MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

21 cepnua 2026 poky Ne 1164

IIpo aepkaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegHUYHHUX
iMyHoOio/TOriYHHX MpenapaTiB) Ta BHECEHHS 3MiH /[0 peecTpaliilHUX MaTepiaiiB

BignoBigHo o0 crarti 9 3akoHy Ykpainu «IIpo sikapchki 3acobu», MyHKTIB 3,
26, 30, 49 Tlopsiaky mep>kaBHOI peectpariii (TiepepeecTpaiiii) JIiKapCbKUX 3aco0iB,
3aTBep/IPKeHOr0 TIocTaHoBO KabiHety MiHicTpiB Ykpainu Bif 26 TpaBHsa 2005 poky
Ne 376 (B pemakuii rnocraHoBu Kabinery MinicTpie Ykpainu Bin 26 kBitHsa 2024
poky Ne 529), ab3aily ABaflsaTh I’ATOr0 MANYHKTY 12 myHKTY 4 [Tosio’keHHS TIpo
MiHicTepcTBO OXOPOHM 3/I0pOB’sl YKpaiHH, 3aTBep/KeHOoro moctaHoBoro KabiHeTy
MinictpiB Ykpainu Big 25 6epe3nss 2015 poky Ne 267 (B pepakiii mocTaHOBU
Kabinery MinicTpiB Ykpainu Big 24 ciuna 2020 poky Ne 90), Ha miacrasi
pe3y/bTaTiB eKCIIepTH3 PeecTpalliiiHuX MarepiaiiB TiKapchbKUX 3aco0iB (MeauuHMX
iMyHoOionoriuHMX  TpemapariB), 1[0 TOJaHi Ha /Jep)XKaBHy  peECTPAILifo
(mepepeecTpaliito) Ta BHECEHHS 3MiH [0 peeCcTpaLiiiHUX MaTepiajiB, MpOBeJeHUX
Jlep)KaBHAM  MMiANPUEMCTBOM  «/lep>kaBHMM eKCHepTHUU LeHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’St YKpaiHW», BHUCHOBKIiB I[0I0 e(heKTUBHOCTi, Oe3rmeuyHocTi Ta
SKOCTi, I[OA0 eKCIepPTHOI OL{IHKY CIIiBBiJJHOIIIEHHS KOPUCTL/PU3UK JIIKAPCHKOTO
3aco0y, 110 TIPOTIOHYETbCS A0 [JepkKaBHOI peectpalii (miepepeecTtpariii), 00
BHECEeHHsI 3MiH [I0 peeCTpal[ifHMX MaTepiasiiB Ta peKoMeH/allil JikapchbKoro 3acoby
70 JepkaBHOI peectpaiiii (repepeectpaiiii) abo BHeceHHS 3MiH [0 peeCcTparjiiHuX
MarepiaiB, 1[0 HajiMuuM A0 MiHicTepcTBa OXOPOHU 3[0pPOB’Sl YKpaiHU JIUCTOM
JleP’KaBHOIO MiANPUEMCTBA «/lep>kaBHUI eKCIepTHUM LieHTp MiHicTepcTBa 0XOpPOHHU
310poB’sA YKpaiHuu» Bif 14 ceprias 2026 poky Ne 3497/22.2-26,

HAKA3Y1O:

1. 3apeecTpyBaTH JiKapchKi 3acobu (MeguuHi iMyHOOiosOTiUHI TIperapaTu) Ta
BHECTH ZI0 Jlep>KaBHOT'O PeeCTpy JIiKapchbKUX 3aco0iB 3rifgHO 3 AogaTkoM 1.
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2. TlepepeectpyBaTh JiKapcChKi 3acobu (MeauuHi iMmyHobionoriuni
rperiapatv) Ta BHECTH [0 Jlep)KaBHOTO PpeECTPY JIiKapChbKHUX 3aco0iB 3rifHO 3
JI0IATKOM 2.

3. BHecTu 3miHU [0 peecTpalliiHUX MaTepiaiB Ha JiKapCchKi 3aco0u (MeauuHi
iMmyHobiosioriuni mpemnapaTtu) Ta Jlep>kaBHOTO peeCTPY JiKapChKUX 3aco0iB 3rifHO 3
JI0JIaTKOM 3.

4. BigMoBUTH y Jep)kaBHili peecTpallii/mepepeecTpallii /ikapchbKHUX 3aco0iB
(MeguuHMX iMyHOOIOJIOTiUHMX TIperapariB) Ta BHECEHHiI 3MiH [0 peeCcTpaLiiHUX
MaTepiamiB Ta Jlep>kaBHOTO peeCTpy JIiKapChbKUX 3aco0iB 3TifiHO 3 ogaTKOM 4.

5. ®apmarieBTuHOMYy yripaBiiHHIO (OnekcaHzapy ['pilieHKy) 3abe3meuntu
OTIPU/TFOJHEHHST I[bOTO HaKa3dy Ha odilliiiHoMy BeOcaiiTi MiHicTepcTBa OXOpOHH

30pOB’d YKpaiHu.

6. KOHTpOJIb 32 BUKOHAHHAM 1[bOI'0 HaKa3y IOK/IaCTH Ha 3acTyIHWKa MiHicTpa
€sreHisa ['oHuapa.

MiHuicTp BikTop JISAIIIKO



3APEECTPOBAHUX JIIKAPCBKUX 3ACOBIB (MEANYHUNX IMYHOBIOJ/IOT'TYHUX ITPEITAPATIB), AKI

ITEPEJIIK

Jopatok 1
A0 Hakasy MiHicTepcTBa OXOPOHMU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpaLuito (nepepeecTpadito)
NiKapcbKnX 3ac06iB (Megu4HuxX

iMyHOGionoriyHux npenaparis) Ta
BHECEHHSA 3MiH 10 peecTpauiiiHnX
marepianis»
Bif 21 cepnHa 2026 poky Ne 1164

BHOCATBCHA 4O AEPKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB

Ne Hassa MixxHapo Ha3ssa diroyoi Koo ®opma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n JNliKapcbKO20 OHa peqyosuUHU ATX (nikapcbka 3as8HU BUPOGHUK npoyedypa Bionycky aHHs peecmpayitiHo
3acooby HernameH ¢hopma, Ka a 20
moBaHa ynakoska) nocsio4yeHHs
Hasga*
1. | BAKCIFrPUN® | influenza, BipycC rpuny JO7BBO cycneHsis gns CaHochi ®paHuia | BUPOOHMUTB DdpaHuis/ peecTpauist Ha 5 pokis 3a He UA/21414/01/01
BAKUVHA inactivated | (iHakTVBOBaHWA, 2 iH’exuii mo 0,5 mn BiHTpon 0 roToBOro YropwuHa Pestome nnaHy peyenmom niosisieae
and , split virus | po3swennenunit) (1 po3a); no 1 IHpacTpi Hepo3dacos ynpasiHHA pu3nKamu
MPO®ITAKT or surface | Takux wWTamiB*: nonepegHLo aHoro Bepcia 8.0 gogaeTbes.
KU revny antigen AlVictoria/ 3arnoBHeHOMy NPOAYKTY, MepiognyHiCTb NogaHHA
TPUBANEHT 4897/2022 wnpuuy no 0,5 mn 3anoBHEHHS, perynspHo OHOB/1OBAHOIO
HA (HIN1)pdmO09 - (1 posa) 3 nepBuHHE Ta 3BITYy 3 6e3neku,
(IHAKTUBOB noAi6HwiA NPUKpPINIeHo BTOPUHHE BignosigHo o Mopsaky
AHA, 3 (AlVictoria/4897/2 rO/IKOIO, LLIO nakyBaHHs, 3AilicCHeHHs
PO3LUENNEH 022, MiCTUTb CyCMeHs3ito KOHTPO/Tb thapmakoHarnagy,
Oro BIPYCY) IVR-238) 15 mkr Ans iH'ekuiin; no 1 AKOCTI, 3aTBEpPKEHOro Haka3oM
FA**; abo no 10 BUMYCK Cepil: MiHicTepcTBa OXOPOHHM
AlCroatia/ nonepegHLo CaHodhi 34,0p0B’sA YKpaiHu Big 27
10136RV/2023 3arnoBHEHUX BiHTpon rpyaHa 2006 poky Ne 898,
(H3N2) - nogj6Hwuit Lwnpuuis y IHpacTpi, 3apeecTpoBaHoro B
(A/Croatia/10136R KapTOHHIM dpaHuis; MiHicTepcTBi tocTuuii
V/2023, Kopo6ui. Mo 1 Ykpainu 29 ciuHa 2007
X-425A) 15 mkr nonepegHL0 3amnoBHEHHH, poky 3a Ne 73/13340 (y
[A**; 3anoBHeHOMY nepBUHHE Ta peaakuii Hakasy
B/Austria/ wnpvyy no 0,5 mn BTOPUHHE MiHicTepcTBa OXOpPOHU
1359417/2021 - (1 posa) 3 nakyBaHHs, 3710pOB's YKpaiHu Bif, 26
nogibHuiA OKpPEMOI0 T0JIKOt0, KOHTPO/Tb BepecHs 2016 poky Ne
(B/Michigan/01/20 LLO MICTUTb AKOCTI: 996), cTaHOBUTbL: 3rigHO 3i
21, puknia Tmn) cycnexsito gns CaHodi CTpOKamu, 3a3HavyeHumMun y
15 mkr FA**, iH'ekuii; mo 1 BiHTpon NnepiogNYHOCTI NOAAHHS
* KyNIbTUBOBaHI Ha nonepegHL0 IHpacTpi, perynspHux 3BiTiB 3
Kypsumx 3anoBHEHOMY PpaHLs; 6e3nekn
embpioHax wnpuyy B
30,0POBUX Kypeii KOMNNeKTi 3 BTOPVIHHE

** remMartoTUHIH

OKpeMOH0 rosikoro

nakyBaHHA,




ITposoBxeHHs fofaTKa 1

Ne Ha3ssa MixHapo Ha3ssa dito4or Koo dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Howmep
n/n JliKapcbKo20 OHa peyoBuUHU ATX (nikapcbka 3asa8HU BUPOGHUK npoyeoypa Bionycky aHHsi peecmpayitiHo
3acoby HerameH ¢hopma, Ka a 20
mosaHa ynakoska) nocsio4YeHHs1
Hassa*
B KapTOHHIlA BUNYCK cepil:
Kopo6ui. Mo 1 CaHodi
nonepeHbL0 BinTpon
3anoBHeHOMyY IHaacTpi,
wnpuyy no 0,5 mn ®paHLjs;
(1 po3a) 3
OKPEeMOI0 roJIKOLo BTOPVIHHE
i3 3aX1CHUM nakyBaHHs:
MeXaHi3MOoM, Lo Kione +
MIiCTUTb CyCMNeHs3ito Harenb
AN iH'ekui; no 1 K.,
nonepegHbLo YropLuHa;
3anoBHeHOMY
Lnpuvuy B BUMYyCK
KOMM/IEKTI 3 cepiii:
OKpPEeMOH0 roJ1Kot0 CaHodi-
i3 3aX1CHUM ABeHTiC
MEXaHi3MOM y 3pT.,
KapTOHHI KopooLii YropLHa;
KOHTPO/b
AKOCTI
(wnpuun):
IHTEepHeLHN
fpar
[esenonve
HT Ekcnepr,
PpaHuin
2. | BAICAPTAH | valsartan, amnoguniu (y C09DX0 | TabneTtku, BKpUTI TOB YkpaiHa | BankaHdap Bonrapis peecTpauist Ha 5 pokis 3a He UA/21400/01/02
TPIO-TEBA amlodipine | Burnsagi 1 NNiBKOBOIO «TeBa Ma-AynHuus Pestome MYP Bepcisa 0.1 peyenmom nionsizae
and amnoauniny 060/10HKo0, N0 10 YkpaiHa» AL popaetbes. MepioguuHicTb
hydrochlor | 6ecunary), Mmr/320 mr/25 wr; NoAaHHsA perynsipHo
othiazide BasicapTaH, no 10 TabneTtok y OHOB/IOBAHOIO 3BITY 3
rigpoxnopoTiasng 6nictepi; no 3 abo 6e3neku, BignoBigHO A0

9 6nicTepiB y
KapTOHHI Kopo6Lii

Mopsaaky 34iiCHEeHHSA
thapmakoHarnsgy,
3aTBEPIKEHOrO HaKa3oMm
MiHicTepcTBa 0XOpOHHM
3[,0pOB’sA YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTsi tocTuuit
Ykpainuun 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0OXOPOHM
3/10pOB'sl YKpaiHu Big 26




ITposoBxeHHs fofaTKa 1

Ne Ha3ssa MixHapo Ha3ssa dito4or Koo dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Howmep
n/n JliKapcbKo20 OHa peyoBuUHU ATX (nikapcbka 3asa8HU BUPOGHUK npoyeoypa Bionycky aHHsi peecmpayitiHo
3acoby HerameH ¢hopma, Ka a 20
mosaHa ynakoska) nocsio4YeHHs1
Hassa*
BepecHsa 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpOKamu, 3a3HavyeHnMn y
nepioguYHoOCTi NoAaHHsA
perynsipHux 3BiTiB 3
6e3neku.
3. | BAJICAPTAH | valsartan, amnoaunit (y C09DX0 | TabneTku, BKpUTI TOB YkpaiHa | BankaHdap Bonrapis peecTpauist Ha 5 pokis 3a He UA/21400/01/01
TPIO-TEBA amlodipine | Burnsagi 1 NNiBKOBOIO «TeBa ma-AynHnus Pestome MYP Bepcisa 0.1 peyenmom nidnsieae
and amnoguniHy 060/10HKO10, M0 5 YkpaiHa» AL popaetbes. MepiognuHicTb
hydrochlor | 6ecunarty), Mr/160 mr/12,5 wr; noJaHHsA perynsipHo
othiazide Ba/ICapTaH, no 10 TabneTtok y OHOB/OBAHOrO 3BITY 3
rigpoxnopoTiasung 6nictepi; no 3 abo 6e3neku, BiANOBiAHO A0
9 6nicTepiB y Mopsaaky 3aiicHeHHS
KapTOHHI Kopo6Lii dhapmakoHarnsgy,
3aTBEPKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTsi rocTuULii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHHM
3[10pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBMUTb: 3rigHO 3i
CTpOKamu, 3a3HavyeHMn y
nepiogNYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3
6e3neku.
4, | TTK - MicTuTb TTK + - B'A3Ka pignHa dyrep YropLum EKOMEZIK Konymbis peecTpaujisf Ha 5 pokis - He UA/21402/01/01
ANCTUNAT TrKK, B (cybcTaHuis) y Meg K. Ha CC.A.C. niosisieae
80 nepepaxyHky Ha CKIAHNX
CymMapHwuii BMIiCT thnakoHax ans
TeTparigpokaHabiH hapmaueBTUYHOT

ony i Ha cyxy
peyosuHy Ta Kb/
+ KBJK, B
nepepaxyHky Ha
CymMapHwuii BMIiCT
KaHabigiony i Ha
CyXy pevyoBUHY

0 3aCToCyBaHHA

* gidnosioHo do iHhopmayii ogpiyitiHozo catimy Lienmpy BOO3 o cnisnpayi 8 Memodosioaii cmamucmuyHux docnidxens (https://www.whocc.no/atc_ddd_index/)



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

6 IIpopoBxeHHs gogaTka 1
HauyanbHUK
dapManeBTUYHOT0 yIIpPaB/JIiHHA Onekcanpap I'PIHEHKO



ITEPEJIIK
INEPEPEECTPOBAHUX JIIKAPCBKHMX 3ACOBIB (MEJVNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

Jopatok 2
[0 Hakasy MiHicTepcTBa OXOPOHMU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauito (nepepeecTpadito)
NiKapcbK1X 3aco6iB (MeguUHNX

iMyHOGionoriyHux npenaparis) Ta
BHECEHHSA 3MiH 10 peecTpauiiiHnX
marepianiB»
Bif 21 cepnHAa 2026 Ne 1164

Ne Hassa MixHa Ha3ssa Koo dopma sunycKy 3asasHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n | snikapcbko2 | podHa ditoyoi ATX (nikapcbka 3asi8HU BUPOGOH Bionycky aHHs1 peecmpayitiHo
0 3acoby Hena peyosuHU ¢hopma, Ka uKa 20
meHm yrnakoska) nocsi0OYeHHs1
oBaHa
Ha3sa
*
1. | AMBPOKC ambro | ambpokcony | - MOPOLLIOK TOB YkpaiHa Winna IHAisA MepepeecTpauis Ha HeOOMeXeHWIA - He UA/19146/01/01
ony xol rigpoxnopug, (cybeTaHuin) y "KYCyM" dapma TEepMiH niosnsieae
riaPoxno noAaBiNHMX NavidhcaineH
PUA noslieTuIeHOBUX ci3 Jliviteq,
nakeTtax ans
hapmaL,eBTUUHOT
0 3aCTOCYBaHHSA
2. | MEAIATOP ipidacr | inigakpuHy NO7AA Tabnetku no 20 TOB YkpaiHa MNAT YkpaiHa MepepeecTpauisi Ha HEOOMEXEHWIA 3a He UA/18462/01/01
H® ine rigpoxnopug mr, no 10 "APTEPIY "Kuismegnp TEPMiH. peyenmom nionsizae
MOHorigpart Tabnetoky MnTg" enapar” OHOB/IEHO iHGhopMaLLito B iIHCTPYKLT

6nictepi, no 5
6nicTepiB y nauui

ANA MeNYHOro 3acTOCyBaHHs
NiKapcbKoro 3acoby y po3ginax
"@apmakoTepanesTuyHa rpyna. Koz,
ATX" Wwoao Ha3sm 6e3 3MiHu Koay
ATX, "MobiuHi peakuii" BignosigHO
0o iHdhopmauii pedepeHTHOro
nikapcbkoro 3acoby (HelipoMianH®,
Tabnetku no 20 Mr), a TakoX y
po3gaini "Mo6iyHi peakuii” woao
BaXX/IMBOCTI 3BiTyBaHHSA NPO MOGiYHi
peakuji.

Pestome nnaHy ynpasniHHA
pu3sunkamu Bepcis 1.0 gogaetbes.
MepiognyHiCTb NOAAHHA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 Mopsaaky 34iACHEHHS
hapmakoHarnsgy, 3aTBepixeHoro




8 ITposioB)XeHHs lofaTKa 2
Ne Hassa MixHa Hassa Koo Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n | nikapcbkoe2 | podHa ditoyoi ATX (nikapcbka 3as8HU BUPOOH Bionycky aHHsi peecmpayitiHo
0 3acoby Hena peyosuHU ¢hopma, Ka uKa 20
meHm yrnakoska) nocsio4YeHHs1
osaHa
Ha3Ba
*
Haka3oM MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Bifg 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi tocTuuii YkpaiHm 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTea
OXOPOHU 340POB'SA YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu,
3a3Ha4YeHMU y NepioanYHOCTI
noJaHHsA perynspHuX 3BiTiB 3
6e3neku.
3. | NEPIHAON Perind | nepuHgonpn | CO9BAO | Tabnetku rno 8 MpAT YkpaiHa MpAT YkpaiHa MepepeecTpauis Ha HeOOMeXeHWIA 3a He UA/19069/01/02
PEC® YO opril ny TpeT- 4 mr/2,5 mr no 10 "®hapmaue "papmaueBT TEPMiH. peyenmom niosnsieae
and 6yTMnamiH Tabnetoky BTUYHA nyHa dipma OHOB/EHO iHhopMaL,ito B iIHCTPYKLiT
diureti | Ta 6nicTepi; no 3 abo ipma "OapHuus" [ANs MeAnyHOro 3acToCyBaHHS
cs iHoanamig no 9 6nictepis y "OapHuus” NiKapcbKoro 3acoby y po3ginax

nauuj

"®apmakosiorivyHi BnactneocTi”,
"Moka3aHHs" (pegaryBaHHs),
"B3aemogisa 3 iHWMMKW NiKapCbKUMu
3acob6amu Ta iHLWi BUAY B3aemogiii",
"Oco6nMBOCTI 3acTOCyBaHHS",
"Mo6ivHI peakuii” BigNoBIgHO A0
iHhopmawuii pechepeHTHOrO
nikapcbkoro 3acoby (Noliterax®,
TabneTku, BKpUTI N/1iIBKOBOKO
o060s10HKoto, 10 Mr/2,5 mr).
3arBepayKeHHs KOPOTKOT
XapakTepucTuky NikapcbKoro
3acoby.

Pestome nnaHy ynpasiHHA
pusukamu Bepcis 1.1 gogaetbes.
MepiognyHiCTb NOAAHHA PerynsipHoO
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 Mopsaaky 34iACHEHHS
thapmakoHarnsgy, 3aTBepixeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Bifg 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi tocTuuii YkpaiHm 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTea
OXOPOHU 340POB'SA YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu,
3a3Ha4YeHNMY Y NepiognyHoCTI
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ITposioB)XeHHs lofaTKa 2

n/n

Hassa
JliKapcbKoe
0 3acoby

MixHa
pooHa
Hena
meHm
osaHa
Ha3Ba

Hazsa
diroyoi
peyosuHuU

Koo
ATX

Popma surnycky
(nikapcbka
¢hopma,
ynakoska)

3assHuUK

KpaiHa
3as8HU
Ka

Bupo6HUK

KpaiHa
BUPOOH
uKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
20
nocsioYeHHs

NOAAHHS perynspHux 3BiTiB 3
6esneku.

NEPIHAON
PEC® YO

Perind
opril
and
diureti
cs

nepuHaonpu
ny TpeT-
6yTunamiH
Ta
iHganamig

CO09BAO
4

Tabnetkv no 4
mr/1,25 mr no 10
Tabnetoky
6nictepi; no 3 abo
no 9 6nictepiB y
nauui

MpAT
"®apmaue
BTUYHA
ipma
"AapHuus"”

YKpaina

MpAT
"®apmavueBT
nyHa oipma

"AapHnus”

YkpaiHa

MepepeecTpalisn Ha HeOOMeXeHNIA
TEpPMiH.

OHOB/1EHO iHhopMaLLito B IHCTPYKLT
ONs MeAnYHOro 3acToCyBaHHSA
nikapcbKoro 3acoby y po3ginax
"®apmMakosorivyHi BnactnsocTi”,

"MokasaHHs" (pegaryBaHHs),

"B3aemogis 3 iHWMMMU JliKapCbKMMM

3aco6amu Ta iHLWi BUAY B3aemMogiii",
"Oco61BOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakwii" BignoBigHO A0

iHchopmawii pecbepeHTHOrO
nikapcbkoro 3acoby (Noliterax®,
TabneTku, BKpUTI NNiBKOBOO
06010HKO, 10 Mr/2,5 mr).
3arBepaKeHHSA KOPOTKOT
XapakTepucTuKn NikapcbKoro
3acoby.

Pestome nnaHy ynpasniHHA
pviavkamu Bepcis 1.1 gogaerbcs.
MepiognYHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANoOBIAHO A0 Mopsaaky 34iACHEHHS
chapmakoHarnsgy, 3aTBepmxeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi tocTuLii YkpaiHm 29
ciyHsa 2007 poky 3a Ne 73/13340 (y
pepfakuii Haka3y MiHicTepcTBa
OXOPOHU 340pPOB's YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiognNyYHOCTI
NOAAaHHS perynspHux 3BiTiB 3
6esneku.

3a
peyernmom

He
nidnsieae

UA/19069/01/01

nPononic
y -
HACTOMKA

npononicy
HacTolika
(propolisi
tinctura)

DO3AX

HacToiika, no 25
mn abo no 100 mn
y chnakoHax
cknsHmx; no 100
My dhrakoHax
nosiMepHux; no
100 mn y donakoHi

AT
"Nly6Hnha
om"

YkpaiHa

AT
"Nly6Hndhap
o

Ykpaina

MepepeecTpalisn Ha HeOOMEXeHNIA
TEPMiH.
OHOB/1EHO iHGhopMaLLito B IHCTPYKLT
ANs MeAnYHOro 3acTocyBaHHSA
nikapcbKoro 3acoby y po3gini
"Mo6iyHI peakuii" WoA0 3BITYBaHHSA
npo NoGiyHi peakwyii.

6e3
peyenma

nidnsieae

UA/19030/01/01




10 ITpomoB>KeHHs fofaTKa 2
Ne Hassa MixHa Hassa Koo Popma surnycky 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n | nikapcbkoe2 | podHa ditoyoi ATX (nikapcbka 3as8HU BUPOOH Bionycky aHHsi peecmpayitiHo
0 3acoby Hena peyosuHU ¢hopma, Ka uKa 20
meHm yrnakoska) nocsio4YeHHs1
osaHa
Ha3Ba
*
CKNsiHOMY a60
noniMepHomy, no Pestome nnaHy ynpasiHHA
1 chnakoHy B nayu pv3vkamu Bepcisa 1.1 gogaerbcs.
3 KapTOHY MepiognyHICTb NOAAHHSA PerynspHoO
OHOBJIHOBAHOrO 3BITY 3 6e3Mneku,
BiANOBIAHO 0 MOpPsAAKY 34iMCHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
3[0pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi toCcTuLi YkpaiHn 29
ciyHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTea
OXOPOHU 30POB'sA YKpaiHu Bif, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMW,
3a3HavyeHnMn y nepioguyHoCTi
NoAAaHHSA perynsapHux 3BiTie 3
6e3neku.
* gidnosidHo do iHghopmayii ogpiyitiHozo calimy Lienmpy BOO3 no cnisnpayi 8 Memodosioaii cmamucmuyHux docnioxens (https://www.whocc.no/atc_ddd_index/)
HavanbHuk

dapmMaleBTUYHOI0 YNpPaB/IiHHSA

Onekcanpap I'PIIEHKO



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

ITEPEJIIK
JIIKAPCBKHMX 3ACOBIB (MEANYHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), II1OJ0 AKX BYJ/IN BHECEHI
3MIHU 1O PEECTPAIIIMHUX MATEPIAJIB, IKI BHOCATELECA 10 JEP)KABHOI'O PEECTPY JIIKAPCHKUX
3ACOBbIB

Hoparok 3

[0 Hakasy MiHicTepcTBa OXOPOHMU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpadito)
NiKapcbK1X 3aco6iB (MeguUHNX
iMyHOGionoriyHux npenaparis) Ta
BHECEHHSA 3MiH 10 peecTpauiiiHnX
marepianiB»

Bif 21 cepnas 2026 poxy Ne 1164

Ne Hassa MixHapo Hassa Koo Popma surnycky 3asasHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKO20 OHa diroyoi ATX (nikapcbka 3as8HU BUPOGH Bionycky | mysaH | peecmpayiliHo
3acoby HerlameH | pe4yosu c¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioYyeHHs1
Hasga*
1. | ABOAE/Nb levonorge | neBoHop | GO3A | Tabnetku no 1,5 3AT NnTtBa NABOPATOPIO Icnanis BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/17303/01/01
strel rectpen D01 mr; no 1 Tabnetui «IHTENI C NNEOH mMartepianis: 3miHu | TUny - 3MiHK peyenmo
y 6nicTepi, no 1 FEHEPUK PAPMA, C.A. LoAo 6e3nekn/edeKTMBHOCTI Ta M
6nictepy y C HOP» hapmakoHarnsgy. BeegeHHs abo

KapTOHHIA KOpoo6Li

3MiHW [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHnx Npo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBaXXEHOT 0co6MU,
BigNoBiganbHOI 3a 34jACHEHHSI
thapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapmakoHarnsagy 3asBHuka ans
3[iicCHEeHHS1 hapmMakoHarnsgy B
YKpaiHi, K0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0co6MU,
BignoBigabHOI 3a 34jACHEHHSI
hapmakoHarnagy (Bkiovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MiLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy). 3miHa
YMOBHOBaXEHOI 0CO6Y 3asBHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg.
Litova pepakuisn: Giedre Liutkeviciene /
l'eppe /ioTkasiveHe. MNponoHoBaHa
pegnakuis: Stanislovas Kasparavicius /
CraHicnosac Kacnapssivyc. 3miHa
KOHTaKTHUX [i@HUX YNOBHOBaXKEHOT
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ITponoB>xeHHs AojaTKa 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

ocobw, BiAnoBiAabLHOT 3a
hapmakoHarnag,. 3miHa
MicLie3HaXOMKEHHS MacTep-haiina
cuctemu hapmakoHarnsgy Ta moro
Homepa. 3MiHa MicLsi 34jiACHEHHS
OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy.

AOQBAHTAH®

methylpre
dnisolone

MEeTUANP
efHizon
OHY
auenoHa
T

DO7A
Ci14

Kpem 0,1 %; no5r
abo no 15 r y Ty6i;
no 1 1y6i B

KapTOHHI KOpoo6Li

NEO
dapma
AIC

[JaHis

JIEO ®apma
MaHydhakTypiHr
ITani CPN

ITanis

BHECEHHS 3MiH 0 peecTpaLinHmx
matepianis: 3miHu | TMNy - 3MiHK
oo 6e3snekn/edekTMBHOCTI Ta
hapmakoHarnsagy. 3miHa 4yactotu
Ta/abo TepMIHIB MOAAHHA perynsipHo
OHOB/IIOBAHUX 3BITiB 3 6e3nekn
nikapcbkunx 3acobis. 3miHa yactoTn Ta
TEPMiHIB NOAAHHSA perynsipHo
OHOB/IIOBAHOTO 3BITYy 3 6e3neKu.
[itova pepakuin: Yactora nogaHHs
perynsipHO OHOB/IIOBAHOTO 3BITY 3
6e3nekun 3 poku. KiHueBa gata ons
BK/IIOYEHHSA AaHunx o PO3b -
30.11.2026 p. Aara nogaHHA PO3b -
28.02.2027 p. MNMponoHoBaHa pefakLis:
YactoTa nofiaHHs perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn 5
pokiB. KiHueBa aarta ANns BKIOYEHHS
faHnx go PO36 - 30.11.2028 p. flata
nogaHHa PO36 - 28.02.2029 p.
PekomeHa0BaHO [0 3aTBEPKEHHS
BiANOBIAHO A0 NEepPiOANYHOCTI NoJaHHSA
perynsipHo OHOB/OBaHMX 3BITiB 3
6e3nekun nikapcbkunx 3acobis y €C.

6e3
peyenma

UA/0784/01/01

AEPTAN®

aceclofena
c

auekno
heHak

MO1A
B16

MOPOLLIOK ANs
opanibHOTl
cycneHsii no 100
mr; 20 nakeTiB 3
MOPOLLKOM Y
KapTOHHIl
ynakoBLi

BAT
"efeoH
PixTep"

yropLum
Ha

BUMNYCK cepil:
BAT "leneoH
PixTep",
YropumHa;
BMPOGHMLITBO
Hepo3hacoBaHo
T npoAykuji,
nepBuHHA
ynakoBka,
BTOPUHHA
ynakoBka:
IHaycTpiac
dapmaceyTikac
Anwmipan, C.A,,
Icnanis

Yropum
Ha/
IcnaHis

BHECEHHS 3MiH 0 peecTpaLinHnx
martepianis: 3miHu | TUny - 3MiHn
oo 6e3snekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHeHUX JaHux rnpo
cucTemy hapmakoHarnsgy (sBefeHHs
y3araslbHeHVX faHux npo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBaXEHOT 0co6M,
BiANOBIAA/IbHOI 3a 34IICHEHHS
thapmakoHarnsgy; KOHTaKTHoOi ocobu 3
hapmakoHarnsgy 3asiBHuka s
3[ifiCHEeHHs hapmakoHarnagy B
YKpaiHi, AKWw0 BOHa BiAMIHHA Bif
YNOBHOBaXEHOT 0co6M,
BiANOBIAa/IbHOI 3a 3A4iiCHEHHS

3a
peyermo
M

UA/13910/02/01
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ITponoB>xeHHs AojaTKa 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa

diroyoi

pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep

peecmpayitiHo
2o

nocsioYeHHs1

hapmakoHarnagy (Bkiovanoum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MiLLeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy).
3MiHa ynoBHOBaXKeHOT 0cobu
3as1BHKKA, BignoBigasibHOI 3a
hapmakoHarnsag.

[itoya pepakuis: Attina Onar.
MNMponoHoBaHa pepakuis: flacno
Cekeli.
3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXEHOI 0CO6Y 3asBHMKA,
BiAMNOBIAA/LHOT 32 hapmakoHarnsg.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0Cco6M 3as1BHMKA, BignoBigasIbHOI 3a
hapMakoHarnag B YKpaiHi.
3MiHa MicL,e3HaxXoMKEHHST MacTep-
thaiina cuctemu chapmakoHarnsgy.
3MiHa MicLA 34iACHEHHS OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy.

A3ALUUTUANH
AKKOP[,

azacitidine

asauuTm
OVH

Lo1BC

NOPOLLOK ANA
NPUroTyBaHHs
cycnensii gns
iH'eKUin, 25 mr/mn;
no 150 mry
donakoHi no 1
chakoHy y nauui

Akkopf,
Xenckea
C.Yy.

