTBepKeHHS.
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHN.
3MiHa HaliMeHyBaHHs Ta/abo agpecun
MicUs NPOBaKEHHS AiANbHOCTI
BMPOGHMKa (BKOYaOUH, 3a
HeoO6XiAHOCTI, MicLe NPOBEAEHHS
KOHTPO/IH0 SIKOCTI), a60 BriacHUKa
macTep-haiina Ha A®l, abo
noctavyasibHuka AdI/BnxigHoro
marepiany/peareHTy/npoMiHOIo
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BMPO6HULTBI ADI (SKLW,0 3a3HAYEHO Y
[0CbE Ha nikapcbkuid 3aci6) 3a
BiICYTHOCTI cepTudpikata
BiAMOBIAHOCTI €BpONENCHKIl
dhapmakonei y 3aTBepApKEHOMY [OCbE,
a60 BMPOBHMKA HOBOI AONOMIXHOT
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
PEYOBMHM (SIKLLIO 3a3HAYEHO Y [OCLE).
3MiHa Ha3BW BUpobHMKa AdI
umknodoccamigy. BupobHuua
LOinbHUUA, agpeca Ta yCi BUpobHMUI
onepavjii 3a/MLWaloTbCs HE3MIHHUMMU.
[itoua pepakuis: Baxter Oncology
GmbH, Germany
MponoHoBaHa pegakuis: Simtra
Deutschland GmbH, Germany
104. | EHBOKCAH® | cyclophos | umkno | LO1AA | nopoLuok Ans BakcTep Himeuun | CimTpa foiunang | Himeyum BHECEHHS 3MiH [JO peecTpaLiiHnX 3a He UA/0027/02/02
500 MIr phamide gocp | 01 PO3uMHy aNs iH'ekuin | [oiunang Ha m6X Ha mMaTtepianis: 3miHu | Tuny - peuenmom | nion
amigy no 500 mr; 1 dhnakoH v6X AJMiHICTpaTVBHI 3MiHW. 3MiHa seae
MOHoTi 3 MOPOLLKOM Y HaliMeHyBaHHA Ta/abo agpecy micus
apat KapTOHHI KOpooLi NPOBaYKEHHS AiS/TbHOCTI

BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIYaum
AiNbHULI BUNYCKy cepii abo micue

NpoBeAEeHHS KOHTPOJO AKOCTI.
(aisnbHicTb, 3a AKy Bignosifae
BMPOGHMK/IMIOPTEP, BKIOYAKOUN
BUMYCK CepiiA).
3MiHa Ha3BuM BUpo6HMKa M13.
BupobHunya ginbHuus, agpeca Ta yci
BMPOGHMWUYI onepadii 3a/mwarTbes
HE3MIHHUMW.
3arBepaKeHo:

Bakctep OHkonomxi MM6X, HimeuunHa
/ Baxter Oncology GmbH, Germany
3anponoHoBaHo:

CimTpa [oiiunang F'm6X, HimeuunHa /
Simtra Deutschland GmbH, Germany
BBegeHHs 3MiH NpoTsrom 6 MicsiLis
nicns 3aTBepKeHHS.
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHN.
3MiHa HaliMeHyBaHHA Ta/abo agpecun
MicUs NPOBaKEHHS AiANbHOCTI
BMPOGHMKa (BKOYaKouH, 3a
HEeoO6XiAHOCTI, MicLe NPOBEAEHHS
KOHTPOJIH0 SIKOCTI), a60 BriacHUKa
macTep-haiina Ha A®l, abo
noctavyasibHuka AdI/BuxigHoro
marepiany/peareHTy/nPoOMiXKHOIo
NPOAYKTY, L0 3aCTOCOBYIOTLCH Y
BMPO6HULTBI ADI (SKLW,0 3a3HAYEHO Y
[0CbE Ha nikapcbkuid 3aci6) 3a
BiICYTHOCTI cepTudpikata
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
BiANOBIAHOCTI EBpoNechkili
hapmakonei y 3aTBep)KEHOMY [0ChE,
ab0 BMpO6HMKa HOBOI AONOMIXHOT
PEYOBMHM (SIKLLIO 3a3HAYEHO Y OCLE).
3MiHa Ha3Bu BUpobHMKa AdI
umknodoccpamigy. BupobHuua
OinbHUUA, agpeca Ta yCi BUpobHUUI
onepavjii 3a/MLWaloTbCs HE3MIHHUMMU.
[itoua pepakuis: Baxter Oncology
GmbH, Germany
MponoHoBaHa pegakuis: Simtra
Deutschland GmbH, Germany
105. | EHKOPAT valproic HaTpito | NO3A TabneTkun, BKPUTI CaH IHAisa CaH ®dapma IHAisA BHECEHHS 3MiH [JO peecTpaLiiHnX 3a He UA/9200/01/01
XPOHO acid Basibn | GO1 060/10HKO1, dapmacbto NabopaTtopis mMaTtepianis: 3miHu | Tuny - peuenmom | nion
poat NPOJSIOHrOBaHoI Aji TUKan NimiTen AOMIHICTpaTVBHI 3MiHW. BunyyeHHs seae
Ta no 200 mr, no 10 IHpacTpi3 BMPOGHWYOI AinbHUL (BKIHOYAKOUM
KucnoT TabneTok y cTpumi; Nimiteq OinbHuui gns A®Il, npomMixHoro
a no 3 ctpunun y npoAyKTy abo roToBOro MikapCbKoro
BaUlbI KapTOHHi Kopobuj 3aco6y, AiNbHULI A8 NPOBeAEHHS
poeBa, nakyBaHHS, BUPOOHMKa,
Lo BiANOBIAA/ILHOrO 3a BUMNYCK Cepil,
BiAnos MicLie NpoBeEHHS KOHTPO/IHO cepil)
inae a60 nocrtavasibHMKa BMUXiAHOTO
HaTpito Marepiany, peareHTy abo 4ONOMiXHOT
BaUibM PEYOBUHY (AKLLO 3a3HAYEHO Y [10CbE)
poaty BunyyeHHs1 BUpO6HMYOT ginbHuui M3
CaH ®apmacbloTvkan lHgacTpis /1.
3MiHu BHECEHO Y po3ainv "BUPOGHUK"
Ta "MicLe3HaxomKEHHST BUpObHMKa Ta
afipeca Micusa NpoBagKeHHs 1ioro
AISNBHOCTI" B IHCTPYKLUO ANs
MeAMYHOro 3aCTOCYBaHHSA Yy 3B'A3KY 3
BU/TYYEHHAM OZJHOTO 3 BUPOGHWKIB
nikapcbKoro 3acoby Ta sk HacniaokK -
BUJTYYEHHS TEKCTY MapKyBaHHA
yNaKoBKM NikapCbKoro 3acoby ans
BiANOBIAHOr0 BUPOOHUKA. TepMiH
BBEEHHS 3MiH - MPOTAroM 6 micsuis
nicns 3aTBepKEHHS.
106. | EHKOPAT valproic HaTpito | NO3A TabneTkun, BKPUTI CaH IHAjiA CaH dapma IHAisA BHECEHHS 3MiH O peecTpaLiiHmnx 3a He UA/9200/01/02
XPOHO acid Banbn | GO1 060/10HKOH, dapmacbio NabopaTopi3 marepianis: 3miHu | Tuny - peyenmom | nion
poat NPOJIOHroBaHoI Aji TUKan NimiTen AOMIHICTpaTUBHI 3MiHW. BuiyyeHHs seae
Ta no 300 mr, no 10 IHpacTpi3 BMPOGHWYOI AinbHUL (BKIHOYAKOUN
KucnoT TabneTok y cTpuni; Nimiteq AinbHuui ana A®l, npomixkHOro
a no 1 a6o no 3 npoAyKTy abo roToBOro MikapCbKoro
BaUIbI CTPUNW Y KAPTOHHIl 3aco6y, AiNIbHULI A8 NPOoBeAEHHS




121 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
poeBa, KopooLi nakyBaHHs1, BUPOBHUMKa,
Lo BiANOBIAA/ILHOIO 3a BUMNYCK Cepii,
BiANoB MicL,e NpoBeAeHHS KOHTPO/HO cepil)
inae a60 nocravyasibHMKa BUXiAHOTO
HaTpito maTepiany, peareHTy abo fOMOMIXHOI
BasIbN PEYOBVHM (SKLLLO 3a3HAYEHO Y [OCHE)
poaty BrnyyeHHs1 BUpO6HWYOT AinbHuUui M3
CaH ®apmacbtoTvkan IHgacTpis /174,
3MiHU BHECEHO Y po3ainv "Bupo6bHuK"
Ta "MicLe3HaxoM|KeHHS1 BUPOOHMKa Ta
agpeca Micus NpoBaKeHHs oro
AISNbHOCTI" B IHCTPYKLUi0 ANns
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY 3
BW/TYYEHHSIM O4HOTIO 3 BUPOOHUKIB
NikapcbKoro 3acoby Ta sik HacnifgokK -
BUJTYYEHHA TEKCTY MapKyBaHHA
yMakoBKM MikapcbKoro 3acoby ans
BiANOBIAHOr0 BMPO6HUKaA. TepMiH
BBEJEHHS 3MiH - MPOTAroM 6 micsauis
nicns 3aTBepkeHHs.
107. | EHKOPAT valproic Hatpito | NO3A TabneTku, BKPUTI CaH IHais CaH ®apma IHais BHECEHHS 3MiH 40 peecTpaLinHmx 3a He UA/9200/01/03
XPOHO acid Basibn | GO1 060/10HKO10, dapmacbio NabopaTtopis MaTepianis: 3miHu | TNy - peuenmom | nion
poat NPOJIOHrOBaHOI Aji TVKan Niviten AOMIHICTpaTVBHI 3MiHW. BuyyeHHs seae
Ta no 500 mr, no 10 IHOacTpi3 BMPOGHMYOT AinbHNL (BKIHOYAKUM
Kucnor TabneToK y cTpuni; Nimiten AinbHuui Ana A®l, npomikHoro
a nola6ono3 NPOAYKTY abo roTOBOro NiKapCbKoro
BasibN CTPUNW Y KAPTOHHIl 3aco0y, AiNbHUL 4N NPOBeAeHHSs
poeBa, KopooLi nakyBaHHs1, BUPOGHMKa,
o Bi4NOBIAA/IbHOIO 3a BUMYCK CEpIiA,
BiAnos MicLLe MpoBeAEHHS KOHTPOSIIO cepii)
inae abo noctavasibHMKa BUXiAHOrO
HaTpito mMaTepiany, peareHTy abo fOMOMiKHOI
BasibN PEeYOoBUHM (SKLLLO 3a3HAYEHO Y [OCHE)
poaty BunyyeHHs BUPOOHUYOI AinbHULi MN3

CaH ®apmacbloTvkan lHgacTpis /1Ta.
3MiHU BHECEHO Y po3ainv "Bupo6bHuK"
Ta "Micue3HaxomKeHHs BUPOBHYKa Ta
agpeca micusa npoBaAKeHHs Moro
LifNbHOCTI" B IHCTPYKUi0 ANs
Me[MYHOro 3aCTOCYBaHHSA Y 3B'A3KY 3
BW/TYYEHHSIM OLHOTO 3 BUPOOHMKIB
NikapcbKoro 3acoby Ta ik HacnifokK -
BU/TYYEHHS TEKCTY MapKyBaHHS
yNaKoBKM NiKapCbKoro 3acoby a5
BiANOBIAHOr0 BMPO6HUKaA. TepMiH
BBE/IEHHS 3MiH - MpoTArom 6 micauis
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo
i
peyos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Howmep
peecmpayitiHo

20

nocsBioOYeHHs

nicnsi 3aTBepKEHHS.

108.

ECKANEN

levonorge
strel

NeBOH
oprect
pen

GO3A
D01

Tabnetku no 1,5 wr;
no 1 Tabnetujiy
6nictepi; no 1
6nicTepy pasom 3
KapTOHHUM
dyTnapom gns
36epiraHHs 6nictepa
B KapTOHHIl
ynakosLi

BAT
"lepeoH
PixTep"

YropLm
Ha

BAT "TepeoH
PixTep"

YropLm
Ha

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis: 3miHu | TUny - 3MiHn
wofo 6e3snekn/edekTMBHOCTI Ta
thapmakoHarniagy. BeeaeHHsi abo
3MiHU [0 y3araslbHEHNX AaHuX Npo
cucTemy thapmakoHarnsgy (sBefieHHs
y3ara/ibHeHUX AaHvix npo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBaXEHOT 0co6u,

3a UA/A789/01/01
peuenmom

BigNoBiga/IbHOI 32 34jACHEHHSI
hapmakoHarnsgy; KOHTakTHoI ocobu 3
hapmakoHarnsgy 3asiBHuka s
3[iiCHEHHS (hapMakoHarnsgy B
YKpaiHi, AKLWwo0 BoHa BiAMIHHA Bif
YNOBHOBaXEHOT 0co6M,
BigNoBiga/IbHOI 32 34iACHEHHSI
hapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MilLEeHHI MacTep-haiina cuctemm
hapmakoHarnagy).
3MiHa ynoBHOBaXeHOT 0cobu
3as1BHVIKA, BignoBiAa/IbHOT 32
hapmMakoHarnsag,.

[itoya pepakuis: Attina Onar.
MponoHoBaHa pepakuis: Slacno
Cexkeil.
3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,
BiAMNoBiAa/IbHOT 32 hapmakoHarnsg.
3MiHa KOHTaKTHUX [aHnX KOHTaKTHOI
0Cco6M 3as1BHMKA, BiAnoBiAa/IbHOI 3a
hapmakoHarnag B YkpaiHi.
3MiHa MicL,e3HaxXoMKEHHST MacTep-
tharina cuctemmn chapmakoHarnsgy.
3MiHa Micus 34jACHEHHs1 OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy.

BHECEHHS 3MiH A0 peecTpaLinHmx 3a UA/12560/01/01
MaTepianis: 3MiHu | TUNY - 3MiHK 3 peyenmom
sKocTi. FOTOBMIA Nikapcbkuii 3aci6.
3MiHu y BUPO6HMLTBI. 3amiHa abo

BBEJEHHS [0AAaTKOBOI Ai/IbHUL
BMPOBHMLTBA 4151 YACTMHW ab0 BCbOro
BMPOGHMYOro NpoLecy rotoBoro
nikapcbKoro 3aco6y (iHLWi 3MiHN)
YTOYHEHHS pyHKLii BUPOGHUKIB

Brpo6HWKm ITanis
BignoBigasbHi 3a:
KOHTPO/b
NepBMHHOIO
nakyBaslbHOro
marepiany,
HanoBHEHHSA
(hN1akoHiB,
KOHTPO/b Y

109. | EBPOKCM €Bpo Benvka
Naiidokep BpuTai

nrtp, A

cefuroxim uedyp | JO1DC
e OKCUM 02
HaTpito

MOPOLLIOK ANs
iH'ekyit no 750 mr, 1
a60 10 cpnakoHiB 3
MOPOLLKOM B
KapTOHHI Kopo6Lyi




123 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
npoueci, roTOBOrO JliKapCbKOro 3acoby Ta
nakyBaHHs, BMPOBHMKIB HEPO3(hacoBaHOro
KOHTpO/b Ta NPoAYyKTY
BUMYCK rOTOBOr0O
niKapcbKoro
3acoby:
EiCiEc fo6dap
C.M.A,, ITanis;
Brpo6HuKM
Ledypokcumy
HaTpito:
ECiEc JOB®AP
C.n.A,, Itanis;
EiCiEc JOBPAP
C.n.A,, Itanis
110. | EBPOKCUM cefuroxim uedyp | JOIDC | nopollok gns €Bpo Benvka Bunpo6HMKN ITanis BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/12560/01/02
e okcum | 02 iH'ekyinno1,5r, 1 Naiidokep BpuTaHi BiAnoBigasbHi 3a: MaTepianis: 3MiHu | TUNY - 3MiHK 3 peyenmom
HaTpito a6o 10 dhnakoHis 3 nrg, a KOHTPO/b AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
NOpPOLLKOM B Benvka NepBUHHOIO 3MiHV Yy BUpOBHMUTBI. 3amiHa abo
KapTOHHI Kopo6Lyi BpuTaHis nakyBa/lbHOro BBEAEHHA A04aTKOBOT AiNbHNLL
marepiany, BMPOGHMLTBA A1 YACTUHM abo BCbOro
HanoBHEHHSA BMPOGHNYOro NpoLecy rotosoro
(hN1aKoHiB, nikapcbKoro 3acoby (iHwWi 3MiHN)
KOHTpONb Y YTOUHEHHS (hyHKLii BUPOOHUKIB
npoLeci, roTOBOrO JliKapCbKOro 3acoby Ta
nakyBaHHs, BUPOOHWKIB HEpPO3thacoBaHOro
KOHTPO/b Ta NpoAayKTy
BUMYCK rOTOBOIO
nikapcbKoro
3acoby:
EnCiEc [ob6dap
C.N.A., Itanis;
Brpo6HuKm
Ledypokcumy
Hartpito:
EliCiEc JOB®AP
C.n.A, Itanis;
EliCiEc JOB®AP
C.n.A,, Itanisa
111. | ECOM esomepra | esome | A02B niocpinizat ana Acnipo IHais Acnipo ®apma IHais BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/17184/01/01
zole npaso | C05 PO3UMHY ANS iH'eKUil Papma Nimiten marepianis: 3miHu Il Tuny - 3miHun 3 peyenmom
n Ta iHdysiii, no 40 wmr, Nimiten AKOCTi. [OTOBWIA flikapcbkuii 3aci6.
Hatpito 1 chnakoH 3 3MiHM y BUPOBGHMLTBI. 3MiHa po3Mipy
nioghinizatom y cepii (BkIOYaumn gianasoH posmipy
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep

peecmpayitiHo

20
nocsBioOYeHHs

KopooLi

cepil) roToBOro NnikapcbKoro 3acoby
(iHLWi 3MiHW) - 36iNbLUEHHA PO3MIpY
cepii [N3. 3atBepmpxeHo: 20 n (19607
hNakoHiB),
3anponoHoBaHo: 20 n (19607
chnakoHiB), 38 n (37254 dpnakoHu), 80
N (78431 donakoHiB).

112.

XACTIHBA

Dienogest
and
ethinylestr
adiol

eTuHIN
ecTpa
aion
Ta
nieHor
ecT

GO3A
Al6

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOI0, 2
mr/0,03 wr; no 21
TabneTui y 6nictepi,
no 1 a6o 3 6nictepu
B Nnauuji 3 KAPTOHY

3eHTiBa,
K.C.

Yecbka
Pecny6n
iKa

MOBHWIA LKA
BMPOGHMLTBA:
Nab6opaTopioc
JNleoH ®apma C.A.,
IcnaHis; BUPOOHWK,
AKWiA Bignosigae
3a
Mikpob6ionoriyHe
TECTYBaHHS:
JNabopartopio
EueBapHe, C.A.,
Icnanis

Icnanis

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3miHu | TUny - 3MiHn
wofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeeaeHHsi abo
3MiHM [0 y3araJiHEHUX JaHuX Npo
cucTemy thapmakoHarnsgy (sBefieHHs
y3arasibHeHVX AaHnX Npo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBaXEHOT 0co6M,
BigNoBiga/IbHOI 32 34iACHEHHSI
hapmakoHarnsgy; KOHTakTHoI ocobu 3
hapmakoHarnsgy 3asBHuka s
3[iiCHEHHS (hapMakoHarnsgy B
YKpaiHi, AKLWwo BoHa BiAMIHHA Bif
YNOBHOBaXEHOT 0co6u,
BigNoBiga/IbHOI 32 34jACHEHHSI
hapmakoHarnagy (Bkioyaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MilLEHHI MacTep-haiina cuctemm
thapmakoHarnagy). 3miHa
YMNOBHOBaXEHOT 0CO6U 3as1BHMKA,
BiANOBIAA/IbHOI 32 hapMakoHarnsg.
[itova pepakuia: ®ininosa Jllogmuna,
MD / Ludmila Filipova, MD.
MponoHoBaHa pepakuis: Hikogemosa
Minocnasa, MD / Miloslava
Nykodemova, MD. 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6U
3asBHMKa, BiANOBIAa/IbHOI 3a
hapmakoHarnsg

3a
peyernmom

UA/13217/01/01

113.

3IKATOP®

aripiprazol
e

apvnin
pason

NO5A
X12

Tabnetku no 10 mr,
no 10 TabneTok y
6nictepi; no 3, 6 abo
9 6nicTepis B
KapTOHHI Kopo6Lyi

Mepokemi
NimiTen

Kinp

BMPOGHMLTBO 3a
MOBHUM LK/IOM:
Megokemi NimiTeq,

Kinp

BHECEHHS 3MiH A0 peecTpaLinHmx
mMaTepianis: 3miHu | TNy -
AAMiHICTpaTMBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
3asBHUKa (B/1aCcHVKa peecTpauiiiHoro
noceigyeHHs) 3miHa Ha3Bu Ta agpecu
3asBHMKa (BNacHvKa peecTpauiiHoro
nocBig4eHHs)

3a
peyenmom

UA/17089/01/02

114.

SIKAJIOP®

aripiprazol

apvnin

NO5A

TabneTkn no 15 mr,

Megokemi

Kinp

BMPOGHMLTBO 3a

Kinp

BHECEHHS 3MiH 10 peecTpaLiiiHnx

3a

UA/17089/01/03
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
e pason | X12 no 10 Tabnetok y NimiTen NOBHUM LK/IOM: MaTepianis: 3miHu | TNy - peuenmom
6nicTepi; no 3, 6 abo Megokemi NimiTeq, AAMiHICTpaTMBHI 3MiHW. 3MiHa
9 6nicTepis B HalilmeHyBaHHs Ta/abo agpecu
KapTOHHI Kopo6Lyi 3asiBHMKa (BNacHvKa peecTpauiiiHoro
nocsigyeHHs) 3miHa Ha3Bu Ta agpecu
3asBHMKa (BNacHviKa peecTpauiiHoro
nocBigYeHHs)
115. | 3IKA/IOP® aripiprazol | apwunin | NO5SA Tabnetku no 30 mr, Mepokemi Kinp BMPOGHMLTBO 3a Kinp BHECEHHS 3MiH 4O peecTpauiiHnx 3a UA/17089/01/04
e pason | X12 no 10 TabneTok y NimiTen NOBHVM LK/IOM: mMaTtepianis: 3miHu | TNy - peyenmom
6nictepi; no 3, 6 abo Megokemi NimiTeq, AAMiIHICTpaTMBHI 3MiHW. 3MiHa
9 6nicTepiB B HaliMeHyBaHHA Ta/abo agpecu
KapTOHHI Kopo6Lyi 3asBHMKa (BNacHvKa peecTpauiiHoro
noceifgyeHHs) 3miHa Ha3Bu Ta agpecu
3as1BHMKa (BNacHVKa peecTpauitHoro
nocBig4yeHHs)
116. | 30PEHO3UL | Zofenopril | 30deH | CO9B TabneTkn, BKPUTI TOB YkpaiHa BUPOGHMLTBO, MopTyra BHECEHHS 3MiH 40 peecTpaLiinHmx 3a UA/20921/01/01
and onpun | A15 NAiBKOBOO "ACIHO nakyBaHHs, nis Marepianis: 3MiHu | Tuny - 3miHn 3 peyenmom
diuretics KauibLi 060s10HKO, No 30 YKPAIHA" KOHTPO/b AKOCTI AKocTi. A®l. KoHTponb A®I. 3miHa y
10 Ta mr/12,5 mr no 14 Ta Bunyck cepii napameTpax cneuudikaLlii Ta/abo
rigpox TabneTok y 6nictepi; nikapcbkoro [ONYCTUMUX MEX, BUSHAUYEHNX Y
noprtia no 2 6nictepn y 3acoby: crneundikauiax Ha A®l, abo
314 KapTOHHI nauuj Bnytapma - BUXIZAHWUA/NPOMIXHWIA
IHaycTpia npoAykT/peareHT, Lo
dapmacbloTika, BMKOPWCTOBYIOTBCS y Npoueci
C.A. BMPOGHULTBa AD| (BUNYYEHHS

He3HaYyHOro NokasHuka sKocTi
(Hanpuknag BUyYeHHs 3acTapinoro
nokasHuka)). BuganeHus tecty
"MikpobionoriyHa uncrora" 3i
cneuudikauii A®I BupobHuka M3
Bnycapma - IHgycTpia PapmachioTika,
C.A., MopTyranis. TecT NpoBoANTLCA
BMpOGHMKamy ADI.
3MiHn | TUNY - 3MiHK 3 aKocTi. AL,
KoHTponb A®l. 3miHa y napameTpax
cneuudikayin Ta/abo gonycTummx
MeX, BU3Ha4YeHnx y cneumdikalisax Ha
A®I, ab60 BMXigHWIA/NPOMIKHWIA
npoayKT/pearenT, Wwo
BMKOPWCTOBYHOTLCS Y MPOLECI
BMPOGHMLTBa ADI (3BY)KEHHS
[OMYCTUMUX MEX, BU3HAYEHUX Y
cneuudikauii). 3By>KEHHA AONYCTUMUX
MeX TecTy "Baxki meTtanu"y
cneuudikauii A®I BupobHuka M3
Bnycapma - IHgycTpia PapmachioTika,
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3aco6y HenameH T ynakoska) a uka yBsa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *

C.A., MopTyranis 3 MeTol0
BiANOBIAHOCTI cnevudikawyi,
3a3HaueHin y ASMF Bnpo6Huka AdI
Tianish Laboratories Private Limited
(3aTBepaxeHo: Limit for Heavy Metals:
20 ppm, 3anponoHoBaHo: Limit for
Heavy Metals: 10 ppm).
3MiHn | TURY - 3MiHK 3 aKocTi. ADI.
Brpo6HMLTBO. 3MiHa BUPOGHUKa
BWXiZAHOr0/NPOMIXHOro
npoAayKTy/peareHTy, LWo
BUKOPVCTOBYIOTHCS Yy BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpOGHMKa
(BKOvatoun, Ae HeobXxigHo, MicLe
npoBefeHHs KOHTposlo sikocTi) APl (3a
BiACYTHOCTI cepTucpikata
BIANOBIAHOCTI EBpONenchbkili
dhapmakonei y 3aTBepKeHOMY [0CbE)
(3MiHM g0 3axofiB, NOB'A3aHUX 3
KoHTponem Adl, abo fofaBaHHA
AiNbHULI, fe NPoBOAUTLCSA
KOHTPONb/BUNPOBYBaHHSA cepir).
[opaBaHHs Teena Biolabs Pvt. Ltd., sik
[04aTKOBOro Micus NpoBeAEeHHS
KOHTPOJIH0 AKOCTI, L0 3/iACHI0E
BMNpoByBaHHA 4115 Sionc
Pharmaceuticals Pvt. Ltd. 3a
nokasHukamu: nonimopcHa opma,
MiKpOGiosioriyHa uncToTa Ta po3mip
yacTok. 3anponoHosaHo: Name and
address of optional control testing site
for testing on behalf of Sionc
Pharmaceuticals Pvt. Ltd., e.g. the
parameters Specific Optical Rotation,
Polymorphic form, Microbiological
Purity and Patrticle size distribution:
Teena Biolabs Pvt. Ltd. Plot No.41,
S.V Co - Operative Industrial Estate,
Bachupally (Village and Mandal),
Medchal-Malkajgiri Dist. Hyderabad,
Telangana, 500090, India. 3miHn |
Tuny - 3MiHn 3 skocTi. A®I. KoHTponb
A®I. 3miHa y napameTpax
cneumdikauii Ta/abo gonycTummnx
MeX, BU3Ha4YeHnX y crneumdikalisx Ha
A®I, a60 BUXiAHMIA/NPOMIKHUIA
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3aco6y HenameH T ynakoska) a uka yBsa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
NPOAYKT/pearexT, Lo

BMKOPWCTOBYHOTbCS Y MPOLECI
BMPOG6HMLTBA AD| (ONOBHEHHS
crneundikaLii HOBUM NOKa3HUKOM
AKOCTi Ta BiANOBIAHUM METOA0M
BUNpo6yBaHHS). [logaBaHHSA
nokasHuka "MikpobionoriyHa umctora"
0o cneundikauii A®| 3ocpeHonpuny
KanbLjito BUpo6HMKa Sionc
Pharmaceuticals Pvt. Ltd., India. 3miHu
| Tuny - 3miHK 3 AkocTi. A®I. KoHTponb
A®I. 3miHa y MeTogax BUNpobyBaHHs
A®I abo BuxigHoro
martepiany/npomixXHOro
npoayKTy/peareHTy, Lo
BUKOPWUCTOBYETLCA Y NPOLIECI
BMPO6HUMLTBA AP| (HE3HAYHI 3MIHW Y
3aTBEPAKEHNX METOAAX
BMNPo6YyBaHHS). 3MiHa B onuci metoay
«BmicT R-i3omepiB 3a 4ONOMOror
BEPX», L0 BUKOPUCTOBYETLCA A/1A
KOHTPO/IHO K/IHOYOBOT0 NMPOMIXKHOIO
npoaykty (S)-3-(6eH30inTio)-
mMeTunnponaHoBoi kucriotun (BPT,
BTPA, Compound 7S, key
intermediate 1), noB’A3aHa 3 3aKpUTOO
yacTvHoto ASMF. [litoua pegakuis:
Midas/ASMF/ZOF/RP/003 — Restricted
Part, version July 2017 NponoHoBaHa
pepakuis: Midas/ASMF/ZOF/RP/004 —
Restricted Part, version February
2025. 3miHu | TUny - 3MiHK 3 AKOCTI.
A®I. CtabinbHicTb. 3miHa nepiogy
NOBTOPHUX BUNpoGyBaHb/nepiosy
36epiraHHa abo ymos 36epiraHHs Ad|
(3a BigcyTHOCTI y 3aTBEpPAKEHOMY
[oCbe cepTudikaTa BignoBigHOCTI
€Bponeiicbkin dhapmakonei, Lo
BK/IIOYAE Mepiog, NOBTOPHOTO
BMNPO6YBaHHSA) (Nepiog NOBTOPHOIO
BMNpobyBaHHsA/nepios 36epiraHHs) -
36inbLeHHsA abo BBeAEeHHSA nepioay
NOBTOPHOro BUNpobyBaHHsA/nepioay
36epiraHHA Ha OCHOBI pe3ynbTaTiB
JocnigpKeHb y peasibHOMY Yaci.
36iblUeHHA nepiody NOBTOPHOIO
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH ) ynakoska) a uka yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
BMNPOGYBaHHS Ha OCHOBI pe3y/bTaTiB

JocnipkeHb y peanbHOMY yaci Ans
A®| 30beHoNpuUNy KasibLito BUPOOHUKA
Sionc Pharmaceuticals Pvt. Ltd., IHais,
MPOMNOHYETHLCA 36iNbLINTI Nepios,
NOBTOPHOro BUNpobyBaHHsA Ad|
30¢peHonpuny KasbLio 3 36 10 60
MicauiB. 3MiHu | Tuny -
AZMiHIiCTpaTMBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AisS/IbHOCTI BUPO6HMKA
(Bkntovakoun, 3a HeObXiAHOCTI, Micue
NpoBeZleHHs KOHTPOSII0 AKOCTI), abo
B/lacHuka mactep-caiina Ha A®l, abo
noctavanbHuka A®I/BMXigHoro
mMartepiany/peareHTy/nPoOMiKHOIo
NpoOAyKTY, L0 3aCTOCOBYIOTbCH Y
BMPOGHMLTBI AP (SKLLO 3a3HaYEHO Y
[OCbE Ha NikapcbKuii 3acib) 3a
BiICYTHOCTI cepTucpikata
BiANOBIAHOCTI EBpoONechbkili
chapmakonei y 3aTBepKeHOMY A0CbE,
a60 BMPOBHMKa HOBOI AOMNOMIKXHOT
PEYOBMHM (SIKLLIO 3a3HAYEHO Y [OCBE).
3MiHa 040 OHOBMEHHSA Ha3BK Ta
agpecu Bupo6Hvka A®| 3ochbeHonpuny
kanbLjito Mylan Laboratories Limited
Ha Tianish Laboratories Private
Limited. Po3TawyBaHHs BUPOOHUYOI
OiNbHUL 3a/TMLLIAETLCA HE3MIHHMM.
3MiHu | TUNYy - 3MiHK 3 AkocTi. ADI.
KoHTponb A®l. 3miHa y napameTpax
cneuudikayin Ta/abo gonycTummx
MeX, BU3HaYeHuX y cneuudikauisx Ha
A®I, ab0 BMXigHWIA/NPOMDKHWIA
npoayKT/pearenT, wo
BMKOPWCTOBYIOTHLCS y NpoLeci
BMPOGHMLTBA AD| (3BY>KEHHS
[OMYCTUMUX MEX, BU3HAYEHUX Y
crneundikavii). 3By>XXeHHS AONYCTUMMUX
MEX 3arasibHOro BMICTY AOMILLOK 3
0,7% po 0,5% y cneuudpikayi A®I
30peHonNpuy KasbLiito BUPOGHMKA
A®I| Tianish Laboratories Private
Limited. 3miHu | TMny - 3MiHW 3 AKOCTI.

A®I. KoHTposib A®I. 3miHa y
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3aco6y HenameH T ynakoska) a uka yBsa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *

napameTpax crneuudikadii Ta/abo
[OMYCTUMUX MEX, BU3HAUYEHUX Y
cneuudikauisx Ha A®l, abo
BUXiAHWA/NPOMIXKHWIA
NPoAyKT/peareHT, LWo
BMKOPVCTOBYIOTbCSA y Npoueci
BUPO6HMLTBA AD| (LONOBHEHHS
crneundikaL,ii HOBUM MOKa3HMKOM
SIKOCTi Ta BiANOBIAHNM METOA0M
BMNPOGYBaHHS). [logaBaHHsA
nokasHuka "MikpobionoriyHa uictora"
o cneuundikadii A®| 30cpeHonpuny
KasibLito Big BUpoOHUka Ad| Tianish
Laboratories Private Limited Ltd, IHgjs.
3MiHu | TUNY - 3MiHK 3 aKocTi. AL,
KoHTponb A®l. 3miHa y napameTpax
crneundikayii Ta/abo AonycTUMMX
MeX, BU3Ha4YeHnx y cneumdikalisx Ha
A®I, a60 BUXigHWIA/NPOMIXHWIA
NPoAyKT/peareHT, LWo
BMKOPVCTOBYIOTBCS y Npoueci
BUPO6HMLTBA AD| (LONOBHEHHS
crneundikaL,ii HOBUM MOKa3HMKOM
SIKOCTi Ta BiANOBIAHNM METOAO0M
BMNPOGYBaHHS). [logaBaHHSA
nokasHuka "Po3mip yacTtok" go
cneuudikauii A®| 3ocheHonpuny
KasibLito Ta Bi4NoBigHOro MeToay
BMNpoGyBaHHSA Bif BUPOGHMKa ADI
Tianish Laboratories Private Limited
Ltd, IHgis (Particle size D90 NMT 20
pm). 3miHu | Tuny - AaMiHicTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
afpecun MicLs NPoBaKeHHs
AiSNbHOCTI BUPO6HUKA (BK/THOYatoun,
3a HeobXiAHOCTI, MicLe NpoBeAeHHS
KOHTPO/IO SIKOCTI), 260 BnacHuKa
macTtep-aiina Ha Adl, abo
nocravyanbHuka A®I/BuxigHoro
matepiany/peareHTy/npoMiKHOIo
NpPOAYKTY, L0 3aCTOCOBYIOTbCH Y
BMPOGHMLTBI API (SKLLO 3a3HAYEHO Y
[0CbE Ha nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBponechbkili
dhapmakonei y 3aTBepAKEHOMY [0ChE,
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

a60 BUPOBHMKA HOBOT AONOMDKHOT
PeyvoBUHM (SKLLO 3a3HAYEHO Y [OCbE).
3MiHa W00 OHOB/EHHS Ha3BK Ta
aapecy BupobHuka A®I 3ocheHonpuny
kanbujto Tianish Laboratories Private
Limited Ha Matrix Pharmacorp Private
Limited. Ak Hacnigok, BHeCeHi
OHOBJ/IEHHS B po3ain «Cknag», a
TaKoX KOPUCTYHOUNCh Harofoto,
BHeceHo opdhorpacpiyHe BuNpaBAeHHs
B Ha3Bi BUpo6HuKa APl Viyash Life
Sciences Private Limited Unit-I, India
(6yno: Viash Life Sciences Private
Limited Unit-1, India). 3miHu | Tuny -
3MiHn 3 skocTi. CepTudikar
BignosigHocCTI/TE-cepTucpikat
BIANOBIAHOCTI EBpONenchbkili
thapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBNEHOro cepTucpikata
BIANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana Adl;
Ans BUXigHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI API; ANt 4ONOMIXHOT
peyoBuMHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) - HouiA
cepTudikaT Bif HOBOro BUPOGHMKa
(3amiHa abo foMoBHEHHS). NogaHHA
HoBoro CepTtudikaTa BifgnoBigHOCTI
€ Big HOBOro BUpobHUKa Ad|
rigpoxnopoTiasugy Unichem
Laboratories Limited, o
BMKOPWUCTOBYETLCA [/151 BUPOGHMLITBA
'N3 3ocheHo3ng CEP 2000-091-Rev
07.

117.

IBYNPO®EH

ibuprofen

ibynpo
deH

MO1A
EO1

TabneTkn, BKPUTI
060/10HKO0, No 200
Mmr, no 10 TabneTok
y 6nicTepi; no 1 abo
2, abo 3, abo 4, abo
5, abo 6 6nicTepis y
nadui 3 KapToHy, No
7 TabneTok y
6nicTepi; no 1 a6o 2

AT
"BITAMIH
ne

YkpaiHa

AT "BITAMIHL"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis: 3MiHu | TUNY - 3MiHK 3
AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /1iKapCbKoro
3aco6y. 3viHa napameTpis
cneyudikayin Ta/abo gonycTummx
MEX FOTOBOr0 NiKapCbKOro 3acoby
(iHWi 3mMiHK) 3MiHa YacToTH
nepiofM4HOCTi KOHTPOJIIO 3a

6e3
peyenma

UA/8817/01/01




131 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
6nictepn y nauui 3 nokasHnkom «MikpobionoriyHa
KapToHy yucToTa» B cneumdikadii MN3 i3 «npu
PYTVHHOMY KOHTPO/i BUNPOGYBaHHSA
NPOBOAATLCS B KOXHI NEPLUIN | KOXHIlA
n'ATIN cepii, ane He pifLe ogHoro
pasy B pik» Ha «Mpu PyTUHHOMY
KOHTPONi BUNPO6YBaHHA NPOBOAATLCA
B KOXHIVi NepLUili i KOXHIN fecATii
cepil, ane He pifLie 04HOro pasy B
piK».
118. | I/ZIOH® - Tepne DO8A Masb; o 25 r, no 50 Llecpa Himeuun Brpo6HMK, Himeuun BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 UA/16843/01/01
KNACIK HTUHY | X r,no 100 r masiy ApuHaiimit Ha BiANOBIgaIbHMI 3a Ha MaTepianis: 3MiHu | TUNY - 3MiHK 3 peyenma
mMoapu Ty6i; no 1 1y6i y Tenb MmM6X BUNYCK cepil: akocTi. A®l. Cuctema
Ha, KapTOHHI KOpooLi i Ko. KI Llecpa KOHTeliHep/3akynoptoBasibHWI 3aci6.
onist ApuHaiimiTTens 3MiHa y 6e3nocepefHiit ynakosui Ad®|
Tepne v6X i Ko. KT, (AKicHi Ta/abo KinbKicHi 3MiHW cknagy).
HTWHO HimeuumnHa; BHeceHHs1 3miH go posginy 3.2.S.6
Ba, Bnpo6Hu1uTBO Cuctema
onis Hepo3dhacoBaHoro KOHTeliHep/3akKynopoBasibHWiA 3acib, a
eBkali NPOAYKTY, came 3aMiHa yLUifIbHIoBaYa KPULLKK
nTosa nepBuHHe Ta KOHTeliHepa 3 HepXaBito4oi cTasli Ans
BTOPVHHE aKTMBHOT PEYOBUHY TEPNEHTUHY
nakyBaHHS: eTos MogpviHu 3 NBR (HiTpunbyTagieHoBOro
lesynaxaiitcndne Kayuyky) Ha rymy Viton®. YuinbHooBau
re- yHg, KPULLIKW HE KOHTaKTye 6e3nocepesHbo
dapmanpoaykre 3 aKTUBHOK PEYOBUHOK. 3MiHM | TUny -
M6X, HimeuunHa; AJMiHICTpaTVBHI 3MiHW. 3MiHa
BUPOGHMK, HaliMeHyBaHHsi Ta/abo agpecu Micus

BigNoBiga/IbHMIA 32
KOHTPO/1b Cepil:
EckioBeH ®apma

[oiiuneng Mv6X i

Ko. KI', HimeuunHa

NPOBaPKEHHS AisS/IbHOCTI BUPOOHMKA
(BkNtoYarouM, 3a HeObXigHOCTI, MicLe
NpoBefEeHHsA KOHTPOJIIO AKOCTI), abo
BlacHMKa mactep-goaiina Ha Adl, abo
noctavasibHvka A®l/BuxigHoro
matepiany/peareHTy/npoMiKHOIo
NpPOAYKTY, L0 3aCTOCOBYITbCH Y
BMPOGHMLTBI ADI (SKLLO 3a3HAYEHO Y
[0Cbe Ha nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTucpikata
BiANOBIAHOCTI EBpoNechbkili
thapmakonei y 3aTBepKeHOMY [0ChE,
a60 BUPOGHMKA HOBOT AONOMIKHOT
PEeYOBUHM (SKLLO 3a3HAYEHO Y [IOChE).
3MiHa Ha3Bu AiNbHUL, BignoBiganbHOT
3a KOHTPO/b SIKOCTi —
XiMiYHWIA/i3nyHNiA (Hanpuknag,
aHanis) Aitnyoi pevyoBuHu onii




132 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3aco6y HenameH T ynakoska) a uka yBsa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *

esKaninTosoi 3 Cesra Arzneimittel
GmbH & Co. KG, Braunmattstr. 20,
76532 bapeH-bageH, HimeuunHa Ha
Aescuven Pharma Deutschland GmbH
& Co. KG. Agpeca 3anmiiaerbes
He3MiHHO. 3MiHa Ha3Bu €
pe3ynbTaTom noginy komnaxii 3 Cesra
Arzneimittel GmbH & Co. KG Ha agi
komnaHii: Cesra Arzneimittel GmbH &
Co. KG 1a Aescuven Pharma
Deutschland GmbH & Co. KG. 3miHu |
TMNy - AGMIHICTPaTVBHI 3MiHW.
BunyyeHHs BUPOOGHMYOT AinbHULL
(Brtovatoun ginbHuui ansa Adl,
NPOMIXXHOro NPoAyKTy abo roToBoro
NiKapcbKoro 3acoby, AinbHULI ons
NpoBefeHHs NakyBaHHs, BUPOGHMKa,
BiANOBIAA/ILHOIO 3a BUMNYCK Cepil,
MicLLe MpOBeAEHHS KOHTPOSIIO cepii)
abo noctavasibHMKa BUXiAHOTO
mMarepiany, peareHTy abo gONoMiXHOT
PEYOBMHM (SIKLLIO 3a3HAYEHO Y OCLE).
Ockiflbk1 30BHIWHA abopaTopis
Eurofins Food Testing Sud GmbH
(paHiwe Berghof Analytik und
Umweltengineering GmbH),
po3TalloBaHa 3a agpecoto Ob dem
Himmelreich 9, 72074 Tubingen,
HimeuunHa, byae 3akputa, L0
naboparopito BUly4arTb 3i CIUCKY
30BHILUHIX 1labopaTopiii, 3a3Ha4YeHoro
B po3ginax 3.2.5.2.1, ans giloyoi
peyvoBMHY Ofii eBKaNINTOBOI. AHani3u,
wo nposogATbes Eurofins Food
Testing (paHiwe Berghof Analytik und
Umweltengineering GmbH), 6yayTb
nepegaHi Aescuven Pharma
Deutschland GmbH & Co. KG. 3miHu |
Tuny - 3MiHK 3 skocTi. AdI.
Bnpo6HULTBO. 3MiHa BUPOGHMKA
BWXiAHOr0/MPOMiXHOro
npoayKTy/peareHTy, Lo
BUKOPVCTOBYIOTHCS Y BUPOOHNYOMY
npoteci Ad®l, abo 3miHa BUpobHMKa
(BKtOvatoun, fe HeobXxigHo, MicLe
npoBefieHHA KOHTPOJIt0 AkocTi) APl (3a
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3aco6y HenameH T ynakoska) a uka yBsa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *

BiACYTHOCTI cepTucpikata
BIANOBIAHOCTI EBpONenchbkili
dhapmakonei y 3aTBepKeHOMY [0CbE)
(3MiHM g0 3axofiB, NOB'A3aHUX 3
KoHTponem A®l, abo fofaBaHHsA
AiNbHULI, fe NPoBOAUTLCSA
KOHTPONb/BUNPOBYBaHHSA cepir).
3amiHa BMpo6Huka Cesra Arzneimittel
GmbH & Co. KG, Braunmattstrasse
20, 76532 Baden-Baden Ha
BMpo6Huka Cesra Arzneimittel GmbH
& Co. KG, Flugstrasse 11, 76532
Baden-Baden sk micue, BignosigansHe
38 KOHTPO/Ib SIKOCTI [il04NX PEYOBYH
onii eBkaninToBoi. [JoaaTkoBo 6yno
BHECEHO pejakLiiiHi 3miHu o Mogayns
3.2.5.2.1 pns{ onii eBkanintosoi (API):
(1) AopaTtkoBy iHhopmaLito LWoao
JeTaneii aHanisy, NnpoBefeHoro Ans
nab6oparopii Phytolab GmbH &
Co0.KG, a Takox BunpasneHHs
[ApYyKapcbKoi MOMU/IKM B NOLLUTOBOMY
iHAEKcCi.

(2) QopaTtkoBy iHhopmaLito Lwoao
nonepeaHLOi Ha3BKM nabopatopii
Mikrobiologie Kramer GmbH y
afpecHVx AaHux 6yno BUaaIeHo.
(3) LopaTtkoBy iHGhopmaLito LWoao
nonepeaHbOi Ha3By nabopartopii HWI
pharma services GmbH y agpecHux
[aHux 6yno BuaaneHo.
3MiHn | TURY - 3MiHK 3 aKocTi. ADI.
KoHTponb Adl. 3miHa y napameTpax
cneyudikayin Ta/abo gonycTummx
MeX, BU3HauYeHux y cneumdikalisx Ha
A®I, a60 BUXigHWIA/NPOMIKXHWIA
npoayKT/pearenT, Wwo
BMKOPWCTOBYHOTbCS Y MPOLECI
BMPOGHMLTBA AD| (BUNYyYEHHS
He3HaYyHOro NokasHuka sKocTi
(Hanpviknag BUy4YeHHs 3actapinoro
nokasHuka)). 3MiHM B MpoLeci
TECTyBaHHS POC/IMHHOT CUPOBUHN
(cocHoBoi cmonn):

Y mMaiibyTHbOMY TeCTYBaHHs
npoBoAMTMMETbCA 6e3nocepeHbo y
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH ) ynakoska) a uka yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
BUPOBHMKa BUXIAHOT CUPOBUHN
(Destillerias Munoz Galvez, IcnaHisi),

TOMY TECTyBaHHS Gifnblue He
NPOBOANTUMETLCS Y BUPOBHUKA
aKkTuBHOro iHrpegieHTa (Dullberg
Konzentra, Mambypr), sk Le 6yno goci.
BHeceHHs kopuryBaHHs cnevudikadii
B Mogyni 3.2.S.2.3; ue o3Havae, LWo

cneuudikayis 6yae 6inbll TOYHO
afantoBaHa A0 BUXiAHOI POCANHHOT

CMPOBUHW LLISAXOM BUK/THOYEHHS

HeBiANOBIAHMX NapameTpiB
TecTyBaHHs, Takunx K MNKX, onTuyHe
obepTaHHs.
3anponoHoBaHi 3MiHV He BN/IMHYTb Ha

AKICTb aKTUBHOT peyoBUHMN onil
TepneHTMHOBOI (Ph. Eur.). Takox
3a/IMWAETLCA YUHHUM J0LATKOBE
TeCTyBaHHS CMPOro TepneHTyHy nicns

OTpUMaHHSA ToBapy BUPOOHNKOM

aKkT1BHOI peyoBuHY (Mogynb

3.2.S.2.2). 3MiHu | TUny - 3MiHK 3
skocTi. A®l. KoHTpornb AdI. 3miHa y

MeToAax BunpobysaHHA Adl abo

BUXIAHOIO MaTepiasy/npoMixXHOro

npoAayKTy/peareHTy, LWo
BUKOPWCTOBYETLCA Y MPOLIECI
BUPOGHMUTBA AD| (HE3HAYHI 3MiHK Y
3aTBEPMKEHNX MeTogax
BMNpo6yBaHHS). He3HauHa 3MiHa B
npoueaypi BUNpobyBaHHsA Ha
iaeHTudiKkaLito Ta KiflbkiCHOro

BM3HauYeHHss BHT ans gitovoi

peyoBUHM onii TePNEeHTUHOBOI:
Cneuucpiyne gns cepii nnaue6o
paHiwe 6yno BuaaneHo (Version

AMO0650_2-0, cepneHb 2021 p.), a

Tenep 3HoBY BBeAeHo (Version
AMO0650_3-0, yepBeHb 2023 p.). Kpim

TOro, Ao posgainy 5.1.3 6yno goaaHo

popartkosuin absau. MeTop,

BU3HAYEHHS KiIbKICHOrO BU3HAYEHHS

BHT Ta Banigauii 3anuwatoTbes
He3MiHHUMU. 3MiHn | Tuny -
AAMiHICTpaTMBHI 3MiHW. 3MiHa

HaliMeHyBaHHsi Ta/abo agpecu Micus
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3aco6y HenameH T ynakoska) a uka yBsa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *

NPOBaPKEHHSA Ais/IbHOCTI BUPOOHUKA
(BK/THOYaKOUM, 32 HEOBXIQHOCTI, Micue
NpoBefeHHS KOHTPOJTO SKOCTI), abo
B/lacHWKa MacTep-ghaiina Ha A®l, abo
noctavyanbHvika A®l/BuxigHoro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BMPO6HMLTBI API (SKLLO 3a3HAYEHO Y
[0CbE Ha nikapcbkuii 3aci6) 3a
BiACYTHOCTI cepTucpikata
BIANOBIAHOCTI EBpONenchbkili
dhapmakonei y 3aTBeppKeHOMY [OCbE,
a60 BUPOBHMKA HOBOT AONOMDKHOT
PeYoBUHM (SKLLO 3a3HAYEHO Y [OCbE).
3MiHa Ha3BwW AiNbHWL, BiANOBiAa/IbHOT
3a KOHTPO/b SIKOCTi —
XiMIYHWA/i3nYHNI (Hanpuknag,
aHanis) aito4oi pevoBuHY onil
TepneHTMHoBOI 3 Cesra Arzneimittel
GmbH & Co. KG, Braunmattstr. 20,
76532 bapeH-bageH, HimeuunHa Ha
Aescuven Pharma Deutschland GmbH
& Co. KG. Agpeca 3anmiiaerbes
He3MiHHO. 3MiHa Ha3Bu €
pe3ynbTaTom noginy komnaxii 3 Cesra
Arzneimittel GmbH & Co. KG Ha agi
komnaHii: Cesra Arzneimittel GmbH &
Co. KG 1a Aescuven Pharma
Deutschland GmbH & Co. KG. 3minu |
Tuny - AAMIHICTPaTVBHI 3MiHU. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaKEHHS AisS/IbHOCTI BUPO6HMKA
(BkNtOYarOUM, 3a HEOOXiAHOCTI, MicLe
npoBefileHHs KOHTPOI0 AKOCTI), abo
BNlacHUKa mactep-goaiina Ha Adl, abo
nocravyasnbHuka A®I/BuxigHoro
matepiany/peareHTy/nPoOMKHOIo
NpPOAyKTY, L0 3aCTOCOBYIOTbCH Y
BMPOGHMLTBI API (SKLLO 3a3HAYEHO Y
[0CbE Ha nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBponechbkili
chapmakonei y 3aTBepAKEHOMY [OChE,
ab0 BMPOBHMKa HOBOI AOMNOMIXHOT
PEYOBMHM (SKLLIO 3a3HAYEHO Y [OCBE).
3MiHa Ha3BW AiNbHWLI, BiANOBIAALHOT
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3aco6y HenameH T ynakoska) a uka yBsa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *

3a KOHTPO/b SIKOCTi —
XiMIYHWA/i3nYHNI (Hanpuknag,
aHanis) Aito4oi pevoBVHN TEPNEHTUHY
MogpwvHu 3 Cesra Arzneimittel GmbH
& Co. KG, Braunmattstr. 20, 76532
BbageH-bageH, HimeyunHa Ha
Aescuven Pharma Deutschland GmbH
& Co. KG. Agpeca 3anmiiaerbes
He3MiHHO. 3MiHa Ha3Bu €
pe3ynbTaTom noginy komnaxii 3 Cesra
Arzneimittel GmbH & Co. KG Ha gi
komnaHii: Cesra Arzneimittel GmbH &
Co. KG 1a Aescuven Pharma
Deutschland GmbH & Co. KG. 3MmiHu |
TMny - AGMIHICTPaTVBHI 3MiHW.
BunyyeHHs BUPOOGHMYOT AinbHULL
(Brtovatoun ginbHuui ansa Adl,
NPOMIXXHOro NPoAyKTy abo roToBoro
nNiKapcbKoro 3acoby, AinbHULI ons
npoBefeHHs NakyBaHHs, BUPOGHMKa,
BiANOBIAA/ILHOIO 3a BUMYCK Cepii,
MicLLe MpOBeAEHHS KOHTPOSIIO cepii)
abo noctavasibHMKa BUXiAHOTO
mMarepiany, peareHTy abo gONoMiXHOT
PEYOBMHM (SIKLLIO 3a3HAYEHO Y OCLE).
Ockiflbk1 30BHILWHA 1abopaTopis
Eurofins Food Testing Sud GmbH
(paHiwe Berghof Analytik und
Umweltengineering GmbH),
po3TalloBaHa 3a agpecoto Ob dem
Himmelreich 9, 72074 Tubingen,
HimeuunHa, byae 3akputa, L0
naboparopito BUyHYEHO 3i CIMCKY
30BHILUHIX labopaTopiii, 3a3Ha4YeHoro
B po3ginax 3.2.5.2.1, ans givoyoi
peYvOoBUHM Ofii TEPNEHTVHOBOI.
AHani3n, wo nposoaaTbes Eurofins
Food Testing (paHiwe Berghof Analytik
und Umweltengineering GmbH),
6yayTb nepepaHi Aescuven Pharma
Deutschland GmbH & Co. KG. 3miHu |
TMNy - AGMIHICTPaTVBHI 3MiHW.
BunyyeHHs BUPOOGHMYOT AinbHULL
(Brtovatoun ginbHuui ansa Adl,
NPOMIXXHOro NPoAyKTy abo roToBoro

NiKapcbKoro 3acoby, AibHULI AN
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3aco6y HenameH T ynakoska) a uka yBsa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *

npoBeAeHHs NakKyBaHHs, BUPOOHWMKa,
BiANOBIAA/ILHOIO 3a BUMNYCK Cepii,
MicL,e NpoBeAeHHS KOHTPO/HO cepil)
abo noctavasibHuKa BUXiAHOro
maTepiany, peareHTy abo fOMOMIXHOI
PeYOBMHM (SKLLIO 3a3HAYEHO Y [OCBE).
OCKiNbk1 30BHILLHA NabopaTopis
Eurofins Food Testing Sud GmbH
(paHiwe Berghof Analytik und
Umweltengineering GmbH),
posTalloBaHa 3a agpecoto Ob dem
Himmelreich 9, 72074 Tubingen,
HimeuuuHa, 6yae 3akputa, L0
nabopartopito BUyYEHO 3i CIMCKY
30BHILUHIX TabopaTopiii, 3a3Ha4eHoro
B po3ginax 3.2.S.2.1, ana aitoyoi
PEYOBVHN TEPNEHTUHY MOAPUHN.
AHanisu, Wwo nposoaATees Eurofins
Food Testing (paHiwe Berghof Analytik
und Umweltengineering GmbH),
6yayTb nepefaHi Aescuven Pharma
Deutschland GmbH & Co. KG. 3minu |
IRy - 3MiHu 3 akocTi. AdI.
Brpo6HMLTBO. 3MiHa BUPOGHUKa
BWXiZAHOr0/NPOMIXHOro
npoAayKTy/peareHTy, LWo
BUKOPVCTOBYIOTHCS Yy BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpOGHMKa
(BKrOvatoun, Ae HeobXxigHo, MicLe
npoBefeHHs KOHTposIo sikocTi) APl (3a
BiACYTHOCTI cepTucpikata
BIANOBIAHOCTI EBpONenchbkili
dhapmakonei y 3aTBepKeHOMY [0CbE)
(3MiHM g0 3axofiB, NOB'A3aHUX 3
KoHTponem Adl, abo fofaBaHHA
AiNbHULI, fe NPOBOAUTLCSA
KOHTPONb/BUNPOBYBaHHSA cepir).
3amiHa BMpo6Huka Cesra Arzneimittel
GmbH & Co. KG, Braunmattstrasse
20, 76532 Baden-Baden} Ha Cesra
Arzneimittel GmbH & Co. KG,
Flugstrasse 11, 76532 Baden-Baden}
SK Micue, BignoBigasibHe 3a KOHTPO/Ib
AKOCTI [il040i peyoBuHY onil
TepneHTMHOBOI. JJoaaTkoBo 6yno
BHECEHO pejakLiiHi 3mMiHu 1o Mogayns
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3aco6y HenameH T ynakoska) a uka yBsa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *

3.2.S.2.1 ana {onii TepneHTNHOBOT}
(A®I): (1) fopaTkoBy iHdopmMaLito
LoA0 AeTaseil aHanisy, NpoBeAeHoro
ans na6opartopii Phytolab GmbH &
Co0.KG, a Takox BunpasneHHs
[APYKapCbKOi MOMU/IKM B NOLLUTOBOMY
iHaekci. (2) JopaTkoBy iH(hOpMaLito
040 nonepeaHbOi Ha3BM abopartopii
Mikrobiologie Kramer GmbH y
afpecHux gaHux 6yno suganeHo. (3)
[Jopatkoy iHthopmauito Wwoao
nonepeaHbLOI Ha3By nabopatopii HWI
pharma services GmbH y agpecHux
JaHnx 6yno BuganeHo. 3miHu | Tuny -
3MiHu 3 sKocTi. A®l. Bupo6HMLTBO.
3MiHa BUpO6HMKa
BWXiAHOr0/MPOMiXHOro
npoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTHCS Y BUPOOHUYOMY
npoteci Ad®l, abo 3miHa BUpobHMKa
(BKtOvatoun, fe HeobXxigHo, MicLe
npoBefileHHs KOHTPOJIt0 AKoCTi) AP (3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBponechbkili
dhapmakonei y 3aTBepKeHOMY [0CbE)
(3MiHM po 3axopiB, MOB'A3AHNX 3
KoHTponem A®l, abo foaaBaHHSA
AOinbHULI, Ae NpoBOAUTLCA
KOHTPO/b/BMNPOGYBaHHSA cepii).
3amiHa Bupo6Huka Cesra Arzneimittel
GmbH & Co. KG, Braunmattstrasse
20, 76532 Baden-Baden} Ha Cesra
Arzneimittel GmbH & Co. KG,
Flugstrasse 11, 76532 Baden-Baden
AK MicLe, BiANOBifasibHe 3a KOHTPO/Ib
AKOCTI Ail040i PEYOBUHMN TEPMEHTUHY
mogpuHu. loaaTkoBo 6yn0 BHECEHO
pefakuiiHi 3miHn go Mogynsa 3.2.S5.2.1
Ansa TepneHTuHy mogapuHn (Ad®I):
(1) LopaTtkoBy iHGhopmaLito LWoao
netaneii aHanisy, NpoBeAEHOro Ans
na6opartopii Phytolab GmbH &
Co0.KG, a Takox BunpasneHHs
OPYKapCbKOT MOMUIIKM B NOLUTOBOMY
iHOEKCI.
(2) fopaTkoBy iHhopmaLito LWoa0
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
nonepeaHLOi Ha3BKM nadopatopii
Mikrobiologie Kramer GmbH y
afpecHux aaHunx 6yno suganeHo. (3)
[opaTkoBy iHhopMaLiio Woa0
nonepeaHbOI Ha3By nabopartopii HWI
pharma services GmbH y agpecHux
[aHux 6yno BUAANEHO.
119. | IHPAHPUKC Diphtheria | audte | JO7CA | cycnensis (DTPa- [nakcoCwmi | Benuka FnakcoCwmitKnsiH | Benebris BHECEHHS 3MiH 4O peecTpauiiHnx 3a UA/16235/01/01
FEKCA - piiHnii | 09 HBV-IPV) ana TKnsiH BpuTaHi Bionogxikans /PpaHLui MaTepianis: 3miHu | TUNY - 3MiHK 3 peyenmom
KOMBIHOBA haemophil | anatok iH'ekwji no 0,5 mn (1 Ekcrnopt a C.A., benbrisa a akocTi. A®l. BUpobHMLTBO. 3MiHM B
HA us cuH (D [[03a) Ta nioginisart NimiTeq (Bunyck cepiii npoueci BupobHuutea APl (HeaHauHa
BAKUWHA influenzae | )Y (Hib); 1 nonepeaHLO roToBOro 3MiHa y npoueci BupobHuutea Adl).
ana B- npasy, HanoBHeHWI NPOAYKTY. HesHauHi 3miHn B npoveci
MPO®ITAKTU | pertussis- eBunin ofHopasoBwuii MpoBepggeHHsA BMPOGHULITBA NPOMIKHOTO NPOAYKTY -
KW BUDTEPII, | poliomyelit | aHaTok wnpuy, (no 0,5 mn (1 KOHTPOJI0 SIKOCTI npasLEeBOro aHaTtokcuHy (Tetanus
NMPABLA, is-tetanus- | cuH (T [,03a)) Y KOMINJIEKTi 3 DTPa-HBV-IPV Toxoid (TT)), a came - NPOAOBXEHHS
KALLUTHOKY hepatitis B | )% [BOMa ronkamu Ta KOMMOHEHTY); Bavlidauii ns TepMiHy CTPOKY
(ALEENONAP Bordet dhnakoH 3 nakcoCmiTKnsiiH ekcnnayaTtauii ynbTpadinbTpaiiHoi
HWA ella pe niocpinizaTom (Hib) Bionoaxikans, (UF) kaceTu (Pall Omega 50 kDa), wo
KOMMOHEHT rtussis onsa 1 gosu, wo dpaHuis 3aCTOCOBYETLCA Ha eTani
), FENATUTY Kawn 3MiLWy0TbCA Nepeq, (PopmyBaHHs, AeTokcukauii, ynbTpadinbTpauil Ta
B, IOKOBI BMKOPUCTAHHAM; ABi HanoBHEHHA B AiadinbTpauii aHaTOKCUHY.
noniomMienit aHTure roNKW, Wnpuy, Ta wnpwui,
YTA HW: dhnakoH repMeTnyHO npoBefeHHs
3AXBOPHOBA Kawn 3anakosaHi y KOHTPOJIHO AKOCTI
Hb, HOKOBMU NacTUKOBUIA DTPa-HBV-IPV
3BYAHNKOM  aHaT KOHTeliHep; no 1 abo KOMMOHEHTY.
AKX € OKCWH no 10 nnacTukoBux PopmyBaHHS,
HAEMOPHIL PT) KOHTeliHepiB y HanMoBHEHHSA Ta
us HUTYa KapTOHHiI Kopobui 3 niodpinisauia B
INFLUENZAE CTWiA MapkKyBaHHAM hnakoHu,
TANY B remarn YKpPaiHCbKOK MOBOIO; MapKyBaHHs Ta
IOTUHIH 1 nonepefHbLO nakyBaHHs,
(FHA)* HanoBHEeHWI npoBsefeHHsA
; ofHopasoBwuii KOHTPOJTHO SIKOCTI
nepTak wnpuy, (no 0,5 mn (1 Hib koMnoHeHTy.
TnH (P [,03a)) y KOMMNJIEKTi 3 MapkyBaHHA Ta
RN)%; LBOMa rosikamm ta nakyBaHHs
p-OHK dhnakoH 3 roToBOro
nosep nioghinizatom (Hib) NpoAyKTy);
XHEBU onsa 1 gosu, wo nakcoCwmiTKnsiH
n 3MiLWy0TbCA Nepeq, Bionogxikans
aHTure BMKOPUCTAHHAM; ABi C.A., benbrisa
H oMKW, WNpuL, Ta (PopmyBaHHs,
Bipycy ch/1aKkoH repmMeTyHO HanoBHEHHS B
renatu 3anakosaHi y LnpuLi,
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Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
ro
120. | IHPAHPUKC Diphtheria | andte | JO7CA | cycnensia (DTPa- FnakcoCmi | Benuka FnakcoCmiTKnaiH | Benbrisi/ BHECEHHS 3MiH O peecTpaLifiHnX 3a UA/15832/01/01
INB XI6 - piitHnin | 06 IPV) ans iH'ekujn no TKnsiH BpuTaHi Bionogxikans dpaHuis MaTepiasiiB: 3MiHu | TMny - 3MiHK 3 peuyenmom
KOMBIHOBA haemophil | aHaTOK 0,5 mn (1 po3a) Ta Ekcnopt a C.A., benbria akocTi. A®l. Bupo6bHMUTBO. 3MiHM B
HA us cuH (D niochinizat (Hib); Nimiten (Bunyck cepiii npoueci BupobHuutea APl (HesHayHa
BAKUWHA influenzae | )% cycneHnsis (DTPa- roToBOro 3MiHa y npoueci BUpo6HuyTea Adl).
ana B- npasL, IPV) pns iH’ekuiin no NPOAYKTY); He3HauHi 3miHu B npoueci
MAPO®INTAKTU | pertussis- eBuii a 0,5mn (1 gosa) y rnakcoCmiTKNAiiH BMPOGHULITBA MPOMIKHOIO NPOAYKTY -
KU ANDTEPII, | poliomyelit | HaTokc nonepegHLo Bionogxikans, npasL,EeBOro aHaTokcuHy (Tetanus
NMPABLSA, is-tetanus WH (T)* HanoBHEHOMY PpaHuin Toxoid (TT)), a came - NPOAOBXEHHSA
KALUMOKY ; ofiHOpa3oBOMY (PopmyBaHHs, BaslijaLii onsa TepMiHy CTPOKY
(ALENONAP Bordet wnpui Ne 1y HaMoOBHEHHS B ekcnnyaTauii ynbTpadinbTpauinHoi
HUA ella pe KOMMNNEKTi 3 ABOMA Lnpwui, (UF) kacetu (Pall Omega 50 kDa), wwo
KOMIMOHEHT rtussis ronkamu Ta MapKyBaHHA Ta 3aCTOCOBYETLCA Ha eTarni
), Kawn niocpinizat (Hib) y nakyBaHHs1, OeTokcurkauii, ynbTpadinbTpauii Ta
noniomMienit IOKOBI conakoHi Ne 1, wo npoBefeHHs piadhinbTpauii aHaTOKCUHY
YTA aHTure 3MiLLYIOTLCA Nepes KOHTPOJIHO AKOCTI
3AXBOPHOBA HW: BUKOPUCTaHHAM: NO DTPa-IPV
Hb, Kawun 1 nonepegHLO KOMMOHEHT.
3bYAHNKOM HOKOBM HanoBHeHOMY PopmyBaHHS,
AKNX €  aHat 0ZiHOpa3oBOMY HanoBHEHHA Ta
HAEMOPHIL OKCWH LINpULY Y KOMNAEKTI niodpinisauia B
us PT)Y 3 BOMA rosikamu Ta hnakoHwu,
INFLUENZAE HUTHa 1 cbnakoHoM 3 MapKyBaHHA Ta
TANY B CTUiA T niocpinizaTom (Hib) y nakyBaHHs,
emarn BaKyyMHiiA npoBefeHHs
FOTWHIH CTepWbHIN KOHTPOJTHO SIKOCTI
(FHA)! ynakosui; no 1 Hib KOMNOHEeHT.
; BaKyyMHiiA MapkyBaHHs Ta
nepTak CTepW/bHIA ynakoBL,i nakyBaHHsi
TuH (P Y KapTOHHiIli KOopoo6Li roToBOro
RN)*; NpoaykTy);
iHaKTK "nakcoCmiTKnsiiH
BOBaHi Bionopxikana
Bipycu C.A., benbrisa
nosio (HanoBHeHHs B
MieniT Lnpwui,
y: MapKyBaHHA Ta
Tmn 1l nakyBaHHs,
(wTtam npoBefAeHHs
Mahon KOHTPOJIHO AKOCTI
ey)5 DTPa-IPV
™n 2 KOMMOHEHT.
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
Hax Ve
ro
121. | IHPAHPUKC Pertussis, andpte | JO7AJ | cycneHsia ans FnakcoCmi | Benuka rnakcoCmiTKNAiiH Benebris BHECEHHS 3MiH O peecTpaLifiHnX 3a UA/15120/01/01
KOMBIHOBA purified piftHnin | 52 iH'EKLili; cycneHsis TKnsiH BpuTaHi Bionogxikans, martepianis: 3miHu Il Tuny - 3MiHK 3 peuyenmom
HA antigen, aHaTok Ans iH'ekuii no 1 Ekcnopt a ®paHuin sKocTi. [oTOBWIA Nikapcbkuii 3aci6.
BAKUMHA combinatio | cuH £0o3i (0,5mn)y Nimiten (PopmyBaHHs, 3MiHN y BUPOGHMLTBI. 3MiHa
Aana ns with (D) nonepegHLo HaMoOBHEHHS B iMnopTepa/3amiHu, WO CTOCYTbCS
MPO®INTIAKTU | toxoids npasL, 3arnoBHeHOMY nonepegHL0 BUNYCKY cepii Ta KOHTPOJIHO AKOCTI
KU ANDTEPII, eBuit wnpuui Ne 1y HanoBHeHi rOTOBOrO NiKapCbKoro 3acoby (3amiHa
NMPABLS, aHaTokK KOMMNAEKTI 3 OAHIED wnpwui, a60 Jo4aBaHHA AiNbHULI, Ha SIKIR
KALUTHOKY CUH abo aBOMa roskamu; MapKyBaHHA Ta 3[iICHIOETLCS KOHTPO/b
AUENONAPH Mm% no 1 nonepeHL0 nakyBaHHs, AKOCTI/BUNPOBYBaHHA cepil Ans
A OYMLLEHA Bordet HanoBHEHOMY KOHTPO/b SIKOCTi); 6i0N10rYHOro/iMyHO/I0MYHOTO
IHAKTUBOBA ella LINPULi Y KOMMIEKTI nakcoCmiTKnsiiH nikapcbKoro 3acoby, Ta 6yab-sKoi
HA PIAKA pertus 3 ofHieto abo asoma Bionoaxikan3 [inbHWLI, Ha SiKili 3aCTOCOBYETLCSA
Sis Ka rofikamu y C.A., benbris 6i0NOriYHMIA/IMYHONOTIYHWI MEeTOS,
LLTHOK naacTKoBOMy (HanoBHeHHA B BUNpobyBaHHA). JlofaHHsA
0Bi KOHTelHepi; no 1 nonepeaHLO «GlaxoSmithKline Vaccines S.R.L.",
aHTure naacTMKOBOMY HanoBHEHI CieHa, ITanisi, sk a/lbTEpHATUBHOIO
HU: KOHTelHepy B LUnpuL, BUPOOHVKa, BifNOBIfa/IbHOTO 3a
KaLun KapTOHHi Kopobuyi MapKyBaHHA Ta TeCTYBaHHA aKTUBHOCTI KaLL/TIOKOBUX
HOKOBU nakyBaHHs1, aHTUreHiB (eTan in vivo) nig vac
n KOHTPO/b AKOCTI); BMNYCKY rOTOBOr0 NPoAyKTy Yy dhopmi
aHaTok rnakcoCmiTKNAiiH KiHueBoro HanisnpoAykty (Final bulk)
CVH Bionogxikans (TO6TO roTOBOrO NPOAYKTY A0
PT)Y C.A., benbria HanNoBHEHHS B MNEPBUHHY YNakoBKy) Ta
inam (KoHTponb skocTi, nif, Yac NoAaNbLLIOro KOHTPOSIH
€eHTO3 BMNYCK cepii) CTabifIbHOCTi FOTOBOTO MPOAYKTY
HWiA (roToBOro NpPoAyKTY B NEPBUHHIA
remarsn ynakoBLii Ta roTOBOro NPOAYKTY B
FOTWHIH KiHLEeBI Tapi). BunpobyBaHHS Ha
(FHA)! aKTVBHICTb KalL/ItOKOBUX aHTUreHIB in
; Vivo NpoBOAUTLCA Y 2 eTanu, a came:
nepTak in vivo (OTPYMaHHsi CMpOBaTOK MULLIEI)
TUH Ta in vitro (aHani3 cMpoBaToK METOA0M
(PRN)* ELISA). O6ugsa etanu 6yayTb
ladcop nepeHeceHi HaCTYNMHUM YMHOM:
608aH « ETan in vivo Hapasi npoBoguTLCA B
uli Ha M. PikceHcapT, Benbrisi, Ta 6yae
asnomi nepexHeceHo go m. CieHa, ITanisi.
Hito  ETan in vitro Hapasi npoBoguTbCA Y
2i0pok M. BaBp, benerisi, Ta 6yae
cudi nepeHeceHo go M. Pogsis, ITanis

(nogaHo OKpPeMoto 3MiHOK B AaHOMY
nakeTi 3MiH).
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Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3aco6y HenameH T ynakoska) a uka yBsa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *

KomnaHisi nigTBepaxXye, Wo 3MiH y
NiHIAX Ta nocTavyasibHUKax TBapuH
Hemae, OCKINbKU AK 3aTBEPKEHI, TakK i
3anponoHoBaHi nabopaTopii
BVIKOPVICTOBYIOTb OfHaKOBI MiHil
TBAPWH Bif, OAHOIO NOCTaYasIbHUKA.
3MiHu 1l TUNY - 3MiHKU 3 AKOCTI.
oToBMIA NiKapcbkunii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYIOTbCS BUNYCKY cepii Ta
KOHTPOJII0 IKOCTi FOTOBOrO NiKaPCbKOro
3acoby (3amiHa abo gofaBaHHs
AiNbHULI, Ha AKil 34iACHI0ETbCS
KOHTPO/Ib AKOCTI/BMNPOGYBaHHSA cepii
Ans 6ionoriyHoro/iMyHONOri4YHOro
nikapcbKoro 3acoby, Ta 6yab-aKoi
[iNbHULI, Ha SKil 3aCTOCOBYETLCSA
6i010riYHMIA/IMYHONOTIYHWI MeTop,
BMNPOGYBaHHSA). JloaaHHs
«GlaxoSmithKline Vaccines S.R.L.",
Bennapis-Poszis, Cosiunnne, Itanis, gk
anbTepHaTMBHOMO BUPOGHYKA,
BiANOBIA&/IbHOIO 3a TECTyBaHHSA
aKTVBHOCTI KaLL/TlOKOBWX @aHTUTEHIB

(etan in vitro ELISA) nig yac Bunycky

roTOBOro NPOAYKTY Yy dhOpMi KiHLeBOro
HaniBnpoaykTy (Final bulk) (To6To

roTOBOro NPOAYKTY A0 HANMOBHEHHS B

nepBUHHY YNakoBKy) Ta nif yac

NnoAasIbLLIOr0 KOHTPOSIK0 CTabiNbHOCTI

roToBOro NPoAyKTy (roTOBOro
NpoAyKTY B NEPBUHHINA ynakosL,i Ta
roTOBOrO NPOAYKTY B KiHLEBIN Tapi).