Icnanis

BMPOGHMLITBO
nikapcbKoro
3acoby,
nepBuHHe Ta
BTOPVHHE
naKyBaHHs:
IHTac
dapmacbioTikan
c Nlimiteq, IHais;

MiKPOGiONoriyvHi
mMeToan
(cTepunbHi i
HecTepusbHI):
dapmasanig
Kdpt.,
YropuimHa,
KOHTPO/Ib AKOCTI:
(XiMiYHi/i3nyHi
MeToam):
dapmagokc
Xenckea
Nimites,
ManbTa;
BignoBiganbHNiA
3a BMNYCK cepil:
AKKOpA, Xenckea

Moncka Cn. 3

KOHTPO/1b AKOCTi:

IHgis/
YropLum
Ha/
ManbTa/
MonbLa
/ Tpeuis

BHECEHHS 3MiH 40 peecTpaLinHmx
mMartepianis: 3miHu | TUny - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEHNX AaHnX Npo
cuctemMy chapmakoHarnagy (BBegeHHs
y3arasibHeHNX JaHnx Npo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBaXXEHOT 0co6MU,
BignoBiganbHOI 3a 34iACHEHHSI
thapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapmakoHarnsagy 3asBHuka ans
3[ificCHEeHHS1 hapmMakoHarnsgy B
YKpaiHi, K0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0co6MU,
BigNoBiganbHOI 3a 34jACHEHHSI
hapmakoHarnagy (Bkiovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MiLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy). 3miHa
YMOBHOBaXEHOI 0CO6Y 3asBHMKA,
BiANOBIAa/IbLHOI 3a hapmakoHarnsg,.
[itova pepakuin: Apnetta BepuHcbka /
Arletta Werynska. MponoHoBaHa
pepakuisi: Arata leliceBuy / Agata
Gesiewicz.
3MiHa KOHTaKTHUX AaHnX

YNOBHOBaXXEHOT 0co6MU,

3a
peyenmo
]

UA/20889/01/02
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ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
0.0. Cknap, BiANOBIAA/ILHOT 32 hapmakoHarnsg.
Imnoprepa,
MonbLa;
BTOPWHHE
nakyBaHHs Ta
KOHTPO/Tb AKOCTI
cepii: AKkopa
Xenckea CiHrn
Membep C.A.,
peuis
5. | ASUTPOMIUWMH | azithromyc | asuTpom | JO1FA | mopoLuok Ans Mictpan AHrnis AHOAPM Ipeuis BHECEHHS 3MiH 0 peecTpaLinHmx 3a He UA/19468/01/01
-BICTA in iLuHy 10 po3uunHy ons Kenitan XENNAC C.A matepianis: 3miHu | TMny - 3MiHK peyenmo | nionse
avrigpat iHpysiii no 500 Mr; | MeHemxm oo 6e3snekn/edekTMBHOCTI Ta M ae
1 chnakoH 3 eHT thapmakoHarnsagy. 3mMiHu y KOpoTkili
MOPOLLKOM B MavLi Nimiteq XapakTepucTuLi Nikapcbkoro 3acoby,

TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHS
reHepuYHMX/ribpuaHnx/6ionodibHNx
niKkapcbkunx 3acobiB Nic/is BHECEHHA
TiEi camol 3MiHV Ha pedepeHTHWI
npenapar (3miHa He noTpebye
HaZjaHHS XOAHUX HOBUX AOAATKOBMX
AaHnx) 3MiHN BHECEHO A0 IHCTPYKLUi
AN19 MeANYHOr0o 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainv
"Oco6nMBOCTI 3acTOCyBaHHA",
"3acTocyBaHHs y nepiog BariTHoCTI
abo rofyBaHHs rpyaaro"” 3rigHo 3
iHchopmauieto LWoa0 MegMuHoro
3acTocyBaHHA pethepeHTHOro
nikapcbkoro 3acoby (Zithromax IV,
Powder for solution for infusion).
BBefeHHs1 3MiH NpoTArom 6-T MicsALiB
nicnsa 3aTBepMKeHHs. 3MiHu | Tny -
3MiHn Wwopao 6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKkTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeAMYHOro 3acToCyBaHHA Ha NiacTasi
perynsipHoO OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpKeHb 3 6e3nekn 3acToCcyBaHHs
nikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBeAeHVX BiANOBIAHO A0 NnaHy
neaiatpnyHux gocnigpkeHs (PIP)
(3MiHY Y3rofkeHO 3 KOMMETEHTHUM
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ITponoB>xeHHs AojaTKa 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

YNOBHOB&XXEHUM OpraHom) 3miHu
BHECEHO 10 IHCTPYKLi 4158 MegUyYHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
po3ainu "dapmakonoriyHi
BnacTueocTi", "lMokasaHHA",
"MpoTunokasaHHs", "B3aemogis 3
iHLWIMMK NikapcbKMK 3acobamn Ta
iHWi BUAy B3aemogiii", "OcobnmneocTi
3acTocyBaHHA", "3acTocyBaHHA Y
nepiog, BariTHoCTi abo rogyBaHHsi
rpyaar”, "3aartHicTe BIANBATA HA
LUBMAKICTb peakwii Npy KepyBaHHI
aBTOTPAHCNOPTOM @60 iHLINMMK
mMexaHizmamu', "Cnoci6 3acTocyBaHHs
Ta gosun", "Aitn", "Mepeno3yBaHHA",
"Mo6iyHi peakui BigNoBigHO A0
OHOB/IEHOT iHdhopMaLlii 3 6e3neku
Ailo4oi pevoBrHN. BBeAeHHS 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS

AKTEMPA®

tocilizuma
b

Toumnizy
mab

LO4AC

KOHLieHTpaT Ans
pO34nHy Ans
iHdpysiiA, 20 mr/mn;
no 80 mr/4 mn abo
200 mr/10 mn, a6o
400 mr/20 mny
chnakoHi; no 1 abo
4 chnakoHn y
KapTOHHI KOpoo6Li

TOB
«Pow
YkpaiHa»

YKpaina

Brpo6HMUTBO
Hepo3hacoBaHo
T npoAykuji,
nepBuHHe
nakyBaHHS:
Yyraii dapma
MaHyheKTypuHT
Ko. T4, AnoHis;
Brpo6HMUTBO
Hepo3dacoBaHo
T npoaykujii (ans
ynakoBku rno 400
mr/20 mn),
BMNPOGYBaHHSA
KOHTPOJIHO SIKOCTI
(ansa ynakoBku
no 400 mr/20
mn): [hkeHeHTek
IHk., CLUA;
BunpobyBaHHs
KOHTPOJIH0 SIKOCTI
(ansa ynakoBku
no 400 mr/20
mn): JloHsa
MaHyheKTypyHT
NNC, CWA;
BTopuHe

nakyBaHHA,

AnoHis/
CLUA/
Lselina
pis

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3MiHu | TUNy - 3MiHK 3
akocTi. A®l. Bupo6bHMLTBO. 3MiHN B

npoueci BupobHuutea APl (HesHauHa
3MiHa y npoveci Bupo6HuuTea Adl) -
BHECEHHS HE3HAYHWX 3MiH Y
BMPOGHWNYOMY NPOLIECi aKTUBHOI
peyoBUHM TOLMNI3ymMmab Ana BBEAEHHS
npodiNakTUYHOI caHiTapHOi 06pO6KN
crnopouuaHum posymHom 30 MM
HaJoLTOBOT KACNOTKW Nicna npoueayp
3anoBHEHHS KOMOHKM A5 adiHHOT
xpomaTtorpadii MSSR.

3a
peyenmo
]

UA/13909/01/01
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ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
BMNPOGYBaHHSA
KOHTPO/IHO
AKOCTI, BUMYCK
cepii:
®.XothpmaHH-
Na Pow N1p,
LLiBeiiLapis
7. | AMIOAPOH amiodaron | amiogap | CO1B Tabnetkn no 200 AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/4514/01/01
e OHY DO1 wmr, o 10 "KMIBCbK "KNIBCbKWI marepianis: 3MiHu | TURYy - peuenmo
rigpoxno Tabnetok y 717 BITAMIHHUIA AMIHICTPaTVBHI 3MiHW. 3MiHa M
pua 6nicTepi; no 3 BITAMIHH 3ABO4" HaliMeHyBaHHs Ta/abo agpecu Micua
6nictepn y nayui 3 nn NPOBaKEHHS AiS/IbHOCTI BUPOOHUKA
KapToHy 3ABOA" (BKTrOYaKOUK, 3a HEOBXIAHOCTI, MicLe
NpoBefeHHS KOHTPO/IIO AKOCTI), abo
BNacHuka macTep-ghaiina Ha A®l, abo
noctavyasnbHuka Adl/BuxigHoro
martepiany/peareHTy/nPoMiKHOro
NPOAYKTY, WO 3aCTOCOBYOTLCA Y
BMPOOHULTBI ADI (AKLLO 3a3HAYEHO Y
[0CbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpoONechbkili
hapmakonei y 3aTBepaKeHOMY [0ChE,
abo BMpO6HMKa HOBOI AOMNOMIXHOT
PEeYOBUHY (SKLLLO 3a3HAYEHO Y [OCHE)
3MiHa Ha3Bu BUpoOHUKa AdI 3
Glenmark Life Sciences Limited, India
Ha Alivus Life Sciences Limited, India.
Brpo6Huya AinbHuus Ta yci BUpooHNMYi
onepavji 3a/mMwalnTbCa HE3MIHHUMU.
8. | AMOPO/®IH- amorolfine | amopon DO1A nak ons Hirtis 3AT NntBa LWaHenb IpnaHgis BHECEHHS 3MiH 0 peecTpavliinHmx 6e3 UA/18068/01/01
IHTENI chiHy E16 nikysanbHuit, 50 "IHTENI Megikan marepianis: 3miHu | TMny - 3miHn peyenma
rigpoxno mr/mnno 2,5mny FEHEPUK AHnimiTEq Loao 6e3nekn/edyeKTMBHOCTI Ta
pua donakoHi; no 1 C HOPA" Komnasi hapmakoHarnagy. BeegeHHs abo

chnakoHy B
KOMMNEKTI 3
nuaoYKaMm ans
HIrTiB, cepBeTkaMm
0151 OUMLLEHHSA Ta
wnaTensMu ans
HaHECEHHS naky y
KapTOHHI KOpoo6Li

3MiHW A0 y3arasibHeHUX JaHuX npo
cucTemy thapmakoHarnsagy (ssBefeHHs
y3arasibHeHVX aHnx Npo cuctemy
hapmakoHarnsgy, smiHa
yMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 32 34iICHEHHS
hapmakoHarnsgy; KOHTakTHoOi 0cobu 3
hapmakoHarnsagy 3asBHuka s
3[jicCHEHHs1 hapMakoHarnagy B
YkpaiHi, SKL0 BOHa BiAMIHHA Bif,
yMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
dhapmakoHaragy (Bkayarym
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ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
KOHTaKTHI AaHi) Ta/abo 3MiHu y
po3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3asBHYIKA,
BiANOBIAA/ILHOI 32 hapmakoHarnsg.
[Oitoua pepakuis: Giedre Liutkeviciene /
l'eppe /lioTkasiveHe. MNponoHoBaHa
pepakuis: Stanislovas Kasparavicius /
CraHicnoBac Kacnapssivyc. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
ocobu, BiANOBIAA/IbHOI 3a
hapmakoHarnsg. 3miHa
MiCLLe3HaXOKEHHS MacTep-haina
cucteMu hapmakoHarnsgy Ta ioro
HoMepa. 3MiHa MicLA 34iACHEHHSA
OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnagy.
9. | AHTIIIEKC- - rekceTu R0O2A cnpei gns TOBAPUC | YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH 40 peecTpayinHx 6e3 UA/10126/01/01
340POB'A OVH, A20 poTtoBoi TBO 3 BUPOGHMLTBA, martepianis: 3MiHu | TUNy - 3MiHK 3 peuenma
XOniHy nopoxHuHu, no 30 | OBMEXXE KOHTPO/Ib AKOCTI, akocTi. CepTudikaT BignosigHocTi/lE-
caniunn My 6as1oHi 3 HOKO BUMNYCK cepil: cepTudikar BiAMNoBIAHOCTI
ar, KnanaHom- BIANOBIA TOBAPUCTBO €Bponeiicbkiit
Xnopo6yT Hacocom, ANBHICT 3 thapmakonei/MoHorpadii. NMogaHHs
aHosny HacafKoto- 10) OBMEXXEHOIO HOBOro abo OHOB/IEHOTO cepTudikata
remirigp posnuoBadvem i «KOPMNOP BIANOBIAAIbH BiANOBIAHOCTI 260 BUYyYEHHS
ar 3axX1CHUM ALIA ICTIO cepTuchikaTa BiANOBIAHOCTI
KoBnaykom; rno 1 «310POB «KOPTOPALIA €Bponeiicbkiit hapmakonei: ana Adl;
6anoHy B "HA>» «300POB'A», ONs BUXIAHOTO
KapTOHHIi YkpaiHa, marepiany/peareHTy/npomikHOro
Kopo6ui; no 50 mn BCi cTagil NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
y thnakoHi 3 BUPOGHMLTBA, BUPO6HMUTBI A®I; Ana AONOMDKHOT
opasibHUM OKpiM KOHTPO/O peyoBuHYM (cepTudiikat BiANOBIAHOCTI
po3nuaBaibHUM AKOCTi Ta €Bponeiicbkiin hapmakonei) -
NPUCTPOEM i BUNYCKY cepii: OHoB/EHWIA cepTUdikaT Bif yxe
3axXUCHUM TOBAPUVCTBO 3aTBEPMKEHOr0 BUPOOHUKA. MogaHHA
KoBnaykom; no 1 3 OHOBJIEHOrO cepTudikaTa
chnakoHy B OBMEXXEHOIO BiAANOBIAHOCTI EBpONechkili
KapTOHHI KOpoo6Li BIANOBIAASIBH hapmaxonei Ne CEP 2013-148 - Rev
ICTHO 02 (3atBepmxeHo: R1-CEP 2013-148 -
«KOPMOPAULIA Rev 00). Ak HacnifoK yTOYHEHHS
«3[0POB’fA», Ha3BW Ta agpecy BUpobHuka 3 JSC
YkpaiHa OLAINFARM (5, Rupnicu Street

Latvia-LV-2114 Olaine) Ha OLPHA AS
(Rupnicu lela 5 Latvia-LV-2114 Olaine,
Olaines Novads), a TakoX yTOYHEHHS
TepMiHy nepekoHTposito Ad|
Xnop6yTaHony remirigpar - 5 pokis.
Buypo6HMYa AinbHMUSA Ta BCi BUPOGHWUI




18 ITponoB>xeHHs AojaTKa 3
Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
onepavji 3a/mMwalTbCa HE3MIHHUMU.
BBefieHHs1 3MiH NpoTArom 6-T MicsALIiB
nicnsa 3aTBePKEHHS.
10. | ATOPBACTAT atorvastati | atopsac | C10A TabneTku, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a He UA/15437/01/02
NH-AAPHULA n TaTuH AO5 060/10HKO0, N0 20 | "dapmaue "®apmMaueBTUUH marepianis: 3miHu | Tuny - 3miHn 3 peyenmo | nidnse
KanbLjto mr; no 10 BTUYHA a pipma AKOCTi. [0TOBWIA Nikapcbkunii 3acib. M ae
Tabnetok y ipma "OapHuus” Cuctema
KOHTYPHIl "NapHuus" KOHTeliHep/3aKyrnopoBasibHWii 3acib.
YapyHKOBIl 3MiHa po3mipy ynakoBKu roToBoro
ynakoBLi; no 3 abo nNiKapcbKoro 3acoby (3MiHa Ki/IbKOCTi
N0 9 KOHTYPHUX ognHWUG (Hanpuknag TabneTtok,
YapyHKOBMX amnyn ToLL0) B yMakoBLi:) - 3miHa
yNakoBOK y nauLli; nosa AjanasoHoM 3aTBEPMAXKEHNX
no 14 TabneTtok y po3MipiB ynakoBkn. BBeAeHHs1 40 BXe
KOHTYPHIl 3aTBepmxeHnx ynakosok Ne30 (10x3)
YapyHKOBIlA Ta Ne28 (14x2) poaaTkoBoro
ynakoBsLi; no 2 nakyBaHHs Ne90 (10x9) B nauui. 3miHu
KOHTYPHi BHECEHO B po34in "Ynakoska" B
YapyHKOBI IHCTPYKLiO AN MeguyHoro
ynakoBKM y navui 3aCTOCYBaHHS y 3B'A3KY 3 BBEEHHAM
[04aTKOBOro pO3mipy ynakoBku 3
BIANOBIAHMMU 3MiHAMW Y TEKCTI
MapKyBaHHS yNakoBOK /TIKapCbKOro
3aco6y. BBegeHHs 3MiH NpOTSAroM 6-1m
MicALiB Nicnsa 3aTBepAKEHHS.
11. | ATOPBACTAT atorvastati | atopsac | C10A TabneTkn, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnux 3a He UA/15437/01/01
NH-AAPHULA n TaTnH AO05 o6onoHkot, no 10 | "dapmaue "®apmMaueBTUUH marepianis: 3MiHu | TUny - 3MiHu 3 peyenmo | nions2
KasibLito Mmr; no 10 BTUYHA a thipma siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. M ae
Tabnetoky ipma "AapHuus" Cuctema
KOHTYPHil "NapHuus” KOHTeliHep/3aKyrnoptoBasbHWii 3acib.

YapyHKOBIA
ynakoBLi; no 3 abo
N0 9 KOHTYPHUX
YapyHKOBUX
ynakoBOK y nauy;
no 14 tabnetok y
KOHTYPHili
YapyHKOBIN
ynakosLi; no 2
KOHTYpPHi
YapyHKOBI
yNaKkoBKW y naui

3MiHa po3Mipy ynakoBKu roToBOro
nikapcbKoro 3acoby (3MiHa KinbKoCTi
oAvHULb (Hanpuknag TabneTok,
amny/ TOLLO) B ynakoBLi:) - 3MiHa
nosa fjianasoHoM 3aTBeP)KEHNX
po3mipiB ynakoskn. BBefeHHs [0 BXe
3aTBepmKeHnx ynakosok Ne30 (10x3)
Ta Ne28 (14x2) popaTkoBoro
nakysaHHa Ne90 (10x9) B nauLii. 3miHu
BHECEHO B po3fin "Ynakoska" B
IHCTPYKLil0 ANs MeanyHOro
3aCTOCYBaHHA y 3B'A3KY 3 BBEEHHAM
[04aTKOBOrO PO3MIpy YNakoBKu 3
BiANOBIAHUMY 3MiHAMW Y TEKCTi
MapKyBaHHs yrnakoBOK /TiKapCbKoro
3acoby. BBeeHHS 3MiH NPOTAroM 6-u
MicsLiB NicNs 3aTBEPKEHHS.




19 ITponoB>xeHHs AojaTKa 3
Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
12. | BEIAPA® Chlormadi | xnopma GO3A TabneTku, BKPUTI BAT Yropuu BAT "T'eneoH Yropwm BHECEHHS 3MiH 0 peecTpavjiinHmx 3a UA/2059/01/01
none and OVHOHY A15 NiBKOBOIO "l'efeoH Ha PixTep" Ha marepianis: 3miHu | TMny - 3miHn peyenmo
ethinylestr | auerar, 060/10HKOM, 2 PixTep" Loao 6e3nekn/edeKTMBHOCTI Ta M
adiol eTuHine mr/0,03 mr; no 21 thapmakoHarnagy. BeegeHHs abo
cTpagio Tabnetyiy 3MiHW [0 y3arasibBHeHUX JaHuX npo
n 6nicTepi; no 1 abo cucTemy chapmakoHarnsgy (BBefeHHs
3 6nictepn y y3arasibHeHVX faHux Npo cucTemy
KapTOHHIl thapmakoHarnsgy, 3miHa
ynakoBLi YMOBHOBaXEHOI 0cobw,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
hapmakoHarnsgy; KOHTakTHoOi ocoobu 3
thapmakoHarnsgy 3assHuka s
3[ificCHEHHS1 hapMakoHarnagy B
YKpaiHi, AKLLO0 BOHA BigMiHHA Bif
YMOBHOBaXeHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnagy (Bkiovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHMKA,
BiANOBIAabLHOT 32 hapmakoHarnsg.
[itoya pepakuis: Attina Onar.
MNMponoHoBaHa pepakuis: flacno
Cekeil. 3MiHa KOHTaKTHUX JaHWX
YNOBHOBaXEHOI 0CO6Y 3asBHMKA,
BiANOBIAa/IbLHOI 3a hapMakoHarnsg,.
3MiHa KOHTaKTHUX SAaHUX KOHTaKTHOT
ocobu 3asBHMKA, BiANOBIAA/ILHOI 3a
thapmakoHarnsg B Ykpaii.
3MiHa MicLie3HaxXoMKEeHHSI MacTep-
(haiina cuctemu chapmakoHarnsgy.
3MiHa Micus 34iICHEHHST OCHOBHOT
LiSNbHOCTI 3 hapmakoHarnsgy.
13. | BEM®O/A follitropin donitpo | GO3G PO34MH Ans BAT Yropwm 360pKa pyuku Yropwm BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/17528/01/01
alfa niH A05 iH ekl B "T'efeoH Ha ONstiH'EKLIN, Ha/ matepianis: 3miHu | TMNy - 3MiHK peyenmo
anba nonepegHL0 PixTep" BTOPUHHA Benuvka oo 6e3snekn/edekTMBHOCTI Ta M
HanoBHEHI pyuyL,i ynakoBKa, BpuTaHi thapmakoHarnagy. BeeaeHHs abo
no 75 MO (5,5 [03Bin Ha A 3MiHM A0 y3arasiHEHUX JaHuX Mpo
MKr)/0,125 mn; no BUNYCK cepi: cuctemy hapmakoHarnsgy (BBefeHHs
0,125 MmN po3UnHY BAT "TepeoH y3arasibHeHuX gaHux npo cucremy
Ons iH'exuili B PixTep", hapmakoHarnsgy, amiHa
CKIAHOMY YropuimHa, YNOBHOBaXEHOT 0cobM,
KapTpuaxi, 3 BMPOGHMLITBO BiANOBIAA/IbHOI 32 3AIICHEHHS
ryMOBOIO Hepo3dacoBaHo thapmakoHarnsgy; KOHTaKTHoi ocobu 3
npo6koto- T npoayku;i; hapmakoHarnagy 3asiBHuka ans
MOPLUHEM i nepBrHHa 3[iiCHEHHS hapmakoHarnagy B
TYMOBUM AMCKOM 3 ynakoBka YKpaiHi, AKW,0 BOHA BiAMIHHA Bif
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ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
IOMIHIEBUM (kapTpuoxi); YNOBHOB&XEHOT 0cobu,
KOBMayKom, KOHTPO/Ib AIKOCTI BiANOBIAA/IbHOT 32 34iICHEHHS
BMiLLlEHOMY Y 3a HacTynHUMHK chapmakoHarnsgy (Bkiovanoumn
pyuky ans NoKasHUKamu: KOHTaKTHi AaHi) Ta/abo 3MiHn y
BBE/leHHs; Mo 1 Bacterial po3MilLieHHi MacTep-chaiina cuctemm
abo 5, abo 10 endotoxins; thapmakoHarnsgy) 3miHa
nonepegHL0 Sterility; Visual YNOBHOB&XEHOT 0CO6U 3asBHYIKA,
HanoBHEHMX PYYOK Appearance; BiANOBIAA/ILHOI 32 hapmakoHarnsg.
3 0JHOPa30BNMMU Visible Particles; [itoua pepakuis: Attina Onar.
rofikamu Sub-visible MponoHoBaHa pepakuis: flacno
(BignosigHo 1 a6o Particles: CiMi Cekell. 3MiHa KOHTaKTHWUX JaHUX
5a60 10) i dapmacbioTikan YMOBHOBaXEHOI 0CO6Y 3asBHMKA,
cepBeTkamu, ¢ Nimitep, BiAMNOBIAA/LHOT 32 hapmakoHarnsg.
NpPOCOYEHNMN Benvka 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
cnupTom BpuTatis; ocobu 3asBHUKA, BiANOBIAA/ILHOI 3a
(BignosigHo 1 abo BMPOBHULTBO hapMakoHarnag B YKpaiHi.
5a6o 10) B Hepo3hacoBaHo 3MiHa MicL,e3HaxXoMKEHHST MacTep-
KapTOHHI KOpoo6Li T npoAykuji, thaiina cuctemu chapmakoHarnsgy.
nepBrYHHa 3MiHa MicLA 34iACHEHHS OCHOBHOT
ynakoBka AiSNbHOCTI 3 dhapmakoHarnagy.
(kapTpuaxi);
KOHTPO/Ib AKOCTI
3a BCiMa
nokasHvKamm
cneuudikaw,i,
okpim Biological
activity
(BionoriyHoi
aKTUBHOCTI) Ta
Sterility
(CtepunbHocTi))
: BAT "TepeoH
PixTep",
YropLmHa
14. | BEM®O/A follitropin cdonitpo | GO3G | po3uvH Ans BAT Yropwm 360pKa pyyku Yropuwm BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/17528/01/02
alfa niH A05 iH ekl B "T'efeoH Ha ONstiH'EKLIN, Ha/ matepianis: 3miHu | TMNy - 3MiHK peyenmo
anba nonepegHL0 PixTep" BTOPUHHA Benuvka oo 6e3snekn/edekTMBHOCTI Ta M
HanoBHEHI pyuyL,i ynakoBKa, BpuTaHi thapmakoHarnagy. BeeaeHHs abo
no 150 MO (11 [03Bin Ha A 3MiHM A0 y3arasiHEHUX JaHuX Mpo
MKr)/0,25 mn; no BUNYCK cepi: cuctemy hapmakoHarnsgy (BBefeHHs
0,25 M1 po3unHy BAT "TefeoH y3araJibHeHuUX AaHux Npo cuctemy
Ons iH'exuili B PixTep", hapmakoHarnsgy, amiHa
CKIAHOMY YropuimHa, YNOBHOBaXEHOT 0cobM,
KapTpuaxi, 3 BMPOGHMLITBO BiANOBIAA/IbHOI 32 3AIICHEHHS
ryMOBOIO Hepo3dacoBaHo thapmakoHarnsgy; KOHTaKTHoi ocobu 3
npo6koto- T npoayku;i; hapmakoHarnagy 3asiBHuka ans
MOPLUHEM i nepBrHHa 3[iiCHEHHS hapmakoHarnagy B
TYMOBUM AMCKOM 3 ynakoBka YKpaiHi, AKW,0 BOHA BiAMIHHA Bif
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ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
IOMIHIEBUM (kapTpuoxi); YNOBHOB&XEHOT 0cobu,
KOBMayKom, KOHTPO/Ib AIKOCTI BiANOBIAA/IbHOT 32 34iICHEHHS
BMiLLlEHOMY Y 3a HacTynHUMHK chapmakoHarnsgy (Bkiovanoumn
pyuky ans NoKasHUKamu: KOHTaKTHi AaHi) Ta/abo 3MiHn y
BBE/leHHs; Mo 1 Bacterial po3MilLieHHi MacTep-chaiina cuctemm
abo 5, abo 10 endotoxins; thapmakoHarnsgy) 3miHa
nonepegHL0 Sterility; Visual YNOBHOB&XEHOT 0CO6U 3asBHYIKA,
HanoBHEHMX PYYOK Appearance; BiANOBIAA/ILHOI 32 hapmakoHarnsg.
3 0JHOPa30BNMMU Visible Particles; [itoua pepakuis: Attina Onar.
rofikamu Sub-visible MponoHoBaHa pepakuis: flacno
(BignosigHo 1 a6o Particles: CiMi Cekell. 3MiHa KOHTaKTHWUX JaHUX
5a60 10) i dapmacbioTikan YMOBHOBaXEHOI 0CO6Y 3asBHMKA,
cepBeTkamu, ¢ Nimitep, BiAMNOBIAA/LHOT 32 hapmakoHarnsg.
NpPOCOYEHNMN Benvka 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
cnupTom BpuTatis; ocobu 3asBHUKA, BiANOBIAA/ILHOI 3a
(BignosigHo 1 abo BMPOBHULTBO hapMakoHarnag B YKpaiHi.
5a6o 10) B Hepo3hacoBaHo 3MiHa MicL,e3HaxXoMKEHHST MacTep-
KapTOHHI KOpoo6Li T npoAykuji, thaiina cuctemu chapmakoHarnsgy.
nepBrYHHa 3MiHa MicLA 34iACHEHHS OCHOBHOT
ynakoBka AiSNbHOCTI 3 dhapmakoHarnagy.
(kapTpuaxi);
KOHTPO/Ib AKOCTI
3a BCiMa
nokasHvKamm
cneuudikaw,i,
okpim Biological
activity
(BionoriyHoi
aKTUBHOCTI) Ta
Sterility
(CtepunbHocTi))
: BAT "TepeoH
PixTep",
YropLmHa
15. | BEM®OI/A follitropin donitpo | GO3G PO34MH Ans BAT Yropwm 360pKa pyuku Yropwm BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/17528/01/03
alfa niH A05 iH ekl B "T'efeoH Ha ONstiH'EKLIN, Ha/ matepianis: 3miHu | TMNy - 3MiHK peyenmo
anba nonepegHL0 PixTep" BTOPUHHA Benuvka oo 6e3snekn/edekTMBHOCTI Ta M
HanoBHEHI pyuyL,i ynakoBKa, BpuTaHi thapmakoHarnagy. BeeaeHHs abo
no 225 MO (16,5 [03Bin Ha A 3MiHM A0 y3arasiHEHUX JaHuX Mpo
MKr)/0,375 m; no BUNYCK cepi: cuctemy hapmakoHarnsgy (BBefeHHs
0,375 M1 pO3UnHY BAT "TepeoH y3arasibHeHuX gaHux npo cucrtemy
Ons iH'exuili B PixTep", hapmakoHarnsgy, amiHa
CKIAHOMY YropuimHa, YNOBHOBaXEHOT 0cobM,
KapTpuaxi, 3 BMPOGHMLITBO BiANOBIAA/IbHOI 32 3AIICHEHHS
ryMOBOIO Hepo3dacoBaHo thapmakoHarnsgy; KOHTaKTHoi ocobu 3
npo6koto- T npoayku;i; hapmakoHarnagy 3asiBHuka ans
MOPLUHEM i nepBrHHa 3[iiCHEHHS hapmakoHarnagy B
TYMOBUM AMCKOM 3 ynakoBka YKpaiHi, AKW,0 BOHA BiAMIHHA Bif
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ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
IOMIHIEBUM (kapTpuoxi); YNOBHOB&XEHOT 0cobu,
KOBMayKom, KOHTPO/Ib AIKOCTI BiANOBIAA/IbHOT 32 34iICHEHHS
BMiLLlEHOMY Y 3a HacTynHUMHK chapmakoHarnsgy (Bkiovanoumn
pyuky ans NoKasHUKamu: KOHTaKTHi AaHi) Ta/abo 3MiHn y
BBE/leHHs; Mo 1 Bacterial po3MilLieHHi MacTep-chaiina cuctemm
abo 5, abo 10 endotoxins; thapmakoHarnsgy) 3miHa
nonepegHL0 Sterility; Visual YNOBHOB&XEHOT 0CO6U 3asBHYIKA,
HanoBHEHMX PYYOK Appearance; BiANOBIAA/ILHOI 32 hapmakoHarnsg.
3 0JHOPa30BNMMU Visible Particles; [itoua pepakuis: Attina Onar.
rofikamu Sub-visible MponoHoBaHa pepakuis: flacno
(BignosigHo 1 a6o Particles: CiMi Cekell. 3MiHa KOHTaKTHWUX JaHUX
5a60 10) i dapmacbioTikan YMOBHOBaXEHOI 0CO6Y 3asBHMKA,
cepBeTkamu, ¢ Nimitep, BiAMNOBIAA/LHOT 32 hapmakoHarnsg.
NpPOCOYEHNMN Benvka 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
cnupTom BpuTatis; ocobu 3asBHUKA, BiANOBIAA/ILHOI 3a
(BignosigHo 1 abo BMPOBHULTBO hapMakoHarnag B YKpaiHi.
5a6o 10) B Hepo3hacoBaHo 3MiHa MicL,e3HaxXoMKEHHST MacTep-
KapTOHHI KOpoo6Li T npoAykuji, thaiina cuctemu chapmakoHarnsgy.
nepBrYHHa 3MiHa MicLA 34iACHEHHS OCHOBHOT
ynakoBka AiSNbHOCTI 3 dhapmakoHarnagy.
(kapTpuaxi);
KOHTPO/Ib AKOCTI
3a BCiMa
nokasHvKamm
cneuudikaw,i,
okpim Biological
activity
(BionoriyHoi
aKTUBHOCTI) Ta
Sterility
(CtepunbHocTi))
: BAT "TepeoH
PixTep",
YropLmHa
16. | BEM®O/A follitropin donitpo | GO3G PO34MH Ans BAT Yropwm 360pKa pyuku Yropwm BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/17528/01/04
alfa niH A05 iH ekl B "T'efeoH Ha ONstiH'EKLIN, Ha/ matepianis: 3miHu | TMNy - 3MiHK peyenmo
anba nonepegHL0 PixTep" BTOPUHHA Benuvka oo 6e3snekn/edekTMBHOCTI Ta M
HanoBHEHI pyuyL,i ynakoBKa, BpuTaHi thapmakoHarnagy. BeeaeHHs abo
no 300 MO (22 [03Bin Ha A 3MiHM A0 y3arasiHEHUX JaHuX Mpo
MKr)/0,5 mn; no 0,5 BUNYCK cepi: cuctemy hapmakoHarnsgy (BBefeHHs
M/1 PO34YuHY AN BAT "TefeoH y3araJibHeHuUX AaHux Npo cuctemy
iH'eKLin B PixTep", hapmakoHarnsgy, amiHa
CKIAHOMY YropuimHa, YNOBHOBaXEHOT 0cobM,
KapTpuaxi, 3 BMPOGHMLITBO BiANOBIAA/IbHOI 32 3AIICHEHHS
ryMOBOIO Hepo3dacoBaHo thapmakoHarnsgy; KOHTaKTHoi ocobu 3
npo6koto- T npoayku;i; hapmakoHarnagy 3asiBHuka ans
MOPLUHEM i nepBrHHa 3[iiCHEHHS hapmakoHarnagy B
TYMOBUM AMCKOM 3 ynakoBka YKpaiHi, AKW,0 BOHA BiAMIHHA Bif
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ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
IOMIHIEBUM (kapTpuoxi); YNOBHOB&XEHOT 0cobu,
KOBMayKom, KOHTPO/Ib AIKOCTI BiANOBIAA/IbHOT 32 34iICHEHHS
BMiLLlEHOMY Y 3a HacTynHUMHK chapmakoHarnsgy (Bkiovanoumn
pyuky ans NoKasHUKamu: KOHTaKTHi AaHi) Ta/abo 3MiHn y
BBE/leHHs; Mo 1 Bacterial po3MilLieHHi MacTep-chaiina cuctemm
abo 5, abo 10 endotoxins; thapmakoHarnsgy) 3miHa
nonepegHL0 Sterility; Visual YNOBHOB&XEHOT 0CO6U 3asBHYIKA,
HanoBHEHMX PYYOK Appearance; BiANOBIAA/ILHOI 32 hapmakoHarnsg.
3 0JHOPa30BNMMU Visible Particles; [itoua pepakuis: Attina Onar.
rofikamu Sub-visible MponoHoBaHa pepakuis: flacno
(BignosigHo 1 a6o Particles: CiMi Cekell. 3MiHa KOHTaKTHWUX JaHUX
5a60 10) i dapmacbioTikan YMOBHOBaXEHOI 0CO6Y 3asBHMKA,
cepBeTkamu, ¢ Nimitep, BiAMNOBIAA/LHOT 32 hapmakoHarnsg.
NpPOCOYEHNMN Benvka 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
cnupTom BpuTatis; ocobu 3asBHUKA, BiANOBIAA/ILHOI 3a
(BignosigHo 1 abo BMPOBHULTBO hapMakoHarnag B YKpaiHi.
5a6o 10) B Hepo3hacoBaHo 3MiHa MicL,e3HaxXoMKEHHST MacTep-
KapTOHHI KOpoo6Li T npoAykuji, thaiina cuctemu chapmakoHarnsgy.
nepBrYHHa 3MiHa MicLA 34iACHEHHS OCHOBHOT
ynakoBka AiSNbHOCTI 3 dhapmakoHarnagy.
(kapTpuaxi);
KOHTPO/Ib AKOCTI
3a BCiMa
nokasHvKamm
cneuudikaw,i,
okpim Biological
activity
(BionoriyHoi
aKTUBHOCTI) Ta
Sterility
(CtepunbHocTi))
: BAT "TepeoH
PixTep",
YropLmHa
17. | BEM®OI/A follitropin donitpo | GO3G PO34MH Ans BAT Yropwm 360pKa pyuku Yropwm BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/17528/01/05
alfa niH A05 iH ekl B "T'efeoH Ha ONstiH'EKLIN, Ha/ matepianis: 3miHu | TMNy - 3MiHK peyenmo
anba nonepegHL0 PixTep" BTOPUHHA Benuvka oo 6e3snekn/edekTMBHOCTI Ta M
HanoBHEHI pyuyL,i ynakoBKa, BpuTaHi thapmakoHarnagy. BeeaeHHs abo
no 450 MO (33 [03Bin Ha A 3MiHM A0 y3arasiHEHUX JaHuX Mpo
MKr)/0,75 Mmn; no BUNYCK cepi: cuctemy hapmakoHarnsgy (BBefeHHs
0,75 M1 pO3UnHY BAT "TefeoH y3araJibHeHuUX AaHux Npo cuctemy
Ons iH'exuili B PixTep", hapmakoHarnsgy, amiHa
CKIAHOMY YropuimHa, YNOBHOBaXEHOT 0cobM,
KapTpuaxi, 3 BMPOGHMLITBO BiANOBIAA/IbHOI 32 3AIICHEHHS
ryMOBOIO Hepo3dacoBaHo thapmakoHarnsgy; KOHTaKTHoi ocobu 3
npo6koto- T npoayku;i; hapmakoHarnagy 3asiBHuka ans
MOPLUHEM i nepBrHHa 3[iiCHEHHS hapmakoHarnagy B
TYMOBUM AMCKOM 3 ynakoBka YKpaiHi, AKW,0 BOHA BiAMIHHA Bif
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ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
IOMIHIEBUM (kapTpuoxi); YNOBHOB&XEHOT 0cobu,
KOBMayKom, KOHTPO/Ib AIKOCTI BiANOBIAA/IbHOT 32 34iICHEHHS
BMiLLlEHOMY Y 3a HacTynHUMHK chapmakoHarnsgy (Bkiovanoumn
pyuky ans NoKasHUKamu: KOHTaKTHi AaHi) Ta/abo 3MiHn y
BBE/leHHs; Mo 1 Bacterial po3MilLieHHi MacTep-chaiina cuctemm
abo 5, abo 10 endotoxins; thapmakoHarnsgy) 3miHa
nonepegHL0 Sterility; Visual YNOBHOB&XEHOT 0CO6U 3asBHYIKA,
HanoBHEHMX PYYOK Appearance; BiANOBIAA/ILHOI 32 hapmakoHarnsg.
3 0JHOPa30BNMMU Visible Particles; [itoua pepakuis: Attina Onar.
rofikamu Sub-visible MponoHoBaHa pepakuis: flacno
(BignosigHo 1 a6o Particles: CiMi Cekell. 3MiHa KOHTaKTHWUX JaHUX
5a60 10) i dapmacbioTikan YMOBHOBaXEHOI 0CO6Y 3asBHMKA,
cepBeTkamu, ¢ Nimitep, BiAMNOBIAA/LHOT 32 hapmakoHarnsg.
NpPOCOYEHNMN Benvka 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
cnupTom BpuTatis; ocobu 3asBHUKA, BiANOBIAA/ILHOI 3a
(BignosigHo 1 abo BMPOBHULTBO hapMakoHarnag B YKpaiHi.
5a6o 10) B Hepo3hacoBaHo 3MiHa MicL,e3HaxXoMKEHHST MacTep-
KapTOHHI KOpoo6Li T npoAykuji, thaiina cuctemu chapmakoHarnsgy.
nepBrYHHa 3MiHa MicLA 34iACHEHHS OCHOBHOT
ynakoBka AiSNbHOCTI 3 dhapmakoHarnagy.
(kapTpuaxi);
KOHTPO/Ib AKOCTI
3a BCiMa
nokasHvKamm
cneuudikaw,i,
okpim Biological
activity
(BionoriyHoi
aKTUBHOCTI) Ta
Sterility
(CtepunbHocTi))
: BAT "TepeoH
PixTep",
YropLmHa
18. | BETAK betaxolol 6etakco | CO7A TabneTkn, BKPUTI Megokemi Kinp BMPOGHMLTBO 3a Kinp/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/7563/01/01
nony BO5 NiBKOBOIO Nimiteq NOBHUM UMKNOM: | B’eTHam mMarepianis: 3miHu | Tuny - peyenmo
rigpoxno 060/10HKO10, Mo 20 Megokemi AMIHICTpaTVBHI 3MiHW. 3MiHa M
pug, mr, no 10 Nimiteg, Kinp; HaliMeHyBaHHs Ta/abo agpecun
Tabnetoky BMPOGHMLTBO, 3asBHMKa (BNacHvKa peecTpauiiHoro
6nictepi; no 3 nepBrHHE nocBigyeHHs1) 3MiHa Ha3BW Ta agpecu
6nictepn y nakyBaHHs, 3as1BHMKa (BNacHVKa peecTpauiintHoro
KapTOHHIA KOpoo6Li BTOPUHHE nocBigYeHHs)
nakyBaHHS:
Megpokewmi (Pa
leT) N7,

B’eTHam
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ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
19. | BETAK betaxolol 6etakco | CO7A TabneTku, BKPUTI Megokemi Kinp BMPOGHMLTBO 3a Kinp BHECEHHS 3MiH 0 peecTpavjiinHmx 3a UA/7563/01/02
nony BO5 NiBKOBOIO Nimiteq NOBHUM LNK/IOM: marepianis: 3miHu | Tuny - peyenmo
rigpoxso 060/10HKO10, Mo 10 Megokemi AAMiHICTpaTUBHI 3MiHK. 3MiHa M
pua Mmr, no 10 Nimite, Kinp HaliMeHyBaHHsi Ta/abo agpecu
Tabnetoky 3as1BHMKa (BN1lacHVKa peecTpauiiHoro
6nicTepi; no 3 noceigyeHHs) 3miHa Ha3BW Ta agpecu
6nictepn y 3asiBHUKA (BNacHWKa peecTpauiinHoro
KapTOHHI KOpoo6Lli nocBigYEHHS)
20. | BINABEN bilastine 6inactu RO6A Tabnetku no 20 BIB NAV® IHais BiBimeg Jlabc IHgis BHECEHHS 3MiH 40 peecTpaLinHx 3a He UA/19908/01/01
H X29 Mmr; no 10 nnn nrp, MaTtepianis: 3miHu | TUny - peuenmo | nions2
Tabnetoky AAMIHICTpaTMBHI 3MiHN. 3MiHa Ha3Bu M ae
6nicTtepi; no 1 nikapcbKoro 3acoby - 3miHa Ha3Bu
6nictepy y nikapcbkoro 3acoby. 3SATBEPIXKEHO:
KapTOHHI KOpoo6Li ®TYCTUH. 3ANPOMOHOBAHO:
BIIABEJ (BILAVEL)
21. | BIOK/OT A® von thakTop B02B | niodpinizat gns TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/16249/01/02
Willebrand | 3roptaH D06 pO3unHy Ans "BIODAP "BIO®PAPMA marepianis: 3miHu | Tuny - 3miHK 3 peyenmo
factor and Ha VIII iH’exuii no 500 MA MNA3SMA", AKocTi. A®l. KoHTponb A®I. 3miHa y M
coagulatio | nauHK, MO; 1 chnakoH 3 MNA3MA" YkpaiHa napameTpax crneuudikauii Ta/abo
n factor thaxTop niogpinizatom y (B1pOGHULTBO, A0NYCTUMUX MEX, BUSHAUYEHUX Y
VIIlin doH KOMMNEKTi 3 nepBrHHE Ta cneuudikauisx Ha A®l, abo
combinatio | Binne6p PO3UYMHHUKOM BTOPVHHE BUXiAHWIA/NPOMIXKHWIA
n aHga (Boga oA nakyBaHHs, NpoAyKT/peareHT, Wo
NOANHNY; iH’exuiii) no 10 mn KOHTPO/1b SIKOCTI, BMKOPUCTOBYIOTLCS Y NPOLECI
y thnakoHi; no 1 BUMYCK Cepild) BMpo6HULUTBa API (BUIYUYEHHS
chnakoHy 3 He3HayHOro nokKasHuka sIKocTi
niocpinizatom Ta (Hanpukniag BUNyYeHHN 3acTapinoro
no 1 chnakoHy 3 nokasHuka)) BunyyeHHs nokasHvikis
PO3YMHHUKOM KOHTPO/I0: «Onunc», «pH» ta
pasom i3 «3arasibHuiA 6inok» y nepLiomy
3acobamu ans romMoreHHoMmy nysi na3mu, OCKilbKn
PO34YMHEHHS Ta [aHi NOKa3HVIKM He € KPUTUYHUMUK A8
BBefeHHs (1 OLiHKM SIKOCTi Ta 6e3nekn Ha fJaHOMy
npucTpin gns eTani BupobHuuUTBa i He nepefbayeHi
nepeHeceHHs Ta AK 060B’A3KOBI BiANOBIAHO A0 BUMOT
inbTpauii, 1 EMA/CHMP/BWP/706271/2010, Ph.
wnpuy, Eur. 0853 Ta USP <1180>
0/iHOPAa30BUii 3
rosikoto gns
iH'exuil, 1
Kpunbyara
iHpysiiHa
cucTema) y nauui 3
KapToHy
22. | BIOKNOT A® von hakTop B02B | niodpinizat gns TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH 0 peecTpavLinHmx 3a UA/16249/01/03
Willebrand | 3roptaH D06 po3uMHy Ans "BIO®AP "BIO®PAPMA marepianis: 3miHu | Tuny - 3miHu 3 peyenmo
factor and Ha VIII iH’ekuin no 1000 MA MNA3MA", sKocTi. A®l. KoHTponb A®I. 3miHa y M




26 ITponoB>xeHHs AojaTKa 3
Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
coagulatio | noauHK, MO; 1 cpnakoH 3 MNA3MA" YkpaiHa napameTpax cneuudikauii Ta/abo
n factor thaxTop niogpinizatom y (B1pOGHULTBO, [0NYCTUMUX MEX, BUSHAUYEHUX Y
VIl in choH KOMM/IEKTI 3 nepBUHHE Ta cneuudikalisx Ha Adl, abo
combinatio | Binne6p PO3UYMHHUKOM BTOPWHHE BUXiAHWA/NPOMIKHWIA
n aHpa (Boga gns nakyBaHHs, NpoAyKT/peareHT, Wo
NOANHY; iH'exuiii) no 10 mn KOHTPO/Ib AKOCTI, BMKOPMCTOBYHOTLCS Y MPOLECI
y thnakoHi; no 1 BUMYCK Cepild) BUpo6GHULUTBa API (BUTYyUYEHHS
dhnakoHy 3 He3Ha4HOro noKasHuka sIKocTi
niodpinizatom Ta (Hanpwvkiag BUTy4YeHHS 3acTapinoro
no 1 chnakoHy 3 nokasHuka)) BunyyeHHs nokasHukiB
PO3UYNHHNKOM KOHTPOSIH0: «Onuc», «pH» Ta
pasom i3 «3arasibHuiA 6inok» y nepLiomy
3acobamu gns romMoreHHomy nyni nia3mu, OCKifbkn
PO34YMHEHHS Ta [aHi NOKa3HUKN He € KpUTUYHUMK ANA
BBeAeHHS (1 OLiHKM SIKOCTi Ta 6e3nekn Ha JaHOMy
npucTpin ans eTani BupobHuuUTBa i He nepeabayeHi
nepeHeceHHs Ta AIK 060B’AA3KOBI BiANOBIAHO 40 BUMOT
inbTpauii, 1 EMA/CHMP/BWP/706271/2010, Ph.
wnpuy, Eur. 0853 Ta USP <1180>
0/iHOpa3oBuii 3
rosikoto ans
iH'exuil, 1
Kpunbyarta
iHpy3iiHa
cucTema) y nauui 3
KapToHy
23. | BIOKNOT A® von thakTop B02B | niocpinizar gns TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHx 3a UA/16249/01/01
Willebrand | 3ropTaH D06 pO3unHy aons "BIO®AP "BIO®PAPMA martepianis: 3MiHu | TUNy - 3MiHK 3 peuyenmo
factor and Ha VIII iH’ekuii no 250 MA MNA3SMA", akocTi. A®l. KoHTponb A®I. 3miHa y M
coagulatio | noavHW, MO, 1 chnakoH 3 MNA3MA" YkpaiHa napameTpax cneuudikauii Ta/abo
n factor thakTop niocpinizatom y (BUMPOGHMLTBO, LOMYCTUMUX MEX, BUSHAUEHUX Y
VIl in ooH KOMMNEKTi 3 nepBUHHE Ta cneundikauiax Ha A®l, abo
combinatio | Binne6p PO3YMHHUKOM BTOPUHHE BUXIiAHWA/NPOMIKHWIA
n aHga (Bopa ans nakyBaHHs, npoayKT/pearenT, Wwo
NOANHNY; iH'exuii) no 5 mny KOHTPO/Ib AKOCTI, BMKOPWCTOBYHOTbCS Y MPOLECI

chnakoHi; no 1
donakoHy 3
niocpinisatom Ta
no 1 dpnakoHy 3
PO3UYNHHVKOM
pasom i3
3acobamu ans
PO3YMHEHHA Ta
BBeAeHHs (1
npucTpin ans
nepeHeceHHs Ta
inbTpauii, 1
LUMpULL

BUMYCK Cepilid)

BMPOGHMLTBA AD| (BUNYYEHHS
He3Ha4yHOro NokKasHuKa AKOCTi
(Hanpvknag BUy4YeHHSs 3acTapinoro
nokasHuka)) BuiyyeHHs nokasHuKiB
KOHTpOsIO: «Onuc», «pH» Ta
«3arasibHuiA 6inok» y nepLiomy
rOMOreHHOMY My Na3Mu, OCKISTbKN
[aHi NOKa3HUKN He € KpUTUYHUMK ANA
OLiHKM SIKOCTi Ta 6e3nekun Ha gaHoMmy
eTani BUpobHMLTBa i He nepeabayeHi
SIK 060B’AA3KOBI Bi4NOBIAHO 1O BUMOT
EMA/CHMP/BWP/706271/2010, Ph.
Eur. 0853 1a USP <1180>
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ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
04HOPAa3oBUii 3
roniKoK Ans
iHekujn, 1
Kpunbuarta
iHy3iliHa
cucTema) y naudi 3
KapToHYy
24. | BNICCEN estriol ecTpion G03C reflb BariHasibHUi, ITANPAP Icnanis ITANPAPMAKO, IcnaHis BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/20229/01/01
A04 50 mkr/r; no 10 1 MAKO, C.A. marepianis: 3miHu | Tuny - 3MiHK 3 peyenmo
reno C.A. akocTi. CepTudpikaT BignosigHOCTI/lE- M
BariHa/IbHOro B ceptudikart BiAnNoBIAHOCTI
aoMiHieBili Ty6i 3 €Bponeiicbkii
KoBMaykom, no 1 hapmakonei/MoHorpadii. NMogaHHA
QTIOMIHIEBIN TY6i 3 HOBOro abo OHOBNIEHOro cepTucpikata
KOBMA4KoM y BiANOBIAHOCTI 260 BUyYEHHS
KomMnnekTi 3 1 cepTudpikarta BiANOBIAHOCTI
6nicTepom, wo €poneiicbkinn thapmakonei: ana Adl;
MicTuTb 10 051 BUXiAHOTO
0 HOPa30BUX matepiany/peareHTy/nPoOMbKHOIo
KaHonb Ta 1 NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
nopLieHb BMPOGHMLTBI A®I; ANt [ONOMIXHOT
baraTtopa3oBoro peyoBuHY (cepTuddikat BiAMNOBIAHOCTI
BVMKOPUCTaHHSA B €Bponeiicbkin hapmakonei) -
KapTOHHI nayi OHoBreHWiA cepTudikat Bif yxe
3aTBEPAKEHOTO BUPOOHMKA - NOAAHHS
OHOB/IEHOTO cepTudikaTy
BiANOBIAHOCTI EBpoONechbkili
hapmakonei CEP 2020-208-Rev 03
Bif 3aTBEPXEHOr0 BUPOOHMKa Aspen
Oss B.V, Higepnanaw gitoyoi
peyoBUHU ecTpion (3aTBepaxeHo: RO-
CEP 2020-208-Rev 01;
3anponoHosaHo: CEP 2020-208-Rev
03)
25. | BO3SEHTAH bosentan 603eHTa | CO2K TabneTkn, BKPUTI AkKopg, Higepna | BignosigasibHuii | Monblua BHECEHHS 3MiH 40 peecTpauiiHnux 3a UA/20790/01/01
AKKOP/ 125 H (Y X01 NNiBKOBOO Xernckea HOY 3a BUNYCK cepil: [ Inpis/ marepianis: 3MiHu | TUny - 3MiHu 3 peyenmo
Ml TABNETKW, BUrNAAI 060/10HKO10, 125 B.B. Akkopp Xenckea | Benuka siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. M
BKPUTI MOHOTiZ, mr, no 14 Moncka Cn. 3 BpuTtaHi | 3MiHM Yy BUpOOGHMUTBI. 3MiHM y NpoLeci
NNiIBKOBOKO pary) TabneTok, BKpUTMX 0.0., Monbuwa; al BVMPOGHMLTBA rOTOBOTO J1iKapCbKOro
OBOJIOHKOO/ N1iBKOBOIO BMPOGHMLITBO Icnanis/ 3aco6y, BK/1KOHAKUN NPOMDKHUIA
BOSENTAN 060/10HKOI0, Y nikapcbKoro peuis NMPOAYKT, LLIO 3aCTOCOBYETLCS NP
ACCORD 125 6nicTepi; no 4 3acoby, BMPOGHULTBI FOTOBOTO NiKapCbKOro
MG FILM- 6nictepn y nauui nepBrHHE Ta 3acoby (He3HauyHa 3miHa y npoueci
COATED BTOPVHHE BVMPOGHMLTBA) HE3HAYHI 3MiHN
TABLET nakyBaHHs: napameTpiB NpoLecy Ha cTagiax
IHTac CyXOro 3MilllyBaHHs, rpaHynauii Ta

PapmacbioTikan

CYLUiHHA Mif Yac BUpoBHMYOro
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ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
¢ Nimiten, IHAjs; npouecy MNa3.
popatkose
BTOPVHHE
nakyBaHHS:
AkKoppg, Xenckea
NimiTen, Benvka
BpuTaHis;
KOHTPO/1b AKOCTI:
Na6opartopi
dyHpaacio Jay,
IcnaHis;
Jopjartkose
BTOPWHHE
nakyBaHHs,
KOHTPO/1b AKOCTI
cepii:
AKKoppg, Xenckea
Cinrn Membep
C.A,, Npeuis
26. | BOPTUB® bortezomi 6opTteso | LO1X po34uH Ans AkKopf, Icnanis BignosiganbHuii | Monba BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/20942/01/01
b Mi6 GO01 iH'ekuin, 2,5 mr/mn; Xenckea 3a BUNycK cepii: [ \ngis/ matepianis: 3miHu | TMny - 3MiHK peyenmo
no 1,4 mn (3,5 mr) C.JY., Akkoppg Xenckea | Yropm oo 6e3snekn/edekTMBHOCTI Ta M
y thnakoHi, no 1 Icnanis Moncka Cn. 3 Ha hapmakoHarnsgy. BeegeHHs abo
dhnakoHy y nayuj 0.0. Cknag 3MiHU [0 y3ara/lbHEHNX AaHnX Npo
IMnopTepa, cuctemy thapmakoHarnagy (BBegeHHs
Monbuwa; y3araslbHeHVX faHux npo cuctemy
BMPOGHMLITBO hapmakoHarnsgy, amiHa
nikapcbkoro yNOBHOBaXeHOT 0cobwm,
3acoby, BiANOBIAA/IbHOI 32 3AIICHEHHS
nepBUHHe Ta thapmakoHarnsgy; KOHTaKTHoi ocobu 3
BTOPVHHE chapmakoHarnsgy 3asBHuka ans
nakyBaHHs: 3[iiCHEHHS hapmakoHarnagy B
IHTac YKpaiHi, KL BOHA BigMiHHA Bif

dapmacbioTikan
c Nlimiteq, IHais;
KOHTPO/Ib AKOCTI
(mikpob6ionoriyHi
mMeToam
(cTepinbHicTb Ta
He
CTEPUIbHICTB)):
dapmaBarnig
Kdr.,
YropumHa;
KOHTPO/Ib AKOCTI
(XiMiYHI/i3nyHI
mMeToaw):
€BpodoiHC

YNOBHOBaXEHOT 0cobM,
BiANOBIAA/IbHOI 32 3AIICHEHHS
thapmakoHarnsgy (Bko4yatoum
KOHTaKTHi faHi) Ta/abo 3MiHN y

pO3MiLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYIKA,
BiANOBIAA/IbHOI 32 hapmakoHarnsga.
[itoua pepakuis: Apnetta BepuHcbka /
Arletta Werynska. MNponoHoBaHa
pepakuis: Arata lelicesuy / Agata
Gesiewicz. 3MiHa KOHTaKTHUX AaHWX
YNOBHOBaXEHOT 0co6M,
BiANOBIAA/IbHOI 32 hapmakoHarnsga.
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ITponoB>xeHHs AojaTKa 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

AHaniTikan
Cepsices
XaHrepi K.,
YropLmHa

27.

BPOMOKPUNT
NH-PIXTEP

bromocript
ine

6pomokp
UNTYH (y
BUrNAAI
6pomokp
UNTUHY
me3unar

y)

G02C
BO1,
N04B
co1

Tabnetkn no 2,5
mr; no 30
Tabnetok y
donakoHi, no 1
chnakoHy B
KapTOHHIl
ynakoBLi

BAT
"efeoH
PixTep"

Yropum
Ha

BAT "TepeoH
PixTep"

Yropm
Ha

BHECEHHS 3MiH 0 peecTpaLinHx
matepianis: 3miHu | TMny - 3MiHK
oo 6e3snekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHWX AaHnX Npo
cuctemy thapmakoHarnagy (BBegeHHs
y3araslbHeHVX faHux npo cuctemy
hapmakoHarnsgy, amiHa
YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 3AIICHEHHS
thapmakoHarnsgy; KOHTaKTHoi ocobu 3
chapmMakoHarnsgy 3asBHuka ans
3[iiCHEHHS hapmakoHarnagy B
YKpaiHi, KLL0 BOHA BigMiHHA Bif
YNOBHOBaXEHOT 0co6M,
BiANOBIAA/IbHOI 32 3AIICHEHHS
thapmakoHarnsgy (Bko4yatoum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy).
3MiHa ynoBHOBaXeHOoi ocobu
3asBHMKA, BiANOBIAA/IbHOI 3a
thapmakoHarnsag,.

Litova pepakuia: Attina Onar.
MponoHoBaHa pepakuis: Slacno
Cekeli.
3MiHa KOHTaKTHUX JAaHuX
YMOBHOBaXEHOI 0CO6U 3asBHMKA,
BiANOBIAa/IbLHOI 3a hapmakoHarnsg,.
3MiHa KOHTaKTHUX OAaHUX KOHTaKTHOT
ocobu 3asBHUKA, BiANOBIAA/IbHOI 3a
thapmakoHarnsg B Ykpaii.
3MiHa MicLle3HaxXoMKeHHs1 MacTep-
thaiina cuctemmn chapmakoHarnsgy.
3MiHa Micus 34jiiCHEHHsST OCHOBHOT
LiSNbHOCTI 3 hapmakoHarnsaay.

3a
peyerimo
M

UA/3209/01/01

28.

BAHKOBALWA,

vancomyci
n

BaHKOMi
UnHy
rigpoxno
pna

JO1XA
01,
AO7A
A09

MOPOLLIOK AN1s
pO34nHy Ans
iHpy3iii no 1000
mr; no 1000 mr
NOPOLLKY Y
donakoHi, no 1 a6o
no 10 chnakoHis y

MicTtpan
Kenitan
MeHexm
eHT
Nimiteq

AHrnis

NNABOPATOPIO
PEUI XXO®DPE,
C.A.

IcnaHis

BHECEHHS 3MiH 0 peecTpaLinHmx

martepianis: 3miHu | TUny - 3MiHn

oo 6e3snekn/edeKTMBHOCTI Ta
hapmakoHarniagy. 3miHa y KopoTkili
XapakTepucTuL, Nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iIHCTPYKUiT 4Nns
Me[IM4HOro 3aCTOCYBaHHS Ha nigcrasi

3a
peyermo
M

Heu
niosse
ae

UA/20250/01/02
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ITponoB>xeHHs AojaTKa 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

KapTOHHI KOpoo6Li

perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpKeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKkoro 3acoby B
nicnsipeecTpavjiiHnii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHb,
npoBeAeHVX BiANOBIAHO A0 NnaHy
negiatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rofXeHO 3 KOMMETEHTHUM
YNOBHOB&XEHVUM OpraHom). 3MiHu
BHECEHO [0 IHCTPYKLi 4159 MeguyHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
po3ginu "OcobMBOCTi 3acTOCyBaHHS",
"Mo6iuHi peakwyii" BigNoBigHO A0
OHOB/IEHOT iHdhopMaLlii 3 6e3neku
Aito4oi pevyoBuHU. BBeaeHHS 3MiH
NpPOTArom 6-T1 MicALIB nicns
3aTBEPAKEHHS

29.

BAHKOBAL],

vancomyci
n

BaHKOMi
UnHy
rigpoxno
pna

JO1XA

AO7A
A09

NOPOLLOK AN
PO3UnHy Ans
iHdpysii no 500 wmr;
no 500 mr
NOPOLLKY Y
chnakoHi, no 1 abo
no 10 donakoHiB y
KapTOHHI KOpoo6Li

MicTtpan
Kenitan
MeHexm
eHT
Nimiteq

AHrnis

NABOPATOPIO
PEUI XXO®PE,
C.A.

IcnaHis

BHECEHHS 3MiH [j0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edreKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMYHOro 3acToCyBaHHA Ha niacTasi
perynspHoO OHOB/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBigHO A0 NnaHy
nepjatpnyHux gocnigkeHs (PIP)
(3MiHy y3rofXeHo 3 KOMMETEHTHUM
YNOBHOB&XEHNM OpraHom). 3MiHu
BHECEHO A0 IHCTPYKLT 415 MeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby B
po3zinm "OcobMBOCTI 3aCTOCYBaHHS",
"Mo6iuHi peakwyii" BigNoBigHO A0
OHOBJIEHOT iHthopMaLLii 3 6e3neku
Ai040i peyoBrHN. BBeAeHHS 3MiH
npoTArom 6-Tm MicAUiB micns
3aTBEPAKEHHS

3a
peyenmo
M

Heu
nionse
ae

UA/20250/01/01

30.

BIHOPE/NbBIH
AKKOP[,

vinorelbine

BiHOpen
b6IH (y

BUrNAAI
BiHOpen

LO1CA
04

KOHLeHTpaT ans
pO34nHy Ans
iHdpy3iiA, 10 mr/mn
no 1 mn (10 mr),

AKKopA,
Xenckea
MNoncka
Cn. 3.0.0.

MonbLla

Jojartkose
BTOPVHHE
nakyBaHHS:
AkKopg Xesnckea

Benvka
BpuTaHi
sl lHgis/
Yropuu

BHECEHHS 3MiH 0 peecTpaLinHx
martepianis: 3miHu | TUny - 3MiHn
oo 6e3snekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo

3a
peyermo
M

UA/19768/01/01
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ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
bOIHY no 5 mn (50 mr) y NimiTen, Benvka Ha/ 3MiHM [0 y3arasibHeHVX JaHuxX npo
TapTpar thnakoHi, no 1 BpuTanis; Monbwa | cuctemy papmakoHarnagy (BBefeHHs
y) chakoHy y nauui BMPOGHMLTBO y3araslbHeHNX AaHux Npo cuctemy
nikapcbKoro thapmakoHarnagy, amiHa
3acoby, YNOBHOBaXEHOI 0co6MU,
nepBUHHE Ta BigNoBiga/IbHOI 3a 34jACHEHHSI
BTOPWHHE thapmakoHarnsy; KOHTaKTHoi ocobu 3
nakyBaHHs, hapmakoHarnsagy 3asBHuka an1s
KOHTPO/Ib AKOCTI: 3[iiCHEHHS1 hapmMakoHarnagy B
IHTac YKpaiHi, AKLW0 BOHA BiAMIHHA Bif
dapmacbioTikan YNOBHOBaXeEHOI 0cobMu,
¢ Nimiteq, IHAjs; BigNoBiga/IbHOI 3a 34iACHEHHSI
KOHTPO/1b SIKOCTi: hapmMakoHarnagy (Bkioyaroum
€podpiHC KOHTaKTHI AaHi) Ta/abo 3MiHn y
AHaniTikan PO3MiLLeHHI MacTep-ghaiina cuctemm
Cepsices thapmakoHarnagy) 3miHa
Xanrepi K., YNOBHOBaXEHOI 0CO6U 3asBHMKA,
YropLumHa; BiANOBIAa/IbHOI 3a thapMakoHarnsg.
KOHTPO/1b SIKOCTi: [itova pepakuia: Apnetta BepuHcbka /
dapmasanig, Arletta Werynska. MponoHoBaHa
NTa. pepakuis: Arata eliceBuy / Agata
Mikpob6ionoriyHa Gesiewicz. 3MiHa KOHTaKTHUX JaHWX
nab6oparopis, YNOBHOBaXEHOT 0co6U,
YroplumHa; BiANOBIAa/IbHOI 3a hapMakoHarnsg.
BUNYCK cepi:
AKKoppg, Xenckea
Moncka Cn. 3
0.0. Cknag,
Imnoprepa,
MonbLa
31. | TAZIONEPNAO haloperido | ranonep | NO5A pO34nH Ans BAT Yropuu BAT "T'eneoH Yroplum BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/7271/01/01
N-PIXTEP | ngon D01 iH'ekuii, 5 mr/mn; "l'efeoH Ha PixTep" Ha marepianis: 3miHu | Tuny - 3miHn peyenmo
no 1 mn B amnyni; PixTep" Loao 6e3nekn/edreKTMBHOCTI Ta M

no 5 amnyny
NAacTuKoBIl
hOpMi y KapTOHHIl
Kopo6ui

thapmakoHarnagy. BeefeHHs abo
3MiHM A0 y3arasibHEHUX JaHuX npo
cuctemy thapmakoHarnagy (sBegeHHs
y3arasibHeHVX AaHnx Npo cuctemy
hapmakoHarnsgy, amiHa
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iAICHEHHS
hapmakoHarnsay; KOHTakTHoOi 0coobu 3
chapmakoHarnsgy 3asBHuka gis
3[ificCHEeHHs1 hapMakoHarnagy B
YKpaiHi, AKLLO0 BOHA BigMiHHA Bif
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
hapmakoHarnagy (Bkovarum
KOHTaKTHi flaHi) Ta/abo 3MiHK y




32

ITponoB>xeHHs AojaTKa 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

pO3MiLLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy).
3MiHa yNnoBHOBaXKeHOT 0cobm
3asBHVKa, BignoBiganbHoI 3a
hapmakoHarnsag.

[itoua pepakuis: Attina Onar.
MponoHoBaHa pepakuis: flacno
Cekeil.
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOT 0CO6U 3asBHYIKA,
BiANOBIAA/ILHOI 32 hapmakoHarnsg.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0co6u 3asBHMKA, BiAnoBigaibHOI 3a
thapmakoHarnsg B Ykpaii.
3MiHa MicLe3HaxomKeHHA MacTep-
thaiina cuctemu chapmakoHarnsay.
3MiHa MicLs 34jiACHEHHS! OCHOBHOT
LisNIbHOCTI 3 hapmakoHarnsgy.

32.

FTEMO®EPOH

Iron,
vitamin
B12 and
folic acid

3anisa
aMOHIiH
oro
uuTpart,
KucnoTta
choniea
LjiaHOKO
6anamiH

BO3A
EO1

PO34MH OpasibHUIA
no 200 mny
chnakoHi; no 1
oNakoHy 3 MipHUM
CTakaH4Y1MKOM
Ta/abo fo3yHUNM
LINPULOM Y nayLi
3 KAPTOHY

CninbHe
YKparHCbK
0-
icnaHcbke
nignpyvemc
TBO
"Cnepko
YkpaiHa"

YKpaiHa

CninbHe
YKparHCbKO-
icnaHcbke
nignpueMcTBO
"Cnepko
Ykpaina",
YkpaiHa (NnoBHMiA
umKn
BMPOGHMLTBA,
BUNYCK cepi;
KOHTPO/1b
AKOCTI)

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHu 3
AKOCTi. [0TOBWIA Nikapcbkunii 3acib.
KOHTpOb roTOBOro /likapCcbkoro
3acoby. 3miHa napameTpis
cneuudikayin Ta/abo gonycTumumx
MeX roTOBOrO JlikapCbKoro 3acoby
(iHWWi 3MiHW) - 3MiHa NpOBeAEHHS
KOHTPO/IH0 MiKpO6IOIOriYHOT YACTOTH
roToBOro NikapcbKoro 3acoby i3
LLIOCEPIHOTO Ha nepioanyHUI Ta
3a3HayeHHs MPUMITKK:
«BUNPOBYBaHHIO Nignsrae KoxHa 10-
Ta cepisl, ane He MeHwe 1 cepii B piK,
a TakoxX BCi cepil, Lo nignsaraTb
BMBYEHHIO CTabINIbHOCTI». Takox
norogkeHo gpopmytoBaHHa go TAMC
Ta TYMC B cneuudikauii Ta meTogax
KOHTPO/IO BignosigHo fo Ay, 5.1.4,
a came 3a3Ha4yeHo «3arasibHe YnNCIo
aepo6Hux MikpoopraHiamis (TAMC)»
Ta «3arasibHe YMCN0 APPKIKOBUX Ta
nniceHeBux rpubis (TYMC)», 3amicTb
«OKUTTE3AATHUX aepoBHMX
MiKpOOpraHi3MiB: 6akTepiii i rpnbiB».

6e3
peyenma

UA/7567/01/01

33.

FEMUVTABIH
AKKOP[,

gemcitabin
e

remupTa
BiHy
rigpoxno
pna

LO1BC
05

KOHUEHTpaT ans
po3uunHy ons
iHdpysiid, 100
Mr/ma no 2 mn

AKKopA,
Xenckea
MNoncka
Cn. 3.0.0.

MonbLla

Brpo6HMLTBO,
KOHTPO/b SIKOCTI,
nepBUHHe Ta
BTOPUHHE

IHAis/
Benvka
BpuTaHi

al

BHECEHHS 3MiH 0 peecTpaLinHx
martepianis: 3miHu | TUny - 3MiHn
oo 6e3snekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo

3a
peyermo
M

UA/17799/01/01
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ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerameH | pe4yosu ¢hopma, Ka uka HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
(200 wmr), 10 mn nakyBaHHs: MonbLa 3MiHM [0 y3arasibHeHVX JaHuxX npo
(1000 wmr), 15 mn IHTac / cucTemy hapmakoHarnsgy (BefeHHs
(1500 wmr), 20 mn dapmacbioTikan Yroplm y3arajibHeHUX AaHux npo cuctemy
(2000 mr) y ¢ Nimiten, IHAjs; Ha/ thapmakoHarnagy, amiHa
thnakoHi; no 1 Brpo6H1LTBO, Manbta/ YNOBHOBaXEHOI 0co6MU,
chnakoHy y KOHTPO/Ib AKOCTI, ITanis/ BiANOBIAA/IbHOI 32 34iiCHEHHS
KapTOHHI navu nepBuHHE Ta Ipeuis thapmakoHarnsy; KOHTaKTHoi ocobu 3

BTOPUHHE
nakyBaHHs:
IHTac
dapmacbioTikan
¢ Nimiteq, IHAjs;
BTopuHHe
naxyBaHHs:
Akkopg Xenckea
NimiTen, Benvka
BpuTaHis;
BignosigansbHuii
3a BMNYyCK cepil:
AKKoppg, Xenckea
Moncka Cn. 3
0.0. Cknag,
Imnoprepa,
MonbLa;
KoHTpOsb sKocTi
cepii: €spocpiHC
AHaniTikan
Cepsices
Xanrepi K.,
YropwuHa;
KoHTpOsb sKocTi
cepii:
Papmagokc
Xenckea N114,,
ManbTa;
KoHTponb skocTi
cepii:
NABAHANIBIC
C.P.N, Itanis;
KoHTpOsb sKocTi
cepii:
PAPMABANIA
nra.
Mikpob6ionoriyHa
naboparopis,
YropuimHa,
BTopuHHe

nakyBaHHA,

hapmakoHarnsagy 3asBHuka an1s
3[iiCHEHHS1 hapmMakoHarnagy B
YKpaiHi, AKLW0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0co6U,
BigNoBiga/IbHOI 3a 34iACHEHHSI
hapmMakoHarnagy (Bkioyaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MiLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy). 3miHa
YNOBHOBaXEHOI 0CO6U 3asBHMKA,
BiANOBIAa/IbHOI 3a thapMakoHarnsg.
[itova pepakuia: Apnetta BepuHcbka /
Arletta Werynska. MponoHoBaHa
pepakuis: Arata eliceBuy / Agata
Gesiewicz.
3MiHa KOHTaKTHUX JaHuxX
YMOBHOBaXEHOT 0co6w,
BiANOBIAA/LHOT 32 hapmakoHarnsg.
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ITponoB>xeHHs AojaTKa 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

KOHTPO/Ib AKOCTI
cepii: Akkopg
Xenckea CiHrn
Mem6ep C.A.,
peuis

34.

FEPMEBIP®

aciclovir

auukIoB
ip

JO5AB
01

Tabnetku no 200
mr, no 10
Tabnetoky
6nicTepi; no 2
6nictepy B navuj

MNAT
"Kuismegn
penapat"

YKpaina

MAT
"Kuismegnpenap
ar"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
mMartepianis: 3miHu | TUNy - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KOpoTKili
XapaKkTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeAMYHOro 3acTOCyBaHHSA
reHepuYHNUX/ribpraHNX/6ionoaibHNX
NiKapcbKnx 3aco6biB Nic/isi BHECEHHS
TiEi camol 3MiHV Ha pedepeHTHWI
npenapar (3MiHa He noTpebye
HajaHHS XOAHUX HOBUX AOAATKOBUX
OaHnx). 3MiHN BHECEHO A0 iIHCTPYKL,i
ONA MeAUYHOTOo 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"Oco6nNMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHA y nepiof BariTHOCTI
abo rogyBaHHs rpyaat”, "Cnocio
3acTocyBaHHs Ta fo3u", "MobiyHi
peaxuii” 3rigHo 3 iHhopmMaLielo Woa0
Me[MYHOro 3aCTOCYBaHHS
pedhepeHTHOro fikapcbkoro 3acoby
(Zovirax Tablets 200 mg, BnacHuK
peecTpauii GlaxoSmithKline UK).
BBefeHHs1 3MiH NpoTArom 6-T MicsAUiB
nicnsa 3aTBepMKeHHs. 3MiHu | Tny -
3MiHn Wwopao 6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHu). 3miHu
BHECEHO [0 IHCTPYKLT 415 MeANYHOro
3aCTOCYBaHHS likapCbkoro 3acoby y
po3ain "Mo6iyHi peakuyji” wopao
BaX/IMBOCTI 3BiTYBaHHS NPO NO6iYHi
peakuji. BBegeHHs 3MiH NpoTArom 6-Tu
MicsLiB nicns 3aTBepAKEHHS.