Bunpo6yBaHHA Ha aKTUBHICTb

KaLL/TIOKOBWX aHTUrEHIB in vivo
npoBOAMTLCA Y 2 eTanu, a came: in

Vivo (OTPMMaHHS CpPOBAaTOK MULLIEIA)

Ta in vitro (aHani3 cMpoBaToK METOAOM

ELISA). O6bnaBa etanu 6yayTb
nepeHeceHi HaCTYMHUM YHOM:

» ETan in vivo Hapasi npoBoauTbLCS B
M. PikceHcapT, Benbris, Ta 6yae
nepeHeceHo o M. CieHa, ITanis

(nofaHo OKPeMoto 3MiHOK B AaHOMy

nakeTi 3MiH).

» ETan in vitro Hapasi npoBoaUTLCA Y




146 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
M. BaBp, benbrisi, Ta 6yae
nepeHeceHo o M. Posis, ITanis.
KoMnaHisi nigTBepaXye, Wo 3MiH Y
NiHiAX Ta nocTavasibHYKax TBapuH
Hemae, OCKifbKv K 3aTBEPAKEHI, TakK i
3anponoHoBaHi naboparopii
BUKOPUCTOBYIOTb OHAKOBI MiHil
TBapVH Bif 04HOI0 NocTavyasibHuKa.
122. | ICEHTPECC raltegravir | panter | JO5AJ | TabneTku, BKPUTI Mepk LBeiua Brpo6HuK CiHrany BHECEHHS 3MiH A0 peecTpaLinHmx 3a UA/9325/01/01
pasip 01 NAiBKOBOO Wapn i pist Hepo3chacoBaHol p/ marepianis: 3miHu | Tuny - 3miHn peyenmom
060/10HKO10, Mo 400 Loym npoaykuil Ta Ipnangis Lofo 6e3nekn/edyeKTMBHOCTI Ta
Mr; no 60 TabneTok IOEA KOHTPO/Ib SAKOCTI: / CWWA/ hapmakoHarnsgy. BeegeHHs abo
y dhnakoHi; no 1 6X MC/A IHTepHeLHn IHAisA 3MiHW [0 y3arasibHEHUX JaHuX npo
dnakoHy B m6X (chinis cuctemy thapmakoHarnsgy (BBefeHHs
KapTOHHI Kopo6Lyi CiHranyp), y3arasibHeHUX JaHux npo cuctemy
Cinranyp; hapmakoHarnsagy, amiHa
MC[, IHTepHeLwHN YNOBHOBaXEHOT 0co6M,
vm6X (chinis BignoBiganbHOI 3a 3MjACHEHHSI
Cinranyp), hapmakoHarnsgy; KOHTakTHoi ocoou 3
CiHranyp; thapmakoHarnagy 3asiBHUKa ansi
MCA IHTepHewHn 3pificHeHHSs1 hapMakoHarnisay B
m6X / MCJ, YKpaiHi, AKLL0 BOHA BigMiHHA Bif
Ipnangis YNOBHOBaXEHOT 0co6M,
(Bennigaiin), BignoBigasnbHOI 3a 3AjACHEHHSI
Ipnangis; hapmakoHarnagy (Bkiovaoum
MepBuHHE Ta KOHTaKTHi faHi) Ta/abo 3MiHn y
BTOPWHHE pO3MilLleHHi MacTep-ghaiina cuctemm
nakyBaHHs, [J03BiN hapmakoHarnsagy) 3miHa KOHTakTHUX
Ha BUMYCK cepil: [aHnX KOHTaKTHOI 0CO6M 3asiBHMKA,
Mepk Wapn i BiANOBiAa/IbHOT 3a hapmakoHarnsz B
[oym B.B., YkpaiHi
HigepnaHgw;
TecTyBaHHA
cTabiNbHOCTI:
Mepk LWapn i
Joym I/1C, CLUA;
Bimta Na6e
NimiTeq, IHAis
123. | MOrEKCON iohexol norekc - NOPOLLIOK AT Ykpaina Li3aHci Bpasep Kutai BHECEHHS 3MiH 0 peecTpaLiinHmx - UA/20303/01/01
on (cybeTaHuisn) y "papmak” dapmacbioTuKas MaTepiasis: 3MiHu | TUNy - 3MiHK 3
NoABINHMX Ko., NT4. akocTi. CepTudikaT BignosigHocTi/l E-

nonieTuneHoBUxX
naketax a/is
chapMaLeBTNYHOTO
3acTocyBaHHs

cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS
Yy BifnoBifgHICTb [0 MOHorpadii APY
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH ) ynakoska) a uka yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
abo €sponelicbkoi hapmakonei, abo
iHLWOT HauioHaTbHOT thapmakonei

aepxasun €C (iHWi 3MiHN) NPYBEAEHHS
aHasTliTUYHKX MEeTOAIB KOHTPOSO ANS
A®I Worekcon y BignosigHicTs 40
BMMOT MOHorpadii EP 3a
nokasHmkamm: «Onme»,
«PO3UMHHICTb», «lgeHTudikauis»,
«30BHILWLHI BUrMAA PO3UUHY»,
«CynpoBigHi AOMiLLKN. BEPX»,
«CynpoBigHi foMmilkn. TLLIX», «3-
XnoponponaH-1,2-gion», «BinbHi
apomatuyHi aminn», «oanan»,
«BmicT ioHiB», «Boga» Ta «KinbkicHe
BU3HAYEHHS». BHECEHO YTOUYHEHHS B
crneundikaLito 3a nokasHUkamm
«Onue» Ta «lgeHTngikain»
BiANOBIAHO A0 BUMOr MoHorpadii E®;
3a NOKa3HUKOM «PO3UYMHHICTb» [0AAHO
nocunaHHa «€d* 1.4»; BuganeHo
nokasHukn «MikpobionoriyHa ynctota»
Ta «bakTepiasibHi eHAO0TOKCUHU.
3MiHn | TUNY - 3MiHK 3 AKOCTI.
Ceprtudpikat BignosigHocTi/TE-
cepTudikaT BiANOBIAHOCTI
€Bponeicbkii
thapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBNEHOro cepTucpikata
BIANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana Adl;
Ans BUXigHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI API; ANt 4ONOMIXHOT
peyoBUHM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) - HouiA
cepTudikaT Bif BXe 3aTBEpAKEHOro
BUPOOHMKA - NOAAHHS HOBOIO
cepTudikaTa BignoBigHOCTI
€poneiicbkin hapmakonei Ne CEP
2022-221 - Rev 00 ana A®l Morekcon
Bif, 3aTBEPAKEHOr0 BUPOGHMKA
JIANGXI BROTHER
PHARMACEUTICAL CO., LTD»,

Kutali (3amiHa DMF Version NeQ:
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Ymosu Pek

Homep

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo
i
peyos

UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

nam
yBa

HHST*
*

Bionycky

peecmpayitiHo
20
nocsioYeHHs

0000, Aprill 24th, 2023).

3a

UA/A854/02/01

124.

KABIHTOH

vinpocetin
e

BiHMOL,
eTUH

NO6B
X18

KOHLieHTpaT Ans
PO34nHy AnA
iHdpy3iid, 5 mr/mn; no
2 mn B amnyni; no 5
amnyny
nnacTukoBili hopmi;
Mo 2 NAacTUKOBI
hopMy B KapPTOHHii
ynakosLi

BAT
"lepeoH
PixTep"

YropLm
Ha

BAT "TepeoH
PixTep"

YropLm
Ha

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis: 3miHu | TUny - 3MiHn
wofo 6e3snekn/edekTMBHOCTI Ta
thapmakoHarniagy. BeeaeHHsi abo
3MiHM [0 y3araJiHEHUX JaHuX Mpo
cucTemy thapmakoHarnsgy (sBefieHHs
y3arasibHeHVX AaHnX Npo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBaXEHOT 0co6u,
BigNoBiga/IbHOI 32 34jACHEHHSI
hapmakoHarnsgy; KOHTakTHoI ocobu 3
hapmakoHarnsgy 3asiBHuka s
3[iiCHEHHS (hapMakoHarnsgy B
YKpaiHi, AKLWwo0 BoHa BiAMIHHA Bif
YNOBHOBaXEHOT 0co6M,
BigNoBiga/IbHOI 32 34iACHEHHSI
hapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MilLEeHHI MacTep-haiina cuctemm
thapmakoHarnagy) 3miHa
YMNOBHOBaXeHOT 0CO6U 3asBHMKA,
BiANOBIAA/IbHOI 32 hapmMakoHarnsg.
[itova pepakuia: Attina Onar.
MponoHoBaHa pegakuis: flacno
Cekeil. 3MiHa KOHTaKTHUX AaHUX
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAa/IbLHOI 3a thapMakoHarnsg,.
3MiHa KOHTaKTHMX fAaHWUX KOHTaKTHOT
0Cco6M 3as1BHMKA, BiAnoBigabHOI 3a
hapmakoHarnag B Ykpaii.
3MiHa MicLe3HaxoMKEHHS MacTep-
thaiina cuctemu chapmakoHarnisay.
3MiHa MicLs 34jACHEHHS OCHOBHOT
LisNIbHOCTI 3 chapmakoHarnsgy

peyernmom

3a

UA/4854/01/01

125.

KABIHTOH
DOPTE

vinpocetin
e

BIHMOL,
eTuH

NO6B
X18

Tabnetku no 10 mr;
no 15 tabnetok y
6nicTepi; no 2 abo 6
6nictepiB y
KapTOHHI ynakoBL

BAT
"leneoH
PixTep"

YropLum
Ha

BAT "TefeoH
PixTep"

Yropium
Ha

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo

3MiHW [0 y3arasibHEHUX JaHuX npo

cuctemy chapmakoHarnsay (BBefeHHs

y3arasibHeHVX AaHnx Npo cuctemy
hapmakoHarnsgy, amiHa
YMOBHOBaXXEHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS

dhapmakoHarnsgy; KOHTakTHoi ocobu 3

peyenmom




149 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
thapmakoHarnsgy 3asBHuka gns
3[ificHeHHs hapmakoHarisgy B
YKpaiHi, KLL0 BOHa BigMiHHa Bif
YNOBHOBaXEHOT 0co6M,
BiANOBIAA/IbHOI 32 34iICHEHHS
hapmakoHarnsgy (Bkouatoum
KOHTaKTHI faHi) Ta/abo 3MiHN y
PO3MiLLEeHHI MacTep-haiina cuctemm
thapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYIKA,
BiANOBIAA/IbHOI 32 hapmMakoHarnsga.
[itoua pepakuis: Attina Onar.
MponoHoBaHa pepakuis: flacno
Cekeil. 3MiHa KOHTaKTHUX AaHWX
YMOBHOBaXXEHOT 0CO6Y 3as1BHMKA,
BiANOBiAabLHOI 32 hapmakoHarnsg.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0Cco6Yu 3as1BHMKA, BiAnoBiga/IbHOI 3a
hapMakoHarnag B YkpaiHi.
3MiHa MicLLe3HaxoMKEHHS MacTep-
thaiina cuctemu chapmakoHarnisay.
3MiHa Micus 34iiCHEHHS OCHOBHOI
AOisNbHOCTI 3 dhapmakoHarnagy.
126. | KAMETOH- - xnop6 | RO2A cnpeii opomykosHuii, | TOBAPUC | YkpaiHa | TOBAPUCTBO 3 | YkpaiHa BHECEHHS 3MiH A0 peecTpavinHmx 6e3 UA/2288/01/02
340POB'A yTaHo A20 no 25 ry 6asoHi TBO 3 OBMEXEHOIO marepianis: 3MiHu | TUny - 3MiHu 3 peyenma
POPTE ny 3ab6e3neyeHomy OBMEXE BIANOBIAANBHI sKocTi. CepTudpikaT BignosigHocTi/l'E-
remirig KnanaHoM-Hacocom, HOKO CTHO cepTudikaT BiANOBIAHOCTI
parT, Haca/fKoto- BIAMNOBIA «KOPIMOPAUJIA €Bponeiicbkili
KaMmdho posnusoBayYem Ta ANbHICT «3[0POB’dA» thapmakonei/MoHorpadii. NMogaHHs
pa 3aXUCHUM 10] HOBOro abo OHOB/IEHOro cepTudiikata
pauem KoBnaykom; no 1 «KOPIMOP BIAANOBIAHOCTI 260 BUNYyYEHHS
iuHa, 6a1oHy y Kopobui 3 ALIA cepTudikaTa BignoBigHoCTI
MEHTO KapToHy; no 40 ry «340POB €sponeiicbkiii hapmaxonei: ans Adl;
n hnaKoHi 3 "A» Ansa suxigHoro
(neeo opasibHUM martepiany/peareHTy/nPoMiKHOro
MEHTO po3NVNOBaSILHUM NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
n, NPUCTPOEM Ta BMPOGHULTBI API; ANt [ONOMIKHOT
onis 3aXUCHUM peyoBuHM (cepTudikat BiANOBIAHOCTI
eBKani KoBnaykom; no 1 €Bponeiicbkiin hapmakonei) -
nroBsa, h1akoHy y KopobLi 3 OHOBNeHWiA cepTUdikar Big, yxe
rekcet KapToHY 3aTBepKEHOro BUpo6HuKa. MogaHHsA
navH OHOBJIEHOTO cepTudikaTa

BiiNOBIAHOCTI €BpoOneichbkiit

thapmakonei Ne CEP 2013-148-Rev 02
(3aTBEepmxeHo: R1-CEP 2013-148-Rev

00) ons Aivyoi pevyoBUHU
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep

peecmpayitiHo

20
nocsBioOYeHHs

XnopbyTaHony remirigpart Big, Bxe
3aTBEPKEHOrO BUPOBHYKA, SKWIA
3MiHMB Ha3By 3 JSC OLAINFARM,
Latvia Ha OLPHA AS. BBefieHHs 3MiH
NpPOTArom 6-Tv MicAUIB micns
3aTBEPAKEHHS.

127.

KAHAELWN H

Candesart
an and
diuretics

KaHze
capTa
Hy
uunek
cetun,
rigpox
noprtia
3ng

Tabnetku, 16
mr/12,5 wr; in bulk:
no 2500 TabneTok B
noABiiHOMY nakeTi;
no 1 nakety B
KOpoo6Li

OPFAHOC
VH
NANDCA
€EHCK3
(E® 3ET )

OAE

EBepTomxeH
Naiicp CaeHecuns
Nimiteq

IHais

BHECEHHS 3MiH O peecTpaLifiHnX
martepianis: 3miHu | TUny - 3MiHn
Loao 6e3nekn/edyeKTUBHOCTI Ta
hapmakoHarnsagy. BeegeHHs abo
3MiHM [0 y3arasibBHEHUX JaHuX npo
cucTemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHunx Npo cuctemy
thapmakoHarnsgy, amiHa
YMOBHOBaXeHOI 0cobw,
BiANOBIAALHOT 33 3iICHEHHS
hapmakoHarnagy; KOHTakTHoOi ocobu 3
hapmakoHarnsgy 3asBHuKa s
34iicHeHHA thapMakoHarnagy B
YKpaiHi, SIKLLLO BOHa BigMiHHa Big,
yMOBHOBaXeHOI 0cobw,
BiANOBIAALHOT 33 3iICHEHHS
hapmakoHarnagy (Bkovarum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MiLLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy). 3mMiHa KOHTakTHUX
[aHnx ynoBHOBaXeHOI 0coow,
BiANOBIAa/IbLHOI 3a thapMakoHarnsg,.
BunyueHHs iHhopmau,i Wwoao
KOHTaKTHOI 0CO6U 3asBHNKA,
BiANOBIAALHOT 33 3iICHEHHS
thapmakoHarnagy B YkpaiHi Ta ii
KOHTaKTHUX AaHuX. 3MiHa
MiCLle3HaxoKeHHs1 macTep-haina
cucTemu dpapMakoHarisgy. 3miHa
Micusi 3AiICHEHHA OCHOBHOI AisIbHOCTI
3 (hapmakoHarnsgy.

UA/12314/01/01

128.

KAHOELMN H

Candesart
an and
diuretics

KaHge
capTa
HY
Lmnek
cetun,
rigpox
nopria
3ug

C09D
A06

Tabnetku, 16
mr/12,5 mr; no 10
Tabnetok y 6nictepi;
no 1 a6o no 3, abo
no 10 6nicTepis y
KapTOHHi Kopobuj

OPIrAHOC
VIH
NANSCA
€HCN3
(E® 3ET )

OAE

EBepToaxeH
Naiicp CaeHcnz
Nimiten,

IHais

BHECEHHS 3MiH A0 peecTpaLinHmx
martepianis: 3miHu | TUny - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHuX Npo
cuctemy chapmakoHarnagy (BBegeHHs
y3arasibHeHNX JaHnx Npo cuctemy
thapmakoHarnagy, 3miHa
YNOBHOBaXEHOT 0co6U,

3a
peyenmom

UA/12313/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

BiANOBIAA/IbHOI 3a 3AiiCHEHHS
hapmakoHarnsgy; KOHTakTHoOi ocobu 3
thapmakoHarnagy 3assHuka gis
3pificHeHHs1 hapMakoHarnsay B
YkpaiHi, SKL0 BOHa BiAMIHHA Bif,
YyMOBHOBaXeHOI 0cobw,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
hapmakoHarnagy (Bkovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-ghaiina cuctemm
thapmakoHarnagy). 3mMiHa KOHTakTHUX
[aHnx ynoBHOBaXeHOi 0cobu,
BiANOBiAabLHOI 32 hapmakoHarnsg.
BunyyeHHs iHchopmauii woao
KOHTaKTHOI 0CObM 3asBHUKA,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
hapmakoHarnsgy B YkpaiHi 1a i
KOHTaKTHUX AaHux. 3MiHa
MiCLie3Hax0MKeHHs1 MacTep-haiina
cuctemu dhapmakoHarnagy. 3miHa
Micusi 3A4iCHEHHS OCHOBHOI AisIbHOCTI
3 (hapMakoHarnagy.

129.

KAMELIUTABI
H AKKOP/,

capecitabi
ne

Kanevy,
nTabiH

LO01BC
06

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO0, N0 150
Mmr no 10 TabneTok y
6nicTepi; no 3, 6 abo
12 6nicTepiB y
KapTOHHI KOpooLi

Akkopg,
Xenckea
C.JLY.

Icnanis

Bupo6HMLTBO
roToBOro
nikapcbKoro
3acoby, nepBuNHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHS,
KOHTPO/Ib SIKOCTI
cepii: IHTac
dapmacbioTikans
Nimiteq, IHAis;
Brpo6HnuTBO
roTOBOro
nikapcbKoro
3acoby, nepBuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI
cepii
(anbTepHaTUBHUIA
BMPOGHUK): IHTaC
dapmacbioTikans
Nimiteq, IHAis;
MMepBuHHE Ta

Benuka
BputaHi
s/
Himeuun
Ha/
Monbla
/
MasnbTa

BHECEHHS 3MiH 4O peecTpauiiHnx
MaTepianis: 3miHu | TUNY - 3MiHK 3
aKocTi. CepTudikar signosigHocTi/TE-
cepTudikaT BiANOBIZHOCTI
€Bponeiicbkii
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudikaTa BifnoBiAHOCTI
€Bponeiickkin hapmakonei: gns Adl;
LNa BuxigHoro
matepiany/peareHTy/npoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMUTBI A®I; ANt [ONOMIXHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) -
OHoBeHWIA cepTUdikaT Bif yxe
3aTBEPHKEHOro BUPOOHUMKa. MogaHHA
OHOB/IEHOTO cepTudikaTy
BiANOBIAHOCTI EBpoONeichbkili
thapmakonei CEP 2014-332-Rev 03
Bif, BXXE 3aTBEPAKEHOr0 BUPOGHMKA
SHILPA PHARMA LIFESCIENCES
LIMITED pgjto40i pe4oBuHM

3a
peyernmom

UA/14799/01/01
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IIpopoBxeHHs

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek Homep
s1aM | peecmpayitiHo
yBa 20

HHST* nocsBioOYeHHs
*

BTOPUHHE
naKyBaHHs:
Akkoppg Xenckea
NimiTen, Bennka
BpuTaHis;
BTOPUHHE
nakysaHHs: A4/
Canni YeiiH,
ITania CrA,
ITania; CK ®apma
NopxucTike MM6X,
HimeuyuunHa;
CuHonTtus
IHgacTpian Cn. 3
0.0., MNonbLwa;
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib SIKOCTI
cepii: Akkopg,
Xenckea CiHrn
Membep C.A.,
'peuis; KOHTpPOsb
AKOCTI cepii:
Na6opaTtopi
dyHaacio JAY,
IcnaHis;
dapmagokc
Xenckea N1T4,,
ManbTa;
BignoBigasbHWiA 3a
BUNYCK cepi:
AKKOpA, Xernckea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
MonbLla

KaneumTabiH (3aTBEpAkeHo: R1- CEP
2014-332-Rev 02; 3anponoHoOBaHo:
CEP 2014-332-Rev 03)

130.

KAMNEUNTABI
H AKKOPJ,

capecitabi
ne

Kanel,
nTabiH

LoiBC

TabneTku, BKPUTI
NAiBKOBOO
o060s10HKO0, Mo 500
mr, no 10 TabneTok
y 6nicTepi; no 3, 6
abo 12 6nictepiB y
KapTOHHI Kopo6Lyi

Akkopg,
Xenckea
C.ny.

IcnaHis

Brpo6HMLTBO
roToBOro
niKapcbKoro
3acoby, nepBrHHe
nakyBaHHs1,
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI
cepii: IHTac
dapmacbioTikans
Nimiten, IHais;

IHais/
Benuka
BpwvTaHi

a/

ITania/

Himeuun
Ha/
ManbTta/
Monbwa
/ Tpeuis

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHu | Tuny - 3MiHu 3
sKocTi. CepTudpikaT BignosigHocTi/l'E-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO cepTudikaTa
BIAANOBIAHOCTI 260 BUNYYEHHS
cepTtudikaTa BignoBigHoCTI
€Bponeiicbkiii hapmakonei: ana Adl;
Ansa suxigHoro

3a UA/14799/01/02
peyenmom




153 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH ) ynakoska) a uka yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
Bupo6HULTBO matepiany/peareHTy/npoMiKHOIo
roToBOro NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y

nikapcbkoro
3acoby, nepBuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI
cepii
(anbTepHaTUBHUI
BUPOGHMK): IHTac
dapmachbioTikans
Nimitea, IHAjN;
MepBuHHE Ta
BTOPUHHE
naKyBaHHs:
Akkoppg Xenckea
NimiTen, Benuka
BpuTaHis;
BTopuHHe
nakysaHHsa: A4/
Canni YeiiH,
ITania CrA,
ITanis; KOHTpoONb
AKOCTI cepii:
Na6opatopi
dyHaacio JAY,
IcnaHisi; BTOpUHHE
naxyBaHHs:
CK ®apma
Nopxuctikc FTMBX,
HimeuuunHa;
KOHTPO/Ib AKOCTI
cepii: ®apmagokc
Xenckea N4,
ManbTa; BTOpyHHE
naxyBaHHs:
CuHonTtus
IHgacTpian Cn. 3
0.0., MNonbLwa;
BiANoBigabHMI 3a
BUMNYCK cepil:
Akkoppg Xenckea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
MonbLa;
BTOPUHHE

BMPOGHMLTBI A®I; ANt [ONOMIXHOT
peyoBuHU (cepTuddikat BiANOBIAHOCTI
€Bponeiicbkin dhapmakonei) -
OHoBreHWiA cepTudikar Bif yxe
3aTBEPAXEHOr0 BUPOGHMKa. MogaHHA
OHOB/IEHOTO cepTudikaTy
BiANOBIAHOCTI EBponechbkili
hapmakonei CEP 2014-332-Rev 03
Bif BX€ 3aTBEPKEHOr0 BUPOGHUKA
SHILPA PHARMA LIFESCIENCES
LIMITED gito4oi pe4oBuHu
KaneuuTabiH (3aTBepgeHo: R1- CEP
2014-332-Rev 02; 3anponoHoBaHo:
CEP 2014-332-Rev 03).




154 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
nakyBaHHs,
KOHTPO/Ib AKOCTI
cepii: Akkopa
Xenckea CiHrn
Mem6ep C.A.,
peuis
131. | KBAHIN citicoline LNTUK NO6B PO34MH ANA iH'EKLN, TOB YkpaiHa CosepuH ®apma IHAiA BHECEHHS 3MiH O peecTpaLifiHnX 3a UA/18940/01/02
OfliH X06 1000 mr/4 mn; no 4 «KYCYM» MpasiT JlimiTeq mMaTtepianis: 3miHu | TMny - peuyenmom
HaTpito M/1 B amnynax; no 5 AJMiHICTpaTVBHI 3MiHW. 3MiHa
amnyn y 6nictepi; no HalilMeHyBaHHsi Ta/abo agpecu
2 6nictepny 3as1BHMKa (BNacHVKa peecTpauiitHoro
KapTOHHI ynakoBLi nocBigyYeHHs1) 3MiHa HaliMeHyBaHHs
3asiBHMKa (BNacHvKa peecTpauiiiHoro
NOCBIgYEHHS), 6€3 3MIHW PUANYHOT
ocobu. 3aTBepgxeHo: TOB
"TNEAPAPM NTA", YkpaiHa.
3anponoHoBaHo: TOB "KYCYM",
YkpaiHa. BHeceHo 3MiHV B TekcT
MapKyBaHHS BTOPUHHOT yNakoBKM Y
NyHKT 11 WoA0 HalMeHyBaHHS
3asBHVKa. TepMiH BBEEHHSA 3MiH -
npoTarom 6 micsuis nicns
3aTBEPAKEHHS
132. | KBAHIN citicoline LUNTUK NO6B PO3YUH ANS iH'EKLN, TOB Ykpaina CoBepuH ®apma IHais BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/18940/01/01
oniH X06 500 mr/4 mn; no 4 «KYCYM» MpasiT NlimiTeq, marepianis: 3miHu | Tuny - peyenmom
HaTpito M/ B amnynax; no 5 AAMiHICTpaTMBHI 3MiHW. 3MiHa
amnyn y 6nictepi; no HalilmeHyBaHHsi Ta/abo agpecu
2 6nictepny 3asiBHMKa (BNacHvKa peecTpauiiHoro
KapTOHHI ynakoBLi nocBig4YeHHs) 3MiHa HaliMeHyBaHHs
3asBHUKa (B/1aCcHVKa peecTpauiiiHoro
noceigyeHHs), 6e3 3MiHn pPUANYHOT
ocobu. 3aTBepmxeHo: TOB
"TNEAPAPM NTA", YkpaiHa.
3anponoHosaHo: TOB "KYCYM",
YkpaiHa. BHeceHo 3MiHu B TEKCT
MapKyBaHHS BTOPUHHOT yNakoBkn y
NyHKT 11 Wwoa0 HaliMeHyBaHHS
3aaBHVKa. TepMiH BBEEHHS 3MiH -
npoTsArom 6 Micsuis nicns
3aTBEPKEHHS
133. | KBETIAMIH- quetiapine | kBeTia | NO5A TabneTku, BKPUTI MpAT YkpaiHa | [OxeHechapm C.A. Mpevis BHECEHHS 3MiH A0 peecTpaLinHx 3a UA/19202/01/02
OAPHUUA niHy HO4 NNiBKOBOIO "papmaLe MaTepianis: 3MiHu | TUNy - 3MiHK 3 peuenmom
hyma 060710HKO0, Mo 100 BTUYHA skocTi. CepTudikaT BignosigHocTi/lE-
pat Mr, no 10 TabneTok thipma cepTudikar BiANOBIAHOCTI
y 6nicTepi; no 3 "OapHuusa” €Bponeiicbkiit
6nicTepu B nayyj hapmakonei/moHorpadii. NogaHHA




155 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3aco6y HenameH T ynakoska) a uka yBsa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *

HOBOro abo OHOBNEHOro cepTudpikata
BIANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana Adl;
Ans BUXigHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI API; ANt [ONOMIXHOT
peyoBuUHM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHoBeHuii cepTudikar Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS
oHoBneHoro CEP gns A®I kBeTianiHy
doymaparty, Big 3aTBEPKEHOTO
BMpOGHMKa Lupin Limited, India, 3
Bepcii R1-CEP 2016-221-REV 00 Ha
Bepcito CEP 2016-221-REV 01:
BWy4EHO MiKpobiosoriyHe
BUNPOG6YBaHHA 3i cnevudikauii Adl;
BK/IO4EHO creumdpikauito go CEP.
3MiHn | TUNY - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHOCTI/TE-
cepTudikat BiANOBIAHOCTI
€Bponeiicbkii
hapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudikaTa BignoBigHOCTI
€Bponeiicbkint thapmakonei: ana Adl;
ONsi BUXiAHOTO
matepiany/peareHTy/npoMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHMUTBI A®I; ANt [ONOMIXHOT
peyoBuHU (cepTuddikat BiANOBIAHOCTI
€Bponeiicbkin dhapmakonei) -
OHoBreHWiA cepTudikar Bif yxe
3aTBEPAKEHOTO BUPOOHMKA - NOAAHHS
oHosneHoro CEP ans A®l kseTianiHy
thymapaTy, Bif 3aTBEpXEHOr0
BMpo6HMKa Lupin Limited, India, 3
Bepcii RO-CEP 2016-221-REV 02 Ha
Bepcito R1-CEP 2016-221-REV 00:
3MiHMIaca KOHTaKTHa ocoba Ta Homep
TeneoHy KOHTaKTHOI ocobw;
BK/IIOUEHO 3BiT NP0 OLjiHKY
e/1eMeHTHMX [JIOMILLIOK; HaAaHo
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH ) ynakoska) a uka yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
OHOB/IEHE 06IPYHTYBaHHS LLOA0
[OOMILLIOK HITpop3aMmiHis; Ao p.3.2.5.4.3
Banigauisi aHaniTM4HNX MeToaNK
BBK/Il0YeHO XRD, TUTpyBaHHA
oyMapoBOi KAC/IOTH, OLLiHKa BMIiCTY
Hikento.
134. | KBETIAMIH- quetiapine | kseTia | NO5A TabneTkun, BKPUTI MpAT YkpaiHa | [xeHechapm C.A. Mpevis BHECEHHS 3MiH O peecTpaLifiHnX 3a UA/19202/01/03
AAPHUUA niHy HO4 NNiBKOBOIO "dbapmaue MaTepiasiiB: 3MiHu | TMny - 3MiHK 3 peuyenmom
yma 060/10HKO0, Mo 200 BTUYHA AkocTi. CepTudpikar signosigHocTi/TE-
part Mmr, no 10 TabneTok ipma cepTudikaT BiANOBIAHOCTI
y 6nicTepi; no 3 "NapHuus” €Bponeicbkii

6nictepy B navw,j

thapmakonei/MoHorpadii. NogaHHA
HOBOro abo OHOBNEHOro cepTucpikata
BiAMOBIAHOCTI 260 BUTyYEHHS
cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans Adl;
0151 BUXIAHOTO
marepiany/peareHTy/nPoOMiXHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPO6HMUTBI A®I; A51a AONOMIKHOT
pevoBuHU (cepTuddikat BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) -
OHoBneHnn cepTudikar Big yxe
3aTBEPAKEHOTO BUPOOHMKA - NOAAHHS
oHosnieHoro CEP ana A®l kseTianiHy
doymaparty, Big 3aTBEPKEHOTO
BMpO6GHMKa Lupin Limited, India, 3
Bepcii R1-CEP 2016-221-REV 00 Ha
Bepcito CEP 2016-221-REV 01:
BWy4EHO MiKpObiosioriyHe
BMNpoByBaHHA 3i cneuudikadii AdI;
BK/THOYEHO cneymdikauiio go CEP.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
Ceptucpikat BignosigHocTi/TE-
cepTudikaT BiANOBIZHOCTI
€Bponeiicbkii
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudikaTa BifnoBiAHOCTI
€Bponeiickkin hapmakonei: gns Adl;
LNa BuxigHoro
matepiany/peareHTy/npoMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHMUTBI A®I; ANt [ONOMIXHOT
pevyoBUHM (cepTudikaTt BiANOBIAHOCTI
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JopaTka 3

Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3aco6y HenameH T ynakoska) a uka yBsa 20

mosaHa pedyos HHST* nocsioyeHHs1
Has3sa* UHU *

€Bponeiicbkiit hapmakonei) -
OHoBeHunii cepTudikar Bif yxe
3aTBEPAKEHOTO BUPOOHMKA - NOAAHHS
oHoBneHoro CEP gns A®I kBeTianiHy
doymaparty, Big 3aTBEPKEHOTO
BMpOGHMKa Lupin Limited, India, 3
Bepcii RO-CEP 2016-221-REV 02 Ha
Bepcito R1-CEP 2016-221-REV 00:
3MiHM1aca KOHTakTHa ocoba Ta Homep
TeneoHy KOHTaKTHOI ocobu;
BK/1IOYEHO 3BiT NPO OLjiHKY
e/IeMEeHTHUX JOMILLIOK; HaAaHo
OHOBJIEHE 06rpyHTYBaHHS LLIOAO
OOMILLIOK HITpop3aMmiHis; Ao p.3.2.5.4.3
Banigauisi aHaniTM4HNX MeToanK
BBK/IlOYeHO XRD, TUTpYBaHHA
oyMapoBOi KAC/IOTYU, OLLiHKa BMIiCTY
HiKeso.

135. | KBETIAMIH- quetiapine | kseTia | NO5A TabneTku, BKPUTI MpAT YkpaiHa | [xeHechapm C.A. Mpevis BHECEHHS 3MiH [JO peecTpaLifiHmnX 3a UA/19202/01/01
AAPHUUA niHy HO4 NNiBKOBOIO "dbapmaue MaTepiasiis: 3MiHu | TMny - 3MiHK 3 peuyenmom
yma 060/10HKOM, MO 25 BTUYHA AkocTi. CepTuddikar signosigHocTi/TE-
part Mmr, no 10 TabneTok ipma cepTudikaT BiANOBIAHOCTI
y 6nicTepi; no 3 "NapHuus” €Bponeicbkii
6nictepy B navj thapmakonei/MoHorpadii. NogaHHA
HOBOro abo OHOBNEHOro cepTudpikata
BiAMOBIAHOCTI 260 BUTyYEHHS
cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans Adl;
0151 BUXIAHOTO
marepiany/peareHTy/npoMiHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPO6HMUTBI A®I; A1s AONOMIKHOT
pevoBuHU (cepTuddikat BiANOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHoBneHuin cepTudikar Big yxe
3aTBEPAKEHOTO BUPOOHMKA - NOAAHHS
oHosnieHoro CEP ana A®l kseTianiHy
doymaparty, Big, 3aTBEPAKEHOTO
BMpO6GHMKa Lupin Limited, India, 3
Bepcii R1-CEP 2016-221-REV 00 Ha
Bepcito CEP 2016-221-REV 01:
BWy4EHO MiKpObiosioriyHe
BMNpo6yBaHHA 3i cneuudikadii AdI;
BK/THOYEHO cneymdikauiio go CEP.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-
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IIpopoBxeHHs

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

cepTudikaT BiANOBIAHOCTI
€Bponeincbkii
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBNEHOro cepTucpikata
BIANOBIAHOCTI 260 BUNYYEHHS
cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana Adl;
Ans BUXigHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHCS Y
BMPOGHMLTBI API; ANt [ONOMIXHOT
peyoBuMHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHoBreHuii cepTudikar Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS
oHoBneHoro CEP gns A®I kBeTianiHy
dymaparty, Big 3aTBEPKEHOTO
BMpOGHMKa Lupin Limited, India, 3
Bepcii RO-CEP 2016-221-REV 02 Ha
Bepcito R1-CEP 2016-221-REV 00:
3MiHM1aca KOHTakTHa ocoba Ta Homep
TeneoHy KOHTaKTHOI ocobu;
BK/1OYEHO 3BiT NPO OLjiHKY
e/IeMEeHTHUX JOMILLIOK; HaAaHo
OHOBJIEHE 0BrpyHTYBaHHS LLIOAO
[OOMILLIOK HITpop3aMmiHis; Ao p.3.2.5.4.3
Banigauisi aHaniTM4HNX MeToaNK
BBK/IlOYeHO XRD, TUTpYBaHHA
oyMapoBOi KAC/IOTH, OLLiHKa BMIiCTY
HiKesno.

136.

KETOAEKCA

dexketopr
ofen

[ieKcke
TOnpo
theHy
Tpome
Tamon

MO1A
E17

TabneTkun, BKPUTI
NAiBKOBOO
060/10HKOM, MO 25
Mmr; no 10 TabneTok
y 6nicTepi; no 1 abo
no 3 6nictepn y
KopooLi

TOB
«[MpepcTa
BHULITBO
BEAYM
PAPM
TMBX»

YkpaiHa

BMPOGHMLTBO 3a
MOBHUM LIK/IOM:
TOB
«ACTPAGAPM»,
YKpaiHa,;
cepTudikavis cepii
Ta Bugava
[03BO/Y Ha
peanizauijto
(Bunyck cepii: TOB
"MpeacTaBHULTBO
BAYM ®APM
'MBX", YkpaiHa

YkpaiHa

BHECEHHS 3MiH O peecTpaLifiHnX
MaTepianiB: yTOYHEHHS1 HaNnUCaHHsA
peecTpauiiiHoro Homepa B Hakasi

MO3 YkpaiHu Ne 1016 Bipg,

24.07.2026 B npoueci BHECEeHHA
3MiH (3MiHM | TUNY - 3MiHK 3 AKOCTI.
[oToBWIN Nikapcbkuii 3aci6. KOHTponb
roTOBOrO NikapCcbKoro 3acoby. 3miHa

napameTpiB cneuudikauii Ta/abo

[0NYCTUMUX MEX FOTOBOIO
NiKapcbKoro 3acoby (iHLi 3MiHW)
BBeEHHS NepiognNyYHOCTI
BUNPOOYBaHHA 3a NOKa3HUKOM
«MikpobiosioriyHa ymctoTa» B
Cneupmdpikauii /13, a came: «TecCT He €
PYTVHHUM, BUKOHYETHCS 71 KOXHOT

3a
peyenmom

UA/16020/01/01




159 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
LIOCTOI cepii, ane He pijLle ogHOro
pasy B pik»). Pefakuis B Hakasi -
UA/16020/02/01. BipHa pepgakuisi -
UA/16020/01/01.
137. | KETOTUDEH ketotifen ketotn | ROGA Tabnetkn no 0,001 r, | MpuBaTHe | YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH 4O peecTpauiiHnx 3a He UA/3317/01/01
deH (y | X17 no 10 TabneTok y akuioHepH akuioHepHe martepianis: 3miHu | TUny - 3MiHn peyenmom | niosn
BUINSA 6nictepi; no 1 a6o 3 e TOBapucTBO wofo 6e3snekn/edeKTMBHOCTI Ta seae
ai 6nictepy y nauui 3 TOBapucTB "Jlekxim-Xapki" thapmakoHarniagy. 3MiH1 y KOpoTKili
KeTotn KapToHY 0 "/lekxim- XapakTepucTuL,i Nnikapcbkoro 3acoby,
heHy Xapkis" TeKCTi MapKyBaHHS Ta iHCTPYKLi Ans
rigpod MeAUYHOro 3acToCyBaHHs
ymapa reHepuYHUX/ribpnaHnx/6ionodibHNX
Ty) NiKapCbKuX 3ac06iB MiCNs BHECEHHS
TiET camoi 3MiHM Ha pedhepeHTHWI
npenapar (3miHa He noTpebye
Ha/jaHHS XOAHWNX HOBUX AOAATKOBMX
AaHnx) 3MiHM BHECEHO A0 IHCTpYKU;i
0719 MeAUYHOr0 3aCTOCYBaHHS
nNiKkapcbkoro 3acoby Ao po3ainis
"®apmMakosioriyHi BlacTneocTi”,
"MpoTunokasaHHsa", "B3aemogis 3
iHLWIMMK NikapcbkMK 3acobamu Ta
iHWi BuAM B3aemogiii", "OcobnmnBocCTi
3acTocyBaHHA", "3acTocyBaHHA Y
nepiog, BaritTHoOCTi abo rofyBaHHs
rpyaare”, "34aTHicTe BNAMBaTK Ha
LIBUAKICTb peakLii npu kepyBaHHi
aBTOTPaHCNOpPTOM abo iHWKMK
MexaHiamamm”, "Cnoci6 3acTocyBaHHs
Ta gosun”, "Aitn" (pegaryBaHHs),
"Mepepo3syBaHHA" Ta "MNo6IYHI peakwii”
BigMnoBigHO A0 iHdhopmal,i
pechepeHTHOro nikapcbkoro 3acoby
3agiTeH, Tabnetku. BeegeHHs 3MiH
NPOTSrom 6-Tn MicALiB nic/s
3aTBEPAKEHHS.
138. | KIEKCAH®30 | enoxapari €HOKC BO1A PO34MH ANA iH'eKLil TOB YkpaiHa PAMAP XEJNIC Icnania/ BHECEHHS 3MiH O peecTpaLiiHnx 3a He UA/10143/01/01
0 n anapn | B05 no 10 000 aHTu-Xa "CaHodi- KEAP CEPBICI3 Himeuun marepianis: 3miHu | TMny - 3MiHn peyenmom | nion
H MO/mn; Ne 1 (no 1 ABeHTIC MAOPWVA, C.AY., Ha/ Loao 6e3nekn/edeKTUBHOCTI Ta seae
HaTpito 6aratof030B0My YkpaiHa" Icnanis; CaHodi- Yropuiu hapmakoHarnsagy (iHwi 3miHun). 3miHu
* hakoHy no 3 M B ABeHTIC [loiunaHg Ha BHECEHO B iHCTPYKLit0 AN MEANYHOrO
*EHOKC KapTOHHI Kopo6Lyi) 'M6X, HimeuunHa,; 3aCTOCyBaHHS NiKapCcbKOro 3acoby
anapm anbTepHaTuBHa LLIOAO AofaBaHHS po3ainy
H AinbHWUA Ana «Micue3HaxoMKeHHs 3asiBHMKa.
Hatpito TecTyBaHHsa /13 TakoX 3MiHN BHECEHO B TEKCT
3a OKpeMmMmu MapKyBaHHsi BTOPUHHOI YNakoBKu

- ue




160 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
6ionori nokasHukamu: nNiKapcbKkoro 3acoby, a came: — NyHKT
YyHa AHTK-chakTop XA 11 — pofaHo HaliMeHyBaHHS Ta
peyos aKTUBHICTb | AHTY- MiCLIe3HaXOPKEHHS 3asBHUKA; — MYHKT
nHa, thakTop lla 16 — 3aTBEpAKEHY paHille
Ky aKTUBHICTb: XiHOTH iHchopmauito nogaHo MasieHbKUMKn
oTpUM 3pT., YropuwuHa nitepamu. TepMiH BBeAEHHS 3MiH
yI0Tb npoTsirom 6 Micsuis nicns
LLNSAXO 3aTBEPKEHHS.
M
NY>XHO
i
aenoni
mepun3
auii
6eH3n
nosor
o}
edipy
renap
VHy,
ofepx
aHoro
3i
Cnn3o
BOI
06010
HKW
Kuwey
HUKY
CBUHE
i
139. | K/NIIBAC® rosuvastati | posys C10B TabneTkn, BKPUTI TOB YkpaiHa BUPOGHMLTBO, Mpeuis BHECEHHS 3MiH 4O peecTpauiiHnx 3a UA/19917/01/01
nntoc nand actatn | AO6 NNiBKOBOIO "ACIHO nakyBaHHs, MaTepianis: 3MiHu | TUNY - 3MiHK 3 peyenmom
ezetimibe H 060/10HKOI0 1Mo 10 YKPAIHA" KOHTPO/b SKOCTI AKocTi. A®l. KoHTponb A®L. 3miHa y
KautbLi Mr/10 mr; no 10 Ta BMNYCK cepil napameTpax crneundikauii Ta/abo
o Ta TabneTok y 6nictepi; nikapcbKoro [OMYCTUMUX MEX, BU3HAYEHUX Y
e3etu no 3 6nictepn y 3acoby: EJINEH cneundikauiax Ha A®l, abo
Mi6 KapTOHHIN navuj DPAPMACBIOTIKA BVXIAHWA/MPOMKHWIA
N KO., IHK, nNpoAayKT/peareHT, LWo
Mpeuis; BMKOPUCTOBYIOTLCSA Y NPOLECI
nakyBaHHs1, BNpO6HMLTBA AD| (ZONOBHEHHS
KOHTPO/b AKOCTI crneundikaL,ii HOBUM MOKa3HUKOM
Ta BMNyCK cepil SAKOCTi Ta BiANOBIAHAM METOA0M
niKkapcbKoro BMNPOOYBaHHS) AOAaBaHHS [0
3acoby: E/INEH crneundikauii A®l posyBacTaTtuHy
PAPMACBHOTIKA KauibLito BUpo6bHmuTBa MSN




161 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
NTKO., IHK, Laboratories Private Limited Big
Ipeuis; BMpo6Huka NN3 Elpen Pharmaceutical
BVMPOGHMLTBO, Co. Inc. nokasHuvika «MoniMopdizm»
nakyBaHHs, (BM3HAUYEHHA METOLOM PEHTIeHIBCbKOT
KOHTPO/Ib AKOCTI Avdopakuii nopowkis, PXRD) 3
nikapcbkoro BiNOBIAHOK aHaNITUYHO
3acoby: POHTIC MEeTOAMKOH. 3MiHM | TUnY - 3MiHK 3
XEJNAC skocTi. CepTudikaT BignosigHocTi/lE-
MEZLIKAN EHA cepTudikaTt BiANOBIAHOCTI
®APMACBIOTIKA €Bponeiicbkiit
NMNPOJAKTC thapmakonei/moHorpadii. NMogaHHA
C.A., I'peuis HOBOro abo OHOB/IEHOro cepTudikata
BiANOBIAHOCTI a60 BUIYYEHHS
cepTudiikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans Adl;
ONs BUXIAHOTO
marepiany/peareHTy/nPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHMUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA - NOAAHHSA
OHOBJ/IEHOTO cepTudiikata
BiAANOBIAHOCTI EBpoNechkili
thapmakonei CEP 2015-188-Rev 03
(3aTtBepaxeHo: R1-CEP 2015-188-Rev
02) gns fityoi pevyoBuHU
po3yBacTaTuH KasbLiito, Bif
3aTBEpAKEHOro BUpo6bHUKa MSN
LABORATORIES PRIVATE LIMITED,
IHAis Bupo6HMUTBa ENTNMEH
SAPMACBIOTIKAN KO., IHK, peuis.
140. | KNMIBAC® rosuvastati | posys Cc10B TabneTkun, BKPUTI TOB YkpaiHa BMPOGHMLTBO, Mpevis BHECEHHS 3MiH O peecTpaLifiHnX 3a UA/19917/01/02
nnoc nand actatn | AO6 NNiBKOBOIO "ACIHO nakyBaHHs1, MaTepiasiiB: 3MiHu | TMny - 3MiHK 3 peuyenmom
ezetimibe H 060/10HKOI No 20 YKPAIHA" KOHTPO/b AKOCTI AKocTi. A®l. KoHTponb A®I. 3miHa y
KauibLi Mr/10 mr; no 10 Ta BMNyCK cepil napameTpax cneuudikauii Ta/abo
10 Ta Tabnetok y 6nictepi; niKapcbKoro LONYCTUMUX MEX, BUSHAUEHNX Y
eseTu no 3 6nictepn y 3acoby: E/INEH cneuudikauisx Ha A®l, abo
Mi6 KapTOHHIN nayuj PAPMACBIOTIKA BUXIAHUA/NPOMIXHWIA
NTKO., IHK, NpoAyKT/peareHT, Wo
Mpeuis; BMKOPWCTOBYIOTHCSA y Npoueci
nakyBaHHs, BUPOGHMLTBA AD| ([ONOBHEHHSA
KOHTPO/b SKOCTi crneundikaw,ii HOBUM MOKA3HMKOM
Ta BUNYCK cepil SAKOCTi Ta BignoBiAHUM MEeTO40M
nikapcbkoro BUNPo6yBaHHA) A0AaBaHHA [0




162 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
3acoby: EJINEH crneundikavii A®I posyBacTaTtuHy
PAPMACBIOTIKA KanbLito Bupo6bHuLTBa MSN
NTKO., IHK, Laboratories Private Limited Big
Ipeuis; Bupo6Huka NN3 Elpen Pharmaceutical
BVMPOGHMLTBO, Co. Inc. nokasHvika «Monimopdizm»
nakyBaHHS, (BM3HAYEHHA METOLOM PEHTIeHIBCbKOT
KOHTPO/b AKOCTI andopaxuii nopowkis, PXRD) 3
nikapcbkoro BiANOBIAHOK aHaTITUYHOO
3acoby: POHTIC MEeTOAMKOW. 3MiHM | Tuny - 3MiHu 3
XEJNAC sAKocTi. CepTudikat signosigHocTi/TE-
MEQLIKAN EHA cepTudikat BiANOBIAHOCTI
®APMACBHIOTIKA €Bponeiicbkii
NMNPOOAKTC hapmakonei/MoHorpadii. NMogaHHA
C.A., I'peuis HOBOro abo OHOBNIEHOTO cepTudikara
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudikaTa BignoBigHOCTI
€poneiicbkint thapmakonei: ana Adl;
ONsi BUXiAHOTO
matepiany/peareHTy/nPoOMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMLTBI A®I; ANt [ONOMIXHOT
peyoBuHU (cepTuddikat BiANOBIAHOCTI
€Bponeiicbkin dhapmakonei) -
OHoBreHWiA cepTudikar Bif yxe
3aTBEPAKEHOTO BUPOOHMKA - NOAAHHS
OHOB/IEHOTO cepTudiikaTa
BiANOBIAHOCTI EBpoONechbkili
hapmakonei CEP 2015-188-Rev 03
(3aTBepakeHo: R1-CEP 2015-188-Rev
02) onsa fito4voi peyoBuHN
po3yBacTaTVH KasibLito, Bif,
3aTBEPLKEHOr0 BUPOGHKa MSN
LABORATORIES PRIVATE LIMITED,
IHAis Bupo6bHuuTBa ENMEH
SAPMACBKOTIKAN KO., IHK, Mpeuis.
141. | KNIBAC® rosuvastati | posys C10B TabneTku, BKPUTI TOB Ykpaina BMPOGHMLTBO, peuis BHECEHHS 3MiH A0 peecTpaLinHmx 3a UA/19917/01/03
nnroc nand actatn | AO6 NNiBKOBOIO "ACIHO nakyBaHHs, MaTepianis: 3MiHu | TUNy - 3MiHK 3 peyenmom
ezetimibe | H 060/10HKOI0 110 40 YKPAIHA" KOHTPO/Tb SIKOCTI akocTi. A®l. KoHTponb AdI. 3miHa y
KauibLi Mmr/10 mr; no 10 Ta BUNYCK cepil napameTpax cneuudikauii Ta/abo
0 Ta TabneTok y 6nictepi; nikapcbkoro [0NYCTUMUX MEX, BUSHAUYEHUX Y
e3etu no 3 6nictepny 3acoby: EJINEH crneungikayiax Ha A®l, abo
Mi6 KapTOHHI nauui ®APMACBHIOTIKA BUXIiAHWA/NPOMIXKHWIA
NKO., IHK, npoAykT/pearexT, Lo
Ipeuist; BMKOPUCTOBYIOTLCS Y NPOLECI
nakyBaHHs, BMPOGHMLTBA AD| (4ONOBHEHHS
KOHTPO/Ib SIKOCTI cneumdikaLyii HOBUM NOKa3HUKOM
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
Ta BUNyCK cepil SAKOCTi Ta BiANOBIAHNM METOA0M
nikapcbkoro BMNPOOYBaHHSA) AOAABaHHA [0
3acoby: E/INEH cneuudikauii A®| posyBacTaTuHy
PAPMACBIOTIKA KasibLito BUpo6HMLTBa MSN
NTKO., IHK, Laboratories Private Limited Big
Mpeuis; BMpo6HuKa 13 Elpen Pharmaceutical
BUPOGHULTBO, Co. Inc. nokasHuka «lMonimopdiam»
nakyBaHHS, (BM3HAUYEHHSI METOLOM PEHTIEHIBCLKOT
KOHTPO/Ib AKOCTI Avdppakuii nopowkis, PXRD) 3
nikapcbKoro BiANOBIAHOI aHaNITUYHOO
3acoby: POHTIC MEeTOAMKO. 3MiHM | TUny - 3MiHK 3
XENNAC skocTi. CepTudikar BignosigHocTi/TE-
MEAIKAN EHA cepTudikaT BiANOBIAHOCTI
SAPMACBIOTIKA €Bponeiicbkili
NMNPOOAKTC thapmakonei/moHorpadii. NMogaHHsA
C.A., 'peuis HOBOro abo OHOBNEHOro cepTucpikata
BIANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana Adl;
Ans BUXigHoOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI API; ANt [ONOMIXHOT
peyoBuMHM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei) -
OHoBeHuii cepTudikar Bif yxe
3aTBEPAKEHOTO BUPOOHMKA - NOAAHHS
OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI EBpONenchbkili
thapmakonei CEP 2015-188-Rev 03
(3aTBEepaxeHo: R1-CEP 2015-188-Rev
02) ansa gitoyvoi peyoBrHN
po3yBacTaTuH Kanbliito, Bif
3aTBEpPLKEHOro BUpo6HKa MSN
LABORATORIES PRIVATE LIMITED,
IHAis BUpo6HMUTBa ENMMEH
SAPMACBIOTIKAN KO., IHK, peuis.
142. | Knonikcon zuclopenth | 3yknon | NOSA PO34MH ONs iH'EKLi, NyHp6ek [Oanis Bupo6HMLTBO JIECTE BHECEHHS 3MiH 40 peecTpauiiHnx 3a He UA/2278/01/01
AENO ixol eHTukc | FO5 200 mr/mn; no 1 mn Ekcnopt Hepo3hacoBaHoro MaTtepianis: 3miHu 1l TUny - 3MiHK peyenmowm | niosn
ony B amnyni; no 10 AlC NPOAYKTY, wofo 6e3snekn/edekTMBHOCTI Ta seae
AekaH amnyn B KAPTOHHIN nepBrHHE Ta thapmakoHarniagy (iHwi 3MiHn). 3MiHK
oat Kopoo6Li BTOPVHHE BHECEeHO [0 IHCTPYKLIiT 415 MegnMyHoro
nakyBaHHs1, BUMYCK 3acTocyBaHHSA NikapcbKoro 3acoby y
cepiii: X. lyHaoek po3ginu "OcobMBOCTI 3aCTOCYBaHHS",
A/C, faHis; "Mo6iyHi peakuji”, a TaKoX po3ain
BUNpobyBaHHA 3a "Mo6iyHi peakuji" JONOBHEHO




164 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
NOKa3HUKOM «TecT iHbopMaLieto Woao 3BiTyBaHHA Npo
Ha CTEPW/IbHICTbY, no6iyHi peakuii. BeegeHHS 3MiH
BMNpPOOYBaHHSA 3a NpoTArom 6-T! MicAUIB micns
NOKa3HUKOM 3aTBEPAKEHHS.
«MikpobionoriyHa 3MiHu Il TURY - 3MiHK Wo[0
yncToTa» (TecT Ha 6e3nekn/edeKTMBHOCTI Ta
€HOO0TOKCUHN): hapmakoHarnagy (iHwi 3MiHn). 3MiHK
EypodpiHc BHECEHO [0 iHCTPYKLii 418 MeAnyHOro
Biodhapma 3aCcTOCyBaHHS NiKapcbKoro 3acoby y
MpoaakT TecTiHr po3ainu "Oco6MBOCTI 3aCTOCyBaHHA"
[NeHmapk A/C , Ta "MobiuHi peakuii". BBefeHHSA 3MiH
[aHis NpoTArom 6-T1 MicAUIB micns
3aTBEPAKEHHS.
143. | KNOMIKCON- | zuclopenth | 3yknon | NOSA PO34YMH ANS iH'EKLIN NyHp6ek [Oanis Bupo6HMLTBO JIECTE BHECEHHS 3MiH 40 peecTpauiiHnx 3a He UA/2206/01/01
AKY®DPA3 ixol eHTukc | FO5 50 mr/mn; no 1 mn B Ekcnopt Hepo3hacoBaHoro mMaTtepianis: 3miHu Il TUny - 3MiHK peyenmowm | niosn
ony amnyni; no 10 amnyn AlC NPOAyKTY, wofo 6e3snekn/edekTMBHOCTI Ta f2ae
aueTta B KAPTOHHIli KOpoobui nepBrHHE Ta thapmakoHarniagy (iHwi 3MiHn). 3MiHK
T BTOPVHHE BHECEHO [0 IHCTPYKLIT 415 MegnMyHoro
nakyBaHHs1, BUMYCK 3acTocyBaHHSA NikapcbKoro 3acoby y
cepiii: X. lyHaoek po3ginu "Oco6MBOCTI 3aCTOCyBaHHS"
A/C, faHis; Ta "MMob6iyHi peakuii". BBegeHHS 3MiH
BunpobysaHHs 3a npoTarom 6 micsuis nicns
NMOKa3HUKOM 3aTBEPHKEHHS. 3MiHM Il TUny - 3MiHK
«MikpobiosnoriyHa oo 6e3nekun/edekTMBHOCTI Ta
ynucToTa» (TeCT Ha hapmakoHarnsagy (iHwi 3miHun). 3miHu
€HO0TOKCHHN): BHECEHO A0 IHCTPYKLii 4/19 MeanYHOoro
EypodiHc 3acToCyBaHHS NiKapcbKoro 3acoby y
Biochapma po3zinm "OcobMBOCTI 3aCTOCYBaHHS",
MpoaakT TecTiHr "Mo6iuHI peakujii”, a Takox po3gin
[enmapk A/C, "Mo6iyHi peakuyji" LONOBHEHO
[JaHis; iHchopmalLieto LLLOAO 3BITYBaHHS NPO
Bunpo6yBaHHs 3a no6iyHi peakuii. BBegeHHs 3MiH
NOKa3HNKOM «TecT npoTArom 6 Micauis nicns
Ha CTEPU/IbHICTbY! 3aTBEPKEHHS.
Ei. Jkein. BakciHC
A/C, [aHis
144. | KNOTPUMA3 | clotrimazol | knotp DO1A Masb 1% no20ry OPIrAHOC OAE EHK'106 ETikan3 IHais BHECEHHS 3MiH 40 peecTpaviinHmx 6e3 UA/8794/01/01
on e umaszo | CO1 Ty6i; no 1 Ty6i B VH MpaisiT Mimiteq marepianis: 3miHu | TMny - 3MiHn peyenma
n nauui 3 KapToHy NANDCA Loao 6e3nekn/edeKTUBHOCTI Ta
EHCUN3 hapmakoHarnagy. BeegeHHs abo
(E® 3ET ) 3MiHM [0 y3arasibBHEHUX JaHuX npo

cuctemy thapmakoHarnagy (sBegeHHs
y3arasibHeHVX AaHunx npo cuctemy
hapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0cobM,
BiiNOBIAA/IbHOT 33 3[iICHEHHS
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek Homep
s1aM | peecmpayitiHo
yBa 20

HHST* nocsBioOYeHHs
*

thapmMakoHarnsagy; KOHTaKTHoi ocobu 3
hapmakoHarnsgy 3asBHuka ans
3pificHeHHs1 hapMakoHarnisgy B
YKpaiHi, K0 BOHA BiAMIHHA Bif

YNOBHOBaXEHOT 0cobu,
BiANoBiga/IbHOI 3a 3MjACHEHHSI
hapmakoHarnagy (Bkiovaioum
KOHTaKTHI AaHi) Ta/abo 3MiHn y

po3MilLleHHi MacTep-ghaiina cuctemm
hapmakoHarnagy). 3MiHa KOHTakTHUX
[aHnX yNoBHOBaXEHOT 0co6M,
BiANOBIAa/IbLHOI 3a thapMakoHarnsg.
BunyueHHs iHdhopmMauii woao
KOHTaKTHOI 0CO6U 3asBHNIKa,
BiANoBiga/IbHOI 3a 3MjACHEHHSI
hapmakoHarnagy B YkpaiHi ta ii
KOHTaKTHUX AaHuX. 3MiHa
MiCLie3HaxoMKeHHs1 macTep-haiina
cucTemMu chapMakoHarnsgy. 3miHa
MicLS 34iICHEHHA OCHOBHOI AisfIbHOCTI
3 (hapmMakoHarnagy.

145.

KOMAKCOH
40

glatiramer
acetate

rnaTmp
amepy
auerta
T

LO3AX

PO3YMH ANA iH'EKLiN,
40 mr/mn; no 1 mn
pO34MHy B
nonepeHLO
HanoBHEHOMY
wnpuyi; no 1
Lnpuuy B 6nicTepi;
no 12 wnpuuis B
KapTOHHI Kopo6Lyi

TOB
«TeBa
YKpaina»

YkpaiHa

Bnpo6HMLTBO 3a
MOBHUM LMK/IOM:
TeBa
dapmavresTikan
IHgacTpi3 /T4,
13pains;
Bnpo6HMLTBO 3a
MOBHUM LMK/IOM:
HopToH Xenckea
Nimiten T/IA
AMBEKC
dapmMacbioTUKan3
IOK, Benuka
BpuTaHis;
KoHTposib cepii
(TinbKM GionoriuHe
TecTyBaHHs): ABiK
nta., 13pains;
KoHTponb cepii
(noBHe
TeCcTyBaHHS,
BK/lOYa0UM Ha
CTEPW/IbHICTb Ta
6akTepiasibHi
€H/IOTOKCUHK, ane

I13pains/

Benuka

BputaHi
al

Higepna

Hawn/

YropLum

Ha

BHECEHHS 3MiH O peecTpaLifiHnX
mMaTtepianis: 3miHu Il TUNy - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta
hapmakoHarnsagy. BHeceHHs abo
3MiHa(1) 40 3060B'A3aHb Ta YMOB
BMAAui peecTpauiiHoro noceigyYeHHs,
BK/OYatouun Mnax ynpasniHHa
pu3nKamMm (3aCTOCyBaHHS 3MiH(1),
AKi(a) BUMaratoTb(€) NoAasbLLOro
06r'PYHTYBaHHA HOBUMM [0AATKOBUM
AaHumK, Lo MatoTb HaJaBaTucs
KOMNETEHTHUM OpraHoM, OCKIfTbK/
BMMAaraeTbCsa CyTTeBa OLjiHKa
KOMMNETEHTHUM OpraHoMm). 3asiBHUKOM
HafaHO OHOB/IEHWIA MNaH ynpas/iHHA
pusnkamu sepcia 9.0. 3MiHW BHeCeHi
[0 yactuH: Il. Cneyucpikauis 3 6e3nekn
(Mogynb CII JokniHiyHa YacTuHa
cneuundikauii 3 6esneku, Mogynb CIV
Monynsuii, ki He BUBYaANIUCH Mig Yac
KNiHiYHUX BUNpobyBaHb, Moaynb CV.
MicnsipeecTpauiiiinii focsig, Mogynb
CVII. |aeHTndoiKoBaHi Ta NOTEHLUiHI
pusumkn, Mogynb CVIII. Pestome
npo6nem 6e3snekn), Yactuuum lll. MnaH

3a He UA/6307/01/02
peuenmom | nion

Ae2ae




166 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
OKpim 6ionoriyHoro 3 hapmakoHarnsagy, YactnHu V.
TecTyBaHHs): 3axoau 3 MiHimizauii pusukis, YactuHm
dapmaxemi B.B., VI. Pe3tome nnaHy ynpasniHHA
HigepnaHau; pusvkamu, YactuHu VII. JopaTkm 4,8 y
KoHTponb cepii 3B’A3KY 3 BUAAIEHHAM NUTaHHSA 3
(TinbKM GionorivyHe 6e3nekn «be3neka 3acTocyBaHHS y
TecTyBaHHs): AT nepiog, BariTHOCTi» Ha nigcTasi
dapmaueBTUYHMI OTpUMaHuX pe3ynbTaTiB AOC/iIKEHb.
3aBof Tesa, Pestome MNnaHy ynpaBniHHA pusukamm
YropumHa; Bepcia 9.0 gofaeTbes.
KoHTponb cepii 3MiHN BHECEHO [0 IHCTPYKUIiT Ans
(aHanitnyxe MeAMYHOro 3aCTOCYBaHHS /liKapCbKoro
TeCcTyBaHHA Ta 3acoby [0 po3ainy "3acTocyBaHHA Y
BVBYEHHSA nepiog, BaritTHOCTi abo rogyBaHHs
cTabinbHoCTI): rpyAAt0” BignosigHO A0 MaTepianis
Asia Kemikan peecTpauiiiHoro Aocke. TepMiH
IHpacTpi3 N14., BBE/EHHS 3MiH - NpoTArom 6 micauis
13painb nicns 3aTBepkKeHHs.
146. | KONAKCOH® | glatiramer | rnatup | LO3AX | po3umH ANns iH'eKLiid, TOB YkpaiHa BMPOGHMLTBO 3a I13pains/ BHECEHHS 3MiH [JO peecTpaLifiHmnX 3a He UA/6307/01/01
-TEBA acetate amvepy | 13 20 mr/mn; no 1 mn «TeBa NMOBHVM LMK/TOM: Benvka MaTtepianis: 3miHu Il TUNy - 3MiHK peuenmom | nion
aueta npenapary y YkpaiHa» TeBa BputaHi Loao 6e3nekn/edyeKTUBHOCTI Ta feae
T nonepeaHLo dapmavesTikan al hapmakoHarnsagy. BHeceHnHs abo
HanoBHEHOMY IHgacTpi3 /T4, Higepna 3MiHa(1) 40 3060B'A3aHb Ta YMOB
wnpuyi; no 1 I13paine; Hawn/ BMAAYi peecTpauiiiHoro noceig4YeHHs,
nonepeaHL0 BMPOGHMLTBO 3a Yropiu BK/OYatouun Mnax ynpasniHHa
HanoBHEHOMY NMOBHVM LMK/TOM: Ha pu3nKamMm (3aCTOCyBaHHS 3MiH(1),

LUMPULY B KOHTYpPHIli
YapyHKOBIl ynakoBLi
3anasHii nanepom
abono 1
nonepegHL0
HanoBHEHOMY
LUMPULY B KOHTYpPHIli
YapyHKOBIl ynakoBLi
3anasHivi NNiBKoto;
no 28 nonepeaHbo
HanoBHEHNX
wnpuyis y
KOHTYPHUX
YapyHKOBUX
ynakoskax y
KapTOHHI Kopo6Lyi

HopToH Xenckea
Nimiteq T/A
AWBEKC
dapmMacbioTUKan3
IOK, Benvka
BpuTaHis;
KOHTPO/b cepil
(nosHe
TeCTyBaHHs,
BK/TIOHAIOUN Ha
CTEPUSIBHICTb Ta
GakTepiasibHi
€HAO0TOKCUHWU, ane
OKpim 6ionoriyHoro
TEeCTyBaHHS):
Papmaxemi b.B.,
HigepnaHngu;
KOHTPO/Ib cepil
(TinbKM GionorivyHe
TecTyBaHHs): AT

AKi(a) BUMaratoTb(€) NoAasbLLOro
06r'PYHTYBaHHA HOBUMM A0AATKOBUM
AaHumK, Lo MatoTb HaJaBaTucs
KOMNETEHTHUM OpraHoM, OCKifTbK/
BMMAaraeTbCsa CyTTeBA OLjiHKa
KOMMNETEHTHUM OpraHoMm). 3asiBHUKOM
HafaHO OHOB/IEHWIA MNaH ynpas/iHHA
pu3snkamu sepcia 9.0. 3MiHV BHeCeHi
00 yactuH: Il. Cneyudpikauis 3 6e3nekn
(Mogynb CIlI JokniHiyHa YacTuHa
cneuundikauii 3 6esneku, Mogynb CIV
«[onynsuii, ki He BUBYa/IUCh Nig, vac
KNiHiYHUX BUNpobyBaHb, Moaynb CV.
MicnsipeecTpauiiiinii jocsig, Mogynb
CVII. |aeHTndoiKoBaHi Ta NOTEHLUHI
pusumkn, Mogynb CVIII. Pestome
npo6nem 6e3sneku), Yactunum Il1. MnaH
3 thapmakoHarnsgy, YactuHm V.
3axoam 3 MiHimi3auii pusunkis, YactuHu
VI. Peslome nnaHy ynpasniHHA
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
dapmaLeBTUYHNIA pusvnkamu, YactuHu VII. JopaTkm 4,8 y
3aBof TeBa, 3B'A3KY 3 BUAA/IEHHAM MUTaHHSA 3
YropLyHa; 6e3nekn «besneka 3acToCyBaHHA Y
KOHTPO/b cepil nepiog, BariTHOCTi» Ha nigcTasi
(TinbKkn GionoriuHe OTpUMaHuX pe3ynbTaTiB AOC/iIKEHb.
TecTyBaHHs): ABik Pestome MNnaHy ynpaBniHHA pusukamm
nta., 13painb; Bepcia 9.0 gofaeTbes.
KOHTPO/b cepii 3MiHN BHECEHO [0 IHCTPYKUIii Ans
(aHanitnyne MeAMYHOro 3aCTOCYBaHHS /liKapCbKoro
TecTyBaHHA Ta 3acoby [0 po3ainy "3acTocyBaHHA Y
BVBYEHHSA nepiog, BariTHOCTi abo rogyBaHHs
cTabinbHoCTI): rpy4At0” BignosigHO A0 MaTepianis
Asia Kemikan peecTpauiiiHoro Aocke. TepMiH
IHpacTpi3 N14., BBE/EHHS 3MiH - NpoTArom 6 micauis
13painb nicns 3aTBepkKeHHs.
147. | KOPBAJNIA3W | Barbiturat | etuno | NO5C Kpanni opasibHi; No TOB "OKMN | YkpaiHa TOB "AKnM YkpaiHa BHECEHHS 3MiH O peecTpaLifiHunX 6e3 He UA/16296/01/01
A esin BUi B02 25 mny donakoHi; no | "dapmaue "®apmMaueBTNYHa martepianis: 3miHu | TUny - 3MiHn peyenma | mion
combinatio | ecpip 1 chnakoHy B nayui BTUYHA thabpuka" Loao 6e3nekn/edreKTUBHOCTI Ta seae
n with a- habpuka" thapmakoHarnsagy. 3MiHa y KopoTkii
other 6pomi3 XapaKTepucTULi Nikapcbkoro 3acooy,
drugs oBasie TEKCTi MapKyBaHHS Ta iHCTPYKUiT 4Nns
piaHoB MeJIMYHOro 3aCTOCyBaHHA Ha NigcTasi
oi perynsipHoO OHOB/IKOBAHOIO 3BITY 3
Kucnot 6e3nekun nikapcbkoro 3acoby, abo
n; pocnipkeHb 3 6e3neky 3acToCyBaHHS
eHob NiKapcbKoro 3acoby B
ap6ita nicnspeecTpauiiHnii nepiog, abo sk
n; pesynbTaT OLiHKW 3BITy 3 AOC/IKEHD,
M'ATH NpoBeAeHNX BigNoBigHO 4O MiaHy
onis negiatpuyHux gocnigpxkeHs (PIP)
(Menth (3MiHY Y3ropKeHO 3 KOMNETEHTHUM
a oil) YNOBHOB&XEHVNM OpraHom). 3MiHu
BHECEeHO [0 IHCTPYKLIiT 415 MefnMyHoro
3aCTOCYBaHHSA NikapCbKoro 3acoby [0
po3gainy "B3aemogisi 3 iHWnMun
nikapcbkUMK 3acobamu Ta iHLWi BUam
B3aEMOZji" BiAMNOBIAHO A0 OHOBNEHOT
iHhopmalii 3 6e3nekn 3acToCyBaHHs
Jitovoi peyoBrHY (cheHobapbiTan).
148. | IASO/IBAH® | ambroxol amb6po | RO5C Kancynm 3 TOB YkpaiHa nakyBaHHs, PpaHuis BHECEHHS 3MiH 40 peecTpaliinHmx 6e3 UA/3430/02/01
MAKC Kcony BO6 NPOSIOHrOBaHO «Onenna MapKyBaHHs, Marepianis: 3MiHu | Tuny - 3miHu 3 peyenma
rigpox gieto no 75 mr, no 10 Xenckea BUNYCK cepi: sKoCTi. FoTOBWIA Nikapcbkuii 3aci6.
nopvg, Kancyny énictepi; YkpaiHa» Jensdapm 3MiHN Yy BUPOGHULTBI. 3MiHN
no 1 6nictepy B Pelimc, ®paHuis; BMNPOGYyBaHb abo AOMYCTUMUX MEX,
KapTOHHI Kopo6Lyi BMPOGHMTLBO, BCTaHOB/EHMX Y cneumdikauiax, nig
KOHTPO/Ib SAKOCTi: 4yac BMPOBHMLTBA FOTOBOrO




168 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
CaHodpi BiHTpon nikapcbKoro 3acoby (foaaBaHHSA
IHatocTpi, PpaHLuin HOBOrO MeToAy BMNpoOyBaHHA Ta
gonyctumux mex). JlogasaHHsA
anbTepHaTUBHOIO MeToay
PO3UMHEHHS, 5K
BHYTPILUHbOBMPOGHNYOTO KOHTPO/IO
(IPC), wo 3acTocoBy€eTbLCA Mif Yac
BMPOGHMLITBA NeneT ambpokcony
rigpoxnopuay NposIoHroBaHoI fii.
149. | NECHANb® - tocd | AO5B PO34MH ANA IH'EKLiA, AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiHnX 3a UA/12317/01/01
atman | A 50 mr/mn; no 5 mn B "dapmak” MaTepiasiiB: 3miHu | TMny - 3MiHK 3 peuyenmom
NXoniH amnyni; no 5 a6o 10 AKocTi. A®l. KoHTponb A®I. 3miHa y
i3 amnyn y nadui 3 mMeTofax BunpobysaHHA APl abo
COEBU KapToOHy; N0 5 Mn B BUXIAHOTO MaTepiasty/npoMiXXHOro
X amnyni; no 5 amnyn npoAyKTy/peareHTy, Lo
606i8 y 6nicTepi; no 1 abo

2 6nictepn y navyi 3
KapTOHY

BMKOPUCTOBYETLCA Y NPOLIEC
BMPO6HULUTBA AP (iHLWi 3MiHK Y
mMeToAax BUNpobyBaHHS (BKOUatoUn
3amiHy abo fonoBHeHHs) AP| abo
BUXiAHOTO/MPOMIXXHOIO NPOAYKTY).
BHeceHHs 3MiH y MeEToAM KOHTPOJIIO
AN Ailo4ol pevoBUHN
dochaTngmnxoniHy 3 CoeBnx 606is
(Lipoid S 100) 3a Noka3HUKOM
«KinbkicHe BU3HauYeHHs». 3MiHu | TUny
- 3MiHu 3 AkocTi. ADI. KoHTposb AdI.
3MiHa y napameTpax cneuudikadiii
Ta/abo fonyCTUMUX MEX, BUSHAUEHNX
y cneyucpikauisix Ha A®l, abo
BUXIiAHWA/NPOMIXKHWIA
NpoAyKT/peareHT, Lo
BMKOPWCTOBYIOTbCSA Y NPOLEC
BMPOGHULTBA AD| (BUNYYEHHS
He3Ha4yHoro nokasHuka sKocTi
(Hanpvknag, BUTyYEHHS 3acTapiforo
nokKasHuka)). BunyyeHHs i3
cneuudikaLii/MeToAiB KOHTPO/IHO
BMpo6HMKa 13 Aitoyoi pevoBuHn
docaTnamnnxonity 3 coeBrx 606is
(Lipoid S 100) Bmpo6HuuTBa Lipoid
GmbH, Germany nokasHuka «Baxki
MeTanin».
3MiHn | TUNY - 3MiHK 3 aKocTi. ADI.
KoHTponb A®I. 3miHa y MeToaax
BMNpo6yBaHHA A®I abo BUXigHOro
MaTepiany/npoMixXHOro
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep

peecmpayitiHo

20
nocsBioOYeHHs

npoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NPOLIEC
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN Y
3aTBEPAKEHNX METOAAX
BMNPOOYBaHHS)

BHeCeHHs1 3MiHV A0 MeTofjiB BXigHOro
KOHTPOJIIO A4/151 Ait040T peyOoBUHU
Aitoyoi peuoBnHN PocdaTngnnxonivy
3 coeBux 606iB (Lipoid S 100)
BUpo6HMUTBa Lipoid GmbH, Germany
3a MOKa3HMKOM «lgeHTudikauis».
3MmiHu |l Tuny - 3MiHK 3 akocTi. AdL.
(iHLWi 3MiHK)

OHoBneHHs Bepcii DMF Ha gitouy
peuvoBuHy ®occhaTnanaxonity 3
coeBux 606iB (Lipoid S 100) Big,
3aTBepxeHoro B1upobHyika Lipoid
GmbH, Germany (3aTBepaxeHo: DMF
R-171/04); 3anponoHoBaHo: DMF
R-365/04).

150.

NIBPA®

arginine
hydrochlor
ide

apriHiH
y

rigpox
nopug

BO5X
BO1

pO34uH ANs iHdysil
42 mr/mn; no 100 mn
y nAaswyi; no 1
nAAWLi y nayui

MpuBartHe
aKLjioHepH
e
TOBapuCTB
(o]

"IHdy3ia"

YkpaiHa

MpuBartHe
akujioHepHe
TOBapuUCTBO

"IHdy3ia"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | Tuny - 3MiHu 3
sKkocTi. CepTudpikaT BignosigHocTi/l'E-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO cepTudikaTa
BIAANOBIAHOCTI 260 BUYyYEHHS
cepTudikaTa BignoBigHoCTI
€Bponeiicbkiii hapmakonei: ana Adl;
Ansa suxigHoro
marepiany/peareHTy/nPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BMPOGHULTBI API; ANt LONOMIKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHOBNeHWiA cepTudikar Big, yxe
3aTBEPKEHOIO BUPOGHMKA
[MopaHHA OHOBNEHOTO cepTudikaTa
BiiNOBIAHOCTI €BpoONeichkiit
tapmakonei CEP 2010-048-Rev 01
(3aTBEpmxeHo: R1-CEP 2010-048-Rev
00) ana fitovoi peyoBUHM apriHiHy
rigpoXnopua Bif 3aTBEpAXKEHOTO
BMpo6HUKa Shanghai Kyowz Amino
Acid Co., Ltd., China. ¥ 3B'A3ky

3a
peyenmom

UA/15578/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

oHoBneHHs1 CEP Bigbynacs 3miHa
Ha3BW 3aTBEPIKEHOr0 BUPOOHMKA HA
Shanghai Plumino Amino Acid Co.,
Ltd., China.

151.

NIJOKAIH

lidocaine

nigoka
H

DO4A
BO1

cnpeii 10 %, no 38T
crpeto y o1akoHi;
no 1 donakoHy + 1
naacTMacoBuii
KnanaH-go3atop y
KapTOHHi Kopobui

3AT
dapmaues
TUYHWIA
3aBo/,
EFIC

YropLm
Ha

3AT
dapmaLeBTUYHNIA
3aBop ErIC

YropLm
Ha

BHECEHHS 3MiH 4O peecTpauiiHnx
MaTepianis: 3miHu | TUNY - 3MiHK 3
AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
3MiHV Y BUPOBHMUTBI. 3MiHN
BMNpo6YyBaHb abo AOMYCTUMUX MEX,
BCTAHOB/EHNX Y crneumdikauisax, nig,
yac BMPOOGHMLTBA FOTOBOMO
nikapcbKoro 3acoby (fofaBaHHs
HOBOro MeToAy BUNPOGYBaHHA Ta
[OMYyCTUMMX MEX) BNPOBaKEHHS
[04aTKOBOr0 BHYTPILUHEOBMPOGHNYOTO
KOHTPOJIIO - BaKyyMHOr0 TECTY Ha
repMeTUYHICTb. 3MiHN | TUny - 3MiHK 3
sKocTi. [oTOBWIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHULTBI. 3MiHK
BMNPOOYBaHb abo fONYCTUMUX MEX,
BCTaHOB/EHMX Y cneumdikauiax, nig
yac BMPOGHMLTBA FOTOBOrO
NiKapcbKoro 3acoby (BUTyYEHHS
HecyTTeBOro BUNpobyBaHHA B NpOLECi
BMPOGHULTBA)
BW/TyYEHHS1 BHYTPILLHbOBMPOGHNYOTO
TecTy nepesipkn poboTn Hacoca, AKui
€ HecyTTeBUM

3a
peyernmom

UA/0655/01/02

152.

NIGOMAKC

lidocaine

nigoka
HY

rigpox
nopug

coiB
BO1

PO34YUH ANS iH'EKLN,
100 mr/mn; no 2 mn
B amnyni
nonieTuIEeHoBIN; No
10 amnyn y nayui 3
KapTOHY

TOB
«®APMAC
EN»

YkpaiHa

TOB
«PAPMACEJT»

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
mMaTepianis: 3miHu | TNy -
ALMiHICTpaTMBHI 3MiHN. 3MiHa Ha3BK
nikapcbKoro 3acoby - 3miHa Ha3Bu
nikapcbkoro 3acoby. 3ATBEP)KEHO:
NIJOKAIH (LIDOCAINE)
3AMNPOMNOHOBAHO: NIAOMAKC
(LIDOMAX). OHoBneHi MKA 13 eCTD
0003
TeKCT MapKyBaHHSA ynakoBKu
nikapcbKoro 3acoby (eCTD Bepcis
0005). IHCTpyKLia Ana MeanyHoro
3aCTOCYyBaHHS NiKapcbKoro 3acoby
(eCTD Bepcis 0003). KopoTka
XapaxkTepucTuka MikapcbKoro 3acoby
(eCTD Bepciss 0003). TepMmiH
BBEJEHHS 3MiH- NPOTArom 6-Tu MicALiB
nicns 3aTBepipkKeHHs.

3a
peyenmom

He
nion
seae

UA/20258/01/02
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
153. | NIHBAT pregabalin | npera NO3A Kancysnu Teepgi no TOB YkpaiHa BUPOGHMLTBO 3a Himeuun BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/15586/01/03
6aniH X16 75 wmr; no 10 kancyn "CaHpo3 NOBHUM LMK/IOM: Ha/ MaTepiasiB: 3MiHu | TUny - 3MiHK 3 peyenmom
y 6nicTepi, no 3 Ykpaina" Cantotac ®apma CnoBeHi SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
6nictepu B KOPOOL m6X, HimeuyunHa,; al KOHTpPO/1b FOTOBOrO NiKapcbkoro
nepBMHHa Ta PymyHis/ 3acoby. 3miHa y meTogax
BTOPVHHA Typeuun BUMPOBYBaHHS rOTOBOTO NiKapCbKOro
ynakoBKa: Ha 3acoby (He3HayHa 3miHa y
HosaprTic 3aTBEPMKEHNX MeTogax
dapmacbloTikan BMNpobyBaHHs). 3miHa npoueaypu
MaHyhakTypuHr NiaroToBKM 3paskiB A/18 NoKasHuKa
NNC, CnoseHis; «KinbkicHe BU3HaueHHs nperabdaniHy».
BUMNYCK cepii: Jlek
PapmaLeBTUyHa
KomnaHis 4.4.,
CnoBeHis;
nepBuHHA Ta
BTOPUHHA
ynakoBka:
Nek
PapmaLeBTUYHa
KoMnaHis A.4.,
CnoBeHis;
KOHTPO/Ib cepii:
C.K. CaHpo3
C.P.N., PymyHis;
BMPOGHMLTBO
Hepo3dacoBaHoi
npoayKLii:
'eHBeoH lnak
CaHaii Be TikapeT
A.C., TypeyynHa
154. | NIHBAT pregabalin | nmpera NO3A Kancysm Teepgi no TOB YkpaiHa BMPOGHMLTBO 3a Himeuun BHECEHHS 3MiH 4O peecTpauiiHnx 3a UA/15586/01/05
6aniH X16 150 wmr; no 10 "CaHpo3 NOBHVM LK/IOM: Ha/ MaTepianis: 3MiHu | TUNY - 3MiHK 3 peyenmom
Kancyny énictepi, YkpaiHa" Cantac Papma CnoBeHi sIKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
no 3 6nictepu B 'M6X, HimeuunHa,; al KOHTPO/Ib FOTOBOIO NiKapCbKoro
KOpoo6Li nepBrHHa Ta PymyHis/ 3acoby. 3miHa y meToaax
BTOPVHHA Typeuun BUNPOBYBaHHA roTOBOrO NiKaPCLKOro
ynakoBKa: Ha 3acoby (He3HayHa 3miHa y
Hosapric 3aTBEPAKEHNX METOAAX
dapmacbloTikan BUNpobyBaHHs). 3MiHa npoueaypu
MaHydhakTypuHr nigroToBKM 3paskiB A4/1s NoKasHuKa
NNC, CnoseHis; «KinbkicHe BU3HaueHHs nperabdaniHy».
BUMNYCK cepil: Jlek
dPapmaueBTUyYHA
KomnaHis 4.4.,
CnoseHis;
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IIpopoBxeHHs

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

nepBuHHa Ta
BTOPUHHA
ynakoBka:
INek
PapmaLeBTUYHa
KoMnaHis A.4.,
CnoseHis;
KOHTPO/Ib cepii:
C.K. CaHpo3
C.P.N., PymyHis;
BMPOGHMLTBO
Hepo3dacoBaHoi
npoayKLii:
'eHBeoH lnak
CaHaii Be TikapeT
A.C., TypeyynHa

155.

NIHBAT

pregabalin

npera
6aniH

NO3A
X16

Kancysm Teepgi no
300 mr; no 7 kancyn
y 6nicTepi, no 2
6nicTepy B KOPOOL

TOB
"CaHfo3
YkpaiHa"

YkpaiHa

BMPOGHMLTBO 3a
NOBHVM LK/IOM:
Cantotac ®apma
vM6X, HimeyunHa;
nepBrHHa Ta
BTOPUHHA
ynakoBKa:
HosapTic
dapmachbloTikan
MaHydhakTypuHr
NNC, CnoseHis;
BUMNYCK cepil: Jlek
dPapmaueBTUyHa
KomnaHis 4.4.,
CnoseHis;
nepBrHHa Ta
BTOPVHHA
ynakoBka:
Nek
PapmavueBTUyYHa
KomnaHia A.4.,
CnoBeHis;
KOHTPO/1b Cepil:
C.K. CaHpo3
C.P.N., PymyHisi;
BMPOGHMLTBO
Hepo3dracoBaHo!
npoayKui:
'eHBeOoH lnak
Canali Be Tikapet

Himeuun
Ha/
CnoseHi
al
PymyHis/
Typeyuuu
Ha

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis: 3MiHu | TUNY - 3MiHK 3
sIKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /1iKapCbKoro
3acoby. 3miHa y meToaax
BUNPOBYBaHHA roTOBOrO NiKapPCLKOro
3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX METOAAX
BUNpobyBaHHs). 3MiHa npoueaypu
nigroToBKM 3paskiB A4/1s NoKasHuKa
«KinbkicHe BU3HaueHHs nperabdaniHy».

3a
peyernmom

UA/15586/01/08




173 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
A.C., TypeyynHa
156. | NNIHBAT pregabalin | nmpera NO3A Kancysm Teepgi no TOB YkpaiHa BMPOGHMLTBO 3a Himeuun BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/15586/01/02
6aniH X16 50 wr, no 10 kancyn "CaHpo3 NOBHVM LK/IOM: Ha/ MaTepianis: 3miHu | TUNY - 3MiHK 3 peyenmom
y 6nicTepi, no 3 YkpaiHa" Cantac Papma CnoBeHi sIKOCTi. FOoTOBWIA Nikapcbkuii 3aci6.
6nicTepu B KOPOOL 'M6X, HimeuunHa,; al KOHTPO/Ib FOTOBOIO NiKapCbKoro
nepBrHHa Ta PymyHis/ 3acoby. 3miHa y meToaax
BTOPVHHA Typeuun BUNPOBYBaHHA roTOBOrO NiKapPCLKOro
ynakoBKa: Ha 3acoby (He3HauyHa 3miHa y
Hosapric 3aTBEPAKEHNX METOAAX
dapmachbloTikan BunNpobyBaHHs). 3MiHa npoueaypu
MaHydhakTypuHr NigroToBKM 3paskiB AJ/1s NoKasHuKa
NNC, CnoseHis; «KinbkicHe BU3HaueHHs nperabaniHy».
BUNYCK cepil: Jlek
dPapmaueBTUyYHa
KomnaHis 4.4.,
CnoseHis;
nepBuHHa Ta
BTOPVHHA
ynakoBka:
Nexk
PapmavueBTUyYHa
KomnaHis A.4.,
CnoseHis;
KOHTPO/1b Cepil:
C.K. CaHpo3
C.P.N., PymyHisi;
BMPOGHMLTBO
Hepo3dracoBaHo!
npoAayKuil:
'eHBeOoH lnak
Cawnali Be TikapeT
A.C., TypeyunHa
157. | NINCTEP® aciclovir aunkn D06B Kpem 5%, no5ry AT Ykpaina AT "dapmax” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 UA/19355/01/01
MIHT 0Bip BO3 Ty6i; no 1 1y6i y "®papmak” marepianis: 3MiHu | Tuny - 3MiHu 3 peyenma
nauui akocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa
BIANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponeiickbkilii hapmakonei: ana Adl;
Ansa BuxigHoro
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI API; ANt AONOMIXKHOT
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
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HernameH
mosaHa
Has3sa*
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diroyo

pedos
UHU

Koo
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Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

peyoBuHU (cepTudikat BiANOBIAHOCTI
€Bponeiicbkin dhapmakonei) -
OHoBreHWiA cepTudikar Bif yxe
3aTBEPAKEHOrO BUPOGHMKA - MogaHHA
OHOB/IEHOTO cepTudiikaTa
BiANOBIAHOCTI EBpoONechbkili
hapmakonei CEP 2012-090-Rev 02
(3aTBepmxeHo R1-CEP 2012-090-Rev
01) ansa Aio4oi pevoBrHY AUMKIIOBIP
Bif, 3aTBEpAKEHOro BUpobHuKa Hetero
Drugs Limited, IHAis. 3minn | Tvny -
3MiHn 3 sikocTi. CepTudikar
BignosigHocCTI/TE-cepTucpikat
BIANOBIAHOCTI EBpONenchbkili
thapmakonei/moHorpadii. NMogaHHsA
HOBOro abo OHOBNEHOro cepTucpikata
BIANOBIAHOCTI 260 BUNYYEHHS
cepTudpikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana Adl;
Ans BUXigHoOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI API; ANt [ONOMIXHOT
peyoBuMHM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei) -
OHoBeHuii cepTudikar Bif yxe
3aTBEPAKEHOrO BUPOGHMKA - [MogaHHA
OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI EBpONenchbkili
thapmakonei CEP 2012-090-Rev 03
ons [ivoyoi peyoBrHU ALMKIOBIP Bif
3aTBEpPLKEHOro BUPOGHMKa Hetero
Drugs Limited, IHgis.

158.

NO3APTAH-
TEBA

losartan

nosap
TaH
Kanito

co9C
AO1

TabneTkun, BKPUTI
N/iBKOBOIO
060/10HKO, No 12,5
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu y
KapTOHHi Kopobuyi

TOB
«TeBa
YKpaina»

YKkpaiHa

AT
dapmaueBTUYHWI
3aBof TeBa,
YropuwmHa; Tesa
®apma C.J1Y.,
IcnaHis

YropLum
Ha/
IcnaHis

BHECEHHS 3MiH O peecTpaLifiHnX
MaTepiasiiB: 3MiHu | TMny - 3MiHK 3
AkocTi. CepTudpikar signosigHocTi/TE-
cepTudikart BiANoBIiAHOCTI
€Bponeicbkii
thapmakonei/MoHorpadii. NogaHHA
HOBOro abo OHOBNEHOro cepTucpikata
BiAMOBIAHOCTI 260 BUTyYEHHS
cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans Adl;
0151 BUXIAHOTO
marepiany/peareHTy/nPoMiHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y

3a
peyenmom

UA/16398/01/01
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n/n

JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

159.

NO3APTAH-

BUPOGHMUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTty
BiAANOBIAHOCTI EBpoNechkili
apmakonei CEP 2023-006-Rev 01
Bif} BXXe 3aTBEPKEHOro BUPOBOHMKa
Teva Pharmaceutical Industries Ltd
Ai040T PEYOBVHM fl03apTaH Kaslito B
3B’A3KY 3 3MIHOIO Ha3BW BNacHMKa
CEP, micue B1po6HUUTBa HE
3miHWNock (3aTBepakeHo: RO- CEP
2023-006-Rev 00 Teva
Pharmaceutical Industries Ltd;
3anpornoHoBaHo: CEP 2023-006-Rev
01 TAPINL B.V.).

TEBA

losartan

nosap
TaH
Kanito

co9C
A01

TabneTku, BKPUTI
N/iBKOBOIO
060/10HKOM, MO 25
mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHi Kopobuyj;
no 15 tabneTtok y
6nicTepi; no 2
6nictepu B
KapTOHHI KOpooLi

TOB
«TeBa
YKpaina»

YkpaiHa

AT
dapmaueBTUUHWI
3aBof TeBa,
YropuwimHa,; Tesa
®apma C.J1Y.,
IcnaHis

YropLum
Ha/
IcnaHis

BHECEHHS 3MiH [JO peecTpaLifiHmnX
MaTepiasiis: 3MiHu | TMny - 3MiHK 3
AkocTi. CepTuddikar signosigHocTi/TE-
cepTudikart BiAnNoBigHOCTI
€Bponeicbkii
thapmakonei/MoHorpadii. NogaHHA
HOBOro abo OHOBNEHOro cepTudpikata
BiAMOBIAHOCTI 260 BUTyYEHHS
cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans Adl;
0151 BUXIAHOTO
marepiany/peareHTy/npoMiHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPO6HMUTBI A®I; A1s AONOMIKHOT
pevoBuHU (cepTuddikat BiANOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHoBneHuin cepTudikar Big yxe
3aTBEPAKEHOTO BUPOOHMKA - NOAAHHS
OHOB/IEHOTO cepTudikaTy
BiAMOBIAHOCTI €EBpONENCHKIl
thapmaxonei CEP 2023-006-Rev 01
Bifl BXE 3aTBEPPKEHOr0 BUPOOHUKA
Teva Pharmaceutical Industries Ltd
L0401 pevyoBUHY f103apTaH Kanito B
3B’3KY 3 3MIHOI Ha3BM BNACHMKA
CEP, micue BnpobHMUTBaA HE
3MiHMnoch (3aTBepaxeHo: RO- CEP
2023-006-Rev 00 Teva

3a
peyenmom

UA/16398/01/02




176 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
Pharmaceutical Industries Ltd;
3anpornoHoBaHo: CEP 2023-006-Rev
01 TAPINL B.V.).
160. | JIO3APTAH- losartan nozap | C09C TabneTkn, BKPUTI TOB YkpaiHa AT Yropwm BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/16398/01/03
TEBA TaH A01 NNiBKOBOIO «TeBa dapmaueBTUUHWI Ha/ MaTepiasiiB: 3MiHu | TMny - 3MiHK 3 peuyenmom
Kaunito 060/10HKO, Mo 50 YkpaiHa» 3aBo/, TeBa, IcnaHis sKocTi. CepTudpikar signosigHocTi/TE-
Mmr, no 10 TabneTok YropwmHa; Tesa cepTudikaT BiANOBIAHOCTI
y 6nicTepi; no 3 abo dapma C.J1.Y., €Bponeicbkii
9 6nicTepiB y IcnaHis thapmakonei/MoHorpadii. NogaHHA
KapTOHHi Kopobuyj; HOBOro abo OHOB/IEHOTro cepTudikara
no 15 tabnetok y BiAMOBIAHOCTI 260 BUTyYEHHS
6nicTepi; no 2 abo cepTudikaTa BignoBigHOCTI
no 6 6nictepis y €Bponeiicbkiii hapmaxonei: ans Adl;
KapTOHHI KOpooLi 0151 BUXIAHOTO
marepiany/peareHTy/nPoOMiXHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BUPO6HMUTBI A®I; A1a AONOMIKHOT
pevoBuHY (cepTuddikat BiANOBIAHOCTI
€Bponeiicbkili hapmakoner) -
OHoBneHwnin cepTudikar Big yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS
OHOB/IEHOrO cepTudikaTy
BiANOBIAHOCTI €BpONENCHKIl
thapmaxonei CEP 2023-006-Rev 01
Bif} BXXe 3aTBEpPKEHOro BUPOOHMKaA
Teva Pharmaceutical Industries Ltd
L0401 pevyoBUHY /103apTaH Kanito B
3B'AA3KY 3 3MiHOI0 Ha3BW BNacHMka
CEP, micue BMpPOGHULTBA He
3MiHunoch (3aTBepaxeHo: RO- CEP
2023-006-Rev 00 Teva
Pharmaceutical Industries Ltd;
3anponoHoBaHo: CEP 2023-006-Rev
01 TAPINL B.V.).
161. | TO3APTAH- losartan noszap | C09C | TabneTku, BKpUTI TOB YkpaiHa AT Yropum BHECEHHS 3MiH 40 peecTpaLinHmx 3a UA/16398/01/04
TEBA TaH A01 NNiBKOBOIO «TeBa dapmaLeBTUYHNIA Ha/ mMarepianis: 3MiHu | Tuny - 3MiHu 3 peyenmom
Kanito 060/10HKO0, MO 100 YkpaiHa» 3aBof Tesa, Icnanis akocTi. CepTudikaT signosigHocTi/lE-
mr, no 10 TabneTok YropuwuHa; TeBa cepTudikart BiANOBIAHOCTI
y 6nicTepi; no 3 abo dapma C.J1.Y., €Bponeiicbkiii
no 9 6nictepis y Icnanis thapmakonei/moHorpadii. NogaHHA
KapTOHHI Kopo6Lyi HOBOro abo OHOB/IEHOrO cepTudiikara
BiANOBIAHOCTI 260 BUTyYEHHS
cepTudiikaTa BignoBigHOCTI
€Bponeiicbkint hapmakonei: ana Adl;
ONs BUXIQHOTO
marepiany/peareHTy/npomMiXHOro
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep

n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo

3acoby HenameH T ynakoska) a uka yBa 20
HHST* nocsBioOYeHHs

mosaHa pedyos
Has3sa* UHU *

NPOAYKTY, O BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI API; ANt [ONOMIXHOT
peyoBuMHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHoBeHuii cepTudikar Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS
OHOB/IEHOTrO cepTudikaTy
BIANOBIAHOCTI EBpONenchbkili
chapmakonei CEP 2023-006-Rev 01
Bifj, BXXe 3aTBEpKEHOro BUPOOHMKa
Teva Pharmaceutical Industries Ltd
Ail040T peYOBMHN fl03apTaH Kasito B
3B'A3KY 3 3MiHOI0 Ha3BW BNnacHMka
CEP, micue BupobHuLTBa He
3MiHWIoCh (3aTBepaxeHo: RO- CEP
2023-006-Rev 00 Teva
Pharmaceutical Industries Ltd;
3anponoHosaHo: CEP 2023-006-Rev
01 TAPI NL B.V.).

162. | NIONEPAMIA, loperamid nonep | AO7D TabneTkn no 2 mr, NAT YkpaiHa NAT Ykpaina/ BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 He UA/7581/01/01
e amigy A03 no 10 TabneTok y "Kuismegn "KuiBmegnpenapa | CnoBeHi martepianis: 3miHu | TUny - 3MiHn peyenma | nion
rigpox 6nicTepi; no 2 penapart” T", YKpaiHa; TOB ] wofo 6e3snekn/edekTMBHOCTI Ta f2ae
nopug 6nictepn B nauui "MAPI®APM", thapmakoHarnagy. BHeceHHs abo
CnoBeHis 3MmiHa(1) 4o 3060B'A3aHb Ta yMOB
BMAaui peecTpauiiHoro noceig4YeHHs,
BK/IIOYa0um MnaH ynpasiHHA
pr3nkamm (3acToCyBaHHA TEKCTY, AKWi
NOroAXXEHW 3 KOMNETEHTHUM
opraHom). 3asiBHMKOM HagaHo
OHOB/IEHWIA MNaH ynpasniHHA
pu3nkamu Bepcisa 2.2.
3MiHM BHECEHO [0 YaCTUH:
| "3aranbHa iHhopmauis”
Il "Cneundikauis 3 6e3nexun”
V "3axoau 3 MiHimisauii pu3ukis"
VI "Pestome nnaHy ynpasniHHA
pusmkammn”
VII "OogaTkn" (aogatkm 1-8)

Yy 3B'A3KY 3 BUJAIEHHAM Ba)XJ/IMBUX
ieHTUDIKOBAHUX PU3KKIB, BEXK/IUBUX
NOTEHUIHNX PU3NKIB, a TaKoX
BUAANEHHSA BiACYTHLOI iHdhopMaLiT
BignosigHo Ao HaRP Assessment
Report for loperamide, a Takox y
3B'A3KY i3 3MiHOI hopmarty BifnosigHO
Ao sumor Evaluation Guidance on the
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*

Homep
peecmpayitiHo
20
nocsioYeHHs

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).
Pestome nnaHy ynpasniHHS pusnkamu
[0Ja€ETbCA.
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnagy (iHwi 3miHK).
3MiHM BHECEHO [0 IHCTPYKUIiT Ans
MeAMYHOro 3aCTOCYBaHHSA liKapCbKoro
3acoby y po3ainu "®apmMakonorivHi
BNacTMBOCTI", "B3aemogis 3 iHWMKn
nikapcbkMmn 3acobamu Ta iHLWi BUuam
B3aemogiit”, "OcobamBocCTi
3acToCyBaHHA", "3acToCyBaHHs y
nepiog BariTHOCTi abo rogyBaHHs
rpygaro”, "3aaTtHicTb BNAMBaTK Ha
LIBMAKICTb peakLii npy KepyBaHHI
aBTOTpaHCMNOPTOM a6o0 iHLWNMK
MexaHismamu", "Cnocib 3acTocyBaHHS
Ta gosun", "fAitn", "Mepeno3sysaHHsA",
"Mo6iuHi peakwii” BignoBigHO A0
OHOB/EHOT iHGhopMaLii 3 6e3neku
L0401 PEYOBUWHN.
BBefeHHs 3MiH NpoTArom 6-T MicsLiB
nicns 3aTBepKeHHs. 3MiHu | Tuny -
3MiHu Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn). 3MiHK
BHECEHO [0 IHCTPYKLIiT 415 MegnMyHoro
3acTOCyBaHHS NikapCbKoro 3acoby y
po3ain "Mob6iyHi peakuyji" woao
BaXX/IMBOCTI 3BiTyBaHHSA NPO NOGiYHi
peakuji. BBeeHHs 3MiH NpOTAromM 6-Tu
MicSLIB MiC/1sA 3aTBEPKEHHS.

163.

nworc

iodine

RO2A
A20

po3unH Ans
30BHILUHBLOrO
3actocyBaHHsA 1 %,
no20Mny
KOHTeliHepi abo y
dhnakoHi 3
MeXaHIYHUM
po3nuaoBayem; no
1 koHTeliHepy abo
donakoHy B navuj

TOB "OKnN
"PapmaLe
BTUYHA
habpuka"

YkpaiHa

TOB "[OKI

"GapmaueBTnyHa

thabpuka"

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLiiHnX
MaTtepianis: 3miHu | Tuny -
AOMIHICTpaTUBHI 3MiHW. BunyyeHHs
BMPOGHNYOI AiNnbHUL (BKIHOYAKOUM
OinbHuui gns A®l, npomMixkHoro
npoAyKTy abo roToBOro MikapCbKoro
3aco6y, AiNbHULI A58 NPOBeAEHHS
nakyBaHHs1, BUPOOHNMKa,
BiANOBIAA/ILHOrO 3a BUMNYCK Cepild,
MicLie NPOBEfIEHHS KOHTPO/IHO cepil)

6e3
peyenma

UA/5719/01/01
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IIpopoBxeHHs

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

a60 nocravyasibHMKa BUXiAHOTO
maTepiany, peareHTy abo fOMOMIKHOI
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE)
BunyuyeHHs Bupo6HuKa A®l, a came
"BAT "Tpoiubkuii iogHWiA 3aBog",
Pacilicbka ®epepadis,
anbTepHaTUBHUM BUPOGHUKOM
3aaumwaetbes "SQM S.A." Yini.

164.

MEAPON

methylpre
dnisolone

meTun
npeaHi
30/10H

HO2A
B0O4

TabneTku no 4 wmr;
no 30 TabneTok y
dhnakoHi; no 1
dhnakoHy B
KapTOHHi Kopobui

Mdpaiizep
IHK.

CLIA

Mdpaiizep ITanis
C.p.n.

ITania

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3miHu Il Tvny - 3miHn
Lofo 6e3nekn/edyeKTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTKili
XapaKTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUii Ans
MeAMYHOrO 3aCTOCYBaHHS y 3B'A3KY i3
HOBMMW A@aHUMW 3 AKOCTI,
OOKNIHIYHUMMN, KNIHIYHUMW JaHUMK Ta
OaHumn 3 hapmakoHarnsgy - 3miHu
BHECEHO [0 IHCTPYKLiT 418 MeAnyHOro
3acTOCyBaHHS NikapcbKoro 3acoby Ao
po3ginis "Ocob6MBOCTI 3acTOCyBaHHS"
Ta "Mob6iuHi peakuii" (pabaomionis).
BBegeHHs 3MiH NpoTsirom 9 Micsiuis
nicns 3aTBepKEHHS.

3a
peyenmom

UA/2047/02/01

165.

MEAPON

methylpre
dnisolone

meTun
npegaHi
30/10H

HO2A
B0O4

TabneTkn no 16 mr;
no 10 TabneTok y
6nictepi, no 5
6nictepiB y
KapTOHHI Kopo6Lyi

Mdpaiizep
IHK.

CLIA

Mdpaiizep ITanis
C.p.n.

ITanisa

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3miHu Il Trny - 3miHKn
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy. 3MiHu y KopoTkiii
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MeJMNYHOro 3aCTOCYBaHHA y 3B’A3KY i3
HOBWMMW A@HVUMW 3 AKOCTI,
OOKNIHIYHUMMA, KNIHIYHUMW flaHMK Ta
OaHumn 3 hapmakoHarnsgy - 3miHu
BHECeHO [0 IHCTPYKLIT 415 MefnMyHoro
3acTocyBaHHS Nikapcbkoro 3acoby Ao
po3ginis "Oco6MBOCTi 3acTOCyBaHHA"
Ta "Mob6iuHi peakuii" (pabaomionis).
BBegeHHA 3MiH NpoTArom 9 Micauis
nicns 3aTBepipkKeHHs.

3a
peyernmom

UA/2047/02/02

166.

MEAPON

methylpre
dnisolone

meTun
npegHi
30/10H

HO2A
BO4

TabneTtkn no 32 mr;
no 10 tabnetok y
6nicTepi; no 2
6nictepn y
KapTOHHI Kopo6Lyi

Mdpaiizep
IHK., CLLUA

CLIA

Mdpaiizep ITanis
C.p.n.

ITanis

BHECEHHS 3MiH A0 peecTpaLinHx

MaTtepianis: 3miHu 1l TUny - 3MiHK

LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy. 3mMiH1 y KOpoTKili
XapaKkTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans

3a
peyenmom

He
nion
seae

UA/2047/02/03




JopaTka 3

180

IIpopoBxeHHs

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

MeAMYHOrO 3aCTOCYBaHHS y 3B'A3KY i3
HOBUMW JaHUMW 3 SKOCTI,
OOKNIHIYHUMMN, KNIHIYHUMW faHUMK Ta
OaHumn 3 hapmakoHarnsgy - 3miHu
BHECEHO [0 iHCTPYKLii 4ns MeAnyHOro
3acTOCyBaHHS Nikapcbkoro 3acoby Ao
po3ginis "Ocob6MBOCTI 3acTOCyBaHHSA"
Ta "Mob6iuHi peakuii" (pabaomionis).
BBefeHHs1 3MiH NpoTsArom 9 micsuis
nicns 3aTBepKEHHS.

167.

MEAPON

methylpre
dnisolone

meTun
npegHi
30/10H

HO2A
B04

TabneTku no 4 wmr;
no 30 TabneTok y
hnakoHi; no 1
dnakoHy B
KapTOHHI Kopo6Lyi

Mdpaiizep
IHK.

CLIA

Mdpaiizep ITanis
C.p.n.

ITanis

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTtepianis: 3miHu 1l TUny - 3MiHK
oo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarniagy. 3MiH1 y KOpoTKili
XapakTepucTuL, Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi Ans
MeAMYHOr0 3aCTOCYBaHHS y 3B’A3KY i3
HOBWMMW A@HVMW 3 AKOCTI,
OOKMIHIYHUMM, KNIHIYHUMW JaHUMK Ta
OaHuMK 3 hapmakoHarnsgy - 3miHu
BHECEHO [0 IHCTPYKLIiT 415 MegnMyHoro
3aCTOCYBaHHSA NikapCbKoro 3acoby [0
posginis "B3aemogis 3 iHWMMK
nikapcbkUMK 3acobamu Ta iHLWi BUam
B3aemogijit” Ta "OcobnmBoCTi
3acTocyBaHHA" (aTeHTHa iHgekuis Ta
nepopasibHi aHTUKOArynAaHTW Ta pU3nK
KpoBoTeui). BBefieHHs 3MiH NpoTArom
9 micAuiB nicna 3aTBEPAKEHHS. 3MiHN
Il Tuny - 3miHn Wopao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarniagy. 3MiH1 y KopoTkili
XapakTepucTuL, Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi Ans
MeAMYHOr0 3aCTOCYBaHHS y 3B’A3KY i3
HOBMMW A@HVMW 3 AKOCTI,
OOKMIHIYHUMM, KNIHIYHUMW JaHUMK Ta
JaHnMu 3 chapmakoHarnagy
3MiHV BHECEHO [0 IHCTPYKUIT Ans
Me[MYHOro 3aCTOCYBaHHSA NIKAPCbKOro
3acoby Ao po3giny "MobiyHi peakuii™
(naHHWKYNIT).
BBefieHHs1 3MiH npoTArom 9 micsauis
nicns 3aTBEPHKEHHS

3a
peyernmom

He
nion
seae

UA/2047/02/01

168.

MEAPON

methylpre
dnisolone

meTun
npeaHi

HO2A
B04

Tabnetkn no 16 mr;
no 10 TabneTtok y

Mdpaiizep
IHK.

CWA

Mdpaiizep ITanis
C.p.n.

ITania

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu Il Tuny - 3miHn

3a
peyenmom

He
nion

UA/2047/02/02
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IIpopoBxeHHs

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa 20

HHST*
*

Homep

30/10H

6nictepi, no 5
6nictepiB y
KapTOHHI Kopo6Lyi

oo 6e3snekn/edekTMBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MeAMNYHOro 3aCTOCYBaHHS y 3B'A3KY i3
HOBWMMW A@HVMW 3 AKOCTI,
OOKNIHIYHUMMA, KNIHIYHUMW faHMK Ta
OaHumK 3 hapmakoHarnsgy - 3miHu
BHECEHO [0 IHCTPYKLIT 415 MegnMyHoro
3acTocyBaHHS Nikapcbkoro 3acoby Ao
posginis "B3aemogis 3 iHLWMMK
nikapcbkUMK 3acobamu Ta iHLWi BUam
B3aemogiit” Ta "OcobnmBoCTi
3acTocyBaHHS" (NaTeHTHa iHgekLuia Ta
nepopasibHi aHTUKOAryNAaHTW Ta PU3nK
KpoBOTeui). BBeieHHA 3MiH NPOTArom
9 micauis nicns 3aTBepAKeHHs. 3MiHN
Il TNy - 3MiHn WwWoao
6e3nekn/ehekTUBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MeAMNYHOro 3aCTOCYBaHHS y 3B'A3KY i3
HOBWMMW A@HVMW 3 AKOCTI,
OOKNIHIYHUMMA, KNIHIYHUMW faHMK Ta
JaHvMmu 3 chapmakoHarnsgy
3MiHU BHECEHO [0 IHCTPYKUIiT Ans
MeAMYHOro 3aCTOCYBaHHSA /likapCbKoro
3acoby Ao po3giny "Mo6iyHi peakui™
(naHHWKynNIT).
BBefeHHA 3MiH NpoTArom 9 Micauis
nicns 3aTBepipkeHHs

Aecae

169.

MEAPON

methylpre
dnisolone

meTun
npeaHi
30/10H

HO2A
B0O4

TabneTku no 32 mr;
no 10 Tabnetok y
6nicTepi; no 2
6nictepu y
KapTOHHi Kopobuyi

Mdpaiizep
IHK.

CLIA

Mdpaiizep ITanis
C.p.n.

ITania

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3miHu Il Tuny - 3miHn
Lofo 6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapaKTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHS y 3B’A3KY i3
HOBUMW J@HUMK 3 AKOCTI,
OOKNIHIYHUMMN, KNIHIYHUMW JaHUMK Ta
OaHumn 3 hapmakoHarnsgy - 3miHu
BHECEHO [0 IHCTPYKLT 418 MeAnyHOoro
3acTOCyBaHHS NikapcbKoro 3acoby Ao
po3ginis "B3aemopjs 3 iHLWMMU
Nikapcbk1uMmn 3acobamu Ta iHWi BUam

3a
peyenmom

peecmpayitiHo

nocsBioOYeHHs

UA/2047/02/03




182 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
B3aemogiit” Ta "OcobnmBoCTi
3acTocyBaHHS" (NaTeHTHa iHghekLuia Ta
nepopaJsibHi aHTUKOAryAaHTW Ta pU3nK
KpoBOTeui). BBeileHHA 3MiH NPOTArom
9 micauis nicns 3aTBepAKeHHS. 3MiHN
Il TNy - 3MiHn WwWoao
6e3nekn/eheKTUBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KOpoTkili
XapakTepucTuLi Nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MeAMNYHOro 3aCTOCYBaHHA y 3B'A3KY i3
HOBWMMW A@HVMW 3 AKOCTI,
OOKNIHIYHUMMA, KNIHIYHUMW faHMK Ta
JaHvMmu 3 chapmakoHarnsgy
3MiHU BHECEHO [0 IHCTPYKUIiT Ans
MeAMYHOro 3aCTOCYBaHHSA /likapCbKoro
3acoby Ao po3giny "Mo6iyHi peakui™
(naHHWKynNIT).
BBefeHHA 3MiH NpoTArom 9 Micauis
nicns 3aTBepipkeHHs
170. | MEKCUKOP® - etunm | COlE Kancynu no 100 mr, TOB Ykpaina BMPOGHUK YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHmx 3a He UA/4971/02/01
etmnri | B no 10 kancyny "30PABO" BiiNOBIAabHWIA 3a marepianis: 3MiHu | Tuny - 3MiHu 3 peyenmom | niosn
OpOKC 6nicTepi; no 2 BUPOGHMLTBO, AKOCTI. [O0TOBWMIA NTikapcbkunii 3aci6. seae
unipug, 6nicTepu B nayu;j 3 nepBrHHe Ta 3MiHN Yy BUPOGHMLTBI. 3MiHa
NHY KapToHY BTOPUHHE iMnopTepa/3aMiHu, L0 CTOCYTbCSA
CyKum nakyBaHHS, BUMYCKY Cepii Ta KOHTPOJO SKOCTI
HaTt KOHTpO/b Ta roTOBOrO /iKapCbKoro 3acoby (3amiHa
BMNPOGYBaHHSA abo aofaBaHHS BUPOOHUKA, LLO
cepii, BK/oUaum BignoBigae 3a BBE3EHHA Ta/abo
BUNYCK cepii: BMNyCK cepii) - He Br/Itovaoun
MpAT "TexHonor", KOHTPO/b/BUNPOBYBaHHSA cepii.
YKpaiHa,; [opaBaHHs1 BUpobHuka M3,
BMPOGHUK BiANoBiga/IbHOro 3a BUMYCK cepil, He
BiiNOBIAabHWIA 32 BK/10YAI0UW KOHTPO/1b/BUNPOBYBaHHSA
BMNYCK cepii, He cepii ToBapnCTO 3 06MEXEHO
BK/IOYa4YM BignosigansHicTio "34PABQO",
KOHTPO/b/BUNPOBY YkpaiHa. 3MiHN BHECEHO B IHCTPYKLIitO
BaHHS cepii: AN Me[UYHOro 3aCTOCyBaHHA
ToBapucTBO 3 nikapcbKoro 3acoby y po3ginu
obmexeHo "Bupo6HUK", "MicLie3HaxoMKeHHS
Bi4NOBiAA/IbHICTIO BMPOGHMKa Ta agpeca Micusi
«3[0PABO», NPOBaXEHHS 0r0 Ois/IbHOCTI" 3
YkpaiHa BIANOBIAHUMW 3MiHAMW B TEKCTI
MapKyBaHHS YNakOBOK.
171. | ME/IOKC® meloxicam | menok | MO1A | Tta6bneTku no 15 mr, Mepokemi Kinp Megokemi Nlimiteq, Kinp BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/7284/01/02
cukam C06 no 10 TabneTtok y Nimiten MaTepianis: YTOYHEHHS1 HaNnUCaHHA peyenmo




183 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
6nictepi; no 1 yMOB Bignycky B Hakasi MO3 ]
6nictepy B Ykpainu Ne 1013 Big 24.07.2026 B
KapTOHHI Kopo6Lyi npoueci BHECEHHS 3MiH (3MiHu |
TMNYy - AAMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3asBHMKa (BNacHviKa peecTpauiiHoro
noceigyeHHs). 3MiHa Ha3BuW Ta agpecu
3as1BHMKa (BNacHVKa peecTpauiiiHoro
noceigyeHHs). Pefakuis B Hakasi - 6e3
peuenTa. BipHa pepakuis - 3a
peLenTom.
172. | MENIbAOHIKO | meldoniu Menb[, - NOPOLLIOK ToBapucTtB | YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx - UA/10350/01/01
OUr1IaPAT m OHilA (cybeTaHuis) y 03 obmexeHo marepianis: 3MiHu | Tuny - 3MiHu 3
nonieTuIeHoBMX 06MeXeHo Bi4NOBiAA/IbHICTIO sKocTi. A®Il. CTabinbHiCTb. 3MiHa
MilWwkax ons 10 "®APMXIM" nepiogy NOBTOPHUX
hapmaLeBTUYHOIO Bignosiga BMNpo6yBaHb/nepioay 36epiraHHA abo
3aCTOCyBaHHS NBHICTIO ymoB 36epiraHHst A®I (3a BigCcyTHOCTI y
"OAPMXI 3aTBepKeHOMY [10CbE cepTudiikaTa
M" BiiNOBIAHOCTI €BpoOneichkit
hapmMakonei, Lo BKIoHae nepiog
NOBTOPHOro BUNpobyBaHHS) (nepiog,
NOBTOPHOro BUNpobyBaHHs/nepios
36epiraHHs) - 36iNbLIEeHHsT abo
BBe/leHHs nepiofly NOBTOPHOrO
BunNpobysaHHA/nepiody 36epiraHHA Ha
OCHOBI pe3y/ibTaTiB AOC/iAXKEHb Y
peasibHOMY 4aci - 3MiHa TepMiHy
npuAaTHOCTI Ha TEPMIH
NepeKoHTPOII0, 3MiHa 3anporoHoBaHa
y 3B’A3KY 3 NPOBEAEHUMM
LOCAIMKEHHAMM 3i CTabiNIbHOCTI Y
peasibHOMY yaci. [itoua pegakuisi: VII.
TEPMIH NMPUOATHOCTI 2 poku.
MponoHosaHa pepakuis: VII. TEPMIH
MEPEKOHTPO/KO 3 pokn. OHOBNEHI
MKS (eCTD 0001).
173. | MEPOMNEHEM | meropene | mepon - NOPOLLIOK AN [xeHocha Benwuka yiny AHTiGiOTiKC KnTaii BHECEHHS 3MiH O peecTpaLiiHnx - UA/21015/01/01
m eHemy PO34YUNHY A5 iH'EKLA pm N14 BpuTani dapmacbloTikan Marepianis: 3MiHu | Tuny - 3miHu 3
TpWrig, abo iHdysiid, no a Ko., NITa. sKoCTi. FOoTOBWIA Nikapcbkuii 3aci6.
part 1000 mr, NOpoLLOK Y CT1abinbHICTb. 3MiHa y TepMiHax
CKNSIHOMY h1aKOHi, npugaTHocTi abo ymoBax 36epiraHHs
3aKynopeHomy roTOBOrO /iKapCbKoro 3acoby
ryMOBOIO NPO6KOI0 (36inbLUEHHs TEPMiIHY NpuAaTHOCTI
Ta astoMiHiEBUM roTOBOrO Jlikapcbkoro 3acoby) - Ans
06TUCKHUM TOProBoi ynakoBky (NiATBEPMAKYETLCA
KOBMaYKoM, [aHVMK peanbHOro yacy) -
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IIpopoBxeHHs

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

cnopsamKeHnm
Kpuwkoto cpnin-ody,
Lo 3abe3neuye
KOHTPO/b NEepPLLOro
BigKpnTTS; in bulk:
no 100 chnakoHiB y
nauui 3 KapToHy

36inblUeHHA TepMiHy npuaaTtHocTi 13
(in bulk), y 3B'A3Ky i3 OTPMMaHHAM
NO3UTUBHUX AaHWX LLOAO AOCAIMKEHHS
cTabinbHOCTI y peaslbHOMY Yaci.
[itoya pepakuis:

TepMmiH NpuaaTHOCTI.

2 poku
MponoHoBaHa pegakuis:
OHosneHi MKA N3 (eCTD 0005)
TepMiH NpuaaTHoCTI.

3 poku
3MmiHu | TMNY - 3MiHK 3 SKoCTi. FoTOBUIA
nikapcbkuii 3aci6. CtabinbHicTb. 3MiHa
y TepMiHax npugaTHocTi abo ymosax
36epiraHHs roTOBOTO NiKapCbKOro
3acoby (3miHa y 3aTBepKeHOoMY
NPOTOKOAI CTabisIbHOCTI) - 3MiHa Y
NPOTOKOAi BUBYEHHS CTabINbHOCTI, Y
3B'A3KY 3HKEHHS 4acToTh
BMNPOOYBaHHA 4715 LLIOPIYHMX
KOMEPpL,AHNX Cepii.

Litova pepakuis:

YacToTa TectyBaHHs (419 36 micauiB):
0,3,6,9, 12, 18, 24, 36 micsiuiB
MponoHoBaHa peaakuis:
YacToTa TectyBaHHs (415 36 micauiB):
0, 6, 12, 24, 36 micsuiB

174.

METOHAT®

meldoniu
m

METOH
aT (3-
(2,2,2-
TpyMe
TUATIA,
pasuHi
)
nponio
HaTy
aurigp
aT)

CO1E
B22

PO34MH A9 iH eKLil
100 mr/mn; no 5 mn
B amnynax, no 5
amnyn y 6nictepi
OfAHOCTOPOHHLOMY,
no 2 6nictepn y
nauLi KapTOHHIl

TOB "®K
"CANIOTA
PIC"

YkpaiHa

BiiNOBIAabHWIA 32
BUPOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS,
KOHTpO/b Ta
BMNPOBYBaHHSA
cepii, He
BK/IHOHAI0UM
BUNYCK cepil:
MpAT "“/lekxim -
Xapkis", YkpaiHa,;
BiiNOBIAabHWIA 3a
BMNYCK cepii, He
BK/IHOHAI0UM
KOHTPO/b/BUNPOBY
BaHHs cepii: TOB
"dK
"CAJTIOTAPIC",

YKkpaiHa

BHECEHHS 3MiH [JO peecTpaLiiHnX
MaTepiasiis: 3MiHu | TMny - 3MiHK 3
AKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikaLlii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisx Ha A®l, abo
BUXIZAHUA/NPOMIXHWIA
NpoAyKT/peareHT, Wo
BMKOPWCTOBYIOTHCSA y Npoueci
BUPOGHMLTBA AD| (JONOBHEHHSA
crneundikau,ii HOBUM MOKA3HMKOM
SAKOCTi Ta BignoBiAHUM MeTO40M
BUNPOBYBaHHS) - AONOBHEHHS
cneungikauii A®l HoBuM napameTpom
"Bpomiamn" 3 HOPMyBaHHAIM «He
6inbLe 0,01% (100 ppm) 3
BiAMNOBIAHM MEeTOAO0M BMNPOOYBaHHS
Yy 3B’A3KY 3 MOX/IMBUM BUKOPUCTaHHSA
npu BupobHULTBI AP GpoMucTOi coni

3a
peyenmom

UA/11449/01/01




185 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
YKpaiHa Me/bAOHIl0.
175. | MIKAPONC® telmisarta Tenmic | C09C Tabnetku no 80 mr; BepiHrep Himeuun BepiHrep Himeuun BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/2681/01/01
n aptaH | AO7 no 7 TabneTtok y IHrenbxai Ha IHrenbxanm Ha/ MaTepianis: 3miHu | TUNY - 3MiHK 3 peyenmom
6nicTepi; no 2 abo M dapma 'mbX i Ko. Mpevis AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
no 4 6nictepu B IHTEpPHELUH KI, HimeuumHa; 3MiHV Yy BUPOBHMUTBI. 3MiHM y Npoueci
KapTOHHI Kopo6Lyi nrmex BepiHrep BMPOGHMLITBA FOTOBOrO NiKApPCbLKOro
IHrenbxaim 3acoby, BK/OYaKUM NPOMIKHWUIA
Xennac CuHr NPOAYKT, WO 3aCTOCOBYETLCA NPU
Membep C.A., BMPOGHULTBI FOTOBOTO NiKapCbKOro
Ipevis 3aco6y (iHLWi 3MiHK).
BuganenHs po3mipy cepii 240 kr ans
N3 no 80 mr gns Bupo6Huka bepiHrep
IHrenbxaiim Xennac CuHrn Meméep
C.A,, lpeuist
176. | MIHTErPA aripiprazol | apwunin | NO5A TabneTku, LWo MpAT Ykpaina PoHTiCc Xennac Mpeuis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a He UA/18061/01/02
e pason | X12 AVCnepryoTbea B "papmaue Megikan eHg, marepianis: 3miHu | Tuny - peyenmom | niosn
POTOBI NOPOXHWHI, BTUYHA dapmacbloTikan AAMiHICTpaTMBHI 3MiHW. 3MiHa seae
no 15 wmr; no 10 hipma Mpogaktc C.A. HaliMeHyBaHHs Ta/abo agpecu Micus
TabneTok y 6nictepi; | "OapHuysa" NPOBaPKEHHSA AiANbHOCTI
no 3 6nictepu B BMPOGHMKa/imnopTepa rotoBoro
nauui nNikapcbKoro 3acoby, BK/IHOHaum
AinbHUUI BUNYCKy cepii abo micue
NpoBe/ieHHs1 KOHTPOJIO SKOCTI.
([isnbHICTB, 3a AKy BignoBifae
BMPOGHMK/IMNOPTEpP, BKOYAOUN
Bunyck cepiit) (A.5. (a) IAHN)
3MiHa agpecu micua npoBaKeHHs
AiSNbHOCTI BUpOOHUKa PoHTIC Xennac
Megikan eHg ®apmacbloTikan
Mpogaktc C.A., I'peuis, 6e3 3MiHU
MicL BUPO6GHMLTBA. 3MiHW BHECEHO Y
po3ain "MicLe3HaxomKeHHs
BMPOOHYMKa Ta agpeca Micus
NPOBAaKEHHSI A0T0 Ais/IbHOCTI" B
IHCTpYKLl0 ANS MegnyHOro
3aCTOCYBaHHA Ta AK HACNIAOK - y TEKCT
MapKyBaHHS YMakoBK/ NiKapcbkoro
3acoby. BBeeHHS 3MiH NpoTArom 6-Tu
MicALiB Nicnsa 3aTBepPAKEHHS.
177. | MIHTErPA aripiprazol | apunin | NO5A TabneTku, LWo MpAT YkpaiHa PoHTic Xennac Mpevis BHECEHHS 3MiH O peecTpaLiiHnx 3a He UA/18061/01/03
e pason | X12 AVICNepryoTbes B "®hapmaue Megikan eHg, Marepianis: 3miHu | Tumny - peyenmom | nion
POTOBI NOPOXHWHI, BTUYHA PapmacbloTikas AAMIHICTpaTVBHI 3MiHW. 3MiHa seae
no 30 mr; no 10 thipma Mpogaktc C.A. HaliMeHyBaHHA Ta/abo agpecy micus
Tabnetok y 6nictepi; | "OapHuusa” NPOBaKEHHS AiSNbHOCTI

no 3 6nictepu B
navi

BMPOGHMKa/iMnopTepa rotoBoro
NiKapCcbKoro 3acoby, BKYaum
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

AinbHULI BUNYycKy cepii abo micue
NpoBeAEHHS KOHTPOJIIO AKOCTI.
(misnbHicTb, 3a Ky Bignosigae

BUPOGHMK/IMIOPTEP, BKIOYAKOUN

Bunyck cepiit) (A.5. (a) IAHN)
3MiHa agpecu MicLsA NPOBaKEHHS
LisinbHOCTI BUpobHMKa PoHTic Xennac
Megikan eHg ®apmacbloTikan
Mpopaktc C.A., Ipeuis, 63 3miHK
MicLs BUPOBHULTBA. 3MiHW BHECEHO Y
po3ain "Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca Micus
NPOBAKEHHS! A0r0 Ais/IbHOCTI" B
IHCTPYKLilO ANS MeguyHOro
3aCTOCyBaHHSA Ta K HacNifoK - Y TEKCT
MapKyBaHHS YMakoBKV Nikapcbkoro
3acoby. BBefeHHs 3MiH NpOTArom 6-1u
MicSLIB MiC/1sA 3aTBEPKEHHS.

178.

MIHTEIPA

aripiprazol
e

apvnin
pason

NO5A
X12

TabneTtku, Wo
ANCnepryoTbes B
POTOBI NOPOXHWHI,
no 10 mr; no 10
Tabnetok y 6nictepi;
no 3 6nictepu B
navui

MpAT
"PapmaLe
BTUYHA
hipma
"OapHuua"

YkpaiHa

PoHTic Xennac
Megikan eHpg,
PapmacbloTikas
Mpopaktc C.A.

Mpevis

BHECEHHS 3MiH [JO peecTpaLifiHmnX
MaTtepianis: 3miHu | Tuny -
AJMiHICTpaTVBHI 3MiHK. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecy micus
NPOBaZYKEHHS AiS/TbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIUaum
AiNbHULI BUNYCKy cepii abo micue
NpoBeAEeHHS KOHTPOJO AKOCTI.
(aisnbHicTb, 3a AKy Bignosifae
BMPOGHMK/IMIOPTEP, BKIOYAKOUN
Bunyck cepiid) (A.5. (a) IAHN)
3MiHa agpecu MicLsA NPOBaKEHHS
LisNbHOCTI BUpo6HMKa PoHTiCc Xennac
Megikan eHg ®apmacbioTikan
Mpopaktc C.A., I'peuis, 6e3 3MiHK
MicLsi BAPOOHULTBA. 3MiHN BHECEHO Y
po3ain "Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca Micus
NPOBaPKEHHS I0T0 AisANbHOCTI" B
IHCTPYKLi0 ANA MegUYHOro
3aCTOCYBaHHA Ta SK HAC/IAOK - Y TEKCT
MapKyBaHHS YMakoBKV NiKapcbKoro
3acoby. BBeeHHS 3MiH NpoTArom 6-Tu
MicsLiB NiCNsA 3aTBEPPKEHHS.

3a
peyenmom

He
nion
seae

UA/18061/01/01

179.