3a
peyenmo
]

He
nionse
ae

UA/2466/03/01

35.

FEPNEBIP®

aciclovir

auuknoB
ip

JO5AB
01

Tabnetku no 400
mr, no 10
Tabnetoky
6nictepi, no 1
6nictepy y nauui

NAT
"Kuismegn
penapat"

YKpaina

NAT
"KuiBmegnpenap
ar"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLjiinHmx

marepianis: 3miHu | TMny - 3MiHN

Loao 6e3nekn/edyeKTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHSA Ta iHCTPYKUiT 4N

MeAMYHOro 3aCTOCyBaHHSA

reHepuYHMX/ribpnaHnx/6ionodibHNxX

3a
peyenmo
M

He
nionsie
ae

UA/2466/03/02
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ITponoB>xeHHs AojaTKa 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

NiKapCbKNX 3aC06iB NicNsi BHECEHHS
TiET camoi 3MiHN Ha pedepeHTHUI
npenapar (3miHa He noTpebye
HaZi@HHS XOAHUX HOBUX AOAATKOBUX
AaHnXx). 3MiH1 BHECEHO A0 IHCTPYKL,ii
O719 MeAUYHOT0 3aCTOCYBaHHS
niKapcbkoro 3acoby y po3ainv
"Oco61MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BariTHoCTI
abo rogysaHHsa rpyaat”, "Cnocié
3acTocyBaHHs Ta fo3u", "MobiyHi
peakuji* 3rigHo 3 iHchopmaLjieto Wwoao
MeAMYHOro 3acToCyBaHHA
pedhepeHTHOrO fikapCbKOro 3acoby
(Zovirax Tablets 200 mg, BnacHuk
peecTpauii GlaxoSmithKline UK).
BBefieHHs1 3MiH NpoTArom 6-T MicALIiB
nicns 3aTBepaXeHHs. 3MiHu | Tuny -
3MiHu Woao 6e3nekn/echekTUBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHun). 3miHun
BHECEHO [0 IHCTPYKLiT 415 MeANyHOro
3aCTOCYBaHHSA NiKapcbKoro 3acoby y
po3gin "Mo6iuHi peakwyji" Lwoao
BaXX/IMBOCTi 3BITyBaHHS Npo Mo6iyHi
peaxuii. BBeieHHsA 3MiH NpPOTArom 6-Tu
MicsLiB NiCNs 3aTBEPKEHHS.

36.

FEPMEBIP®

aciclovir

auukIoB
ip

JO5AB
01

NOPOLLOK ANA
pO34nHy Ans
iHcpy3ivi no 250 wmr;
no 10 chnakoHis 3
NOPOLLKOM Y
KOHTYPHIl
YapyHKOBIl
ynakoBLi y
KapTOHHIM nayui

MNAT
"Kuismegn
penapat"

YKpaiHa

MAT
"Kuismegnpenap
ar"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHx
martepianis: 3miHu | TUNy - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy. 3miHa y KopoTkili
XapaKkTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeAMYHOro 3acToCyBaHHA Ha NiacTasi
perynsipHoO OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpKeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBeAeHVX BiANOBIAHO A0 NnaHy
neaiatpnyHux gocnigpkeHs (PIP)
(3MiHy y3roXeHO 3 KOMMETEHTHUM
YNOBHOBaXXEHUM OpraHoMm)
3MiHN BHECEHO [0 IHCTPYKUIi Ans
MeAMYHOro 3aCTOCYBaHHS /iKapCbKOro
3acoby y po3ginu "Cnocié
3acTocyBaHHsA Ta [031" BigMnoBigHO A0
OHOB/IEHOT iHChopMaLii 3 6e3nekn

3a
peyenmo
]

He
nionse
ae

UA/2466/04/01
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ITponoB>xeHHs AojaTKa 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

Lito4oi pevyoBuHU. BBeAeHHSA 3MiH
NpPOTArom 6-T1 MicALIB nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK
oo 6e3nekun/edeKTMBHOCTI Ta
thapmakoHarnsagy. 3MiHW y KopoTkil
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT 4N
Me[MYHOro 3aCTOCYBaHHS
reHepuYHMX/ribpuaHnx/6ionodibHNx
NiKapCbKNX 3aC06iB MicNsi BHECEHHS
TiET camoi 3MiHN Ha pedepeHTHUI
npenapar (3miHa He noTpebye
HaZiaHHS XOAHUX HOBUX AOAATKOBUX
AaHvx) 3MiHN BHECEHO A0 IHCTPYKL,i
O719 MeAUYHOT0 3aCTOCYBaHHS
niKapcbkoro 3acoby y po3ainuv
"Oco6nMBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BariTHoCTI
a6o rogysaHHs rpyaat”, "MobiyHi
peakuii" 3rigHo 3 iHchopmaujeto Lwoa0
MeAMYHOro 3aCTOCYBaHHS
pedhepeHTHOrO /ikapCbKoro 3acoby
(Zovirax IV 250mg, BNacHuK
peecTpauii GlaxoSmithKline UK).
BBeneHHs1 3MiH NpoTAroM 6-T1 micsauis
nicns 3aTBepipkeHHs

37.

FEPMEBIP®

aciclovir

auukIoB
ip

JO5AB
01

NOPOLLOK ANA
pO34nHy Ans
iH'ekuin no 250 wr;
no 10 chnakoHis 3
NOPOLLKOM Y
KOHTYPHIl
YapyHKOBIl
ynakosLi; no 1
KOHTYPHIl
YapyHKOBIl
ynakoBLi B nauui

MNAT
"Kuismegn
penapat"

YKpaiHa

MAT
"Kuismegnpenap
ar"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHx
martepianis: 3miHu | TUNy - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KOpoTKili
XapaKkTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeAMYHOro 3acTOCyBaHHSA
reHepuYHNUX/ribpuaHUX/6ionoaibHNX
NiKapcbKnx 3acobiB Nic/1si BHECEHHS
TiEi camol 3MiHV Ha pedepeHTHWI
npenapar (3miHa He noTpebye
HajaHHS XOAHUX HOBUX AOAATKOBUX
AaHyx) 3MiHU BHECEHO A0 IHCTPYKLU,i
ON8 MeAUYHOTOo 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ginu
"Oco6NMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiof BariTHOCTI
abo rogysaHHs rpyaa”, "TMobivHi
peakuji* 3rigHo 3 iHchopmaLjieto Wwoao
MeAMYHOro 3aCTOCyBaHHSA
pedhepeHTHOrO /likapCbKOro 3acoby
(Zovirax IV 250 mg, BnacHuK

3a
peyenmo
]

He
nionse
ae

UA/2466/01/01
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ITponoB>xeHHs AojaTKa 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

peecTpauii GlaxoSmithKline UK).
BBefieHHs1 3MiH NpoTArom 6-T MicsALIiB
nicns 3aTBepaXeHHs. 3MiHu | Tuny -
3MiHU Woao 6e3nekn/echekTUBHOCTI Ta
thapmakoHarnsagy. 3MiHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT 4N
Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
perynisipHO OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3neky 3acTocyBaHHS
nikapcbKoro 3acoby B
nicnspeecTpaLiiHnii nepiog, abo sk
pe3ynbTaT OLiHKV 3BIiTy 3 AOC/IKEHD,
npoBefeHnX BiAMNOBIAHO A0 NnaHy
negiatpuyHux gocnigpxkeHs (PIP)
(3MiHY Y3rof)KeHO 3 KOMNETEHTHUM
YMOBHOB&XEHNM OpraHoM) 3MiHu
BHECEHO A0 iHCTPYKLiT A4N15 MeANYHOro
3acTocyBaHHSA NikapcbKoro 3acoby y
po3ginv "Cnoci6 3acTocyBaHHs Ta
[031" BignoBigHO A0 OHOB/IEHOT
iHchopmauii 3 6e3neku giroyoi
peyoBVHW. BBEAEHHSA 3MiH MPOTArOM
6-T1 MicsLIB Nicns 3aTBEpPKEHHSA

38.

rAPOrENb
METUNKPEMHI
€BOI
KUcnoTtun

rigporen
b

METUSIKP
eMHieBOI
KNCNoTn
(TTMKK)
3

BMICTOM
KPeMHito

renb (cybecTaHuis)
Y MillKax i
noABiiHMX
nonieTuIeHoBMX
naketax Ans
BMpPOBGHULTBA
HecTepuIbHNUX
NiKapcbknx hopm

MpAT
"EO®
"KPEOMA
-OAPM"

YkpaiHa

MpAT "EO®
"KPEOMA-
PAPM"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLinHmx
mMarepianis: 3miHu | Tuny -
AMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecun
3asBHMKa (BNacHvKa peecTpauiiHoro
noceig4eHHs). 3MiHu | Tuny -
AAMiHICTpaTMBHI 3MiHW. 3MiHa
HalimeHyBaHHS Ta/abo agpecu Micud
NPOBaPKEHHS Ais/IbHOCTI BUPOOHUKA
(BKTHOYAKOUM, 32 HEOBXIQHOCTI, MicLe
npoBefeHHS KOHTPOJIO SKOCTI), abo
BNlacHuKa macTep-ghaiina Ha A®l, abo
noctavyasnibHuka Adl/BuxigHoro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPO6HMLTBI API (SKLLO 3a3HAYEHO Y
[0CbE Ha nikapcbkuid 3acib) 3a
BiCYTHOCTI cepTudpikata
BIANOBIAHOCTI EBpONeNnchbkili
dhapmakonei y 3aTBeppKeHOMY [OCbE,
a60 BUPOBHMKA HOBOT LONOMDKHOT
PEeyYoBUHM (SKLLO 3a3HAYEHO Y [OCHE).
3MiHa agpecu Micusa NpoBaaKeHHs!

UA/2341/01/01




38 ITponoB>xeHHs AojaTKa 3
Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
[isiNbHOCTI BUpo6HUKa AdI
39. | TNATUPAMEPY | glatiramer | rnatmpa | LO3AX | po3uuH gns Mictpan AHrnis BMPOGHMLTBO, Icnanis/ BHECEHHS 3MiH 0 peecTpaLinHmx 3a He UA/16792/01/01
ALETAT-BICTA | acetate mepy 13 iH exuii, 20 mr/mn; Kenitan nakyBaHHs, Yuni/ matepianis: 3miHu | TMny - 3MiHK peyenmo | nionse
auetart nol1lmn MeHemxm KOHTpOsb AikoCTi: | Higepna oo 6e3snekn/edekTMBHOCTI Ta M ae
npenapary y eHT Posi ®apma Haw/ thapmakoHarnsagy. 3mMiHu y KOpoTKili
nonepegHL0 Nimiteq IHpacTpian ManbTa XapakTepucTuLi Nikapcbkoro 3acoby,
HanoBHeHOMY Cepsices, C.A,, /Yecbka TEKCTi MapKyBaHHS Ta iHCTPYKUiT 4N
wnpuui, no 1 Icnanis; Pecny6n MeANYHOro 3aCTOCYBaHHSA
nonepegHL0 BMPOGHMLTBO, ika reHepuYHMX/ribpuaHnx/6ionodibHNxX
HarnoBHEHOMY naKyBaHHs: NiKapCbKux 3ac06iB Mic/s BHECEHHSA
wnpuuy B CiHTOH Yuni TiEi camol 3MiHV Ha pedepeHTHWI
6nicTepi; no 28, 30 Nrpa., Yuni; npenapar (3miHa He noTpebye
Ta 90 (3x30) BiANOBIAabHUIA HaaHHS XXOAHUX HOBUX [0AATKOBUX

6nicTepis B
KapTOHHIA KOpoo6Li

3a BUMYCK Cepii:
CiHTOH XicnaHis,
C.J1., IcnaHis
abo
BignoBiganbHNiA
3a BMNyCK cepil:
CiHTOH BB,
Higepnangw;
BTOPUHHE
nakyBaHHs1,
KOHTPO/Ib AKOCTI:
Posi ®apma
IHpacTpian
Cepsices, C.A,,
IcnaHis;
KOHTPO/Ib SIKOCTI
(MikpobionoriyHm
i): EypochiHc
Baktimm B.B.,
Higepnangw;
KOHTPO/Ib SIKOCTI:
dapmagokc
Xenckea JIta.,
ManbTa;
KOHTPO/Ib AKOCTI:
CiHTOH, C.p.0.,
Yecbka
Pecnyb6nika;
KOHTPO/Ib AKOCTI:
ITECT nntoc,
C.p.0., Yecbka
Pecny6nika;
KOHTPO/1b SKOCTI:
ITECT nntoc,
C.p.o., Yecbka

AaHnx). 3MiHN BHECEHO A0 iIHCTPYKL,ii
A719 MeAUYHOro 3acTOCYBaHHS
NiKapcbKoro 3acoby y po3ainu
"®apmMakosiorivyHi BnactueocTi”,
"Oco6NMBOCTI 3aCTOCYBaHHSA",

"3acTocyBaHHSA y nepiof BariTHOCTI
abo rogyBaHHs rpyaat”, "Cnocio
3acTocyBaHHs Ta fo3u", "MobiyHi

peaxuii” 3rigHo 3 iHhopmMaLielo Woa0
Me[MYHOro 3aCTOCYBaHHS
pedhepeHTHOro fikapcbkoro 3acoby
(Copaxone 20 mg/ml solution for
injection in pre-filled syringe).

BBefeHHs1 3MiH NpoTArom 6-T MicsALiB

nicns 3aTBepKEHHS.
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39
Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
Pecny6nika
40. | TNEMOHT monteluka | moHTeny | RO3D TabneTtkn FneHmapk IHais neHmapk IHgis BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/13872/01/01
TABNETKU st KacT C03 XXyBaUlbHi M0 4 Mr; dapmacb dapmacboTrKan marepianis: 3miHu | Tuny - 3MiHK 3 peyenmo
XXYBA/bHI HaTpito no 10 TabneTtok y loTVKan3 3114, sKocTi. FoTOBWMIA Nikapcbkuii 3aci6. M
6nicTepi; no 3 nra. 3MiHn y BUPOGHMLTBI. 3MiHa
6nictepu B iMnopTepa/3aMiHu, L0 CTOCYTbCS
KapTOHHI KOpooLi BUNYCKY cepii Ta KOHTPOJIIO AKOCTI
rOTOBOTO JliKapCbKOro 3acoby (3amiHa
abo gogaBaHHA BUPOOHUKA, LLO
BignoBigae 3a BBe3eHHA Ta/abo
BUMYCK cepii) - He Bkntovaroun
KOHTPO/b/BMNPO6YBaHHSA cepii - 40
marepianis peecTpauiiiHoro Aockbe
BHOCWTbCS iH(hopMmaLis npo imnopTepa
ToBapuCTBO 3 0OMEXEHOIO
BignosiganbHicTio «ITEHMAPK
YKPAIHA» 04070, micTo Kuis, Bynmus
InniHcbKa, 6yanHoK 8, kopnyc 11.
41. | TNEMOHT monteluka | moHTeny | RO3D Tabnetkn neHmapk IHais CneHmapk IHais BHECEHHS 3MiH 0 peecTpavliinHmx 3a UA/13872/01/02
TABJIETKN st Kact C03 XyBaslbHi N0 5 wr; dapmacb PapmacboTuKan martepianis: 3miHu | Tuny - 3MiHu 3 peyenmo
XXYBA/bHI HaTpito no 10 Tabnetok y 10TMKan3 3 /1Ta. sKocTi. [oToBWIA Nikapcbkuii 3aci6. M
6nictepi; no 3 nra. 3MiHV Y BUPOOHULTBI. 3MiHa
6nictepn B iMnopTepa/3miHu, L0 CTOCYTbCSA
KapTOHHI KOpoo6Li BUNYCKY Cepii Ta KOHTPOJIHO AKOCTI
roTOBOrO JliKapCbKOro 3acoby (3amiHa
ab0 fofaBaHHA BUPOGHNMKA, L0
BiAgnoBigae 3a BBE3eHHA Ta/abo
BMNycCK cepil) - He BkItovaoun
KOHTPO/b/BMNPOGYBaHHSA cepii - 40
marepianiB peecTpauiiiHoro Jockbe
BHOCUTbLCSA iHGhOpMaLia Npo imnopTepa
ToBapnCTBO 3 OOMEXEHOI0
BignosigancHicTio «MMTEHMAPK
YKPAIHA» 04070, micTo Kuis, Bynuus
InniHcbKa, 6yanHok 8, kopnyc 11.
42. | TNEHUET - MoHTeny | RO7A TabneTku, BKpUTI neHmapk IHais "neHmapk IHais BHECEHHS 3MiH 0 peecTpavLinHmx 3a UA/13538/01/01
EABAHC Kact X NNiBKOBOIO Papmacb PapmacboTuKan martepianis: 3MiHu | TUNy - 3MiHK 3 peyenmo
HaTpito, 060/10HKO10; Mo 14 loTVKan3 3 /ITa. AKOCTIi. [OTOBWMIA Nikapcbkunii 3aci6. M
nesoueTt abo no 28 nra. 3MiHN Yy BUPOGHMLTBI. 3MiHa
NPU3NHY TabneToky iMnopTepa/3aMiHu, Lo CTOCYTbCA
OWrigpox KOHTeliHepi; no 1 BUNYCKY Cepii Ta KOHTPOJIHO SIKOCTI
nopug KOHTelHepy B roToBOrO Nikapcbkoro 3acoby (3amiHa
KapTOHHI KOpoo6Li a60 fofaBaHHA BUPOGHNMKA, L0
BignoBigae 3a BBE3eHHA Ta/abo
BMNyCK cepil) - He Br/Itovaoun
KOHTpO/b/BUNpo6yBaHHA cepii. [lo
MaTepianiB peecTpauiiHoro gockbe
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
BHOCUTbLCSA iHGhopMaLia Npo imnopTepa
ToBapuCTBO 3 OOMEXEHOI0
BignosigasbHicTio «IJIEHMAPK
YKPAIHA» 04070, micTo Kuis, Bynuus
InniHcebKa, 6yanHok 8, kopnyc 11.
43. | TYHA-B- - Beta - Kpanni opasibHi no l'yHa ITanisa l'yna C.n.a ITania BHECEHHS 3MiH A0 peecTpaLinHmx 6e3 UA/13199/01/01
ECTPAAION Estradiol 30mny C.n.a. MaTepianis: yTOYUHEHHA HanucaHHA peuenma
um D6 donakoHax- Ha3BU NiKAPCbLKOro 3aco0y B HakKasi
KpanenbHuui; no 1 MO3 YkpaiHu Ne 1772 Bipg,
donakoHy- 12.08.2019 B npoueci
KpanesibHuLj y nepepeecTpadii y 38'a3Ky 3
KapTOHHIA KOpoo6Li NpoBefEeHHSM npoLeaypu
"BMNPaBEHHS TEXHIYHOT MOMUKK B
peecTpauiiiHoMy NOCBiAYEHHI".
Pepakuisi B Hakasi - 'YHA - BETA -
ECTPAZIO/. NMponoHoBaHa
pepgakuis - 'YHA-B-ECTPAAION.
44. | pANIA vildagliptin | Bingarni | A10B Tabnetku no 50 Megpokemi Kinp BMPOGHMLITBO Kinp/ BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/20969/01/01
NTUH HO02 Mmr; no 10 Nimiten roToBOro B'eTHam MaTtepianis: 3miHu | Tuny - peyenmo
Tabnetoky nikapcbKoro AAMiHICTpaTMBHI 3MiHW. 3MiHa M
6nicTepi, no 3 abo 3acoby, HalimeHyBaHHs Ta/abo agpecu
6 6nicTepiB y KOHTPO/1b SIKOCTI, 3asiBHMKa (BN1lacHVKa peecTpauiiHoro
KapTOHHI KOpoo6Li BWMNYCK cepil: noceigyeHHs). 3MiHa Ha3BuW Ta agpecu
Megokemi 3asBHMKa (BNacHvKa peecTpauiiHoro
NimiTes, Kinp; NoCBI4YEHHS)
nepBuHHe Ta
BTOPVHHE
nakyBaHHS:
Megokemi
NimiTeq, Kinp;
BMPOBHULITBO
roToBOro
nikapcbKoro
3acoby,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS:
Mepokewmi (Pa
IcT) NTa.,
B'eTHam
45. | QAPDEH® ibuprofen ioynpody | MO1A cycneHsis MpAT YkpaiHa BMPOBHULITBO Icnanis BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 UA/18783/01/01
EKCINPEC eH EO1 opasibHa, 200 "papmaue roToBOro martepianis: TexHiyHa noMunka (3rigHo | peuyenma
mr/10 mn no 10 mn BTUYHA NPOAYKTY, Haka3y MO3 Big 23.07.2015 Ne 460).
y cawe; no 10 ipma KOHTPO/b/TECTYB BunpaBnieHo TEeXHIYHY NOMWSIKY B
calle B nauuj "fapHuus"” aHHsA, BUNyCcK KopoTkili xapakTepucTuLi nlikapcbkoro
cepil rotoBoro 3acoby y po3gini «7. BNACHUK
NPOAYKTY: PEECTPALIIMHOIO
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
EQEDAPM, MOCBIAYEHHSA» nignyHKTy
C.J1., IcnaHisi; «Bunpo6HMK nikapcbKoro 3acoby», a
KOHTPO/b/TECTYB came: npusefeHHA KXIy
aHHA Ta BUNYyCK BiANOBIAHICTb A0 IHCTPYKLUIT AnA
cepii rotoBoro MeMYHOro 3aCTOCyBaHHA —
nNpoayKTy: [04aBaHHsA BUPOOHWKIB NiKapCbKOro
dapmanigep, 3aco6y. TexHiyHa nomusnka byna
C.A,, IcnaHisi; gonyuieHa npv npoueaypi
MiKpO6iosIoriyHM nepepeecTpauji, Lo 3aTBepaKeHa
1 KOHTPOSb: Hakazom MO3 Ykpainu Big 07.04.2026
biona6, C./., Ne 477.
Icnais
46. | OEHI3NA ceftazidim | uedTas JO1DD | nopoluok ans AHaHTa Benvka AHaHTa IHais BHECEHHS 3MiH [j0 peecTpaLinHmx 3a UA/15338/01/01
e nanmy 02 pO3uUnHy AN Megikeap BputaHi Megikeap marepianis: 3miHu | Tuny - 3miHu 3 peyenmo
neHTarig iH'ekyimnmolr, 1 Nra. a Niviten AKOCTi. [0TOBWIA Nikapcbkunii 3acib. M
part (y hnakoH 3 3MiHM Y BUPOOHULTBI. 3MiHa po3Mipy
cknagi NMOPOLLKOM Y cepii (BKIOUaKOUM AianasoH po3mipy
cTepunb KOpOoO6Lii 3 KapTOHY cepii) roToBOro MikapcbKoro 3acoby
HOI (3MeHLweHHsA [0 10 pasiB) BBEAEHHS
CyMiLLi 3 [04aTKoBOro po3mipy cepii I'13 38
HaTpito 610 chnakoHiB B JOMOBHEHHS 0 BXe
KapboHa 3aTBepAKeHoro poamipy cepii 50 000
TOM h1aKkoHiB.
6e3BoaH
1m)
47. | OEHIOIM cefepime uedbenim | JOIDE | nopowiok gns AHaHTa Benuka AHaHTa IHAis BHECEHHS 3MiH 0 peecTpaLinHx 3a UA/15339/01/01
y 01 pO3unHy Aons Megikeap BpuTaHi Megikeap marepianis: 3MiHu | TUny - 3MiHu 3 peyenmo
rigpoxno iH'ekuiin no 1000 nra. A Niviten siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. M
pvg, (y mr, 1 chnakoH 3 3MiHM Yy BUPOGHMLTBI. 3MiHa po3mipy
BUrNAI NOPOLLKOM Y cepii (BKIOYaroum gianasoH po3mipy
cTepwib KopobLi 3 KapTOHY cepil) roToBOro NikapcbKoro 3acoby
Hoi (3meHLweHHs go 10 pasiB) BBeAEHHS
CyMiLLi [oJaTkoBOro po3mipy cepii N3 32
uedenim 085 thnakoHiB B AOMOBHEHHS [0 BXe
y 3aTBEpPAXEHOro po3mipy cepii 50 000
rigpoxno (hnakoHiB. BBeAEHHS 3MiH NPOTAromM
puay Ta 3-x MicsLiB nicns 3aTBEPKEHHS
L-
apriHiHy)
48. | ANKOP NOHIr Isosorbide | i3ocop6i | CO1D TabneTtku TOB HB® YKpaina TOB HB® YkpaiHa BHECEHHS 3MiH 0 peecTpavljiinHmx 3a UA/11012/01/01
dinitrate ay A08 NPOJIOHrOBaHOi Aji "MIKPOXI «MIKPOXIM», MaTtepianis: 3miHu | Tuny - peyenmo
OuHiTpar no 20 mr, no 50 M YkpaiHa AMIHICTpaTVBHI 3MiHW. 3MiHa M
TabneTok y 6aHLi; (BignoBiganbHWi HaliMeHyBaHHA Ta/abo agpecy micus
no 1 6aHuj y nauui 3a BUMYCK cepil, NPOBaKEHHS AisS/IbHOCTI BUPOOHMKA
3 KapToHy; no 10 He BK/IHoYaroun (BkNtOYaroUn, 3a HeobXiAHOCTI, Micue
Tabnetok y KOHTPO/L/BUNPO NpoBeAeHHSA KOHTPOIO AKOCTI), abo
6nicTepi; no 5 6yBaHHs cepil); B/lacCHMKa macTep-goaiisia Ha A®l, abo
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
6nictepiB y nauyui AT noctavyasnbHuka Adl/BuxigHoro
3 KapTOHY "Jly6Hu1chapm", marepiany/peareHTy/npomikKHOro
YkpaiHa NPOAYKTY, W0 3aCTOCOBYOTLCA Y
(BignoBiganbHuiA BMPOOHULTBI ADI (AKLLO 3a3HAYEHO Y
3a [0CbE Ha nikapcbkuii 3acib) 3a
BMPOGHMLTBO, BiAICYTHOCTI cepTudpikata
nepBrHHE Ta BiAANOBIAHOCTI EBpoONechbkili
BTOPUHHE hapmakonei y 3aTBepKEHOMY [0ChE,
nakyBaHHs, ab0o BMPObOHMKa HOBOI AONOMIXHOT
KOHTPO/L/BUNPO PeyOoBMHM (SIKLLIO 3a3HAYEHO Y [OCHE).
6yBaHHs, He 3miHa Ha3BuM BUPOOHMKa AD|
BK/IO4aA0UN i30copbify AVHITPaTy po3BedeHoro,
BUNYyCK cepii) 6e3 3MiHN MicLA BUpOBGHMLTBA.
3aTtBepakeHo: «CHIN CHEM» / «4IH
XIM», IHAIA
3anponoHosaHo: «CHINCHEM
LABORATORIES PRIVATE LIMITED»
[ «4IHXIM TABOPATOPI3 NPVBAT
JIMITE >, IHOIA
49. | ANKOP NOHIr Isosorbide | i3ocop6i | CO1D TabneTtkn TOB HB® | YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/11012/01/02
dinitrate ay A08 nponoHroeaHoi gii | "MIKPOXI «MIKPOXIM», mMarepianis: 3miHu | Tuny - peyenmo
OvHiTpar no 40 mr, no 50 Mm" YkpaiHa AMIHICTPaTVBHI 3MiHW. 3MiHa M
TabneTok y 6aHLi; (topugnyHa HaliMeHyBaHHs Ta/abo agpecu micus
no 1 6aHuj y nayui agpeca NPOBaKEHHS AiS/IbHOCTI BUPOOHUKA
3 KapToHy; no 10 BUPOGHMKA,; (BKTHOYAKOUM, 3a HEOBXIAHOCTI, MicLe
Tabnetok y BMpPOGHMYA NpoBeAEeHHS KOHTPOIO SKOCTI), abo
6nicTepi; no 5 AinbHUUS (BCi BNacHuka macTep-ghaiina Ha A®l, abo
6nictepiB y nauyui cTagji noctavyasnbHuka Adl/BuxigHoro
3 KapTOHY BMPOGHNYOro marepiany/peareHTy/npomikHOro
npouecy); NPOAYKTY, WO 3aCTOCOBYOTLCA Y
BiANOBIAaNbHUIA BMPOOHULTBI ADI (AKLLO 3a3HAYEHO Y
3a BUMYCK cepii, [L0ChE Ha fikapcbknii 3acib) 3a
He BKJIo4aoum BiICYTHOCTI cepTudpikata
KOHTPO/1b/BUNPO BiANOBIAHOCTI EBpoONechbkili
6yBaHHs cepil hapmakonei y 3aTBepaKeHOMY [0ChE,
ab0o BMpO6HMKA HOBOI AOMNOMIXHOT
PeYOBMHM (SIKLLIO 3a3HAYEHO Y [OCHE).
3miHa Ha3Bun BUpOOHNKa AdI|
i30copbify AVHITPaTy po3BedeHoro,
6e3 3MiHU MicLsA BUPOGHMLTBA.
3aTtBepakeHo: «CHIN CHEM» / «YIH
XIM», IHAIA
3anponoHosaHo: «CHINCHEM
LABORATORIES PRIVATE LIMITED»
[ «4IHXIM NTABOPATOPI3 NPVBAT
JIMITE», IHOIA
50. | ANKOP NOHI isosorbide | i3ocop6i | C01D TabneTkn TOB HB® | YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a UA/11012/01/03
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
dinitrate ay AO8 NPOSIOHroBaHoI Aji "MIKPOXI «MIKPOXIM», MaTtepianis: 3miHu | TNy - peyenmo
OvHITpaT no 60 mr, no 50 M YkpaiHa AAMiHICTpaTUBHI 3MiHW. 3MiHa M
TabneTok y 6aHui; (topngnyHa HaliMeHyBaHHS Ta/abo agpecu Micud
no 1 6aHuj y nayui agpeca NpoBaPKEHHS Ais/IbHOCTI BUPOOHUKA
3 KapToHy; no 10 BMPOGHMKA,; (Bkntovaroun, 3a HeobXigHOCTI, Micue
Tabnetoky BMPOGHMYA npoBefeHHS KOHTPOJTO SKOCTI), abo
6nictepi; no 5 OinbHUUA (BCi B/lacHWKa macTep-gaiina Ha A®l, abo
6nicTepiB y navui cragii noctavyanbHvka A®l/BuxigHoro
3 KapTOHY BMPOGHNYOro marepiany/peareHTy/npomMikHOro
npouecy); NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BiANOBifAIbHUI BMPOGHMLTBI API (AKLLLO 3a3HAYEHO Y
3a BUNyckK cepii, [0CbE Ha nikapcbkuid 3acib) 3a
He BK/IloYarouu BiJCYTHOCTi cepTudpikata
KOHTPO/1b/BUNPO BiiNOBIAHOCTI €BpONelichkiit
6yBaHHSA cepii thapmakonei y 3aTBepXeHOMY [JOCbE,
a60 BMPOBHMKA HOBOT AONOMDKHOT
PEeYoBUHM (SIKLLO 3a3HAYEHO Y [OCLE).
3miHa Ha3BuM BUPo6GHNKa AdI|
i30copbifly AvHITpaTy po3BeAeHoro,
6e3 3MiHn MicLa BUPOBHMLTBA.
3arBepmkeHo: «CHIN CHEM» / «4IH
XIM», IHOIA
3anponoHosaHo: «CHINCHEM
LABORATORIES PRIVATE LIMITED»
/ «4IHXIM TABOPATOPI3 NPVBAT
NIMITEA», IHOIA
51. | gun PUnNi® - ibynpodp | MO2A | renb, no 15 r abo MeHTonat | Benuka MeHTONaTym Benwuka BHECEHHS 3MiH 40 peecTpaLinHx 6e3 UA/0377/01/01
€H, X10 no 50 r, abo no ym BputaHi | KomnaHi flimiTes | BpuTaHi martepianis: 3miHu | TUNy - 3MiHK peuenma
nesome 100 ry Ty6i, no 1 KomnaHi a ] oo 6esnekn/edeKTMBHOCTI Ta
HTON Ty6i B KQPTOHHIA Nimiteq hapmakoHarnsgy. BeegeHHs abo

Kopo6ui

3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHnx Npo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBaXEHOT 0co6MU,
BigNoBiganbHOI 3a 34jACHEHHSI
thapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapmakoHarnsagy 3asBHuka ans
3[iicCHEeHHS1 hapmMakoHarnsgy B
YKpaiHi, K0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0co6MU,
BigNoBiganbHOI 3a 34jACHEHHSI
hapmMakoHarnagy (Bkiovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MiLLeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy).
3MiHa KOHTaKTHUX AaHnX
YMNOBHOBaXXEHOI 0CO6U 3asIBHMKA,
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n/n
3acoby

JliKapcbKo20

OHa

mosaHa
Ha3zsa*

MixHapo

HenameH

Hassa
diroyoi
pevyosu
HU

Koo

ATX

Popma sunycky

(nikapcbka
¢hopma,

ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa
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PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep

peecmpayitiHo
2o

nocsioYeHHs1

52. | AN XIT

BiANOBIAA/ILHOT 32 hapmakoHarnsg.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0Cco6M 3as1BHMKA, BignoBigasIbHOI 3a
hapMakoHarnag B YKpaiHi.
3MiHa MicL,e3HaxXoMKEHHST MacTep-
thaiina cuctemu chapmakoHarnsgy.
3MiHa MicLA 34iACHEHHS OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy.

53. | AIA30/IH-

onis MO2A
eBkanint | X
oBa,
onis
TepneHT
MHOBA,
MEHTO,
mMeTunica
niunnat

kpem, no 15 r abo
67 ry Ty6i; no 1
Ty6i y KApTOHHIl
KopooLi

MeHTONar
ym
KomnaHi
Nimiten

Benvka
BpuTaHi
a

MeHTONnaTym
Komnasi MlimiTeq

Benvka
BpuTtaHi
a

BHECEHHS 3MiH 40 peecTpaLinHx
mMartepianis: 3miHu | TUny - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHnx Npo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBaXEHOT 0co6MU,
BignoBigabHOI 3a 34jACHEHHSI
thapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapmakoHarnsagy 3asBHuka ans
3[iicCHEeHHS1 hapmMakoHarnsgy B
YKpaiHi, K0 BOHA BiAMIHHA Bif
YNOBHOBaXXEHOT 0co6M,
BigNoBiganbHOI 3a 34jACHEHHSI
hapmMakoHarnagy (Bkiovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MiLLeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy).
3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0CO6Y 3asBHMKa,
BiANOBIAALHOT 32 hapmakoHarnsg.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOT
0Cco6U 3as1BHMKA, BignoBigasibHOI 3a
hapMakoHarnag B YkpaiHi.
3MiHa MicL,e3HaxoMKEHHST MacTep-
thaiina cuctemu chapmakoHarnsay.
3MiHa MicuA 3AiACHEHHSI OCHOBHOT
AOiSNbHOCTI 3 dhapmakoHarnagy.