MOHOMPOCT
®

latanopros
t

nataH
onpoc

SO1E
EO1

Kpani O4Hi, pO34nH,
50 mkr/mn, no 0,2 mn
B 0/1HOJ030BOMY

NABOPAT
YAP TEA

®paHuis

EKCENBI3IOH

®paHuis

BHECEHHS 3MiH 40 peecTpaLinHmx
MaTtepianis: 3miHu | TNy -
AfMiHICTpaTMBHI 3MiHW. 3MiHa

3a
peyenmom

UA/16308/01/01




187 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
KOHTeliHepi; no 5 HaliMeHyBaHHs Ta/abo agpecu Micus
0fHOI030BUX NPOBaKEHHS AiSNbHOCTI
KOHTEliHepiB, BMPOGHMKa/imnopTepa rotoBoro
3’€lHaHUX MiX nNiKapcbKoro 3acoby, BKIUaum
€06010 y CTPiUKy AinbHUUI BUNYyCKy cepii abo micue
(cTpwin), y cawe; no NpoBeeHHS KOHTPOJTH SKOCTI.
6 calle y KapTOHHiii ([isnbHICTB, 3a Ky BignNoOBifaE
Kopoo6Li BMPOGHMK/IMNOPTEpP, He BK/IOYaumn
BUNYCK cepiil) 3miHa agpecu
3aTBEPKEHOT albTePHATUBHOT
AiNbHUL BTOPUHHOTO NakyBaHHS
SERVIPAC, a came i3 Cours
Offenbach, Route de Montelier, 26000
Valence, ®paHuis Ha 13 cours
Jacques Offenbach, 26000 Valence,
$paHuin, 3 BigNOBIAHMMU 3MiHAMU [0
po3giny 3.2.P.3.1. Bupo6Huk(n).
180. | MYNbTUIPU acetylcyst | auetu RO5C TabneTky LWunnyui, [enbta Leiua | Annekc ®apma CA | LUeliya BHECEHHS 3MiH A0 peecTpaLinHmx 6e3 UA/18647/01/01
N BPOHXO eine numct | BO1 600 wmr; no 10 Megiken pist pis marepianis: 3MiHu | Tuny - 3MiHu 3 peyenma
eiH TabneTtok y Ty6i, no MpomoyLw sKocTi. CepTudpikaT BignosigHocTi/l'E-
1 Ty6i B KApTOHHIA H3 Al cepTudikaT BiANOBIAHOCTI

KopooLi

€Bponeiicbkiit
thapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO cepTudikaTa
BIAANOBIAHOCTI 260 BUNYYEHHS
cepTtudikaTa BignoBigHoCTI
€Bponeiicbkiii hapmakonei: ana Adl;
Ansa suxigHoro
marepiany/peareHTy/nPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BMPOGHULTBI API; ANt LONOMIKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoBNeHWiA cepTudikar Big, yxe
3aTBepKEHOro BUpo6HuKa. MogaHHsA
OHOBJIEHOTO cepTudikaTa
BiiNOBIAHOCTI €BpoONeichkit
tapmakonei CEP 2010-092-Rev 03
(3aTBepmkeHo CEP 2010-092-Rev 02)
ana [ilo4oi pevoBrHN aueTUNLUCTEIHY
Bi, 3aTBEPAKEHOr0 BUPOGHMKA
WUHAN GRAND HOYO CO., LTD.,
KWUTAI. Ak Hacninok oHosneHHs CEP
6yna gofaHa HoBa BMPOGHMYa
AiNbHULA ANA BXe 3aTBepKeHoro
Bupo6Huka WUHAN GRAND HOYO




188 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
CO., LTD., KUTAN.
181. | HEBIHOPM nebivolol HebiBo | CO7A Tabnetkn no 5 mr, TOB HB® | YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnx 3a He UA/19237/01/01
nony B12 no 10 TabneTok y «MIKPOXI «MIKPOXIM», MaTtepianis: 3miHu | TNy - peyenmom | niosn
rigpox 6nictepi; no 2 M>» YkpaiHa AAMIHICTPaTUBHI 3MiHW. BunyuyeHHs sfeae
nopug 6nictepn y nauui 3 (BignoBiganbHuiA BMPOBHMYOT AiNbHULL (BK/IHOYAOUN
KapToHy 3a BUPOGHNLTBO AinbHuui ans A®l, npoMixHoro
Ta npoAyKTy abo roToBOro NikapcbKoro
KOHTPO/Tb/BUNPOOY 3aco0y, AiNbHULi 418 NPOBEAEHHS
BaHHA cepii, He nakyBaHHSs!, BUPOBGHMKa,
BK/IIOHa0UN BiZiNOBIAA/IbHOTO 3 BUMYCK Cepiid,
BMNYyCK cepii); MicLie MPOBEeAEHHS KOHTPOSTIHO cepii)
TOB HB® ab0 nocravyasibHMKa BUXiAHOTO
«MIKPOXIM», marepiany, peareHTty abo AonoMixHoT
Ykpaina PEYOBUHM (SIKLLO 3a3HAYEHO Y JOCLE)
(BignoBiganbHwUiA BunyueHHst hyHKUjT «BigNOBIga/IbHUI
3a BUNYCK cepii, He 3a BUNYCK cepii» 4719 BUPOOGHNYOT
BK/THOYAOUM AinbHuui TOB HB® "MIKPOXIM 3a
KOHTpPO/Ib/BUNPOGY agpecoto : YkpaiHa, 93400, JlyraHcbka
BaHHs cepif) 0671., M. CeBepoaoHeLbK, By.
Mpomucnosa, 6ya. 24-8. 3MiHn
BHECEHO B iHCTPYKLito A1 MEeAUYHOro
3acTocyBaHHSA MikapcbKoro 3acoby y
po3g4inn «BnpobHuk» Ta
«Micue3HaxopKeHHs1 BUPOGHMKa Ta
afpeca Micus NpoBaKeHHs 1ioro
LOiSIbHOCTI» LWOA0 BUYYEHHS
BMPOGHMYOT AibHULI 33 aApecoro
YkpaiHa, 93400, /lyraHcbka 0611., M.
CeBepooHeLbK, Bys. [MpoMncnoBa,
6yA. 24-B. SIK HACNIOK - BUYYEHHS
IHCTPYKLiT Ana MeguyHoro
3aCTOCyBaHHS Ta TEKCTY MapKyBaHHsA
yNaKoBKM NikapCbKoro 3acoby ans
[aHoi AiNbHUL.
182. | HEMOTAH nimodipine | Himog | CO8C | TabneTku, BKpWTI Megokemi Kinp Megokemi NimiTeq, Kinp BHECEHHS 3MiH 40 peecTpaLinHmx 3a He UA/1286/01/01
UMiH A06 NNiBKOBOIO NimiTen MaTtepianis: 3miHu | TNy - peuyennmom | miosn
o06050HKot, no 30 AAMiHICTpaTMBHI 3MiHW. 3MiHa s2ae
mr; no 10 TabneTok HalilmeHyBaHHs Ta/abo agpecu
y 6nicTepi; no 3 abo 3asBHMKa (BNacHvKa peecTpauiiHoro
10 6nicTepiB y nocBigYeHHs) 3MiHa Ha3BW Ta agpecu
KapTOHHI Kopo6Lyi 3asBHMKa (BNacHvKa peecTpauiiHoro
nocBig4eHHs)
183. | HEO-AHIH® - 2,4- RO2A | nbogsHuku; no 12 [veadchap | Himeuun BUMNYCK cepil: Himeuun BHECEHHS 3MiH O peecTpaLiiHmnx 6e3 nion UA/7674/01/01
ouxio | A20 NbOASAHUKIB Y Ma 'm6X Ha [JvBadhapma Ha marepianis: 3miHu | Tuny - 3MiHK 3 peyenma seae
pben3 6nicTepi; no 2 abo M6X, HimeyunHa,; sAKocTi. CepTudikat signosigHocTi/TE-
HUJIOB no 4 6nictepu y BMPOGHNLTBO cepTudikaTt BiANOBIAHOCTI




189 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
uu KapTOHHI Kopo6Lyi Hepo3dacoBaHol €Bponeiicbkiii
CrupT npoayKuir, thapmakonei/MoHorpadii. NMogaHHs
. nepBUHHe Ta HOBOro abo OHOB/IEHOrO cepTudiikata
aMinm BTOPUHHE BiANOBIAHOCTI a60 BUMYYEHHS
eTakp nakyBaHHs, cepTudiikaTa BignoBigHOCTI
€301, KOHTPO/Tb SIKOCTI: €Bponeiicbkiii hapmakonei: ana Adl;
J1eBO Knoctepchpay ONs BUXIAHOTO
MEHT Bepnin T'M6X, marepiany/peareHTy/npomikHOro
oIl HimevunHa NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y

BUPOGHMUTBI A®I; Ana ONOMDKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEPKEHOr0 BUPOOHMKa NOAAHHS
OHOBJ/IEHOTO cepTudikata
BiANOBIAHOCTI EBpoNechkili
thapmakonei Ne R1-CEP 2014-346-
Rev 00 (nonepeaHs Bepcis Ne RO-CEP
2014-346-Rev 00) anst A®l 2,4-
ONXN0op6EH3NIOBUIA CNNPT Bif YXe
3aTBepAxeHoro BupobHuka BIOXERA
PHARMA PRIVATE LTD., India.
MorofkeHHs Ha3BW 3aTBEPAXKEHOTO
BMpo6HuKa APl B MKA /13 6e3 3MiH B
Marepianax peecTpauiiiHoro Aocke, a
came: 6yno — BioXera Pharma Pvt.
Ltd., ctano— BIOXERA PHARMA
PRIVATE LTD., India.
3anponoHoBaHo: RO-CEP 2014-346-
Rev 00 - 3anponoHoBaHo: R1-CEP
2014-346-Rev 00
BBefeHHs1 3MiH npoTArom 9-T MicsAuiB
nicns 3aTBepaXeHHs. 3MiHu | Tuny -
3MiHK 3 siKOCTi. FoTOBWMIA NikapCbKuii
3aci6. KoHTpo/ib roToBOro nikapcbkoro
3acoby. 3miHa napameTpiB
cneuudikayin Ta/abo gonycTummx
MEX rOTOBOr0 NiKapCbKoro 3acoby
(BVMNYyYEHHS HE3HAYHOTO MOKa3HMKa
(Hanpvknag 3acTapinoro NokasHuka,
TaKoro siK 3anax Ta cmak, abo
iieHTUdiKaLis 6apBHUKIB UM CMaKOBUX
[06aB0K)) BHECEHHS 3MiH 0
Cneuudpikauii N3, 30kpema:
BUJTyYEHHS HE3HAYHOrO NOKa3HMKa
«CMak» 3 BiANOBIAHO 3MIHOK Y




190 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3aco6y HenameH T ynakoska) a uka yBsa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *

MeToAax KOHTPO/0. 3MiHV BHECEHO B
IHCTPYKLi0 ANS MegnyHOro
3aCTOCYBaHHSA NiKapcbKoro 3acoby y
po3gin «Jlikapcbka chopma» (OCHOBHI
hi3nKO-XiMiYHI BNACTUBOCTI).
BBefeHHs1 3MiH NpoTArom 9-T MicsAUiB
nicnsa 3aTBepMKeHHs. 3MiHu | Tuny -
3MmiHu 3 gkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiAANOBIAHOCTI EBpoNechkili
thapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTudikata
BiANOBIAHOCTI a60 BUIYYEHHS
cepTudiikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans Adl;
ONs BUXIAHOTO
marepiany/peareHTy/nPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BUPOGHMUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA - NOAAHHSA
OHOBJ/IEHOTO cepTudiikata
BiAANOBIAHOCTI EBpoNechkili
apmakonei R1-CEP 2012-343-Rev
01 (nonepegHs Bepcisi Ne R1-CEP
2012-343-Rev 00) ans Adl
aminmeTakpesosn Bif, yxe
3aTBepAxeHoro BupobHuka BIOXERA
PHARMA PRIVATE LTD., India. B
pamkax i€l 3mMiHM Bigbynacs 3mMiHa
TepMiHy nepekoHTposio Ad|
aminveTakpeson, a came: 6yno —4
poku, ctano — 5 pokis. MorogkeHHs
Ha3BW 3aTBEpPAKEHOro BUpo6HNKa Ad|
B MK# /13 6e3 3MmiH B MaTepianax
peecTpavuiiniHoro gockbe, a came: 6ys10
— BioXera Pharma Pvt. Ltd., ctano—
BIOXERA PHARMA PRIVATE LTD.,
India. BignosigHO OHOBNEHI PO3Ainv
pocbe 3.2.R, 3.2.S.2.1, 3.2.5.4.4,
3.2.5.7.2. 3atBepaxeHo: R1-CEP
2012-343-Rev 00
3anponoHoBaHo: R1-CEP 2012-343-
Rev 01 - BBefieHHs 3MiH NpoTArom 9-




191 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3aco6y HenameH T ynakoska) a uka yBsa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *

TV MiCALB Nicnsa 3aTBePAKEHHS. 3MiHN
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. Onuc Ta cknag,.
3MiHa y cknagi (4oNoMKHUX
peyoBUHAax) roTOBOro Mikapcbkoro
3acoby (cmakoBi J06aBku abo
6apBHVKN) - [loAaBaHHS, BUSTyYEHHS
ab60 3amiHa - BHECEHHSI 3MiH A0 cKnagy
nikapcbKoro 3acoby, 30kpema: 3aMiHa
[0MOMDKHOT peYOBMHM ONist 3ipyacToro
aHicy Ha JONOMKHY pPEeYOBUHY 0nis
3ipuacToro aHicy 6e3 ectparony.
BignosigHo o "Public statement on
the use of herbal medicinal products
containing estragole
EMA/HMPC/137212/2005 Rev 1"
BMICT ecTparosy B likapCbknx 3acobax
Mae 6YTU 3HWKEHWI [0 3HAYEHHS
"Hxye 0,05 mr/ocoby/goby". PaHiwe
BMKOPMCTOBYBaHa Y NiboAsiHMKax osis
3ipyacToro aHicy MiCTUTb ecTparon,
TOMYy 11 3aMiHUAN ONiEI 3ipYacToro
aHicy, sika He MiCTUTb ecTparony.
KinbKicTb 4ONOMIXHOT pe4yoBuHU onii
3ipyacToro aHicy (6e3 ectparosny) Taka
X, SK | B nonepeaHboMy cknagj
roTOBOrO /ikapCbKOro 3acoby.
BBeAeHHs 3MiH NpoTArom 9-tn micsAuis
nicns 3aTBepKeHHs. 3MiHu | Tuny -
3MiHu 3 sKocTi. FoTOBMIA NiKapCbKuii
3aci6. KoHTposib roToBOro nikapcbkoro
3aco6y (iHLWi 3MiHK)
OHOBJIEHHS BXE 3aTBEPKEHNX
MeTO/iB KOHTPOJO SAKOCTi NiKapCbKoro
3acoby, a came: BUKNaAEHHSI TEKCTY
[epXXaBHOK MOBOIO 3riHO Cy4aCHNX
BMMOT. BBeeHHs 3MiH NpoTArom 9-Tn
MICALIB MiCNA 3aTBEPAKEHHS. 3MiHM |
TUny - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo
[0MyCTUMUX MEX rOTOBOr0O
nNikapcbkoro 3acoby (4ONOBHEHHS
cneuudikauii HOBUM NMOKa3HUKOM 3
BiANOBIAHMM METOA0M BUNPO6YBaHHSA)
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH ) ynakoska) a uka yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
hofaBaHHsA [0 cneundikaii N3 ana
nokasHuka «KifibkicHe BU3HAUYEHHSI»
TEOPETUYHOT0 PO3paxyHKy Ans
JIEBOMEHTO/Y Ta /IEBOMEHTOY, LLO
MICTUTbCS B ONii M'ATW NEepLOBOI Ta, AK
HacnifokK, 3MiH1 B METOAWKY
BUNPO6YBaHHSA. BBeAEHHS 3MiH
npoTArom 9-Tm MicAUIB micns
3aTBEPAKEHHS.
184. | HEO®D/A3IA - ekcTpa - rycTuii eKCTpakT ToBapucTB | YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiHnX - UA/16520/01/01
KT (cybeTaHuisn) y 03 06MEXEHOI0 MaTepiasiiB: 3miHu | TMny - 3MiHK 3
rycTuii EMHOCTSX 3 06MeXeHo Bi4NOBIAANbLHICTIO akocTi. A®l. Bupo6bHMUTBO. 3MiHM B
, Hepxasitoyoi cTai 10 "HaykoBo- npoteci Bupo6HuuTea AP (iHwi 3MiHK)
ofepPX abo kaHicTpax BiAgnoBiga BMPOGHMYA - B po3gini 3.2.S.2.2. Onuc
aHwi 3 nnacTMacoBux Ans NBHICTIO KoMMaHis BMPOGHMYOro Npouecy Ta oro
pigkor hapmaLeBTUYHOIO "HaykoBo- "Exkochapm” KOHTPO/I0 3a3HavYaEeTbCA napameTp
o] 3aCTOCyBaHHS BMPOGHUY «yacToTa 06epTiB Milasiku», K ue
ekcTpa a BKa3aHo y po3gini 3.2.S.2.4. KoHTponb
KTY KOMNaHis KPUTUYHMX CTagjil Ta NPOMIKHOT
Mpote "Ekochapm npoaykKujii.
nasi "
A
(ekcTp
akT i3
cyMiLli
Tpas
(1:1)
LLlyykm
aepHu
cToi
(Herba
Desch
ampsi
a
caespi
tosa
L) Ta
BiHuk
a
Hazem
HOro
(Herba
Calam
agrosti
s

epigei
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n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH ) ynakoska) a uka yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
osL.)
185. | HIMEKEP nimesulide | Himecy | MO1A NMOPOLLIOK ToBapucTB | YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnx 3a He UA/19690/01/01
nig, X17 rpaHy/iboOBaHWin ans 03 06MexeHo MaTepianis: 3miHa 3asBHuka /13 peyenmom | niosn
opasibHOI CycneHsil, 06MexeHo BiAANOBIAA/ILHICTIO (MIBM) (BNacHuka peecTpaLjiitHoro sfeae
100wmr/2r;no2ry 10 «KoHapk noceigyeHHs) (3rigHo Hakaly MO3 Big
cawe; no 10 cawe Bignosiga IHTenven» 23.07.2015 Ne 460): TepMiH BBEAEHHSA
a6o 30 caule y naui NbHICTIO 3MiH - MPOTAroM 6-Tu MicsLiB nicns
3 KapTOHY "KoHapk 3aTBEPKEHHSA. 3MiHM | TNy -
IHTenven" AMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BU

nNiKapcbKoro 3acoby - 3MiHa Ha3Bu
nikapcbkoro 3acoby. 3ATBEPIXKEHO:
HIMECYNIA (NIMESULID).
3AMPOMNOHOBAHO:
HIMEKEP. TepmiH BBeAEHHS 3MiH -
NPOTArom 6-Tu MicALiB nicns
3aTBePMHKEHHS. 3MiHM | TUnNy - 3MiHK
Lofo 6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy thapmakoHarnsgy (BBefeHHs
y3arasibHeHNX AaHux Npo cuctemy
hapmakoHarnsagy, amiHa
YNOBHOBaXEHOT 0co6M,
BignoBigasnbHOI 3a 3AjACHEHHSI
hapmakoHarnsgy; KOHTakTHoi ocoou 3
hapmakoHarnsgy 3asBHuka ans
3pificHeHHs1 hapMakoHarnisay B
YKpaiHi, AKLLI0 BOHA BigMiHHA Bif
YNOBHOBaXEHOT 0co6M,
BignoBigabHOI 3a 3AjACHEHHSI
hapmakoHarnagy (Bkiovaouu
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MilLleHHi MacTep-ghaiina cuctemm
hapmakoHarnsagy)
3MiHa ynoBHOBaXKEHOI 0CO6M
3asBHMKa, BiANOBIAa/IbHOI 3a
hapmakoHarnag,. fivova pepaxuis:
BoHpap Hatanis bopuciBHa.
MponoHoBaHa pepakuis: benikosa
CsiTnaHa MuxalinisHa. 3miHa
KOHTaKTHUX OAaHUX YNOBHOBaXEHOI
0co6u 3as1BHMKA, BiAnoBigasibHOI 3a
hapmakoHarnag,. 3miHa
MiCLLe3HaxX04KEHHSA MacTep-thaina
cuctemn chapmakoHarnsgy Ta iioro
Homepa. 3MiHa Micusi 3AiCHEHHS




KOHTPO/Ib AKOCTI:
l'epgeoH PixTep
PymyHia A.T.,
PymyHis

YKpaiHi, AKLL0 BOHA BigMiHHA Bif
YNOBHOBaXEHOT 0co6M,
BignoBiganbHOI 3a 3MjACHEHHSI
hapmakoHarnagy (Bkiovaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MilLleHHi MacTep-ghaiina cuctemm
thapmakoHarnsgy).
3MiHa ynoBHOBaXKeHOI 0Cco6u
3asBHMKa, BiANOBIAa/IbHOI 3a
thapmakoHarnsag.

[Litova pepakuis: Attina Onar.
MponoHoBaHa pepakuis: flacno
Cekeli.
3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0CO6Y 3asBHMKA,
BiANOBIAa/IbHOI 3a thapMakoHarnsg,.
3MiHa KOHTaKTHMX fAaHWUX KOHTaKTHOT
0co6u 3as1BHMKA, BiAnoBigasibHOI 3a
hapmakoHarnag B Ykpaii.
3MiHa MicLe3Haxo4KEHHS MacTep-
thaiina cuctemu chapmakoHarnisay.

3MiHa Micus 3AjiiCHEHHS OCHOBHOT

194 IIpopoBxeHHs
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n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
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mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy. 3MiHu | Tuny -
3MiHu Wwopao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu)
OHOBMEHHSA TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOT YNaxkoBOK
nikapcbKoro 3acoby, a came:
BHECEHHS He3HauHVX pefakuiiHnX
npaBoK MO TEKCTY. TepMiH BBEAEHHSA
3MiH - NPOTAroM 6-Tu MicsLiB nicns
3aTBEPKEHHS.
186. | HI®PYPOKCAS3 | nifuroxazid | Hicoyp | AO7A CyCneHsisi opaUibHa, BAT Yropwm KOHTPO/Ib SIKOCTI, Monbuwa BHECEHHS 3MiH 0 peecTpavinHmx 3a UA/9060/02/01
na PIXTEP e okcasu | X03 220 mr/5 mn; no 90 "T'efieoH Ha [03BiNT Ha BUMYCK / marepianis: 3miHu | Tuny - 3miHn peyenmom
il MY dhakoHi; no 1 PixTep" cepii: TOB PymyHist Lofo 6e3nekn/edheKTMBHOCTI Ta
hNakoHy 3 JTOXKKOK- "'epeoH Pixtep thapmakoHarnsgy. BeegeHHs abo
[,03aTOpoOM Y Monba”, 3MiHM [0 y3arasibHeHVX AaHuxX Npo
KapTOHHI ynakoBLi Monbua; cuctemy thapmakoHarnsgy (BBefeHHs
BUPOGHMNLITBO y3arasibHeHVX faHux Npo cuctemy
Hepo3dhacoBaHoro thapmakoHarnsgy, amiHa
NPOAYKTY, YNOBHOBaXEHOT 0co6M,
nepBuHHA BignoBiganbHOI 3a 3MjACHEHHSI
ynakoBka, hapmakoHarnsgy; KOHTakTHoi ocoou 3
BTOPVHHA thapmakoHarnfgy 3assHuka gis
ynakoBka, 3AiicHeHHA thapMakoHarnagy B
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek Homep
s1aM | peecmpayitiHo
yBa 20

HHST* nocsBioOYeHHs
*

LisNbHOCTI 3 hapmakoHarnsagy.

187.

HOPKOTYT®

norethister
one

HopeT
uctep
OH

GO03D
C02

TabneTtkn no 5 wr;
no 10 TabneTok y
6nictepi; no 2
6nictepn y
KapTOHHI ynakoBLi

BAT
"lepeoH
PixTep"

YropLm
Ha

BAT "TepeoH
PixTep"

YropLm
Ha

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis: 3miHu | TUny - 3MiHn
wofo 6e3snekn/edekTMBHOCTI Ta
thapmakoHarniagy. BeeaeHHsi abo
3MiHM [0 y3araJiHEHUX JaHuX Mpo
cucTemy thapmakoHarnsgy (sBefieHHs
y3arasibHeHVX AaHnX Npo cuctemy
hapmakoHarnagy, amiHa
YNOBHOBaXEHOT 0co6u,
BigNoBiga/IbHOI 32 34jACHEHHSI
hapmakoHarnsgy; KOHTakTHoI ocobu 3
hapmakoHarnsgy 3asiBHuka s
3[iiCHEHHS (hapMakoHarnsgy B
YKpaiHi, AKLWwo0 BoHa BiAMIHHA Bif
YNOBHOBaXEHOT 0co6M,
BigNoBiga/IbHOI 32 34iACHEHHSI
hapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MilLEeHHI MacTep-haiina cuctemm
thapmakoHarnagy). 3miHa
YMNOBHOBaXeHOT 0CO6U 3asBHMKA,
BiANOBIAA/IbHOI 32 hapmMakoHarnsg.
[itova pepakuia: Attina Onar.
MponoHoBaHa pegakuis: flacno
Cekeil. 3MiHa KOHTaKTHUX AaHUX
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAa/IbLHOI 3a thapMakoHarnsg,.
3MiHa KOHTaKTHMX fAaHWUX KOHTaKTHOT
0Cco6M 3as1BHMKA, BiAnoBigabHOI 3a
hapmakoHarnag B Ykpaii.
3MiHa MicLe3HaxoMKEHHS MacTep-
thaiina cuctemu chapmakoHarnisay.
3MiHa MicLs 34jACHEHHS OCHOBHOT
LisNIbHOCTI 3 chapmakoHarnsgy.

3a UA/7288/01/01
peuenmom

188.

HYBIK |
NUWIQ®

Coagulatio
n factor
VI

CUMOK
TOKOT
anbcha
(peko
MbiHa
HTHWI
hakTo
p
koaryn
auii
KpoBi

B02B
D02

MOPOLLOK Ta
PO3YMHHIKK AN
PO34unHyY ANS iH'eKLi
no 4000 MO; 1
dnakoH 3
nopotukom, 1
nonepegHLO
3anoBHEHWIA LWNpKL,
3 PO3UMHHUKOM MO
2,5 mn (Boga ans
iH'eKLi) pa3om 3

OxkTathapm
a

dapmaues
TMKa
MpoaykTio
Hecrec
M.6.X.

ABCTpis

BMPOGHMUK,
BiiNOBIgabHWIA 32
BVMPOGHMLTBO in
bulk, nepsuHHe
nakyBaHHs1,
BisyasnibHy
iHCnekuito,
BMNPOOYBaHHA Ha
LisTicHICTb,
BUNPOGYBaHHSA
AKOCTI, BUMYCK

Lseuis/
Himeuun
Ha

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | Tuny - 3MiHu 3
akocTi. A®l. Bupo6bHMUTBO. 3MiHM B

npoteci Bupo6HuuTea A®I (iHwwi
3MiHM). 3MiHW Y BUPOOHNYOMY npoLeci
aKTUBHOTO iHrPIfIEHTY-CYMOKTOKOT
anbha (pekomMbiHaHTHWI hakTop
Koarynsuii kposi VIII), a came-

BUA/IEHHA OAHOIO 3 BUPOOHNYMX

npouecis - NiHis "Bio100". 3miHu Il
TIny - 3MiHK 3 skocTi. AdI.

3a UA/17140/01/08
peyenmom
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Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
VIIT) KOMMNMEKTOM ANs cepil KiHLeBOro Bupo6HMLTBO. 3MiHW B NpoLLeci

PO3UYMHEHHS i
BHYTPILLHHOBEHHOTO
BBeAeHHs (1
apantep gns
BiAKPMTTA chiakoHa,
1 ronka-meTenuk, 2
npocoYyeHi cnMpToM
TamnoHu) B
KapTOHHI Kopo6Lyi
Nel

NpoaykTy
(nopowwka ans
pO34nHy Ans
iH exuili Ta
PO3YMHHIKA):
Oxktadhapma AB,
LWsewis;
BMPOGHWK,
BiANoBigabHMI 3a
BisyasnibHy
iHCnekujto Ta
BUNPOOYBaHHA Ha
LinicHicTb Ans
nopotuka Ans
pO34nHy Ans
iH EKLN,
MapKyBaHHA Ta
BTOPVHHE
nakyBaHHS
KiHLLeBOro
npoaykTa
(nopowwka ans
PO34nHY AnA
iH exuili Ta
PO3UYMHHYIKA):
OkTadapma
[eccay 'm6X,
HimeuumnHa;
BisyanbHa
iHCnekuisn,
BMNPOBYBaHHS
AKOCTI,
MapKyBaHHS Ta
BTOPVHHE
nakyBaHHS
PO3UMHHYMKA:
Bettep ®apma-
®epTiryHr F'm6X Ta
Ko. KT,
HimeuumnHa;
BisyanbHa
iHCnekuisn,
BMNPOBYBaHHS
CTabiNIbHOCTI
PO3YMHHYMKA:

BMpo6HUMLTBa API (3MiHa CTOCYETBLCA
aKTUBHOT PEYOBUHN
6ionoriyHOro/iMyHOM0r4YHOr0
NOXOMKEHHSI ab0 BUKOPUCTAHHSA
XiMiyHUX A®| y BUPOOHULTBI
nikapcbKoro 3acoby
6i0/10r4YHOro/iMyHOMOrYHOrO
MOXOKEHHS, SKa MOXEe MaTu 3HaYHWI
BI/IMB Ha AKICTb, 6e3neky Ta
eheKTVBHICTb Nikapcbkoro 3acooby, i
He CTOCYETbCA NPOTOKONY). 3MiHM A0
BUPOBHMYOro NpoLecy akTUBHOT
PEYOBMHN-CMMOKTOKOT anbga
(pekombiHaHTHUIA chakTop Koarynauii
Kposi VIII), a came-BNpoBaKEHHS
anbTepHaTMBHOIO BUPOBGHNYOTO
npouecy-"Biol.2" ans 36inbLIEeHHs
BUXOAY Ta NOTYXXHOCTi BUPOBHMLTBA
npenapaty «HyBik». BnpoBamkeHHs
npouecy «biol.2» 0xon/e 3mMiHu B
npoLeci KyNbTUBYBaHHSA Ta OUULLEHHS
KNITUH.
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n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
BeTTep ®apma-
®epTiryHr F'M6X Ta
Ko. KT,
HimeuuunHa;
BVMPOGHMLTBO,
BMNpPOOYBaHHSA
AKOCTI, BidyasibHa
iHCMekujs
PO3YMHHYKA:
BeTTep ®apma-
®epTiryHr F'mM6X Ta
Ko. KT,
HimeuuunHa;
BMNPOBYBaHHS
SIKOCTI, BisyanibHa
iHCnekuis
PO34YNHHKMKA:
BeTtTep-dapma
PepTiryHr FTM6X Ta
Ko. KI', HimeyuynHa
189. | HYBIK/ Coagulatio | cumok | B02B MOPOLLIOK Ta Okrathapm | ABCTpis BUPOOHWIK, Lseuis/ BHECEHHS 3MiH 40 peecTpaLinHmx 3a UA/17140/01/06
NUWIQ® n factor TOKOr D02 PO3UMHHUK AN a BignoBiganbHWiAi 3a | Himeyum marepianis: 3MiHu | Tuny - 3MiHu 3 peyenmom
VIl anbga pPO3uMHy ans iH'ekyii | ®apmaues BMPOBHMLTBO in Ha AKocTi. A®l. BUpo6GHMLTBO. 3MiHKN B
(peko no 2500 MO; 1 TMKa bulk, nepBuHHe npoteci Bupo6HuuTea A®| (iHwwi
MbiHa haKkoH 3 MpopykTio nakyBaHHs, 3MiHM). 3MiHN Y BUPOGHMYOMY NpOLLECi
HTHUIA nopoLukom, 1 Hcrec Bi3yas/ilbHy AKTVMBHOTO iHTPIGIEHTY-CMMOKTOKOT
hakTo nonepegHL0 M.6.X. iHCneku;to, anbha (pekombiHaHTHWI hakTop
p 3anoBHEHWIA LWNpuL, BUNPOOYBaHHA Ha Koarynsauii kposi VIII), a came-
Koaryn 3 PO3YMHHMKOM NO LisTicHICTb, BUAANIEHHS OQHOTO 3 BUPOBHNYMX
auji 2,5 mn (Boga ans BMNpPOOYBaHHSA npouecis - NiHisA "Bio100". 3miHu Il
KpoBi iH'eKUili) pasom 3 AKOCTI, BUNYCK MRy - 3MiHK 3 AKocTi. API.
VIIN) KOMMMEKTOM ANsi cepii KiHLeBOro Bupo6HMLTBO. 3MiHN B NMpoLECi

PO3UYMHEHHSA |
BHYTPILLHbOBEHHOIO
BBeAeHHs (1
apanTep gns
BIAKPUTTA h1akoHa,
1 rosika-meTesnuk, 2
NPOCOYEHi CMMPTOM
TamrnoHu) B
KapTOHHI KOpooLi
Nel

npoaykTy
(nopowka ans
PO3unHy ans
iH ekuili Ta
PO3YMHHVIKA):
Oxtadhapma AB,
LBeuis;
BUPOGHUK,
BigNoBiga/IbHMIA 32
Bi3yasibHy
iHCnekujto Ta
BMNPOOYBaHHS Ha
yinicHicTb gnsa
nopoLuka gns

BMpo6HMLTBa AP (3MiHa CTOCYEThLCA
aKTUBHOI pevyoBUHU
6i0N10rYHOro/iMyHO/I0MYHOTO
NOXOKEHHA ab0 BUKOPUCTaHHS
XiMiYHUX AD| y BUPOOHULTBI
nikapcbKoro 3acoby
6i010riYHOro/iMyHO0riYHOrO
MOXOPKEHHS, SKa MOXe MaTu 3HaYHUI
BIM/IMB Ha AKICTb, 6e3neky Ta
eheKTVBHICTb NikapcbKoro 3acooby, i
He CTOCYETbCA NPOTOKOAY). 3MiHN A0
BMPOBHMYOrO NPOLECy akTUBHOI
PEYOBUHN-CUMOKTOKOT asnbtha
(pekombiHaHTHWIA chakTop koarynsuii
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n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
pO34mHy Ansa Kposi VIII), a came-BNpoBaKEHHS
iH eKuiin, a/1bTepPHATUBHOIO BUPOGHNYOro
MapKyBaHHs Ta npouecy-"Biol.2" ans 36inbLIEeHHs
BTOPVHHE BUXOAY Ta NOTYXXHOCTi BUPOBHMLTBA
nakyBaHHsA npenapaty «HyBik». BnpoBamkeHHs
KiHL,EeBOro npouecy «biol.2» 0xon/oe 3miHy B
npoaykTa npoLeci KyNbTUBYBaHHS Ta OUULLEHHS
KMITUH.

(nopowwka ans
PO34nHY AnA
iH exuili Ta
PO3UYMHHYIKA):
OkTadapma
[eccay 'm6X,
HimeuumnHa;
BisyanbHa
iHCnekuisn,
BMNPOBYBaHHS
AKOCTI,
MapKyBaHHS Ta
BTOPVHHE
nakyBaHHS
PO3UMHHYKA:
Bettep ®apma-
®epTiryHr F'm6X Ta
Ko. KT,
HimeuumnHa;
BisyanbHa
iHCnekuisn,
BMNPOBYBaHHS
CTabiNIbHOCTI
PO3UMHHYKA:
BeTTep ®apma-
®epTiryHr F'm6X Ta
Ko. KT,
HimeuumnHa;
BMPOGHMLTBO,
BUNPOGYBaHHSA
SKOCTI, BidyasibHa
iHCnekuis
PO3UMHHYKA:
Bettep ®apma-
®epTiryHr F'm6X Ta
Ko. KT,
HimeuumnHa;
BMNPOOYBaHHSA

SAKOCTI, BisyasibHa




199 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
iHCnekuis
PO3UYNHHVIKA:
BetTep-dapma
PepTiryHr FTM6X Ta
Ko. KI', HimeyuynHa
190. | HYBIK/ Coagulatio | cumok | B02B MOPOLLIOK Ta Okrathapm | ABCTpis BUPOOHUIK, Lseuis/ BHECEHHS 3MiH A0 peecTpaLinHmx 3a UA/17140/01/07
NUWIQ® n factor TOKOr D02 PO3UMHHUK AN a BifNoBiganbHWii 3a | Himeyum marepianis: 3MiHu | Tuny - 3MiHu 3 peyenmom
VIl anbga pO3uMHy NS iH'ekyii | ®apmaues BMPOBHMLTBO in Ha AKocTi. A®l. BUpo6GHMLTBO. 3MiHKN B

(peko no 3000 MO; 1 TMKa bulk, nepBuHHe npoteci Bupo6HuuTea A®I (iHwwi

MbiHa haKkoH 3 MpopykTio nakyBaHHs, 3MiHM). 3MiHN Y BUPOGHMYOMY NpOLLECi

HTHUIA nopoLukom, 1 Hcrec Bi3yas/lbHy AKTVMBHOTO iHTPIGIEHTY-CMMOKTOKOT

hakTo nonepegHL0 M.6.X. iHCneku;to, anbha (pekombiHaHTHWI hakTop

p 3anoBHEHWIA LWNpuL, BUNPOOYBaHHA Ha Koarynsauii kposi VIII), a came-

Koaryn 3 PO3YMHHMKOM NO LisTicHICTb, BUAANIEHHS OQHOTO 3 BUPOBHNYMX

auji 2,5 mn (Boga ans BMNpO6YBaHHSA npouecis - NiHiA "Bio100". 3miHu Il

KpoBi iH'eKUili) pa3om 3 AKOCTI, BUNYCK MRy - 3MiHK 3 AKocTi. API.

VIIN) KOMMAEKTOM ANsi cepii KiHLeBOro Bupo6HMLTBO. 3MiHN B MpoLECi

PO3UYMHEHHS |
BHYTPILLHbOBEHHOIO
BBeAeHHs (1
apanTep gns
BIAKPUTTA h1akoHa,
1 rosika-meTesnuk, 2
NPOCOYEHi CMMPTOM
TamrnoHu) B
KapTOHHI KOpooLi
Nel

NPOAYKTY
(nopotwka ans
pO34nHy AnA
iH ekuili Ta
PO3YMHHYIKA):
Oxtadhapma AB,
LBeuis;
BUPOGHUK,
BigNoBiga/IbHMIA 32
Bi3yasibHy
iHCnekujto Ta
BMNPOOYBaHHS Ha
yinicHicTb gnsa
nopotuka gns
pO34nHy AnA
iH eKuji,
MapKyBaHHA Ta
BTOPUHHE
nakyBaHHS
KiHL,eBOro
npogykra
(nopowka ans
pO3unHy ans
iH eKuii Ta
PO3UYNHHUKA):
Okradhapma
[Leccay 'm6X,
HimeuuunHa;
BizyanibHa

BMpo6HMLTBa AP (3MiHa CTOCYEThCA
aKTMBHOI pevyoBUHU
6i0N10riYHOro/iMyHO/I0TYHOTO
NOXOKEHHA abo BUKOPUCTaHHS
XiMiYHUX AD| y BUPOOHULTBI
nikapcbKoro 3acoby
6i010riYHOro/iMyHOM0riYHOrO
MOXOKEHHS, SKa MOXEe MaTu 3HauYHUI
BM/IMB Ha AKICTb, 6e3neky Ta
eheKTVBHICTb NikapcbKoro 3acooby, i
He CTOCYETbCA NPOTOKOAY). 3MiHN A0
BMPOBHMYOrO NPOLECy akTUBHOI
PEYOBVHN-CUMOKTOKOT asnbtha
(pekombiHaHTHWIA chakTop koarynsuii
kposi VIII), a came-BNpoBagKEHHS
a/IbTEPHATUBHOIO BUPOGHNYOrO
npouecy-"Biol.2" ans 36inbLIEHHN
BMXOAY Ta NOTY>XHOCTi BUPO6HMLTBA
npenaparty «HyBik». BnpoBaxeHHs
npouecy «biol.2» oxonnoe 3MiHN B
npoLeci KyNIbTUBYBaHHA Ta OUULLEHHSA
KNiTWH.




JopaTka 3

200

IIpopoBxeHHs

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

iHCneku,is,
BMNPOBYBaHHS
AKOCTI,
MapKyBaHHS Ta
BTOPVHHE
nakyBaHHS
PO3UMHHYKA:
BetTep ®apma-
®epTiryHr F'm6X Ta
Ko. KT,
HimeuumnHa;
BisyanbHa
iHCnekuisn,
BMNPOBYBaHHS
CTabiNIbHOCTI
PO3UMHHYMKA:
Bettep ®apma-
®epTiryHr F'm6X Ta
Ko. KT,
HimeuumnHa;
BVMPOGHMLTBO,
BUNPOGYBaHHSA
SKOCTI, BidyasibHa
iHCnekuis
PO3UMHHYKA:
BeTTep ®apma-
®epTiryHr F'm6X Ta
Ko. KT,
HimeuumnHa;
BMNPOOYBaHHSA
AKOCTI, BidyasibHa
iHCMekujs
PO3YMHHYKA:
BetTep-®apma
®epTiryHr F'M6X Ta
Ko. KT, HimeuunHa

191.

HYBIK |
NUWIQ®

Coagulatio
n factor
VIl

CMMOK
TOKOT
anbha
(peko
MbiHa
HTHWIA
hakTo
p
Koaryn
auii

B02B
D02

MOPOLLIOK Ta
PO3YNHHKK ANS
PO34UHY ONS iH'eKLi
no 1500 MO; 1
hnakoH 3
nopotukom, 1
nonepeaHL0
3anoBHEHWI WNpuy,
3 PO3YVHHUKOM MO
2,5 mn (Boga ans

OxkTathapm
a

dapmaues
TUKa
MpopaykTio
Hcrec
M.6.X.

AscTpis

BUPOGHUK,
BigNoBiga/IbHMIA 32
BMPOGHMLTBO in
bulk, nepsuHHe
nakyBaHHS,
Bi3yasibHy
iHCneku;to,
BMNPOOYBaHHS Ha
LinicHiCTb,
BUNPOBYBaHHSA

LWseuis/
Himeuun
Ha

BHECEHHS 3MiH [JO peecTpaLiiHnX
MaTepiasiis: 3MiHu | TMny - 3MiHK 3
akocTi. A®l. Bupo6bHMUTBO. 3MiHM B

npoteci Bupo6HuuTea AP (iHLi
3MiHK). 3MiHK Y BUPOGHMYOMY npoLeci
aKTWUBHOTO iHIPIgIEHTY-CUMOKTOKOT
anbha (pekoMBiHaHTHWI (hakTop
koarynsuii kposi VIII), a came-

BUAAIEHHA OAHOIO 3 BUPOBHNYMX

npouecis - NiHis "Bio100". 3miHu Il

3a
peyenmom

UA/17140/01/05




201 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
KpoBI iH'ekUili) pasom 3 AKOCTI, BUNYCK MRy - 3MiHK 3 AKocTi. API.
VII) KOMMMEKTOM Ans cepii KiHueBoro Brpo6HMLTBO. 3MiHM B NpoLeci

PO3YMHEHHS i
BHYTPILLHLOBEHHOTO
BBefeHHs (1
aganTep gns
BiAKpUTTA dhnakoHa,
1 ronka-meTenvk, 2
NPOCOYEHi CMMPTOM
TamnoHu) B
KapTOHHI Kopo6Lyi
Nel

NPOAYKTY
(nopowka ans
PO34nHy ans
iH eKuili Ta
PO3UYNHHUKAY):
OkTadhapma AB,
LLBeuist;
BUPOGHMK,
BiANOBIAaIbHUI 3a
BizyasibHy
iHCnekujto Ta
BMNPOGYBaHHA Ha
uinicHicTb ans
nopoLuka Ans
PO3unHy ans
iH eKuji,
MapKyBaHHS Ta
BTOPVHHE
nakyBaHHS
KiHLLeBOro
npoaykTa
(nopowwka ans
pO34nHy Ans
iH exuili Ta
PO3YMHHIKA):
OkTathapma
[Jeccay M'm6X,
HimeyvunHa,;
Bi3yasibHa
iHCneku,s,
BMNpPOOYBaHHSA
AKOCTI,
MapKyBaHHS Ta
BTOPVHHE
nakyBaHHS
PO3UMHHYKA:
BeTTep ®apma-
PepTiryHr FTM6X Ta
Ko. KT,
HimeyvunHa,;
Bi3yasibHa
iHCneku,s,
BMNPOOYBaHHSA

CcTabiNbHOCTI

BMpo6HMLTBa AP (3MiHa CTOCYEThLCA
aKTUBHOI PeYOBUHN
6i0/10r4YHOr0/iMyHOMOrYHOrO
NOXOKEHHA ab0 BUKOPUCTaHHS
XiMiYHUX AP| y BUPOBHULTBI
nikapcbKoro 3acoby
6i010riYHOro/iMyHO0riYHOTO
MOXOKEHHS, SKa MOXe MaTu 3HaUYHUI
BM/IMB Ha AKICTb, 6e3neky Ta
eheKTVBHICTb NikapcbKoro 3acooby, i
He CTOCYETbCA NPOTOKONY). 3MiHM A0
BMPOGHNYOro NpoLEecy akTUBHOI
PEYOBUHN-CUMOKTOKOT asbtha
(pekombiHaHTHUIA chakTop Koarynsuii
kposi VIII), a came-BnpoBagXeHHs
a/IbTEPHATUBHOIO BUPOOHNYOrO
npouecy-"Biol.2" ansa 36inblUeHHs
BMXOZY Ta NOTY)XXHOCTi BUpO6HULITBA
npenaparty «HyBik». BnpoBagpkeHHs
npouecy «biol.2» oxonnoe 3MiHN B
NpoLeci Ky/IbTUBYBaHHS Ta OUULLLEHHS
KMITUH.




202 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
PO3UMHHYMKA:
Bettep ®apma-
®epTiryHr F'm6X Ta
Ko. KT,
HimeuumnHa;
BVMPOGHMLTBO,
BUNPOGYBaHHSA
AKOCTI, BisyasibHa
iHCnekuis
PO3UMHHYMKA:
BeTTep ®apma-
®epTiryHr F'm6X Ta
Ko. KT,
HimeuumnHa;
BMNpPOOYBaHHSA
AKOCTI, BisyasibHa
iHCMekujs
PO3YMHHYKA:
BetTep-®apma
®epTiryHr F'M6X Ta
Ko. KI', HimeyunHa
192. | HYBIK/ Coagulatio | cumok | B02B MOPOLLIOK Ta OkTachapm | ABCTpis BUPOGHUK, LWseuis/ BHECEHHS 3MiH O peecTpaLifiHnX 3a UA/17140/01/03
NUWIQ® n factor TOKOT D02 PO3YMHHWK ANst a BignoBigasibHWi1 3a | Himeuun MaTepiasiiB: 3MiHu | TMny - 3MiHK 3 peuyenmom
VIl anbha po3uunHy Ans iH'ekuin | ®apmaues BMPOGHMLTBO in Ha akocTi. A®l. Bupo6bHMUTBO. 3MiHM B
(peko no 1000 MO; 1 TMKa bulk, nepsuHHe npotieci Bupo6HuLTea AP (iHLi
MGiHa hnakoH 3 MpopaykTio nakyBaHHs1, 3MiHK). 3MiHK Y BUPOGHMYOMY npoLeci
HTHWUIA nopoLukom, 1 Hecrec Bi3ya/lbHy aKTVMBHOTO iHIPifIEHTY-CUMOKTOKOT
hakTo nonepegHL0 M.6.X. iHCneku;to, anbha (pekoMBIiHaHTHWI (hakTop
p 3anoBHEHWI WNpuy, BMNPOOYBaHHS Ha koarynsuii kposi VIII), a came-
Koaryn 3 PO3YMHHUKOM MO LinicHICTb, BUAAIEHHA OAHOIO 3 BUPOBHNYMX
auir 2,5 mn (Boga pns BMNPOBYBaHHSA npotiecis - MiHiA "Bio100". 3miHu 11
KpOBI iH'eKLili) pa3om 3 SIKOCTi, BUNYCK MRy - 3MiHK 3 kocTi. AdI.
VIIT) KOMMNEKTOM ANs cepii KiHLeBoro Brpo6HMLTBO. 3MiHM B NpoLeci

PO3UMHEHHS |
BHYTPILUHbOBEHHOTO
BBefAeHHs (1
apanTep gns
BigKpUTTA h1akoHa,
1 ronka-meTenuk, 2
NpocoYeHi cnMpToM
TammnoHun) B
KapTOHHI Kopo6Lyi

NpoAyKTy
(nopowka ans
PO34unHy ans
iH ekLi Ta
PO3UYMHHUKAY):
Oktadhapma AB,
LWsewis;
BUPOBHMK,
BignoBigasnbHWiA 3a
BizyasibHy
iHCnekujto Ta
BMNPO6YBaHHA Ha
LiNlicHICTb Ans

BMPOG6HULTBA API (3MiHA CTOCYETLCA
aKTUBHOI PeYOBUHN
6i010riYHOro/iMyHO0riYHOrO
NOXOKEHHSI ab0 BUKOPUCTAHHSA
XiMiuHMX A®| y BUpOGHMUTBI
nikapcbKkoro 3acoby
6i0/10r4YHOro/iMyHOMOrYHOrO
MOXOKEHHS, SKa MOXEe MaTu 3HaYHWI
BMN/IMB Ha SAKICTb, 6e3neky Ta
eheKTUBHICTb NikapCbKoro 3acooby, i
He CTOCYETbCS MPOTOKOAY). 3MiHN 80
BMPOGHMYOro NPOLEeCy akTUBHOI
PEYOBUHU-CUMOKTOKOT anbga




203 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH ) ynakoska) a uka yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
nopoLuka ans (pekombiHaHTHUIA chakTop Koarynsuii

PO34nHy ans
iH eKuji,
MapKyBaHHS Ta
BTOPVHHE
nakyBaHHS
KiHLLeBOro
npogykra
(nopowwka ans
pO34MHyY Ans
iH exuili Ta
PO3YMHHNKA):
OkTathapma
[Jeccay 'm6X,
HimeyvunHa,;
Bi3yasibHa
iHCneku,s,
BMNpPOOYBaHHSA
AKOCTI,
MapKyBaHHS Ta
BTOPVHHE
nakyBaHHS
PO3UYNHHVIKA:
BeTTep ®apma-
PepTiryHr MTM6X Ta
Ko. KT,
HimevunHa,;
Bi3yasibHa
iHCneku,s,
BMNPOOYBaHHSA
cTabinbHoCTi
PO3UYNHHVIKA:
BeTTep ®apma-
PepTiryHr MTM6X Ta
Ko. KT,
HimeyvunHa,;
BUPOGHULTBO,
BMNPOBYBaHHS
SIKOCTI, BisyanibHa
iHCnekuis
PO3UYNHHVIKA:
BeTTep ®apma-
PepTiryHr MTM6X Ta
Ko. KT,
HimeyvunHa,;

BMNPO6YBaHHSA

kposi VIII), a came-BnpoBagKeHHs

a/IbTEPHATUBHOIO BUPOOHNYOrO
npouecy-"Biol.2" ans 36inblUeHHs
BMXOZY Ta NOTY)XXHOCTi BUpO6HULITBA
npenaparty «HyBik». BnpoBagpkeHHs
npouecy «biol.2» oxonntoe 3MiHN B
NpoLeci Ky/IbTUBYBaHHS Ta OUULLLEHHS
KMITUH.




204 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
AKOCTI, BisyasibHa
iHCMekujs
PO3YMHHYKA:
BetTep-®apma
®epTiryHr F'M6X Ta
Ko. KI', HimeyunHa
193. | HYBIK/ Coagulatio | cumok | B02B MOPOLLIOK Ta OkTachapm | ABCTpis BUPOGHUK, LWseuis/ BHECEHHS 3MiH O peecTpaLifiHnX 3a UA/17140/01/04
NUWIQ® n factor TOKOT D02 PO3YMHHKK ANst a BignoBigasibHWi1 3a | Himeuun MaTepiasiiB: 3MiHu | TMny - 3MiHK 3 peuyenmom
VIl anbha po3unHy ANns iH'ekyin | ®apmaues BMPOGHMLTBO in Ha akocTi. A®l. Bupo6bHMUTBO. 3MiHM B
(peko no 2000 MO; 1 TMKa bulk, nepsuHHe npotieci Bupo6HuuTea AP (iHLi
MGiHa hnakoH 3 MpoaykTio nakyBaHHs1, 3MiHK). 3MiHK Y BUPOGHMYOMY npoLeci
HTHWUIA nopoLukom, 1 Hecrec Bi3yaslbHy aKTVWBHOTO iHIPifIEHTY-CUMOKTOKOT
hakTo nonepegHL0 M.6.X. iHCneku;to, anbha (pekoMBIiHaHTHWI (hakTop
p 3anoBHEHWI WNpuy, BMNPOOYBaHHS Ha koarynsuii kposi VIII), a came-
Koaryn 3 PO3YMHHUKOM MO LinicHICTb, BUAAIEHHA OAHOIO 3 BUPOBHNYMX
auir 2,5 mn (Boga gns BMNPOBYBaHHSA npotiecis - MiHiA "Bio100". 3miHu 11
KpOBI iH'eKLili) pa3om 3 SIKOCTi, BUMYCK MRy - 3MiHK 3 kocTi. AdI.
VIIT) KOMMNEKTOM ANs cepii KiHLeBoro Brpo6HMLTBO. 3MiHM B NpoLeci

PO3UMHEHHS |
BHYTPILUHbOBEHHOTO
BBefAeHHs (1
apanTep gns
BigKpUTTA h1akoHa,
1 ronka-meTtenuk, 2
NpoCcoYeHi cnMpToM
TammnoHun) B
KapTOHHI Kopo6Lyi

NpoaykTy
(nopowka ans
PO34nHY AnA
iH ekLi Ta
PO3UYMHHUKAY):
Oktadhapma AB,
LWsewis;
BUPOBHMK,
BignoBigasnbHWi 3a
BizyasibHy
iHCnekujto Ta
BUNPOOYBaHHA Ha
LinicHicTb Ans
nopotuka Ans
PO34MHY AnA
iH EeKLiiA,
MapKyBaHHA Ta
BTOPVHHE
nakyBaHHs
KiHLLeBOro
npogykTa
(nopowka ans
pO34nHy AnA
iH ekuili Ta
PO3YMHHYIKA):
OkTadhapma
[Leccay M'm6X,
HimeuuunHa;

BMPOGHULTBA API (3MiHA CTOCYETLCA
aKTUBHOI PeYOBUHN
6i010riYHOro/iMyHO0riYHOrO
NOXOKEHHSI ab0 BUKOPUCTAHHSA
XiMiuHMX A®| y BUpOGHMUTBI
nikapcbKkoro 3acoby
6i0/10r4YHOro/iMyHOMOrYHOrO
MOXOKEHHS, SIKa MOXe MaTu 3HauYHWI
BMN/IMB Ha SAKICTb, 6e3neky Ta
eheKTUBHICTb NikapCbKoro 3acooby, i
He CTOCYETbCS MPOTOKOAY). 3MiHN 80
BMPOGHMYOro NPOLEeCcy akTUBHOI
PEYOBUHU-CUMOKTOKOT anba
(pekoMbGiHaHTHUIA dhakTop Koarynsauji
Kposi VIII), a came-BNpoBapKeHHSA
anbTepHaTUBHOIO BUPOBHNYOTO
npouecy-"Biol.2" ans 36inbLIeHHs
BUXOAY Ta MOTYXXHOCTi BUPOOHMLTBA
npenapaty «HyBik». BnpoBamxeHHs
npouecy «biol.2» oxonnte 3MiHM B
npoueci KyNbTUBYBaHHS Ta OYULLEHHS
KNITUH.




JopaTka 3

205

IIpopoBxeHHs

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

Bi3yasibHa
iHCneku,s,
BMNpPOOYBaHHSA
AKOCTI,
MapKyBaHHS Ta
BTOPVHHE
nakyBaHHs
PO3UYNHHVIKA:
BeTTep ®apma-
PepTiryHr MTM6X Ta
Ko. KT,
HimeyvunHa,;
Bi3yasibHa
iHCneku,s,
BMNpPOOYBaHHSA
ctabinbHoCTi
PO34YNHHKMKA:
BeTTep ®apma-
PepTiryHr FTM6X Ta
Ko. KT,
HimevunHa,;
BUPOGHULTBO,
BMNPOBYBaHHS
SIKOCTI, BisyanbHa
iHCnekuis
PO34YNHHKMKA:
BeTTep ®apma-
PepTiryHr MTM6X Ta
Ko. KT,
HimeyvunHa,;
BUNPOGYBaHHSA
SKOCTI, BidyasibHa
iHCnekuis
PO3UMHHYKA:
BeTtTep-®apma
®epTiryHr F'm6X Ta
Ko. KI', HimeyunHa

194.

HYBIK |
NUWIQ®

Coagulatio
n factor
VIl

CUMOK
TOKOT
anba
(peko
MGiHa
HTHWIA
akTo

koarysn

B02B
D02

MOPOLLOK Ta
PO3YMHHVWK AN
PO34MHY AN5 iH'EKLI
no 500 MO; 1
dhnakoH 3
nopoLuxkom, 1
nonepegHLo
3anoBHEHWIA LWNpuL,
3 PO3YMHHUKOM MO

OkTathapm
a
dapmaves
TMKa
MpoaykTio
Hcrec
M.6.X.

ABCTpIst

BUPOBHMK,
BignoBigasnbHWiA 3a
BMPOGHMLTBO in
bulk, nepsuHHe
nakyBaHHs1,
BizyasibHy
iHCneku;to,
BMNPO6YBaHHA Ha
LjinicHIiCTb,

LLseuisi/
Himeuun
Ha

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis: 3MiHu | TUNY - 3MiHK 3
akocTi. A®l. BUpobHMLTBO. 3MiHM B

npoueci BupobHuuTea A®I (iHLwi
3MiHN). 3MiHN Y BUPOGHMYOMY NpOLLECi
aKTUBHOTO iHIPIfIEHTY-CUMOKTOKOT
anbga (PeKOMBIHAHTHUIA chakTop
koarynsuii kposi VIII), a came-
BWAA/IEHHSI OZJHOTO 3 BUPOOHUYMX

3a
peyernmom

UA/17140/01/02




206 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
auii 2,5 mn (Boga ans BUNPOGYBaHHSA npouecis - NiHis "Bio100". 3miHu Il
KpOBI iH'eKLili) pa3om 3 SIKOCTi, BUNYCK MRy - 3MiHK 3 kocTi. AdI.
VII) KOMM/IEKTOM A5 cepil KiHLeBOro Brpo6HMLTBO. 3MiHM B NpoLeci

PO3UMHEHHS |
BHYTPILLHbOBEHHOIO
BBeAeHHS (1
apanTep gns
BIAKPMTTA ch/1akoHa,
1 rosika-meTenuk, 2
NPOCOYEHi CNMPTOM
TamnoHw) B
KapTOHHI Kopo6Lyi

NpPOAYKTY
(nopowwka ans
PO34nHY AnA
iH exuili Ta
PO3UYMHHYIKA):
OkTadapma AB,
LBeuis;
BUPOBHMK,
BignoBigasbHWiA 3a
Bi3yasibHy
iHCneku,jto Ta
BUNPOOYBaHHA Ha
uinicHicTb ans
nopoLuka gns
PO34nHY AnA
iH eKUl,
MapKyBaHHS Ta
BTOPVHHE
nakyBaHHS
KiHL,EeBOro
npogykTa
(nopowka ans
PO3unHy ans
iH eKuili Ta
PO3UYNHHUKAY):
OkTachapma
[Heccay 'm6X,
HimeuuunHa,;
BisyanbHa
iHCnekujs,
BUNPOGYBaHHSA
SIKOCTI,
MapKyBaHHA Ta
BTOPVHHE
nakyBaHHs
PO3YMHHYKA:
BeTTep ®apma-
®epTiryHr F'M6X Ta
Ko. KT,
HimeuuunHa,;
BisyanbHa
iHCnekujs,
BMNPO6YBaHHSA

BMpo6HULTBa APl (3MiHa CTOCYETLCSA
aKTMBHOI PevyoBUHYU
6io10riYHOro/iMyHO0riYHOrO
NOXOKEHHSA ab0 BUKOPUCTaHHSA
XiMiuHMX A®| y BUPOBHULTBI
nikapcbKoro 3acoby
6ionoriyHOro/iMyHoO0r4YHOr0
NMOXOMKEHHS, IKa MOXe MaTh 3HaYHUI
BMN/IMB Ha SAKICTb, 6e3neky Ta
eeKTUBHICTb NikapcbKoro 3acoby, i
He CTOCYETbCS MPOTOKOAY). 3MiHN 80
BMPOGHWYOro NPOLEecy akTUBHOI
PEYOBVHN-CUMOKTOKOT anba
(pekombiHaHTHUIA dhakTop Koarynauii
kpoBi VIII), a came-BnpoBagXeHHs
albTEPHATUBHOMO BUPOBHNYOrO
npouecy-"Biol.2" ans 36inbLIEeHHs
BUXOAY Ta NOTYXHOCTi BUPOOHMLTBA
npenapaty «HyBik». BrpoBaixeHHs!
npouecy «biol.2» oxonnte 3MiHM B
npoLeci KyNIbTUBYBAHHSA Ta OYULLEHHS
KNITUH.
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IIpopoBxeHHs

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

ctabinbHoCTi
PO3UYNHHVIKA:
BeTTep ®apma-
PepTiryHr FTM6X Ta
Ko. KT,
HimevunHa,;
BUPOGHULTBO,
BMNPOBYBaHHSA
SIKOCTI, BisyanibHa
iHCnekuis
PO34YNHHKIKA:
BeTTep ®apma-
PepTiryHr MTM6X Ta
Ko. KT,
HimeyvunHa,;
BUNPOGYBaHHSA
AKOCTI, BisyasibHa
iHCnekuis
PO3UMHHYKA:
BetTtep-®apma
®epTiryHr F'm6X Ta
Ko. KI', HimeyunHa

195.

HYBIK |
NUWIQ®

Coagulatio
n factor
VIl

CMMOK
TOKOT
anba
(peko
Mb6iHa
HTHWIA
akTo
p
Koarysn
auji
KpOBI
VIl

B02B
D02

MOPOLLOK Ta
PO3YMHHVWK AN
PO34MHY AN5 iH'EKLI
no 250 MO; 1
dhnakoH 3
nopoLuxkom, 1
nonepegHLo
3anoBHEHWIA LWNpuL,
3 PO3YMHHUKOM MO
2,5 mn (Boga ans
iH’eKUili) pa3om 3
KOMM/IEKTOM ANns
PO3UYMHEHHS i
BHYTPILLHLOBEHHOTO
BBefeHHs (1
apgantep gns
BiAKPUTTA dhnakoHa,
1 ronika-meTenuk, 2
NPOCOYEHi CMMPTOM
TamnoHu) B
KapTOHHi Kopobuyi

OkTathapm
a

dapmaveB
TUKa
MpoaykTio
Hecrec
M.6.X.

ABCTpIst

BUPOGHMK,
BignoBigasnbHWiA 3a
BMPOGHMLTBO in
bulk, nepsuHHe
nakyBaHHs,
BizyasibHy
iHCneku;to,
BUNPOOYBaHHA Ha
LinicHicTb,
BMNPOGYBaHHS
AKOCTI, BUNYCK
cepii KiHLeBoro
NPOAYKTY
(nopowka ans
pO3unHy ans
iH eKuii Ta
PO3UYNHHUKA):
Oxktadhapma AB,
LLBeuist;
BVPOGHWK,
BiiNOBIAabHWIA 32
Bi3yas/ilbHy
iHCnekuito Ta
BUMNPOBYBaHHA Ha

LLseuisi/
Himeuun
Ha

BHECEHHS 3MiH 4O peecTpauiiHnx
MaTepianis: 3miHu | TUNY - 3MiHK 3
aKkocTi. A®l. BUpobHMLTBO. 3MiHM B

npoueci BupobHuuTea A®I (iHLwi
3MiHM). 3MiHN Y BUPOGHMYOMY NpOLLeCi
aKTUBHOTO iHrPIfIEHTY-CUMOKTOKOT
anbga (PeKOMBIHAHTHUIA chakTop
koarynsuii kposi VIII), a came-

BWAASIEHHS OHOrO 3 BUPOOHNUMX
npouecis - AiHis "Bio100". 3miHn Il

My - 3MiHK 3 AKocTi. API.
Brpo6HMLTBO. 3MiHM B NpoLeci
BMpo6HULUTBa AP| (3MiHA CTOCYETLCS
aKTUBHOT PEYOBUHN
6i0/10r4YHOro/iMyHOMOrYHOrO

NOXOKEHHA ab0 BUKOPUCTaHHSA

XiMiyHUX A®| y BUPOOHULTBI
nikapcbKoro 3acoby
6i0N10riYHOro/iMyHO/I0TYHOTO
MOXOKEHHS, fKa MOXe MaTu 3HaYHWI
BMJ/IMB Ha AKICTb, 6e3neky Ta
eheKTMBHICTb MiKapCbKoro 3acoby, i
He CTOCYETbCA NPOTOKOAY). 3MiHN A0
BMPOGHNYOro Npouecy akTUBHOI

3a
peyernmom

UA/17140/01/01
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PeecmpayjitiHa npoyedypa

Ymosu

IIpopoBxeHHs

Pek
nam

Howmep
peecmpayitiHo

n/n

JopaTka 3
Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky 3asiBHUK

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asB8HUK
a

uinicHicTb ans

BUPOGOH

UkKa

PEeYOBNHU-CUMOKTOKOT aanoa

Bionycky

yBa

HHST*
*

20
nocsBioOYeHHs

nopoLuka gns
PO34nHY AnA
iH eKUl,
MapKyBaHHS Ta
BTOPVHHE
nakyBaHHs
KiHL,EeBOro
npogykTa
(nopowwka ans
pPO3unHy ans
iH ekuii Ta
PO3UYNHHUKA):
OkTachapma
[Heccay M'm6X,
HimeuuunHa,;
BisyanbHa
iHCnekujs,
BUNPOGYBaHHSA
SIKOCTI,
MapKyBaHHA Ta
BTOPVHHE
nakyBaHHs
PO3YMHHYKA:
BeTTep ®apma-
®epTiryHr F'M6X Ta
Ko. KT,
HimeuuunHa,;
BisyanbHa
iHCnekujs,
BUNPOGYBaHHSA
CTabiNbHOCTI
PO3YMHHYKA:
BeTTep ®apma-
®epTiryHr F'M6X Ta
Ko. KT,
HimeuuunHa,;
BVMPOGHMLTBO,
BMNPOOYBaHHSA
AKOCTI, BidyasibHa
iHCMekujs
PO3YMHHYKA:
BeTTep ®apma-
®epTiryHr F'M6X Ta
Ko. KT,

HimeyuuHa;

(pexkombiHaHTHUIA chakTop Koarynaujii
kpoBi VIII), a came-BnpoBagXeHHs

albTEPHATUBHOMO BUPOBHNYOrO
npouecy-"Biol.2" ans 36inbLIEeHHs
BUXOAY Ta NOTYXXHOCTi BUPOOHMLTBA
npenapaty «HyBik». BrpoBaixeHHs!
npouecy «biol.2» oxonnte 3MiHM B
npoLeci KyNbTUBYBAHHS Ta OYULLEHHS
KNITUH.