6e3
peyenma

UA/1453/01/01

JAPHULA

mebhydrol
in

me6rigp
oniH

RO6A
X15

TabneTkun no 100
mr, no 10
Tabnetoky
KOHTYPHil
YapyHKOBIlA
ynakosLi; no 1
KOHTYPHil
YapyHKOBIlA

MpAT
"®apmave
BTUYHA
thipma
"fNapHuus"”

ynakoBLji B mauLi

YKpaiHa

MpAT

"GapmaueBTUYH
a dhipma

"OapHuua"

YkpaiHa

BHECEHHS 3MiH 0 peecTpayinHmx
martepianis: 3miHu | TUny - 3MiHK 3
AKOCTI. [O0TOBWIA Nikapcbkunii 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpis
crneundikavii Ta/abo 4onycTUMmX
MeX roTOBOrO /liKapCbKOro 3acoby
(BNYyYEHHS HE3HAYHOTO MOKa3HUKa
(Hanpvknaj 3acTapisioro NokasHuka,

6e3
peyenma

UA/0278/01/01
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[06aB0K)) - BunyyeHHsi nokasHuka
«Po3nagaHHa» 3i cneundikauii MN13. B
PYTVHHOMY KOHTPO/i BUKOHYETLCA
BUMPOOYBaHHS 3a NOKa3HVKOM
«P0O34YMHEHHS». 3MiHK | TUny - 3MiHN 3
AKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3aco6y. 3viHa napameTpis
cneyudikayin Ta/abo gonycTummx
MEe>X roTOBOrO JliKapCbKOro 3acoby
(iHWi 3miHW) CynyTHA 3MiHa - 3MiHU 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa y meTofax
BMNPOOYBaHHA rOTOBOrO NiKAPCbKOro
3acoby (He3HayHa 3miHa 'y
3aTBEPAKEHNX METOAAX
BMNpoGyBaHHSA) — y crneumdikauii Ta
mMeToAdax BunpobysaHHs /13 3a
nokasHnkom «MikpobionoriyHa
YyucToTa» 3MIHEHO NOCUIAHHA Ha
hitoye BuaaHHs €9, 2.6.12, 2.6.13,
5.1.4, 6e3 3MiH/ HOpPMYBaHHSA Ta
METOAMNKN KOHTPOJIO SKOCTi. 3MiHu |
TMny - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. KOHTponb rotToBoro
nikapcbkoro 3acoby. 3MiHa y metoax
BUMPOOYBaHHS rOTOBOTO NiKapCbKOro
3aco0y (iHLWi 3MiHM y MeToAax
BMNpobyBaHb (BK/OYaouM 3amiHy abo
[onoBHeHHs)) CynyTHA 3MiHa - 3MiHW
3 AKOCTi. FOTOBUIA NikapcbKuii 3aci6.
KOHTpOs1b roTOBOro NikapcbKoro
3aco6y. 3viHa napameTpis
cneuudikayin Ta/abo gonycTummx
MEX rOTOBOr0 NiKapCbKoro 3acoby
(iHLWi 3MiHW) - OHOB/IEHHSI METOAMKM
KOHTPO/I0 SKOCTi 3@ MOKa3HUKOM
«CynpoBigHi Aomilkm» (AdPY, 2.2.29),
6€3 3MiHU HOpMyBaHHS, B
cneundikaL,ito BHECEHO NnpasKu
BiNOBIAHO [0 peKoMeHaaLji i
ctunictukn A®Y. 3miHu | Tuny - 3miHn
3 AKOCTi. FOTOBUIA NikapcbKuii 3aci6.
KOHTpOs1b roTOBOro NikapcbKoro

45
Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
TakKoro siK 3anax Ta cMak, abo
iaeHTUdiKaLis 6apBHYKIB UM CMaKOBUX

3acoby. 3miHa y meTogax
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

BUMPOBYBaHHS rOTOBOTO NiKapCbKOro
3aco6y (iHwWi 3MiHK Yy MeTogax
BMNpoOyBaHb (BK/KOYaoUM 3amiHy abo
[0NOBHEHHS)) CynyTHSA 3MiHa - 3MiHK
3 AKOCTI. FoTOBUIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3aco6y. 3miHa napameTpis
cneyudikayin Ta/abo gonycTummx
MEe>XX roTOBOrO J1iKapCbKOro 3acoby
(iHWi 3MiHW) - 38 NOKa3HNKOM
«KinbKicHe BU3HaUYEHHs» 3aTBEPIKEHY
MeTOAVKY KOHTPOJII0 AKOCTi METOL0M
C® 3amiHEHO Ha HOBY MeToAUKY —
meTogom BEPX. BHacnifok uboro
BiIKOPMrOBaHO MOKA3HWUK
«lpeHTudikalis», ae MeToamky
«lpeHTucpikauis A» BUKIageHo 6inbLu
[eTabHO, OCKINIbKN B 3aTBEPOKEHIN
pepakuii metog C®, 6yB po3nucaHuii
B p034iNi «KinbkicHe BU3HAYEHHS»
(Hapasi gaHuii TeCT NPOBOAUTLCS
HOBUM METOAO0M), KOHTPO/Ib TECTY
«lpeHTudpikauii B» npoBogutbcs B
ymMoBax OHOBfieHoro metogy (BEPX)
nokasHuka «KinbkicHe BU3HaUEHHS».
HopMyBaHHS1 NOKa3HWKIB 3a/IMLLEHO
6e3 3MiH, B cneumdikauii iHdopmavito
Ta NOCWNaHHA BUKNaAeHo BiAnoBiAHO
[0 HOBOT METOAMKM.

54.

JNOLEETAKCEN
AMAKCA

docetaxel

foueTak
cen

LoiC
D02

KOHLieHTpaT Ans
pO34nHy Ans
iHdpysiiA, 20 mr/mn;
no 1 mn, 4 mn abo
8 MN y (hnakoHi;
no 1 dpnakoHy B
KapTOHHIA KOpoo6Li

Amakca
nTg

Benvka
BpuTaHi
a

KOHTpO/b cepii,
cepTuddikauis Ta
BUMNYCK Cepil:
AkBiga 'm6X,
HimeuuunHa,;
BMPOGHMLTBO in
bulk, nepsuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTpO/b cepii:
AkBiga NvéX,
HimeuyumnHa;
BMPOGHMLTBO in
bulk, nepsuHHe
Ta BTOPVHHE
nakyBaHHS,
KOHTPO/b cepil:
CamsHr

XongjiHra

Himeuun
Ha/
Pecnybn
ika
Kopes

BHECEHHS 3MiH 40 peecTpaLinHmx
mMartepianis: TexHiyHa noMunka (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460) -

BunpaBneHo TexHiYHy NOMWU/KY B

IHCTPYKLiT ANnA MeguyHoro
3acTocyBaHHsa y p. "TepmiH
npuaaTHoCTI", AoNyLEeHy nig vac
npouenypv BHeceHHs 3MiH (Hakas

MO3 Ne587 Big 08.04.2024 p.), Ta

NOB’A3aHy 3 HEKOPEKTHUM
nepeHeceHHAM iHchopmali LWwoao

BHECEHVX 3MiH A0 IHCTPYKLii npn
CKnafaHHi MOBHOTO TEKCTY iHCTPYKL;I.
3aTBEpAKEHO: 3aneyaTaHnii oiakoH

36epiraeTbCs: 2 poKu.
3anponoHoBaHo: 3anevyaraHuii
donakoH 36epiraetbes: no 1 mn - 18
MicsUiB; No 4 M1 abo 8 M - 2 poku.

3a
peyenmo
]

UA/14900/01/01
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ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
KopnopefiwH,
Pecny6nika
Kopes
55. | AYOAAPT Tamsulosi | gytacte | G04C Kancynu tBepai no | MnakcoCmi | Benuka KataneHt Himeuun BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/13330/01/01
n and pua Ta A52 0,5 mr/0,4 mr; no TKnsiH BputaHi [hxepmeHi Ha marepianis: 3miHu | Tuny - 3miHn 3 peyenmo
dutasterid | Tamcyno 30 a6o no 90 Ekcnopt A LLopHaopd akocTi. A®Il. KoHTponb A®I. 3miHa y M
e 3UHY Kancyny dpiakoHi; Nimiten 6X MeTofax BunpobysaHHsa APl a6o
rigpoxno no 1 dpnakoHy B BMXifHOro Martepiany/npoMixXHOro
pva, KapTOHHIA KOpoo6Li npoaykTy/peareHTy, Wwo
BUKOPVCTOBYETLCA Y MPOLIECi
BMPOGHMLTBa AP (iHLWi 3MiHN B
mMeToAax BUNpobyBaHHS (BKOYatoUn
3amiHy abo fOMOBHEHHS) ANs
peareHTy, L0 He CIPUYMHSIE iICTOTHOTO
BMAMBY Ha AKicTb A®I) OHOBMEHHS
MeTOoAy BUNPOGYBaHHS 3a/IMLLKOBUX
PO3umnHHYKKIB Anst AD| aytactepuay
56. | EK3OAEPUN® amorolfine | amopon DO1A nak ons Hirtie TOB YkpaiHa BUNYCK cepii: CnoseHi BHECEHHS 3MiH 0 peecTpaLinHmx 6e3 UA/20917/01/01
NAK ansa iny E16 nikyBasibHWi1, 5% "CaHpo3 Nex a/ martepianis: 3miHu | TUny - 3MiHK 3 peyenma
HIFTIB rigpoxno PO34uH; no 2,5 mn YkpaiHa" dapmaueBTMyHa | ®PpaHuis | sakocTi. CepTudikar BignosigHocTi/lE-
pua y chnakoHi; no 1 KoMnaisa 4.4., cepTuaikaT BiANOBIAHOCTI
onakoHy pasom i3 CnoBeHis; €Bponeiicbkiit
10 wnarenamu, 30 BTOPVHHE thapmakonei/moHorpadii. NMogaHHA
TaMnoHamu gns nakyBaHHS: HOBOro abo OHOB/IEHOrO cepTudikaTa
oumLieHHs Ta 30 Crpagic, BiANOBIAHOCTI a60 BUYYEHHS
nuaoykamu 4ns ®paHuis; cepTuchikaTa BiANOBIAHOCTI
HIFTiB Y KQPTOHHIi BMPOGHMLTBO in €Bponeiicbkiii hapmakonei: ana Adl;
Kopooui bulk, nepsuHHe ONs BUXIAHOTO
Ta BTOPVHHE marepiany/peareHTy/npomikHOro
nakyBaHHs, NPOAYKTY, WO BUKOPUCTOBYHOTHLCSA Y
KOHTPO/1b/BUNPO BUPOGHMUTBI A®I; Ana AONOMDKHOT
6yBaHHs cepi: peyoBuMHY (cepTudiikat BiANOBIAHOCTI
SAPMAKIEP, €Bponeiicbki hapmakonei) -
PpaHuin OHoBEHWIA cepTUdikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA - NOAAHHSA
OHOBJIEHOTO cepTudiKaTy
BiANOBIAHOCTI EBpoNechbkili
thapmakonei CEP 2016-312-Rev 01
Bif} 3aTBEPKEHOr0 BUPOBHNMKa
Pharmasynthese gjtouoi pe4yoBuH®
amMoposchiHy rigpoxsiopua, B 3B's13Ky 3
BUAANIEHHAIM BYPOGHMKA MPOMIKHOIO
npoaykty (3atsepmxeHo: R1- CEP
2016-312-Rev 00; 3anponoHoOBaHoO:
CEP 2016-312-Rev 01).
57. | EHANANPUN- enalapril eHananp | CO9A Tabnetku no 10 TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpaljiinHmx 3a He UA/5232/01/02
ACTPA®APM nny A02 mr; no 10 "ACTPA® "ACTPA®APM" MaTepiasiiB: yTOYHEHHs1 HanUCaHHsA peyenmo | nidnsi2
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ITponoB>xeHHs AojaTKa 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

Manear

Tabnetok y
6nictepi; no 2, abo
no 6, abo no 9,
abo no 10
6nictepiB y
KOpOO6Lii 3 KapTOHY

APM"

ynakoBKu B Haka3i MO3 YkpaiHu Ne
646 Bipg 20.05.2026 B npoueci
BHECEHHS 3MiH (3MiHu | Tuny - 3miHn
oo 6e3nekun/edeKTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn) -
OHOB/IEHO TEKCT MapKyBaHHS
NepBUHHOI Ta BTOPUHHOT YNaKoBKU
nikapcbKoro 3acoby, a came BUIy4YeHo
iHcbopMmawLito, 3a3Ha4YeHy POCIiCbKOD
MOBOIO, T BHECEHO 3MiHW Y N. 6
TEKCTY MapKyBaHHA NepBUHHOT Ta M.
17 BTOPUHHOT yNakoBKM NiKapCbKOro
3aco6y. BBeeHHs 3MiH NpOTAroM 6-u
MiCALIB MiCNA 3aTBEPMKEHHS. 3MiHK |
TUny - AAMIHICTPaTVBHI 3MiHU. 3MiHa
HaliMeHyBaHHsi Ta/abo agpecu
3as1BHUKA (B/1aCHVKa peecTpauiiHoro
nocBigyeHHs) 3MiHa agpecy 3asiBHUKA
['N13. BBeAeHHA 3MiH NpOTArom 6-1u
MiCALIB MiCNA 3aTBEPMKEHHS. 3MiHu |
TUny - AAMIHICTPaTVBHI 3MiHU. 3MiHa
HalimeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHSA AiANbHOCTI
BVPOGHMKa/imnopTepa rotoBoro
niKapcbKoro 3acoby, BKIOYaum
AinbHWL BUNYCKy cepii abo micue
NpoBe/ieHHs1 KOHTPOJIIO AKOCTI.
([isnbHICTb, 3a SAKy BignoBifae
BMPOGHMK/IMNOPTEpP, BKAKOYAOUN
BWMNYCK Cepiil) 3miHa agpecu
BUpo6HMKa /13. 3MiHM BHECEHO B
po3gin «Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca Micus
NpOBaMKEHHS NOro AiANbLHOCTI» B
IHCTPYKLiO ANA MenyHOro
3aCTOCyBaHHSA LLOAO0 3MiHM agpecu
BMPOOHMKA Ta AK HACNiAoK - Y TEKCT
MapKyBaHHS yrnakoBKMN MiKapCbKoro
3acoby. BBeeHHS 3MiH NpoTArom 6-Tu
MicAILiB MicNs 3aTBEPKEHHS).
Pepakuis B Hakasi - no 2, abo no 6,
abo no 9, abo no 10 6nicTepiB y
Kopo6Li 3 KapToHy. BipHa peaakuis -
no 10 TabneTtok y 6nicrtepi; no 2,
a6o no 6, aéo no 9, aéo no 10
6nicTepiB y KOpo6Li 3 KAPTOHY

ae

58.

EHANANPUN-
ACTPA®APM

enalapril

eHasianp
uny

CO9A
A02

Tabnetku no 20
Mmr; no 10

TOB
"ACTPA®

YkpaiHa

TOB
"ACTPA®APM"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLinHmx
mMaTepianis: yTOYHEHHSI HanUcaHHA

3a
peyenmo

He
nionse

UA/5232/01/03
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ITponoB>xeHHs AojaTKa 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

Manear

Tabnetok y
6nictepi; no 2, abo
no 6, abo no 9,
abo no 10
6nictepiB y
KOpOO6Lii 3 KapTOHY

APM"

ynakoBKu B Haka3i MO3 YkpaiHu Ne
646 Bipg 20.05.2026 B npoueci
BHECEHHS 3MiH (3MiHu | Tuny - 3miHn
oo 6e3nekun/edeKTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn) -
OHOB/IEHO TEKCT MapKyBaHHS
NepBUHHOI Ta BTOPUHHOT YNaKoBKU
nikapcbKoro 3acoby, a came BUIy4YeHo
iHcbopMmawLito, 3a3Ha4YeHy POCIiCbKOD
MOBOIO, T BHECEHO 3MiHW Y N. 6
TEKCTY MapKyBaHHA NepBUHHOT Ta M.
17 BTOPUHHOT yNakoBKM NiKapCbKOro
3aco6y. BBeeHHs 3MiH NpOTAroM 6-u
MiCALIB MiCNA 3aTBEPMKEHHS. 3MiHK |
TUny - AAMIHICTPaTVBHI 3MiHU. 3MiHa
HaliMeHyBaHHsi Ta/abo agpecu
3as1BHUKA (B/1aCHVKa peecTpauiiHoro
nocBigyeHHs) 3MiHa agpecy 3asiBHUKA
['N13. BBeAeHHA 3MiH NpOTArom 6-1u
MiCALIB MiCNA 3aTBEPMKEHHS. 3MiHu |
TUny - AAMIHICTPaTVBHI 3MiHU. 3MiHa
HalimeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHSA AiANbHOCTI
BVPOGHMKa/imnopTepa rotoBoro
niKapcbKoro 3acoby, BKIOYaum
AinbHWL BUNYCKy cepii abo micue
NpoBe/ieHHs1 KOHTPOJIIO AKOCTI.
([isnbHICTb, 3a SAKy BignoBifae
BMPOGHMK/IMNOPTEpP, BKAKOYAOUN
BWMNYCK Cepiil) 3miHa agpecu
BUpo6HMKa /13. 3MiHM BHECEHO B
po3gin «Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca Micus
NpOBaMKEHHS NOro AiANbLHOCTI» B
IHCTPYKLiO ANA MenyHOro
3aCTOCyBaHHSA LLOAO0 3MiHM agpecu
BMPOOHMKA Ta AK HACNiAoK - Y TEKCT
MapKyBaHHS yrnakoBKMN MiKapCbKoro
3acoby. BBeeHHS 3MiH NpoTArom 6-Tu
MicAILiB MicNs 3aTBEPKEHHS).
Pepakuis B Hakasi - no 2, abo no 6,
abo no 9, abo no 10 6nicTepiB y
Kopo6Li 3 KapToHy. BipHa peaakuis -
no 10 TabneTtok y 6nicrtepi; no 2,
a6o no 6, aéo no 9, aéo no 10
6nicTepiB y KOpo6Li 3 KAPTOHY

ae

59.

E®/IOPAH

metronida
zole

METPOHi
fason

JO1XD
01

PO34uH Ana
iHdpysili, 500

KPKA,
A.4a., Hoso

CnoBeHi
A

KPKA, a.4.,
HoBo mecTto

CnoBeHi
A

BHECEHHS 3MiH 0 peecTpaLinHmx
mMartepianis: 3miHu | Tuny - 3MiHn

3a
peyenmo

He
nionse

UA/0928/02/01
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ITponoB>xeHHs AojaTKa 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

mr/100 mn; no 100
My chiakoHi; no
1 chnakoHy B
KapTOHHI KOpoo6Li

MecCTo

oo 6e3snekun/edekTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHun). 3miHun
BHECEHO [0 IHCTPYKLiT 415 MeANyHOro

3aCTOCYBaHHSA NiKapcbKoro 3acoby y
po3zinm "OcobaMBOCTI 3aCTOCYBaHHS",

"Mo6iuHi peakwy,i" BigNoBigHO A0

OHOBJIEHOT iHthopMaLLii 3 6e3neku
Aio4oT peyvoBrHN. BBeAeHHS 3MiH
NpoTArom 6-T1 MicAUIB micns
3aBTepMKEHHS. 3MiHn Il TUny - 3MiHK

Loao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsagy. 3mMiHu y KOpoTKil
XapakTepucTuL Nnikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKLji Ans
MEAMNYHOr0 3aCTOCYBaHHS y 3B'A3KY i3
HOBUMU A@HVMW 3 AKOCTI,
LOKMIHIYHUMM, KNIHIYHUMW fJaHUMK Ta
JaHnuMu 3 dhapmakoHarnagy
3MiHV BHECEHO [0 IHCTPYKLUIT Ansa
Me[MYHOro 3aCTOCYBaHHSA NiKapCbKOro
3acoby y po3ginu "B3aemogis 3
iHLWIMMK NikapcbKMK 3acobamn Ta
iHWi BUAW B3aemogiii", "OcobnneocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHS
Ta 4o3un" 3rigHo MaTepianis
peecTpaLiiHoro A0Cbe, a Takox y
po3gain "Mo6iyHi peakuyji" woao
BaX/IMBOCTI 3BITYBaHHS NPO No6iYHi
peakuji. BBeeHHs 3MiH NpoTArom 6-Tu
MicsILiB MicnA 3aBTepKeHHS. 3MiHu ||
My - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHu). 3MiHu
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro
3acTocyBaHHSA fikapcbKoro 3acoby y
po3ainuv "dapmMakonoriyHi
BnacTtueocTi", "OcobnuBocTi
3acTocyBaHHA", "Cnocib 3acTocyBaHHS
Ta gosn", "Mo6iuHi peakwyii” 3rigHO
Marepianis peecTpauiiiHoro AOoCbE.
BBefeHHs 3MiH NpoTarom 6 micsuis
nicnsa 3aTBEPKEHHS.

ae

60.

€BPOINEHEM

meropene
m

mepone
HEeMy

Tpurigpa
T

JO1DH
02

NMOPOLLIOK AN1si
PO34nHy Ans
iH'ekuinno1,0r; 1
a60 10 hnakoHiB 3
NOPOLLKOM Y
KapPTOHHI KOpooLj

€8Bpo
Naidpkep
nTa,

Benvka
BputaHi
a

Bupo6HuK
roToBOro
nikapcbKoro
3acoby
BiANOBIAa/IbHUI

3a: MOBTOPHUIA

ITanisa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHn 3
AKOCTi. [0TOBWIA Nikapcbkunii 3acib.
3MiHV Yy BUpOOHMUTBI. 3amiHa abo
BBEEHHSI OAATKOBOI Ai/TbHUL
BMPOOHMLTBA 151 YaCTUHM ab0 BCbOro

3a
peyenmo
M

UA/9945/01/02
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ITponoB>xeHHs AojaTKa 3
Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU yrnakoska) nocsioyeHHs1
Hassa*

KOHTPO/Ib AKOCTI
CTepu/bLHOT
cyMiLi
MeponeHewmy,
KOHTPO/1b
NepBUHHOTO
nakyBasibHOro
maTtepiany,
cTepunizaduiio
NepBUHHNX
nakyBasIbHUX
marepianis,
HanoBHEHHS
nakoHiB,
BTOPVHHE
nakyBaHHs,
KOHTPO/b Y
npoveci,
KOHTpO/b Ta
BUWMYCK rOTOBOrO
nikapcbkoro
3acoby:
EliCiEc [o6dap
C.M.A,, Itanis;
Brpo6HuK
Hepo3acosaHo
ro NpoAykTy
NiKapcbkoro
3acoby —
cTepubHoi
CyMiLLi
MeponeHemy
Tpurigpaty Ta
HaTpito
KapboHaTty
(cTepunbHwia
bulk),
BiANOBifAIbHUI
3a:
BMPOGHMLTBO,
nakyBaHHS,
KOHTPO/b Y
npoueci,
KOHTpO/b Ta
BUMYCK:
ECiEc
[OB®AP

C.n.A., lITanis

BUPOGHMYOro NpoLecy roToBoro
nNikapcbKoro 3aco6y (iHLWwi 3MiHW)
YTOUHEHHS! BUPOGHWKIB Ta X hyHKLil

BiANoBigHO A0 MaTepiasniB BUPOOHUKA.




52 ITponoB>xeHHs AojaTKa 3
Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
61. | EBPOMNEHEM meropene | mepone JO1DH | nopoLuok ans €Bpo Benuka Brpo6HuK ITania BHECEHHS 3MiH 0 peecTpavjiinHmx 3a UA/9945/01/01
m Hemy 02 po3uMHy Ans Naiicbkep BputaHi roToBOro marepianis: 3miHu | Tuny - 3miHu 3 peyenmo
Tpurigpa iH'ekyjin no 500 wmr; nTp A NiKapcbKoro AKOCTI. [0TOBWIA Nikapcbknii 3aci6. M
T 1a6o 10 3acoby 3MiHU y BUPOGHMLTBI. 3amiHa abo
h/1aKoHIB 3 BiANOBifATbHWIA BBEAEHHSA A0AATKOBOT AiNIbHULL
MOPOLLKOM Y 3a: MOBTOPHUIA BMPOOHMLTBA 151 YACTUHM ab0 BCbOro

KapTOHHI KOpoo6Li

KOHTPO/Ib AKOCTI
CTepu/bLHOT
cyMiLi
MeponeHewmy,
KOHTPO/1b
NepBUHHOTO
nakyBasibHOro
maTtepiany,
cTepunizaduiio
NepBUHHNX
nakyBasIbHUX
marepianis,
HanoBHEHHS
nakoHiB,
BTOPVHHE
nakyBaHHs,
KOHTPO/b Y
npoLeci,
KOHTpO/b Ta
BUWMYCK rOTOBOrO
NiKapcbKoro
3acoby:
EliCiEc [o6dap
C.M.A,, Itanis;
Brpo6HuK
Hepo3acosaHo
ro NpoAykTy
nikapcbKoro
3acoby —
cTepubHoi
CyMiLLi
MeponeHemy
Tpurigpaty Ta
HaTpito
KapboHaTty
(cTepunbHwia
bulk),
BiANOBifAIbHUI
3a:
BMPOGHMLTBO,
nakyBaHHS,
KOHTPO/Ib Y

BMPOGHNYOro nNpoLecy rotToBoro
nNikapcbKoro 3acoby (iHLWwi 3MiHW)
YTOUHEHHS! BUPOGHWKIB Ta X hyHKLil
BiANoBigHO A0 MaTepiasniB BUPOOHUKA.
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ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
npoueci,
KOHTPO/b Ta
BUMYCK:
ENCiEc
JOBOAP
C.n.A,, Itanis
62. | 1NMIO® Telmisarta | Tenmica | C09D Tabnetku no 80 NMPO.ME/L Yecbka BUPOGHMLTBO 3a Yecbka BHECEHHS 3MiH 0 peecTpaLiinHmx 3a He UA/20620/01/01
n and pTaH; AO07 mr/2,5 mr; no 10 .UC Mpara | Pecny6n | nosBHum uuknom: | Pecny6n marepianis: 3miHu | Tuny - 3miHn peyenmo | nidnse
diuretics iHpanami Tabnetoky a.c. ika MPO.MEA.LIC ika/ Loao 6e3nekn/edreKTMBHOCTI Ta M ae
4 6nictepi, no 3 abo Mpara a.c., LLiBeiiua hapmakoHarnsgy. 3miHa y KopoTkili
10 6nicTepiB y Yecbka pis/ XapakTepucTuLi nikapcbKoro 3acoby,
KapTOHHY KOpPOOKy Pecny6nika; CnoBay, TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
BUPOGHULTBO in bka MeAMYHOro 3acTOCyBaHHS Ha niacTasi
bulk, koHTpob Pecnybn perynsipHoO OHOB/IOBAHOTIO 3BITY 3
AKOCTI ika 6e3nekun nikapcbkoro 3acoby, abo
(XiMiYHWIA/cpizny pocnimpkeHb 3 6e3neky 3acTocyBaHHS
HWUIA KOHTPO/Tb nNiKapcbKoro 3acoby B
akocTi): CeiccKo nicnspeecTpauiiinii nepiog, abo sk
Cepsicec AT, pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
LLsenuapis; npoBefeHnX BigNoBigHO A0 NnaHy
NepBUHHE i nepjatpnyHux gocnigpkeHs (PIP)
BTOPVHHE (3MiHy y3rofXeHo 3 KOMMETEHTHUM
nakyBaHHs: YMOBHOB&XEHVNM OpPraHoMm) - 3MiHu
KOO®APMA BHECEHO A0 IHCTPYKUii NS MeanyHoro
c.p.o., Yecbka 3acTocyBaHHS Nikapcbkoro 3acoby Ao
Pecny6nika; po3ainy "Mo6iyHi peakwyii” woa0
MiKpO6iosIoriyHm 6e3nekn 3acTocyBaHHS Ajtoyoi
1 KOHTPO/b peyoBUHM TesIMicapTaH BIAMNOBIAHO A0
akocTi: ANIC pekomeHgauii PRAC. IHCTpyKuUis ans
Yecbka MeAMYHOro 3aCTOCYBaHHS /iKapCbKOro
Pecny6nika, 3aco6y (eCTD Bepciss 0006).TepMiH
C.p.o., Yecbka BBE/lEHHS 3MiH MPOTArom 6 Micauis
Pecny6nika; nicns 3aTBepOKeHHs.
BUPOGHULTBO in
bulk, nepsuHHe
Ta BTOPVIHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI:
CaHeka
dapmacbloTuKan
3a.c.,
Cnosaubka
Pecny6nika
63. | KAHAIA clotrimazol | knotpum | DO1A MOPOLLIOK neHmapk IHAais "neHmapk IHAis BHECEHHS 3MiH 0 peecTpaLinHx 6e3 UA/9754/03/01
e ason co1 HalukipHuiA, 10 dPapmacb $apmacboTukan marepianis: 3MiHu | TUny - 3MiHu 3 peuyenma
mr/rno30ry loTVKan3 3114, siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
chnakoHi; no 1 Nita. 3MiHU y BUPOGHMUTBI. 3MiHa




ITponoB>xeHHs AojaTKa 3

Ymosu

Pekna

Homep

n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa

HerameH
mosaHa

peyosu

Hassa
diroyoi

HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Bionycky

MyBsaH
Hs**

peecmpayitiHo

20
nocBi0OYeHHs

Ha3zsa*

donakoHy B
KapTOHHiiA KOpo6L

iMnopTepa/3miHu, WO CTOCYTbCA
BWMYCKY Cepii Ta KOHTPOSIHO AKOCTI
rOTOBOrO NiKapCbKOro 3acoby (3aMiHa
a60 fofaBaHHA BUPOGHKMKA, WO
BiANOBifAa€ 3a BBE3EHHS Ta/abo
BUMYCK cepii) - He Bkoyaroun
KOHTPO/b/BUNPOBYBaHHSA cepil - A0
marepianis peecTpauiiiHoro 4ockLe
BHOCWTbCS iH(hopMaLis Mpo iMnopTepa
ToBapuCTBO 3 0OMEXEHOID
BignosiganbHicTio «MTEHMAPK
YKPAIHA» 04070, micto KuiB, By/mus
InniHcbka, 6yanHok 8, kopnyc 11.
BHECEHHS 3MiH 0 peecTpaLinHnx

6e3

UA/9754/02/01

64.

KAHAIA

clotrimazol
e

KNOTPUM
ason

DO1A
co1

Kpem, 10 mr/1 r, no
20 ry Ty6i; no 1
Ty6i B KQPTOHHIA
Kopoo6ULi

neHmapk

dapmachb

loTuKan3
nra.

IHais

neHmapk

dapmacbloTuKan

3 Jta.

IHgis

marepianis: 3miHu | Tuny - 3MiHK 3
sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHn y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCH
BUMYCKY Cepii Ta KOHTPOJO SKOCTI
rOTOBOrO JliKapCbKOro 3acoby (3amiHa
abo gogaBaHHA BUPOOHUKA, LLO
BignoBigae 3a BBe3eHHA Ta/abo
BUMYCK cepii) - He Bkntovaroun
KOHTPO/b/BMNpO6YBaHHSA cepii - A0
marepianis peecTpauiiiHoro Aockbe
BHOCWTbCS iH(hopMmaLis npo imnopTepa
ToBapuCTBO 3 0OMEXEHOIO
BignosigansHicTio «ITEHMAPK
YKPAIHA» 04070, micTo Kuis, Bynmus
InniHcbKa, 6yanHoK 8, kopnyc 11.

peyernma

UA/8210/01/01

65.

KAHAIA-B

Imidazoles
[triazoles
in
combinatio
n with
corticoster
oids

KNOTpUM
ason,
6eknome
TasoHy
avinponi
oHart

DO1A
C20

Kpem, no 15ry
Ty6i; no 1 Ty6i B
KapTOHHIl
ynakoBLii

neHmapk
Papmacb
loTuKan3
nra.

IHais

neHmapk

PapmacboTukan

3 11a.