209 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
BUNPOGYBaHHSA
AKOCTI, BisyasibHa
iHCnekuis
PO3UMHHYKA:
BetTep-®apma
®epTiryHr F'm6X Ta
Ko. KI', HimeuunHa
196. | OMAKOP Omega-3- | etuno | C10A Kancysim m'siki no A660TT Himeuun | BignoBiganbHuii 3a | Himeyun BHECEHHS 3MiH 4O peecTpauiiHnx 3a UA/10147/01/01
triglyceride | Buii e X06 1000 wr; no 20, 28 Na6opato Ha BUNYCK cepii: Ha/ martepianis: 3miHu | TUny - 3MiHn peyenmom
sincl. thip om ab6o 100 kancyny pi3 TM6X A660TT [Oanis/ wofo 6e3nekn/edekTMBHOCTI Ta
other era-3- dhnakoHi; no 1 NabopaTtopis Higepna hapmakoHarsagy. 3miHa 4yactoTu
esters and | HeHac h1akoHy B KOpo6Li M6X, HimeuunHa; HAY Ta/abo TepMIHIB MOAAHHSA perynsipHo
acids nueHn BiiNOBIAabHWIA 32 OHOB/IIOBAHUX 3BITiB 3 6e3nekn
X KUpPH nepBrHHE Ta nNiKapcbKkunx 3acobiB. 3MiHM YacToTn Ta
NX KNC BTOPVHHE TepPMiHiB NOAaHHS perynsipHo
nort 90 nakyBaHHs: 'M OHOB/IIOBAHOTO 3BITY 3 6e3neku.
Mek AnC, [aHis; [itoua pegakuis: Yactora nogaHHs
BiiNOBigabHWIA 3a perynsipHo OHOB/IIOBAHOTO 3BITY 3
BUPOBHULTBO 6e3neku 1 pik. KiHueBa gata ans
Hepo3dgiacoBaHo| BK/IIOYEHHSA AaHNX [0 PerynsapHo
npoAaykuii: NareoH OHOB/IHOBAHOTO 3BITYy 3 6e3neku -
Cotptaxens b.B., 22.01.2024 p. farta nogaHHs -
HigepnaHan a6o 01.04.2024 p. MNMponoHoBaHa pegakuis:
KaTtaneHt YacToTa nofaHHs perynsipHo
[hxepmani OHOB/IIOBAHOIO 3BITY 3 6e3Mnekn 3 poKu.
E6epbax M6X, KiHueBa gata Ans BKIOYEHHS faHKX
HimeyuunHa,; [0 perynsapHoO OHOB/IIOBAHOTO 3BITY 3
BiiNOBIAabHWIA 32 6e3nekun - 22.01.2028 p. faTa
KOHTPO/Ib Cepil: nofaHHs - 21.04.2028 p.
MarteoH PekomeHA0BaHO A0 3aTBEPKEHHS
Cotptaxens b.B., BiANOBIAHO A0 NepiofMYHOCTI NoJaHHSA
HigepnaHan a6o PerysisipHoO OHOBJ/THOBaHMX 3BITIB 3
BAC® AC, 6e3nekun nikapcbknx 3acobiB y EC.
Hopseris a6o
KartaneHt
[bxepmaHi
E6epbax M'm6X,
HimeyunHa abo
lenita Al',
HimeuunHa abo
EypodhiHc
Biochapma
MpopakT TecTiHr
[enmapk A/C,
JaHis
197. | OHTPY3AHT Trastuzu | Tpact | LO1F NOpPOLUOK ANs CawmcyHr Pecnybn BrvpobHuuTBO, PpaHuis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/20623/01/01




210 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
mab y3yma | DO1 KOHUEeHTpaTy ans Bioenic ika nepBuHHE / matepianis: 3minu Il Tuny: 3miHM 3 |peyenmom
6 pO34nHYy AN Ko., NnTA. Kopes nakyBaHHs: Pecny6n AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
iHcpysiiA, no 150 wmr; dapesa May 2, iKa 3MiHU y BUPO6HMLTBI. 3amiHa abo
NOpPOLLOK ANs PpaHuis; Kopes/ BBEJEHHSA [0AATKOBOI Ai/IbHUL
KOHUeHTpaty ans Bnpo6HMLTBO, IpnaHgis | BUpOGHULTBA AN1S YaCTVHNM abo BCbOro
PO34unHy NS iHdy3il nepBUHHE BMPOGHMYOro NpoLecy roToBoro
y thnakoHi 06’emom nakyBaHHs: ITanis nikapcbKoro 3acoby (AiNbHUUS, Ha AKil
15mm; no 1 CamcyHr /Benbris npoBoAATbLCA Oy b-5Ki BUPOOHWUI
chnakoHy B Banonomxukc Ko. / cTagii, 3a BUHATKOM BUMYCKY Cepi,
KapTOHHI Kopo6Lyi Nta, Pecny6nika Higepna NpoBefleHHs KOHTPOSII0 AKOCTI Ta
Kopes; HAW BTOPVHHOTO NakyBaHHsA, A1
Bunpo6yBaHHs nikapcbkux 3acobis

KOHTPO/IHO AKOCTI
(6akTepiasibHi
€HAO0TOKCUHN Ta
CTEePUNbHICTb):
Papesa Nay 1,
dpaHLis;
Bunpo6yBaHHs
KOHTPOJTHO SIKOCTI
(BCi TECTM OKpIM
bakTepiasnbHUX
€HAO0TOKCUHIB Ta
CTEpPUILHOCTI),
BUNPOGYBaHHSA
cTabinbHocTi (BCi
TECTN OKpiM
bakTepiasnbHUX
€HAO0TOKCUHIB Ta
CTEpPUILHOCTI):
nna
[esenonveHt
Alienenp Nimitea,
Ipnangis;
Bunpo6yBaHHs
KOHTPO/IHO AKOCTI
(baxTepianbHi
€HO0TOKCHHN),
BMNPOOYBaHHSA
cTabinbHoCTi
(6akTepiasibHi
€HAO0TOKCUHN Ta
CTEePUNbHICTb):
Yapnb3 Pisep
NabopaTopi3
Alienenn Nimites,

6ionoriyHOro/iMyHoO0r4YHOr0
NOXOKEHHS abo NiKkapcbknx oopm
KOMMJ/IeKCHOro (CknagHoro)
BMpO6HUYOro npouecy) - logaBaHHA
BMpo6HUKa CamcyHr Banonomxukc Ko.
Ntp, Pecny6nika Kopes sik
aNbTepPHaTUBHOIO A0AATKOBOrO
BMPOGHMKA O Ma€e qoyHKLT
«BnpO6HNLTBO, NEPBUHHE NaKyBaHHs»
[10 BX€ 3apeecTpoBaHNX BUPOOHNYNX
AiNbHULb, 3 METOH0 NiABULLEHHS
THYYKOCTi BUPOGHMLITBA FOTOBOrO
nikapcbKoro 3acoby. 3miHu | Tuny:
3MiHn 3 akocTi. A®l. KoHTponb AdI.
3MiHa y meToax BUNpobyBaHHs Ad|
a60 BuXigHOro matepiasy/npoMixHOro
npoAayKTy/peareHTy, LWo
BUKOPWCTOBYETLCA Y MPOLIECI
BMPO6HULTBA AP (iHLWi 3MiHK Y
mMeToAax BUNpobyBaHHSA (BK/IHOUYaoun
3amiHy abo gonoBHeHHs) A®| abo
BUXiAHOro/NPOMDKHOTO NPOAYKTY) -
[MoA0BXeHHS TepMiHY NpuaaTHOCTK
MepBUHHOTO eTasIOHHOTO CTaHAapTy
(Primary Reference Standart,
PRS),sku1i1 BUKOpUCTOBYETLCA AN
KOHTPOJIH0 AAKOCTI MpW BUNYCKY cepiii
(QC release), pocnigxeHb
CTabiNIbHOCTI Ta XapakTepUCTUYHUX
BMNpo6yBaHb, A0 72 MicALiB Ha
nigcTaBi HasiBHUX AaHUX AOCAIAKEHb
CTabiNIbHOCTi Ta OHOBMEHHAM A71A
Bij0O6PaKeHHs BNPOBa)KEHHS HOBOIO
Po6040ro eTasnioHHOro cTaHaapTy




211 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH ) ynakoska) a uka yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
Ipnangis; (Working Reference Standart, WRS),
BunpobyBaHHs Lo 6yae BUKOPUCTOBYBATUCA ANs

KOHTPO/IHO AKOCTI
KOMEepLiHUX
cepiii (Bci Tectu),
BMNpPOOYBaHHSA
cTabinbHoCTi
KOMepLinHNX
cepiii (Bci TecTm):
€BpodoiHC
Biodhapma
MpopakT TecTiHr
AiieneHnp Nimites,
Ipnangis;
BTopuHHe
nakyBaHHS:
dapmayeyTiui
®opmenTi C.N.A,,
ITania; BropvHHe
nakyBaHHS:
EHecTia bengxiym
HB, benbris;
Bunyck cepii:
CamcyHr bioenic
HN B.B.,
Higepnangu

KOHTPOJIH0 AKOCTi NpW BUMYCKY cepili Ta
pocnipkeHb cTabinbHOCTI cepil,
hi3NKO-XiIMIYHUX | BIONOFIYHUX
BUMPOBYBaHb, a Takox A/
TpaHcdepy Ta Banigauii aHaniTMIHMX
MEeTOAMK aKTUBHOT PeYOBMHN Ta
roTOBOrO JlikapcbKoro 3acoby. 3minHu I
TMny: 3MiHY 3 KocTi. AdPI.
Brpo6HMLTBO. 3MiHa BUPOOHUKA
BUWXiAHOro/MpOMiXXHOro
NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYIOTHCS Y BUPOBHNYOMY
npoteci Adl, a6o 3miHa BUpo6HMKa
(BKOYatoum, ae HeobxigHo, micue
npoBefeHHs KOHTPosIo sikocTi) APl (3a
BiICYTHOCTI cepTudpikata
BiAANOBIAHOCTI EBpoNechkili
thapmMakonei y 3aTBepKeHOMY [AOCHE)
(3miHa B A®I| 6ionoriyHoro
NOXOKEHHS a60 BUXiGHOMY
marepiani/peareHTi/npoMixxHOMY
NPOAYKTI, WO BUKOPUCTOBYHOTLCA AN1A
BMPOOHULITBA
6i0/10r4YHOr0/iMyHOMOrYHOrO
nikapcbKoro 3acoby) - logaBaHHsA
BMPOGHUKa CamcyHr Baitonogxuke Ko.
T, Pecny6nika Kopes (Samsung
Biologics Company Ltd., 300, Songdo
bio-daero, Yeonsu-gu, Incheon,
21987, Republic of Korea), sik
[0[AaTKOBY AiNbHNLIO, BiANOBIAATbHY
3a BUPOOHMLITBO, NaKyBaHHS Ajil0yoi
peyoBuHM (TpacTysymaby (SBL)) Ta
KOHTPO/Ib SKOCTi (KOHLIeHTpauis 6iska,
onwc, 6akTepiaibHi eHOOTOKCKHA Ta
Mikpob6ionoriyHa yicToTa). 3MiHu |
Tuny: 3MiHun 3 AkocTi. ADI. KoHTponb
A®I. 3miHa y MeToAax BUNpobyBaHHSA
A®| abo BMXigHOToO
Marepiasy/mpoMixXHOro
NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYETbLCA Y NPOLIEC
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN Y
3aTBEPAKEHNX METoAaX
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3aco6y HenameH T ynakoska) a uka yBsa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *

BUNPOBYBaHHS) - He3HauHi 3MiHK
meToay ynbTpacpionetoBoro (Yo)
BUMPOMIHIOBaHHS, LU0
BUKOPVCTOBYETLCA Y CTaHAAPTHOMY
npenapari, 3MiH1 KpuUTepiiB
NPUAATHOCTI CUCTEMU A8 KOHTPOJIIO
aHanizy 6mu4yayoro cMpoBaTKoBOro
anbbymiHy (BSA), BuganeHHs etany
po3BefeHHs, BunpasneHHs (aditorial
changes) B Po3gini 3.2.S.4.2.3. 3MiHn
I Tuny: 3miHn 3 skocTi. A®l. KoHTponb
A®I. 3miHa y MeTodax BUNPOGYBaHHS
A®I abo BuxigHoro
mMaTepiany/npoMiXHOro
npoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCS Y MPOLLECi
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN Y
3aTBEPAKEHNX METOAAX
BUNPO6YBaHHSA) - He3HauHi 3MiHN Y
3aTBEPMKEHNX MeTogax
BMNPOGYBaHHSA PigNHHOT
xpomaTtorpadii BUCOKOT eeEKTUBHOCTI
(SE-HPLC) gns oHoBNeHHs eTany
niAroToBKM CTaHAAPTHOrO 3paska,
KOHTPO/II0 Ta NPUroTYBaHHIO 3paska.
3miHu | TUny: 3MiHK 3 akocTi. AdL.
CrabinbHicTb. 3miHa nepiogy
NOBTOPHKX BUNpobyBaHb/nepioay
36epiraHHs abo yMmoB 36epiraHHa AdI
(3a BigCyTHOCTI y 3aTBEpPAXEHOMY
[ocbe cepTudikaTa BignoBiAHOCTI
€Bponeiicbkili hapmakonei, Lo
BK/IIOHAE Mepiog, NOBTOPHOTO
BMNPO6YBaHHSA) (Nepios NOBTOPHOIO
BuNpobyBaHHsA/nepios 36epiraHHs) —
36inbLieHHs abo BBeAEeHHS nepiogy
NOBTOPHOro BUNpobyBaHHs/ nepioay
36epiraHHa Ha OCHOBI pe3y/ibTaTiB
[OCnigpKeHb y peasibHOMY Yaci -
MonoBXeHHSA TepMiHY NpUAaTHOCTI
A®I gitoyoi peyoBmHN OHTPY3aHTY 3
42 po 48 micsuiB 3a ymoBU 36epiraHHs
npu TemnepaTtypi -15°C abo Hnxye, Ha
OCHOBI pe3y/ibTaTiB J4OBrOCTPOKOBOI
cTabinbHOCTI NpoTArom 48 MicAuiB.

3MiHu |l TUNY: 3MiHK 3 sKOCTi. F0TOBMIA
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nikapcbkuii 3aci6. 3MiHu y
BMPOGHMLTBI. 3MiHN Y nNpoueci
BUPOGHMLITBA FOTOBOrO NiKapCbKOro
3ac06y, BKHOHAKUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOGHULTBI FOTOBOTO NiKapCbKOro
3acoby (nikapcbkuii 3aci6 €
nikapcbknM 3acobom GionoriyHoro/
iMYHO/I0MYHOTO MOXO/PKEHHA Ta 3MiHa
BMMarae NpoBeAeHHS NOPIBHANbHUX
nocnigpkeHn) - logaBaHHS HOBOI
BMPOGHMYOI AiHiT (UVF4) Ha YiHHOMY
3aTBEPAKEHOMY BUPOGHUYOMY
MalijaHunKy roTOBOro NikapCbKOro
3acoby (FAREVA PAU 2, 50 chemin
de Mazerolles, IDRON, 64320,
®paHuia, NiHia (UVF4)). 3miHu Il Tuny:
3MiHn 3 akocTi. A®l. KoHTponb AdL.
3MiHa y napameTpax cneuudikadiii
Ta/abo fonyCTUMUX MEX, BUSHAUYEHNX
y cneuudikauisx Ha A®l, abo
BUXiAHWA/NPOMIXKHWIA
NPoAyKT/peareHT, LWo
BMKOPWCTOBYIOTbCSA Y Npoueci
BUpo6HMUTBa AP| (3MiHa no3a
MeXaMu 3aTBEpPKEHOrO fiana3oHy y
cneuudikauii Ha A®I) - 3miHK Mexi
crneundikaLii o0cMONSANBLHOCTI 3 «66-79
MOCM/Kr» Ha «67-82 MOCM/KI» y
cneuudikauisix akTVBHOI pe4YOBUHMN
TpacTy3ymab Ha OCHOBI CTATUCTUYHUX
[JaHvX, BHECEHHS pefakuiliHi 3MiHN [0
po3ginis 2.3.S 1a 3.2.5.2.2. 3miHum Il
Tuny: 3MiHKM 3 KoCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHU BUNpobyBaHb abo
[0MyCTUMUX MEX, BCTAHOB/IEHUX Y
cneuudikauisix, nig yac BUpobHULTBA
rOTOBOrO JliKapCbKoro 3acofby
(PO3LIMPEHHN 3aTBEPMAXKEHNX
[ONyCTUMUX MeX AN151 MOKa3HUKIB, K
MOXYTb MaTuW iCTOTHWIA BN/IUB Ha
3arasnibHy SKiCTb rOTOBOTO NiKapCbKOro
3ac06y) - 3MiHM rPaHNYHNX 3HAYEHb
OCMOSIAMBHOCTI, LLIO 3aCTOCOBYOTLCA
nig, Yac BUPOGHULITBA rOTOBOrO
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npoaykTy, 3 «79 MOCM/Kr» Ha «82

MOcm/kr» Kputepii NpUAHATHOCTI
nicns BigHOBNEHHS J13 He 3MIHIOETLCS.
OHoB/eHHA po3giny 3.2.P.3.4. 3MiHn |

TUny: 3MiHn 3 AkocTi. APl. KoHTponb
A®I. 3miHa y MeTodax BUNPOGyBaHHS
A®I abo BuxigHoro
MaTepiany/npoMixXHOro
npoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCS Y NPOLIECi
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN Y
3aTBEPKEHNX METOAAX
BMNPOBYBaHHS) - He3HauHi 3MiHM A0
MeToay «30BHILLHIN BUrNSA», L0
BUKOPWCTOBYETLCA A5 NEPEBIPKM
«MPO30POCTi» Ta «KONbOPY» AN AdI,
0ns 3abe3neyveHHs BignosigHocTi USP
(mopaBaHHA nocunaHb Ha USP —
nopfaHo Clarity is tested according to
Ph. Eur. 2.2.1 “Clarity and Degree of
Opalescence of Liquids” / USP “Visual
Comparison”. Colour is tested
according to Ph. Eur. 2.2.2 “Degree of
Coloration of Liquids” / USP “Color and
Achromicity”) . MeTog aHanizy
3a/IMLIAETLCA HE3MIHHUM. 3MiHu |
Tuny: 3MiHun 3 aKocTi. AL,

Bunpo6HMLTBO. 3MiHW BUNpOGYyBaHb

ab0o gonycTumMnx Mex y npoueci
BMPOGHMLTBA ADI, 110 BCTAHOB/EHI Y
crneungikalisx (3By)XeHHS A0NyCTUMUX
MeX) - 3BY)XEHHS AONYCTUMUX MEX, 3
METO NOCWNEHHS KOHTPO/IO B
npoueci "Mogaya MikotheHonoBo1
kucnotu (MMA) (% Big noyaTkoBoro
po6oyoro 06’emy)" Bia HekouoBoro
KOHTposiboBaHoro napametpa (N-KCP)
0,0 KpUTUYHOro KOHTPOIbOBAHOIO
napameTpa (CCP) ( napameTpu 6ynm
nepeoLjiHeHo nicnsa 3aBepLUeHHs
Banigauii npoyecy Ha SBL Ha ogHomMy
3 BUPOOHNYMX MaligaHuukis DS).
OHOB/IEHO 3riAHO 3 3a51BNIEHOT 3MiHN
HacTynHu Po3ginun focbe:
- Po3gin 3.2.5.2.2,

- Po3gin 3.2.5.2.4
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- Po3pgin 3.2.5.2.6.1;
BHeCeHO Bunpas/ieHHs (editorial
changes)

Po3gin 3.2.S.2.2 (aopaHo posgainu
CTD, Ha sKkuii nocunarTbes,
BMNpPoOYyBaHHA B NpoLeci
BUpOGHMUTBA: BUXig aaresii Capto (%)
6y10 NOMW/IKOBO MPONYLLEH).
-Po3gin 3.2.S.2.4 (gogaHo po3ainv
CTD, Ha siKuiA nocunarTbes)
3MiHn |l Tuny: 3miHun 3 AkocTi. AdI.
Brpo6HMLTBO. 3MiHa BUPOGHUKa
BWXiZAHOr0/NPOMIXHOro
npoayKTy/peareHTy, LWo
BUKOPVCTOBYIOTHCS Yy BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpOGHMKa
(BKrOvatoun, Ae HeobXxigHo, MicLe
npoBefeHHs KOHTposIo sikocTi) APl (3a
BiACYTHOCTI cepTucpikata
BIANOBIAHOCTI EBpONenchbkili
dhapmakonei y 3aTBepKeHOMY [0CbE)
(3MiHM 0o 3ax0fiB, NOB'A3aHKX 3
KOHTPO/IEM aKTVBHOT PEYOBUHU
6i0N10rYHOro NOXOMKEHHSI: 3aMiHa abo
[ofaBaHHA AiNbHULI, Ae NPOBOANUTLCS
KOHTPO/b/BMNPOGYBaHHSA cepii,
BK/THOHAI0UM 3aCTOCYBaHHS
6ionoriyHoro/
iMYHO/10rYHOrO/iIMyHOXiIMiYHOTO
meToay) - JoaasaHHs Eurofins
Biopharma Product Testing Ireland
Limited, Ida Industrial Estate,
Clogherane, Dungarvan, X35 T628,
Ireland, ik anbTepHaTUBHY AiNbHULLIO
BMNPOBYBaHHSA KOHTPO/IIO AKOCTI (BCi
TecTu), BUNPo6yBaHHS CTabiNbHOCTI
(BCi TECTM) AKTMBHOI PEYOBUHN
TpacTy3ymab. AHaniTuyHi metoam
6ynu nepegaHi 3 PPD Athlone,
IpnaHgis go Eurofins Biopharma
Product Testing Ltd. (EBPT), Ipnangis.
3miHu |l TURYy: 3MiHK 3 AkocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHu y
BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYIOTbCS BMMYCKY cepii Ta
KOHTPOJIH0 AKOCTi FOTOBOTO J1iKapCbKOro
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3acoby (3amiHa abo fofaBaHHSA
AiNbHULI, Ha AKIl 34iACHIOETbCA

KOHTPO/Ib AKOCTI/BUNPOGYBaHHSA cepii
4ns 6ionoriyHoro/iMyHONOrYHOro
nikapcbKoro 3acoby, Ta 6yab-sKoi
[iNbHULI, Ha SKi 3aCTOCOBYETLCS
6ioN0rivHMA/iMyHONOrIYHNI MeTop,
BMNpoOGYBaHHS) - [lofaBaHHsA AifbHUL
Eurofins Biopharma Product Testing
Ireland Limited, Ida Industrial Estate,
Clogherane, Dungarvan, X35 T628,
Ireland, Ha Skili 34iCHIOETLCSA
BUNPOGYBAHHA KOHTPOJIO AKOCTI
KOMepLiHuX cepiii (BCi TecTw),
BMNpPO6YBaHHA CTabisIbHOCTI
KOMepLiiHMX cepiii (BCi TecTu);
BunpasneHHs (aditorial changes) go
Po3zginy 2.3.P. 3minu Il Tuny: 3miHu 3
AKOCTi. A®l. BUpO6GHNLTBO. 3MiHU
BMNPOGYBaHb ab0 AONYCTUMUX MEX Y
npoteci Bupo6Huutea A®l, o
BCTaHOB/EHI Y cneuudikaLisx
(PO3LWNPEHHA 3aTBEPAKEHNX
[0NyCTUMUX MEX y npoueci
BMPOGHULTBA AN1A NOKa3HWKIB, AKi
MOXYTb iICTOTHO BM/IMHYTU Ha SAKICTb
A®I) - Po3wmpeHHs 3aTBEpPIKEHNX
LonycTUMmnx Mex nosicopbaty 20 y
npoveci BUpO6HULTBA aKTUBHOT
peyvoBUHM TpacTy3ymaby 3 «0,012%»
0o «0,015%» y nonepegHLO
hinbTpoBaHiit chopmMoBaHii
Hepo3dhacoBaHiii nikapcbkili pe4yoBUHi
(DS) Ha eTani «thopMyBaHHS, Bifnyck
Ta 36epiraHHs» nig Yyac BUPOGHNYOro
npouecy DS. MoTouHnii
3aTBepMKeHWIA gianasoH ans PS 20
ctaHoBuTb 0,007-0,012%.
3anponoHoBaHuiA gianasoH
niaTBEPAXYETLCA HOBUM
LOCNISKEHHSM, SIKe OLiHIOE BNNB
LibOro po3LUMPEHOTO Aiana3oHy Ha
Kiflbka nokasHukis skocTi DS Ta
nikapcbkoro 3acoby (DP) 3a TpuBanux,
NPVICKOPEHNX Ta CTPECOBUX YMOB

36epiraHHs. BBeJeHHS 3MiH MPOTAroM
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6 MicALiB nicna 3aTBepPAKEHHS. 3MiHN
| Tviny: 3miHu 3 sKocTi. API.
Brpo6HMUTBO. 3MiHM BUNPOGYBaHb
abo fonycTMux Mex y npoweci
BMPOGHMLTBA ADI, LLIO BCTAHOB/EHI Y
cneumdikauisix (iHwi 3miHn) - 3 MeToo
3MIHUTU OMUC FPaHNYHO AO0NYCTUMOT
KinbkocCTi Boay Ans in'ekuin (WFI)
nepef BUKOPUCTaHHAM [/151 NEPEBIpKM
LiiniCHOCTI NOBITPAM 4151 NPOMUBAHHS
ynbTpadinbTpauiiiHix (UF) dinbTpis y
npoLieci BUPO6HMLTBA, WO
3aCTOCOBYETLCA Nif, Yac BUPOOHULTBA
aKTUBHOI peYOBMHY TpacTysymab y
Samsung Biologics (Pecny6nika
Kopes), 3 «He npoxoantb (> 9360 Ky6.
cm/xB gns 80 kaceT) npu Tucky 30
chyHTIB Ha KB. Atolim (2,1 6ap)» Ha «He
npoxognTb (> 117 ky6. cm/xB/KaceTa)
npu Tucky 30 doyHTIB Ha KB. Arolim (2,1
6ap)». 3miHu |l TMNY: 3MiHW 3 AKOCTI.
Ad|. BUpo6bHMUTBO. 3MiHU
BMNPOGYBaHb ab0 AONYCTUMUX MEX Y
npoteci Bupo6Huutea A®l, o
BCTaHOB/EHI Y cneuudikaLisx
(PO3LWNPEHHA 3aTBEPAKEHNX
[0NyCTUMUX MEX y npoueci
BMPOOGHULTBA AN19 NOKa3HWKIB, AKi
MOXYTb iICTOTHO BM/IMHYTU Ha AKICTb
A®I) - Po3wmpeHHs 3aTBEpPIKEHNX
[onyCTUMUX MEX y npoueci
BMPOGHMLITBA A/151 MOKA3HWKIB: PiBHSA
noaBoeHHs nonynsuii (population
doubling level, PDL) (MCB pgo
iHOKyNAILii OCHOBHOrO BUPOBHNYOro
6iopeakTopa) i piBHS MOABOEHHS
nonynsuii (PDL) (MCB pgo 360py
OCHOBHOI0 BMPOBGHNYOTrO
6iopeakTopa), 3aCTOCOBaHOr0 Mif, Yac
BMPOBHULTBA Ai04OT peyoBUHU
TpacTy3symab y Samsung Biologics
(Pecnyb6nika Kopes) Big " > 42, 1" go
">42,6"i"> 45, 8" no "> 46, 3",
BiANoBiAHO. 3MiHu |l TMRY: 3MiHK 3
aKocTi. A®l. Bupo6HMLTBO. 3MiHM
BUNpobyBaHb a60 AONYCTUMUX MEX Y




(pO3LWIMPEHHN 3aTBEPMAKEHNX
[onyCTUMUX MEX y npoueci
BMPOGHMLITBA A/151 MOKA3HWKIB, SKi
MOXYTb iCTOTHO BM/IMHYTU Ha SKICTb
ADI) - PO3LWIMPEHHS 3aTBEPIKEHNX
[ONyCTUMMX MeX y npoueci
BMPOGHMLITBA, & CaMe PO3LLUMPEHHS
MeXy Ail B npoueci 06pobku Ans
3arasibHOr0 3aBaHTaKEHHS BIPYCHOMO
hinbTpa , NPOMUBaHHSA A4N1a eTany
inbTpauii 418 3MEHLLEHHS KiSIbKOCTI
BIpYCiB, LLIO 3aCTOCOBYIOTbLCSA Nif, Yac
BMPOGHULITBA aKTMBHOI PeYOBUHU
Tpacty3ymab y Samsung Biologics
(Pecny6nika Kopes) , 3 «> 1000(n/m?)»
[0 «> 250001/ M?)». 3MiHn | TUny:
3MiHK 3 siKoCTi. FoTOBMIA NiKapcbKuii
3aci6. KoHTpo/ib roToBOro nikapcbkoro
3acoby. 3miHa y meToaax
BUMPOBYBaHHS rOTOBOTO NiKapCbKOro
3acoby (Hes3HayHa 3miHa y
3aTBEPAKEHNX METOAAX
BMNPOBYBaHHS) - He3HauHi 3MiHM 10
npoteaypv BUNPo6yBaHHS «30BHILLHIiA
BUMNAA, NiCNA BiAHOB/EHHSA» FOTOBOIO
NPOAYKTY A1 OHOBMIEHHA NpoLieayp
«BUMPOGYBaHHA NPO30POCTix»
BignoBigHo Ao USP. OHoBNEHHS
posainis gocke:- Po3gin 3.2.P.5.2-
Po3gin 3.2.A.1. 3miHu | Trny:
AAMiHICTpaTUBHI 3MiHW. BunyyeHHs
BUPOGBHMYOT AiNbHULL (BKIHOYaOUN
AinbHuui ana A®l, npomiXHOro
npoAyKTy abo roToBOro MiKapCbKoro
3aco6y, AiNbHULI ANa NpoBefeHHS
nakyBaHHs, BUPOGHYKa,
BiANOBIAA/ILHOIO 3a BUMNYCK Cepii,
MicLLe MpOBeAEHHS KOHTPOSIIO cepii)
abo noctavasibHMKa BUXiAHOTO
mMarepiany, peareHTy abo gONnoMiXHOT

BupaneHHs 3aTBepaxeHoro

PEUOBMHY (SIKLLO 3a3HAYEHO Y JOCHE) -

Bupo6Huka MNateoH Itanisa C.n.A., Bia

MoponeHce 5, ®epeHTiHo, 03013,
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npoueci BupobHuuTBa A®I, o
BCTaHOB/EHI y cnevudikaisx
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ITania (Patheon ltalia S.p.A., Via

Morolense 5, Ferentino, 03013, Italy)
BiANOBI4a/IbLHOrO 3a BUPOBHNLTBO,
nepBUHHE NaKyBaHHS, BUNPOGYBaHHS
KOHTPO/IO SIKOCTi (CTepubHICTb) /
manufacturing, primary packaging,
quality control testing (sterility). 3miHu |
Tuny: 3MiHn 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHMUTBI. 3MiHM BUNpo6yBaHbL abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikauisix, nig yac BUpobHuUTBA
roTOBOro Nikapcbkoro 3acoby (iHLwi
3MiHW) - He3HauHa 3miHa fo eTany
Bi3yasIbHOro Or/Ify roToBOro
NPOAYKTY A5 BCTAHOB/IEHHSA
rPaHNYHKX 3HAYEHb AN1A
BHYTPILUHbOTEXHOIOMNYHOrO KOHTPO/IHO
«3arasibHuii Buxig, (overall yield at <
90,2%, > 101,2%>» Ta ansa
«3arasibHoro y3rogpkeHHs (overall
reconciliation < 94,5%, > 102,8%» niz
Yyac BMPOBHMLTBA FOTOBOrO
nikapcbKoro 3acoby. 3MiHu | Tuny:
3MiHu 3 aKocTi. A®L. (iHWi 3MiHW) -
BunpaBneHHs Ta yTOYHEHHS
iHcbopMaLii Npo NOXOMKEHHS
CcMpoBUHM B nigpo3ainax 1.1, 1.2 Ta
2.2 Posginy 3.2.S.2.3, nepenik
CUPOBWHYM 6i0N0MYHOrO NOXOKEHHS
6y10 BUNPaBEHO 3 ypaxyBaHHAM
OoCcTaHHbOT iHdhopmaLii Ta cepTudiikata
MOXOKEHHSA, HaAaHUx Samsung
Biologics Co. Ltd (BSL) Ta Fujifilm
Diosynth Biotechnologics Denmark
ApS (FDBD), (oHOBNEHHA Nigpo3ain 2
po3ainy 3.2.S.2.3.). 3MiHu | Tuny:
AAMiHICTpaTMBHI 3MiHW. 3MiHa
HalimeHyBaHHS Ta/abo agpecu Micus
NPOBaPKEHHS AiSSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKIOYaK4n
AinbHULI BUNYycKy cepii abo micue
NpoBeAEHHs1 KOHTPOJIO SIKOCTI.
(misnbHicTb, 3a AKy Bignosigae

BUPOGHMK/IMIOpTEp, He BKIYaKUN
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BWMYCK Cepiii) - YTOUHEHHS B Ha3Bi
Brpo6HvKa 3 MeTo npuBefeHHs
Ha3Bu go Poszginy 3.2.P.3.1
(BUNpPOGYBaHHSA KOHTPOSIHO AKOCTI
(6akTepiasibHi eHAOTOKCUHU, Ta
CTepunbHicTb). Byno: dapesa MNay /
Fareva Pau). Ctano: ®apesa NMay 1/
Fareva Pau 1), agpeca Ta Bci
BMPOGHMWUYI onepauii 3a/mwarTbes
He3MiHHUMW. 3MiHu | Tuny:
AAMiIHICTpaTMBHI 3MiHW. 3MiHa
HalimeHyBaHHS Ta/abo agpecu Micus
NPOBaPKEHHSA AiSSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKIOYaK4n
AinbHULI BUNYycKy cepii abo micue
NpoBeAEHHS KOHTPOJIIO AKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BUPOGHMK/IMNOPTEp, He BKIOYaKUn
Bunyck cepiin) (A.5. (6),IA). YTouHEHHS
B Ha3Bi BUpo6Huka 3 MeTot
npvBeAeHHs Ha3su 1o Posgainy
3.2.P.3.1 (BUpOOHMLTBO, NEPBUHHE
nakyBaHHs). byno: ®apesa lMay /
Fareva Pau). Ctano: ®apesa lNMay 2 /
Fareva Pau 2), agpeca Ta Bci
BMPOGHUWUYI onepauii 3a/mwarTbes
HE3MiHHUMU.
198. | OHTPY3AHT Trastuzu | Tpact | LO1F NMOPOLLOK ANs CamcyHr Pecny6n BrnpobHnuTBO, dpaHuis BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/20623/01/02
mab y3yma | DO1 KOHUEeHTpaty ans Bioenic iKa nepsuHHe / mMartepianis: 3miHu | Tuny: 3MiHu 3 peyenmom
6 po3umnHy Ansa Ko., N1A4. Kopes nakyBaHHA: Pecny6n aKkocTi. A®Il. KoHTponb A®I. 3miHa y
iHdysili, no 420 wr; dapesa lNay 2, ika MeTogax BMnpobyBaHHst A®l abo
NOpPOLLOK AN PpaHuis; Kopes/ BUXiAHOIO MaTepiasy/npoMixxHoro
KOHLeHTpaTy Ans BunpobysaHHs IpnaHgis npoayKTy/peareHTty, Wwo
PO34MHY AN IHQY3iN KOHTPOJTHO SIKOCTI / BMKOPUCTOBYETLCA Y MPOLLECi
y doniakoHi 06’'eMom (bakTepiasnbHi ITanis BMpoG6HMLTBA API (iHWi 3MiHK Y
40 mn; no 1 €HAO0TOKCUHN Ta /benbris MeTofax BUNpobyBaHHSA (BK/IHOHa0UM
dnakoHy B CTEePW/IbHICTb): / 3amiHy ab0 gonoBHEHHS) AD| a6o
KapTOHHI Kopo6Lyi Papesa lNay 1, Higepna BUXiAHOro/NPOMIKHOIO NPOAYKTY) -
PpaHuis; HAW Mof0BXEHHA TEPMiHY NPUAATHOCTM
Bunpo6yBaHHs [epBUHHOrO eTasIOHHOIO CTaH4apTy
KOHTPOJI0 SIKOCTI (Primary Reference Standart,
(BCi TECTM OKpIM PRS),5Kunii BUKOPUCTOBYETLCA AN51
bakTepiasibHMX KOHTPOJTH0 SIKOCTi NPV BUMYCKY Cepiit
E€HAO0TOKCHHIB Ta (QC release), pocnigxeHb
CTEePWIbHOCTI), CTabiNIbHOCTI Ta XapaKTepUCTUHHNX
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BUNPOGYBaHHSA BUNPO6YBaHb, 0 72 MiCALIB Ha
cTabinbHocTi (BCi nigctasi HassBHUX JaHWX AOCNIMKEHb
TECTN OKpiM CTabiNbHOCTI Ta OHOB/IEHHAM A71A

bakTepiasnbHUX
€HAO0TOKCUHIB Ta
CTEpPUILHOCTI):
nna
[esenonveHt
Alienenp Nimitea,
Ipnangis;
Bunpo6yBaHHs
KOHTPO/THO AKOCTI
(baxTepianbHi
€HO0TOKCHHN),
BMNpPOOYBaHHSA
ctabinbHoCTi
(6akTepiasibHi
€HAO0TOKCUHN Ta
CTEePUNbHICTb):
Yapnb3 Pisep
NabopaTopi3
AiieneHnp Nimites,
Ipnangis;
Bunpo6yBaHHs
KOHTPO/IHO AKOCTI
KOMepLiHNX
cepiii (Bci Tectu),
BUNPOGYBaHHSA
CTabiNbHOCTI
KOMepLiHNX
cepiii (Bci TecTu):
€BpodpiHC
Biodhapma
MpoaakT TecTiHr
Aieneng Nimites,
Ipnangis;
BTopuHHe
nakyBaHHS:
dapmaveyTiui
$opmeHTi C.N.A,,
ITanis; BropvHHe
nakyBaHHS:
EHecTia Benmpxiym
HB, Benbris;
Bunyck cepii:
CawmcyHr bioenic

Bij06PaXeHHs BNPOBaXKEHHS HOBOTO
Po6oyoro eTasioHHOTO cTaHJapTy
(Working Reference Standart, WRS),
o byse BMKOpUCTOBYBATUCA ANs
KOHTPOJII0 AIKOCTI NpM BUMYCKY cepili Ta
pocnipxeHb cTabinbHOCTI cepil,
Pi3nKO-XiMiYHMX | BioNoriYHnX
BMNpPOoOYBaHb, a TakoX A/1s
TpaHcdhepy Ta Banigauii aHaliTMYHUX
METOAMNK aKTUBHOT PEYOBUHU Ta
roTOBOrO JlikapcbKoro 3acoby. 3miHu I
TMny: 3MiHW 3 AKocTi. ADI.
Bnpo6HMLTBO. 3MiHa BUPOGHUKA
BWXiAHOr0/MPOMiXHOro
npoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTHCS Y BUPOOHUYOMY
npoteci Ad®l, abo 3miHa BUpobHMKa
(BKtOvatoun, fe HeobXxigHo, MicLe
npoBefileHHs KOHTPOJIt0 AKoCTi) AP (3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBponechbkili
dhapmakonei y 3aTBepKeHOMY [0CbE)
(3miHa B A®| 6ionoriyHoro
NOXOKEHHSI ab0 BUXiAHOMY
MaTepiani/peareHTi/npoMixHoOMY
NPOAYKTI, L0 BUKOPUCTOBYHOTLCSA ANA
BMPOGHMLTBA
6ionoriyHOro/iMyHOM0r4YHOr0
nikapcbKoro 3acoby) - [logaBaHHsA
BMpo6HUKa CamcyHr Baionomxukc Ko.
Nta, Pecny6nika Kopes (Samsung
Biologics Company Ltd., 300, Songdo
bio-daero, Yeonsu-gu, Incheon,
21987, Republic of Korea), sk
[0[ATKOBY AiNbHULIO, BIANOBIAATbHY
3a BUPOOHMLITBO, NaKyBaHHS Ailo4oi
peyoBuHM (Tpactysymaby (SBL)) Ta
KOHTPO/Tb SIKOCTi (KOHLeHTpauis 6iska,
onuc, 6akTepiasibHi eHAO0TOKCUHA Ta
MiKpo6iosioriyHa unctoTa). 3miHu |
Tuny: 3MiHn 3 AkocTi. API. KoHTponb
A®I. 3miHa y MeTodax BUNPOGYBaHHS
A®I abo BMXigHOro
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HN B.B., MaTepiasny/npoMiXHOro
Hipepnaxngn NPoAyKTy/peareHTy, Lo

BUKOPWCTOBYETLCA Y MPOLIECI
BUPOGHMUTBA AD| (HE3HAYHI 3MiHK Y
3aTBEPAKEHNX METOAAX
BMNPO6YBaHHS) - He3HauHi 3MiHK
mMeToay ynbTpacionetoBoro (Y®)
BUNPOMIHIOBaHHS, LU0
BUKOPVCTOBYETLCA Y CTaHAAPTHOMY
npenapari, 3MiHX KpUTEpIiB
NpUAATHOCTI CUCTEMU AN KOHTPOIHO
aHanisy 6uyayoro cMpoBaTKOBOro
anbbymiHy (BSA), BuganeHHs etany
po3BefeHHs, BunpasneHHs (aditorial
changes) B Po3gini 3.2.5.4.2.3. 3miHn
| Tuny: 3miHn 3 aKocTi. A®l. KoHTponb
A®I. 3miHa y meTodax BUNPOGYBaHHS
A®| abo BMXigHOro
MaTepiany/npoMiKHOro
npoAayKTy/peareHTy, LWo
BUKOPWCTOBYETLCA Y MPOLIECI
BUPOGHMUTBA AD| (HE3HAYHI 3MiHK Y
3aTBEPAKEHNX METOAAX
BUNpPo6yBaHHS) - He3HauHi 3MiHM y
3aTBEPAKEHNX METOAAX
BMNPOGYBaHHSA PigNHHOT
XpomaTorpadii BUCOKOi eDeKTUBHOCTI
(SE-HPLC) ans oHOBMeHHA eTany
niAroToBKN CTaHA4apPTHOrO 3paska,
KOHTPO/II0 Ta NPUroTYBaHHIO 3paska.
3MiHM | TMNY: 3MiHK 3 AkocTi. API.
CrabinbHicTb. 3miHa nepiogy
NOBTOPHYKX BMNpo6yBaHb/nepioay
36epiraHHs abo ymoB 36epiraHHa AdI
(3a BigcyTHOCTI y 3aTBEpAKEHOMY
[ocbe cepTudpikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei, Lo
BK/IHOYA€E Nepiog, MOBTOPHOrO
BMNpo6yBaHHS) (Nepiog MOBTOPHOTO
BUNpobyBaHHs/nepios 36epiraHHsA) —
36inbLeHHsA abo BBeAEHHNA nepiogy
NOBTOPHOro BMNpobyBaHHs/ nepiogy
36epiraHHs Ha OCHOBI pe3y/bTaTiB
LoCnimpKeHb Y peasibHOMY Yaci -
MoJOBXEHHS TEPMiHY NMpUAAaTHOCTI
A aitoyoi peyoBrHU OHTPY3aHTY 3
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42 no 48 micsuiB 3a yMOBY 36epiraHHs
npu Temnepartypi -15°C abo Hwxk4e, Ha
OCHOBI pe3y/bTaTiB AOBIOCTPOKOBOT
cTabinbHOCTI NpoTArom 48 micsuis.
3MiHn |l Tuny: 3miHn 3 AkocTi. AdI.
KoHTponb A®l. 3miHa y napameTpax
cneyudikayin Ta/abo gonycTummx
MeX, BU3Ha4YeHnx y cneumdikalisx Ha
A®I, a60 BUXigHWIA/NPOMIKXHWIA
npoayKT/pearenT, Wwo
BMKOPWCTOBYHOTbCS Y MPOLECI
BMPOGHMLUTBA AD| (3MiHa no3a
MeXaMu 3aTBepKeHOro fianasoHy y
cneuudikauii Ha A®I) - 3miHn Mexi
cneuudikaLii o0cMONANbHOCTI 3 «66-79
MOCM/Kr» Ha «67-82 MOCM/KI» y
cneumdikaLisix akTVBHOI PeYOBUHMN
TpacTy3ymab Ha OCHOBI CTATUCTUYHUX
[aHVX, BHECEHHS pefakUiliHi 3MiHU [0
po3ginis 2.3.S 1a 3.2.5.2.2. 3minum Il
Tuny: 3MiHKM 3 SKocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHK BUNpobyBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/IEHNX Y
crneundikauisx, nig yac BUPO6GHULTBA
roTOBOrO NikapCbKoro 3acoby
(pO3LWMPEHHN 3aTBEPMAKEHNX
[ONyCTUMUX MEX AN NOKa3HUKIB, AKi
MOXYTb MaTu iCTOTHWI BN/IMB Ha
3arasibHy SKiCTb rOTOBOTO NiKapPCbKOro
3ac006y) - 3MiHM rPaHNYHNX 3HaYEeHb
OCMOJIA/ILHOCTI, LLI0 3aCTOCOBYOTLCA
nig Yyac BUPOGHMLITBA FOTOBOMO
npoaykTy, 3 «79 MOCM/Kr» Ha «82
MOcm/kr» KpuTepii NpUAHATHOCTI
nicns BigHOBNEHHS J13 He 3MIHIOETLCS.
OHoB/eHHA po3giny 3.2.P.3.4. 3MiHn |
TUny: 3MiHn 3 AkocTi. APl. KoHTponb
A®I. 3miHa y MeTodax BUNPOGYBaHHS
A®I abo BuxigHoro
MaTepiany/npoMiKHOro
npoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NPOLIECi
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN Y
3aTBEPAKEHNX METOAAX
BUnNpo6byBaHHs)(6.1.6.2. (a),lA).
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HesHauHi 3MiHu 1o MeToay
«30BHILLHI BATNSA», WO
BUKOPWCTOBYETLCA A151 NEPEBIPKM
«MPO30POCTi» Ta «KONbOPY» Ans AdI,
0ns 3abe3neyveHHs BignosigHocTi USP
(mopaBaHHA nocunaHb Ha USP —
nopfaHo Clarity is tested according to
Ph. Eur. 2.2.1 “Clarity and Degree of
Opalescence of Liquids” / USP “Visual
Comparison”. Colour is tested
according to Ph. Eur. 2.2.2 “Degree of
Coloration of Liquids” / USP “Color and
Achromicity”) . MeTog aHanizy
3a/IMLIAETLCA HE3MIHHUM. 3MiHu |
Tuny: 3MiHun 3 sKocTi. ADI.
Bunpo6HMLTBO. 3MiHW BUNpOGYyBaHb
abo gonycTumnx Mex y npoueci
BMPOGHMLTBA ADI, L0 BCTAHOB/EHI Y
cneungikalisx (3By)XeHHA A0NyCTUMUX
MeX) - 3BY)XEHHS AONYCTUMUX MEX, 3
METO NOCWNEHHS KOHTPOSIO B
npoueci "Mogaya MikotheHonoBol
kucnotu (MMA) (% Big noyaTkoBoro
po6oyoro o06’emy)" Bia HektouoBoro
KOHTposiboBaHoro napametpa (N-KCP)
0,0 KpUTUYHOro KOHTPOIbOBAHOIO
napameTtpa (CCP) ( napameTpu 6ynm
nepeoLjiHeHo nicnsa 3aBepLUeHHs
Banigauii npoyecy Ha SBL Ha ogHomMy
3 BUPOOHNYMX MaligaHuukis DS).
OHOB/IEHO 3riAHO 3 3a51BN1IEHOT 3MiHN
HacTynHu Po3ginu focbe:

- Po3gin 3.2.5.2.2,

- Po3pin 3.2.5.2.4
- Po3gin 3.2.5.2.6.1;
BHeCeHo BunpassieHHs (editorial
changes). Po3gin 3.2.5.2.2 (nogaHo
po3ginu CTD, Ha Sikuii nocnnarTbCs,
BMNpPOoOYyBaHHA B NpoLeci
BUpOGHMUTBA: BUXig aaresii Capto (%)
6yn0 NOMWIKOBO mponyLeH). Po3ain
3.2.5.2.4 (mopaHo po3ginu CTD, Ha
AKMIA nocunarTbes). 3minm Il Tuny:
3MmiHu 3 sKocTi. A®l. Bupo6HMLTBO.
3miHa BUpO6HYKa
BUXIAHOrO/NPOMIiXHOro
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NpoAayKTy/peareHTy, Lo
BUKOPVCTOBYIOTHLCS Y BUPOBHUYOMY
npoueci A®l, abo 3MiHa BUPOGHMKa
(BKNtOYaoUK, oe HeobxigHO, MicLe

npoBefeHHs KOHTPOsto skocTi) AdI (3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpoONechbkili
thapmakonei y 3aTBepyKeHOMY AOCLE)
(3MiHM po 3axogiB, MOB'A3aHUX 3
KOHTPON1EM aKTUBHOI pe4yoBUHU
6i0N10riYHOro NOXOMKEHHS: 3aMiHa abo
[ofaBaHHA AinbHULI, Ae NPOBOANUTLCA
KOHTPO/Ib/BUNPOBYBaHHSA cepil,
BK/1O4AI0UM 3aCTOCYBaHHS
6ionoriyHoro/
iMyHONOrYHOro/iMyHOXiMIYHOTO
meToay)- JoaasaHHs Eurofins
Biopharma Product Testing Ireland
Limited, Ida Industrial Estate,
Clogherane, Dungarvan, X35 T628,
Ireland, sk anbTepHaTUBHY AiNbHULIIO
BUNPOBYBaHHS KOHTPOIO AKOCTI (BCi
TecTtun), BUNpobyBaHHs CTabifIbHOCTI
(BCi TECTM) AKTVBHOI PEYOBUHM
Tpacty3symab. AHaniTU4HI MeToan
6ynu nepegani 3 PPD Athlone,
IpnaHgis go Eurofins Biopharma
Product Testing Ltd. (EBPT), IpnaHgis.
3MiHn |l Tuny: 3miHu 3 sKocTi. FoToBMiA
nikapcbkuii 3aci6. 3MiHN Y
BUPOGHMUTBI. 3MiHa iMNopTepa/3MiHu,
LLIO CTOCYOTbCS BMMYCKY Cepii Ta
KOHTPOJT0 AKOCTi FOTOBOTO J1iKapCbKOro
3acoby (3amiHa abo foAaBaHHSA
AiNbHULI, Ha KA 3AiACHI0ETLCA
KOHTPO/Ib SKOCTi/BUNpO6YBaHHSA cepil
4ns 6ionoriyHoro/iMyHONOrYHOro
NiKapcbKoro 3acoby, Ta byab-saKoi
AiNbHUL, Ha SKil 3aCTOCOBYETLCS
6ionoriyHuit/imyHonoriyHnii MeTop,
BMNPOoOYBaHHS) - [logaBaHHsA AiNbHUL
Eurofins Biopharma Product Testing
Ireland Limited, Ida Industrial Estate,
Clogherane, Dungarvan, X35 T628,
Ireland, Ha sikili 34iCHIOETLCA
BUNPO6YBAHHS KOHTPOJIIO AKOCTI
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KOMepLiiiH1X cepili (Bci TecTn),

BMNPOBYBaHHA CTabibHOCTI
KOMepL,iiH1X cepili (Bci TecTn);
BunpasneHHs (aditorial changes) go
Pozginy 2.3.P. 3MiHu Il Tny: 3MiHu 3
akocTi. A®l. BUpo6HMLTBO. 3MiHK
BMNpobyBaHb ab0o AONYCTUMUX MEX Y
npoueci BupobHuytea A®l, wo
BCTaHOB/EHI y cnevudikavisx
(PO3LUMPEHHS 3aTBEPMAKEHNX
[ONyCTUMMX MEX y npoueci
BMPOGHMLTBA A/151 MOKA3HWKIB, SKi
MOXYTb iICTOTHO BM/IMHYTU Ha SKICTb
A®I) - Po3wmpeHHs 3aTBEpPIKEHNX
Jonyctummx mex nonicopbaty 20 y
npoueci BUPOGHULITBA aKTUBHOT
peyoBuHM TpacTydymaby 3 «0,012%»
0o «0,015%> y nonepefHbO
inbTpoBaHili chopmMoBaHii
Hepo3chacoBaHiii nikapcbkili pe4yoBUHi
(DS) Ha eTani «thopMyBaHHS, BiZNyck
Ta 36epiraHHs» nig Yyac BUPOGHUYOro
npouecy DS. MoTouHwnii
3aTBepMKeHuii gianasoH ansa PS 20
ctraHoBuTb 0,007-0,012%.
3anponoHoBaHuii gianasoH
niaTBEPMKYETHCA HOBUM
OOCNIMKEHHAM, SiKe OLiHI0E BNAVB
LibOro pPO3LUMPEHOTO AianasoHy Ha
KinbKa nokasHukis skocTi DS Ta
nikapcbkoro 3acoby (DP) 3a TpuBanux,
NPYCKOPEHUX Ta CTPECOBUX YMOB
36epiraHHs. BBegeHHsA 3MiH NPOTAroM
6 MicAuiB nicna 3aTBepMKEHHS. 3MiHU
| Tuny: 3miHu 3 sKocTi. A®I.
Brpo6HMLTBO. 3MiHM BUNPOGYBaHb
abo fonycTMux Mex y npoweci
BMPOGHUMLTBA ADI, LLIO BCTAHOB/EHI Y
cneuudikauisix (iHWi 3miHK) - 3 MeTol0
3MIHUTK OMUC FPaHNYHO A0NYCTUMOT
KinbkocTi Bogu ans in'ekuin (WFI)
nepef BUKOPUCTAHHAM [/151 NEPEBIpKM
LiNiCHOCTI NOBITPAM 4151 NPOMUBAHHS
ynbTpadinbTpauiiiHix (UF) dinbTpiB y
npoveci BUpobHULTBA, L0

3aCTOCOBYETLCA Nify Yac BUPOGHULTBA
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AKTVUBHOT PEYOBUHY TPAcTy3ymab y

3arasibHOr0 3aBaHTaKEHHSI BIPYCHOMO

Samsung Biologics (Pecny6nika
Kopes), 3 «He npoxogutb (> 9360 ky6.
cm/xB ans 80 kaceT) npum Tucky 30
dhyHTiB Ha kB. Atoim (2,1 6ap)» Ha «He
npoxoauTtb (> 117 ky6. cm/xB/kaceTa)
npu Tucky 30 oyHTIB Ha KB. Atoiim (2,1
6ap)». 3miuu Il Tuny: 3MiHK 3 AKOCTI.
A®I|. BUpo6HULTBO. 3MiHN
BUNpobyBaHb ab0o AONYCTUMUX MEX Y
npoueci BupobHuytea A®l, wo
BCTaHOB/EHI y cnevudikavisx
(PO3LIMPEHHN 3aTBEPMAKEHNX
[ONyCTUMMX MEX y npoLeci
BMPOGHMLTBA A/151 MOKA3HWKIB, SKi
MOXYTb iICTOTHO BM/IMHYTU Ha SIKICTb
A®I) - Po3wmpeHHs 3aTBEPIKEHNX
[0MyCTUMUX MEX y npoLeci
BUPOGHMLTBA A5 NOKA3HWKIB: PiBHA
noABOeHHS nonynAuii (population
doubling level, PDL) (MCB pgo
IHOKY AL OCHOBHOIO BUPOGHWUYOrO
6iopeakTopa) i piBHSAA NOABOEHHS
nonynsuii (PDL) (MCB go 36opy
OCHOBHOIO BUPOBHNYOro
6iopeakTopa), 3aCTOCOBaHOrO nig, vyac
BMPOGHMLTBA Ajil0H0I PeYOBUHM
TpacTy3ymab y Samsung Biologics
(Pecnyb6nika Kopes) Big " > 42, 1" go
">42,6"i">45,8" no "> 46, 3",
BignoBigHO. 3MiHu Il TMNy: 3MiHK 3
akocTi. A®l. BUpo6bHMLTBO. 3MiHK
BUNpobyBaHb abo AONYCTUMUX MEX Y
npoueci BupobHuuTea A®l, o
BCTaHOB/EHI y cnevudikavisx
(pO3LIMPEHHN 3aTBEPMKEHNX
[0NyCTUMUX MEX Y NpoLeci
BMPOGHMLTBA A/15 MOKA3HWKIB, SKi
MOXYTb iICTOTHO BM/IMHYTUN Ha SKICTb
ADI) - Po3LWIMpeHHs 3aTBEpIKEHNX
[ONyCTUMMX MEX y npoLeci
BMPOOHWLTBA, & CaMe PO3LLUNPEHHS
MeXy gii B npoueci 06pobku Ans

inbTpa , NPOMUBaHHSA A4Ns eTany

inbTpaLii 4518 3MeHLIEHHS KiNIbKOCTi
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BipyCiB, LLIO 3aCTOCOBYIOTLCSA Mif Yac
BMPOGHULITBA aKTUBHOI PEYOBUHU
TpacTysymab y Samsung Biologics
(Pecny6nika Kopesi) , 3 «> 1000(n/m?)»
[0 «> 2500(n/ M?)». 3MinHu | TUnYy:
3MiHu 3 SKocCTi. FoTOBMIA NiKapCbKuii
3aci6. KoHTposib roToBOro nikapcbkoro
3acoby. 3miHa y meTogax
BUMPOBYBaHHS rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeTogax
BMNpOo6YBaHHSA) - He3HauHi 3MiHn 10
npoteaypv BUNPOGYBaHHS «30BHILLHIl
BUIAA4, NiCNS BifHOBEHHSA» rOTOBOTO
NPOAYKTY A1 OHOBMIEHHA NpoLeayp
«BWNPOGYBaHHSA NPO30POCTi»
BiANoBiAHO A0 USP. OHOBNEHHSA
po3gainis gocbe:- Po3gin 3.2.P.5.2-
Po3gin 3.2.A.1. 3miHu | TMNY: 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHK
BMNPOBYBaHb ab0 AONYCTUMUX MEX,
BCTAHOB/EHNX Y cneundikauisx, nig,
yac BUPOOHNMLTBA FOTOBOTO
nikapcbKoro 3acoby (iHLi 3MiHu) -
HesHauHa 3MiHa [0 eTany Bi3yaslbHOro
ornsiAy roToBOro NPOAYKTY ANA
BCTaHOB/IEHHS FPaHNYHNX 3HAYEHb
AN BHYTPILUHbOTEXHO/OMNYHOTO
KOHTPOJII0 «3aranbHuii Buxig, (overall
yield at < 90,2%, > 101,2%» Ta ons
«3arasibHoro y3rogkeHHs (overall
reconciliation < 94,5%, > 102,8%>» nig
yac BMPOBHMLTBA FOTOBOrO
nikapcbKoro 3acoby. 3miHu | Tuny:
3MmiHu 3 gkocTi. A®I. (iHwi 3miHn)(B.1.
(x),1B). BunpaBneHHsi Ta yTOYHEHHS
iHchopMmaLii NPo NOXOKEHHS
cMpoBuWHM B migpo3ginax 1.1, 1.2 Ta
2.2 Po3giny 3.2.5.2.3, nepenik
CVPOBWHY 6i0IOMNYHOTO MOXOMKEHHS
6y10 BUNPaB/IEHO 3 ypaxyBaHHAM
OCTaHHbOT iHthopmaLii Ta cepTudikata
NOXO[KEHHSA, HafaHnx Samsung
Biologics Co. Ltd (BSL) Ta Fujifilm

Diosynth Biotechnologics Denmark
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

ApS (FDBD), (oHOBMeHHs nigpo3ain 2
po3giny 3.2.S.2.3.). 3miHu | Tuny:
AAMiHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaKEHHS AiSSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIUaum
AinbHUUI BUNYyCKy cepii abo micue
NpoBeAEeHHS KOHTPOJIIO SKOCTI.
([isnbHICTB, 3a AKy BignNoBifaE
BMPOGHMK/IMNOPTEpP, He BK/IKOYaumn
BUMYCK Cepiii) - YTOUHEHHS B Ha3Bi
Bnpo6Huka 3 MeTo NpMBEAEHHS
Ha3su go Posginy 3.2.P.3.1
(BMNpOGYBaHHSA KOHTPOSIIO AKOCTI
(bakTepianbHi eHAOTOKCUHK, Ta
CTepunbHicTb). Byno: ®apesa MNay /
Fareva Pau). Ctano: ®apesa MNay 1/
Fareva Pau 1), agpeca Ta Bci
BMPOGHMUYI onepauii 3a/mwarTbes
HEe3MiHHUMKW. 3MiHK | Tuny:
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micua
NPOBaKEHHS AiSNbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOYaum
AinbHUUI BUNYyCKy cepii abo micue
NpoBeAeHHSI KOHTPOJIIO SKOCTI.
(aisnbHicTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEp, He BK/IYa4mn
BWMYCK Cepiii) - YTOUHEHHS B Ha3Bi
Brpo6HvKa 3 MeTo npuBefeHHs
Ha3Bu go Poszginy 3.2.P.3.1
(BUPOBHULTBO, NEPBUHHE MaKyBaHHS).
Byno: ®apesa lMay / Fareva Pau).
Crano: dapeBa Nay 2 / Fareva Pau 2),
ajpeca Ta BCi BUpo6HuMUi onepadu;i
3a/IMLIATHCSH HE3MIHHUMMU.

199.

OPOCA/b

rekceT
WAOVH,
XOniHY
caniymn
nart,
Xnop6
yTaHo
ny

RO2A
A20

cnpei ons poToBoi
NOPOXHUHYK, Nno 50
MY dh/1aKkoHi
CKNsiHOMY a60o
noniMepHomy,
yKyrnopeHomy
ny/ibBEPU3aTOPOM,
no 1 donakoHy B

MpuBatHe
aKLjioHepH
e
TOBapuCTB
o
thapmaueB
TUYHA
habpuka

YkpaiHa

MpuBatHe
akujioHepHe
TOBapuCTBO

hapmaueBTNYHa
¢habpvika "Biona"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3miHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHA Ha3BU
nikapcbKoro 3acoby - 3miHa Ha3Bu
nikapcbkoro 3acoby. 3ATBEP)KEHO:
OPAJIOP (ORALOR)
3AMNPOMOHOBAHO: OPOCA/b
(OROSAL). TepMiH BBEfIEHHS 3MiH

6e3
peyenma

nion
seae

UA/20404/01/01




230 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
remirig, nauui; no 50 mny "Biona" npoTsirom 6 Micauis nicns
pat h1aKoHi CKNsTHOMY 3aTBepMKEHHS. IHCTpyKUii ans
abo nonimepHomy, MeZM4YHoro 3actocyBaHHs (eCTD
YKynopeHomy Bepcis 0006). TEKCT MapKyBaHHS
KPWLLKOO, no 1 ynakoBKK nikapcbkoro 3acoby (eCTD
h1akoHy pasom 3 Bepcist 0003). OHoBneHi MKA /13
nynbBepu3aTopom B (eCTD 0006)
navi
200. | OTOTOH® - theHas | S02D Kpanni ByLUHi, no 16 AT Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmx 6e3 UA/13775/01/01
OH, A30 r'y conakoni; no 1 "®apmak” MaTepianis: 3MiHu | TUNy - 3MiHK 3 peyenma
nigoka hnakoHy pasom 3 AKOCTI. [O0TOBWIA NTikapCbkuii 3aci6.
THY KpanenbHULEr y KOHTpO/b roTOBOrO iKapCbKoro
rigpox nauuj 3 KapToHy 3acoby. 3miHa y meTofax
nopug BMNPO6YBaHHS rOTOBOTO /1iKapCbKOro
y 3aco6y (iHWi 3MiHM y MeToaax
MOHoOTi BUNpo6yBaHb (BK/OYaoum 3amiHy abo
apat [LOMOBHEHHS)). ONTUMI3auiss MeToamnK
KOHTPOJTI0 AKOCTi NOKA3HWUKIB:
«CynpoBigHi OMILLKW». 3MiHK | TRy -
3MiHM 3 IKOCTi. [OTOBWIA Nikapcbknii
3aci6. KOHTpob roTOBOro MikapCbKoro
3acoby. 3miHa y meTofax
BMNPO6YBaHHS TOTOBOTO /liKapCbKOro
3aco6y (iHWi 3MiHM y MeToaax
BMNpo6yBaHb (BK/OYaoum 3amiHy abo
[LOMOBHEHHS)). ONTuMI3auis MeTogiB
KOHTpoto /13 32 NOKa3HNKOM
«KinbKicHe BU3HaYeHHs eTaHoNy».
3MiHn | TMNy - 3MiHK 3 AKOCTI. [0TOBMIA
nikapcbkuii 3aci6. KOHTposb roToBoOro
nikapcbKoro 3acoby. 3MiHa y meTofax
BMNPO6YBaHHS TOTOBOTO /liKapCbKOro
3aco6y (iHWi 3MiHM y MeToaax
BMNpo6yBaHb (BK/OYaoum 3amiHy abo
[LOMOBHEHHS)). OnTuMi3auis MeTogis
KOHTpoto /13 3a NOKa3HNKOM
«KinbKicHe BU3Ha4YeHHs1 heHa3oHy Ta
NigokaiHy rigpoxaopuay».
201. | NAHAHIH Magnesiu MarHi Al12C TabneTku, BKPUTI BAT Yropwm KOHTPO/Ib SIKOCTI, Monbua BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 UA/18351/01/01
DOPTE m 10 X NNiBKOBOO "T'efieoH Ha BUNYCK cepil: / marepianis: 3miHu | Tuny - 3miHn peyenma
(different acnap 060/10HKO0 Nno 280 PixTep" TOB "T'epeoH Yropum Loao 6e3nekn/edeKTMBHOCTI Ta
salts in ariHat Mr/316 mr no 15 PixTep Monbwa”, Ha thapmakoHarnagy. BeegeHHs abo
combinatio | (y TabneTok y 6nictepi, Monbwa 3MiHW [0 y3arasibHEHUX JaHuX npo
n) BUINA no 2, 4 abo no 6 BMPOGHMLTBO cucTemy chapmakoHarnsgy (BBefeHHs
ai 6nictepiB y Hepo3dhacoBaHoro y3araslbHeHNX AaHnX Npo cuctemy
MarHi KapTOHHIi ynakoBL,ji NPOAYKTY, dhapmakoHarnsgy, amiHa




231 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
10 nepBuUHHa YNOBHOBaXEHOT 0co6M,
acnap ynaKkoBkKa, BiANOBIAA/IbHOI 32 3AiiCHEHHS
ariHat BTOPVHHA thapmakoHarnsgy; KOHTaKTHoOi ocobu 3
y ynakoBka, thapmakoHarnagy 3asBHuka ans
TeTpar KOHTPO/Ib SKOCTI, 3[iicHeHHs hapmakoHarnsgy B
inpaty BUMNYCK cepil: YKpaiHi, KLLO BOHA BigMiHHa Bif,
; BAT "TepeoH YNOBHOBaXEHOT 0cobu,
Kanito Pixtep", BiANOBIAA/IbHOI 32 34iiCHEHHS
acnap YropwuHa chapmakoHarnsgy (Bkiovanoum
ariHat KOHTaKTHI faHi) Ta/abo 3MiHN y
=y PO3MiLLEeHHI MacTep-haiina cuctemm
BUINA hapmakoHarnsgy) 3miHa
ai YNOBHOB&XEHOT 0CO6U 3as1BHYIKA,
Kanito BiANOBIAa/IbHOI 3a thapmakoHarnsg,.
acnap [itoua pepakuis: Attina Onar.
ariHat MponoHoBaHa pegakuis: Jlacno
y Cekeil. 3MiHa KOHTAKTHUX AaHWX
remirig, YMOBHOBaXXEHOT 0CO6Y 3as1BHMKA,
paty) BiANOBiAabLHOI 32 hapmakoHarnsg.
3MiHa KOHTaKTHWX AaHNX KOHTaKTHOT
0Cco6yM 3as1BHMKA, BiAnoBiga/IbHOI 3a
hapMakoHarnag B YkpaiHi.
3MiHa MicLie3HaxoMKeHHS MacTep-
thaiina cuctemu chapmakoHarnisay.
3MiHa Micus 34iiCHEHHS OCHOBHOI
AOiSNbHOCTI 3 dhapmakoHarnagy.
202. | NAHTO30N pantopraz naHto | A02B TabneTku, BKPUTI "tOHiK IHais HOHiK IHais BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/11508/01/01
ole npaso | C02 KMLLKOBOPO3UYMHHOWO | Papmachbto dapmacboTuKasl marepianis: 3MiHu | Tuny - 3MiHu 3 peyenmom
n 060/10HKO10, M0 40 TVKan NabopaTtopis AKOCTI. [0TOBWMIA NTikapCbkuii 3aci6.
HaTpili mr, no 10 TabneTok Na6opato (BipfineHHs dipmun KOHTPO/Ib rOTOBOrO NiKapcbkoro
CEecCKBIr y 6nictepi; no 1 abo pi3" "[x. B. Kemikan3 3aco6y (iHwi 3miHn) nepeknag MKA 3
iapat 2, abo 3 6nictepn B (BiogineHH eHf, POCIiCbKOi MOBM Ha YKpaiHCbKYy MOBY
KOpOO6Li 3 KapTOHY A ipmun PapmacboTukan3 015 NPYBELEHHA Y BiANOBIAHICT i3
"OXK.B. nrp.") BMMOramu YMHHOT pefakuii Hakasy
Kemikans MO3 YkpaiHn Ne 426 Big 26.08.2005.
eHf, BBeeHHs 3MiH NpoTArom 6-t1 micsAuis
dPapmacbto nicns saTeepKeHHs. 3MiHu | Tuny -
TVKan3 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta
nrp.™) thapmakoHarnagy (iHwi 3MiHw)
BU/TYYEHHS TEKCTY MapKyBaHHS
BTOPWHHOT Ta NEPBUHHOI YNakoBOK
nikapcbkoro 3acoby 3 MeTogis
KOHTPOJII0 SIKOCTi NikapCbKoro 3acoby i
3a3HayYeHHs B po3aisii MapkyBaHHs
“3rigHo 3 3aTBEPIKEHUM TEKCTOM
MapKyBaHHs".




232 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
TepMiH BBEAEHHS 3MiH - MPOTAroM 6
MicsLIB NiC/1sA 3aTBEPKEHHS.
203. | MEHTAKCUM | Diphtheria | gudbte | JO7CA | nopoLlok CaHodi ®paHuis BMPOGHMLTBO ®paHuin BHECEHHS 3MiH 0 peecTpaLiinHmx 3a He UA/13010/01/01
® BAKUMHA - piliHniA | 06 Haemophilus BiHTpon roToBOro / marepianis: 3miHa 3asBHuKa /13 peyenmom | niosn
Aana haemophil | aHaToK influenzae Tuny b Ta IHgacTpi Hepo3dhacoBaHOro | Yroplum (MIBIM) (BnacHyKa peecTpawiiiHoro seae
MPO®INAKTWA | us cuHY; cycneHsisa gns NPOAYKTY, Ha noceigyeHHs) (3rigHo Hakasy MO3 Big
KU BUDTEPII, | influenzae | npasy, iH'ekw;i (0,5 mn); no 3aroBHeHHA Ta 23.07.2015 Ne 460): TepMiH BBEAEHHSA
NMPABLS, B- eBunin 1 cbnakoHy 3 niocpinizauyis 3MiH- MPOTArOM 6-T1 MicsLIB nicns
KALUTHOKY pertussis- aHaTok nopoLukom Ta 1 (cbnakoHw), 3aTBEPKEHHA. 3MiHW | Tvny -
(ALENONAP | poliomyelit | cun’; nonepeaHLo BTOPUHHE AAMiIHICTpaTMBHI 3MiHW. 3MiHa
HWUIA is-tetanus aHTure 3anoBHEHOMY nakyBaHHs1, HaliMeHyBaHHA Ta/abo agpecu micus
KOMMNOHEHT HY Bor wnpuuy (0,5 mn) 3 KOHTPO/Ib SIKOCTI, NPOBaKEHHS AiS/IbHOCTI BUPOGHUKA
)s detella NPUKPIN/IEHO BUNYCK cepil: (Bkntovaroun, 3a HeObXifHOCTI, MicLe
noniomMmienIt pertus ronkoto (a6o 2 CaHodpi BiHTpon NpoBeAEeHHS KOHTPOJIKO SKOCTI), abo
Yy Sis: OKpeMUMMW ronkamu), IHoacTpi, PpaHuis; BNlacHuKa macTep-ghaiina Ha A®l, abo
IHAKTUBOBA KaLn L0 MICTUTb nocravanbHvika A®l/BuxigHoro
HA TA HOKOBU cycneHsito gns MOBHWIA LKA martepiany/peareHTy/nPoMiKHOro
BAKLVHA n iH'EKUIN, B KAPTOHHIl BMPOGHMLTBA, NPOAYKTY, L0 3aCTOCOBYHOTLCH Y
ansa aHaToK Kopo6bui; no 1 3anoBHEHHSA Ta BMPOOHULTBI ADI (SKLLO 3a3HAYEHO Y
MPO®ITAKTA cuHY; dnakoHy 3 niocpinizauyis [0CbE Ha flikapCbkuii 3acib) 3a
K inam nopoLukom Ta 1 (chnakoHw), BiJCYTHOCTi cepTudpikata
IHOEKLIA, EeHTHU nonepeaHLo BTOPUHHE BiiNOBIAHOCTI €BpoONeichkiit
CMNPUYUHEH i rema 3anoBHeEHOMY nakyBaHHs, hapmakonei y 3aTBepgKeHOMY A0CbE,
nx roTN wnpuuy (0,5 mn) 3 KOHTPO/Ib SIKOCTI, ab0 BMPO6HMKa HOBOI AOMNOMIXHOT
HAEMOPHIL HiHY; NPUKPINIEHO BUNYCK cepii: PEYOBUHY (AKLLO 3a3HAYEHO Y [10CbE)
us Tmny B iHaKTK ronkoto (a6o 2 CaHodpi BiHTpon 3MiHM Ha3BK Ta agpecu MaiigaHuunkis,
KOH’FOFOBA BOBaH OKpeMUMMW ronkamu), IHoacTpi, PpaHuis; BiANOBifa/IbHNX 3a KOHTPO/1b SAKOCTi Ta
HA, uiA non IO MICTUTb BMpo6bHULUTBO API Sanofi Pasteur Ha
AACOPBOBA ioBipyc cycneHsito 4ns BUNYCK cepii: Sanofi Winthrop Industrie.
HA 5 iH'eKUil, B CaHodi-ABeHTIC Micuepo3sTallyBaHHS 3a/IMWAETLCA
Tmny CTaHAapTHO- 3pT., YropwuHa; HE3MiHHVM. BHEeCeHHs pefakuiliHnX
1 EeKCMOPTHil BTOPVHHE npaBoK. TepMiH BBEAEHHS 3MiH-
(Maho ynakoBLi, sKa nakyBaHHs: NPOTArom 6-Tu MicALiB nicns
ney); MICTUTBCA Y KioHe + Harenb 3aTBepKEHHS. 3MiHu | Tuny -
Tmny KapTOHHI kopobu;i (3 KdpT., YropwmHa AAMIHICTpaTVBHI 3MiHK. 3MiHa
2 IHCTpYKLUieo ans HalimeHyBaHHS Ta/abo agpecu Micus
(MEF- MeAnyHoro NPOBaPKEHHSA AiSNbHOCTI
1); 3acTOCyBaHHS). BMPO6HMKa/iMnopTepa rotToBoro
™My MapkyBaHHAM nNikapcbKoro 3acoby, BK/IHOHa0um
3 YKparHCbLKO0 MOBOIO AinbHULI BUNYCKY cepii abo MicLe
(Sauk abo 3i cTikepom NpPOBeAEHHS KOHTPOJIKO AKOCTI.
ett); YKpaiHCbKOI0 MOBOIO ([isnbHICTb, 3a AKy BignoBigae
Haem BMPOGHUK/IMNOPTEpP, BKKOYAOUN
ophilu BMNYCK Cepili) 3MiHN Ha3BK
s influ MaiigaHumkis Mapci JTETyanb
enzae (BignoBifanbHW 38 BUPOBHMLITBO




233 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *

iny b roToBOro Hepo3chacoBaHOro NPOAYKTY,
nonica 3anoBHeHHS Ta niodinisavyis
xapug; (chnakoHw), BTOPUHHE NakyBaHHS,
KOH'tor KOHTPO/Ib SIKOCTi, BUMYCK cepii) Ta
0BaHu Banb-ge-Poli (noBHUI LMKN
n3np BMPOGHULITBA, 3aMOBHEHHS Ta
aBLeB niocpinizauia (dpnakoHn), BTOPUHHE
UM np nakyBaHHs1, KOHTPO/Tb SIKOCTi, BUNYCK
oTeiHo cepii) 3 Sanofi Pasteur Ha Sanofi
M; Winthrop Industrie Ta npuBeeHHs

HanvcaHHs afgpecu y BifgnoBigHICTb [0
tanco aAMiHICTpaTVBHUX [OKYMEHTIB.
p6oBa Micue3HaxomKeHHs 3a/IMLIAETbCA
HUI Ha He3MiHHO. BHeceHHs pegakuinHux
rigpat npaBoK. 3MiHN BHECEHI B iHCTPYKLIitO
0BaHo 018 MeAUYHOr0o 3aCTOCYBaHHS
My NiKapcbKoro 3acoby y po3ginv
oM «Brpo6HMK», «MicLLe3HaxomKeHHs
Hito BUPOGHMKa Ta agpeca Micus
rigpoK NPOBaPKEHHS IOr0 AiS/IbHOCTI» 3
cuaj; BiANOBIAHMMM 3MiHAMM B TEKCTI
5 KynbT MapKyBaHHS YMakoBKV Nikapcbkoro
nBoBa 3acoby. TepmiH BBEEHHS 3MiH-
Hi  Ha NpoTArom 6-T! MicAUIB micns
KNITUH 3aTBEPAKEHHSA. 3MiHM | TNy - 3MiHK
ax Ver ofo 6e3nekn/edheKTMBHOCTI Ta
o hapmakoHarnsagy (iHwi 3miHn)

3MiHM BHECEHI B TEKCT MapKyBaHHS
NepBNHHOT YNakoBKMN NiKaPCbKOro
3acoby y NyHKT 5, a came: HaHeCeHHs
N0roTUny 3asBHUKA.

TepMmiH BBEEHHS 3MiH- NPOTArOM 6-TK
MiCALIB MiCNA 3aTBEPMKEHHS. 3MiHM |
TMNYy - AAMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micua

NPOBaKEHHS AiSNbHOCTI
BMPOGHMKa/iMnopTepa rotToBoro
NiKapcbKoro 3acoby, BKOUaum
AinbHUUI BUNYCKy cepii abo micue

NpoBeAEeHHSI KOHTPOJO SKOCTI.
(aisnbHicTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEpP, He BK/IYa4ymn
BUMNYCK cepiil) 3miHa Ha3Bu
BMPOGHMKa, LU0 BiANoBigae 3a
BTOPUHHE NakyBaHHs 3 CaHodi-
ABeHTIC 3pT., YropwimHa Ha KioHe +




234 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
Harenb K., YropwuHa. Hemae 3miH
y MicLi po3TaluyBaHHS BUPOGHMNYOT
JiNbHULI, a 3a3HaYeHHs agpecu
BMPOGHMKa, BiANOBIA&/ILHOTO 3a
BTOPUHHE NaKyBaHHS, NPMBEAEHO Y
BiANOBIAHICTL A0 cepTudpikaty GMP.
TepMiH BBEEHHS 3MiH- NPOTArom 6-Tu
MicsLIB NiCNsA 3aTBEPKEHHS.
204. | NEHTAKCUM | Diphtheria | gudbte | JO7CA | nopowlok CaHodi ®paHuis BMPOGHMLTBO ®paHuin BHECEHHS 3MiH A0 peecTpaLinHmx 3a UA/13010/01/01
® BAKUMHA - piliHniA | 06 Haemophilus MacTep roToBOro / marepianis: 3MiHu | Tuny - 3MiHu 3 peyenmom
Aana haemophil | aHaToK influenzae Tuny b Ta Hepo3dhacoBaHOro | Yroplm AKoCTi. A®I. KoHTposib AD| (iHwwi
MPO®INAKTWA | us cuHY; cycneHsisa gns NPOAYKTY, Ha 3MiHW). BHeceHHs He3HauyHUX 3MiH 10
KU BUDTEPI, | influenzae | npasy, iH'ekwjii (0,5 mn); no 3aroBHeHHA Ta moayns 3.2.S.2.3. KoHTpo/ib
NMPABLS, B- eBunin 1 cbnakoHy 3 niocpinizauyis martepianis (3.2.5.2.3 Control of
KALUTHOKY pertussis- aHaTok nopoLukom Ta 1 (cbnakoHw), Materials - List and Controls of
(ALENONAP | poliomyelit | cun’; nonepeaHLo BTOPUHHE Materials (PRP-T)), Bkoyatoumn
HWUIA is-tetanus aHTure 3anoBHEHOMY nakyBaHHs1, peaakuiiiHi npaBku, a came
KOMMNOHEHT HY Bor wnpuuy (0,5 mn) 3 KOHTPO/1b SAKOCTI, nepedopmynioBaHHA Ta AoAaBaHHsA
)s detella NPUKPIN/IEHO BUNYCK cepil: YTOUYHEHb [/19 NOKpaLLEHHS PO3YMIHHSA
noniomMmienIt pertus ronkoto (a6o 2 CaHocdpi MNacTep, Ta NPUBELEHHS Y BigMNoBigHICTb A0
Yy Sis: OKpeMUMW ronkamu), ®paHLis; NOBHUIA NPOMUCNOBOI AOKyMeHTauil Ta
IHAKTUBOBA Kawn LLIO MICTUTb LMKN NPaKTUKN.
HA TA HOKOBU cycneHsito 4ns BMPOGHMLTBA, 3MiHu | TUny - 3MiHK 3 AKOCTI. ADI.
BAKUWHA n iH'EKUIN, B KAPTOHHIl 3arnoBHEHHA Ta KoHTposnb A®I. 3miHa y napameTpax
ana aHaTok Kopo6ui; no 1 niogpinizavis cneuudikauii Ta/abo fonycTUMmx
MPO®ITAKTA cuHY; dnakoHy 3 (chbnakonn), MeX, BU3Ha4YeHMX y cneyundpikauisx Ha
K1 thinam nopoiukom Ta 1 BTOPUHHE A®I, a60 BUXigHWIA/NPOMIXHWIA
IHOEKLIA, EHTHU nonepegHLO nakyBaHHs, npoAykT/pearexT, o
CNPUYNHEH i rema 3anoBHEHOMY KOHTPO/Ib SIKOCTI, BMKOPUCTOBYIOTLCS Y NPOLECI
nx roTN wnpuuy (0,5 mn) 3 BUNYCK cepii: BMPOGHMLUTBA ADI (iHLLi 3MiHW)
HAEMOPHIL HiHY; NPUKPIN/IEHO CaHodi MacTep, 3MiHK y cneumdikauii Ha BUXigHUIA
us Tmny B iHaKTK ronkoto (a6o 2 DdpaHuis; martepian- 1-etnn-3 -(3-
KOH’FOFOBA BOBaH OKpeMUMMW ronkamu), BTOPWHHE AvmeTunamiHonponin)kap6ogiimia
HA, uii non LLIO MICTUTb nakyBaHHSA, BUMYCK (EDAC), a came BUyYeHHS
AACOPBOBA ioBipyc cycneHsito gns cepii: CaHodi- NOKa3HWKIB: "30BHILWLHIA BUrIA4",
HA 5 iH'exUil, y ABeHTIiC 3pT., "Po3yunHHicTb", "BTparta npu
Tiny cTaHgapTHO- YropuuHa BUCYyLLyBaHHI", "CynbhaTHa 3ona",
1 EeKCMOPTHil "BMmicT apceHy" Ta "BMicT xs10p1ais".
(Maho ynakoBLi, sKa 3amiHa MeToZly BUNpoOyBaHHS /1S
ney); MICTUTBCA Y nokasHuka "lgeHtudikais”, a came 3
Tmny KapTOHHI kopobu;i (3 "IY-cnekTpy" Ha Gislbl cneundiuHnin
2 IHCTpYKLUieo ans meTog "*H NMR-cnekTpy" BignosigHo
(MEF- MeAnyHoro fo Ph. Eur. 2.2.33., a Takox
1); 3aCcTOCYyBaHHS). BUZAIEHHS METOAYy BUNPOOYBaHHS
vny MapkyBaHHAM "TemnepaTypa nnasfieHHa", AK MEeHLL
3 YKparHCLKO0 MOBOIO cneuudiyHoro. TepMiH BBE/EHHSA 3MiH




235 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
(Sauk abo 3i cTikepoMm - cepneHb 2028. 3MiHn | TUny - 3MiHK 3
ett); YKpPaiHCbKOK MOBOO AKOCTi. A®l. KoHTponb AdL. 3miHa y
Haem napameTpax cneuudikauii Ta/abo
ophilu L0NYCTUMUX MEX, BUSHAUEHUX Y
s influ crneundikauiax Ha A®l, abo
enzae BUXiAHWA/NPOMIKHWIA
Tmny b NpoAyKT/peareHT, Lo
nonica BMKOPWCTOBYHOTbCS Y MPOLECI
xapuz; BMPOGHULTBA ADI (iHWi 3MiHK). 3MiHK
KOH'tor y cneuudikalii Ha BUXigHUIA maTepiasn-
0BaHu LjiaHoreH 6pomig, a came BUTyYEeHHS
n3np nokasHuka "30BHiLlWHIN BUrnsa”.
aBLieB 3aMwaloTbCA KPUTUYHI NOKA3HUKM:
1M np "loeHTUdikauis" Ta "BMicT LiaHoreH
oTeiHo 6pomigy”. MocuneHHs KpuTepito
M; NPUAHSATHOCTI AN NoKa3HMKa "BmicTt
LiaHoreH 6pomigy", a came 3 = 90.0%
taaco mac./mac. go 97,5-102,5% mac./mac.
p693a TepMmiH BBEfleHHS 3MiH - ceprneHb 2028
HWIA Ha
rigpat
0BaHo
My
anomi
Hito
rigpoK
cuaj;
5 KynbT
nBoBa
Hi  Ha
KNITUH
ax Ver
o
205. | MEHTAKCWUM | Diphtheria | gudte | JO7CA | nopowlok CaHodi dpaHuis BMPOOHMLTBO dpaHuis BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/13010/01/01
® BAKUMHA - piiHnii | 06 Haemophilus MacTep roToBOro / MaTepianis: 3miHu | TUNY - 3MiHK 3 peyenmom
ana haemophil | anatok influenzae tuny b Ta Hepo3chacosaHoro | Yroplum aKkocTi. A®Il. KoHTponb A®I. 3miHa y
MPO®DIIAKTU | us cuHY; cycneHsis gns NPOAYKTY, Ha napameTpax crneundikauii Ta/abo
KW BUDTEPI, | influenzae | npasy, iH’exuiii (0,5 mn); no 3aroBHEHHA Ta LONYCTUMUX MEX, BU3HAUEHUX Y
NMPABLA, B- eBwit 1 donakoHy 3 niogpinizavis cneuudpikaisx Ha A®l, abo
KALLUTHOKY pertussis- aHaTokK nopoLukom Ta 1 (chbnakoHn), BVXIAHWA/MPOMKHWIA
(ALEENONAP | poliomyelit | cuH*; nonepegHL0 BTOPWHHE nNpoAayKT/peareHT, LWo
HNIA is-tetanus | aHTUre 3anoBHeHOMY naxyBaHHs, BMKOPUCTOBYIOTLCSA Y NPOLECI
KOMMOHEHT HW Bor wnpuyy (0,5 mn) 3 KOHTPO/Ib SIKOCTI, BUpO6HMUTBA AP (iHLWi 3MiHW)
), detella NPVKpPINIeHo BUNYCK cepii: 3MiHM y cneundpikauii Ha BUXigHWIA
noniomMmientT pertus ronkoto (abo 2 CaHodi MacTep, marepian-Hepes, a came BUTyYEHHS




236 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
Yy sis: OKpeMuMM ronkamu), ®dpaHLis; NOBHUIA NoKa3HUKiB: "30BHiLLHIN BUrnsg”,
IHAKTUBOBA Kawusn IO MiCTUTb LMK "Po3unHHicTL", "Temnepartypa
HATA HOKOBMU cycneHsito ans BMPOGHMLTBA, nnaeneHHs", "Xnopugn", "3anizo”
BAKUVHA n iH'EKUl, B KAPTOHHIl 3arnoBHEHHA Ta "CynbcpaTn", "BTpaTa npu
ana aHaTokK Kopo6ui; no 1 niocpinizauyis BuCyLlyBaHHI", "CynbgaTtHa 30na",
MPO®ITAKTU CuHY; hnakoHy 3 (cbnakoHw), "pH", "Hepes BmicT". 3anvwaerbcs
K hinam nopotLukom Ta 1 BTOPWHHE ineHTuchikauiiHnii Tect-"14-cnekTp".
IHOEKLIA, EHTHU nonepegHL0 nakyBaHHs, TepmiH BBEAiEHHS 3MiH - CEprneHb
CNPUYNHEH  rema 3anoBHEHOMY KOHTPO/Ib SKOCTI, 2027. 3MiHn | TUNYy - 3MiHK 3 AKOCTI.
nx r0TN wnpuuy (0,5 mn) 3 BUNYCK cepi: A®I. KoHTponb A®L. 3miHa y
HAEMOPHIL HiHY; NPVKPINIEHO CaHocdpi MNacTep, napameTpax crneundikauii Ta/abo
us Tuny B iHaKTK rosnkoto (abo 2 dpaHLis; [ONYCTUMUX MEX, BU3HAUYEHNX Y
KOH’FOFOBA BOBaH OKpeMuMM ronkamu), BTOPWHHE crneundikauiax Ha A®l, abo
HA, niA non L0 MICTUTb nakyBaHHs1, BUMYCK BUXIiAHWA/NPOMIKHWIA
AQCOPBOBA ioBipyc cycneHsito ans cepii: CaHodpi- npoaykT/peareHT, Lo
HA 5 iH'exuil, y ABeHTIiC 3pT., BMKOPUCTOBYIOTLCS Y NPOLECI
Tmny cTaHfgapTHO- YropmHa BMPOGHMLTBA AD| (BUNYyYEHHS
1 €KCMOPTHiN He3Ha4yHOro NokasHuka sKocTi
(Maho ynakoBLi, fKa (Hanpuknaz, BUTyYeHHs 3acTapinoro
ney); MICTUTBCA Y nokasHuka)). 3miHu y cneumdikavii Ha
Tmny KapTOHHiI kopobui (3 BMXigHWI MaTepian-buuaya
2 iHCTpyKLUieo ans cvpoBartka-Tensya (36aravyeHa
(MEF- MeMYHOro 3a/1i30M), a came BUyYEHHs TecTy
1); 3aCTOCYBaHHS). "MiporeHn"BignoBigHO A0 BUMOT
Tmny MapkyBaHHSAM npuHumny 3R (Replace — 3amiHa,
3 YKpPaiHCbKOK MOBOO Reduce —ckopoueHHsi, Refine —
(Sauk abo 3i cTikepom B[IOCKOHa/IEHHS) Ta EBponeiicbKol
ett); YKpaiHCbKOK0 MOBOH dapmakorei. BHeceHHA He3HAUYHMX
Haem pefakuiiHux npaBok 4o po3giny
ophilu 3.2.5.2.3 List and Control of Raw
s influ Materials. TepMmiH BBeLeHHS 3MiH -
enzae cepneHb 2027. 3miHu | TMnNYy - 3MiHK 3
Tuny b AkocTi. A®l. BUpo6HMUTBO (iHLUi
nosica 3MiHM). BHECEHHS YTOUHIOKUYMX 3MiH
xapug, o posginy 3.2.5.2.3 6e3 byfb-aKmx
KOH'tor 3MiH Y BUPOGHWUIl MpakTuui. TepMiH
oBaHu BBEEHHSA 3MiH - ceprieHb 2027.
n3np
aBLieB
UM np
oTeiHO
M;
taaco
p6oBa

HUIA Ha




237 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
rippat
0BaHoO
My
anomi
Hito
rigpok
cuaj;
5 KynbT
nBoBa
Hi  Ha
KNITUH
ax Ver
o
206. | MEHTAKCUM | Diphtheria | gudbte | JO7CA | nopowok CaHodi ®paHuis BMPOGHMLTBO ®paHuin BHECEHHS 3MiH A0 peecTpaLinHmx 3a UA/13010/01/01
® BAKUMHA - piliHniA | 06 Haemophilus MacTep roToBOro / marepianis: 3MiHu | Tuny - 3MiHu 3 peyenmom
Aana haemophil | aHaToK influenzae Tuny b Ta Hepo3dhacoBaHOro | Yroplm akocTi. A®l. KoHTponb A®l. 3miHa 'y
MPO®INAKTWA | us cuHY; cycneHsisa gns NPOAYKTY, Ha napameTpax cneuudikauii Ta/abo
KU BUDTEPII, | influenzae | npasy, iH'ekwjiA (0,5 mn); no 3aroBHeHHA Ta [ONYCTUMUX MEX, BUSHAUEHUX Y
NMPABLS, B- eBunin 1 chnakoHy 3 niocpinizauyis crneundikayiax Ha A®l, abo
KALUTHOKY pertussis- aHaTokK nopoLukom Ta 1 (chnakoHw), BUXigHWIA/NPOMIXKHWIA
(ALENONAP | poliomyelit | cun*; nonepeaHLo BTOPUHHE npoAykT/pearexT, o
HU is-tetanus aHTure 3anoBHeHOMY nakyBaHHS, BMKOPWCTOBYIOTbCSA Y NPOLEC
KOMMNOHEHT HY Bor wnpuuy (0,5 mn) 3 KOHTPO/Ib SIKOCTI, BMPOGHMLUTBA ADI (iHLLi 3MiHW)
, detella NPUKPIN/IEHO BUNYCK cepil: 3MiHa fo cneyudikauii BUXigHol
noniomMmienIt pertus ronkoto (a6o 2 CaHocdpi MNacTep, CMPOBUHW KMCOTHOTO rigponisarty
Yy Sis: OKpeMUMMW ronkamu), ®dpaHLis; NOBHUIA kaseiHy (CAH), WO BUKOPUCTOBYETLCSA
IHAKTUBOBA KaLn L0 MICTUTb LMKN [ON1A NPUTroTyBaHHA NOXNUBHUX
HA TA HOKOBU cycneHsito 4ns BMPOGHMLTBA, cepefoByL, Ha eTanax dpepmeHTauii y
BAKUWHA i iH'EKUl, B KAPTOHHIl 3arnoBHEHHA Ta npotecax BUPO6HMLUTBA 2-
ana aHaTok Kopo6ui; no 1 niogpinizavis KOMMOHEHTHOI aLentoAapHoT
MPO®ITAKTA cuHY; donakoHy 3 (chbnakoHn), KaLL/TIOKOBOI BakUVHK, a came:
K inam nopoLukom Ta 1 BTOPWHHE BW/TyYEHHS BUNPOOGYBaHb: 30BHILLHIi
IHOEKLIA, EHTHU nonepegHbLO nakyBaHHs, BUINA4, PO3YMHHICTb B eTaHoni, pH
CNPUYNHEH i rema 3anoBHEHOMY KOHTPO/Ib SIKOCTI, (BogHOro po3unHy 10 % m/06.),
nx roTN wnpuuy (0,5 mn) 3 BUNYCK cepii: CTYNiHb rigponisy, xnopuau (y
HAEMOPHIL HiHY; NPUKPIN/IEHO CaHodi MacTep, nepepaxyHky Ha NaCl), rictamiH,
us Tmny B iHaKTK ronkoto (a6o 2 DdpaHuis; iHgoN, cynbaTHa 30M1a Ta
KOH’FOFOBA BOBaH OKpeMUMMW ronkamu), BTOPWHHE NOXOKEHHSA (TBAPUHHOIO
HA, uii non LLIO MICTUTb nakyBaHHs1, BUMYCK NOXOMKEHHS — Buyade/cepTudikar
AACOPBOBA ioBipyc cycneHsito ans cepii: CaHodi- noctavasnibHuka). Posgin 3.2.S5.2.3
HA 5 iH'eKUil, B ABeHTIiC 3pT., «KOHTpOsb MaTepianis» — KOHTPO/Ib
Tmny CTaHAapTHO- YropuwuHa [xepena Ta BUXigHUX maTepianis
1 EeKCMOPTHil 6i0/10rYHOr0 MOXOAPKEHHST OHOB/IEHO.
(Maho ynakoBLi, sKa TepMmiH BBeZIEHHS 3MiH - NepLuunii
ney); MICTUTBCA Y ksapTan 2028. 3MiHu | TUNY - 3MiHK 3
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n/n
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UHU
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Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
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Bupo6HUK

KpaiHa
BUPOGOH
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Ymosu
Bionycky

Pek
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yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

Tmny
2
(MEF-
1);
Tmny
3
(Sauk
ett);
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enzae
Tmny b
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xapug,
KOH’tor
0BaHu
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aBLeB
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M;
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p6oBa
HUIA Ha
rigpat
0BaHO
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cuai;

5 KynbT
MBOBa
Hi  Ha
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KapTOHHi Kopobui (3
IHCTpYKLUji€eto aAns
MeN4HOro
3aCTOCYyBaHHS).
MapkyBaHHAM
YKpaiHCbKO0 MOBOO
abo 3i cTikepom
YKparlHCbLKO0 MOBOIO

AKocTi. A®Il. KoHTposb ADI (iHwi
3MiHM). He3HauHi 3MiHW, BHeCeHi o
po3ginis CTD, Taki aK
nepedopMyoBaHHA TEKCTY AN
KpavLloro po3yMiHHS Ta Y3rogKeHHs
iHchopmauii 3 meTol rapMoHi3aui
nocbe. PepakuiiiHi 3miHn y po3gini
3.2.5.2.3 «KoHTponb matepianis» —
KOHTPO/b [kepena Ta BUXIgHNX
marepianis 6i0/10r4HOr0 NOXOMKEHHS,
Ha SIKi BN/iMBa€e faHe noAaHHs. TepMiH
BBE/JEHHS 3MiH - NepLunii kBapTasn
2028.

207.

NEHTA/TIH-

»C

Metamizol
e sodium,
combinatio
ns with
psycholept
ics

napavu,
eTamo
n,
meTam
isony
HaTpito

NO2B
B72

Tabnetkn, no 10
TabneTok y 6nictepi;
no 1 6nictepy B
KapTOHHIN mayuj; no
10 TabneTtok y
6nictepax

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnx

martepianis: 3miHu | TUny - 3MiHn

Loao 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapakTepucTuL,i Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta iHCTPYKLii ANns

3a
peyernmom

He
nion
seae

UA/2617/01/01




239 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
MOHOTi Me[UYHOro 3acTocyBaHHA Ha niacTasi
apar perynsipHoO OHOB/HOBAHOTO 3BITY 3
(aHanb 6e3nekun nikapcbkoro 3acoby, abo
riH), pocnipkeHb 3 6e3neky 3acToCyBaHHS
Kodpei NiKapcbKoro 3acoby B
H, nicnsapeecTpauiiHnii nepiog, abo sk
eHo6 pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
apbita npoBeaeHVX Bi4NoBIAHO 40 NnaHy
n, nepjatpnyHux gocnigxeHs (PIP)
KoaeiH (3MiHy y3roXeHO 3 KOMMETEHTHUM
y YNOBHOB&XXEHVM OpPraHoM)
dhocd 3MiHU BHECEHO A0 IHCTPYKUiT Ans
arty MeAMYHOro 3aCTOCYBaHHSA /likapCbKoro
remirig, 3acoby f0 po3ginis "B3aemogis 3
pat iHWMMKW NikapcbknMK 3acobamu Ta
iHWi BMAW B3aemogiit”, "OcobmBocTi
3acTocyBaHHA", "Cnocib 3acTocyBaHHs
Ta fo3u" Ta "Mob6iyHi peakuyji” woao
6e3nekun 3acTocyBaHHA Ajitoyol
peyoBMHM KOAETH BIANOBIAHO A0
pekomeHpauii PRAC. BBefieHHS 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS.
208. | NEPBAIoprP - etunm | NO7X PO34UH ANS iH ek, TOB Ykpaina MpuBaTHe YkpaiHa BHECEHHS 3MiH A0 peecTpavinHmx 3a He UA/18870/01/01
etmnri | X 50 mr/mn; no 2 mn B «YKpaiHCb akujioHepHe marepianis: 3miHa 3aaBHuKa /13 peyenmom | niosn
OpOKC amnyni; no 5 amnyn Ka TOBapuCTBO (MIBIM) (BnacHyka peecTpawiiHoro seae
unipng, y 6nicTepi; no 2 thapmaveB "JlekxiM-Xapkis" noceigyeHHs) (3rigHo Hakasy MO3 Big
NHY 6nicTepy B nayw TMYHa 23.07.2015 Ne 460) fitoua pepakujis:
CyKUm KOMMaHisi» [MpuBaTHE akKuioHepHe TOBapMCTBO
Hat "NekxiM-Xapkis", YkpaiHa.
MponoHosaHa pepakuis: TOB
"YkpaiHcbka hapMaueBTNYHA
KoMnaHis", YkpaiHa. Y 3B'A3ky 3i
3MIHOIO 3asBHVIKa (BnacHuKa
peecTpavuiiiHoro Noceig4YeHHs) AoAaHo
po3ainu «3asBHUK» Ta
«MicLe3HaxomKeHHs 3asaBHIKa» B
IHCTPYKLi0 AN MeguyHoro
3aCTOCYBaHHA Ta K HacnNifokK -
BIAANOBIAHI 3MiHM LLOA0 3a8BHUKA
BHECEHO Y TEKCT MapKyBaHHs
BTOPVHHOT YNakoBKM NiKapCbKOro
3acoby. BeeleHHS 3MiH NpOTArom 6-Tu
MicsILiB Micnsi 3aTBEPAKEHHS. 3MiHN |
TMny - 3MiHK Woao
6e3nekn/epeKTUBHOCTI Ta
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n/n

JopaTka 3
Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

thapmakoHarnagy. BeegeHHs abo
3MiHM [0 y3arasibBHEHUX JaHuX npo
cuctemy thapmakoHarnagy (sBegeHHs
y3arasibHeHUX AaHvx Npo cucTemy
dhapmakoHarnsgy, amiHa
YyMOBHOBaXeHOI 0cobw,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
hapmakoHarnsgy; KOHTakTHoOi ocobu 3
thapmakoHarnagy 3asBHuka gns
3pificHEeHHs1 hapMakoHarnisay B
YkpaiHi, K0 BOHa BiAMIHHA Bif,
YyMOBHOBaXeHOI 0cobw,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
hapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLieHHI MacTep-ghaiina cuctemm
hapmakoHarnagy) 3miHa
YMOBHOBaXXEHOT 0CO6Y 3as1BHMKA,
BiANOBiAabLHOI 32 hapmakoHarnsg.
[itoya pepakuis: NlebeguHeub IHHa
BacuniBHa. MNponoHoBaHa peaakuis:
BputaH OkcaHa BaneHTuHiBHaA. 3MiHa
KOHTaKTHUX [aHUX YNOBHOBaXEHOT
oco6w, BignoBiAabHOI 3a
hapmakoHarnag,. 3miHa
MiCLie3HaxoMKeHHs1 macTep-haina
cuctemn dhapmakoHarnsgy Ta iioro
HoMepa. 3MiHa MicLA 3AiICHEHHS
OCHOBHOI fii/IbHOCTI 3
chapmakoHarisgy.

UA/18482/01/01

209.

NMONISAHON

posaconaz
ole

nocak
OHaso

JO2AC
04

CyCneHsisi opaUibHa,
40 mr/mn; no 105 mn
y thnakoHi, no 1
h1akoHy y nauy,
ONs1 BigMiptOBaHHS
[o3
BMKOPVCTOBYETHCS
I0XKa MICTKICTIO 5
M

AT
"Papmak”

YkpaiHa

AT "dapmak”,
YkpaiHa
(BTOpWHHE
naxyBaHHs,
KOHTPO/Ib SIKOCTI,
BMNYCK cepii 3
npoaykuii in bulk
ipmM-BNPOBHMKIB
Padapm C.A,,
Ipevis
(BUpPOGHMLTBO,
nepBuHHe Ta
BTOPUHHE rpynose
nakyBaHHS,
KOHTPO/Ib Cepil,

YkpaiHa

BUMYCK cepii in

BHECEHHS 3MiH O peecTpaLifiHnX
martepianis: 3miHu Il Tuny - 3MiHK 3
AKocTi. A®I. (iHWi 3MiHW) - OHOB/IEHHSA
Bepcii DMF (ASMF) Big
3aTBEPKEHOrO BUPOBHMKA CybCTaHLiT
Ha cybcTaHLjilo nocakoHason
(amopdhHa dpopma) Zhejiang Ausun
Pharmaceutical Co., Ltd, Kutaii.

3a
peyenmom




241 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
bulk) a6o
[xeHechbapm C.A.,
I'peuis (BTOpUHHE
rpynose
nakyBaHHS1,
KOHTPO/Ib cepii,
BMNYCK cepil in
bulk))
210. | NONI3AHON posaconaz | nocak - CyCneHsisi opaUibHa, AT YKpaiHa | BTOpPWHHe rpynose peuis BHECEHHS 3MiH A0 peecTpaLinHmx - UA/18481/01/01
ole OHaso 40 mr/mn, in bulk: no "®apmak” nakyBaHHs, marepianis: 3miHu Il Tuny - 3miHun 3
n 105 My dhiakoHi; KOHTPO/Ib Cepil, AKOCTi. A®I. (iHWi 3mMiHM) OHOB/IEHHS
no 42 donakoHu y BMNYCK cepil in Bepcii DMF (ASMF) Ha cybcTaHLito
TPaHCNOpPTHIl bulk: nocakoHason (amopdHa dopma) Big,
ynakoBLj [xeHecbapm C.A., 3aTBEpPAKEHOro BUpo6HMKa Zhejiang
peuis Ausun Pharmaceutical Co., Ltd,
BMPOGHMLTBO, KnTaii. laHoto 3MiHO0
nepBrHHE Ta nepenbavaeTbCs NOCIiA0BHA 3MiHA
BTOPWHHE rpynose Bepciii 3 ASMF version Applicant Part:
nakyBaHHs, version 2.0 & Restricted Part: version
KOHTPO/Ib Cepil, 2.0 Ha ASMF version Applicant Part:
BMNYCK cepil in version 3.0 & Restricted Part: version
bulk: 3.0.
Padapm C.A,,
peuis
211. | NOTEHCUN alprostadil | annpo | COl1E NMOPOLLOK AN K.T. PymyHis K.T. POM®APM PymyHis BHECEHHS 3MiH O peecTpaLiiHnx 3a UA/21269/01/01
ctagn | A0l pO3unHy ans POM®AP KOMMAHI C.P.J1. marepianis: TexHiyHa noMmuska (3rigHo | peyernmom
n iHcpysiin, no 20 mkr y M (BMpPOGHMLTBO Ta Haka3zy MO3 Big 23.07.2015 Ne 460)
hnakoHi, no 5 KOMMAHI nepBuHHe BvnpaBneHo TeXHIYHY NOMUKY B
chnakoHiB y 6rictepi, C.P.N. nakyBaHHs po3gaini "Cnocib 3acTocyBaHHs Ta
no 2 6nictepu B nikapcbKoro [031" IHCTPYKLiT ANa MefU4HOoro
KapTOHHII nayui 3acoby; BTopuHe 3acTOCyBaHHS NMikapcbKoro 3acoby,
nakyBaHHS, Aka 6yna gonyleHa npw npoteaypi
KOHTpO/b peecTpauii, o 3aTBepKeHa HaKka3om
KiHL,EeBOro MO3 Big 01.05.2026 Ne 576, a came
npoAaykTy Ta BiPHO 3a3Ha4YeHO Ha3By J1iKapCbKOro
BMNYCK cepil) 3acoby: 3aTBepmkeHo: MNoHTecun
3anponoHoBaHo: MNMoTeHcun
3a3HaueHe BUNPaB/IeHHS BigMNoBiAae
Martepianam peecTpauiiiHoro 10Che.
212. | NIPEFTAMMA pregabalin | npera NO3A Kancynu Teepgi no TOB YkpaiHa KYCYM IHAisA BHECEHHS 3MiH O peecTpaLiiHnx 3a He UA/20767/01/02
6aniH X16 50 mr; no 14 kancyn "KyCymMm*" XENTXKEP MNBT mMarepianis: 3MiHu | Tuny - 3miHu 3 peyenmom | nion
y 6nicTepi; no 2 abo nTa siKoCTi. FoTOBWIA Nikapcbkuii 3aci6. seae
no 4 6nictepu y CrabinbHicTb. 3MiHa y TepMiHax
KapTOHHI ynakoBLi npugaTHocTi abo ymoBax 36epiraHHs
roTOBOro NikapcbKoro 3acoby
(36iNblUEHHs TEpMiHY NpuaaTHOCTI
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IIpopoBxeHHs

JopaTka 3

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep

peecmpayitiHo
20

nocsioYeHHs

roTOBOrO JlikapcbKoro 3acoby) - Ans
TOProBoi ynakoBKu (NigTBEPAKYETbCA
[aHVMU peanbHOro vacy) 36ibLIeHHs
TepMiHy NpuaaTHOCTI rOTOBOro
nikapcbkoro 3acoby 3 2 A0 3 pokiB.
BBefeHHs1 3MiH NpoTsArom 6 micsuis
nicns 3aTBepKEHHS.

UA/20767/01/03

213.

NPErAMMA

pregabalin

npera
6aniH

NO3A
X16

Kancysm Teepgi no
75 mr; no 14 kancyn
y 6nicTepi; no 2 abo
no 4 6nictepny
KapTOHHI ynakoBLi

TOB
"KyCyMm*"

YkpaiHa

KYCYM
XENTXKEP MBT
nTA

IHais

BHECEHHS 3MiH 4O peecTpauiiHnx
MaTepianis: 3miHu | TUNY - 3MiHK 3
AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
CT1abinbHICTb. 3MiHa y TepMiHax
npVAATHOCTI @60 ymoBax 36epiraHHs
roTOBOro NikapcbKoro 3acoby
(36ibLUEHHS TEPMIHY NPUAATHOCTI
roTOBOrO Jlikapcbkoro 3acoby) - Ans
TOProBoi yNakoBky (NiATBEPAKYETLCA
OaHUMN peasibHOro Yacy) 36iNbLUeHHs
TepMiHy NpuaaTHoOCTi roTOBOro
nikapcbKoro 3acoby 3 2 10 3 pokiB.
BBegeHHs 3MiH NpoTsirom 6 MicsiLiB
nicns 3aTBepKEHHS.

3a
peyernmom

He
nion
seae

He

UA/20767/01/04

214,

NMPEFAMMA

pregabalin

npera
6aniH

NO3A
X16

Kancysnu Teepgai no
150 wr; no 14
Kancyny énicrepi;
no 2 abo no 4
6nictepn y
KapTOHHI ynakoBLi

TOB
"KyCy™*"

YkpaiHa

KYCYM
XENTXKEP MNMBT
nTao

IHais

BHECEHHS 3MiH O peecTpaLiiHmnx
Marepianis: 3MiHu | Tuny - 3miHu 3
sKoCTi. FOoTOBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs
roTOBOrO NikapcbKoro 3acoby
(36inblLUEHHs TEPMiIHY NpyaaTHOCTI
rOTOBOrO Jlikapcbkoro 3acoby) - Ans
TOProBoi ynakoBky (NiATBEPMAKYETLCA
[aHVMU peanbHOro yacy) 36ibLeHHs
TEepPMiHy NpPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby 3 2 4o 3 pokiB.
BBefieHHs1 3MiH NpoTArom 6 micsauis
nicns 3aTBepKEHHS.

3a
peyernmom

nion
seae

UA/19503/01/01

215.

NMPEFAMMA

pregabalin

npera
6aniH

Karcynv TBepaj no
25 wr; in bulk: no 14
Kancyn y énictepi,
no 150 6nictepiB y
KapTOHHi Kopobuj

TOB
"KyCyMm"

YkpaiHa

KYCYM
XENTXKEP MNBT
nTg

IHais

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | Tuny - 3MiHu 3
SKocTi. [oToBWIA Nikapcbkuii 3aci6.
CT1abifibHICTb. 3MiHa Y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs
roTOBOrO JliKapCbKoro 3acoby
(36iNbLUEHHSA TEPMIHY NPUAATHOCTI
roTOBOrO JlikapCcbKoro 3acoby) - A5
TOProBoi yNakoBky (NiATBEPMAKYETLCA
[aHuMK peasibHOro Yacy) 36ibLUeHHs

TEPMiHy NpPUAATHOCTI FOTOBOTO




243 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
nikapcbKoro 3acoby 3 2 go 3 poki..
BBefeHHs 3mMiH NpoTArom 6 micsuis
nicns 3aTBepKEHHS.
216. | NIPEFTAMMA pregabalin | npera - Kancynu Teepgi no TOB YkpaiHa KYCYM IHAiA BHECEHHS 3MiH O peecTpaLifiHnX - UA/19503/01/02
6aniH 50 wr; in bulk: no 14 "KyCym™m" XENTXKEP NBT MaTepiasiiB: 3MiHu | TMny - 3MiHK 3
Kancyn y énicrepi, nTa sKocTi. [oTOBWIA Nikapcbkuii 3aci6.
no 150 6nicTepis y CrabifnbHicTb. 3MiHa y TepMiHax
KapTOHHI KOpooLi npmaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO /liKapCbKOro 3acoby
(36inbLUEHHs TEPMiIHY NpUAaTHOCTI
roTOBOrO JlikapCcbKoro 3acoby) - A5
TOProBoi yNakoBky (NiATBEPMAKYETLCA
[aHVMU peanbHOro yacy) 36i/bLIeHHs
TEepPMiHy NPUAATHOCTI TOTOBOro
nikapcbKoro 3acoby 3 2 4o 3 pokiB.
BBefieHHs1 3MiH NpoTArom 6 micsuis
nicnisl 3aTBEPKEHHS.
217. | NIPETAMMA pregabalin | npera - Kancysnu Teepgi no TOB Ykpaina KYCYM BHECEHHS 3MiH 0 peecTpaLiinHmx - UA/19503/01/03
6aniH 75 wmr; in bulk: no 14 "KyCyM" XENTXKEP MNMBT marepianis: 3miHu | TMny - 3MiHK 3
Kancyn y énictepi, nTa AKOCTI. [0TOBWIA NNikapcbknii 3aci6.
no 150 6nicTepiB y CI-289 (A), PIIKO CrabinbHicTb. 3MiHa y TepMiHax
KapTOHHi Kopobuj IHpacTpian apea, npugaTHocTi abo ymosax 36epiraHHs
YonaHki, bxiBagi, roTOBOrO JliKapCbKoro 3acoby
[Oict. AnBap (36inbLUEHHSI TEpMiHY NpUAAaTHOCTI
(PapxacTtaH), roToBOro NikapcbKoro 3acoby) - A5
IHAjs TOProBOi ynakoBku (NiATBEPLKYETbCS
KUSUM [aHVMU peasibHOro vacy) 36ibLIeHHSs
HEALTHCARE TEePMiHy NpUAATHOCTI FOTOBOrO
PVT LTD nikapcbKoro 3acoby 3 2 Ao 3 pokis.
SP-289 (A), RIICO BBefeHHA 3MiH NpoTArom 6 Micauis
Industrial area, nicns 3aTBepmpKeHHs.
Chopanki,
Bhiwadi, Dist.
Alwar (Rajasthan),
India
218. | NIPEFTAMMA pregabalin | npera - Kancysnu Teepgi no TOB Ykpaina KYCYM IHais BHECEHHS 3MiH 0 peecTpaLiinHmx - UA/19503/01/04
6aniH 150 wr; in bulk: no "KyCyM™" XENTXKEP MNMBT marepianis: 3MiHu | Tuny - 3MiHu 3
14 kancyny YkpaiHa, nTa SKocTi. [oToBWIA Nikapcbkuii 3aci6.
6nictepi, no 150 02092, m. CT1abifibHICTb. 3MiHa Y TepMiHax
6nictepiB y Kuis, npugaTHocTi abo ymoBax 36epiraHHs
KapTOHHI Kopo6Lyi BY/MUS roTOBOrO JliKapCbKoro 3acoby
Anma- (36iNbLUEHHSA TEPMIHY NPUAATHOCTI
ATUHCbKa, roTOBOrO JlikapCcbKoro 3acoby) - A5
6yANHOK TOProBoi ynakoBky (NigTBEPAKYETLCA
58 [aHuMK peasibHOro Yacy) 36ibLUeHHs
TEPMiHy NpPUAATHOCTI FOTOBOTO




244 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
nikapcbKoro 3acoby 3 2 go 3 poki..
BBefeHHs 3mMiH NpoTArom 6 micsuis
nicns 3aTBepKEHHS.
219. | NIPETAMMA pregabalin | npera NO3A Kancynu Teepgi no TOB YkpaiHa KYCYM IHAiA BHECEHHS 3MiH O peecTpaLifiHnX 3a He UA/20767/01/01
6aniH X16 25 wr; no 14 kancyn "KyCym™m" XENTXKEP NBT MaTepiasiiB: 3MiHu | TMny - 3MiHK 3 peuenmom | nion
y 6nicTepi; no 2 abo nTa sKocTi. [oTOBWIA Nikapcbkuii 3aci6. seae
no 4 6nictepu y CrabifnbHicTb. 3MiHa y TepMiHax
KapTOHHI ynakoBLi npmaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO /liKapCbKOro 3acoby
(36inbLUEHHs TEPMiIHY NpUAaTHOCTI
roTOBOrO JlikapCcbKoro 3acoby) - A5
TOProBoi yNakoBky (NiATBEPMAKYETLCA
[aHVMU peanbHOro yacy) 36i/bLIeHHs
TEepPMiHy NPUAATHOCTI TOTOBOro
nikapcbKoro 3acoby 3 2 4o 3 pokiB.
BBefieHHs1 3MiH NpoTArom 6 micsuis
nicnisl 3aTBEPKEHHS.
220. | NMIPOr'MHOPM | Progester nporec | GO3D Kancysm mM'siki no 3AT NutoBCb NOBHUIA LWKN IcnaHis/ BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/15254/01/02
FECTA one TepoH | AO4 100 wmr; no 15 «®apmnira Ka BMPOGHMLTBA: IHAisA mMarepianis: YTOYHEHHS HanUCcaHHA  |peyenmom
Kancyn M’'skux y » Pecnybn | NABOPATOPIOC Ha3BU BUPOGHMKa B Hakasi MO3
6nictepi; no 2 ika JIEOH ®APMA YkpaiHu Ne 1060 Big 31.07.2026 B
6nictepu y nauui C.A., IcnaHis; npoueci BHeCeHHs 3MiH (3MiHu |
KOHTPO/b SIKOCTi: TUny - 3MiHK 3 AKocTi. [0TOBWIA
Xemo IHgis nikapcbkuii 3aci6. 3MiHn y
dopmioneiwH BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu,
MpaiiBet Nimitepn, LLIO CTOCYIOTbCS BMMYCKY Cepii Ta
IHAin; KOHTPO/I0 IKOCTi rOTOBOrO NiKapCcbKoro
BTOPUHHE 3acoby (3amiHa abo fofasBaHHsA
nakyBaHHs: OiNbHULL, Ha 5K 34iACHIOETBCSA
ATOIC ®APMA, KOHTPO/1b/BUNPOBYBaHHSA cepil) -
C.J1., IcnaHis; BBE/leHHS A0AAaTKOBOT BUPOOHNYOI
BTOPUHHE AinbHuui N3 Xemo IHais
nakyBaHHs: dopmioneiiwH MpaiiseT NimiTen, IHAiA,
MAHAHTIA/Tb LLIO BifNOBIAA€E 38 KOHTPONb SAKOCTI.
IHTEIPA, 3a3HaueHHs yHKUil BXe
C.J1.Y.,IcnaHia 3aTBEPKEHOIO BUPOBHMKA

NNTABOPATOPIOC IEOH ®APMA
C.A., IcnaHis. 3minu | TMny - 3miHn 3
sKoCTi. FOoTOBWIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo
BBEJEHHSI 4OAATKOBOI Ai/TbHUL
BMPOGHMLTBA A1 YACTUHW a6o BCbOTo
BMPOGHMYOro NpoLecy roToBoro
nikapcbkoro 3acoby (finbHUUSA Ans
BTOPUHHOTIO MaKyBaHHS) - BBEAEHHS

[04aTKOBOT BUPOBHMYOT AinbHuui 13




245 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
ATAIC ®APMA, C.J1., IcnaHis, wo
BiANOBIAA€E 3a BTOPUHHE MaKyBaHHS.
3a3HaueHHs yHKUil BXe
3aTBEPKEHOr0 BUPOGHUKA
NABOPATOPIOC NNEOH ®APMA
C.A., IcnaHisi. 3miHu | TNy - 3MiHKM 3
sKoCTi. FoTOBWIA Nikapcbkuii 3aci6.
3MiHu y BUPO6HMLTBI. 3amiHa abo
BBE/IEHHSI A0AATKOBOI Ai/TbHUL
BMPOBHWLTBA 415 YAaCTUHW abo BCbOro
BMPOGHMYOro NpoLecy roToBoro
nikapcbkoro 3acoby (ginbHUUSA Ans
BTOPVHHOIO NakyBaHHS) - BBEAEHHS
[04aTKOBOT BUPOBGHMYOT AinbHuui 13
MAHAHTIANb IHTETPA, C.N1.Y.,
IcnaHis, LWo BignoBigae 3a BTOPUHHE
nakyBaHHs. 3a3HayveHHs (PYHKLIA Bxe
3aTBEPKEHOr0 BUPOGHUKA
NABOPATOPIOC NEOH ®APMA
C.A., IcnaHis). Pepakuis B Hakasi -
KOHTPO/Ib SKOCTi: XeMo IHgis
dopmioneiiH MNpaiiseT flimiTes,
Xaligapabag |Hais. BipHa pegakuis -
Xemo IHgis PopmioneliwH MpaiiBeT
Nimitea, IHAiA
221. | NPONIA® denosuma | geHoc | MO5B PO34MH ONs iH'EKLi, AMIKEH Higepna BMPOOHMLTBO CcLiA/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/12077/01/01
b ymab X04 60 mr/mn; no 1 mn €spona HOY Hepo3dacoBaHoT Higepna mMartepianis: 3miHu Il TUNy - 3MiHn 3 peyenmom
PO34KHY B CKNSAHOMY B.B. NPOAYKLUT, HAY akocTi. A®l. BUpobHMLTBO. 3MiHM B
nonepegHLo nepBuHHE npoueci BupobHuutea A®| (3HauHa
HanoBHEHOMY nakyBaHHS: 3MiHa y npoueci Bupo6Huytea A®I, wwo
LUNPULL 3 TONKOHO, AMXeEH MOXe MaTu iCTOTHUIA BN/INB Ha SIKICTb,
3aKpUTOH MaHydhekuypiHr 6e3neky abo edheKTMBHICTb
KOBMaykom, i3 Nimiten, CWA,; nikapcbkoro 3acoby) BnpoBagkeHHs
3aXUCHUM BTOPVHHE afbTepHATUBHOIO eTany 36opy, Akuii
NPUCTPOEM Big, nakyBaHHs Ta [,03BO/ISIE BUPOOHULITBO Cepiit Ajtoyol
BUMaJKOBOrO YKoy BUMYCK Cepii: PEYOBYHM i3 3aCTOCYBaHHAM 5K
ro/ikoto; no 1 AmMKeH €spona nonepeaHbLOro npouecy
nonepegHLo B.B., Higepnanamn PNOKYNALIKHOTO OCaAKEHHS, Tak i
3anoBHeHOMy HOBOTO LIeHTPUYXXHOTO MpoLiecy.
LUMPULY 3 3aXUCHUM 3anponoHoBaHi 3MiHW CNpPsAMOBaHi Ha
NPUCTPOEM B nigBuULLIEHHS e(DEKTUBHOCTI 360py
6nictepi; no 1 KNITUHHOI Macw, YCyHEeHHs
6nictepy B BMKOPUCTaHHSA NOJeTUNEHTNIKOIO
KapTOHHI kopooLyj; (MET), 3MeHLEHHS KiNbKOCTI
no 1 ma po3uunHy B nonigianinguMeTnIaMoHito xnopuay
CKNSAHOMY (PDADMAC) Ta 36epexeHHs
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
nonepeaHL0 €KBIBa/IEHTHOTO NPOINI0 AOMILLIOK.
3anoBHEHOMY
LUNpUL 3 TONKOHO,
3aKpuTOL0
KOBMa4ykom; no 1
nonepegHLo
3anoBHeHOMY
Lwnpuuy B 6nicTepi
abo 6e3 6nictepa,
noMiLLLleHoMy B
KapTOHHY KOpOOKY
222. | NCOTPION® calcipotriol | kanby | DO5SA renb, 50 mkr/r/0,5 TOB Ykpaina Mi6e Mm6X Himeuuu BHECEHHS 3MiH 0 peecTpavinHmx 3a UA/19635/01/01
, unotpi | X52 mr/r;no 30ry «MIBE ApuHaimiTTE Nb. Ha marepianis: 3MiHu | Tuny - 3MiHu 3 peyenmom
combinatio | on (y chnakoHi 3 YKPAIHA» AKOCTI. FOTOBWIA NiKapcbKuii 3aci6.
ns BUMNS KpanenbHUM KOHTpO/b roTOBOrO iKapCbKoro
ai f[o3aTopoM Ta 3acoby. 3miHa y meTofax
KauibLy KPWLLIKOHO, L0 BMNPO6YBaHHS rOTOBOTO /1iKapCbKOro
nnoTpi 3arBUHYy€ETLCS; N0 1 3aco0y (He3HayHa 3MiHa y
ony hnakoHy y nauuj 3aTBEPMHKEHNX MeTofax
MOHOTi BMNPOGYBaHHS). 3aMiHa Bicko3nmMeTpa
apaty) Yyepes NPUNUHEHHS NiATPUMKN
Ta iCHYtO4Oro B1nNpobyBasibHOro
6etam o6nagHaHHs.
eTaso
H(Y
BUMNSA
il
6etam
eTaso
Hy
aunpo
nioHat
y)
223. | PAHEKCA® ranolazine | paHon | COl1lE TabneTkun MeHapiHi Nokcem Brpo6HnuTBO «in | Himeuun BHECEHHS 3MiH O peecTpaLiiHnx 3a He UA/13676/01/01
1000 asvH B18 NPOJIOHrOBaHOI fji IHTepHeLlo 6ypr bulk», nakyBaHHs, Ha marepianis: 3miHu | TMny - 3MiHn peyenmom | nion
no 1000 wmr; no 10 Han KOHTPO/Ib Ta Loao 6e3nekn/edeKTUBHOCTI Ta f2ae
TabneTok y 6nictepi; | Onepeiiw BUNYCK cepil: thapmakoHarnagy (iHwi 3MiHu1) 3MiHn
no 6 6nictepis y OHC MeHapiHi-®oH BHECEHO B iHCTPYKLit0 AN MEANYHOrO
KapTOHHi kopobuy; NMokcemby XeiigeH M6X 3aCTOCYBaHHSA NikapcbKkoro 3acoby Ao
no 15 tabneTok y pr C.A. po3sginy "®apmaxkonoriyHi

6nictepi; no 4
6nictepn y
KapTOHHi kopobuyj;
no 20 TabneTok y
6nictepi; no 3
6nictepu y

BracTmsocTi" (nigpo3gain
"®apmMakoguHamika") Wo[o BUSTyHEHHS
iHchopmauii npo fo3ysaHHA 750 mr.
IHCTPYKUIiT AN MeanuHoro
3aCTOCYyBaHHSA NikapcbKoro 3acoby (e-
CTD Bepcisst 0005) BBeeHHS 3MiH
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
KapTOHHI Kopo6Lyi npoTsirom 6 Micauis nicns
3aTBEPKEHHS.
224. | PAHEKCA® ranolazine | paHon | CO1lE TabneTku MeHapiHi Jiokcem Brpo6HMLTBO «in Himeuun BHECEHHS 3MiH 40 peecTpaLinHmx 3a He UA/13676/01/02
500 asuH B18 NPOJIOHroBaHoOI fji IHTepHeLwlo 6ypr bulk», nakyBaHHs, Ha marepianis: 3miHu | Tuny - 3miHn peyenmom | niosn
no 500 mr; no 10 Han KOHTPO/b Ta Lofo 6e3nekn/edyeKTMBHOCTI Ta seae
TabneTok y 6nictepi; | Onepeiiw BUNYCK cepii: thapmakoHarnagy (iHwi 3MiHn) 3MiHn
no 6 6nictepis y OHC MeHapiHi-®oH BHECEHO B iHCTPYKLO 415 MeauYHoro
KapTOHHI kOpooLyj; Nokcemby XengeH MvoX 3acTOCyBaHHS NikapcbKkoro 3acoby Ao
no 15 tabnetok y pr C.A. po3ainy "®apMakosiorivHi
6nictepi; no 4 BracTmsocTi" (Nigpo3gain
6nictepn y "®apmakogmHamika") WoA0 BUTYHEHHS
KapTOHHI kopobuy; iHbopMaLii npo fo3yBaHHA 750 Mmr.
no 20 TabneTok y IHCTPYKUIT AN MefuyHoro
6nictepi; no 3 3aCTOCyBaHHS MiKapcbKoro 3acooby (e-
6nictepu y CTD Bepcis 0005) BeegeHHs 3MiH
KapTOHHI Kopo6Lyi npoTsirom 6 Micsuis nicns
3aTBEPMKEHHS.
225. | PE3ICTON® - nenap | RO5 Kpanni opasbHi, No NAT YkpaiHa | MAT "Tanuucdapm” | YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 UA/13789/01/01
TOHii 20 mn abo no 50 mn "Tanuudgpa MaTepiasis: 3MiHu | TUNy - 3MiHK 3 peyenma
KOpeHi y donakoHi 3 pm" AKOCTi. [OTOBWIA flikapcbknii 3aci6.
B npo6Koto- KOHTPO/b fONOMDKHUX PEYOBUH.
ekcTpa KpanesibHuueto; no 1 3MiHa napameTpiB cnevumdikawii
KT hn1akoHy B nauui Ta/abo [oMyCTUMUX MeX A71s
piakuii [LOMOMDKHOT peHOBUHM (iHLLI 3MiHW) -
(Pelar npusefeHHs cneuudikauii Ta metToais
gonii KOHTPOJIH0 JOMOMDKHOT PEYOBUHM
radix InigepuH fo BMMor MoHorpadii €P.
extract CynyTHS 3MiHa - 3MiHU 3 AKOCTI.
um [oTOBWIA Nnikapcbkuii 3aci6. KoHTponb
liquidu [O0NOMDKHUX peYOBUH. 3MiHa Y
m) mMeTofax BUNPO6YyBaHHSA JOMNOMIKHOI

peyoBuHM (iHLWi 3MiHK Y MeTodax
BMNPOOYBaHHSA (BK/TOYAKOUM 3aMiHY
abo fofaBaHHsA)) -
npuBefeHHs cneuudikauii Ta meToais
KOHTPO/II0 AONOMDKHOT PeYOBUHU
IniyepuH fo sBumMor moHorpadii €P.
3miHu | TUNYy - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
[OMOMDKHUX PEYOBUH. 3MiHa
napameTpiB cneundikauiii Ta/abo
O0NyCTUMUX MEX A5 LONOMIKHOT
peyoBuHM (iHLWLI 3MiHK). CynyTHA 3MiHa
- 3MiHK 3 SKOCTi. FOoTOBMIA NiKapCbKuii
3aci6. KOHTposib AOMOMDKHUX
peyoBuWH. 3MiHa y meTofax
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
BUNPOBYBaHHA [OMNOMIKHOI PEeYOBUHM
(iHWi 3mMiHM y MeToaax BUNpPobyBaHHSA
(BkntovarouM 3amiHy abo foaaBaHHs))
npuBefeHHs cneuudikauii Ta metToais
KOHTPOJIH0 JAOMOMDKHOT PEYOBUHY
IniuepuH 85% [0 BUMOr MoHorpadii
€O
226. | PE3ICTON® - nenap - Kpanni opasbHi, in NAT YkpaiHa | MAT "Tanuudapm” | YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmx - UA/14765/01/01
TOHiT bulk: no 20 mny "Tannuda marepianis: 3MiHu | Tuny - 3MiHu 3
KOpeHi donakoHi; no 88 pm" AKOCTI. [O0TOBWIA NTikapCbkuii 3aci6.
B h1aKoHIB y KOpobi KOHTPO/Ib AONOMDKHUX PEHOBUH.
ekcTpa KapTOoHHOMY; in bulk: 3MmiHa napameTpiB cnevumdikawii
KT no 50 mn y doniakoHi; Ta/abo fonycTMMUX MexX Ans
pigkuii no 80 dhnakoHiB y [OMOMDKHOT peHOBUHM (iHLWi 3MiHW) -
(Pelar KOpo6i kKapTOHHOMY npuBefeHHs cneuudikauii Ta MetToais
gonii KOHTPO/THO AOMNOMDKHOT PEYOBUHU
radix IniyepuH fo BMMor MoHorpadii EP.
extract CynyTHS 3MiHa - 3MiHU 3 AKOCTI.
um [oToBMiA nikapcbkmii 3aci6. KOHTpPosb
liquidu OOMNOMDKHUX PeYOBUH. 3MiHa Y
m) MeTofax BUNPOo6yBaHHSA JOMNOMIKHOI
pevoBUHM (iHLWI 3MiHM Y MeTogax
BMNPOOYBaHHSA (BK/IKOYAKOUM 3aMiHy
abo fofaBaHHsA)) -
npuBeAeHHA cneundikauii Ta MeTogis
KOHTPO/II0 AONOMDKHOT PeYOBUHU
IniyepuH fo sBumMor moHorpadii €.
3MiHn | TMNy - 3MiHK 3 AKOCTI. [0TOBMIA
nikapcbkuii 3aci6. KoHTponb
[OMOMDKHUX PEeYOBUH. 3MiHa
napameTpiB cneundikauii Ta/abo
O0NyCTUMUX MEX A5 [LONOMIKHOT
peyoBuHM (iHLWI 3MiHK). CynyTHA 3MiHa
- 3MiHM 3 KOCTI. [0TOBWIA NiKapCcbknii
3aci6. KoHTposib AOMOMDKHUX
peyoBuH. 3MiHa y meTofax
BMNPOOYBaHHS fOMOMIXKHOI PEHOBUHMN
(iHWi 3MiHM y MeToaax BUNPoByBaHHSA
(Brntovaroun 3amiHy abo fofasaHHs))
npusBeAeHHs crneuudikauii Ta MeToais
KOHTPOJIO [OMOMDKHOT PEYOBUHU
IniuepuH 85% [0 BUMOr MoHorpadii
€d.
227. | PEMI®EHTA remifentan | pemidd | NO1A NOpPOLLIOK ANs Mictpan AHrnis JTABOPATOPIO Icnanis BHECEHHS 3MiH 10 peecTpaLiiHmnx 3a UA/19280/01/01
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
HIN-BICTA il eHTaHi | HO6 KOHUEeHTpaTy ans Kenitan PEWI )XO®PE, MaTepianis: 3MiHu | TUNy - 3MiHK 3 peuenmom
ny PO3UMHY AN iH'ekuiin | MeHemKm C.A. AKOCTI. [OTOBWMIA Nikapcbkuii 3aci6.
rigpox abo iHdysiit, no 1 eHT KOHTposb roToBOro nikapcbkoro
nopug Mr, y doNlakoHi NimiTen 3acoby. 3miHa y meTofax
CK/IHOMY, Nno 5 BMNPOGYBaHHS rOTOBOrO /iKApPCbKOro
hNakoHiB y 3acoby (He3HayHa 3MiHa y
KapTOHHI Kopo6Lyi 3aTBEPLKEHNX MeTodax
BMNPOOGYBaHHS) - HE3Ha4YHa 3MiHa Yy
3aTBEPAKEHNX METOAAX
BMMPO6GYBaHHS 3a NOKa3HVKOM
«KinbkicHuii BMicT» (BEPX), a came:
YTOYHEHHS BUKNAAEHHS NPUTrOTYBaHHS
BMMPO6OBYBAHOTO PO3YMHY.
228. | PEMI®EHTA remifentan | pemicp | NO1A NMOPOLLOK ANs MicTpan AHrnisA NNABOPATOPIO Icnanis BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/19280/01/02
HIN-BICTA il eHTaHi | HO6 KOHUEeHTpaty ans Kenitan PEWI )XO®PE, MaTepianis: 3MiHu | TUNY - 3MiHK 3 peyenmom
ny PO34YUHY ANs1 iH'eEKU | MeHemxm C.A. sIKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
rigpox abo iHdysiit, no 2 EeHT KOHTPO/Ib FOTOBOIO NiKapCbKoro
nopug Mr, y dhNakoHi NimiTen 3acoby. 3miHa y meToaax
CKNsiHOMY, Mo 5 BUNPOBYBaHHA roTOBOrO NiKaPCLKOro
nakoHiB y 3aco6y (He3HayHa 3miHa y
KapTOHHI KopoobLyi 3aTBEPAKEHNX METOAAX
BUNPOOYBaHHSA) - HE3HayYHa 3MiHa Yy
3aTBEPAKEHNX METOAAX
BUMPOOYBaHHS 38 NOKa3HVKOM
«KinbkicHuii BMicT» (BEPX), a came:
YTOYHEHHS BUKNAAEHHS NPUTrOTYBaHHS
BMMPO60OBYBAHOTO PO3YMHY.
229. | PEMI®EHTA remifentan | pemico | NO1A NOPOLLIOK AN Mictpan AHrnis NNTABOPATOPIO Icnanis BHECEHHS 3MiH O peecTpaLiiHnx 3a UA/19280/01/02
HIN-BICTA il eHTaHi | HO6 KOHUEeHTpaTy ans Kenitan PEII XXO®PE, Marepianis: 3MiHu | Tuny - 3miHu 3 peyenmom
ny PO34YUMHY ONs iH'eKUid | MeHemxm C.A. sKoCTi. FOoTOBWIA Nikapcbkuii 3aci6.
rigpox abo iHdysiin, no 5 eHT KOHTPO/Ib FOTOBOrO NiKapcbkoro
nopvg, M, Y thr1akoHi Nimiten 3acoby. 3miHa y meTogax
cKknsiHoMy, no 5 BUMPOBYBaHHS rOTOBOTO NiKapCbKOro
haKkoHiB y 3acoby (He3HauHa 3miHa 'y
KapTOHHI Kopo6Lyi 3aTBEPMAKEHNX MeTogax
BMNPOOYBaHHS) - HE3Ha4YHa 3MiHa Yy
3aTBEPMKEHNX MeTofax
BUMPOOYBaHHS 3a NOKa3HVKOM
«KinbkicHuii BMicT» (BEPX), a came:
YTOYHEHHS BUKNAAEHHS NPUTrOTYBaHHS
BUMPO60OBYBAHOIO PO3YMHY.
230. | PUKCATOH rituximab putykc | LO1FA | KOHUeHTpaT ans CaHpo3 ABCTpist KOHTPO/Ib Cepili: Himeuun BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/21079/01/01
10 Mrimn nvab 01 po34nHYy ANns 6X €BpochiHc PACT Ha/ marepianis: 3MiHu | Tuny - 3MiHu 3 peyenmom
iHcpysin, 10 mr/mm; M6X, HimeuunHa; | LBeiiua akocTi. A®l. Bupo6bHMUTBO. 3MiHM B
no 10 mn (100 mr) y NOBHUIA LWKN pis/ npoueci BupobHuutTea APl (HesHauHa
h1akoHi; 2 dhnakoHu BMpO6HMUTBA: Jlek | CroBeHi 3MiHa y npoueci BupobHuutea Adl).
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
B KapTOHHI1 kopobui dapmaLeBTUYHA al 3MiHa y BUpo6GHMYOMY NpoLeCi
a6o no 50 mn (500 KomnaHis 4.4., ABcTpis aKTUBHOI PEYOBUHY pUTYKCUMaby, a
Mr) y donakoHi; no 1 CnoBeHis; came BNpoBapKeHHS
chnakoHy B KOHTPO/Ib Cepiii: aflbTEPHATUBHOrO MEMOPAHHOTO
KapTOHHI Kopo6Lyi HosaprTic ®apma hinbTpa 3 po3mipom nop 1,2/0,2 Mkm
Al LWBeiiuapis; Ha [o4aToK A0 3aTBepaKeHoro
BUPOBHMLTBO in MembpaHHoro ginbtpa 0,45/0,2 MKM
bulk: HosaprTic Ha cTagisx "Primary Separation” (PS)
dapmacbloTikan Ta oinbTpauii nicns BipycHoi
MaHyhakTypuHr iHakTuBauil npu HU3bkomy pH (VIN) y
NNC, CnoseHis; npoueci downstream. Kpim Toro,
KOHTPO/Ib Cepili: nepuly cTaito MeM6paHHoI inbTpawi
HosapTic (cpinbTp 0,8/0,45 MKM) nig yac etany
dapmacbloTikan PS BM3HaueHO sK onuioHasIbHY. Takox
MaHythakTypuHr BHOCATbCS pefakuiiHi 3MiH1 fo
NNC, CnoseHis; po3ginis 3.2.A.1. Ta 3.2.5.2.3.
BUMNYCK cepil:
CaHpo3 M'mM6X —
Bupo6Huya
AiNbHULUSA
AcenTuyHi
nikapcbki 3aco6u
LadTeHay
(AcenTuyni N3LU),
ABCTpist
231. | POBAXOnN - o- AO5A Kancynm PoBa Ipnangis BUPOBHMK, Ipnangis BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/17342/01/01
niHeH, | X KMLIKOBOPO3YUHHI, Papmacbto BiANOBIgaIbHMI 3a / MaTepianis: 3MiHu | TUNY - 3MiHK 3 peyenmom
B- M’ski; no 10 kancyn Tikanc NOBHUIA LKA PymyHis/ aKkocTi. A®Il. KoHTponb A®I. 3miHa y
niHeH, B 6iicTepi, no 5 nra. BMPOGHMLUTBA NntBa MeTogax BMnpobyBaHHst A®l abo
Kame 6nicTepis B nauyj 3 (KpiM HaNoOBHEHHSA BUXiAHOIO MaTepiasy/npomixxHoro
H, KapToHY Kancyn): Posa npoayKTy/peareHTy, Wwo
LUuHeo dapmacbtoTikasic BVMKOPUCTOBYETLCA Y MPOLLECi
n, Nta., Ipnangis; BMPOGHMLTBA AD| (HE3HAYHI 3MIHN Y
MEHTO BUPOGHUK, 3aTBEPMHKEHNX MeTofax
H, BigNoBiga/IbHMIA 32 BUNPOGYBaHHS)
NeBoM HanoBHEHHSA 3amiHa rasy rekcaH Ha rentaH npm
eHTOon, Kancyn: KaraneHt KOHTPO/i KifIbKICHOTO BU3HaYeHHs API
6opHe HimeuunHa METOAO0M ra3oBoi Xxpomartorpadii.
on Epep6ay
LKIMBEAY,
HimeuunHa,;
AeHoBa PymyHis
C.P.N1., PymyHis;
nepBuHHA
ynakoska: LLapn
Kninikan Cepsic




251 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
(UK) Nimites,
BenvkobputaHis;
BTOPVHHA
ynakoBka:
NutoBcbknin Ta
HopBee3bkuii UAB
Hopdauema,
JlntBa
232. | POMA3UK rosuvastati | posys C10A TabneTku, BKPUTI dapmaueB | Monbwa | ®apmaueBTuuHuii | Monblia BHECEHHS 3MiH A0 peecTpaLinHmx 3a UA/13299/01/01
n actatn | AO7 NNiBKOBOIO TUYHWIA 3asof MaTepianis: 3MiHu | TUNy - 3MiHK 3 peyenmom
H 060/10HKOH0, M0 5 Mr, 3aBog "Monbgapma” C. AKOCTI. [O0TOBWIA NTikapCbkuii 3aci6.
no 10 TabneTok y "Monbchap A. KOHTPO/Ib rOTOBOrO NiKapcbkoro
6nictepi; no 3 ma' C. A. 3acoby. 3miHa napameTpis

6nictepn y
KapTOHHiI kopobuy;
no 15 tabnetok y
6nicTepi; no 2
6nictepu y
KapTOHHi Kopobuj

crneundikauii Ta/abo AonycTMmX
Me>XX roTOBOrO J1iKapCbKOro 3acoby
(iHLWi 3MiHK) 3BYXXEHHA napameTpy
cneundikauii «Po3unMHeHHs» 3 "Q=75
% yepe3 30 xB" Ha "Q=80 % yepe3 15
XB" 3 HE3HAYHUMY peakLiiHMy
3MiHamMM B MeToAax BUNPOOyBaHHS
«PO34MHEHHSI», a TaKoX He3HAYHMU
peaakuiniHUMmM 3MiHaMU B iHLINX
napameTpax crneundikauii, a came
[ofaBaHHA YTOUHIOUMX MPUMITOK.
BBefieHHs1 3MiH NpoTArom 6-T MicALiB
nicnsa 3aTBepMHKeHHs. 3MiHn | Tuny -
3MiHu 3 SKocCTi. FoTOBMIA NiKapCbKuii
3aci6. KoHTposib roToBOro nikapcbkoro
3acoby. 3miHa y meTogax
BUMPOBYBaHHS rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX METOAAX
BMNPOOYBaHHSA) HE3HAYHI 3MiHW B
3aTBEepPHKEHOMY MEeTOSi
BMNPO6YBaHHS «OAHOPIAHICTL
[,030BaHNX oanHuLb» 13 (UPLC).
BBefieHHs1 3MiH NpoTArom 6-T MicALiB
nicnsa 3aTBepMHKEHHS. 3MiHn | Tuny -
3MiHu 3 sKocCTi. FoTOBWMIA NiKapCbKuii
3aci6. KoHTposib roToBOro nikapcbkoro
3acoby. 3miHa y meTogax
BUMPOBYBaHHS rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX METOAAX
BMNPOOYBaHHSA) HE3HAYHI 3MiHW B
3aTBEpPPKEHOMY MeTOofi
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

BMNpoO6YBaHHSA «laeHTudikayis
posyBacTaTuHy» 13 (UPLC).
BBefeHHs1 3MiH NpoTArom 6-T MicsALiB
nicnsa 3aTBepMKeHHs. 3MiHu | Tuny -
3MiHu 3 sKoCTi. FoToBMIA NiKapCbKUii
3aci6. KoHTposib rOTOBOrO NMikapCbKoro
3acoby. 3miHa y meTofax
BMNPOBYBaHHSA rOTOBOrO NIKAPCbKOro
3acoby (He3HayHa 3MiHa 'y
3aTBEPAKEHNX METOAAX
BMNPOOYBaHHSA) HE3HAYHI 3MiHW B
3aTBepMKeHOMy MeTogi
BUNPo6YBaHHSA «KinbKicHUiA BMiCT
po3yBacTtatuHy (B 1 Tabnetui)» M3
(UPLC). BBeaeHHs 3MiH NpoTsarom 6-
TN MicALIB Nic/a 3aTBEPAKEHHS.