IHais

BHECEHHS 3MiH 0 peecTpavliinHmx
marepianis: 3miHu | Tuny - 3miHK 3
sKocTi. [oToBWMIA Nikapcbkuii 3aci6.
3MiHV Y BUPOOHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCA
BUNYCKY Cepii Ta KOHTPOJIHO SAKOCTI
roTOBOrO JliKapCbKOro 3acoby (3amiHa
ab0 fofaBaHHA BUPOGHNMKA, L0
BiAnoBigae 3a BBE3€HHA Ta/abo
BMNycCK cepii) - He Bktovaoun
KOHTPO/b/BMNPOGYBaHHSA cepii - 40
marepianiB peecTpauiiiHoro Jockbe
BHOCUTbLCSA iHGhOpMaLia Npo imnopTepa
ToBapnCTBO 3 OOMEXEHOI0
BignosigancHicTio «MMTEHMAPK
YKPAIHA» 04070, micTo Kuis, Bynuus

3a
peyenmo
M

InniHcbKa, 6yanHok 8, kopnyc 11.
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
66. | KAHOIAEPM Beclometa | knotpum | DO7C Kpem , no 15r neHmapk IHais "neHmapk IHais BHECEHHS 3MiH 0 peecTpavjiinHmx 3a UA/5199/01/01
sone and ason, co4 Kpemy B Ty6i; no 1 dapmacb dapmacbloTvKas marepianis: 3miHu | Tuny - 3miHu 3 peyenmo
antibiotics | 6ekome Ty6i B KAPTOHHIA 1oTMKan3 3 Itp. AKOCTI. [0TOBWIA Nikapcbknii 3aci6. M
TasoHy ynakoBLi nra. 3MiHV Y BUPOOHULTBI. 3MiHa
avinponi iMnopTepa/3aMiHu, Lo CTOCYTbCA
oHart BUMYCKY Cepii Ta KOHTPOJO AKOCTI
6e3BoaH roTOBOrO NiKapCbKOro 3acoby (3aMiHa
nif; a60 fofaBaHHA BUPOGHNMKA, L0
reHTami BiAnoBigae 3a BBE3eHHA Ta/abo
LUHY BMNycCK cepil) - He Br/Itovaoun
cynbat KOHTPO/b/BUNPOBYBaHHSA cepii - 40
marepianis peecTpauiiHoro JocbE
BHOCUTbLCSA iHGhOpMaLia Npo imnopTepa
ToBapuCTBO 3 OOMEXEHOI0
BignosigasbHicTio «IJIEHMAPK
YKPAIHA» 04070, micTo Kuis, Bynuus
InniHcebKa, 6yanHok 8, kopnyc 11.
67. | KAPBOM/ATU carboplati kap6onn | LO1XA | koHuUeHTpar ans TOB YkpaiHa BMPOGHMLITBO Higepna BHECEHHS 3MiH 40 peecTpayinHx 3a UA/14502/01/01
H-TEBA n aTvH 02 pO3unHy aons «TeBa Hepo3hacoBaHo How/ marepianis: 3miHu | Tuny - 3miHn 3 peyenmo
iHcpy3ii, 10 mr/mn; YkpaiHa» ro NPoOAyKTY, XopsarTi akocTi. CepTudikaT BignosigHocTi/lE- M
no 5 mn, 15 mn, 45 nepBUHHE Ta A cepTudikar BiAMNoBIAHOCTI
M abo 60 mny BTOPUHHE €Bponeiicbkiit
donakoHi, no 1 nakyBaHHs, thapmakonei/MoHorpadii. NMogaHHs
chnakoHy B KOHTpO/b cepii, HOBOro abo OHOB/IEHOTO cepTudikata
Kopo6bui [03BiN Ha BiANOBIAHOCTI a60 BUTyYEHHS
BWMNYCK Cepil: cepTuchikaTa BiANOBIAHOCTI
dapmaxemi €Bponeiicbkiit hapmakonei: ana Adl;
B.B., ONs BUXIAHOTO
Higepnangw; marepiany/peareHTy/npomikHOro
KOHTPO/Ib Cepil: NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
MNIBA BUPO6HMUTBI A®I; Ana AONOMDKHOT
XpBartcka 4.0.0., peyoBuHYM (cepTudiikat BiANOBIAHOCTI
XopBartis €Bponeiicbkiin hapmakonei) -

OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEPMKEHOr0 BUPOOHUKA. MogaHHA
OHOBJ/IEHOTO cepTudikaTa
BignosigHocTi €E® CEP 2002-091-Rev
08 onsa kKapbonnaTuHy Big
3aTBepAXeHoro BupobHuka Heraeus
Precious Metals Gmbh & Co. KG
(Germany). YTOYHEHO HanNncaHHs
Ha3Bu BNpo6HMKa - HERAEUS
PRECIOUS METALS GMBH & CO.
KG. (Germany).
3MmiHu | TNy - 3MiHKM 3 SKOCTI.
CepTudhikat BignosigHocTi/TE-
ceptudikart BiAnNoBIAHOCTI
€Bponeicbkiii
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

thapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOBNEHOro cepTucpikata
BiANOBIAHOCTI 260 BUyYEHHS
cepTudpikaTta BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei: ans Adl;
0151 BUXiAHOTO
matepiany/peareHTy/nPoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI A®I; NSt [ONOMIXHOT
peyoBuHY (cepTuddikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBreHuiA cepTndikar Bif yxe
3aTBepMKEHOro BUpo6HUKa. MNMogaHH:
OHOB/IEHOTO cepTudikaTa
BignosigHocTi €® R1-CEP 2002-091—
Rev 07 ansa kapbonnaTuHy Big,
3aTBEpPAKEHOro BUpO6HMKa Heraeus
Precious Metals Gmbh & Co. KG
(Germany). 3MiHu | TUNY - 3MiHK 3
akocTi. CepTtudikaT BignosigHocTi/lE-
cepTudikar BiAMNOBIAHOCTI
€Bponeiicbkiii
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudikara
BiANOBIAHOCTI 260 BUYyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkint hapmakonei: ana Adl;
ONns BUXiAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCSA Y
BMPOGHULTBI ADI; NSt [ONOMIXHOT
peyoBuHYM (cepTuddikat BiANOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBeHWiA cepTudikat Bif yxe
3aTBEPMKEHOr0 BUPOOHMKA. MoAaHHA
OHOBJ/IEHOTO cepTudikata
BignosigHocTi €E® R1-CEP 2002-091-
Rev 06 gnsa kap6onnatuHy Bif
3aTBepAKeHoro BupobHuka Heraeus
Precious Metals Gmbh & Co. KG
(Germany). 3MiHu | TUNY - 3MiHN 3
akocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/moHorpadii. NogaHHA
HOBOro abo OHOB/MEHOro cepTudpikata
BIANOBIAHOCTI 260 BUNYYEHHS
cepTuduikarta BignoBigHOCTI
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*

€Bponeiicbkili hapmakonei: ana Adl;
Ansa BuxigHoro
marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI API; ANt 4ONOMIKHOT
peyoBMHYM (cepTudiikat BiAMNOBIAHOCTI
€Bponeiicbkil hapmakonei) -
OHoBNeHWiA cepTUdikar Big, yxe
3aTBePHKEHOro BUPO6HUKa. MNogaHHA
OHOB/IEHOTO cepTudikaTa
signosigHocTi E® R1-CEP 2002-091-
Rev 05 ans kap6onnatuHy Big
3aTBepAXEHOro BUpobHuka Heraeus
Precious Metals Gmbh & Co. KG
(Germany). 3minu | TURY - 3MiHK 3
akocTi. CepTudpikaT BignosigHOCTI/IE-
cepTudikart BiAnoBIgHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOBNEHOro cepTucpikata
BiANOBIAHOCTI 260 BUyYEHHS
cepTudpikaTta BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei: ans Adl;
0151 BUXiAHOTO
matepiany/peareHTy/nPoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI A®I; NSt [ONOMIXHOT
peyoBuHY (cepTuddikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBreHuiA cepTndikar Bif yxe
3aTBepMKEHOro BUpo6HUKa. MogaHHSA
OHOB/IEHOTO cepTudikaTa
BignosigHocTi €® R1-CEP 2002-091—
Rev 04 ansa kapbonnaTuHy Big,
3aTBEpPKEHOro BUpO6HMKa Heraeus
Precious Metals Gmbh & Co. KG
(Germany). 3MiHu | TUNY - 3MiHK 3
akocTi. CepTtudikaT BignosigHocTi/lE-
cepTudikar BiAMNOBIAHOCTI
€Bponeiicbkiit
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudikara
BiANOBIAHOCTI 260 BUYyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkint hapmakonei: ana Adl;
ONns BUXIAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

BMPOGHULTBI ADI; NSt 4ONOMIXHOT
peyoBuHYM (cepTuddikat BiANOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBeHWiA cepTudikat Bif yxe
3aTBEPMHKEHOr0 BUPOOHUKa. MoAaHHA
OHOBJ/IEHOTO cepTudikata
BignosigHocTi €EP® R1-CEP 2002-091-
Rev 03 (3atBepmkeHo: R1-CEP 2002-
091-Rev 02) ansa kapbonnaTvHy Big,
3aTBepAXEHOro BUpobHMKa Heraeus
Precious Metals Gmbh & Co. KG
(Germany). 3minu | TURY - 3MiHK 3
akocTi. CepTudpikaT BignosigHOCTI/lE-
cepTudikart BiAnoBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOBNEHOro cepTucpikata
BiANOBIAHOCTI 260 BUyYEHHS
cepTudpikarta BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei: ans Adl;
0151 BUXiAHOTO
matepiany/peareHTy/nPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHMLTBI A®I; NSt [ONOMIXHOT
pevoBuHY (cepTuddikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBreHuiA cepTndikar Bif yxe
3aTBEpKEHOro BUPO6HUKa. MNogaHHS
OHOB/IEHOTO cepTudikaTa
BignosigHocTi €® R1-CEP 2000-375—-
Rev 04 ansa kapbonnaTuHy Big,
3aTBepaxeHoro Sicor de Mexico, S.A.
de C.V. (Mexico). Ak Hacnigok
YTOYHEHO HaNWCaHHA Ha3Bu
BMpo6HuKa B MKA /13 - SICOR DE
MEXICO SA DE CV (Mexico).
3MiHu | TUNY - 3MiHK 3 AKOCTI.
Ceptucpikat BignosigHocTi/TE-
cepTudikar BiAMNOBIAHOCTI
€Bponeiicbkiit
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudikara
BiANOBIAHOCTI 260 BUYyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkint hapmakonei: ana Adl;
ONns BUXIAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

BMPOGHULTBI ADI; NSt 4ONOMIXHOT
peyoBuHYM (cepTuddikat BiANOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBeHWiA cepTudikat Bif yxe
3aTBEPMHKEHOr0 BUPOOHUKa. MoAaHHA
OHOBJ/IEHOTO cepTudikata
BignosigHocTi €EP® R1-CEP 2000-375-
Rev 03 gnsa kap6onnatuHy Big
3aTBEpAKEHOro BUpobHuKa Sicor de
Mexico.
3MiHM | TUNY - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/MEHOro cepTudpikata
BIANOBIAHOCTI 260 BUNYYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei: ana Adl;
Ansa BuxigHoro
marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI API; ANt 4ONOMIKHOT
peyoBMHYM (cepTudiikat BiAMNOBIAHOCTI
€Bponeiicbkil hapmakonei) -
OHoBNeHWiA cepTUdikar Big, yxe
3aTBePHKEHOro BUPO6HUKa. MNogaHHA
OHOB/IEHOTO cepTudikaTa
signosigHocTi E® R1-CEP 2000-375-
Rev 02 (3atBepmkeHo: R1-CEP 2000-
375-Rev 01) ans kapbonnatuHy Bif
3aTBEpXEHOro BUpo6HMKa Sicor de
Mexico. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHNX Y
crneundikauiax Ha A®l, abo
BUXIZAHWUA/NPOMIXHWIA
npoayKT/pearenT, wo
BMKOPVCTOBYIOTHCS y Npoueci
BMPOGHULTBA AD| (3BY)KEHHSA
[OMYCTUMUX MEX, BUHAYEHNX Y
crneundikauii). 3miHa y napameTpax
cneumdikauiii Aito4oi pevoBMHM
KapbonnatuHy, a came: Mexy JOMILLIKN
A (umcnnatuHy) 6yn10 NOCUNEHO 3 «He
Ginble 0,25%» 00 «He Gifnblue
0,05%>.
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Pekna

Homep

n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

3a

MyBsaH
Hs**

peecmpayitiHo
2o
nocsioYeHHs1

UA/20923/01/01

68.

KAPHENIYC

levocarniti
ne

neBokap
HITWH

A16A
AO01

PO34MH AN
iH'ekujid, 1 /5 mn;
no 5 mn B amnyni;
no 5 amnyn B
KaceTi B KOpoo6Li

MicTtpan
Kenitan
MeHexm
eHT
Nimiteq

AHrnis

XENN C.A.

peuis

BHECEHHS 3MiH 0 peecTpavjiinHmx
marepianis: 3miHu | Tuny - 3miHu 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
KOHTpOb roTOBOrO /iKapCbKoro
3acoby. 3viHa napameTpis
cneuudikayin Ta/abo gonycTummx
MeX roTOBOrO /liKkapCbKoro 3acoby
(3BY)XXEHHSI fONYCTUMUX MEX).
MPOMNOHYETLCA 3BYXXEHHA MEXi B TECTI
CynpoBifHi AOMILLIKW/ AN NOKa3HWKa
Cyma (foMmiLoK). BUpoBHUK Takox
3pO6MB YTOUHEHHS A0 aHaNiTUYHOI
MeToAukM Impurities B posginax
MpuaaTtHicTb cuctemmn Ta Kputepii
NPUAHATHOCTI. 3MiHM | TUny - 3MiHK 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHK Y NpoLieci
BMPOOHWLITBA FOTOBOTO J1iKapPCbKOro
3aco6y, BK/1K0OYAKUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETLCA MNP
BMPOGHMWLITBI FOTOBOTO MiKapCbKOro
3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHMLTBA). He3HauHa 3MiHN y
npoLieci BUpO6HMLITBA FOTOBOTO
nikapcbkoro 3acoby, A0AAETLCS ONUC
o06nagHaHHA Ta yMOB (iNibTpyBaHHSA
PO34MHY, @ came: po34nH INbLTPYIOTL
yepes inbTp 0,2 MKM Yy NOCYANHY Nif
TUCKOM 3 HEPXaBitoUoi cTani, Ky
nonepeaHL0 NPOMMBAIOTb
rasonogibHum azoToM nig vac Ta nicns
inbTpauii. Po3unH posnmsatoTs B
amnynn B atmocdpepi a3oTy. 3MiHu |
TUny - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. KOHTposnb rotToBoro
nikapcbkoro 3acoby. 3MiHa y meTogax
BUMPOBYBaHHS rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX METOAAX
BMNPOBYBaHHS) - He3HayHa 3MiHa y
3aTBEPMHKEHNX MeTofax
BUMNPOOYBaHHS, YTOUHEHHS [0
aHaniTM4yHOI MeToAuKu Impurities B
posginax MpuaartHicTb cuctemmn Ta
KpuTepii NpUIAHSATHOCTI.

peyenmo
]

6e3

UA/17603/01/01

69.

KBAUT® _
3ACMNOKINNVB

n

eKcTpakT
Basiepia

HU

NO5C

TabneTku, BKPUTI
NiBKOBOO

060/10HKOH Mo 10

AT
"®apmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLinHmx
marepianis: yTO4YHEHHA

peyenma

peecTpauiiiHoi npoueaypy B Hakasi
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
BOJHO- Tabnetok y MOS3 YkpaiHu Ne 763 Big 09.06.2026
CcrnMpToB 6nictepi; no 2 abo - 3MiHu | TUNY - 3MiHW 3 SKOCTI.
nii 4 6nictepun y nauui Ceptudpikat BignosigHocTi/lE-
Cyxuii 3 KapToHY cepTuadikaT BiANOBIAHOCTI
(Valeria €Bponeiicbkili
na thapmakonei/moHorpadii. 3miHu,
officinali NnoB'A3aHi 3 HEOOXIAHICTIO NpUBEAEHHS
sL.), y BignoBigHICTb [0 MOHorpadii AdY
ekcTpar abo €sponelicbkoi hapmakonei, abo
EHT: iHLWOT HaujoHasbHOT thapmakonei
eTaHon depxasu EC (3miHa y cneumdikauisx,
70 %); nos'sizaHa 3i 3miHamun B 1Y, abo
eKCTpakT €Bponeiickbkili hapmakonei, abo iHLwil
nictA HauioHasbHil chapmakonei gepxasu
mericn €C) - NpuBefeHHs cneumdikaii Ta
cyxuii MeTOZjB KOHTPO/IO 38 NOKA3HNKOM
(Melissa "loeHTudikauis" APl "EkcTpakT
officinali BasiepiaHn BOAHO-CMUPTOBWIA Cyxuin”
sL.), BMpOGHMKIB Euromed SA, IcnaHia Ta
eKkcTpar Finzelberg GmbH & Co. KG.,
EHT: HimeuyunHa y BignoBigHICTb 4O BUMOT
MeTaHon OHOBNEHOT MOHorpadii €®. 3MiHu |
30 %); TUny - 3MiHu 3 akocTi. CepTuddikat
eKCTpakT BignosigHocTi/lE-cepTudikat
Tpasu BiAANOBIAHOCTI EBpoONechbkili
nacudn thapmakonei/moHorpadii. 3miHu,
opun noB'si3aHi 3 HeOOXiJHICTIO MPUBEAEHHS
Cyxuii y BiANOBIZAHICTb A0 MOHOrpadii 4PY
(Passiflo abo €sponelicbkol thapmakonei, abo
ra iHLIOT HaujoHasIbHOT dhapmakonel
incarnat nepxasu €C (3MiHa y cneuudikauisx,
alL), nos'a3aHa 3i 3miHamun B 1Y, a6o
ekcTpar €Bponeiicbkilii hapmakonei, abo iHLLil
EHT: HaljioHanbHili hapmakonei gepxasu
eTaHon €C) - NpuBefeHHs cneumndikauii Ta
70 % MeTOZjB KOHTPO/II0 38 NOKA3HNKOM
"KinbkicHe BU3Ha4eHHsA" A®| "EKcTpakT
BasiepiaHn BOAHO-CNUPTOBWIA Cyxuiz”
BMpOGHMKIB Euromed SA, Icnania Ta
Finzelberg GmbH & Co. KG.,
HimeuyunHa y BignoBigHICTb [0 BUMOT
OHOB/1EHOT MOHOrpadii €
70. | KENBEP® dexketopr | aekcket MO1A | TabneTku, BKpUTI AT YkpaiHa AT "dapmax” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a He UA/13977/02/01
ofen onpodpe E17 NNiBKOBOO "®papmak” martepianis: 3miHu | TUny - 3MiHn peuyenmo | nidnsi2
Hy 060510HKOI0, Mo 25 Loao 6e3nekn/edreKTMBHOCTI Ta M ae
TpomeTa Mmr; no 10 hapmakoHarnsigy. 3miHa y KopoTkili
Mon Tabnetok y XapakTepucTuLi nikapcbKoro 3acoby,

6nictepi; no 1, 3

TEeKCTi MapKyBaHHs Ta iHCTPYKLiT ANns
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Pekna

n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

MyBsaH
Hs**

Howmep

peecmpayitiHo
2o

nocsioYeHHs1

abo 5 6nictepiB y
nauui 3 KapToHy

MeAMYHOro 3acToCyBaHHA Ha niacTasi
perynspHoO OHOB/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo

JocnifpkeHb 3 6e3nekn 3acTocyBaHHs

nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBiLHO A0 NnaHy
nepjatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rogXeHo 3 KOMMETEHTHUM
YMNOBHOB&XEHVUM OpraHom). 3miHu
BHECEHO fi0 IHCTPYKLiT 415 MeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby B
po3zinm "OcobaMBOCTI 3aCTOCYBaHHS",
"Mo6iuHi peakwy,i" BigNoBigHO A0
OHOBJIEHOT iHthopMaLLii 3 6e3neku
Aio4oT peyvoBrHN. BBeAEHHS 3MiH
NpoTArom 6-T1 MicALUIB micns
3aTBEPAKEHHS
3MiHn | TURY - 3MiHN LWoAo
6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn). 3MiHK

BHECEHO 10 IHCTPYKLi 4159 MegUyYHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby B

po3gin "MobiuHi peakuii" - OHOBNEHHS
iHchopMmalii LLoA0 BaXK/IMBOCTI
NOBIAOMJIEHHS NPO Mig03PIOBaHI
nob6iyHi peakuii. BBefeHHSA 3MiH
NpPOTArom 6-T1 MicALIB nicns
3aTBEPAKEHHS

3a

UA/13581/01/01

71.

KEPABOPT

imiquimod

imikBiMO
a

D06B
B10

Kpem 5 %; no 250
MF Kpemy B calue;
no 12 a6o 24
calle y KapTOHHiiA
Kopoo6ULi

neHmapk
Papmacb
1oTuKan3
nra.

IHais

nenmapk
PapmacboTukan
3 Jita.

IHais

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHu 3
AKOCTi. [0TOBWIA Nikapcbkunii 3acib.
3MiHV Y BUPOOHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCA
BUWMYCKY Cepii Ta KOHTPOSIHO SKOCTI
roTOBOrO JliKapCbKOro 3acoby (3amiHa
a60 fofaBaHHA BUPOGHWMKA, L0
BiAgnoBigae 3a BBE3eHHA Ta/abo
BMNycK cepil) - He Br/Itovaoun
KOHTPO/b/BMNpo6YyBaHHA cepii. [lo
marepianis peecTpauiiiHoro JockLe
BHOCUTbLCSA IHGhOpMaLis Npo imnopTepa
ToBapuCTBO 3 OOMEXEHOI0
BignosigasbHicTio «IJIEHMAPK
YKPAIHA» 04070, micTo Kuis, Bynuus

peyenmo
M

InniHceKa, 6yanHok 8, kopnyc 11.




63 ITponoB>xeHHs AojaTKa 3
Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
72. | KETOOEKCA dexketopr | aekcket MO1A rpaHynu ans TOB YkpaiHa | BMpPOOHMUTBO 3a | YkpaiHa BHECEHHS 3MiH 0 peecTpavjiinHmx 3a UA/16020/02/01
ofen onpocpe | E17 OpasIbHOro «[pepcra NOBHUM LNK/IOM: marepianis: 3miHu | Tuny - 3miHu 3 peyenmo
HYy po3unHy no 25 wmr; BHULTBO TOB AKOCTI. [0TOBWIA Nikapcbknii 3aci6. M
TpomeTa calle no 2,5r; no BAYM «ACTPAGAPM» 3MiHN Yy BUPOGHMLITBI. 3MiHa po3Mmipy
Mon 10, no 20, no 30 ®APM , YKpaiHa; cepii (BKIOUaKOUM dianasoH po3mipy
abo no 40 cawe y TMBX» cepTtudikayis cepii) roToBOro MikapcbKoro 3acoby
KopobLi 3 KapTOHY cepii Ta Bugava (36inbLueHHst Ao 10 pasiB NOPIBHSAHO i3
[03BOJTY Ha 3aTBEPMHKEHUM PO3MIPOM) BBELEHHS
peanizaujio [04aTKoBOro po3mipy cepii MN3
(BUNYycK cepii: 3arBepoKeHo:
TOB TeopeTnyHuii po3mip cepii: 63 000
"MpeAcTaBHNLTB OfMHVLIb 4030BaHOI0 /iKApCbKOro
0 BAYM ®APM 3acoby (6 300 yn. Ne10 a6o 3 150 yn.
MBX", Ykpaina Ne20 a60 2 100 yn. Ne30 a6o 1 575
yn. Ne40)
3anponoHoBaHo:
TeopeTnyHuii po3mip cepii: 63 000
OfMHLIb A030BaHOI0 /iKapCbKOro
3acoby (6 300 yn. Ne10 a6o 3 150 yn.
Ne20 a60 2 100 yn. Ne30 a6o 1 575
yn. Ne40)
Ta
TeopeTnyHWii po3mip cepii: 126 000
OfMHLIb 4030BaHOI0 /iKApCbKOro
3aco6y (12 600 yn. Ne10 a6o 6 300 yn.
Ne20 a60 4 200 yn. Ne30 a6o 3 150
Ne40)
73. | KETOOEKCA dexketopr | aekcket MO1A | TabneTku, BKpUTI TOB YkpaiHa | BMpPOOHMUTBO 3a | YkpaiHa BHECEHHS 3MiH [j0 peecTpaLinHmx 3a UA/16020/01/01
ofen onpocpe | E17 NiBKOBOO «[pepcra NMOBHUM LMK/IOM: marepianis: 3miHu | Tuny - 3miHn 3 peyenmo
Hy 060510HKOI0, Mo 25 BHULTBO TOB AKOCTi. [0TOBWIA Nikapcbkunii 3acib. M
TpomeTa Mmr; no 10 BAYM «ACTPADAPM» 3MiHM Y BUPOBHULTBI. 3MiHa po3Mipy
mon TabneToky ®APM , YkpaiHa; cepii (BKIOYaOUM diana3oH po3mipy
6nicTepi; no 1 abo TMBX» cepTudikauis cepii) roToBOro MikapcbKoro 3acoby

no 3 6nictepu 'y
Kopoo6ULi

cepil Ta Bugava
[103B0Jy Ha
peanizadujio
(BUNyckK cepii:
TOB
"MpeacTaBHULTB
0 BAYM ®APM
MBX", YkpaiHa

(36inbLUeHHs A0 10 pasiB NOPIBHAHO i3
3aTBEPMHKEHUM PO3MIPOM) BBEAEHHS
[04aTKoBoro po3mipy cepii M'N3
3arBepaeHo:
TeopeTuyHuii po3mip cepii: 126 000
OAMHWLIb 4030BaHOI0 NiKapCbKOro
3aco6by (12 600 yn. Ne10 a6o 4 200 yn.
Ne30)
3anponoHoBaHo:
TeopeTnyHuii po3Mip cepii: 126 000
OAMHULb [,030BAHOIO /IKApPCbKOro
3aco6y (12 600 yn. Ne10 a6o 4 200 yn.
Ne30)

Ta
TeopeTnyHuii po3mip cepii: 630 000




64 ITponoB>xeHHs AojaTKa 3
Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
OAMHMLIb A030BaHOr0 NiKapCbKOro
3aco6y (63 000 yn. Ne10 a6o 21 000
yn. Ne30)
74. | KNIMAKT- - Lachesis - Tabnetku, no 50 Bionoriwe | Himeuun Bionoriwe Himeuun BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 niosnse UA/2945/01/01
XEE/b D12, Tabnetok y Xannbmitt Ha Xannbmitresnb Ha martepianis: 3miHu | TUny - 3MiHn peyenma ae
Sanguin KOHTeliHepi; no 1 enb Xeenb Xeenb M'M6X Loao 6e3nekn/edreKTMBHOCTI Ta
aria KOHTEliHepy y v6X hapmakoHarnagy (iHwi 3MiHn). 3MiHK
canaden KOpo6Li 3 KapTOHY BHECEHO Y TEKCT MapKyBaHHS
sis D3, nepBUHHOI (M. 8, 17) Ta BTOPUHHOI (N.
Sepia 8, 9, 17) ynakoBKu NiKapcbKoro
officinali 3acoby. BBeeHHS 3MiH NpoOTArom 6-Tu
s D4, MiCSLB NiCNsA 3aTBEPKEHHS
Simarou
ba
cedron
D4,
Stannu
m
metallicu
m D12,
Strychno
s ignatii
D4,
Sulfur
D4
75. | KNIMEAUKC Drospiren [Opocnip | GO3F TabneTkun, BKpUTI BAT Yroplum BAT "lepeoH Yropuun BHECEHHS 3MiH 0 peecTpaLinHx 3a UA/19265/01/01
one and eHoH Ta | Al7 NNiBKOBOO "l'epeoH Ha PixTep" Ha martepianis: 3miHu | TUny - 3MiHn peyenmo
estrogen ecTpagi 060/10HKO10, 2 Mr/1 PixTep" oo 6e3snekn/edekTMBHOCTI Ta M
on (y Mr; 1o 28 hapmakoHarnsgy. BeegeHHs abo
BUrNAL) TabneToky 3MiHU [0 y3ara/lbHEHNX AaHnX Npo
ecTpagi 6nictepi; no 1 abo cuctemy hapmakoHarnsgy (BBefeHHs
ony 3 6nicTepu pasom y3araslbHeHVX gaHux npo cuctemy
remirigp i3 KAPTOHHUM thapmakoHarnagy, amiHa
aty) dyTnspom ans YNOBHOBaXEHOT 0co6u,

36epiraHHs
6nictepay
KapTOHHI KOpoo6Li

BiANOBIAA/IbHOI 3a 34iICHEHHS
thapmakoHarnsgy; KOHTaKTHoOi ocobu 3
hapmakoHarnsgy 3asiBHuka s
3[ifiCHEeHHs hapmakoHarnagy B
YKpaiHi, AKLWw0 BOHa BiAMIHHA Bif
YNOBHOBaXEHOT 0co6M,
BiANOBIAA/IbHOI 3a 34IICHEHHS
hapmakoHarnagy (Bkiovaroum
KOHTaKTHi faHi) Ta/abo 3MiHN y
PO3MiLLeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy).
3MiHa ynoBHOBaXeHOoi ocobu
3asBHMKA, BiANOBIAA/IbHOI 38




65 ITponoB>xeHHs AojaTKa 3
Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
hapmakoHarnsag.
[itoya pepakuis: Attina Onar.
MNMponoHoBaHa pepakuis: flacno
Cekeli.
3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XEHOI 0CO6Y 3as1BHMKA,
BiANOBIAA/LHOT 32 hapmakoHarnsg.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0Cco6M 3as1BHMKA, BignoBiga/ibHOI 3a
hapMakoHarnag B YKpaiHi.
3MiHa MicL,e3HaxXoMKEHHST MacTep-
thaiina cuctemu chapmakoHarnsay.
3MiHa MicuA 34iACHEHHS OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy.
76. | KNIMOHOPM Levonorge | 1 GO3F TabneTku, BKpUTI 3eHTiBa, Yecbka Jenbdhapm ®paHLis BHECEHHS 3MiH 40 peecTpaLinHmx 3a UA/3008/01/01
strel and Tabnetk | B0O9 NNiBKOBOO K.C. Pecny6n Ninne CAC martepianis: 3MiHu | TUny - 3MiHK 3 peuyenmo
estrogen a, 060/10HKOI0, MO 2 ika akocTi. CepTtudikaT BignosigHocTi/lE- M
BKpUTa Mr + TabneTku, cepTudiikaT BiAMNoBIAHOCTI
060/10HK BKPWTI NNiBKOBOIO €Bponeiicbkiit
oK 060/10HKOI0, MO 2 thapmakonei/moHorpadii. NMogaHHA
XKOBTOrO mr/0,15 mr; Ne 21: HOBOro abo OHOB/IEHOTO cepTudikata
KOnbopy 9 TabneTok BiANOBIAHOCTI a60 BUTYyHYEHHS
, XXOBTOrO KONbOpPY cepTudpikaTta BiANOBIAHOCTI
MICTUTB! (ecTpagiony €Bponeiicbkit hapmakonei: ana Adl;
ecTpagi Basieparty 2 Mr) Ta ONs BUXIAHOTO
ony 12 TabneTok martepiany/peareHTy/npoMiKHOro
Basiepar KOPUYHEBOTO NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
y; 1 KOnbopy BUPOGHMUTBI A®I; Ana ONOMDKHOT
Tabnetk (ecTpagiony peyoBuHYM (cepTudikat BiANOBIAHOCTI
a, Basniepary 2 mr, €Bponeiicbkiin hapmakonei) -
BKpUTA neBoHoprecTpeny OHoBNeHuiA cepTudikar Big, yxe
060/10HK 0,15 mr) y 3aTBEPMKEHOr0 BUPOOHUKA. MogaHHA
oto 6nicTepi; no 1 OHOBJ/IEHOTO cepTudikaTa
KOpU4yHe 6nictepy B BiANOBIAHOCTI EBpoONechbkili
BOro KapTOHHIM nayui hapmakonei RO-CEP 2021-255-Rev
KONbopy 01 (3atBepmxeHo: RO-CEP 2021-255-
, Rev 00) ans A®l JleBoHoprecTpen Bifg,
MiCTUTb: BXE 3aTBEPKEHOr0 BMPOOHMKA
ecTpagi STERLING CHEMICAL MALTA LTD.,
ony ManbTa.
Basnepar
Ta
NeBoHOP
recTpen
77. | KNIOH-A4 100 Combinati MEeTPOHi GO1A TabneTtkn BAT Yropum BAT "l'epeoH Yropm BHECEHHS 3MiH 0 peecTpavlinHmx 3a UA/3319/01/01
ons of nason, F20 BariHasibHi; no 10 "T'efeoH Ha PixTep" Ha mMartepianis: 3miHu | TUny - 3MiHK peyenmo
imidazole MiKOHa3 TabneTok y cTpuni; PixTep" LoAo 6e3nekn/edeKTMBHOCTI Ta M
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

derivatives

ony
HiTpar

no 1 ctpuny B
KapTOHHii
ynakoBLi

thapmakoHarnagy. BeegeHHs abo
3MiHW [0 y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy (sBegeHHs
y3arasibHeHVX faHux Npo cucTemy
hapmakoHarnsagy, amiHa
YMOBHOBaXEHOT 0co6w,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHoOi ocoobu 3
thapmakoHarnsgy 3asBHuka s
3[ificCHEeHHSs1 hapMakoHarnagy B
YKpaiHi, AKLLO0 BOHA BigMiHHA Bif
YMOBHOBaXeHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnagy (Bkioyaroun
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy).
3MiHa yNnoBHOBaXKeHOT 0cobum
3asBHYKa, BignoBiganbHoI 3a
hapmakoHarnsag.

[itoua pepakuis: Attina Onar.
MponoHoBaHa pepakuis: flacno
Cekeil.
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOT 0CO6U 3asBHYIKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0co6u 3asBHMKA, BiAnoBigabHOI 3a
thapmakoHarnsg B Ykpaii.
3MiHa MicLe3HaxomKeHHA MacTep-
thaiina cuctemu chapmakoHarnisay.
3MiHa MicLs 34jiACHEHHS! OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsgy.

78.

KNNO®AH®

clotrimazol
e

KN0TpUM
ason

GO1A
F02

KpeM BariHa/bHWi
10%,n07ry
Ty6i; no 1 Ty6i
pasom 3
annikatopom y
KapTOHHIi
ynakoBLi

TOB
"KYCYM"

YKpaiHa

KYCYM
XENTXKEP MBT
nTa

IHais

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHn 3
AKOCTI. [0TOBWIA Nikapcbkunii 3aci6.
3MiHM Y BUPOOHULTBI. 3MiHa po3Mipy
cepii (BKIOUaKOUM AianasoH po3mipy
cepii) roToBOro MikapcbKoro 3acoby
(iHWi 3MiHW) BUAANeHHa po3mipy cepil
100 kr (6e3 3MiHK TexHonorii
BMPOOHWLTBA Ta MPOMUC/I0BOTO
obnagHaHHA) 4118 BUpo6HKa KYCYM
XENTXKEP MBT AITA, IHAis.

6e3
peyenma

UA/14084/01/01

79.

KNO®AH®

clotrimazol
e

KNOTPUM
ason

KpeMm BariHanbHWi
10 % ; in bulk: no
71 B TY6i; no 169

TOB
"KYCYM"

YKpaiHa

KYCYM
XENTXKEP NBT

nTg,

IHAjs

BHECEHHS 3MiH 0 peecTpavlinHmx
martepianis: 3miHu | TUny - 3MiHK 3
AKOCTi. [0TOBWIA Slikapcbkunii 3acib.