233.

POMA3VK

rosuvastati
n

po3ys
acraru

C10A
AO7

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO10, M0 40
mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHI KopooLi

dapmaues
TUYHUIA
3aBof,

"Monbdap
ma" C. A.

Monbwa

dapmaueBTUYHWI
3aBog
"Monbgapma” C.
A.

Monbwa

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis: 3MiHu | TUNY - 3MiHK 3
AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro NikapcbKoro
3aco6y. 3viHa napameTpis
cneyudikayin Ta/abo gonycTummx
MEX FOTOBOr0 NiKapCbKOro 3acoby
(iHWi 3MiHK) 3BY)XEHHS NapameTpy
cneuudikavii «<Po3unHeHHs» 3 "Q=75
% uepe3 30 xB" Ha "Q=80 % uyepe3 15
XB" 3 HE3HAYHUMY pefakUiiHUMKn
3MiHaMu B MeToax BUNpobyBaHHSA
«PO3UMHEHHSI», & TaKOoX HEe3HAYHMM
pefakuiiHUMK 3MiHaMK B iHLIKX
napametpax crneundikadii, a came
[04aBaHHsA YTOUHIOIOUMX MPUMITOK.
BBeeHHs 3MiH NpoTAroM 6-tn micsAuis
nicns saTeepgKeHHs. 3MiHu | Tuny -
3MiHM 3 iKOCTi. [OTOBWIA Nikapcbknii
3aci6. KoHTposib rOTOBOro NMikapCbKoro
3acoby. 3miHa y meTofax
BMNPOBYBaHHS rOTOBOTO /liKapCbKOro
3acoby (He3HauyHa 3MiHa y
3aTBEPMHKEHNX MeTofax
BMNPOGYBaHHS) HE3HAYHI 3MiHW B
3aTBEepKEHOMY METOS]
BUNPO6YBaHHA «OAHOPIAHICTL
[,030BaHNX 0gnHuLb» 13 (UPLC).
BBeeHHs 3MiH NpoTArom 6-t1 micsAuis
nicns saTsepaKeHHs. 3MiHu | Tuny -

3a
peyernmom

UA/13299/01/04
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253

IIpopoBxeHHs

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep

peecmpayitiHo

20
nocsBioOYeHHs

3MiHK 3 siKoCTi. FoTOBWMIA NiKapCbKuii
3aci6. KoHTpo/ib roToBOro nikapcbkoro
3acoby. 3miHa y meToaax
BUMPOBYBaHHS rOTOBOTO NiKapCbKOro
3acoby (Hes3HayHa 3miHa y
3aTBEPAKEHNX METOAAX
BUNPOGYBaHHSA) HE3HAYHI 3MiHV B
3aTBEPKEHOMY METOS]
BMNpo6yBaHHSA «laeHTudikayis
posyBacTtatuHy» /13 (UPLC).
BBefeHHs1 3MiH NpoTArom 6-T MicsAuiB
nicns 3aTBepaXeHHs. 3MiHu | Tuny -
3MiHK 3 siKOCTi. FoTOBMIA NiKapCbKuii
3aci6. KoHTpo/ib roTOBOro nikapcbkoro
3acoby. 3miHa y meToaax
BUMPOBYBaHHS rOTOBOTO NiKapCbKoro
3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX METOAAX
BUNPOGYBaHHS) HE3HAYHI 3MiHV B
3aTBEPKEHOMY METOS]
BMNpPo6yBaHHSA «KinbKicHUiA BMiCT
posyBactaTuHy (B 1 Tabnetui)» N3
(UPLC). BBeaeHHs1 3MiH NpoTarom 6-
TU MicALIB Micns 3aTBEPAKEHHS.

234.

POMA3UK

rosuvastati
n

po3ys
acraru
H

C10A
AO7

TabneTkun, BKPUTI
N/iBKOBOIO
060/10HKO, Mo 10
mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepu y
KapTOHHi Kopobuyj;
no 15 tabnetok y
6nicTepi; no 2
6nictepu y
KapTOHHI KOpooLi

dapmaveB
TUYHWI
3aBof

"Monbchap
ma"' C. A.

Monblya

dapmaLeBTUYHNIA
3aBog
"Monbhapma” C.
A.

MonbLya

BHECEHHS 3MiH O peecTpaLifiHnX
MaTepiasiiB: 3MiHu | TMny - 3MiHK 3
sKocTi. [oTOBWIA Nikapcbkuii 3aci6.
KOHTpOs1b roToBOro NikapcbKoro
3acoby. 3miHa napameTpis
cneuudikauin Ta/abo gonycTumumx
MEX rOTOBOr0 NiKapcbKoro 3acoby
(iHWi 3MiHW) 3BY)XEHHS1 NapameTpy
crneundikavii «Po3uymMHeHHs» 3 "Q=75
% uepe3 30 xB" Ha "Q=80 % yepe3 15
XB" 3 HE3HAYHMMM pefaKLiiHNMK
3MiHaMu B MeToAax BUNpobyBaHHS
«P0O34MHEHHS», & TaKOX HEe3HAYHNMU
peaakuintHIMmM 3MiHaMU B iHLUNX
napametpax crneundikadii, a came
[0[aBaHHA YTOUHIOUUX NMPUMITOK.
BBeAeHHS 3MiH MPOTAroM 6-Tn micsuiB
nicnsa 3aTBepmKeHHs. 3MiHu | Tuny -
3MiHuM 3 IKOCTi. TOTOBWIA NiKapCbKunii
3aci6. KoHTpo/ib roTOBOro nikapcbkoro
3acoby. 3miHa y meToaax
BUNPOBYBaHHSA roTOBOrO JIIKAPCLKOro

3a
peyenmom

UA/13299/01/02
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IIpopoBxeHHs

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeTogax
BMNPOOYBaHHSA) HE3HAYHI 3MiHN B
3aTBepMKEHOMY MeTofi
BMNPO6YBaHHS «OAHOPIAHICTL
[,030BaHNX oavHuLp» M3 (UPLC).
BBeAeHHs 3MiH NpOTAroM 6-Tn micsuis
nicns saTBepkKeHHs. 3MiHu | Tuny -
3MiHu 3 SKocCTi. FoTOBMIA NiKapCbKuii
3aci6. KoHTposib roToBOro nikapcbkoro
3acoby. 3miHa y meTogax
BUMPOBYBaHHS rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeTogax
BMNPOOYBaHHSA) HE3HAYHI 3MiHN B
3aTBepMKEHOMY MeTofi
BMNPOOGYBaHHSA «laeHTudiKalis
posyBacTtatuHy» /13 (UPLC).
BBeAeHHs 3MiH NPOTAroM 6-Tn micsuis
nicns 3aTBepKeHHs. 3MiHu | Tuny -
3MiHu 3 SKocCTi. FoTOBMIA NiKapCbKuii
3aci6. KoHTposib roToBOro nikapcbkoro
3acoby. 3miHa y meTogax
BUMPOBYBaHHS rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeTogax
BMNPOOYBaHHSA) HE3HAYHI 3MiHN B
3aTBEpMKEHOMY MeTofi
BUNPO6YBaHHSA «KifbKiCHNIA BMICT
po3yBacTtaTuHy (B 1 Tabnetui)» M3
(UPLC). BBefeHHs 3MiH NpOTArom 6-
TV MicALIB MiCNA 3aTBEPAKEHHS.

235.

POMA3UK

rosuvastati
n

po3yB
acratu
H

C10A
AO07

TabneTku, BKPUTI
NAiBKOBOO
o060s10HKo10, Mo 20
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepn y
KapTOHHI kopobuy;
no 15 ta6netok y
6nicTepi; no 2
6nictepu y
KapTOHHi Kopobuyi

dapmaues
TUYHWIA
3aBof

"Monbchap
ma' C. A.

MonbLa

dapmaLeBTUYHNIA
3asof,
"Monbgapma” C.
A.

Monba

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHu | TUny - 3MiHu 3
AKOCTI. [O0TOBWMIA NTikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpis
crneundikauii Ta/abo AonycTMmX
Me>X roTOBOrO J1iKapCbKOro 3acoby
(iHLWi 3MiHK) 3BYXXEHHA napameTpy
cneundikauii «Po3unHeHHs» 3 "Q=75
% yepe3 30 xB" Ha "Q=80 % yepe3 15
XB" 3 HE3HAYHUMY peaKLiiHMy
3MiHamMM B MeToAax BUNPOOyBaHHS
«PO34MHEHHSI», a TaKoX HEe3HAYHVMU
peAakuiiHUMmY 3MiHaMU B iHLIMX

3a
peyenmom

UA/13299/01/03
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IIpopoBxeHHs

Pek

Homep

n/n

JopaTka 3
Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HenameH
mosaHa

Hasga
diroyo

pedos

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

nam
yBa

HHST*
*

peecmpayitiHo
20
nocsioYeHHs

Has3sa*

UHU

napameTpax crneundikadii, a came
[0aBaHHA YTOUHIOUMX NMPUMITOK.
BBefeHHs1 3MiH NpoTArom 6-T MicsALiB
nicnsa 3aTBepMKeHHs. 3MiHu | Tuny -
3MiHu 3 sKoCTi. FoToBMIA NiKapCbKUii
3aci6. KoHTposib rOTOBOrO NMikapCbKoro
3acoby. 3miHa y meTofax
BMNPOBYBaHHSA rOTOBOrO NIKAPCbKOro
3acoby (He3HayHa 3MiHa 'y
3aTBEPAKEHNX METOAAX
BMNPOOYBaHHSA) HE3HAYHI 3MiHW B
3aTBepMKeHOMy MeTogi
BUNPo6YyBaHHA «OAHOPIAHICT
[,030BaHNX oanHuLG» M3 (UPLC).
BBefeHHs1 3MiH NpoTArom 6-T MicsALiB
nicnsa 3aTBepMKeHHs. 3MiHu | Tuny -
3MiHu 3 sKoCTi. FoTOBMIA NiKapCbKUi
3aci6. KoHTposib rOTOBOrO NMikapCbKoro
3acoby. 3miHa y meTofax
BMNPOOYBaHHSA rOTOBOrO NiKAPCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX
BMNPOOYBaHHSA) HE3HAYHI 3MiHN B
3aTBepMKeHOMy MeTogi
BMNpoO6YBaHHSA «laeHTudikayis
posyBacTaTuHy» 13 (UPLC).
BBefeHHs1 3MiH NpoTArom 6-T MicsALiB
nicnsa 3aTBepMKeHHs. 3MiHu | Tuny -
3MiHu 3 sKoCTi. FoTOBMIA NiKapCbKUii
3aci6. KoHTposib rOTOBOrO NMikapCbKoro
3acoby. 3miHa y meTofax
BMNPOBYBaHHSA rOTOBOrO NiKAPCbKOro
3acoby (He3HayHa 3MiHa 'y
3aTBEPAKEHNX METOAAX
BMNPOOYBaHHSA) HE3HAYHI 3MiHW B
3aTBep/MKeHOMy MeTofi
BUNPo6YBaHHSA «KinbKicHUiA BMiCT
po3yBacTtatuHy (B 1 Tabnetui)» M3
(UPLC). BBeaeHHs 3MiH NpoTsarom 6-
TN MicALIB Nic/a 3aTBEPAKEHHS.

UA/18909/01/01

236.

CAHIOAP®

decameth
oxine

fekam
eToKCU
H

DO8AJ
10

PO34MH ANs
30BHIiLLHLOrO

3actocyBaHHs, 0,2
mr/mn, no 100 mn,
no 200 mn a6o no

400 M1 y dhnakoHax;

MpAT
"PapmaLe
BTUYHA
ipma
"fapHuua”

YkpaiHa

MpAT
"®GapmaueBTuyHa
ipma "JapHuus"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnx
MaTepianis: 3MiHu | TUNY - 3MiHK 3
AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /1iKapCbKoro
3acoby. 3miHa y meToaax
BUNPOBYBaHHSA roTOBOrO JIIKAPCLKOro

6e3
peyenma




256 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH ) ynakoska) a uka yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
3acoby (He3HayHa 3miHa y

no 100 mn, no 200
M1 abo no 400 mny
chnakoHax i3
3aXUCHUM
KOBMAYKoOM

3aTBEPAKEHNX METOAAX
BUNpoOyBaHHs) - CynyTHS 3MiHa -
3MiHK 3 siKOCTi. FoTOBMIA NikapCbKuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHK
BMNpo6yBaHb abo AOMYCTUMUX MEX,
BCTaHOB/EHMX Y cnevumdikauiax, nig
Yyac BMPOBHMLTBA FOTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHu) -
3MiHK 3 siKoCTi. FoTOBWMIA NiKapcbKuii
3aci6. KoHTpo/ib roToBOro nikapcbkoro
3acoby. 3miHa napameTpiB
cneuudikayin Ta/abo gonycTummx
MEX rOTOBOr0 NiKapCbKoro 3acoby
(iHLWi 3MiHW) - aKTyasli30BaHO NOKa3HUK
«laeHTudikauis A» y cneuumdikaulisx
Ta aHaNiTMYHUX MeToAMKax, a came: y
cneuudikaLisix Ha Hepo3dacoBaHy
npoaykuito (nig yac BMpo6HULTBA
nikapcbKoro 3acoby), y po3aini
3.2.P.5.1. Cneuundikauia(i) (Ha eTani
BMAadi [03BOY Ha peanizalito Ta
NpOTArOM TEPMiHY
npugaTHocTi) .BHeceHo peaakuiiiHi
npasku, 0hopMEHI BigNOBIAHO A0
pekomeHgauili i ctunictukm AdY, Ta
[0AaHO NOCUMTaHHA Ha MeToA
KOHTpOso AdY 2.2.46 N. 3MiHu | Tuny
- 3MiHK 3 SKOCTi. FOoTOBMIA NiKAPChKUI
3aci6. KoHTposib rOTOBOrO NMikapCbKoro
3acoby. 3miHa y meTofax
BMNPOBYBaHHSA rOTOBOrO NiKAPCbKOro
3aco6y (iHWi 3MiHK y MeToAax
BUNPO6YBaHb (BK/OUaUM 3aMiHy abo
[OMOBHEHHS)) - aKTyas1i30BaHO
nokasHuK «KinbkiCHe BU3HAYEHHS.
[ekameTokcuH» y po3gini 3.2.P.5.2.
AHaNITUYHI METOAMKK, a came
OHOBJIEHO METOAUKY KOHTPOSIO Y
3B'A3KY 3 11 YA0CKOHA/IEHHAM 3 METOI0
NiABVLLEHHS TOYHOCTI aHanisy
BiANOBIAHO [0 aKTyasbHMX BUMOT Ta
Cy4YacHMX 3HaHb; MeToAvKa
BaUlifoBaHa: 3MiHEHO napameTpu
KOTOHKMW; 3MIHEHO CKN1ag, pyXomoi

hasu A; TemnepaTtypy KOJIOHKY;
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IIpopoBxeHHs

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep

peecmpayitiHo

20
nocsBioOYeHHs

LWIBMAKICTb PyXOMOI thasm; AOBXUHY
XBUNi; Nporpamy esooBaHHs. Bepcis
MK$ (eCTD0014).

237.

CUMBIA®

duloxetine

[yNoK
ceTuH

rigpox
nopug

NOGA
X21

Kancynm
KMLIKOBOPO34MHi
TBEpAi, no 60 mr; no
7 kancyn y 6nictepi,
no 4 6nictepu B
navyi

MpAT
"Papmave
BTUYHA
hipma
"OapHuua"

YkpaiHa

BankaHdapma-
AynHnus A

Bonrapi
a

BHECEHHS 3MiH O peecTpaLifiHnX
MaTepiasiiB: 3MiHu | TMny - 3MiHK 3
AkocTi. CepTudpikar signosigHocTi/TE-
cepTudikart BiANoBIiAHOCTI
€Bponeicbkii
thapmakonei/MoHorpadii. NogaHHA
HOBOro abo OHOBNEHOro cepTucpikata
BiAMOBIAHOCTI 260 BUTyYEHHS
cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmaxonei: ans Adl;
0151 BUXIAHOTO
marepiany/peareHTy/nPoOMiXHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPO6HMUTBI A®I; A1a AONOMIKHOT
pevoBuHY (cepTuddikat BiANOBIAHOCTI
€sponeiicbkiii hapmakonei) - HoBwii
cepTugikaT Bif HOBOTO BMPOOHMKA
(3amiHa abo [OMNOBHEHHS)
nogaHHsa Hosoro CEP R1-CEP 2012-
220-Rev 02 Big HOBOro BUPOGHMKA
A®| fynokceTuHy rigpoxnopuay,
KomnaHito Zhejiang Huahai
Pharmaceutical Co., Ltd., Kutaii.

3a
peyenmom

UA/18442/01/02

238.

CUMBIA®

duloxetine

[ynok
CeTUH
y
rigpox
nopug

NOGA
X21

Kancynm
KMLLKOBOPO3UWHi
TBepai, no 30 mr, no
7 kancyn y énictepi,
no 4 6nictepu B
nauui

MpAT
"papmave
BTUYHA
hipma
"AapHnus”

YkpaiHa

BankaHtapma-

Aynanua Al

Bonrapi
a

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | Tuny - 3MiHu 3
akocTi. CepTudikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa
BIANOBIAHOCTI 260 BUNYYEHHS
cepTudikaTa BignoBigHOCTI
€Bponeiicbkilii hapmakonei: ana Adl;
Ansa BuxigHoro
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI API; ANt [ONOMIKHOT
peyoBuMHM (cepTudikart BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) - HouiA
cepTudikaT Bif, HOBOro BUPOGHMKaA
(3amiHa abo fOMNOBHEHHS)
nogaHHAa Hosoro CEP R1-CEP 2012-
220-Rev 02 Big HOBOro BUpOGHMKa

3a
peyenmom

UA/18442/01/01




258 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
A®| nynokceTuHy rigpoxnopuay,
KomnaHito Zhejiang Huahai
Pharmaceutical Co., Ltd., Kutaii.
239. | CNA3MONIK Pitofenone | metam | AO3D Tabnetku; no 10 TOB YkpaiHa MPAT Ykpaina BHECEHHS 3MiH 0 peecTpaLinHmx 6e3 UA/6840/01/01
C and izony A02 TabneTok y «PAPMIC "XIMOGAPM3ABO MaTepianis: 3miHa 3asBHuKa /13 peyenma
analgesics | Hatpie 6nictepax; no 10 NTO» [ "YEPBOHA (MIBIM) (BNacHuka peecTpawiitHoro
Ba TabneTok y 6nictepi; 3IPKA" nocsifyeHHs) (3rigHo Hakasy MO3 Big,
cinb no 1 a6o no 2 23.07.2015 Ne 460): 3miHV BHECEHO B
(aHanb 6nicTepu B nayuij 3 TEeKCT MapKyBaHHS BTOPUHHOI (MyHKTU
riH), KapToHY 11, 17) Ta nepBUHHOI (MyHKTU 5, 6)
nitod yNaKoBOK MiKapCbKOro 3acoby LWoa0
€HOHY 3MiHM 3aABHUKa (BNlacHUKa
rigpox peecTpaLiiiHoro nocBigYeHHs)
nopug, NiKapcbkoro 3acoby. TepMiH BBEAEHHS
doeHni 3MiH - NpOTArom 6 Micsuis nicns
BEPUHI 3aTBePMHKEHHS. 3MiHM | TUnNy - 3MiHK
10 Lofo 6e3nekn/edheKTMBHOCTI Ta
6pomi hapmakoHarnsgy. BeegeHHs abo
a 3MiHW [0 y3arasibHEHUX JaHuX npo

cuctemy thapmakoHarnsgy (BBefeHHs
y3arasibHeHNX AaHux Npo cuctemy
hapmakoHarnsagy, amiHa
YNOBHOBaXEHOT 0co6M,
BignoBigasnbHOI 3a 3AjACHEHHSI
hapmakoHarnsgy; KOHTakTHoi ocoou 3
hapmakoHarnsgy 3asBHuka ans
3pificHeHHs1 hapMakoHarnisay B
YKpaiHi, AKLLI0 BOHA BigMiHHA Bif
YNOBHOBaXEHOT 0co6M,
BignoBigabHOI 3a 3AjACHEHHSI
hapmakoHarnagy (Bkiovaouu
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MilLleHHi MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3miHa
YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,
BiAMNoBiAa/IbHOT 32 hapmakoHarnsg.
[itoya pepakuis: boHgap Hatanis
BopucieHa. MNponoHoBaHa pegakuis:
MateHko Mapraputa [xixagisHa.
3MiHa KOHTaKTHUX AaHnx
YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,
BiAMNoBiAa/IbHOT 32 hapmakoHarnsag.
3MiHa MicL,e3HaxXoMKEHHST MacTep-
tharina cuctemu chapmakoHarnsgy Ta
noro Homepa. 3MiHa MicLA 34iCHEHHS
OCHOBHOI fiSi/IbHOCTI 3




259 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
chapmakoHarnsgy.
240. | CNA3SMO/IK Pitofenone | meTtam - Tabnetky; in bulk: Ne TOB YkpaiHa MPAT Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnx - UA/13992/01/01
C and isony 4000 (no 10 «PAPMIC "XIMGAPM3ABO mMarepianis: 3MiHa 3aaBHuKa /13
analgesics | Hatpie Tabnetok y 6nictepi; NT0» [ "JEPBOHA (MIBM) (BNnacHuka peecTpaujiitHoro
Ba no 400 6nicTepiB y 3IPKA" noceigyeHHs) (3rigHo Hakaly MO3 Big
cinb KOpOO6Li 3 KapTOHY) 23.07.2015 Ne 460): 3miHV BHeceHo B
(aHanb TEKCT MapKyBaHHS1 BTOPUHHOT (MyHKTU
FiH), 11, 17) Ta NnepBWHHOI (NyHKTN 5, 6)
nitod yMakoBOK /likapcbKoro 3acoby Lioao
€HOHY 3MiHV 3a8BHMKa (B/lacHMKa
rigpox peecTpauiiHoro nNoceig4YeHHs)
nopug, nikapcbkoro 3acoby. TepmiH BBeAEeHHSA
heHni 3MiH - NpPOTAroM 6 MicAuiB nicns
BEPUHI 3aTBEPMAKEHHS. 3MiHM | TUNY - 3MiHK
10 Loao 6e3nekn/edreKTUBHOCTI Ta
6pomi hapmakoHarnagy. BeegeHHs abo
a 3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy thapmakoHarnagy (sBegeHHs
y3arasibHeHVX faHnx Npo cuctemy
hapmakoHarnsgy, amiHa
yMOBHOBaXeHOI 0cobw,
BiANOBIAALHOT 33 3iICHEHHS
hapmakoHarnagy; KOHTakTHoOi ocobu 3
thapmakoHarnagy 3asBHuka gns
34ilicHeHHA thapMakoHarnagy B
YKpaiHi, SIKLLLO BOHa BigMiHHa Big,
yMOBHOBaXeHOI 0cobw,
BiANOBIAAIbHOT 33 3iICHEHHS
hapmakoHarniagy (Bkovarum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarniagy) 3miHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAa/IbHOI 3a thapMakoHarnsg,.
[Litoua pepakuin: boHaap Hatanis
BopucisHa. MNponoHoBaHa pefakuis:
Matenko Mapraputa [pxixagiBHa.
3MiHa KOHTaKTHUX AaHux
YMOBHOBaXEHOT 0CO6Y 3asBHMKA,
BiANOBIAa/IbHOI 3a thapMakoHarnsg,.
3MiHa MicLe3Haxo4KEHHS MacTep-
thaiina cuctemu chapMakoHarisay Ta
oro Homepa. 3MiHa Micusa 34iiCHEHHN
OCHOBHOI AisiNIbHOCTI 3
chapmakoHarisgy.
241. | CTPOBAK® Other MiHiMy | JO7AX | niodhinizoBaHwii CrtpatmaH | Himeyun | CrtpatmaHH T'm6X | Himeuun BHECEHHS 3MiH 10 peecTpaLiiHmnx 3a UA/17029/01/01
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *

bacterial M NOpPOLLOK AN H TM6X Ha eHp Ko. KI Ha MaTepianis: 3miHu | TNy - peuenmom

vaccines 10° iHa cycneHnsii gnsa eHp Ko. KI AAMIHICTpaTVBHI 3MiHW. 3MiHa
KTUBOB iH'ekyji; 1 onakoH 3 HalimeHyBaHHS Ta/abo agpecu Micus
aHnX niocpinizoBaHNM NPOBaPKEHHSA Ais/IbHOCTI BUPOOHUKA
MiKpOO NOPOLLKOM (0AHa (Bkntovaroun, 3a HeobXigHOCTI, MicLe
praHi3 [o3a) i 1 amnyna 3 NpoBefeHHS KOHTPOJTO SKOCTI), abo
MiB eH pO34MHHMKOM no 0,5 B/lacHWKa mMacTep-ghaiina Ha A®l, abo
Tepob M (UTHOMIHI0 noctavyanbHvika A®l/BuxigHoro
akTepi docdhat 2%, Boga marepiany/peareHTy/npomikHOro
1 HacT ONs iH'ekUild) B NPOAYKTY, L0 3aCTOCOBYOTLCA Y
YMHUX KapTOHHI kopobuj; 3 BMPO6HULTBI ADI (SKLWL0 3a3HAYEHO Y
BUAiB: h1aKkoHu 3 [0CbE Ha nikapcbkuii 3acib) 3a
Escher niocpinizoBaHNM BiACYTHOCTI cepTucpikata
ichia ¢ MOPOLLKOM i 3 BIANOBIAHOCTI EBpONenchbkili
oli (6 amnysm 3 thapmakonei y 3aTBepXeHOMY [JOCbE,
LTami PO34MHHKKOM no 0,5 a60 BUPOBHMKA HOBOT AONOMDKHOT
B); M (UTHOMIHI0 PeyvoBUHM (SKLLO 3a3HAYEHO Y [OCbE).
Morga docdhat 2%, Boga 3MiHa Ha3BM BUpo6HMKa monovalent
nella ONs iH'ekUild) B active substance concentrate Ta active
morga KapTOHHI Kopo6Lyi substance concentrate.
nii; MicLe3HaxomkeHHs Ta agpeca
Proteu BUPOBHMKA 3a/IMLLAETLCA 63 3MiH.
S mira [itoya pepakuis:
bilis; 3.2.5.2.1 mWSK
Klebsi manufacturer
ella pn Richter-HELM BioLogics GmbH & Co.
eumon KG
ia; Premises Hanover
Entero Feodor-Lynen-Strasse
coccus 30625 Hanover
faecali Germany
s 3.2.5.2.1 WSK manufacturer

Richter-HELM BioLogics GmbH & Co.
KG
Premises Hanover
Feodor-Lynen-Strasse
30625 Hanover
Germany
lMponoHoBaHa pefakuis:
3.2.5.2.1 mWSK manufacturer
Richter BioLogics GmbH
Premises Hanover
Feodor-Lynen-Strasse
30625 Hanover
Germany
3.2.5.2.1 WSK manufacturer
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Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
Richter BioLogics GmbH
Premises Hanover
Feodor-Lynen-Strasse
30625 Hanover
Germany
242. | TENMINAKC telmisarta Tenmic | C09C Tabnetku, no 40 wr; M. Benvka anbTepHaTMBHaA IcnaHis BHECEHHS 3MiH A0 peecTpaLinHmx 3a He UA/17044/01/02
n aptaH | AO7 no 14 tabneTok y BIOTEK BpuTaHi AinbHUUA Ans marepianis: 3miHu | Tuny - 3miHn peyenmom | niosn
6nictepi, no 2 NIMITEL A npoBefeHHs Lofo 6e3nekn/edhekTMBHOCTI Ta seae
6nictepu y nauui 3 aHaTTUYHUX hapmakoHarnsgy. 3miHa y KopoTkili
KapToHY BMNPOOYBaHb: XapakTtepucTuLi Nikapcbkoro 3acoby,
NTABOPATOPIO TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
EYEBAPHE, C.A., Me[UYHOro 3acToCcyBaHHA Ha nigcTasi
IcnaHis; noBHMiA perynsipHoO OHOB/IHOBAHOIO 3BITY 3
LMK 6e3nekun Nikapcbkoro 3acoby, abo
BUPOOHMLITBA, JocnigpkeHb 3 6e3nekn 3acTocyBaHHsA
BUNYCK cepil: nikapcbKoro 3acoby B
NNABOPATOPIOC nicnsipeecTpauiinnii nepiog, abo sk
NIKOHCA, C.A., pe3ynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
IcnaHis nNpoBefeHNX BigNoBIiAHO A0 NiaHy
negiatpnyHmx gocnigxeHnb (PIP)
(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YMNOBHOBaXEHNM OpraHom).
3MiHV BHECEHO B IHCTPYKL,i0 AN1si
MeAMYHOro 3aCTOCYBaHHS /liKapCbKOoro
3acoby Ao po3ainy "Mo6iyHi peakuii™
oo 6e3nekn 3acTocyBaHHS Aitouyoi
peyoBUHM BIAMOBIAHO A0
pekomeHpaauin PRAC.
243. | TENMINTAKC telmisarta | Tenmic | C09C | Tabnetku, no 80 wmr; M. Benwuka anbTepHaTuBHa Icnanis BHECEHHS 3MiH A0 peecTpaLinHmx 3a He UA/17044/01/03
n aptaH | AO7 no 14 tabnetok y BIOTEK BputaHi OinbHUUA aNns martepianis: 3miHu | TUny - 3MiHK peuyenmom | miosn
6nictepi, no 2 NIMITEL, A npoBefeHHs Loao 6e3nekn/edeKTMBHOCTI Ta seae
6nictepu y nauui 3 aHaniTUYHNX hapmakoHarnsagy. 3miHa y KopoTkili
KapTOoHYy BMNPOOYBaHb: XapakTepucTuL, Nnikapcbkoro 3acoby,
NNTABOPATOPIO TeKCTi MapKyBaHHS Ta iHCTPYKLUi Ans
EYEBAPHE, C.A,, MeJMNYHOro 3aCTOCyBaHHS Ha MigcTasi
IcnaHisi; noBHWiA perynsipHo OHOB/IIOBAHOTO 3BITY 3
LK 6e3nekun nikapcbkoro 3acoby, abo
BUPOOHMLITBA, JocnifpKeHb 3 6e3nekn 3acToCyBaHHs
BUMYCK Cepii: nikapcbkoro 3acoby B
NABOPATOPIOC nicnspeecTpavjiiiHnii nepiog, abo sk
NIKOHCA, C.A,, pe3ynbTaT OLiHK/ 3BIiTy 3 AOC/iIKEHb,
IcnaHis npoBefieHNX BifNoBigHO [0 niaHy
neajatpnyHux gocnigpxkeHs (PIP)
(3MiHy y3ropkeHO 3 KOMMETEHTHUM
YNOBHOB&)XXEHNM OPraHom).
3MiHM BHECEHO B |HCTPYKLiO A5
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Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
MeAMYHOro 3aCTOCYBaHHSA /likapCbKoro
3acoby Ao po3giny "Mo6iyHi peakui™
o0 6e3neku 3acToCcyBaHHs Aitouoi
peyoBUHM BIAMNOBIAHO A0
pekomeHgauiin PRAC.
244. | TENMINAKC telmisarta Tenmic | C09C Tabnetku, no 20 wmr; M. Benvka anbTepHaTMBHaA IcnaHis BHECEHHS 3MiH A0 peecTpaLinHmx 3a He UA/17044/01/01
n aptaH | AO7 no 14 tabneTok y BIOTEK BpuTaHi AinbHUUA Ans marepianis: 3miHu | Tuny - 3miHn peyenmom | niosn
6nictepi, no 2 NIMITEL A npoBefeHHs Lofo 6e3nekn/edhekTMBHOCTI Ta seae
6nictepu y nauui 3 aHaTTUYHUX hapmakoHarnsgy. 3miHa y KopoTkili
KapToHY BMNPOOYBaHb: XapakTtepucTuLi Nikapcbkoro 3acoby,
NTABOPATOPIO TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
EYEBAPHE, C.A., Me[UYHOro 3acToCcyBaHHA Ha nigcTasi
IcnaHis; noBHMiA perynsipHoO OHOB/IHOBAHOIO 3BITY 3
LMK 6e3nekun Nikapcbkoro 3acoby, abo
BUPOOHMLITBA, JocnigpkeHb 3 6e3nekn 3acTocyBaHHsA
BUNYCK cepil: nikapcbKoro 3acoby B
NNABOPATOPIOC nicnsipeecTpauiinnii nepiog, abo sk
NIKOHCA, C.A., pe3ynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
IcnaHis nNpoBefeHNX BigNoBIiAHO A0 NiaHy
negiatpnyHmx gocnigxeHnb (PIP)
(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YMNOBHOBaXEHNM OpraHom).
3MiHV BHECEHO B IHCTPYKL,i0 AN1si
MeAMYHOro 3aCTOCYBaHHS /liKapCbKOoro
3acoby Ao po3ainy "Mo6iyHi peakuii™
oo 6e3nekn 3acTocyBaHHS Aitouyoi
peyoBUHM BIAMOBIAHO A0
pekomeHpaauin PRAC.
245. | TEMNOANTIH® | Metamizol | metam | NO2B TabneTku, BKPUTI AT Bonrapi AT "Codpapma" Bonrapi BHECEHHS 3MiH A0 peecTpaLinHmx 6e3 UA/3553/01/01
e sodium, i3ony B72 060/10HKO, Mo 10 "Codhapma a a MaTepianis: 3MiHu | TUNY - 3MiHK 3 peyenma
combinatio | Hatpito Tabnetok y 6nictepi; " sIKOCTi. FoTOBWIA Nikapcbkuii 3aci6.
ns with MOHoOTi no 1 a6o 2 6nictepn KOHTpOsb roToBOro NikapcbKoro
psycholept | gpart, B KapTOHHIl nauui 3aco0y (iHWi 3MiHW), OHOBJIEHHSI BXeE
ics Temnig, 3aTBEPAKEHNX METOAIB KOHTPO/IIO
OH AKOCTI flikapcbKoro 3acoby -
(Tpway, BUKNAAEHHS TEKCTY METOZIB KOHTPO/O
eToHa SIKOCTi NlikapCbKOro 3acoby
MiH-4- [epXXaBHO0 MOBOIO 3riHO CyYacHUX
Tonye BUMOT 3 BHECEHHAM pefakLinHnx
HCYy/b npaBoK.
choHat
)
246. | TEMMNA/ITIH® | Metamizol | metam - TabneTkn, BKPUTI AT Bonrapi AT "Cogpapma” Bonrapi BHECEHHS 3MiH 40 peecTpaliinHmx - UA/13243/01/01
e sodium, i3ony 060s10HKOM, in bulk "Cochapma A a Marepianis: 3MiHu | Tuny - 3miHu 3
combinatio | Hatpito Ne 1590: no 10 " siKoCTi. FOoTOBWIA Nikapcbkuii 3aci6.
ns with MOHOTi Tabnetok y bnicrepi; KOHTPO/Ib FOTOBOIO NiKapCbKoro
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
psycholept | gpart, no 159 6nictepis y 3aco06y (iHLLi 3MiHWX), OHOB/IEHHSA BXe
ics Temnig, noninponisieHoB.il 3aTBEPAKEHNX METOAIB KOHTPO/THO
OH KOpoo6L; AKOCTI flikapcbKoro 3acoby -
(Tpuay in bulk Ne 1620: no BUKNAAEHHS TEKCTY METO/iB KOHTPO/I0
eToHa 10 Tabnetok y SIKOCTi /liKapCbKOro 3acoby
MiH-4- 6nictepi; no 162 [epXaBHOK MOBOIO 3riHO Cy4acHMX
Tonye 6nictepn y BMMOT 3 BHECEHHSAM pefakLiiHnX
HCY/b noninponinieHoB.il npasok.
choHat Kopo6ui; in bulk Ne
) 1650: no 10
Tabnetok y 6nictepi;
no 165 6nicTtepiB y
noninponisieHoB.i
KopoobUi
247. | TEMOANTMH® | Metamizol | metam | NO2B TabneTku, BKPUTI AT Bonrapi AT "Cothapma” Bonrapi BHECEHHS 3MiH A0 peecTpaLinHmx 6e3 nion UA/3553/01/01
e sodium, i3ony B72 060/10HKO10; 1Mo 10 "Codhapma a a MaTepianis: 3miHu | TNy - peyenma | sieae
combinatio | HaTpito Tabnetok y 6nictepi; " AIOMIHICTpaTVBHI 3MiHW. BuyyeHHs
ns with MOHOTi no 1 a6o 2 6nictepn BMPOGHMYOT AinbHUL (BKIHOYAKUM
psycholept | gparT, B KApPTOHHIiA nauui AinbHuui Ana A®l, npomixHoro
ics Temnig, NPOAYKTY abo roTOBOro NiKapCbKoro
OH 3aco0y, AiNbHUL 4N NPOBeAeHHSs
(Tpyay nakyBaHHs1, BUPOBHNIKa,
eToHa Bi4NOBIAA/IbHOIO 3a BUMYCK CEpIiA,
MiH-4- MicLLe MpoBefEHHS KOHTPOSIIO cepii)
Tonye a60 nocrtavyasibHMKa BUXiAHOTO
HCy/b MaTepiany, peareHTy abo fOMOMiKHOI
hoHat PEYOBUHM (KO 3a3HAYEHO Y [JOCLE) -
) BUTYYEHHS albTEPHATUBHUX

BUPOGHNYMX ginbHuub N3 AT
«BITAMIHW», YkpaiHa,
BiANOBIAANbHOI 32 BTOPUHHY YNakKoBKY
Ta [03Bin Ha Bunyck cepii; AT
«Codpapma», bonrapis (Ne10, Ne20:
BMPOGHULITBO HEPO3hacoBaHOl
NPOAYKLIi, NepBNUHHA Ta BTOPMHHA
ynakoBka); (in bulk: Bupo6HuLTBO
Hepo3dacosaHoi NpoayKLii, nepBrHHa
ynakoBKa). 3MiHN BHECEHI B IHCTPYKL,it0
ON19 MeAUYHOrOo 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
«Bunpo6HMK» Ta «MicLe3HaxX0mKEHHSsI
BMPOOHYMKa Ta agpeca Micus
NPOBaPKEHHS MOro AiSNBbHOCTI», SK
HacnifloK — BUTyYEHHS TEKCTY
MapKyBaHHS YMakoBKV NikapcbKoro
3acoby Ans supobHuka AT
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Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
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3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
«BITAMIHW». TepMiH BBEAEHHS 3MiH -
npoTarom 6 micAuis nicns
3aTBEPAKEHHS.
248. | TEMNANTIH® | Metamizol | meTam - TabneTkun, BKPUTI AT Bonrapi AT "Codpapma" Bonrapi BHECEHHS 3MiH O peecTpaLifiHnX - UA/13243/01/01
e sodium, izony 060/10HKOH0 in bulk "Codthapma A a mMaTtepianis: 3miHu | TMny -
combinatio | Hatpito Ne 1590: no 10 " AOMIHICTpaTUBHI 3MiHW. BunyyeHHs
ns with MOHOTi Tabnetok y 6nictepi; BUPOBHMYOT AiNbHULL (BKIHOYAOUN
psycholept | gparT, no 159 6nictepiB y OinbHuui gns A®Il, npomMixHoro
ics Temnig, noninponisieHoB.i npoAykTy abo roToBOro nikapcbkoro
OH Kopo6Li; in bulk Ne 3aco6y, AiNbHULI A58 NPOBeAEHHS
(Tpray 1620: no 10 nakyBaHHs1, BUPOOHMKa,
eToHa TabneTok y 6nictepi; BiANOBIAA/ILHOIO 3a BUMNYCK Cepii,
MiH-4- no 162 6nictepn y MicLie NpOBeEHHS KOHTPO/IHO cepil)
Tonye noninponisieHoB.iln a60 nocrtavasibHMKa BMUXiAHOTO
HCyNb Kopo6ui; in bulk Ne mMarepiany, peareHTy abo 4ONOMiKHOT
ooHaT 1650: no 10 PEUYOBUHM (SAKLLO 3a3HAYEHO Y JOCLE) -
) Tabnetok y 6nictepi; BWJ/TYYEHHST a/IbTEPHATUBHUX
no 165 6nicTtepiB y BMPOGHWYMX AinbHuub N3 AT
noninponineHoBil «BITAMIHW», YkpaiHa,
KopoobUi BiAMOBIAA/IbHOT 32 BTOPVHHY YNaKOBKY
Ta [03Bin Ha BuUnyck cepii; AT
«Cocpapma», bonrapis (Ne10, Ne20:
BMPOOHULITBO HEpO3chacoBaHOl
NPOAYKLii, NepBMHHA Ta BTOPUHHA
ynakoska); (in bulk: Bupo6HuLTBO
Hepo3chacoBaHOi NpoAyKLii, NepBMHHA
ynakoBka). TepmiH BBeZ,eHHS 3MiH -
npoTarom 6 micsuis nicns
3aTBEPMHKEHHS.
249. | TEPA®JIEKC - rnoko | MO1B Kancynu; no 60 a6o TOB Ykpaina Br1po6HMK, CWA BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 nion UA/4142/01/01
AABAHC® 3amiHy 120 kancyny "Baviep"” BiiNOBIgabHWIA 32 marepianis: 3MiHu | Tuny - 3MiHu 3 peyenma | seae
cynb dhnakoHi; no 1 nakyBaHHs, AKOCTi. [OTOBWIA Nlikapcbkuii 3aci6.
aTt (y dhnakoHy B KOHTpO/b Ta CrabifnbHicTb. 3MiHa y TepMiHax
BUINA KapTOHHi Kopobuj BUNYCK cepil: npugaTHocTi abo ymosax 36epiraHHs
ai D- KoHTpakT roTOBOrO JliKapCcbkoro 3acoby
TIH0KO Papmakan (36iNbLUEHHSI TEPMiHY NpuAaTHOCTI
3aMiHy KopnopefiiwH, roTOBOrO JlikapcbKoro 3acoby) - A5
cynb CLUA; TOProBoi ynakoBku (NigTBEPMAKYETbCA
aty Br1po6HMK, [aHuMK peasibHOro yacy). 3miHa 'y
Kanito BiiNOBIgabHWIA 32 TepMiHax NpuaaTHOCTI FOTOBOrO
xnopv BVMPOGHMLTBO in nikapcbKoro 3acoby, a came
ay); bulk: 36i/1bLUEHHS TEPMiHY NPUAATHOCTI
HaTpito KoHTpakT 3arBepkeHo: TepmiH NnpuaaTHOCTI. 2
XOHAP dapmakan poKMU.
OITUHY KopnopefiwH, 3anponoHoBaHo: TepMiH NpUAaTHOCTI.
cynbg CLWA 3 poku.
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mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
aT 3MiHV BHECEHO B IHCTPYKLiO AN
MeMNYHOro 3aCTOCYBaHHS Ta KOPOTKY
XapakTepucTrKy Nikapcbkoro 3acoby y
po3ain «TepmiH NpuaaTHOCTI»
(36inblUEHHs TEPMiIHY NpuaaTHOCTI
rOTOBOrO JliKapcbKoro 3acoby).
BBeAeHHs 3MiH NpOTAroM 6-Tn micsuis
nicns 3aTBepipkeHHs
250. | TIOTPUA30N | Tiazotic TioTpn | SO01X Kpanni ouHi, 10 TOBAPUC | YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmx 3a UA/8446/01/01
IH acid asoniH | A Mr/mn; no 5 mny TBO 3 BUPOGHMLTBA, MaTepianis: 3MiHu | TUNy - 3MiHK 3 peyenmom
dhnakoHi; no 1 OBMEXE KOHTPO/Ib SIKOCTI, AKOCTI. [O0TOBWIA NTikapCbkuii 3aci6.
dhnakoHy y HOIO BUNYCK cepii: 3MiHM y BUPOGHMLTBI. 3MiHa po3Mmipy
KOMMMEKTi 3 BIAMNOBIA ToBapucTBo 3 cepii (BKIoYaoumn dianasoH posmipy
KPWLLIKOHO- ANbHICT 06MEXEHOI0 cepii) roToBOro NikapcbKoro 3acoby
KpanesibHULEI B O Bi4NOBIAANbLHICTIO (iHWi 3miHW) - BBEEHHA 004aTKOBOIO
navui «KOPIMOP "[locnifHnii 3aBof, po3mipy cepii 13 gns BUpo6HUKa
AUIA "THUNC", YkpaiHa ToBapnCTBO 3 0OMEXEHOI0
«300POB BCi cTagii BignosigancHicTio «PAPMEKC MPYT»
"HA» BUPOGHMLTBA, 3arBepaxeHo: ToBapucTso 3
KOHTPO/Ib SIKOCTI, 06MEXEHOI0 BifNOBIAASBHICTIO
BUNYCK cepii: «®APMEKC I'PYT» Po3mip cepii
ToBapucTso 3 cknagae: 2 000 cpnakoHis no 5 mn Ne 1
06MEXEHOI0 (20,0 n1); 20 000 chnakoHiB No 5 ma Ne
BiANoBiAa/IbHICTIO 1 (100,0 n); 60 000 dprakoHiB No 5 mn
"®APMEKC Ne 1 (300,0 n)
rPYM", Ykpaina ToBapnCTBO 3 0OMEXEHOI0
BiAnoBiAanbHICTIO «ocnigHuii 3aBog,
«"HUJ/1C» Po3wmip cepii cknagae: 20
000 gonakoHiB no 5 mna Ne 1 (100,0 n);
60 000 chnakoHis no 5 mn Ne 1 (300,0
n) 3anponoHoBaHo: ToBapuCTBO 3
06MEXEHOI0 BifNOBIAABHICTIO
«®APMEKC I'PYT» Po3mip cepii
cknagae: 2 000 chnakoHis no 5 mn Ne 1
(20,0 n1); 20 000 chnakoHiB No 5 ma Ne
1 (100,0 n); 60 000 dprakoHiB No 5 mn
Ne 1 (300,0 /1) 40000 dhnakoHis no 5
M Ne 1 (200 n) ToBapucTBO 3
06MEXEHOI0 BifnoBiAaNbHICTIO
«[ocnigHnii 3aBoa «FTHUJ/1C». Po3mip
cepii cknagae: 20 000 chnakoHie no 5
M1 Ne 1 (100,0 n); 60 000 chnakoHiB
no 5 mn Ne 1 (300,0 n)
251. | TPIO®OPTE® | Acetylsalic | kucnot | NO2B Kancynu; no 6 MPAT YkpaiHa | BignoBigasbHuii 3a | YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHmx 6e3 UA/2317/02/01
ylic acid, a A51 Kancyny énictepi; "®ITOPAP BMPOGHMLTBO, MaTepianis: 3MiHu | TUNY - 3MiHK 3 peyenma
combinatio | auetn no 1 a6o 2 6nictepu M nepBuHHE, sIkocTi. FOTOBMIA Nikapcbkuii 3aci6.




266 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
ns excl. ncaniy, B Nnauui 3 KApTOHY YkpaiHa BTOPWHHE KOHTPO/1b AONOMDKHUX PeYOBUH (iHLUi
psycholept | nnosa, nakyBaHHs, 3MiHM). OHOBEHHS po3ainy 3.2.P.4
ics napavy, KOHTPO/Ib AKOCTI KOHTpO/Ib AONOMIKHUX PEYOBWH i
eTamo Ta BUMYCK cepii: npvBeAeHHs Aoro Ao CyvacHWUX BUMOT,
n, MPAT 30Kpema [0 BUMOT NOTOYHUX BEPCIil
Kodpei "OITOPAPM", Ph. Eur. Ta ®Y.
H YKpaiHa,;
BiANOBIAaIbHUI 3a
BWMNYCK cepil, He
BK/THOHAI0UM
KOHTPO/b/BUNPOBY
BaHHSA cepii: MPAT
"OITOPAPM",
YKpaina
252. | PAMUUKNIO Famciclovi | cdamy, | - NOPOLLIOK AT Ykpaina YOHrKiHr Kutai BHECEHHS 3MiH A0 peecTpaLinHmx - UA/18664/01/01
BIP r VKNOBI KpUCTaniuHuii "KUIBCbK LeHrxyaci marepianis: 3MiHu | Tuny - 3MiHu 3
p (cybeTaHuin); y ni dapmacbroTikas akocTi. A®l. KoHTponb A®l. 3miHa 'y
nakeTax noABinHmMx BITAMIHH Ko., N1 napameTpax cneuudikauii Ta/abo
nonieTMNeHoBUxX ans mn [OMYyCTUMUX MEX, BU3HAYEHUX Y
hapMaueBTUYHOTO 3ABO4" crneundikayiax Ha A®l, abo
3acTocyBaHHS BUXigHWIA/NPOMIXKHWIA
NpoAyKT/peareHT, Lo
BMKOPWCTOBYIOTbCSA Y NPOLEC
BMPOGHMLTBA AD| (BUNYyYEHHS
He3Ha4yHoro nokasHuka sKocTi
(Hanpvknag, BUTyYEHHS 3acTapiforo
NoKasHuKa)). BunyyeHHs nokasHuka
"Baki meTasin" y 3B'A3KY 3
OHOBJIEHHAM AOKYMeHTaUil BUPOGHMKa
A®l Chongging Shenghuaxi
Pharmaceutical Co., Ltd, China.
253. | PACTODEH ketoprofen | ketonp | MO2A | renb 25 mr/r; no 30 T30B YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHmx 3a UA/17045/01/01
odpeH A10 r, 50 ry Ty6i; no 1 "MpeacTas «XIMOPAPM3ABO MaTepianis: 3miHa 3asBHuka /13 peyernmom
Ty6i y nauui HULTBO [0 «<4EPBOHA (MIBM) (BNacHuka peecTpawjiitHoro
BAYM 3IPKA» nocsigyeHHs) (3rigHo Hakasy MO3 Big,
PAPM 23.07.2015 Ne 460): TepMiH BBEAEHHS
rMBX" 3MiH NpoTAroM 6 MicAuis nicns
3aTBEPMHKEHHS. 3MiHM | TURy - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy thapmakoHarnagy (sBegeHHs
y3arasibHeHUX AaHyx Npo cucTemy
hapmakoHarnsgy, amiHa
YNOBHOBaXeHOI 0cobM,
BiiNOBIAA/IbHOT 33 3[iICHEHHS
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IIpopoBxeHHs

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

thapmMakoHarnsagy; KOHTaKTHoi ocobu 3
hapmakoHarnsgy 3asBHuka ans
3pificHeHHs1 hapMakoHarnisgy B
YKpaiHi, K0 BOHA BiAMIHHA Bif

YNOBHOBaXEHOT 0cobu,
BiANoBiga/IbHOI 3a 3MjACHEHHSI
hapmakoHarnagy (Bkiovaioum
KOHTaKTHI AaHi) Ta/abo 3MiHn y

po3MilLleHHi MacTep-ghaiina cuctemm
hapmakoHarnagy) 3miHa
YMNOBHOBaXEHOI 0CO6M 3as1BHMKA,
BiANOBIAa/IbLHOI 3a thapMakoHarnsg.
[Litoua pepakuin: boHaap Hatanis
BopwcisHa. MponoHoBaHa pefakuis:
Bucoubka Onbra 'puropiBHa. 3miHa
KOHTaKTHUX A@HWX YNOBHOBaXKEHOI
ocobu 3asBHMKa, BiANOBIAA/ILHOI 3a
hapmakoHarnsg,. 3miHa
MiCLie3Hax0MKeHHs1 MacTep-haiina
cucTemu dhapmakoHarnsgy Ta iioro
HoMepa. 3MiHa MicLA 34iACHEHHS
OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy. 3MiHu | Tuny -
3MiHu Wwopao 6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu)
OHOB/IEHHSI TEKCTY MapKyBaHHS
yNaKkoBKM liKkapCbKoro 3acoby, a came:
BHECEHHS He3HAYHWX pefakLUiiHNX
NpaBOoK MO TEKCTY.
TepMmiH BBeZlEHHS 3MiH- NPOTArOM 6-Tu
MiCALIB Nicna 3aTBepKEHHS

254.

PEMIKNIH

dequaliniu
m

aeksa
NiHito
xnopu

GO1A
C05

TabneTku
BariHasibHi; no 10 mr
no 6 TabneToky
6nictepi; no 1
6nictepy B nauui 3
KapTOHY

AT
"KNIBCbK
n
BITAMIHH
nm
3ABOJ"

YkpaiHa

AT "KMIBCbKUI

BITAMIHHWI
3ABOJ"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnx
MaTepianis: 3MiHu | TUNY - 3MiHK 3
aKocTi. CepTudikar signosigHocTi/TE-
cepTudikaT BiANOBIZHOCTI
€Bponeiicbkii
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudikaTa BifnoBiAHOCTI
€Bponeiickkin hapmakonei: gns Adl;
LNa BuxigHoro
matepiany/peareHTy/npoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMUTBI A®I; ANt [ONOMIXHOT
pevyoBUHM (cepTudikaTt BiANOBIAHOCTI

6e3
peyenma

UA/17193/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep

peecmpayitiHo

20

nocsBioOYeHHs

€Bponeiicbkiit hapmakonei) -
OHoBeHunii cepTudikar Bif yxe
3aTBEPAKEHOTO BUPOOHMKA - NOAAHHS
OHOB/IEHOrO cepTudikaTy
BIANOBIAHOCTI EBpONenchbkili
thapmakonei CEP 2019-026-Rev 03
Bif, 3aTBEPAXEHOr0 BUPOGHUKA
Laboratorios Espinos Y Bofill S.A.,
Icnanisa gitovol peyoBMHM AeKBasiHil0
Xnopug, B 3B’A3Ky 3i 3MIHO Ha3BU
BMpOGHUKa A®PI, micLe BUPOGHMLTBA
He 3miHunoch (3atBepmxeHo: RO-CEP
2019-026-Rev 02 Laboratorios
Espinos Y Bofill S.A. (LEBSA);
3anponoHosaHo: CEP 2019-026-Rev
03 Laboratorios Espinos Y Bofill S.A.).

255.

®JIEPTIC

edaravone

enapa
BOH

NO7X
X14

PO34MH ONs iH'EKLi,
1,5 mr/mn; no 20 mn
B amnyni; no 5
amnyn B 6nictepi; no
2 6nicTepun y nauui

AT
"®apmak”

YkpaiHa

AT "®apmak"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
mMartepianis: 3miHu Il TUNy - 3MiHn 3
aKkocTi. A®I. (HLWi 3MiHX) OHOBNEHHSA
DMF Ha A®| EgapaBoH BUPOGHMKa
Solara Active Pharma Sciences
Limited, IHgjs i3 Bepcii
Solara/Edaravone/US/
OP/002/November 2021 go Bepcii
Solara/Edaravone/OPDMF
(RW)/002/November 2025: - 3MiHEHO
agpecy BnacHvka DMF Ta gaHi
KOHTaKTHOT 0cO6W; - 3MiHU A0
crneundikauii Ta aHaniTMIHUX METOANK
A®I: noaaHo NOKa3HUKK AKOCTI
«BbakTepianbHi eHAO0TOKCUHU» Ta
«Mikpob6ionioriyHa yncToTa», 3By)XeHO
HOPMYBaHHSI CyMW AOMILLIOK,
peAakuiiiHi 3MiHM aHaNiITUYHUX
METOAVK; - 30i/bLUEHHST Nepioay
peTtecTyBaHHA A0 60 micAuis; -
OHOBJ/IEHHS iHLWKX po3ainis DMF,
noB’si3aHe 3i 3MmiHaMu B cneuumdikau;i,
aHaNiTMYHUX MeToamKax Ta nepioai
peTecTyBaHHs.

3a
peyernmom

UA/19847/01/01

256.

®NIOPA3I],

ceftazidim
e

uedra
31aum

chopwmi
uedta

JO1DD
02

MOPOLLOK A/1A
PO34UHY ON15 iH'eKLi
no 1r; 1 cpnakoH 3

NMOPOLLKOM B KOPOO6L

AHaHTa
Megikeap
nrtp,

Benvka
BputaHi
]

AHaHTa Megikeap
NimiTen

IHais

BHECEHHS 3MiH 40 peecTpaLinHmx
MaTepianis: 3MiHu | TUNY - 3MiHK 3
sKocTi. FOTOBMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHsi
roTOBOrO NikapcbKoro 3acoby

3a
peyenmom

He
nion
seae

UA/17125/01/01

31anUm
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo
i
peyos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep

peecmpayitiHo

20
nocsBioOYeHHs

y
neHrar

igpaty
)

(36iNbLUEHHSA TEPMIHY NPUAATHOCTI
roTOBOrO JlikapCcbKoro 3acoby) - A5
TOProBoi yNakoBky (NiATBEPMAKYETLCA
[aHUMKN peasibHOro yacy).
36inbLIeHHs TepMiHy npugaTtHocTi 13
Ans go3yBaHHsA mo 1.

[itova pegakuia: TepMiH npuaaTHoCTi:
2 poku
MponoHoBaHa pegakuisi: TepMiH
NpUAATHOCTI: 3 POk
3MiHun BHECeHO B po3gin "TepMiH
npugaTHocTi" B iIHCTPYKLi0 Ans
MeAMYHOro 3aCTOCYBaHHSA /likapCbKoro
3acoby.

BBefeHHs 3MiH NpoTArom 3-0Xx Micsiuis
nicns 3aTBepKeHHs

257.

DJ/IOPA3IA

ceftazidim
e

uedta
31aum
(v
dopmi
uedta
31aUMm
y
neHrar

inpaty
)

JO1DD

MOPOLLOK 4715
PO34UHY ONS iH'eKLi
no 2r; 1 cpnakoH 3
NMOPOLLKOM B KOPOOL|i

AHaHTa
Megikeap
nra.

Benuka
BpuTaHi
a

AHaHTa Mepgjkeap

Nimiteq

IHais

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis: 3MiHu | TUNY - 3MiHK 3
AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
CT1abinbHICTb. 3MiHa Yy TepMiHax
npVAATHOCTI @60 ymoBax 36epiraHHs
roTOBOro NikapcbKoro 3acoby
(36iNbLUEHHS TEPMIHY NPUAATHOCTI
roTOBOrO Jlikapcbkoro 3acoby) - Ans
TOProBoi ynakoBKu (NigTBEPAKYETLCA
LaHUMK peasibHOro yacy).
36inbLIeHHs TepMiHy npuaaTHocTi 13
ONs fo3yBaHHA No 1 T.
[itoya pegakuisi: TepmiH npuaatHocCTi:
2 poku
MponoHosaHa pegakLis: TepMiH
NpuAAaTHOCTI: 3 POKN
3MiHV BHEeCceHO B po3zin "TepmiH
npugaTHocTi" B iIHCTPYKLiO Ans
MeAMYHOro 3aCTOCYBaHHS JliKapCbKOro
3acoby.
BBefieHHs1 3MiH npoTArom 3-0X Micsiuis
nicns 3aTBEPHKEHHS

3a
peyernmom

He
nion
seae

UA/17125/01/02

258.

®NYTUKA3O
H-30POB'sl

Fluticason
e furoate

iyt
Ka3oHy

hypoa
T

RO1A
D12

cnpei HasaslbHUiA
[,030BaHwii,
cycnensis, 27,5
MKr/no3y no 30 o3
abo no 120 posy
dhnakoHi 3i cnpeii-
HacoCcoM 3 3aX1CHUM
KifbLiem Ta

TOBAPWC
TBO 3
OBMEXE
HOlO
BIAMNOBIL,
AJIBHICT
to
«KOPMOP

YkpaiHa

KOHTPO/1b AKOCTI,

BUNYCK cepil:

TOBAPWCTBO 3
OBMEXXEHOIO
BIAMNOBILA/BHI

CTIO

«KOPIMOPALIA

«300POB'A»,

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx

marepianis: 3MiHu | Tuny - 3MiHu 3

AKOCTi. [OTOBWIA flikapcbkunii 3aci6.
3MiHM y BUPOBGHMLTBI. 3MiHa po3Mipy
cepii (BkIOYaKOUM AianasoH po3mipy
cepil) roTOBOro MikapCbKoro 3acoby

(3MeHLweHHA fo 10 pasis).