UA/20818/02/01
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
Ty6 Y KAPTOHHili 3MiHN Yy BUPOGHMLITBI. 3MiHa po3mipy
Kopoo6Li cepii (BK/IOYaOUM diana3oH po3mipy
cepii) roToBOro MikapcbKoro 3acoby
(iHWi 3MiHW) BUAANEHHA po3mipy cepil
100 kr (6e3 3MiHK TexHonorii
BMPOOHWLTBA Ta MPOMUC/IOBOTO
06naaHaHHA) Ansa BupobHuka KYCYM
XENTXKEP MBT ATA, IHAis.
80. | KO-AIOBAH® Valsartan Bancapt | C09D TabneTku, BKpUTI HoBaprTic Lseiiua | BupobHMLTBO 3a ITanis/ BHECEHHS 3MiH 40 peecTpaLinHx 3a UA/8688/01/02
and aH i A03 NNiBKOBOO dapma Al pis NOBHUM UMKIOM: | PymyHis martepianis: 3MiHu | TUny - 3MiHK 3 peuyenmo
diuretics rigpoxno 060/10HKOI0, N0 HosaprTic ®apma AKOCTI. [OTOBWIA Nikapcbknii 3aci6. M
poTiasug 160 mr/12,5 mr; no C.n.A,, Itanis; 3MiHU Yy BUPOGHMLTBI. 3MiHM Y NpoLeci
MiKPOHI3 14 TabneTok y MepBuHHE Ta BYPOGHMLTBA FOTOBOIO NiKApCbKOro
OoBaHWi 6nicTepi; no 1 abo BTOPUHHE 3ac00y, BKIHOYAKUN NPOMDKHUIA
2 6nictepny nakyBaHHS: MPOAYKT, L0 3aCTOCOBYETLCA NpU
KopobLi 3 KapTOHY Micbapm C.n.A., BUPOGHMLTBI FOTOBOIO NiKapCbKOro
ITanis; 3aco6y (He3HayHa 3miHa y npoueci
KoHTponb BMPOGHMLTBA) He3HauHi 3MiHV B
akocTi: CaHgo3 BUpo6HMYOMY npoueci M3, a came
C.P.J1., PymyHis onTUMI3aLis BUPOOGHMYOro NpoLecy Ha
eTani rpaHynauii.
BBefeHHA 3MiH NpoTArom 6 Micsauis
nicns 3aTBepipkeHHs
81. | KO-AIOBAH® Valsartan Basicapt | C09D TabneTku, BKpUTI Hosapric LBeiiua | BupobHMLTBO 3a ITania/ BHECEHHS 3MiH 0 peecTpavlinHmx 3a UA/8688/01/03
and aH i A03 NNiBKOBOO dapma Al pis NOBHUM UMKIOM: | PymyHis martepianis: 3miHu | TUny - 3MiHK 3 peyenmo
diuretics rigpoxno 060/10HKOI0, N0 HosapTic ®apma AKOCTI. [0TOBWIA Nikapcbkunii 3aci6. M
poTiasung 160 mr/25 mr; no C.n.A., ltanis; 3MiHU Yy BUPOGHMLTBI. 3MiHM Y NpoLeci
MiKPOHI3 14 TabneTok y MepBuHHE Ta BUPOGHMLTBA FOTOBOr0 NiKapCbKOro
oBaHui 6nicTepi; no 1 abo BTOPUHHE 3ac006y, BKI0HYAKUM NPOMDKHUIA
2 6nictepn y nakyBaHHS: NPOAYKT, WO 3aCTOCOBYETLCA NpU
KopobLi 3 KapTOHY Micbapm C.n.A., BUPOBHMLTBI FOTOBOMO NMiKapCbKOro
ITanis; 3aco6y (He3HauyHa 3miHa y Nnpoueci
KoHTposb BMPOGHMLTBA) He3HauHi 3MiHM B
aKocTi: CaHao3 BUpo6HMYOMY npoueci M3, a came
C.P.J1., PymyHis onTUMi3aLis BUPOOGHMYOro npoLecy Ha
eTani rpaHynsuii.
BBefeHHA 3MiH NpoTSArom 6 Micsuis
nicns 3aTBepipkeHHs
82. | KO-AIOBAH® Valsartan Basicapt | C09D TabneTku, BKpUTI HosapTic LiBeiiua | BupobHULTBO 3a ITania/ BHECEHHS 3MiH 0 peecTpavLinHmx 3a UA/8688/01/04
and aH i AO3 NiBKOBOIO dapma Al pis MOBHWUM UMKNOM: | PyMmyHis marepianis: 3miHu | Tuny - 3miHu 3 peyenmo
diuretics rigpoxno 060/10HKOHO, MO HoBapTic ®apma AKOCTIi. [OTOBWMIA Nikapcbkunii 3aci6. M
poTiasung 320 mr/12,5 mr; no C.n.A., ltanis; 3MiHU Yy BUPOGHMLTBI. 3MiHU Y NpoLieci
MIKPOHI3 14 TabneToK y MepBuHHE Ta BMPOGHMLTBA rOTOBOTO J1iKaPCbKOro
oBaHui 6nictepi; no 1 abo BTOPVHHE 3aco6y, BK/IOUAKYM MPOMDKHUN
2 6nictepn y nakyBaHHS: NPOAYKT, L0 3aCTOCOBYETLCA NpU
KOpOoO6Lii 3 KapTOHY Micapm C.n.A., BMPOGHULITBI FOTOBOTO NiKapCbKOro
ITanis; 3aco6y (He3HayHa 3miHa y Npoueci
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
KoHTposb BMPOGHMLTBA) He3HauHi 3MiHM B
aKocTi: CaHgo3 BUpo6HMUYOMY npoueci M3, a came
C.P.JN1., PymyHis onTUMi3auis BUPOOGHMYOro npouecy Ha
eTani rpaHynsuii.
BBefieHHs 3MiH NpoTArom 6 micsuis
nicns 3aTBepKeHHs
83. | KO-AIOBAH® Valsartan Basicapt | C09D TabneTku, BKPUTI HosapTic LiBeiiua | BupobHULTBO 3a ITania/ BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/8688/01/05
and aH i AO03 NiBKOBOO dapma Al pis MOBHWUM UMKAOM: | PymyHis marepianis: 3miHu | Tuny - 3miHn 3 peyenmo
diuretics rigpoxno 060/10HKOI0, N0 HoapTic ®apma AKOCTI. [0TOBWIA Nikapcbkunii 3aci6. M
poTiasung 320 mr/25 wmr; no C.n.A,, ltanis; 3MiHV Y BUPOOHMUTBI. 3MiHU Y MpoLeci
MIKPOHI3 14 TabneTok y MepBuHHE Ta BVPOGHMLTBA rOTOBOrO J1iKapCbKOro
OoBaHWit 6nicTepi; no 1 abo BTOPUHHE 3aco6y, BK/1K0HYAKUN NPOMDKHUIA
2 6nictepn y nakyBaHHS: MPOAYKT, L0 3aCTOCOBYETLCA NpU
KOpOoO6Lii 3 KapTOHY Micapm C.n.A., BMPOGHULITBI FOTOBOTO NiKapCbKOro
ITanis; 3acoby (He3HayHa 3MiHa y npoueci
KoHTposb BUPO6GHMLUTBA) He3HauHi 3MiHN B
sKocTi: CaHgo3 BMpo6HMYOMY npoueci M3, a came
C.P.J1., PymyHis onTUMi3auis BUPO6HMYOro npouecy Ha
eTani rpaHynsuii.
BBefeHHs 3MiH NpoTarom 6 micsuis
nicns 3aTBepKeHHs
84. | KO-AIOBAH® Valsartan Basicapt | C09D TabneTku, BKPUTI HosapTic Liseiiua | BupobHULTBO 3a ITania/ BHECEHHS 3MiH 0 peecTpavliinHmx 3a UA/8688/01/01
and aH i AO3 N1iBKOBOO dapma Al pis MOBHUM UMKAOM: | PymyHis marepianis: 3miHu | Tuny - 3miHK 3 peyenmo
diuretics rigpoxno o60noHkKoto, no 80 HosaprTic ®apma sKocTi. [oToBWMIA Nikapcbkuii 3aci6. M
poTiasng mr/12,5 mr; no 14 C.n.A,, ltanis; 3MiHV Yy BUPOOHMUTBI. 3MiHM Y npoLeci
MiKPOHi3 Tabnetok y MNepBuHHE Ta BMPOGHMLTBA FOTOBOI0 NiKapCbKOro
oBaHuit 6nicTepi; no 1 abo BTOPUHHE 3aco6y, BK1K0YAKUN NPOMDKHUIA
2 6nictepn y nakyBaHHS: NPOAYKT, L0 3aCTOCOBYETLCA NpU
KOpOoO6Lii 3 KapTOHY Micapm C.n.A., BMPOGHULITBI FOTOBOTO NiKapCbKOro
ITanis; 3acoby (He3HayHa 3MiHa y npoueci
KoHTponb BUPO6GHMLUTBA) He3HauHi 3MiHN B
sKocTi: CaHgo3 BMpo6HMYOMY npoueci M3, a came
C.P.J1., PymyHia onTuMi3auis BUpobHMYOro npouecy Ha
eTani rpaHynsuii.
BBefeHHs 3MiH NpoTarom 6 micsuis
nicns 3aTBepKeHHs
85. | NIANMPOHEKCT latanopros | nataHon | SOl1E Kpansi O4Hi, BIOCAH Cnosau, NOBHUIA LKA Ipeuis/ BHECEHHS 3MiH 0 peecTpaljiinHmx 3a UA/17532/01/01
t pocT EO1 po3uuH, 50 Creyn bka BMPOGHMLTBA: Himeuun martepianis: 3miHa 3asaBHuKa /13 peyenmo
MKr/M; no 2,5 mn NABOPAT | Pecny6n PA®APM CA, Ha (MIBM) (BnacHuka peecTpawjiinHoro M
y thaKkoHi- OPI3 ika Ipeuis; nocsigyeHHs) (3rigHo Hakasy MO3 Big,
KpanesibHuuj; no 1 c.p.o. cTepwnisauis 23.07.2015 Ne 460). 3miHV BHECEHO B
chnakoHy- nepBUHHOT TEKCT MapKyBaHHS yNnakoBOK
KpanenbHuui y ynakoBKu: nikapcbKoro 3acoby oo
KapTOHHI KOpoOL; BEB® HaliMeHyBaHHSA Ta MiCLe3HaX0KEHHSI

CrepiniseliHce
epsi, HimeuunHa

3anBHUKa. BBegeHHs 3MiH npoTsrom 6
MicALiB NiCNSA 3aTBEPIYKEHHS.
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
86. | JIEBAKCENA® levofloxaci | nesochn | JO1IM po34uH Ans KPKA, CnoBeHi | BUpo6HULTBO "in | CroBeHi BHECEHHS 3MiH 0 peecTpavjiinHmx 3a He UA/15596/01/01
n okcauuH | Al2 iHCpy3iit 5 mr/mn; Aa.4a., Hoso A bulk", nepsuHHe A marepianis: 3miHu | TMny - 3miHn peyenmo | nidnse
y no 100 mn MecTo Ta BTOpPVHHE Loao 6e3nekn/edeKTMBHOCTI Ta M ae
BUrNAI pO3UnHyYy y nakyBaHHs, hapmakoHarnagy (iHwi 3MiHn). 3MiHK
nesocn chnakoHi; no 1, 5 KOHTpO/b cepii BHECEHO 10 IHCTPYKLi 4159 MegUyYHOro
oKcauuH abo 10 chnakoHis Ta BUNycK cepii: 3acTOCyBaHHS NikapCbKoro 3acoby B
y B KapTOHHIlA KPKA, a.4., po3ain "®apmakosioriyHi BnactuBocTi"
remirigp Kopoo6Li HoBo mecTo, ("®apmakoguHamika") BignoBsigHoO Ao
aty CnoBeHis; OHOB/IEHOT iHdhopMaLlii 3 6e3neku
KOHTPO/b cepil: 4ito4oi pevyoBuHU. BBegeHHS 3MiH
KPKA, a.4., NpPOTArom 6-T1 MicALIB nicns
Hoso mecTo, 3aTBEPAKEHHSA. 3MiHK | TUny - 3MiHK
CnoBeHis oo 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarnsagy. 3MiHW y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT 4N
Me[MYHOro 3aCTOCYBaHHS
reHepuYHMX/ribpnaHnx/6ionodibHNx
nikapcbkunx 3acobiB Nic/is BHECEHHSA
TiET camoi 3MiHN Ha pedepeHTHUI
npenapar (3miHa He noTpebye
HaZi@HHS XOAHUX HOBUX AOAATKOBUX
AaHnXx). 3MiH1 BHECEHO A0 IHCTPYKL,ii
O719 MeAUYHOT0 3aCTOCYBaHHS
niKapcbkoro 3acoby y po3ainv
"Oco61MBOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakwyji" 3rigHo 3
iHbopMmadiieto Wwoa0 MeguyHoro
3acTocyBaHHs pethepeHTHOro
nikapcbkoro 3acoby (TAVANIC®,
solution for infusion 5 mg/ml).
BBefieHHs1 3MiH NpoTArom 6-T MicALIB
nicnsa 3aTBEPKEHHS.
87. | IEBOMAK 750 levofloxaci | nesochn | JO1IM TabneTku, BKPUTI Maxkneogc IHais Maxkneopc IHais BHECEHHS 3MiH 0 peecTpaLiinHmx Ne 5, Ne He UA/15561/01/01
n okcauuH | Al2 NiBKOBOO dPapmacb PapmacboTukan marepianis: 3miHu | Tuny - 3miHn 3 10-3a nionsie
y 060/10HKOI0, N0 roTMKanc c Nlimitepq, AKOCTI. [0TOBWIA Nikapcbkunii 3aci6. peyenmo ae
remirigp 750 wmr; no 10 Nimiten Onuc Ta cknaj,. 3miHa abo gofasaHHa | M; Ne 100
ar Tabnetoky LuTamnis, NOTOBLLEHb a60 iHLWNX — MifIbKU
6nicTepi; no 1 MapKyBaHb, YK/lo4aouy 3aMiHy abo ans
6nictepy B nofaBaHHsa hapb Ana mapkyBaHHA 3acmocys
KapTOHHIi NiKapcbKoro 3acoby (iHwi 3MiHu) - aHHs B
ynakosLi; no 10 CynyTHS 3MiHa - 3MiHU 3 SKOCTI. ymoBax
Tabnetoky [oTOBMIA Nikapcbkuii 3aci6. KOHTposb cmayioHa
6nictepi; no 10 roTOBOro NikapcbKoro 3acoby. 3miHa py
6nicTepiB y napameTpiB cneuudikauii Ta/abo
KapTOHHIi [OMyCTUMMX MEX rOTOBOr0o

ynakosLi; no 5
TabneTok y

NiKapCcbKoro 3acoby (BUTyYeHHs
He3HayHOro nokasHuka (Hanpuknag
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*

6nictepi; no 1
6nictepy B
KapTOHHIi
ynakoBLi

3acTapifioro nokasHvka, Takoro Ak
3anax Ta cMak, abo igeHTudikauis
6apBHVKIB YN CMaKOBUX J06ABOK)) -
BHECEHHS 3MiH B ON1C TabneTku
BIANOBIAHO A0 3MiHN NOKPUTTSA
TabneTkn, K HacNigok,
3anponoHOBaHO BUTyYEHHSA NOKa3HMKa
— «OHOPIAHOCTI Macu NoI0BUHOK
TabneTok» 3i cneyndikauii MN13.
3aTBepaKeHo 3a p. «Onuc»:
[Boonykni TabneTkn NnpoaoBrysatol
dhopmu, BKpUTI NAIBKOBO 060IOHKO0
KOPUYHEBO-YEPBOHOTO KOMbOPY, 3
Haciukamm «T» i «64» Ta NiHiew
pO3710My 3 0A4HOTO 60Ky Ta NiHieto
PO3/10MY 3 iHLIOro 60Ky .
3anponoHoBaHo 3a p. «Onuc»: bini,
KancynonogaibHi, ABoonykni Tabnetku,
BKpUTI NNiBKOBOK 060/10HKOIO, 3
TUCHEHHSIM «T 5» 3 04HOro 60Ky Ta
rnagki 3 iHWoro. 3mMiHN BHECEHO B
po32in "OCHOBHI (Pi3NKO-XiMiYHi
BACTMBOCTI" B IHCTPYKLiO AnA
MefM4YHOro 3actocyBaHHs (eCTD
Bepcis 0000) y 3B'A3Ky 3i 3MiHOIO
onucy Tabnetkn. BeefieHHA 3MiH
NpoTArom 6-T1 MicAUIB micns
3aTBEPLKEHHSA. 3MiHU | TUNY - 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /liKapCbKoro
3acoby. 3miHa y meTofax
BMNPOOYBaHHA rOTOBOrO NiKAPCLKOro
3aco6y (iHWi 3MiHKM Yy MeTogax
BMNpoOYBaHb (BK/OUaoUM 3amiHy abo
[OMNOBHEHHS)) - 3aMiHa 3acTapifioro
BMNpoOyBaHHS igeHTudikaLlii MeTogom
Y®-cnekTpodoTomMeTpil Ha
ineHTudbikauito metogom BEPX 3
BUKOPWUCTaHHAM feTekTopa 3
MaTpuueto hoTogiosis BignoBigHO A0
BuMor USP <621>. 3minHu | Tuny -
3MiHK 3 SKOCTi. F0TOBMIA NiKapCbKuii
3aci6. KoHTposib roToBOro nikapcbkoro
3acoby. 3miHa napameTpis
cneuudikayin Ta/abo gonycTummx
MeX roTOBOrO /likapCbKoro 3acoby
(iHLWi 3MiHW) - BHECEHHS 3MiH Woa0
PYTVHHOCTI NpoBefeHHs aHanisy M3
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

3a nokKasHnkom «MikpobionoriyHa
yncToTar, a came: *KOHTpPOsIb
3[iCHIOETbCSA AN NEPLUUX TPbOX
BanigauiliHix cepiii, a Hagani — ans
KOXXHOI NepLLOoT Ta KOXHOI AecATol
cepii npoTarom poky. 3miHu | Tuny -
3MiHK 3 SIKOCTi. FOoTOBMIA NiKapChKUiA
3aci6. KoHTposib roToBOro nikapcbkoro
3acoby. 3miHa y meTodax
BUMPOBYBaHHS rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX METOAAX
BMNPO6YBaHHS) - BHeceHHs
HEe3HaYHWX 3MiH Y MeTOZ, KOHTPOSIO
N3 3a nokasHNKoOM «PO34YMHEHHS», &
came: BHECEHHS 40AATKOBMX
NPUMITOK, LONOBHEHHS iH(hOpMaLjiero
LLOZ0 NPUAATHOCTI CUCTEMY,
po3paxyHKy koedillieHTa NoAiGHOCTi.
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3miHa y meToaax
BMNPOBYBaHHA rOTOBOrO NiKAPCbKOro
3aco6y (He3HayHa 3MiHa 'y
3aTBEPAKEHNX METOAAX
BUNPO6YBaHHS) - BHeceHHsA
HEe3HaYHVX 3MiH Y MeTOZ KOHTPOJIIO
'N3 3a nokasHnkoM «KifbkicHe
BM3HAUYEHHS». 3MiHM | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
3MiHV Y BUPOOHMUTBI. 3MiHU Y MpoLeci
BVPOGHMLTBA rOTOBOIO J1iKapCbKOro
3ac00y, BK/1H0HYAKYN NPOMDKHUIA
MPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOGHULITBI FOTOBOTO NiKapCbKOro
3aco0y (iHLWi 3MiHK) - BHECEHHSA 3MiH Y
npouec Bupo6HuLTBa /13, 30Kpema:
-BBE/JEHHA [0OAATKOBOI cTagii
«noApiGbHeHHs» Mif vac rpaHynsuii, a
TakoX 3MiHEeHW po3mip cuTa gns
KanibpyBaHHS rpaHy/1 Ta BCTAHOB/IEHO
Yyac noApiGHeHHs. -y npoLeci
nyépvkauii ctagist «npocitoBaHHA»
noAjneHa Ha foAaTkoBi eTanu: fofaHo
NpOCitOBaHHA 3 BiANOBIAHUM PO3MipOM
cuTa -y cTagii NoKpUTTS NpoBeseHO
3aMiHy JOMNOMIXHUX PEYOBUH Ha
roTtoBy cymiwio Opadry white
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*

13B58802 / Instacoat Universal white
A05G10037, Ta po3nucaHo npowec
NOKpPUTTSA 3 BiAMNOBIAHMA
napametpamu. 3MiHu | TUNy - 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa po3Mipy
cepil (BKIOYaouM gianasoH po3mipy
cepii) roToBOro NikapcbKoro 3acoby
(36inblueHHs Ao 10 pasiB NOPIBHSAHO i3
3aTBEPMKEHNM PO3MIpPOM) - BBEAEHHS
[04aTKOBOTrO po3Mipy cepii
nikapcbKoro 3acoby: 244 444
Tabnetok (3aTBepakeHo: 112 500
Tabnetok).3MiHn | TMNYy - 3MiHN 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
KOHTpOb roTOBOrO /liKapCbKoro
3acoby. 3miHa napameTpis
cneuudikayin Ta/abo gonycTumumx
MeX roTOBOrO JliKkapCbKoro 3acoby
(BWNYyYEHHS HE3HAYHOTO MOKa3HUKa
(Hanpvknag 3acTapifnoro nokasHuka,
Takoro sk 3anax Ta cmak, abo
iaeHTUdiKaLis 6apBHYKIB YN CMaKOBUX
[06aB0OK)) - BHECEHHS 3MiH O
crneundikauii N3, a came BUYyYEHHSA
3acTapifioro nokasHuka
«lpeHTudikauis 3aniza okeng», yepes
oro BifACYTHICTb Y rOTOBIN CyMiLli
nokputTa. Bepcis MKA (0004). 3miHn
Il TMny - 3miHK 3 AKocTi. FoToBUIA
nikapcbkuii 3aci6. Onuc Ta cknag.
3MiHa y cknagi (4oNoMiKHUX
peyoBrHax) rotToBOro Nikapcbkoro
3aco06y (iHLWi AONOMiXHI peYOBUHN) -
FAKicHi ab0 KifIbKiCHI 3MiHW LLIOAO OAHIET
ab0o aekinbKoxX AOMOMDKHMUX PEYOBWH,
AKi MOXYTb 3HAYHO BMIVHYTU Ha
6e3neky, AKiCTb ab0 ePeKTUBHICTb
rOTOBOrO JliKapcbKoro 3acoby -
BHECEHHS 3MiH Y AKICHWI Ta KiNbKiCHWIA
BMICT ONOMDKHMX PEYOBUH Ta
BBE/IeHHS rOTOBOI CYMiLLii MOKPUTTSA
AN NOKPAaLLEHHA 3axX1CTy TabneTku
Bi, BOMOrN. 3MiHN BHECEHO B pO34iNn
"Cknag" (BOoMOMKHI pe4yoBUuHM) B
IHCTPYKLi0 AN MeguyHoro
3acToCcyBaHHSA MikapcbKoro 3acoby
(eCTD Bepcisi 0000). BBegeHHs 3MiH
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS.
88. | IEBO®JIOKCA | Levofloxac | neBochn - MOPOLLIOK TOB "TK YkpaiHa LLlaokciHr Kutaii BHECEHHS 3MiH 40 peecTpaLinHmx - UA/10977/01/01
LUWVHY in oKcaLuH (cybeTaHuis) y "Apopa" LI3MHCKHL MaTtepianis: 3miHu | TUny -
FEMITIAPAT y noABINHNX PapmacboTukan ALMIHICTPaTMBHI 3MiHW. (HLLI 3MiHW).
remirigp nonieTuIeHoBMX Ko., NITa. MpvBeaeHHs iHdopMmaLii y po3gini
ar MiLKax ans «MapkyBaHHA» MKA:
hapmMaueBTUUHOT 3aTBepmAkeHo: Ha eTrkeTLi BKa3yoTb:
0 3aCTOCYyBaHHS IHchopmaLito Woao TOBAPHOTO 3HaKy
3asBHNKa, Ha3BY NPOAYKTY, KpaiHy
BMPOGHWK, thipMy BUPOBHWMK Ta agpecy
po3TallyBaHHS, HOMep napTii, macy
HeTTO, AaTy BUrOTOB/IEHHS, KiHLLeBUiA
TePMiH BUKOPUCTaHHS, yMOBU
36epiraHHs.
3anponoHoBaHo: Ha eTukeTuji
BKa3yoTb: IHhopmMaL,ito Lwoa0
TOBaPHOro 3HaKy 3asiBHUKa, Ha3By
NPOAYKTY, KpaiHy BUPOGHUK, hipmMy
BMPOGHUK Ta afgpecy po3TallyBaHHS,
HOoMep cepii, Macy HeTTo, aarty
BUrOTOBJIEHHS, NEPiog, NEPEKOHTPOSII,
yMOBM 36epiraHHs, Homep
peecTpavjiiHoOro NocBig4YeHHs B
YKpaiHi.
89. | NIONPIAAM Perindopril | nepuHgo | C09B Tabnetkun 4 3eHTiBa, Yecbka 3eHTiBa, K.C. Yecbka BHECEHHS 3MiH 0 peecTpaLinHx 3a UA/19970/01/01
, npuny X01 Mmr/1,25 mr/5 wr; K.C. Pecnybn Pecny6n marepianis: 3MiHu | TUny - 3MiHu 3 peyenmo
amlodipine | epbymiH, no 15 tabnetok y ika ika akocTi. CepTudpikaT BignosigHOCTI/lE- M
and iHganami 6nicTepi, no 2 abo cepTudikart BiANOBIAHOCTI
indapamid | g Ta 4 6nictepn y €Bponeiicbkii
e amnoam KapTOHHI KOpoo6Li hapmakonei/MoHorpadii. 3miHu,
niH 'y noB'si3aHi 3 HeOOXiHICTIO MPUBEAEHHS
dopmi y BiANOBIZAHICTb A0 MOHOrpadii 4PY
amnogm abo €sponelicbkoi hapmakonei, abo
niHy iHLIOT HaujoHasIbHOT dhapmakonel
6ecunart aepxasun €C (3MiHa y cneuudikauisx,
y nos's3aHa 3i 3miHamu B 1Y, a60o

€Bponeickkin hapmakonei, abo iHLwil
HaLjioHanbHili hapmakonei gepxasu
€C) - npuBeAeHHs cneumndikauii
Ail040T peyoBVHY amaoauniHy
6ecunary y BignoBigHICTb [0 BUMOT
OHOB/IEHOT MOHOTpadii €EBponeicebKol
hapmakonei, a came: AONOBHEHHS
KOHTpOsieM nokasHuka Impurity |
(Limit: NMT 0.10 % Method: Ph. Eur.
(2.2.29), monograph’s method).
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
90. | OMNPIAAM Perindopril | nepuHgo | C09B Tabnetku 8 mr/2,5 3eHTiBa, Yecbka 3eHTiBa, K.C. Yecbka BHECEHHS 3MiH 0 peecTpavjiinHmx 3a UA/19970/01/02
, npuny X01 mr/5 mr; no 15 K.C. Pecny6n Pecnybn martepianis: 3MiHu | TUny - 3MiHK 3 peyenmo
amlodipine | epbyMmiH, Tabnetoky ika iKa akocTi. CepTudikaT BignosigHocTi/lE- M
and iHpanami 6nicTepi, no 2 abo cepTuadikaT BiANOBIAHOCTI
indapamid | g Ta 4 6nictepn y €Bponeiicbkili
e amnogu KapTOHHI KOpoo6Li thapmakonei/moHorpadii. 3miHu,
niHy NnoB'A3aHi 3 HEOOXIAHICTIO NpUBEAEHHS
chopmi y BignoBigHICTb [0 MOHorpadii AdY
amnogu abo €sponelicbkoi hapmakonei, abo
niHy iHLWOT HaujoHasbHOT thapmakonei
6ecunart depxasu EC (3miHa y cneumdikauisx,
y nos'sizaHa 3i 3miHamun B 1Y, abo
€Bponeiickbkili hapmakonei, abo iHLwil
HauioHasbHil chapmakonei gepxasu
€C) - npnBefeHHs cneundikawi
Aito40i peqyoBMHY amoauniHy
6ecunary y BignoBigHICTb [0 BUMOT
OHOB/IEHOT MOHOTpadii €EBponeincbKol
hapmakonei, a came: JONOBHEHHS
KOHTpO/ieM nokasHuka Impurity |
(Limit: NMT 0.10 % Method: Ph. Eur.
(2.2.29), monograph’s method).
91. | NIONPIAAM Perindopril | nepuHgo | C09B Tabnetkun 8 mr/2,5 3eHTiBAa, Yecbka 3eHTiBA, K.C. Yecbka BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/19970/01/03
, npuny X01 mr/10 mr; no 15 K.C. Pecny6n Pecny6n marepianis: 3miHu | TUny - 3MiHK 3 peyenmo
amlodipine | epbymiH, Tabnetok y ika ika akocTi. CepTudpikaT BignosigHOCTI/lE- M
and iHganami 6nicTepi, no 2 abo cepTudikart BiANoOBIAHOCTI
indapamid | g Ta 4 6nictepn y €Bponeiicbkii
e amnogm KapTOHHI KOpoo6Li hapmaxonei/MoHorpadii. 3miHu,
niH 'y noe'sA3aHi 3 HeOOXiAHICTIO MPUBEAEHHS
chopmi y BigMoBigHICTb A0 MoHorpadii DY
amnogm abo €sponelicbkoi hapmakonei, abo
niHy iHLIOT HaujoHasIbHOT dhapmakonel
6ecunar Aepxasu EC (3miHa y cneumdikauisix,
y nos'sA3aHa 3i 3MmiHamu B ®Y, a60
€Bponeickkin hapmakonei, abo iHLwil
HaLljioHanbHili hapmakonei gepxasu
€C) - npuBeAeHHs cneumndikauii
Ail040T peyoBVHY amnoauniHy
6ecunary y BignoBigHICTb [0 BUMOT
OHOBJ/IEHOT MOHOTpadii €EBponeicebKol
hapmakonei, a came: AONOBHEHHS
KOHTpOsieM nokasHuka Impurity |
(Limit: NMT 0.10 % Method: Ph. Eur.
(2.2.29), monograph’s method).
92. | TIO®I-500 levofloxaci | nesochn | JOIM TabneTku, BKpUTI Inka IHais Inka IHais BHECEHHS 3MiH 0 peecTpavlinHmx 3a UA/16367/01/01
n okcauuH | Al2 NNiBKOBOIO Nab6opaTo Nab6opaTtopi3 mMartepianis: 3miHu | TUny - 3MiHK peyenmo
y 060/10HKOI0, N0 pi3 Nimiten LoAo 6e3nekn/edeKTMBHOCTI Ta M
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
remirigp 500 mr, no 5 Nimiten hapmakoHarnsgy. 3miHa y KopoTkili
aT Tabnetok y XapaKTepucTuLi Nikapcbkoro 3acooby,
6nicTtepi; no 1 TEKCTi MapKyBaHHS Ta iHCTpYKLji Ans
6nictepy B MeAMYHOro 3acToCyBaHHA Ha niacTasi
KapTOHHi Kopoo6Lli perynsipHoO OHOB/IHOBAHOrIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBifHO A0 NnaHy
nepjatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rogXeHo 3 KOMMETEHTHUM
YNOBHOB&XEHVM OpraHom).
3MiHU BHECEHO [0 IHCTPYKUIii Ans
MeAMYHOro 3aCTOCYBaHHSA /iKapCbKoro
3acoby B po3gin "Mob6iuHi peakuii”
BiANOBIAHO [0 OHOBEHOT iHhopMaLi
3 6e3neku Aityol pevyoBUHN.
93. | MABTEPA® rituximab pUTYKCK LO1FA | KoHUeHTpart gns TOB YkpaiHa Brpo6HMUTBO Himeuun BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/14231/02/01
mab 01 po3uunHy ons «Poww Hepo3dacoBaHo Ha/ marepianis: 3miHu | Tuny - 3MiHK 3 peyenmo
iHdpys3iiA, 100 mr/10 YkpaiHa» T npoayku;i, LLiBeiiua akocTi. A®l. BupobHuuTeo. 3miHa M
mano 10 mny nepBrHHe pis/ BMPOGHMKA BUXiAHOro/NPOMKHOTO
chnakoHi; no 2 nakyBaHHs, CLIA npoaykTy/peareHTy, Wwo
chnakoHu B BTOPVHHE BUKOPVCTOBYIOTHCS Y BUPOOHNYOMY
KapTOHHIi nakyBaHHs, npoteci Ad®l, a6o 3miHa BUpoOHMKa
Kopo6ui; no 50 mn BMNpPO6YBaHHSA (Brtovatoun, ae HeobXxigHO, MicLe
y thnakoHi; no 1 KOHTPOSIO npoBefileHHA KOHTPOoso AkocTi) AdI (3a
chnakoHy B AKOCTI, BUMYCK BiICYTHOCTI cepTudpikata
KapTOHHIA KOpoo6Li cepii: BiANOBIAHOCTI EBpONechbkili
Pow thapmakonei y 3aTBepyKeHOMY [OCLE)
[liarHocTumke (HoBa AinbHULA AnsA 36epiraHHA
rv6X, [onoBHOro 6aHky KniTvH Ta/abo
HimeuuunHa; Po6ouunx 6aHkKiB KNiTUH). 3aMiHa
BTopuHHe AinbHuui 3 Lonza Manufacturing LLC,
nakyBaHHs, USA (1000 New Horizones Way,
BMNPOGYBaHHSA Vacaville, CA 95688, USA) Ha
KOHTPOSIO Genentech Inc., USA (1 Antibody
AKOCTI, BUMYCK Way, Oceanside, CA 92056, USA), sk
cepi: MicLe BignoBigasbHe 3a 36epiraHHs
®.XothpmaHH- OCHOBHWX 6aHkiB kniTuH (MCB) Ta
Na Pow NTg, po6ounx 6aHkiB kniTnH (WCB). Takox
LLiBeiiuapis; BHOCATbCSI peAakLiiiHi npaBku 0
Brpo6HMLUTBO po3giny 3.2.S.2.1 Bupo6Huk(n).
Hepo3dacoBaHo BBefeHHs 3MiH NpoTArom 6 micsuis
T npoayku;i, nicns 3aTBepKEHHS.
nepBrHHe
nakyBaHHS:
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
[xeHeHTek IHK.,
CLUA;
Bunpo6yBaHHs
KOHTPO/IO AKOCTI
npu BUNYCKy 3a
nokasHvKkamm
BakTepiasibHi
€HL0TOKCUHM,
CTepubHICTb:
Na6op /1IC CE
eHp Ko. Kr,
HimeyunHa
94. | MAKCUTPON® Dexameth | pekcame | S01C Kpanni o4Hi; no 5 HosapTic LLiseiiua HosapTic Benbris/ BHECEHHS 3MiH [j0 peecTpaLinHmx 3a UA/8329/01/01
asone and | TasoH, AO01 My dhaKoHi- dapma Al pis MaHydhakTypiHr Icnanis marepianis: TexHiyHa nomuska (3rigHo | peyenmo
antiinfectiv | Heomiuu KpanenbHuui; no 1 HB, Benbris; Hakaly MO3 Big 23.07.2015 Ne 460). M
es HYy donakoHy- Bunyck cepii: TexHiyHa nomusika (3rifHo Hakasy
cynbgat KpanenbHuLi B HosaprTic MO3 Big 23.07.2015 Ne 460),
, KOpOO6Lii 3 KAapTOHY dapmacbloTuka, BUMPaBIEHHSA TEXHIYHOT NOMWUKN Y
nosimikc C.A,, IcnaHisi; MK4A N3, wo 6ynu 3aTBepaKeHi
nHy B Bupo6HMLTBO, Hakaszom MO3 Ne 576 Big 01.05.2026
cynbhar KOHTPO/Ib SIKOCTI, POKy, a came: KOpeKTHe 3a3HayeHHs
nepBuHHE Ta BCiX 3aTBEpAKEHNX BUPOGHYKIB [/13.
BTOPUHHE
nakyBaHHS:
3irdopig Enb
MacHoy, C.A,,
Icnais
95. | MESAHEKCT phenyleph | cheHine SO1FB | kpanni ouHi, BIOCAWH | Cnosay, BANKAH®APM Bonrapi BHECEHHS 3MiH 0 peecTpavliinHmx 3a UA/17255/01/01
rine priHy 01 PO34uH, 25 mr/Mn; Ccreyn bka A-PA3IPAL AL ] martepianis: 3miHa 3asaBHuka /13 peyenmo
rigpoxno nos5mny NABOPAT | Pecny6n (MIBM) (BnacHuka peecTpaujiinHoro M
pua doNnakoHi- OPI3 ika noceigyeHHs) (3rigHo Hakasy MO3 Big
KpanenbHuui; no 1 c.p.o. 23.07.2015 Ne 460). 3MiHN BHECEHO Y
dhnakoHy- TEKCT MapKyBaHHS BTOPUHHOT
KpanesnbHULi y ynakoBKM Nikapcbkoro 3acoby (n.11)
KapTOHHIN nayuj LLOA0 3MiHM 3asBHUKA (BlaCHUKA
peecTpaL,iiHOro NoCBigYEHHS).
BBeneHHs1 3MiH NpoTArom 6-Tn micsAuis
nicns 3aTBepkKeHHs.
96. | MEHOBA3AH - MEHTON DO4A Ma3b Mo 40ry TOB "OKM | YkpaiHa TOB "OKnM Ykpaina BHECEHHS 3MiH 0 peecTpavLinHmx 6e3 niosnse UA/5829/02/01
pauemivy | X Ty6i antoMmiHieBili "®Gapmave "®GapmMaLeBTUiH marepianis: 3miHu | Tuny - 3miHu 3 peyenma ae
HUIA, ab0 namiHaTHil; BTUYHA a thabpumka" AKOCTIi. [OTOBWMIA Nikapcbkunii 3aci6.
HOBOKal no 1 Ty6i B nauui habpuka" Cuctema
H KOHTeliHep/3aKyrnopoBasibHWiA 3aci6.
(npokaiH 3MiHa y NepBYHHIN ynakoBLji FOTOBOro
y NikapcbKoro 3acoby (SKiCHWIA Ta
rigpoxsno KinbkicHuin cknag) - M'siki Ta

pug),

HeCTepW/bHI PifkKi Nikapcbki dhopmu.
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

aHecTes
VH
(6eH30k
aiH)

BBefeHHA [,04ATKOBOT YNaKoBKU -
Ty6a namiHaTHa 40 r. BBeeHHsA 3MiH
NpoTArom 6-T! MicAUiB micns
3aTBEPAKEHHS.

97.

MEPTEHIN

rosuvastati
n

po3syBsac
TaTuH
KasibLito

C10A
A07

TabneTkn, BKPUTI
NiBKOBOIO
060/10HKO10, Mo 10
mr; no 10
Tabnetoky
6nictepi, no 3
6nictepu B
KapTOHHIi
ynakoBLi

BAT
"efeoH
PixTep"

Yropum
Ha

BMPOGHMLTBO,
KOHTPO/Ib AKOCTI
Ta BMNYCK cepil:

BAT "TepeoH

PixTep"

Yropm
Ha

BHECEHHS 3MiH 0 peecTpaLinHx
matepianis: 3miHu | TMny - 3MiHK
oo 6e3snekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHWX AaHnX Npo
cuctemy thapmakoHarnagy (BBegeHHs
y3araslbHeHVX faHux npo cuctemy
hapmakoHarnsgy, amiHa
YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 3AIICHEHHS
thapmakoHarnsgy; KOHTaKTHoi ocobu 3
chapmMakoHarnsgy 3asBHuka ans
3[iiCHEHHS hapmakoHarnagy B
YKpaiHi, KLL0 BOHA BigMiHHA Bif
YNOBHOBaXEHOT 0co6M,
BiANOBIAA/IbHOI 32 3AIICHEHHS
thapmakoHarnsgy (Bko4yatoum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy).
3MiHa ynoBHOBaXeHOoi ocobu
3asBHMKA, BiANOBIAA/IbHOI 3a
thapmakoHarnsag,.

Litova pepakuia: Attina Onar.
MponoHoBaHa pepakuis: Slacno
Cekeli.
3MiHa KOHTaKTHUX JAaHuX
YMOBHOBaXEHOI 0CO6U 3asBHMKA,
BiANOBIAa/IbLHOI 3a hapmakoHarnsg,.
3MiHa KOHTaKTHUX OAaHUX KOHTaKTHOT
ocobu 3asBHUKA, BiANOBIAA/IbHOI 3a
thapmakoHarnsg B Ykpaii.
3MiHa MicLle3HaxXoMKeHHs1 MacTep-
thaiina cuctemmn chapmakoHarnsgy.
3MiHa Micus 34jiiCHEHHsST OCHOBHOT
LiSNbHOCTI 3 hapmakoHarnsaay.

3a
peyerimo
M

UA/11705/01/03

98.