BBefieHHs1 foAaTKoBOro po3mipy cepii

3a
peyenmom

UA/19177/01/01




270 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
KoBnaykom; no 1 ALIA YKpaiHa,; N3 gna ynakosku no 120 go3 y
hnakoHy y kopobui 3 | «340POB BCi cTagii thnakoHi Bupo6HuuTBa TOB
KapToHy "HA» BMPOGHMLTBA, «KOPTIMOPALIA «300POB’A»
BUNYCK cepi: 3arBepaXeHo:
TOBAPUCTBO 3 Po3mip cepii cknagae: 5 Tc. yn. no
OBMEXXEHOIO 10,01 (120 po3) abo 11,111 Tnc. yn.
BIANOBIAANBHI no 4,5 r (30 po3) y dpnakoHax (50,00
CTHO Kr);
«KOPIMOPALIA 3anponoHoBaHo:
«300POB'A», Po3mip cepii cknagae: 5 Tvc. yn. no
YKpaiHa; KOHTPO/1b 10,0 (120 pos3) a6o 11,111 Tuc. yn.
AKOCTI: no 4,5 r (30 go3) y hnakoHax (50,00
ToBapucTBO 3 Kr); 4 Tic. yn. no 10,0 r (120 po3s) y
obmexeHo chnakoHax (40,00 kr).
BigNoBiga/IbHICTIO
"®APMEKC
FPYIM", YkpaiHa
259. | ®PTIOKOPUK fluconazol | dnyko | JO2AC | kancynu no 150 mr, CaH IHais CaH IHais BHECEHHS 3MiH A0 peecTpaLinHmx 6e3 UA/6786/01/03
e Hason | 01 no 1 kancyniy dPapmacbto dapmacboTuKasl marepianis: 3miHu | Tuny - peyenma
6nicTepi; no 1 TVKan IHgacTpi3 flimiTeq AAMIHICTpaTVBHI 3MiHK. 3MiHa
6nictepy y IHpacTpi3 HalimeHyBaHHs Ta/abo agpecu Micus
KapTOHHi Kopobuyi Nimiten NPOBaPKEHHS Aisi/IbHOCTI BUPOOHUKA
(BK/TrOYAKOUM, 32 HEOOXIQHOCTI, Micue
NpoBefeHHS KOHTPOJT SKOCTI), a6o
BflacHvka mactep-gaiina Ha A®l, abo
noctavyasibHuka AdI/BuxigHoro
marepiany/peareHTy/nPoOMiXHOIo
NPOAYKTY, L0 3aCTOCOBYIOTLCH Y
BMPO6HULTBI ADI (SKLW,0 3a3HAYEHO Y
[0CbE Ha nikapcbkuid 3aci6) 3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI €BpONENCHKIl
dhapmakonei y 3aTBepAKEHOMY [OCbE,
ab0 BMPOBHMKa HOBOI AOMNOMIKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCHE).
3miHa Ha3BuM BUpo6HUKa AdI|
dnykoHason, a came 3 Mylan
Laboratories Limited, India Ha Tianish
Laboratories Private Limited, India.
Bupo6Huya finbHuus Ta yci BUpoOHNUYI
onepawji 3a/IMLWaTbCst HE3MiIHHUMMU.
260. | POJIIEBA folic acid onie - KpucTanivyHui TOB "TK Ykpaina Xebeit L3ixeH Kutai BHECEHHS 3MiH 0 peecTpaLiinHmx - UA/19220/01/01
KNCNOTA BOI MOPOLLIOK "ABpopa" dapmacbloTikan marepianis: 3MiHu | Tuny - 3MiHu 3
FIAPAT kmcnot (cybcTaHuis) y Ko., NITa. akocTi. A®l. CTabinbHicTb. 3MiHa
" noABiliHMX nepiogy NOBTOPHUX
rigpat nonieTuIeHoBMX BMNpo6yBaHb/nepiogy 36epiraHHa abo
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
Milkax ans ymoB 36epiraHHs A®I (3a BigCyTHOCTI Yy
hapMaueBTUYHOIO 3aTBEpPKEHOMY OCLE cepTuguikaTa
3acTocyBaHHs BiANOBIAHOCTI EBpoONechbkili
hapmakonel, Lo BKoYae nepios
NMOBTOPHOro BUNpobyBaHHS) (nepiog,
NOBTOPHOro BUNpobyBaHHs/nepios
36epiraHHs) - 36inbLIeHHs abo
BBEJEHHS nepiofy NOBTOPHOIO
BMNpobyBaHHsA/nepioay 36epiraHHsA Ha
OCHOBI pe3y/nbTaTiB JOC/iAXeHb Y
peasibHOMY Yaci - 3MiHN NOB'A3aHi 3i
36iNbLUEHHSAM 36iMbLIEHHS nepiogy
nepekoHTposto A®l doniesa knucnorta
rigpat 3 3 pokis Ao 4 pokis. [itoua
pepakuisi: TepmiH NpuaaTHOCTI: nepios
nepekoHTposto - 3 poku MponoHoBaHa
pepakuis: TepmiH npuaaTHoCTI: nepios
NepeKOHTPOSHO - 4 POKWU.
261. | POCHOMILUM | fosfomycin | docch | JOIXX | rpaHynu ans T30B YkpaiHa MPAT YKkpaiHa BHECEHHS 3MiH [JO peecTpaLifiHmnX 3a UA/17681/01/01
H omiym 01 OpasIbHOT0 PO34NHY "MpeacTas "XIM®GAPM3ABO MaTepianis: 3miHa 3asBHuKa /13 peuyenmom
HYy no3r;no8r HULTBO [ "YEPBOHA (MIBIM) (BnacHuka peecTpaujiitHoro
Tpome npenaparty (31 BEAYM 3IPKA" nocsifyeHHs) (3rigHo Hakasy MO3 Big,
Tamon L0401 peYoBUHN) Y PAPM 23.07.2015 Ne 460): TepMiH BBEAEHHS
cawe; no 1 a6o 2 rMBX" 3MiH NPOTArom 6 MicsuiB nicns

calle y nauui 3
KapTOHY

3aTBEPMHKEHHS. 3MiHM | TUNY - 3MiHK
Lofo 6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy thapmakoHarnsgy (BBefeHHs
y3arasibHeHNX AaHux Npo cuctemy
hapmakoHarnsagy, amiHa
YNOBHOBaXEHOT 0co6M,
BignoBiganbHOI 3a 3AjACHEHHSI
hapmakoHarnsgy; KOHTakTHoi ocoou 3
hapmakoHarnsgy 3asBHuka ans
3pificHeHHs1 hapMakoHarnisay B
YKpaiHi, AKLLI0 BOHA BigMiHHA Bif
YNOBHOBaXEHOT 0co6M,
BignoBigabHOI 3a 3AjACHEHHSI
hapmakoHarnagy (Bkiovaouu
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MilLleHHi MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3miHa
YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,
BiAMNoBiAa/IbHOT 32 hapmakoHarnsg.
[itoya pefakuis:
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IIpopoBxeHHs

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

BoHpap Hatanis bopuciBHa.
MponoHoBaHa pepakuis: Bucoubka
Onbra puropiBHa. 3mMiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOT 0CO6U
3asBHMKA, BiANOBIA&/IbHOI 3a
hapmakoHarnsg,. 3miHa
MiCLie3Hax0MKeHHs1 MacTep-haiina
cucTemu dhapmakoHarnsgy Ta iioro
Homepa.
3MiHa Micus 34iiCHEHHS OCHOBHOI
OISNbHOCTI 3 dhapmakoHarnagy. 3MiHun
| TMNy - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiH1) 3MiHn
BHECEHi B TEKCT MapKyBaHHs
NepPBUHHOI (NYHKT 6) Ta BTOPUHHOT
(nyHKT 17) ynakoBOK NiKapCbKOro
3aco6y. TepMiH BBE4EHH 3MiH-
NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS

262.

®YPOCEMIJ-
JAPHULA

furosemid
e

chypoc
emig

C0o3C
AO1

PO3YUH ANS iH'EKLN,
10 mr/mn no 2 mn B
amnyni; no 10 amnyn
Y KOHTYpHIiA
YapyHKOBIi
ynakosui; no 1
KOHTYPHiIli
YapyHKOBIl ynakoBLi
B Mauuj; no 2 mn B
amnyni; no 5 amnyn
Y KOHTYpHIlA
YapyHKOBIl
ynakosLi; no 2
KOHTYPHI YapyHKOBI
yNakoBKM B naui

MpAT
"®apmaue
BTUYHA
hipma
"AapHnus”

YkpaiHa

MpAT

"®PapmMavleBThyHa
dipma "fapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | Tuny - 3MiHu 3
akocTi. A®l. KoHTponb A®l. 3miHa 'y
napameTpax cneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
crneungikayiax Ha A®l, abo
BUXIiAHWA/NPOMIXKHWIA
NPOAyKT/peareHT, Lo
BMKOPWCTOBYIOTbCSA Y NPOLEC
BMPOGHMLUTBA ADI (iHLLi 3MiHW)
BHECEHHS 3MiH [J0 BXiJHOTO KOHTPO/IHO
Ha gitovy peyoBunHy dypocemig,
30KpeMa: - NoOKa3HUK «PO3UYMHHICTb»
nepeHeceHo 0 po3finy Npo 3arasbHi
BN1ACTVUBOCTI, OCKi/IbKN BiH Ma€
pekoMeHAaLiliHWi XxapakTep
BignosigHo fo sumor A®Y 1.4
«MoHorpacii» Ta €d 1.5.1.7
«Characters»; - 3a NOKa3HUKOM
«laeHTUdikauis» 3anviieHa neplua
ineHTndikayis, sika € 060B’A3KOBUM
BUMNPOOYBaHHAM 4AHOr0 MOKa3HUKa,
BignosigHo fo sumor A®Y 1.4
«MoHorpacii» Ta €Ed 1.5.1.8
«ldentification». CynyTHs1 3MiHa- 3MiHU
3 AKocTi. A®l. KoHTponb APl. 3miHa y

3a
peyenmom

He
nion
seae

UA/2353/02/01
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
MeTofax BunpobysaHHsa APl a6o
BMXifHOro martepiany/npoMixXHOro
npoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCS Y MPOLIECi
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN Y

BUNPOGYBaHHS). 3MiHY | TUNY - 3MiHK 3

3aTBepKeHnX metToaax

skocTi. A®l. KoHTpornb AdI. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAUYEHUX Y
cneuudikauisx Ha A®l, abo
BUXiAHWA/NPOMIKHWIA
npoayKT/pearenT, Wwo
BMKOPWCTOBYHOTbCS Y MPOLECI
BMPOGHMLUTBA ADI (iHLWi 3MiHW)
BHECEHO He3HauHi 3MiHU 40 METOAVKM
BMNpobyBaHHsA APl dypocemig, 3a
noKa3HUKOM «CynpoBigHi JOMILLKN,
30KpemMa: - 0AaH0 MOX/UBICTb
BMKOPWCTaHHA CTaH4APTHOTO 3paska
furosemide related compound A USP
RS; - BHECEHO YTOYHEHHS Woa0
NpUroTyBaHHsi BUNPO6OBYBaHOTO
PO34MHY; - 3a3HAYEHHS TEPMiHN
NpUAATHOCTI PO3YMHIB Ta BHECEHO
pefakuiiiHi npaBku. BHeceHHs
pefakuiiHX NpaBoK Ta OAUHUL
BUMIpIOBaHHS 4719 HOPMYBaHHS
3a/1MLIEeHO B "ppm" 3a NnokasHukammn
"Xnopugn" Ta "Cynbcatn”. CynyTHs
3MiHa- 3MiHuK 3 aKocTi. A®Il. KOoHTpob
A®I. 3miHa y meTodax BUNPOGYBaHHS
A®| abo BMXigHOro
MaTepiany/npomiXHOro
npoAayKTy/peareHTy, LWo
BUKOPWCTOBYETLCA Y MPOLIECI
BUPOGHMUTBA AD| (HE3HAYHI 3MiHK Y
3aTBEPAKEHNX METOAAX
BMNPOG6YBaHHS). 3MiHu | TUNY - 3MiHK 3
AKocTi. A®l. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHUX Y
crneundikauiax Ha A®l, abo
BUXIiAHWA/NPOMIKHWIA
npoayKT/pearenT, wo

BUKOPUCTOBYIOTHCS Y NMPOLECI




274 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3aco6y HenameH T ynakoska) a uka yBsa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *

BUpo6HULUTBa APl (BUIYUYEHHS
He3Ha4yHOro nokasHuka sKocTi
(Hanpuknag BUyYeHHs 3acTapiforo
nokasHWKa)) BUTyYEHHS KOHTPOIIO 3a
NnoKasHUKOM "AHOMasibHa TOKCUYHICTL"
3i Cneuudpikauii A®I dypocemig.
CynyTHs 3MiHa
- 3MiHu 3 sKocTi. APl KoHTponb AdPI.
3MiHa y meToax BUNpobyBaHHs Ad|
a60 BuXigHOro matepiasy/npoMixHOro
npoAayKTy/peareHTy, LWo
BUKOPWCTOBYETLCA Y MPOLIECI
BUPOGHMUTBA AD| (HE3HAYHI 3MiHK Y
3aTBEPMKEHNX MeTogax
BMNPOG6YBaHHS). 3MiHu | TUNY - 3MiHK 3
AKocTi. A®l. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHUX Y
crneundikauiax Ha A®l, abo
BUXIiAHWA/NPOMIKHWIA
npoayKT/pearenT, wo
BMKOPWCTOBYIOTHLCS y Npoueci
BMPOGHMLTBA AD| (4ONOBHEHHSA
cneyudikaLii HOBUM NOKa3HUKOM
SAKOCTi Ta BiANOBIAHM METOA0M
BMNPOGYBaHHA) BHECEHHS 3MiH A0
Cneuudikanii A®| dypocemin
BK/1HOYEHO NOKa3HWK «bakTepiasbHi
€HAO0TOKCUMHW» 3 KpUTEepiamu
NpuiAHATHOCTI "MeHwe 1,38 MO/mr" Ta
BiANOBIiAHMM MEeTOA0M BUNPOGYBaHHSA
(A®Y , 2.6.14, meTtog A). 3miHu | Trny
- 3miHu 3 skocTi. A®l. KoHTponb AdI.
3MiHa y meTofax BunpobysaHHs Ad|
abo BuUXigHOro matepiany/npomikHOro
npoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCS Y NPOLIECi
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN Y
3aTBEPKEHNX METOAAX
BUNPOGYBaHHS)

BHECEHO He3HauHi 3MiHW A0 METOAMKM
BuNpobyBaHHa A®I dypocemig 3a
NOKa3HUKOM «KiflbkKiCHe BU3HAUYEHHSI».
3a pesynbTatamu BanigaLji BHeCeHo
pekoMeHzaLii LWoAo NpoBeAeHHs
BMNPOOYBaHHA Ta pefaKLiiiHi npaBku,




275 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3aco6y HenameH T ynakoska) a uka yBsa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *

AKi 0QOPM/IEHO 3riAHO 3
pekomeHgauisamu i ctunicTukoro JPY.
3MmiHu | TMNY - 3MiHK 3 SKoCTi. FoTOBUIA
nikapcbkuii 3aci6. Onuc Ta cknag (iHwi

3MiHW) BHECEHHS 3MiH 40 onucy
roTOBOrO NiKapCbKOro 3acoby y 3B'A3Ky
3 NpMBEAEHHSAM A0 BUMOT MoHorpadii
BputaHcbkoi hapmakonei
«Furosemide Injection».
3arBepaeHo:
npo3opa 6e3bapBHa abo 3nerka
XOBTyBarTa pigvHa.
3anponoHoBaHo:
npo3opa 6e36apBHa abo Maiixe
6e36apBHa pigvHa. 3MiHW BHECEHO B
po32in "OCHOBHI (Di3NKO-XiMiYHi
BNACTMBOCTI" B IHCTPYKLiO A11A
MeAMYHOro 3aCTOCYBaHHSA /liKapCbKoro
3acoby. BBefieHHs 3MiH NpPOTArom 6-Tu
MICALIB MiCNSA 3aTBEPKEHHS .
3MmiHu | TMNY - 3MiHK 3 SKoCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOr0O
nNikapcbkoro 3acoby (4ONOBHEHHS
cneuudikauii HOBUM NMOKA3HUKOM 3
BiAMNOBIAHMM METOA0M BUNPOOYBaHHS)
BHECEHHS 3MiH [0
Cneuudpikanjii/MeTogiB BUNpoGyBaHHS
13, 30Kpema: 3a NoKasHWKOM
«lgeHTudikauis» gogaHo
ifeHTUdikauito dpypocemigy MeTogoMm
BEPX (meTog B) 3 BignoBigHum
MeToA0M BUNPOBYBaHHSA. 3MiHu | Tuny
- 3MiHK 3 SKOCTi. [0TOBMIA NiKapCbKUii
3aci6. KoHTposib roToBOro nikapcbkoro
3acoby. 3miHa napameTpis
cneuudikayin Ta/abo gonycTummx
MeX roTOBOrO JlikapCbKoro 3acoby
(iHLWi 3MiHW) BHECEHHSA 3MiH [0
Cneuudpikanjii/MeTogiB BUNpoGyBaHHS
13, 30Kpema: 3a NoKasHWKOM
«lgeHTucpikauis» oo HopMyBaHHS
ineHTndbikauii Metogom abcopbuiiHol
cnekTpodpoTomeTpil (MeTog A)
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH ) ynakoska) a uka yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
BHECEHO pejakKLiiiHi npaBku, sk
othopM/IEHO 3riHO 3 pekoMeHaaL My
i ctunictTukoto AdY Ta onTMI30BaHO

aHaniTMYHi MeToaukn. 3a
pe3ynbTaTamu Basifauii BHECEHO
TEepMiH NpPUAATHOCTI BUNIPO6GOBYBaHOTO
po3unHy. CynyTHS 3MiHa- 3MiHU 3
AKOCTi. [OTOBWIA Nlikapcbkuin 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa y meTofax
BMNPOBYBaHHSA rOTOBOrO NiKAPCbKOro
3acoby (He3HayHa 3MiHa 'y
3aTBEPAKEHNX METOAAX
BMNPOGYBaHHS). 3MiHu | TUNY - 3MiHN 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /ikapCbKoro
3acoby. 3miHa napameTpis
cneuudikayin Ta/abo gonycTummx
MeX roTOBOrO J1ikapCbKOro 3acoby
(3BYXXEHHS AONYCTUMUX MEX)
BHECEHHS 3MiH 151 MOKa3HUKa A0
Cneuudpikauii/MeToais BUNpobyBaHHS
N3, 30kpema: 3a NMoKasHUKOM «pH>»
BCTAHOB/EHO BisbLL XOPCTKE
HOPMYBaHHS, L0 He NPOTUPIYnTbL
3aTBEepMKeEHIN cneumndikavii Ta
BMMOram MoHorpadii bputaHcbKoi
hapmakonei «Furosemide Injections.
B meToauKy BHECEHO pefakLiliHi
npaBKu BigNoBiAHO A0 pekoMeHaauii
Ta cTunicTukn AdY. (3aTBepiKeHo:
Bia 8,8 A0 9,8; 3anponoHoBaHo: Big, 8,8
00 9,3). CynyTHa 3MiHa- 3MiHU 3
sKoCTi. FoTOBWIA Nikapcbkuii 3aci6.
KOHTpOsib roToBOro nikapcbKoro
3acoby. 3miHa y meToaax
BUMPOBYBaHHS rOTOBOTO NiKapCbKoro
3acoby (He3HayHa 3miHa y
3aTBEPKEHNX METOAAX
BUNPOGYBaHHS). 3MiHW | TUNY - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbknin 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpis
crneundikayii Ta/abo AonycTUMMX
MeX roTOBOrO J1iKapCbKOro 3acoby

(iHWi 3MiHW) BHECEHHS 3MiH 10
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JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH ) ynakoska) a uka yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
Cneuudpikauii/MeToais BUNpobyBaHHS

13, 30Kkpema: 3a NoKasHNKOM
«CynpoBigHi AOMILLK/N» BCTAHOB/IEHO
6iNbLL XOPCTKE HOPMYBaHHS LOMILLIOK,
Lo y3romxyeTbea 3 ICH Q3B
Impurities in new drug products Ta
BMMOramMu MoHorpadii bputaHcbkoi
thapmakonei «Furosemide Injection».
1) HopMyBaHHS 4-x10p-5-
cyfnbhamMoinaHTpaHinoBoi KUCNoTN
NpPOTAroM TEPMiHY NPUAATHOCTI
3BY>eHo 3 1,0 % go 0,50 % Ta Ha
Bunyck 3 1,0 % go 0,40 %;

2) BBEleHO HOPMYBaHHS 415
HecneuudikoBaHNX AOMILLIOK — KOXHa
He 6inbLe 0,13 % — BiANOBIAHO A0
BMMOT MOHorpadii BputaHcbkoi
thapmakonei «Furosemide Injection».
Ockinbku 3rigHo 3 ICH Q3B HeobXxigHO
po3paxoByBaTu CyMy YCiX NpoAyKTiB
JAerpagauii, 3aMiCTb CyMU iHLLINX
(HecneumdikoBaHNX) AOMILLOK (He
6inbwe 0,5 %) BCTaHOB/IEHO
HOPMYBaHHS CyMU AOMILLOK (YCiX
npoAaykTiB aerpagadii) Ha pisHi 1,0 %;
y 3B'A3KY 3 LiM po3p0o6/IeHO METOANKY
KOHTpO/I10 MeTogoM BEPX Ha ocHOBI
MoHorpadiii EP «Furosemide» Ta BP
«Furosemide Injection» 3
ypaxyBaHHsIM pekomeHaauin 4PY,
2.2.46, nofaHo po3paxyHKoBI
dhopmynun. 3a pesynbTatamu Banigauii
[04aHo TepMIHW NpuaaTHOCTI
PO34UKHIB.

CynyTHS 3miHa
- 3MiHK 3 SKOCTi. [0TOBMIA NiKapCbKUii
3aci6. KoHTposib roToBOro nikapcbkoro
3acoby. 3miHa y meTogax
BUMPOBYBaHHS rOTOBOTO NiKapCbKOro
3aco6y (iHwWi 3MiHK y MeToAax
BMNpo6yBaHb (BK/OYaouM 3amiHy abo
[ONOBHEHHS)). 3MiHM | TURY - 3MiHK 3
sKoCTi. FoTOBWIA Nikapcbkuii 3aci6.
KOHTpOsib roToBOro nikapcbKoro

3acoby. 3miHa napameTpiB

cneuudikalin Ta/abo gonycTummx




MOKa3HWKOM 3 BifNOBIAHUM METOAOM
BUNpo6ysaHHs) (B.Il.r.1. (B) 1A)
BBE/€HHS A0AATKOBOrO NOKasHMKa
"OCMONSABHICTL" 3 KPUTEPISMU
NpUAHATHOCTI "Big 280 MOCMONbL/KT A0
300 mocmonb/Kr" 3 BIANOBIAHUM
MeTOAOM BUNpPoGyBaHHs (JPY,
2.2.35). 3MiHu | TMny - 3MiHK 3 SKOCTI.
[oTOBWIA NikapcbKuii 3aci6. KOHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y
mMeToAax BUNpo6yBaHHSA rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX METOAAX
BMNPOGYBaHHS) BHECEHHSA 3MiH [0
Cneuudpikanjii/MeTogis BUNpo6yBaHHSA
N3, 30kpema: - 3a NoKa3HUKOM
«O6’eM, L0 BUTAraeTLCA»
AeTasni3oBaHo NpoBeAeHHS
BUMNPOOYBaHHS, LLIO Y3rOMKYyETbCA 3
A®Y, 2.9.17 Ta KOHKpETN30BaHO
KpuTepii BiANOBIAHOCTI; - ANA
nokasHuka «MexaHiuHi BKIYEHHS»
BHECEHO pefakLUiliHi npaBky, L0
odhopmieHi BIiANOBIAHO A0
pekoMeHzaLili Ta cTunicTikm AdY.
CynyTHS 3MiHa- 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo
[0MyCTUMUX MEX rOTOBOTO
nikapcbKoro 3acoby (iHLWi 3MiHN).
3MiHu | TMNY - 3MiHK 3 iKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbkoro 3aco6y. 3miHa
napameTpiB cneuudikaii Ta/abo
[0MyCTUMUX MEX rOTOBOTO
NiKapcbKoro 3acoby (3ByXXeHHS
[0NyCTUMUX MEX) BHECEHHS 3MiH [0
Cneuudpikanjii/MeTogis BUNpo6yBaHHSA
'N3 3a nokasHuKoMm «bakTepiasibHi
€HA0TOKCUHWU», 30KpeMa: BCTaHOB/IEHO
6iNbLL XOPCTKE HOPMYBaHHS, LU0 He
cynepeunTb BUMOram MoHorpadii

BpuTaHcbkoi thapmakonei

278 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH ) ynakoska) a uka yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
MEX roTOBOrO NiKapCcbKoro 3acoby
(monoBHeHHs cnevudikaLii HoBUM




279 IIpopoBxeHHs
JopaTka 3
Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH ) ynakoska) a uka yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
«Furosemide Injection».
(3aTBepaxeHO: He Ginbwe 35 MO/mA;
3anponoHoBaHo: MeHwe 14 MO/mn).

MeToaunky 6inblu feTanizoBaHo,
BHECEHO pefakuiliHi npaBku, Lo
odhopM/IeHi BiANOBIAHO A0
pekoMeHzaLili Ta cTunicTukm Y.
CynyTHS 3miHa
- 3MiHK 3 SKOCTi. [0TOBMIA NiKapCbKUii
3aci6. KoHTposib roToBOro nikapcbkoro
3acoby. 3miHa y meTogax
BUMPOBYBaHHS rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeTogax
BMNPOG6YBaHHS). 3MiHu | TUNY - 3MiHK 3
sIKoCTi. FoTOBWIA Nikapcbkuii 3aci6.
KOHTpOsib roToBOro nikapcbKoro
3acoby. 3miHa y meToaax
BUMPOBYBaHHS rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX METOAAX
BUNPOGYBaHHS) BHECEHO HEe3HAaYHi
3MiHM g0 MeToAWK BUNpobyBaHHA 13,
30KpeMa: - 3a NoKa3HVKOM
«Ko/bopOoBiCTb»: BHECEHO pefaKLiiiHi
npaBku BigNoBiAHO A0 pekoMeHaauii
Ta cTunicTukmn APY; - 3a NOKa3HMKOM
«CTepUNbHICTb»: 3a3Ha4eHo
AeTanibHWIA onuc meToay
BMNPOGYBaHHA. 3MiHW | TUny - 3MiHK 3
sKoCTi. FoTOBWIA Nikapcbkuii 3aci6.
KOHTpOsib roToBOro MikapcbKoro
3acoby. 3miHa napameTpiB
cneyudikayin Ta/abo gonycTummx
MEX rOTOBOr0 NiKapCbKoro 3acoby
(3BYXXEHHSI AONYCTUMUX MEX)
BHeCeHHs 3MiH g0 Cneuudikauii MN13,
30Kpema: 3a NokasHMKoM «KinbkicHe
BU3HAYEHHSA» BCTAHOB/IEHO EANHE
HOPMYyBaHHS Ha MOMEHT BUMYCKy Ta
NPOTAroM TEPMiHY NPMAATHOCTI.
JoaaeTbca NnpuMiTkas NOCUNaHHAM Ha
Te, Wo metog 2 (AdY, 2.2.25, meTop,
Cd) Moxe BMKOPUCTOBYBATUCH TiflbKn
7151 KOHTPOJ/IHO MPOMIXXHOT MPOAYKLLT.

CynyTHS 3MiHa- 3MiHW 3 AKOCTI.
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n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3aco6y HenameH T ynakoska) a uka yBsa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *

[oTOoBWMiA Nnikapcbkuii 3aci6. KOHTpob
roTOBOro NikapcbKoro 3acoby. 3miHa y
mMeToAax BUNpobyBaHHSA rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeTogax
BMNpPO6YBaHHS). 3MiHu | TUNY - 3MiHK 3
sKoCTi. FoTOBWIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbKoro
3acoby. 3miHa y meToaax
BUMPOBYBaHHS rOTOBOTO NiKapCbKoro
3aco6y (iHwWi 3MiHM y meTogax
BMNpoOyBaHb (BK/OYaoUM 3amiHy abo
[0MNOBHEHHS)) BHECEHO 3MiHU [0
MeTogis BunpobysaHHs 13,
30Kpema: 3a NokasHWKoM «KinbkicHe
BU3HAYEHHS» AOAAHO aNlbTepHATUBHY
MEeTOAMKY KOHTPO/Io meTogom BEPX
Ha OCHOBI MoHorpadii BP
«Furosemide Injection» 3
ypaxyBaHHsAM pekomeHgauin JPY,
2.2.46, Knii € OCHOBHMM METOA0M
BUNPOGYBaHHS.

CynyTHS 3MiHa- 3MiHK 3 AKOCTi.
[oTOBWIA Nnikapcbkuii 3aci6. KOHTponb
roToBOro NikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo
[0MyCTUMUX MEX r0TOBOro
nNiKapcbKoro 3acoby (iHLWi 3MiHu).
3MmiHu | TURYy - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKkoro 3acoby. 3miHa y meTofax
BMNPOBYBaHHSA rOTOBOrO NiKAPCbKOro
3aco6y (iHWi 3MiHK y MeToAax
BUNPO6YBaHb (BK/OUaUM 3aMiHy abo
[O0MN0OBHEHHS)). [lo maTtepianis
peecTpauiiiHOro AOCbE Ha roToBWIA
nikapcbkuii 3aci6 BHECEHO 3MiHK, a
came: 3MiHU B MeToAuL,i
BMNPO6YBaHHSA (3MiHN B
npo6oniAroToBL|i 3paskiB) 3a
nokasHukom "KinbkicHe BU3HauYeHHs"
meTtogom C®P. 3a pesynbratamv
BaslijaLjii 4oAaHo TepMiHu
npugaTHOCTi po3uunHiB. 3Minu Il Tuny -
3MiHu 3 SKocCTi. FoTOBMIA NiKapCbKuii
3aci6. Cuctema




JopaTka 3

281

IIpopoBxeHHs

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*
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KOHTeliHep/3aKyrnopoBasibHWi 3aci6.
3MiHa y NepBUHHIN yNakoBL,i roTOBOro
NikapcbKoro 3acoby (SKicHWA Ta
KinbkicHUA cknag) - CTepunbHi
nikapcbki 3acobu Ta sikapcbki 3aco6m
6io10riYHOro/iMyHO0riYHOrO
NOXOAKeHHS. 3MiHa BHOCUTbLCA [0
po3giny Cuctema
KOHTelHep/3aKynoptoBasibHWiA 3aci6 y
3B'A3KY i3 3aMiHO0 amnyn i3
6e36apBHOro ck/1a Ha aMnysnu i3
3abapBneHoro ckna, siki BianosigaTb
BMMOram po3aginy 3.2.1. €sponeiicbkoi
thapmakonei 4o SKOCTi CKASHMX
KOHTeliHepiB ANs hapMaLeBTUYHOT0
3acTocyBaHHs. Mpu Lbomy
3anpornoHoBaHa NepBMHHA ynakoBka €
iEHTUYHOI A0 3aTBEPAKEHOI
NepBUHHOT YNakoBK1 33 OCHOBHUMY
noKasHukamu, Lo He NoB’A3aHi i3
HasiBHICTIO 3a6apBeHHs.

263.

XABPVKC
1440
BAKLVHA
ans
NPODINAKT
Kn
FENATUTY A

Hepatitis
A,
inactivated
, whole
virus

aHTure
H
Bipycy
renatum
Ty A

JO7BC

cycneHsisa ans
iH'ekuin 1440 O[,
ELISA; no 1 mn (1
[03a) Y dh1akoHi; no
1 cbnakoHy B
KapTOHHI kopobuy;
no 1 mn (1 gosa) B
nonepegHLo
HanoBHEHOMY
LUNPULL Y KOMMEKTI
3 ronKoto; Mo 1
LUMPWLY B KAPTOHHIi
Kopo6ui; no 1 mn (1
[,03a) Y h/1akoHi; no
1 chnakoHy B
KapTOHHi Kopobuyj;
no 1 mn (1 gosa) B
nonepegHLO
HanoBHEHOMY
LINPULi Y KOMMIEKTI
3 T0NKoto; no 1
LUNPWLY B KAPTOHHIi
KopoobUi

nakcoCwmi
TKnsiH
Excnopt
Nimiten

Benuka
BpuTaHi
a

rnakcoCmiTKNAiiH
Bionogxikans,
PpaHuin
(MapkyBaHHs Ta
nakyBaHHS
roToBOro
NPOAYKTY);
"nakcoCmiTKNAiiH
Bionopxikana
C.A., Benbris
(dbopmyBaHHs
BaKLMHU,
HanoBHEHHS B
nonepeHL0
HanoBHEHI LWNpuLi
Ta hnakoHu,
npoBefeHHs
KOHTPO/TIO AKOCTI,
MapKyBaHHS i
nakyBaHHS
roToBOro
npoAYKTY);
CmiTKnsiiH Bivem
dapma M'm6X yHA,
Ko. KI', HimeyunHa

PpaHLis
/

Benbris/
Himeuun
Ha

BHECEHHS 3MiH O peecTpaLifiHnX
MaTepianiB: yTOYHEHHS1 HaNnUCaHHsA
Ha3BM BMPOGHUKIB B Haka3i MO3
Ykpainu Ne 1016 Big 24.07.2026 B
npoueci BHeCEeHHs 3MiH (3MiHu |
TUny - 3MiHK 3 AKoCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo BBeLEHHS
[08aTKOBOI AifIbHUL BUPOBHMLITBA
A5 YacTUHU abo BCbOro BUPOGHMYOro
npoLecy roToBOro NiKapcbKoro 3acody
(iHwWi 3MiHK)

BHeceHHs iHthopmauii so MKA wopo
BCiX BUPOGHMKIB MIBIT Ta ix doyHKLi
3riHo iHdhopMaLii B 3apeecTpoBaHOMY
[ocbe. TepMiH BBEAEHHS 3MiH
npoTsirom 6 MicsyiB micns
3aTBepKeHHs). Pefakuis B Hakasi -
nakcoCmiTKnaiiH Bionogxikans C.A.,
®paHuia (MapKyBaHHS Ta NakyBaHHS
roTOBOro NPOAYyKTY);
nakcoCmiTKnaiiH Bionogxikans C.A.,
Benbrisi (hopMyBaHHS BakuuHK,
HanMoBHEHHS B NonepeHbL0 HANOBHEHI
LNpuui Ta g1akoHW, NPOBEAEHHS

3a
peyenmom

UA/16497/01/02
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n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
(HanoBHEHHs B KOHTPOJIH0 SIKOCTi, MapKyBaHHS i
nonepegHbL0 nakyBaHHs FOTOBOTO MPOAYKTY);
HanoBHeHi CwmiTKnsiiH Bivem ®apma MmM6X yHA
wnpuu); Ko. KI, HimeuunHa (HanoBHEHHS B
"nakcoCmiTKnsiiH nonepeAHbL0 HanoBHEHI LUMPWUL,i)
Bionoaxikans nakcoCwmiTKnsiiH Bionogxikans C.A.,
C.A., Benbris Benbrisi (BUNyck cepii rotoBoro
(Bunyck cepii npoaykTy). BipHa pegakuis -
roToBOro nakcoCwmiTKnsiiH Bionogxikans,
NpOAYyKTY) PpaHuia (MapkyBaHHA Ta NakyBaHHS
roTOBOro NPOAYKTY);
nakcoCwmiTKnsiiH Bionogxikana C.A.,
Benbrisi ((hopMyBaHHSA BakUHK,
HarnoBHEHHS B MonepeAHbo HaMOBHEHI
Lwinpuui Ta do1akoHW, NPOBeAEHHS
KOHTPOJIH0 SIKOCTi, MapKyBaHHS i
nakyBaHHsi FOTOBOTO MPOAYKTY);
CwmiTKnsiiH Bivem ®apma MmM6X yHA
Ko. KI, HimeyunHa (HanoBHEHHS B
nonepeAHb0 HanoOBHEHI LUMPWUL,i)
nakcoCwmiTKnsiiH Bionogxikana C.A.,
Benbrisi (BUNyck cepii rotoBoro
NpoAyKTY)
264. | XABPUKC Hepatitis aHTure | JO7BC | cycneHsisa gns nakcoCmi | Benuka FnakcoCmiTKnsiiH | ®paHuis BHECEHHS 3MiH A0 peecTpavinHmx 3a UA/16497/01/01
720 A, H 02 iH'ekwii 720 O[, TKnAlH BpuTaHi Bionoppxikans, / mMarepianis: YTOYHEHHS HanUCcaHHA  |peyernmom
BAKUWHA inactivated | Bipycy ELISA; no 0,5 mn (1 EkcnopT A dpaHuis Benbrisi/ Ha3BU BMPOGHUKIB B Hakasi MO3
ana , whole renatu [03a) Y do1akoHi; no NimiTen (MapkyBaHHs Ta Himeuun YkpaiHu Ne 1016 Big 24.07.2026 B
APO®INTAKTA | virus YA 1 donakoHy B nakyBaHHs Ha npoueci BHeCeHHs 3MiH (3MiHu |
K KapTOHHI kOpooLyj; roToBOro MMy - 3MiHK 3 AKOCTI. FOTOBMIA
FENATUTY A no 0,5 mn (1 gosa) B NPOAYKTY); nikapcbkuii 3aci6. 3MiHn y
nonepeaHLo rnakcoCmiTKNAiiH BMPOGHMLTBI. 3amiHa abo BBEAEHHSA
HanoBHEHOMY Bionogxikans [04aTKOBOT Ai/bHUL BUPOOHULTBA
LINPULi Y KOMMIEKTI C.A., benbria 0715 YacTUHU abo BCbOro BUPOGHMYOrO
3 rosKoto; no 1 (dbopmyBaHHSA npoLecy roToBoro Nikapcbkoro 3acoby
LUNPULY B KAPTOHHIN BaKLMHW, (iHwWi 3miHW)
Kopo6ui; no 0,5 mn HanoOBHEHHS B BHeCeHHS iHdhopMmadii 4o MKSA wopao
(1 nosa) y donakoHi; nonepegHL0 BCiX BUPOGHMKIB MIBI Ta ix dhyHKL,il
no 1 cpriakoHy B HaMOBHEHI LWNpuLi 3rigHo iHdhopMmalLii B 3apeecTpoBaHOMY
KapTOHHI kopobuy; Ta pakoHu, [ocbe. TepmiH BBeieHHSA 3MiH
no 0,5 mn (1 gosa) B npoBsefeHHsA npoTarom 6 micsuis nicns
nonepegHLo KOHTPOJTHO SIKOCTI, 3aTBEpAXEHHS). Pefakuis B Hakasi -
HanoBHEHOMY MapKyBaHHs i nakcoCwmiTKnsiiH Bionopxikans C.A.,
LUNPULL Y KOMMEKTI nakyBaHHs ®paHLia (MapKyBaHHS Ta naKyBaHHs
3 rosikoto; no 1 roTOBOro rOTOBOrO NPOAYKTY);
LUNpULY B KAPTOHHIN NPOAYKTY); nakcoCwmiTKnsiiH Bionopxikans C.A.,

KopoobLi

CMmiTKNsiliH Bivem

Benbrist (hopmMyBaHHS BaKLUMHW,
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dapma 'M6X yHA,
Ko. KI', HimeuyunHa
(HanoBHeHHS B
nonepeaHLo
HanoBHeHi
winpui);
InakcoCmiTKnsiAH
Bionogxikan3
C.A., benbris
(Bunyck cepii
roToBOro
npoAyKTy)

HaMoBHEHHS B NonepeAHbL0 HANOBHEHI
Lwnpuui Ta dh1akoHW, NPOBeAEHHS
KOHTPOJI0 SIKOCTi, MapKyBaHHS i
nakyBaHHs TOTOBOr0O NPOAYKTY);
CwmiTKnaliH Bivem dapma MmM6X yHA,
Ko. KI', HimeyunHa (HanoBHeHHS B
nonepeaHbL0 HanoOBHEHI LUNPULL)
nakcoCwmitKnsiiH bionogxikans C.A.,
Benbrisa (Bunyck cepii rotoBoro
npoaykTy). BipHa pepakuis -
nakcoCwmiTKnsiiH Bionogxikans,
®paHLis (MapKyBaHHS Ta NakyBaHHs
roTOBOro NPOAYKTY);
nakcoCwmiTKnsiiH bionogxikans C.A.,
Benebrist (dhopmyBaHHS BakUUHW,
HaMoBHEHHS B NonepeHbL0 HANOBHEHI
Lwnpuui Ta dh1akoHW, NPOBeAEHHS
KOHTPO/I0 SIKOCTi, MapKyBaHHS i
nakyBaHHs TOTOBOr0O NPOAYKTY);
CwmiTKnaliH Bivem dapma MmM6X yHA,
Ko. KI', HimeyunHa (HanoBHeHHS B
nonepeaHbL0 HanoOBHEHI LUNPULL)
nakcoCwmiTKnsiiH bionogxikans C.A.,
Benbrisa (Bunyck cepii rotoBoro

npoAayKTy)

265.

XNOPBYTAH
on
FEMITIAPAT

Xnop6
yTaHo
ny
remirig
pat

KpucTanivyHnii
nopoLuok a6o
KpucTtanm
(cybeTaHuisn) y
nonieTnNeHoBux
nakeTtax gns
hapMaueBTUYHOTO
3acTocyBaHHS

TOBAPUC
TBO 3
OBMEXE
HOKO
BIAMNOBIA
ANBHICT
O
«KOPIMOP
AUIA
«300POB
"A»

YkpaiHa

AT "ONGA"

Natsin

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis: 3MiHu | TUNY - 3MiHK 3
aKocTi. CepTudikar signosigHocTi/TE-
cepTudikaT BiANOBIZHOCTI
€Bponeiicbkii
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTucpikara
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudikaTa BifnoBiAHOCTI
€Bponeiickkin hapmakonei: gns Adl;
LNa BuxigHoro
matepiany/peareHTy/npoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMUTBI A®I; ANt [ONOMIXHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) -
OHoBeHWiA cepTUdikaT Bif yxe
3aTBEPHKEHOr0 BUPOOHMKA - NOJAHHSA
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpoNechbkili
dapmakonei Ne CEP 2013-148-Rev 02

UA/20226/01/01
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(3aTBEepMxeHo: R1-CEP 2013-148-Rev
00) ana A®l XnopbytaHony remirigpat
Bif] BXXe 3aTBEep/PKEHOro BUPOBHNKa,
SIKWIA 3MiHMB Ha3By 3 JSC
OLAINFARM, Latvia Ha OLPHA AS.
Ak Hacnigok, 3MiHa agpecy BUPOGHMKa
3atBepaxeHo: AT "ONAVIHOAPM"
Bynwuus PynHiuy, 5, Nateia-LV-2114
OnaiiHe, Nateia JSC OLAINFARM 5,
Rupnicu Street, Latvia-LV-2114
Olaine, Latvia 3anponoHosaHo: AT
"OJI®A" Bynuus PynHiuy 5 Natsis-
LV-2114 OnaiiHe, OnaiHcbkuii kpaii,
Natsis OLPHA AS Rupnicu lela 5
Latvia-LV-2114 Olaine, Olaines
Novads, Latvia 3miHa TepMiHy
nepekoHTposnto APl XnopbytaHony
remirigpat: 3aTBepakeHo: TepMiH
NPWAATHOCTI: TEPMIH MEPEKOHTPOSIO -
4 poku 3anponoHoBaHo: TepMiH
NPVAATHOCTI: TEPMIH MEPEKOHTPOSIO -
5 pokiB. BBefieHHS 3MiH NPOTSArom 6-Tu
MicsLIB NiCNsA 3aTBEPKEHHS.

266.

LUENYNAP

Vitamin B1
in
combinatio
n with
vitamin B6
and/or
vitamin
B12

TiaMmiH
y
rigpox
nopwvg,
nipnao
KCUHY
rigpox
nopug,
LjiaHoK
obana
MiH

A11D

PO34UH ANS iH ek,
no 2 Mn B amnyni; no
5 amnyn y 6nictepi;
no 1 6nictepy B
navui

TOB
«YKpaiHCb
Ka
thapmaveB
THUYHa
KOMNaHis»

YkpaiHa

MpuBartHe
akujioHepHe
TOBapuUCTBO

“NekxiMm — Xapkis”

YkpaiHa

BHECEHHS 3MiH A0 peecTpavinHmx
marepianis: 3miHu | Tuny - 3miHn
Lofo 6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy thapmakoHarnsgy (BBefeHHs
y3arasibHeHNX AaHux Npo cuctemy
hapmakoHarnsagy, amiHa
YNOBHOBaXEHOT 0co6M,
BignoBiganbHOI 3a 3AjACHEHHSI
hapmakoHarnsgy; KOHTakTHoi ocoou 3
hapmakoHarnsgy 3asBHuka ans
3pificHeHHs1 hapMakoHarnisay B
YKpaiHi, AKLLI0 BOHA BigMiHHA Bif
YNOBHOBaXEHOT 0co6M,
BignoBigabHOI 3a 3AjACHEHHSI
hapmakoHarnagy (Bkiovaouu
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MilLleHHi MacTep-ghaiina cuctemm
thapmakoHarnsgy).
3MiHa ynoBHOBaXKEHOI 0CO6M
3asBHMKa, BiANOBIAa/IbHOI 3a
hapMakoHarnsng.

3a
peyenmom

He
nion
seae

UA/17259/01/01




JopaTka 3

285

IIpopoBxeHHs

n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

[Oitova pepakuis: Nle6eavHeub IHHA
BacunisHa.
MponoHoBaHa pepakuisi: BputaH
OkcaHa BaneHTuHiBHa.
3MiHa KOHTaKTHUX JaHUX
YyMOBHOBaXeHOI 0cobw,
BiANOBIAaLHOI 32 hapmakoHarnsg.
3MiHa MicLie3HaxoMKEHHS MacTep-
thaiina cuctemu hapmakoHarisgy Ta
oro Homepa.
3MiHa Micus 34iICHEHHST OCHOBHOT
LOisbHOCTI 3 dhapmakoHarnagy.
3miHa 3anBHuka /13 (MIBIM) (BnacHuka
peecTpauiiHoro Noceig4yeHHs) (3rigHo
Hakaly MO3 Big 23.07.2015 Ne 460).
3MiHV BHECEHO B IHCTPYKLiO AN
Me[MYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby, a came: foAaHO po3ainm
«3anBHUK» Ta «MicLe3HaXOMKEHHS
3asBHMKa» Ta siK HacnigokK - y
BiANOBIAHI PO34iny TEKCTY MapKyBaHHS
BTOPWHHOT YNaKoBKM NiKapCbKoro
3acoby. BBefeHHs 3MiH NpOTArom 6-1u
MicsILLIB NicNs 3aTBEPPKEHHS

267.

LETUPU3NH-
TEBA

cetirizine

uetup
U3NHY
Anrigp
ox/iop
na

ROGA
EO7

TabneTkun, BKPUTI
NAiBKOBOO
060/10HKO, Mo 10
Mr; o 7 TabneTok y
6nicTepi; no 1
6nicTepy y Kopo6uj;
no 10 Tabnetok y
6nictepi; no 1 abo
no 2, abo no 3, abo
no 5 6nictepis y
KopoobUi

TOB
«TeBa
YKpaina»

YkpaiHa

Mepkne 'm6X,
HimevunHa
(BpOGHMLTBO
Hepo3acosaHoro
NPOAYKTY, A03BIN
Ha BUMYCK cepil;
nepBuHHa Ta
BTOPVHHA
ynakoBka,
KOHTPO/Ib SIKOCTI)

Himeuun
Ha

BHECEHHS 3MiH O peecTpaLifiHnX
MaTepiasiiB: 3MiHu | TMny - 3MiHK 3
AkocTi. CepTudpikar BignosigHocTi/TE-
cepTudikart BiANoBIiAHOCTI
€Bponeicbkii
thapmakonei/MoHorpadii. NogaHHA
HOBOro abo OHOBNEHOro cepTudpikata
BiAMOBIAHOCTI 260 BUTyYEHHS
cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmaxonei: ans Adl;
0151 BUXIAHOTO
marepiany/peareHTy/nPoMiHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BUPO6HMUTBI A®I; A51a AONOMIKHOT
pevoBuHU (cepTuddikat BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) -
OHoBneHuin cepTudikar Big yxe
3aTBepAKEHOro BUpo6Huka. MogaHHsA
OHOB/IEHOTO cepTudikaTa
BiAMOBIAHOCTI €BpONENCHKIl
thapmaxonei CEP 2006-309-Rev 02
(3atBepmxeHo: R1-CEP 2006-309-Rev

6e3
peyenma

UA/7158/01/01
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n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
01) gna Oitoyoi pevoBuHU LietnpumanHy
OVrigpoxnopug, Bif 3aTBEPAXKEHOro
BMpo6Huka IPCA Laboratories Limited,
India
268. | LE®A3ONIH cefazolin uecas | JO1IDB | nopoluok gns MpuBaTHe | YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH 4O peecTpauiiHnx 3a He UA/15387/01/01
oniH (y | 04 pPO34nHYy AN akuioHepH akuioHepHe martepianis: 3miHu | TUny - 3MiHn peyenmom | niosn
BUINSA iHekuiino1,0r, 1 e TOBapucTBO wofo 6e3snekn/edeKTMBHOCTI Ta seae
ai abo 5, abo 50 TOBapucTB «Jlekxim-XapkiB», thapmakoHarnagy. 3miHa y KopoTkili
uedas dhnakoHiB 3 0 «Jlekxim- YkpaiHa XapakTepucTuL,i Nnikapcbkoro 3acoby,
OniHy MOPOLLKOM Yy navii 3 XapkiB» (nakyBaHHs i3 TeKCTi MapKyBaHHS Ta iHCTPYKLi Ans
HaTpito KapToHy; no 1 a6o 5 opmm in bulk MeAUYHOro 3aCToCyBaHHS Ha nigcTasi
) dhnakoHiB 3 hipMmn-BMPOGHMKa perynspHo OHOB/IOBAHOIO 3BIiTY 3
NOPOLLKOM Y Ksiny 6e3nekun nikapcbkoro 3acoby, abo
6nictepi; no 1 dapmaveyTikas [ocnigpkeHb 3 6e3nekn 3acToCyBaHHS
6nictepy B nauui 3 Ko., NiTa., Kutaid); nikapcbKkoro 3acoby B
KapToHy; 1 doakoH 3 TOB «Jlekxim- nicnspeecTpavjiiiHnii nepiog, abo sk
nopoLukom Ta 1 06yxiB», YkpaiHa pes3ynbTaT OLiHKM 3BITY 3 AOCAIAKEHD,
amnyna 3 (nakyBaHHS i3 npoBefieHNX BifgnoBigHO 40 MniaHy
PO34YMHHKKOM (BOAA dopmu in bulk negiatpnyHux gocnigxeHns (PIP)
08 iH'ekuin) no 10 ipMn-BMPOGHUKA (3MiHY y3rofkeHo 3 KOMMNETEHTHUM
mMn B 6ricTepi; no 1 Ksiny YNOBHOB&XXEHUM OpraHom).
6nictepy B navui 3 dapmaveyTikan 3MiHW BHECEHI A0 IHCTPYKUIT Ans
KapTOHY Ko., NT4., Kutain) MEeAMYHOro 3acTOCYBaHHS NiKapCbKoro
3acoby go po3sginis "OcobnmBocTi
3actocyBaHHs", "Mob6iyHi peakui”
oo 6e3nekn 3acTocyBaHHS Aitouyoi
peyoBuHM 3a pekomeHaauieto PRAC
EMA.
269. | LE®MA cefpodoxi uecno | JO1DD | TtabneTku, BKpUTI CaHpo3 CnoBeHi CaHpo3 'mbX- ABcTpist BHECEHHS 3MiH A0 peecTpaLinHmx 3a UA/14864/01/02
me aokeu 13 NNiBKOBOIO dapmacbto a BupobHuya mMaTepianis: 3miHu | TNy - peyenmom
My 060/10HKO0, N0 200 Tikan3 g.4. AiNbHUUA AAMIHICTpaTUBHI 3MiHW. BunyuyeHHs
MpOKC mr; no 10 TabneTok AHTUIHDEKLAHI BMPOGHWYOT AinbHNL (BKIHOYAKOUM
etun y 6nicTepi; no 1 abo N3 Ta XimiyHi AinbHuui ans A®l, npoMixHoro
2 6nictepn y Onepadjii KyHanb npoAyKTy abo roToBOro NikapcbKoro
KapTOHHI Kopo6Lyi (AIXO N3 3aco6y, AiNbHULI A8 NPoBeAeHHS
KyHab) nakyBaHHs!, BUPOOHMKa,
BiZiNOBIAA/IbHOTO 3a BUMYCK Cepild,
MicLie NpoBeAeHHS KOHTPO/HO cepil)
abo nocravasibHuKa BUXiAHOro
maTepiany, peareHTy abo fOMOMIXHOI
PEYOBUHM (SIKLLLO 3a3HAYEHO Y [OCHE)
BunyyeHHst BUPO6HUYOI AinbHNLi ADI
Lednogokcumy npokceTuny Sandoz
GmbH, Kundl, Austria. 3aTBepaXeHo:
Brpo6HWKKM fitoyoi pevoBuHy: 1.
Sandoz GmbH, Biochemiestr.10, 6250
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mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
Kundl, Austria 2. QILU ANTIBIOTICS
PHARMACEUTICAL CO., LTD. No.
849 Dongjia Town Licheng District
China-250 105 Jinan, Shandong
Province. 3anponoHoBaHo: B1po6HWK/
aitovoi peyosuHK: 1.QILU
ANTIBIOTICS PHARMACEUTICAL
CO,, LTD. No. 849 Dongjia Town
Licheng District China-250 105 Jinan,
Shandong Province.
270. | LE®MA cefpodoxi uecno | JOIDD | TabneTku, BKpUTI CaHpos CnoBeHi CaHpo3 'mo6X- ABCTpIst BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/14864/01/02
me aoKeu 13 NNiBKOBOIO Papmacbto a Bupo6Hnya martepianis: 3miHu | TUny - 3MiHn peyenmom
My 060/10HKO0, N0 200 Tikans g.4. AiNbHUUA oo 6e3snekn/edeKTMBHOCTI Ta
npoKc mr, no 10 TabneTok AHTUIHEKL,iViHI hapmakoHarssgy. 3miHa 4actoTu
etun y 6nicTepi; no 1 abo N3 Ta XimiyHi Ta/abo TepMIHIB MOAAHHSA perynsipHo
2 6nictepn y Onepadii KyHanb OHOB/IIOBAHUX 3BITIB 3 6e3nekn
KapTOHHI KOpooLi (AIXO N3 nikapcbKknx 3acobiB. 3MiHa YacToTun Ta
KyHanb), ABCTpis TEPMIHIB NOAAHHS perynsapHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku:
[itoua pegakuis: Yactora nogaHHs
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekn - 13 pokis
KiHueBa fata gns BKIOYEHHS AaHNX
8o PO3B - 02.08.2025 p.
[Jata nogaHHs - 31.10.2025 p.
lMponoHoBaHa pegakuis: Yactota
nofaHHsi PerynsipHo OHOB/IHOBAHOTO
3BITY 3 6e3neku - 7 pokis
KiHueBa fata gns BKIOYEHHS AaHnX
fo PO3B - 02.12.2030 p.
Jata nogaHHsa — 02.03.2031 p.
PekomeHA0BaHO A0 3aTBEPLKEHHS
BiANOBIAHO 40 NepioANYHOCTI NoAaHHSA
perynsipHoO OHOBJ/IHOBaHMX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y €C.
271. | LE®MA cefpodoxi uecno | JO1DD | nopoLlok ans TOB Ykpaina BTOPWHHE Himeuun BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/18064/01/01
ANTAYA me [oKeK 13 opasibHOI CycneHsil, "CaHpo3 nakyBaHHs: Ha/ marepianis: 3miHu | Tuny - 3miHn peyenmom
CYCNEH3IA My 40 mr/5 mn, no 50 Ykpaina" Cantotac ®apma ABcTpist Loao 6e3nekn/edeKTMBHOCTI Ta
NnpoKc M a6o 100 mny 'M6X, HimeuunHa,; hapmakoHarnagy. 3miHa 4yactoTu
etun hnakoHi; no 1 BMPOGHMLITBO "in Ta/abo TePMIHIB NOAAHHA PerynsipHo
h1akoHy Ta LWnpuuy bulk", nepsuHHe OHOB/IIOBAHUX 3BITiB 3 6e3nekn
Y KapTOHHiIli kKOopoo6Li Ta BTOPUHHE NiKapcbknx 3acobiB..
nakyBaHHs, 3MiHa YacToTV Ta TEPMIHIB NoAaHHSA
TeCTyBaHHs, perynsipHoO OHOB/IIOBAHOTO 3BITY 3
BUNYCK cepi: 6e3neku:
CaHpo3 'm6X - [itoya pepakuisi: YactoTa nogaHHs
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n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Hassa* UHU *
Bripo6Huya perynsipHO OHOB/IIOBAHOTO 3BITY 3
AiNbHULUSA 6e3nekn - 13 pokis
AHTWIHDEKLAHI KiHueBa gata Ans BKIOYEHHS AaHKX
N3 Ta XimiyHi 0o PO3b - 02.08.2025 p.
Onepauii KyHanb [Jata nogaHHs - 31.10.2025 p.
(AIXO N3 MponoHoBaHa pepakuis: YactoTta
KyHanb), ABcTpis nofaHHs pPerynsipHo OHOB/IHOBAHOTO
3BITY 3 6€3Mneku - 7 pokis
KiHueBa fata gna BK/IOYEHHS AaHnX
8o PO3B - 02.12.2030 p.
Jata nogaHHsa — 02.03.2031 p.
PekomeHA0BaHO A0 3aTBEPKEHHS
BiA4NOBIAHO A0 NepioANYHOCTI NoAaHHS
perynsipHoO OHOBJ/IHOBaHMX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y EC.
272. | LE®OPT ceftriaxon uedtp | JO1DD | nopowlok gns AHTUBIO | PymyHis BTOPUHHE PymyHis/ BHECEHHS 3MiH O peecTpaLifiHunX 3a UA/18819/01/01
e nakco 04 po3unHy ans iH'ekuin | TUKWU CA nakyBaHHs1, Kutaii marepianis: 3mMiHu | TRy - 3MiHK WoZ0 | peyernmom
H(Yy abo iHdpysiino 1, TECTyBaHHS, 6e3nekn/edheKTMBHOCTI Ta
hopmi no 1 a6o no 10 BUNYCK cepil: thapmakoHarnsgy. BunyyeHnHs (cuna
uedTp nakoHiB y AHTUBIOTUKN ain).
nakco KapTOHHI nauui CA, PymyHis; BunyyeHHs fo3yBaHHA 2 T
HY BUPOGHMLITBO 3aTBepaXeHo:
HaTpito KiHLLeBOro 1 chnakoH MICTUTb LethTprakcoH (y
) NPOAYKTY, hopmi LiedpTprakcoHy HaTpito) 1 r abo
nepBuHHE Ta 2r
BTOPUHHE 3anponoHoBaHo:
nakyBaHHs: 1 chnakoH MiCTUTb LedTprakcoH (y
CiHodhapm XXutoH dhopMi LledpTprakcoHy Hatpito) 1 1
(LWeHbwkeH) 3MiHM BHECEHI A0 IHCTpYyKUii Ans
dapmMacbloTuKas MeAMYHOro 3aCTOCYBaHHS /liKapCbKoro
Ko., ITa., Knutaii 3acoby fo posginy "Cknag” wono
BWTYYEHHS CUM Aii - 2 T Ta, 5K
Hacnifgok, BUNYyYeHHs BiANOBIAHOIO
MapKyBaHHS. BBeeHHs 3MiH
NPOTSrom 6-Tn MicALiB nic/s
3aTBEPAKEHHS.
273. | ULMUNPOPNOK | ciprofloxac | yunpo | JOIM TabneTkun, BKPUTI "FOHiK IHAjiA "FOHiK IHAisA BHECEHHS 3MiH O peecTpaLiiHnx 3a UA/3061/02/02
CAUVH in chnokc | A02 NAiBKOBOO dapmacbio dapmacbloTVKas marepianis: 3miHu | TMny - 3MiHn peyenmom
€BPO auunHy 060/10HKO, Mo 500 TUKan Na6opaTtopiz" Loao 6e3nekn/edeKTUBHOCTI Ta
rigpox mr; no 10 TabneTok Na6opato (BipaineHHs dipmm thapmakoHarnsagy. 3MiHa y KopoTkili
nopvg, y 6nicTtepi; no 1 abo pi3" "[x. B. Kemikan3 XapakTepucTuLi Nikapcbkoro 3acoby,
10 6nicTepiB y (BipgineHH eHf, TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
KOpOG6Li 3 KapTOHY A thipmu PapmacboTnkan3 MeJMNYHOro 3acTOCyBaHHS Ha nigcTasi
"OX. B. nra.") perynsipHoO OHOB/IHOBAHOTO 3BITY 3
Kewmikans 6e3nekun nikapcbkoro 3acoby, abo
eHA gocnimpkeHb 3 6e3neky 3acTocyBaHHS
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Ne Ha3zsa MixHapod | Hasga Koo dopma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pek Homep
n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
dapmacbto niKkapcbKoro 3acoby B
TKan3 nicnsipeecTpaviinnii nepiog, abo sk
nra.") pe3ynbTaT OLiHK/ 3BITy 3 AOC/iKEHb,
npoBefieHNX BigNoBigHO A0 NiaHy
neajatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHVUM OpraHom). 3MiHu
BHECEHO [0 iHCTPYKLii 418 MeAnyHOro
3acToCyBaHHS Nikapcbkoro 3acoby Ao
po3ainis "Ocob6MBOCTI 3acTOCyBaHHSA"
Ta "MobiuHi peakuii" BignosigHO A0
OHOBJIEHOI iHChopMaLii 3 6e3nekn
3aCTOCYBaHHSA Ait0HOI PEHOBUHMW.
TepMmiH BBeZleHHS 3MiH - NPOTArom 6
MicsILLIB NicNs 3aTBEPKEHHS
274. | OBEHTA® Valsartan cakybi | C09D TabneTkn, BKPUTI AT YkpaiHa AT "dapmax" Ykpaina BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/20995/01/03
and TpUN i X04 NNiBKOBOIO "dapmak” mMaTepianiB: yTOUHEHHs peuyenmom
sacubitril Basica 060s10HKO, Mo 50 peecTpauiiiHol npoLueaypy B HaKasi
pTaH Mr no 10 TabneTok y MO3 YkpaiHu Ne 901 Big 03.07.2026
=y 6nictepi, no 3 abo 6 B Npoueci BHECEHHSs 3MiH - 3MiHa
BUINSA 6nicTepiB y naui cunu aii, nikapcbKoi hopmn Ta
ai €nocoby 3acTocyBaHHS: [JOAABaHHSA
KoMnn HOBOI cunu aii (3aTBepgkeHo: 100 mr
ekcy Ta 200 mr). AK Hacnigok
HaTpie 3aTBEPKEHHS CMIMBHOI IHCTPYKLUT AN
BOT MEeAMYHOro 3acCTOCYBaHHS NiKapCbKoro
coni 3acoby A1 fo3yBaHHA 50 Mr Ta BXe
caky6i 3apeecTpoBaHux fo3ysaHb 100 mr,
Tpuny 200 Mr 3 OHOB/IEHHSIM iHGhOpMaLi y
i po3ginax "Cknag", "Nlikapcbka
Bavica hopma”, "dapmakonorivHi
pTaHy BnactmBocTi", "MokasaHHs",
(caky6 "MpoTunokasaHHA" (pefaryBaHHs
iTpun/ TEKCTy), "B3aemogia 3 iHWyMK
BaUiCa nNiKkapcbkumu 3acobamu Ta iHLWi BUAn
pTaH)) B3aeMopjin" (pefaryBaHHs TEKCTY),

"Oco6nMBOCTI 3aCTOCYBaHHA"
(peparyBaHHsl TEKCTY), "3acTocyBaHHS
y nepioa BariTHOCTi abo rogyBaHHS
rpyaar” (peparysaHHs TEKCTY),
"Cnoci6 3acTocyBaHHsi Ta fo3n",
"AOitn", "Mepepo3yBaHHA"
(peparyBaHHs TekcTy), "Mo6iuHi
peaxuii” BignoBigHO A0 maTepianis
peecTpauiiHoro focke, iHhopmavi
pedhepeHTHOrO JliKapCbKOro 3acoby
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n/n

Hassa
JliKapcbKO20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Has3sa*

Hasga
diroyo

pedos
UHU

Koo
ATX

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep
peecmpayitiHo
20
nocsioYeHHs

(Entresto, film-coated tablets).

I[HCTPYKUiA NS MegnYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
(eCTD Bepcisi 0007). TekcT
MapKyBaHHS YMakoBKV NikapcbKoro
3acoby (eCTD Bepcist 0009). MeToau
KOHTPOJI0 SIKOCTI JliKapCbKOro 3acoby
(eCTD Bepcis 0008). 3BiT 3rigHO
nofatky 29 Mopsaaky (eCTD Bepcia
0001). 3BiT 3rigHo goaatky 30
Mopsaky (eCTD Bepcis 0003). MNnaH
ynpas/iHHA pu3nkamu Bepcis 4.0
norogxeHa (eCTD nocnigoBHicTb Ne
0004).

MepiognYHICTb NOAAHHS PerynsipHo
OHOB/IKOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaky 34iACHEHHS
chapmakoHarnsgy, 3aTBepmxeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
300p0B’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuULii Ykpainm 29 ciuns
2007 poky 3a Ne 73/13340 (y pegaxui
Haka3y MiHicTepcTBa OXOPOHU
3[,0pOB's YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMK, 3a3HaYeHUMKN y
nepiognYHOCTI NoJaHHS pPerynspHux
3BITiB 3 6e3neku.

275.

IOBEHTA®

Valsartan
and
sacubitril

cakybi
TpUN i
Basica
pTaH
(v
BUINA
ai
KoM
ekcy
Hatpie
BOI
coni
cakybi
Tpuy
i
Basica

C09D
X04

TabneTkun, BKPUTI
NAiBKOBOO
060/10HKO, Mo 100
Mmr; no 10 TabneTok
y 6nicTepi, no 3 abo
6 6nicTepis y nauy,i

AT
"Papmak”

YkpaiHa

AT "®apmak"

YkpaiHa

BHECEHHS 3MiH O peecTpaLifiHnX
mMaTepianiB: yTOUHEHHs
peecTpauiiiHoi npoueAypu B Hakasi
MO3 YkpaiHu Ne 901 Big 03.07.2026
B NpoLeci BHECEHHS 3MiH -
3aTBEPKEHHSA CNiNIbHOI IHCTPYKLIT AN1A
Me[MYHOro 3aCTOCYBaHHSA NIKAPCbKOro
3acoby Ans fo3yBaHHs 50 Mr Ta BXe
3apeecTpoBaHux fo3ysaHb 100 mr,
200 Mr 3 OHOB/IEHHAM iHhopMaLii y
posginax "Cknag", "/likapcbka
hopma”, "dapmMakonorivHi
BractmsocTi”, "MokasaHHA",
"MpoTnnokasaHHA" (pegaryBaHHs
TekcTy), "B3aemogis 3 iHWwWMmn
Nikapcbk1uMmn 3acobamu Ta iHWi BUam

3a
peyenmom

UA/20995/01/01
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n/n JliKapcbKO20 Ha dito4o ATX (nikapcbka ¢hopma, 3asiBHUK BUPOGOH gionycky | nam | peecmpayiliHo
3acoby HenameH T ynakoska) a ukKa yBa 20
mosaHa pedyos HHST* nocsioyeHHs1
Ha3sa* UHU *
pTaHy B3a€eMOfjit" (pefaryBaHHs TEKCTY),
(caky6 "Oco6nmBOCTi 3acTOCyBaHHA"
iTpun/ (peparyBaHHs TekcTy), "3acTocyBaHHS
Basica y nepiof BariTHOCTi abo rofyBaHHs
pTaH)) rpyaar” (peparyBaHHs TEKCTY),
"Cnocib 3acTocyBaHHs Ta Ao3mn",
"AOitn", "Mepeno3yBaHHA"
(peparyBaHHs TekcTy), "Mo6iyHi
peakuii" BignoBigHoO Ao maTtepianis
peecTpaLiiiHoro focke, iHopmavi
pethepeHTHOrO /ikapCbKoro 3acoby
(Entresto, film-coated tablets).
[HCTPYKUiA AN MeanyHOro
3acTOCyBaHHSA MikapcbKoro 3acoby
(eCTD Bepcisa 0007).
276. | OBEHTA® Valsartan cakybi | C09D TabneTkn, BKPUTI AT YkpaiHa AT "dapmax" Ykpaina BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/20995/01/02
and TpUN i X04 NNiBKOBOIO "dapmak” mMaTepianiB: yTOUHEHHs peuyenmom
sacubitril Basica 060/10HKO, Mo 200 peecTpauiiiHol npoLueaypy B HaKasi
pTaH Mmr; no 10 TabneTok MOS3 Ykpainu Ne 901 Big 03.07.2026
=y y 6nicTepi, no 3 abo B NpoLueci BHECEHHS 3MiH -
BUINSA 6 6nicTepiB y nauy,i 3aTBEePKEHHSA CNiNIbHOI IHCTPYKLIT AN1A
ai Me[MYHOro 3aCTOCYBaHHSA NIKAPCbKOro
KoMmmnn 3acoby Ans gosyBaHHs 50 Mr Ta BXe
ekcy 3apeecTpoBaHux fo3ysBaHb 100 mr,
HaTpie 200 Mr 3 OHOB/IEHHAM iHhopMmaLi y
BOI posginax "Cknag", "/likapcbka
coni hopma”, "®apmMakonorivHi
cakybi BnactusocTi", "Moka3aHHs",
Tpuny "MpoTnnokasaHHA" (pegaryBaHHs
i TekcTy), "B3aemogis 3 iHWmMmn
Bavica nikapcbknuMmn 3acobamu Ta iHWi BUAK
pTaHy B3aEMOZji" (pefaryBaHHs TEKCTY),
(caky6 "Oco6nMBOCTI 3aCTOCYBaHHA"
iTpun/ (peparyBaHHs TEKCTY), "3acTocyBaHHSA
BaUiCa y nepio BariTHOCTi abo rofyBaHHs
pTaH)) rpyaar” (pegaryBaHHs TEKCTY),

"Cnoci6 3acTocyBaHHs Ta fo3u",
"AOitn", "MNepepo3yBaHHsA"
(peparyBaHHs TekcTy), "Mo6iyHi
peakuji" BiAnoBigHO A0 MaTepianis
peecTpauiinHoro gocbe, iHhopmaui
pechepeHTHOro nikapcbkoro 3acoby
(Entresto, film-coated tablets).
[HCTPYKUiA NS MeAnvHOro
3aCTOCYyBaHHSA NiKapcbKoro 3acoby
(eCTD Bepcis 0007).
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3asiBHUK

KpaiHa
3asB8HUK
a

Bupo6HUK

KpaiHa
BUPOGOH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pek
nam
yBa

HHST*
*

Homep

peecmpayitiHo

20
nocsBioOYeHHs

2717.

ANVLI oniA
(Annu omis
E®DIPHA)

60opHIn
aueta
T

onisa (cybcTaHLuis) B
604Kax NNacT1KoBmX
AN BUpo6HULTBA
HeCTepUIbHUX
nNikapcbknx hopm

MNAT
"Tannmudga
pm*

YkpaiHa

MAT "Tanuuchapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | Tuny - 3mMiHu 3
AkocTi. A®l. Cuctema
KOHTeliHep/3aKyrnopoBasibHWiA 3aci6.
3miHa y 6e3nocepeHii ynakosui Ad|
(iHLWi 3MiHK)

BHECEHHSA YTOYHEHHs fo p. 3.2.S.6
"Cuctema
KOHTelHep/3aKynoploBasibHUiA 3aci6”
Ta p. «Ynakoska» MKA, a came
BUyYaETbCs (DiKCOBAHE 3HAYEHHS
Macu A®| Anauui onis, onis
(cybcTaHLuisn) y noniMepHin 6oui.
BHeceHHs 3MiH 06ymMoBieHe
akTyasisauieto BUMOr 40 NakyBaHHA 3
ypaxyBaHHsIM cneumdikm BUPOOHNUNX
npoLecis Ta BapiaTBHOCTI BUXOAY
macu cepiin A®l. MaTepian 6040k
noniMepHNX 3 KPMLLKaMKN 3a/IULLIAETLCA
HEe3MiHHWM - NOMieTUNEH HU3bKOTO
Tucky (HDPE)

UA/12797/01/01

* gidnosidHo do iHghopmayii ogpiyitiHozo calimy Lienmpy BOO3 no cnisnpayi 8 Memodosioaii cmamucmuyHux docnioxens (https://www.whocc.no/atc_ddd_index/)

**y pasi BHECEHHS 3MiH 00 IHCMPYKUIT Npo MeduyHe 3acmocyBaHHSs

HauvannbHukK
dapmMaleBTUYHOI0 YNpaB/IiHHSA

Onekcanpap I'PILIEHKO



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