MEPTEHIN

rosuvastati
n

posyBsac
TaTuH
KasibLito

C10A
A07

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO10, No 20
mr; no 10
Tabnetoky
6nictepi, no 3
6nictepu B

BAT
"efeoH
PixTep"

yropLum
Ha

BMPOGHMLTBO,
KOHTPO/Ib AKOCTI
Ta BMNyCK cepil:

BAT "T'epeoH

PixTep"

Yropum
Ha

BHECEHHS 3MiH 0 peecTpaLinHmx
martepianis: 3miHu | TUny - 3MiHn
oo 6e3snekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemMy chapmakoHarnagy (BBegeHHs
y3araslbHeHVX aHux npo cuctemy

3a
peyermo
M

UA/11705/01/04




Ha3ssa

MixHapo

Ha3ssa

Koo
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n/n

JliKapcbKo20
3acoby

OHa
HernameH
mosaHa
Ha3zsa*

diroyoi
pevyosu

HU

ATX

Popma sunycky

(nikapcbka
¢hopma,

ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky
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Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

99.

MEPTEHIN

rosuvastati

posyBac

C10A

KapTOHHIl
ynakoBLi

TabneTku, BKpUTI

BAT

thapmakoHarnagy, amiHa
YNOBHOBaXEHOT 0co6M,
BigNoBiga/IbHOI 3a 34jACHEHHSI
thapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapmakoHarnsagy 3asBHuka s
3[iiCHEHHS1 hapmMakoHarnagy B
YKpaiHi, KW BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0co6U,
BigNoBiga/IbHOI 3a 34jACHEHHSI
hapmMakoHarnagy (Bkioyaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MiLLeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy).
3MiHa ynoBHOBaXeHOT 0cobum
3as1BHMKA, BignoBigasibHOI 3a
hapmakoHarnsag.

[itoya pepakuis: Attina Onar.
MNMponoHoBaHa pepakuis: flacno
Cekeli.
3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XEHOT 0CO6Y 3asBHMKA,
BiANOBIAabLHOT 32 hapmakoHarnsg.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0Cco6M 3as1BHMKA, BignoBigasibHOI 3a
hapMakoHarnag B YKpaiHi.
3MiHa MicL,e3HaxXoMKEHHST MacTep-
thaiina cuctemu chapmakoHarnsgy.
3MiHa MicLA 34iACHEHHS OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy.

n

TaTH
KanbLjto

AO7

NNiBKOBOO
060/10HKOI0, N0 5
Mmr; no 10
Tabnetoky
6nictepi, no 3
6nictepu B
KapTOHHIl
ynakoBLi

"T'eneoH
PixTep"

YropLuu

BMPOGHMLTBO,
KOHTPO/Ib AKOCTI
Ta BUNycK cepii:
BAT "legeoH
PixTep"

YropLum

BHECEHHS 3MiH 40 peecTpaLinHmx
mMartepianis: 3miHu | TUny - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3araslbHEHNX AaHnX Npo
cuctemMy chapmakoHarnagy (BBegeHHs
y3arasibHeHNX JaHnx Npo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBaXXEHOT 0co6MU,
BignoBiganbHOI 3a 34iACHEHHSI
thapmakoHarnsgy; KOHTaKTHoi 0cobu 3
hapmakoHarnsagy 3asBHuka ans
3[ificCHEeHHS1 hapmMakoHarnsgy B
YKpaiHi, K0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0co6MU,
BigNoBiganbHOI 3a 34jACHEHHSI
hapmakoHarnagy (Bkioyaioum
KOHTaKTHI AaHi) Ta/abo 3MiHn y

PO3MilLeHHI MacTep-dhaiiia cuctemm

3a
peyenmo
]

UA/11705/01/02
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n/n

JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky

(nikapcbka
¢hopma,

ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

ITponoB>xeHHs AojaTKa 3

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep

peecmpayitiHo
2o

nocsioYeHHs1

100.

MIAOKANM

tolperison

Tonnepu

M03B

TabneTku, BKpUTI

BAT

hapmakoHarnagy).
3MiHa ynoBHOBaXeHOT 0cobu
3as1BHKKA, BignoBigasibHOI 3a
hapmakoHarnsag.

[itoya pepakuis: Attina Onar.
MNMponoHoBaHa pepakuis: flacno
Cekeli.
3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XEHOI 0CO6Y 3asBHMKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsg.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0Cco6M 3as1BHMKA, BignoBigasIbHOI 3a
hapMakoHarnag B YKpaiHi.
3MiHa MicL,e3HaxXoMKEHHST MacTep-
thaiina cuctemu chapmakoHarnisay.
3MiHa MicLA 34iACHEHHS OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy.

e

30HY
rigpoxno
pva

X04

NNiBKOBOO
o060n10HKot0, No 50
Mmr; no 10
Tabnetok y
6nictepi; no 3
6nictepu B
KapTOHHIl
ynakoBLi

"leneoH
PixTep"

YropLuu
Ha

BAT "legeoH
PixTep"

YropLum
Ha

BHECEHHS 3MiH 40 peecTpayinHx
martepianis: 3miHu | TUNy - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cucTemy hapmakoHarnsgy (BefeHHs
y3arasibHeHNX JaHnx Npo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBaXEHOT 0co6MU,
BigNoBiganbHOI 3a 34jACHEHHSI
thapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapmakoHarnsagy 3asBHuka ans
3[iicCHEeHHS1 hapmMakoHarnsgy B
YKpaiHi, K0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0co6U,
BigNoBiganbHOI 3a 34jACHEHHSI
hapmMakoHarnagy (Bkiovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MiLLeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy).
3MiHa yNnoBHOBaXXeHOT 0cobum
3as1BHKKA, BignoBigasbHOI 3a
hapmakoHarnsag.

[itoya pepakuis: Attina Onar.
MponoHoBaHa pepakuis: flacno
Cekeli.
3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0CO6V 3a8BHMKA,
BiANOBIAALHOT 32 hapmakoHarnsg.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOT

0Cco6M 3as1BHMKA, BignoBigabHOI 3a

3a
peyenmo
]

UA/7535/02/01
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ITponoB>xeHHs AojaTKa 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

hapMakoHarnag B YKpaiHi.
3MiHa MicL,e3HaxXoMKEHHST MacTep-
thaiina cuctemu chapmakoHarnisay.
3MiHa MicLA 34iACHEHHS OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy.

101.

MIAOKANM

tolperison
e

Tonnepu
30HY
rigpoxno
pva

M03B
X04

TabneTku, BKpUTI
NNiBKOBOO
060/10HKO0, MO
150 mr; no 10
Tabnetok y
6nictepi; no 3
6nictepu B
KapTOHHIl
ynakoBLi

BAT
"T'eneoH
PixTep"

YropLuu
Ha

BAT "legeoH
PixTep"

YropLum
Ha

BHECEHHS 3MiH A0 peecTpaLinHmx
mMartepianis: 3miHu | TUNy - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3ara/lbHEHNX AaHnX Npo
cuctemy hapmakoHarnsgy (BefeHHs
y3arasibHeHNX JaHnx Npo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBaXEHOT 0co6U,
BigNoBiganbHOI 3a 34jACHEHHSI
thapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapmakoHarnsgy 3asBHuka ans
3[iiCHEHHS1 hapMakoHarnsgy B
YKpaiHi, K0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0co6MU,
BignoBiganbHOI 3a 34iACHEHHSI
hapmakoHarnagy (Bkiovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MiLLeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy).
3MiHa yNnoBHOBaXKeHOT 0cobum
3as1BHIKA, BignoBigasbHOI 3a
hapmakoHarnsag.

[itoya pepakuis: Attina Onar.
MponoHoBaHa pepakuis: flacno
Cekeli.
3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0CO6V 3a8BHMKA,
BiANOBIAALHOT 32 hapmakoHarnsg.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOT
0Cco6U 3as1BHMKA, BignoBigasibHOI 3a
hapMakoHarnag B YkpaiHi.
3MiHa MicL,e3HaxoMKEHHST MacTep-
thaiina cuctemu chapmakoHarnsay.
3MiHa MicLA 34iACHEHHSI OCHOBHOT
AOiSNbHOCTI 3 dhapmakoHarnagy.

3a
peyenmo
]

UA/7535/02/02

102.

MIAOKAM

Tonnepu
30HY
rigpoxno
pua i
nigokaiH
y

M03B
X04

PO34MH AN
iH'ekyiil; no 1 mn B
amnyni; no 5
amnysn y KapTOHHIN
ynakoBLii

BAT
"T'eneoH
Pixtep"

YropLuu

BAT "leneoH
PixTep"

YropLum

BHECEHHS 3MiH 0 peecTpavlinHmx
mMartepianis: 3miHu | TUny - 3MiHn
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsagy. BeegeHHs abo
3MiHM [0 y3araslbHEHNX AaHnX Npo
cucTemy hapmakoHarnsgy (BefeHHs

3a
peyenmo
]

UA/7535/01/01
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Ha3ssa

Koo

81

n/n

JliKapcbKo20
3acoby

OHa
HernameH
mosaHa
Ha3zsa*

diroyoi
pevyosu
HU

rigpoxno

ATX

(nikapcbka
¢hopma,
ynakoska)

Popma sunycky

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

ITponoB>xeHHs AojaTKa 3

Pekna
myBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

103.

MIPAMEKC®

Pramipexo

pua

npamine

NO04B

Tabnetkn no 1 mr,

y3arasibHeHVX faHux Npo cucTemy
hapmakoHarnsagy, amiHa
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHoOi ocoobu 3
thapmakoHarnsgy 3asBHuka gis
3[ificCHeHHs1 hapMakoHarnagy B
YKpaiHi, AKLLO0 BOHA BigMiHHA Bif,
YMOBHOBaXEHOI 0cobw,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
hapmakoHarnagy (Bkiovaoum
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy).
3MiHa yNnoBHOBaXKeHOT 0cobum
3asBHYKa, BignoBiganbHoI 3a
hapmakoHarnsag.

[itoua pepakuis: Attina Onar.
MponoHoBaHa pepakuis: flacno
Cekeil.
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOT 0CO6U 3asBHYIKA,
BiANOBIAA/ILHOI 32 hapmakoHarnsg.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0co6u 3asBHMKA, BignoBigabHOI 3a
thapmakoHarnsg B Ykpaii.
3MiHa MicLe3HaxomKeHHA MacTep-
thaiina cuctemu chapmakoHarnisay.
3MiHa MicLs 34jiACHEHHS! OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsgy.

le

Kkcony
avrigpox
nopwuay
MOHOTiZ,
pat

C05

no 10 TabneTok y
6nicTepi; no 3
6nictepu B
KapTOHHI KOpoo6Li

BepiHrep
IHrenbxan
M

IHTepHeLw
HN TM6X

Himeuyun
Ha

BUPOGHULTBO,
nepBUHHE Ta
BTOPUHHE
naKkyBaHHSA,
MapKyBaHHS,
KOHTPO/b
AKocTi (hisuko-

XimiuHi
BUNPOGYBaHHSA
) npy BUNycky
Tanpu
[ocnipKeHHi
CTaGiNbHOCTI,
BUMYCK cepii:
BepiHrep
IHrenbxaim
dapma M'vbX i

Ko. KT,

Himeuun
Ha/
LLselina
pis

BHECEHHS 3MiH 0 peecTpaLiinHmx
MaTepianis: yTOUHEHHs1 hyHKLil
B[esikux BUPOGHUKIB B Hakasi MO3
YkpaiHu Ne 885 Big 29.06.2026 B
npoueci BHeCEeHHs 3MiH (3MiHu |
Tuny: 3miHW 3 AkocTi. CepTudikart
BignosigHocTI/TE-cepTucpikar
BIANOBIAHOCTI EBPONENnchbkili
hapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NpUBEAEHHS
y BigMnoBigHICTb [0 MOHorpadii AdY
abo €sponelicbkoi hapmakonei, abo

iHLWOT HaujoHaIbHOT dhapmakonei

Aepxasun €C (iHWi 3MiHN) - BHeceHHsA
3MiH go n.3.2.P.1.0nuc i cknag N3, a
came [oJaHo nocunaHHa Ha Ph.Eur.
Ans fioyoi peyoBmHU. BBeeHHs 3MiH

3a
peyenmo
M

npoTsirom 6 MicsuiB micns

UA/3432/01/02
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ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
HimeuuunHa; 3aTBEePMKEHHSA. 3MiHN | TUNYy: 3MiHK 3
BMPOGHMLTBO, AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.

KOHTPO/1b SIKOCTI
npy BUNYCKy
(hizmKo-XiMiuHi
BMNPOOYBaHHS)
Ta BMNYCK cepil:
PotreHgopc
dapma 'vbX,
HimeuuunHa,;
nepBUHHE Ta
BTOPVHHE
nakyBaHHs,
MapKyBaHHS:
PotTengopd
dapma 'mbX,
HimeuuunHa;
KOHTPO/1b SIKOCTI
(chi3nko-ximiyHi
BUNPOOYBaHHS)
npv BUNYCKy Ta
npu
OOCNIMKEHHI
CTabiNbHOCTI:
EBpocpiHc PACT
m6X,
HimeyvunHa;
KOHTPO/b SIKOCTI
(hizmKo-XiMiuHi
BMNPOOYBaHHS)
npv BUNYyCKy Ta
npu
OOCNIMKEHHI
cTabiNbHOCTI:
A eHp Em
WTABTECT
Na6op chyp
AHanNITUK yH[,
Crabinitatcnpy
doyHr F'M6X,
HimeuuunHa;
KOHTPO/b
AKOCTI
(BUNpoGyBaHH
f3a
NoKa3HUKOM
"Mikpo6ionoriy

Ha yucrorta"

3MiHU y BUPOGHMLTBI. 3MiHM Y NpoLeci
BMPOBHWLITBA FOTOBOTO J1iKapPCbKOro
3aco0y, BK/IOYaKUM NMPOMKHUIA
MPOAYKT, WO 3aCTOCOBYETLCA NpU
BMPOGHWLITBI rOTOBOrO /iKapCbKOro
3aco6y (He3HayHa 3MiHa y npoueci
BVMPOGHMLTBA) - 3MiHN B po3aini
3.2.P.3.3.0nunc B1po6HMYOro npotecy
Ta A0ro KOHTPO/0, Yepes He3HaYHi
3MiHW B MOZENAX | NOTYXHOCTAX
o6nagHaHHA Ha ginbHuui Rottendorf
Pharma GmbH gesiki napameTpu
npouecy foBesnoca aganTysatu,
30KpemMa NpuroTyBaHHA nactu
KpOXMauto KyKypy3siHoro. BBegeHHs
3MiH NPOTAroM 6 MicAuiB micns
3aTBEePMKEHHSA. 3MiHN | TUNYy: 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
3MiHU y BUPOGHMLTBI. 3MiHM Y NpoLeci
BMPOBHWLITBA FOTOBOTO J1iKapPCbKOro
3aco0y, BK/IOYaKUy NMPOMKHWIA
MPOAYKT, WO 3aCTOCOBYETLCA NpU
BMPOGHWLITBI rOTOBOrO /iKapCbKOro
3aco6y (He3HayHa 3MiHa y npoueci
BMPOGHMLTBA) - 3MiHU po3giny
3.2.P.3.3 Onwnc B1po6HMYOro npoecy
Ta A0ro KOHTPO/0, Yepes He3HaYHi
3MiHW B MOZENAX | NOTYXHOCTAX
o6nagHaHHA Ha ginbHuUui Rottendorf
Pharma GmbH gesiki napameTpu
npouecy fosesnocsa aganTysatu,
30KpemMa napameTpu 415 3MillyBaHHA
Ha pi3HNX eTanax TEXHOOrYHOro
npouecy. BeefeHHs 3miH npoTarom 6
MicaLiB nicns 3aTBepoKEeHHs. 3MiHu |
T™Mny: 3MiHu 3 sKocTi. FoToBWMIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHU Y NpoLeci
BVPOGHMLTBA rOTOBOTO J1iKapCbKOro
3ac00y, BK1IK0HYAKYN NPOMDKHUIA
MPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOGHULITBI FOTOBOTO NiKapCbKOro
3aco6y (He3HayHa 3MiHa y npoueci
BUPOGHMLTBA) - 3MiHM po3ainy
3.2.P.3.3 Onwnc Bnpo6HMYOro npoecy
Ta Oro KOHTPOJIt0, Yepes He3HAYHI
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
ans 3MiHV B MOZENSIX | NOTYXXHOCTSX
HecTepunbHUX obnagHaHHA Ha ginbHUUi Rottendorf
niKapCbKux Pharma GmbH gesiki napameTpu

3aco6iB) npu
BUMNYCKY Ta npu
[ocnipKeHHi
cTabinbHoCTI:
CIrcC IHctutyt
dpeseHiyc
vb6X,
HimeuumnHa;
KOHTPO/Ib SIKOCTI
(chi3nko-ximiyHi
BUNPOBYBaHHS)
npu BANycKy Ta
npu
OOCNIMKEHHI
cTabinbHOCTI:
Consiac AT,
LBeliuapis

npouecy foBesnocs aganTysaTu,
30Kpema napameTpu Ans noApibHeHH:
Ha pi3HNX eTanax TEXHOOrYHOro
npouecy. BBeieHHsi 3MiH NpoTArom 6
MiCALIB MiCNA 3aTBEPMKEHHS. 3MiHK |
Tuny: 3MiHKM 3 SKocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHN Y NpoLieci
BUPOOHWLITBA FOTOBOTO JTiKAPCbKOro
3aco6y, BK/1KOYAKUN NPOMDKHUIA
NPOAYKT, LLIO 3aCTOCOBYETLCA MNP
BMPOGHMWLITBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHMLTBA) - 3MiHWN po3giny
3.2.P.3.3 Onuc B1po6HMYoro npouecy
Ta A0ro KOHTPO/0, Yepe3 He3HaYHi
3MiHV B MOZENSX | NOTY)XXHOCTAX
o6nagHaHHA Ha ginbHuui Rottendorf
Pharma GmbH pesiki napameTpu
npotiecy AoBenocsa agantysaTy,
30KpemMa BK/IHOYEHO HOBI MoAeni
obnagHaHHA. Knac Ta nigknac
06nagHaHHA 3a/MLLaeTbCA
He3MiHHUM. BBeleHHA 3MiH MPOTAroM
6 micAuiB nicna 3aTBepAKEHHS. 3MiHN
| TNy AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu Micud
NPOBaPKEHHS AiS/IbHOCTI
BVPOGHMKa/iMnopTepa rotoBoro
nNikapcbKoro 3acoby, BKIOYaK4n
LOinbHUL BUNYCKY cepil abo micue
NpoBeAEHHS KOHTPOJIIO AKOCTI.
(misnbHiCTb, 3a Ky Bignosigae
BMPOGHMK/IMNOpPTEpP, He BK/IKOYaun
BUMYCK cepilf) - 3MiHa HaliMeHyBaHHS
Ta agpecu AinbHULI, Ha SKi
3[iICHIETLCS KOHTPOSIb SIKOCTI
(thismKo-ximiuHi BUNPOBYBaHHA) Npu
BWMYCKY Ta NPV AOC/iIKEHHI
CTabiNIbHOCTI NikapcbKoro 3acoby 3
OACT M'mM6X, HimeyunHa/PHAST
GmbH, Germany Ha €spodiiHc PACT
vm6X, HimeuunHa/Eurofins PHAST
GmbH, Germany. ®akTtuyHa agpeca
MicLsi MpOBEAEHHS AisiNIbHOCTI Ta




84 ITponoB>xeHHs AojaTKa 3
Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*

onepaLujiiHi npoLiecy 3aumwaTbCs
6e3 3MiH. BBeieHHs 3MiH NpoTArom 6-
TV MiCAUIB MicNa 3aTBEPIKEHHS.
3MiHu | TUNY: 3MiHK 3 AKoCTi. FoTOBWIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3MiHa
napameTpiB cneuudikaii Ta/abo
[O0MyCTUMUX MEX rOTOBOTO
NiKapcbKoro 3acoby (BUy4YeHHs
He3HaYyHOro nokasHuka (Hanpuknag,
3acTapifioro NokasHuKa, Takoro siK
3anax Ta cMak, abo igeHTudikauis
6apBHYKIB Y/ CMaKOBUX [06aBOK)) -
3miHa o MaTepianiB peecTpauiliHoro
[ocbe, a came go p. 3.2.P.5.1
Cneuundpikanis(-), Sk Hacnigok 3miHa y
MKA 113, 30kpema: BUMyYEHHS
nokasHuka «3anax», OCKiNbK1 AKICHUI
TECT He € cneundivyHnM i He €
NoKa3HMKOM SKOCTi 4151 JaHOrO
nikapcbKoro 3acoby. BBeAeHHs 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS. 3MiHM | TUNY: 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
KOHTpOb roTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpis
cneuudikauin Ta/abo gonycTumumx
MeX roTOBOrO JliKkapCbKoro 3acoby
(iHWi 3MiHW) - 3miHa BUMOT
cneuudikauii Ha BUNycK, Ans
npoaykTy po3naay Z, 3 BEpXHbOI MeXi
0,3 % fo 0,6 %. 3aTBepmxeHa Mexa
cneuudikayii Ha TEPMiH NPUAATHOCTI
He 6inblue 2,0% 3annaeTbes
He3MiHHO. BBeieHHA 3MiH NPOTAroM
6-TV1 MiCALIB MiC/N1SA 3aTBEPKEHHS.
3MiHu | TUNY: 3MiHK 3 AKoCTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS
[08aTKOBOI AiNIbHUL BUPOGHMLITBA
O/15 YacTUHU abo BCbOrO BUPOGHNYOrO
npouecy rotoBoro Nikapcbkoro 3acoby
(8iNbHULA 4N BTOPUHHOTO
nakyBaHHs) - BBeleHHs foAaTKoBOI
OiNbHULI BUpOOHULTBA A/1S
BTOPVHHOTO MakKyBaHHSA, MapKyBaHHS -
PotteHgopc ®apma Mv6X, AM
PsvireHganb 3, 59320 EHHirepaox
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
HimeuunHa /Rottendorf Pharma
GmbH, Am Fleigendahl 3, 59320
Ennigerloh, Germany. BBeeHHS 3MiH

BVIpOﬁHVILI,TBa ANnA Y4aCTuHn abo Bcboro

NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS. 3MiHM | TUNY: 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
3MiHU y BUPOGHMLTBI. 3amiHa abo
BBEAEHHSA A0AATKOBOT AifIbHULL

BMPOGHNYOro nNpoLecy rotoBoro
nikapcbkoro 3acoby (AinbHUUA Ans
NepBUHHOTO NakyBaHHs) - BeBegeHHA
[08aTKOBOI AiNIbHUL BUPOGHMLITBA
NSt NEPBUHHOTO NaKyBaHHS -
PoTtTengopd ®apma MmbX, Am
dngairengans 3, 59320 EHHirepnox
Himeuuunna /Rottendorf Pharma
GmbH, Am Fleigendahl 3, 59320
Ennigerloh, Germany. BBeeHHs 3MiH
NpPOTArom 6-T1 MicALIB nicns
3aTBepMXeHHs. 3MiHu | Tvny: 3MiHK 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo
BBEJEHHSI 4OAATKOBOI Ai/TbHUL
BMPOBHMLTBA 151 HACTUHM ab0 BCbOro
BMPOGHMYOro NpoLecy roToBoro
nikapcbKoro 3acoby (AiNbHUUSA, Ha AKil
npoBoAATbLCA 6Yb-5Ki BUPOOHNUI
cTapji, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJIIO AKOCTi, NePBMHHOTO Ta
BTOPWHHOTO MakyBaHHSA, A5
HeCTepubHUX NMiKapCbKux 3acobiB) -
BBefeHHs1 [oAaTKoBOl AiNbHML
BMPOGHMLITBA NiKapCbKOro 3acoby
PotreHgopc ®apma MvbX,
OcTteHcpenbaep Ltpacce 51-61,
59320 EHHirepnox,
Himeuunna/Rottendorf Pharma GmbH,
Ostenfelder Strasse 51-61, 59320
Ennigerloh, Germany.
BBefeHHs 3MiH NpoTarom 6 micsuis
nicns saTBepmpkeHHs. 3miHu | Tuny:
3MiHK 3 SKOCTi. FoTOBUIA NiKapChKUiA
3aci6. 3MiHV y BUPOOHULTBI. 3MiHA
iMnopTepa/3aMiHu, L0 CTOCYTbCH
BUNYCKY cepii Ta KOHTPOJIO AKOCTI

roTOBOrO JliKapCbKOro 3acoby (3amiHa

ab0 foAaBaHHA BUPOGHNMKA, WO
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
Bignosigae 3a BBe3eHHA Ta/abo
BUNYCK cepii) - Bknoyaroun

KOHTPO/b/BMNPOGYBaHHS cepii -
BBeieHHs1 OAATKOBOr0O BUPOGHMKA,
LLLO BiAMNOBIAAE 3a KOHTPO/b AKOCTI Npn
BUNYCKy (ci3nko-XimiyHi
BMNPOBYBaHHSA) Ta BUMNYCK cepil
PotreHgopc ®apma MvbX,
OcTteHcpenbaep Ltpacce 51-61,
59320 EHHirepnox,
Himeuunna/Rottendorf Pharma GmbH,
Ostenfelder Strasse 51-61, 59320
Ennigerloh, Germany. 3a3HayeHHs B
npoekTi MKA BCix 3aTBEpmAXeHnX
BVMPOGHMYMX AifIbHULb, BKIIOYAKUN
nabopaTtopii KOHTPO/O SKOCTI, @ TaKoX
BUHECEHHS BUPOOHNYMX CHYHKLLl
3aTBepAKEHOro BUpobHMKa BepiHrep
IHrenbxaiim ®apma M'v6X i Ko. KT,
HimeuumHa. 3mMiHN BHECEHO B
IHCTPYKLil0 ANs MenyHOro
3aCTOCYBaHHSA NiKapcbKoro 3acoby y
po3ginu «BupobHuk» Ta
«MicLe3HaxomKeHHs BUPOGHYVKa Ta
afpeca Micus NpoBagKeHHs ioro
LISNbHOCTI», SIK HACNigoK —
3aTBEPMHKEHHA TEKCTY MapKyBaHHS
ynaKkoBKM NiKapcbKoro 3acoby ans
[04AaTKOBOrO BUPO6HUKA. BBEAEHHSA
3MiH NPOTAroM 6 MicAuUiB nmicns
3aTBePMKEHHSA. 3MiHN | TUNy: 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
3MiHU y BUPOGHMLTBI. 3MiHM Y NpoLeci
BMPOBHWLITBA FOTOBOTO J1iKapPCbKOro
3aco0y, BK/IOYaKUM NMPOMKHWIA
MPOAYKT, WO 3aCTOCOBYETLCA NpU
BMPOGHWLITBI rOTOBOrO /iKapCbKOro
3aco6y (iHwi 3MiHN) - BBegeHHs
[04aTKOBOro NakyBaHHS, a came
KOHTEHepy, SKuiA BUCTENEeHNA
noABiIiHAM NONIETUIEHOBUM NaKETOM,
ans tabnetok bulk, BUpo6Huka
PotTeHgopc ®apma MvbX,
HimeuunHa/Rottendorf Pharma
GmbH, Germany. BeefeHHs 3MiH
npoTsrom 6 micauis nicns
3aTBEPKEHHS. 3MiHM | TUNY: 3MiHK 3

SKOCTIi. [O0TOBWIA Nlikapcbkuii 3aci6.




87 ITponoB>xeHHs AojaTKa 3
Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*

3MiHN Yy BUPOGHMLITBI. 3MiHa po3mipy
cepii (BKIOUaKOUM dianasoH po3mipy
cepii) roToBOro MikapcbKoro 3acoby
(36inbLUeHHst Ao 10 pasiB NOPIBHSAHO i3
3aTBEPKEHUM PO3MIpOM) - 3MiHa
po3mipy cepii flikapcbkoro 3acoby,
06yMOB/IEHA HE3HAYHO BiIMIHHICTHO
B po3Mipax 06nafHaHHA Ha
BMPOGHWYIl AinbHUL PoTTeHgopd
dapma 'm6X, HimeuunHa.
[itoya pepakuis:
0,25 mr/tabn:
210,0 kr Approx. 2 000 000
tablets/batch
840,0 kr Approx. 8 000 000
tablets/batch
1 mr/tTabn:
210,0 kr Approx. 1 000 000
tablets/batch
840,0 kr Approx. 4 000 000
tablets/batch
MponoHoBaHa pefakuis:
0,25 mr/Tabn:
210,0 kr Approx. 2 000 000
tablets/batch
840,0 kr Approx. 8 000 000
tablets/batch
(BepiHrep IHrenbxaiim ®apma MMo6X i
Ko. KI)

840, 0 kr Approx. 8 000 000
tablets/batch
(PoTtTeHgopd ®apma MM6X,
HimeuunHa)

1 mr/Tabn:

210,0 kr Approx. 1 000 000
tablets/batch
840,0 kr Approx. 4 000 000
tablets/batch
(BepiHrep IHrenbxaiim ®apma M6X i
Ko. KI)

567.0 kr Approx. 2 700 000
tablets/batch
(PotTeHgopd ®apma MM6X,
HimeuunHa)

BBefeHHs 3MiH NpoTsArom 6 micsuis
nicnsa 3aTBepMKeHHs. 3MiHu | Tuny:
3MiHu 3 aKoCTi. FOTOBUIA Nikapcbkuii
3aci6. 3MiHN Y BUPOOHMUTBI. 3MiHK
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*

BUMPO6yBaHb ab0o AONYCTUMUX MEX,
BCTAHOB/IEHVX Y crieumdpikayisx, nig
yac BMPOOHMLTBA FOTOBOTO
nikapcbKoro 3aco6y (iHLi 3MiHN) -
BHeceHHs 3miHu go n.3.2.P.3.3.0nuc
BMPOGHMYOro npouecy Ta/abo iioro
KOHTpONt, n.3.2.P.3.4.KOHTpO/b
KPUTUYHMX CTagiil Ta NPOMIDKHOT
npoaykuii, n.3.2.P.4.KoHTponb
[OMOMiKXHUX PEYOBYH, & came
KOpUryBaHHs MeXi LifIboBOro
3HaYEeHHS KOHTPOJTHO TOBLLMHN
TabneTok Ta AONyCTUMI MeXi
BiAXWNEHb TOBLUVHY TabneTok Ans
no3ysaHb 0.25 mr Ta 1 mr. [lo po3giny
3.2.P.4.1. BHeceHo nocravasibHuKa
[0MNOMDKHOT peyqoBuHN MaHiTony. Mpu
LibOMY nocTavasibHUK 3a/IMLIAETLCA
He3MiHHUM - Merck KGaA, Germany.
BBefeHHs 3MiH NpoTarom 6 micauis
nicns 3aTBeppkKeHHs. 3MiHu | Tuny:
3MiHU 3 sKoCTi. FOTOBWIA NikapcbKuii
3aci6. KoHTpo/sib roToBOro nikapcbkoro
3acoby. 3MiHa napameTpiB
cneuudikalin Ta/abo gonycTumumx
MEX FOTOBOr0 NiKapCbKoro 3acoby
(aonoBHeHHs abo 3amiHa NokasHuka
cneundikauii 3a pesynbtatamu
pocnipkeHb 3 6e3neku abo AKocTi (3a
BMHATKOM NiKapCbK1X 3aco6iB
6ionoriyHoro/iMyHON0rYHOrO
NOXOKEHHS)) - lONOBHEHHS
cneuudikauii /13 HOBYM MOKa3HWKOM
«N- HiTpo3onpaminekcon» (HRAM-
LC/MS) 3 HopMyBaHHAM <89 ppm.
BBefeHHs 3MiH NpoTArom 6 micsuis
nicnsa 3aTBepMKeHHs. 3MiHu | Tuny:
3MiHu 3 aKoCTi. FOTOBUIA Nikapcbkuii
3aci6. 3miHM y BUpOOHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYTbCA
BUMYCKY Cepii Ta KOHTPO/IHO AKOCTI
rOTOBOrO /liKapCbkoro 3acoby (3aMiHa
abo gofaBaHHs AiNbHUL, Ha kil
3[jiCHI0ETbCS
KOHTPO/Ib/BUNPOBYBaHHS cepil) -
BBefeHHA anbTepHaTUBHOT AiNbHUL,
Congiac Ar, Leliuapis,
BiNoBiAa/IbHOI 32 KOHTPO/Ib SAKOCTi
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

(chi3vKo-ximiuHi BUNpobyBaHHs) nNpu
BWMNYCKY Ta NPW AOCIIKEHHI
CTabinbHOCTI. BBEAEHHS 3MiH

npoTsArom 6 micauis nicns
3aTBepMKeHHs). Pefakuisa B Hakasi -
BUPOBHWLITBO, NEPBUHHE Ta BTOPVHHE
nakyBaHHS, MapKyBaHHS, KOHTPO/1b
AKOCTI (i3NKO-XIMIYHI
BUMPO6OBYBAHHSA) NPU BUMYCKY Ta Npu
OocnigpkKeHHi cTabiNbHOCTI, BUNYCK
cepii: bepiHrep IHrenbxaiim ®apma
v6X i Ko. KI, HimeuuunHa; KoHTposb
SAKOCTi (BUNPOGOBYBaHHA 3a
nokasHnkom "MikpobionoriyHa
yucToTa" AN HeCTePUIbHUX
nNikapcbKunx 3aco6iB) Npu BUNYCKY Ta
npu gocnimpkeHHi ctabinbHocTi: CIC
IHcTUTYT ®peseHiyc MM6X, HimevyunHa.
BipHa pegakuisi - BAPOGHULTBO,
nepBUHHE Ta BTOPUHHE NaKyBaHHS,
MapKyBaHHS, KOHTPOJIb AKOCTi
(chismko-xiMiuHi BUNpOGYBaHHS) Npu
BUMYCKY Ta Npu JOCAifKEeHHI
cTabinbHOCTI, BUNYCK cepii:
BepiHrep IHrenbxaivim ®apma MrméX i
Ko. KI', HimeuunHa; KOHTpoO/b
SIKOCTi (BUNpOGyBaHHA 3a
nokasHukom "MikpoGionoriuHa
yucrota" AN HeCcTepusIbHUX
niKkapcbKnxX 3aco6iB) Npy BUMYCKY
Ta Npu AOCNiMKEHHI cTaBinbHOCTI:
CIC IHcTuTyT ®PpeseHiyc M'm6X,
HimeuunHa

104.

MIPAMEKC®

Pramipexo
le

npamine
Kkcony
avrigpox
nopwuay
MOHOTiZ,
pat

NO04B
C05

Tabnetku no 0,25
mr, no 10
Tabnetoky
6nictepi; no 3
6nictepu B
KapTOHHIA KOpoo6Li

BepiHrep
IHrenbxan
M
IHTepHeLw
HN TM6X

Himeuun
Ha

BUPOGHULTBO,
nepBuHHe Ta
BTOPUHHE
naKkyBaHHSA,
MapKyBaHHS,
KOHTPO/b
AKocTi (hisuko-
XimiuHi
BUNPOGYBaHHSA
) npy BUNycky
Tanpu
[ocnimpKeHHi
CTaGiNbHOCTI,
BUMYCK cepii:

BepiHrep

Himeuun
Ha/
LLselina
pis

BHECEHHS 3MiH 0 peecTpaLiinHmx
mMaTepianis: yTOUHEeHHs1 hyHKLil
[esikux BUPOGHUKIB B Hakasi MO3
YkpaiHu Ne 885 Big 29.06.2026 B
npoueci BHECEHHA 3MiH (BHECEHHS
3MiH [0 peecTpauiliHiX maTepianis:
3MiHY | TMNY: 3MiHK 3 AKOCTI.
Ceptucpikat BignosigHocTi/TE-
cepTudiikart BiAnNoBIAHOCTI
€Bponeiicbkiit
hapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HeOOXiAHICTIO MPUBEAEHHS
Y BiANOBIZAHICTb A0 MOHOrpadii 4PY
abo €sponeiiceKoi hapmakonei, abo
iHLWOT HaLjioHa/IbHOT dhapmakonei

3a
peyenmo
M

UA/3432/01/01




90

ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
IHrenbxanm nepxasun €C (iHWi 3MiHW) - BHeceHHs
dapma M'vbX i 3MiH go n.3.2.P.1.0nuc i cknag /13, a
Ko. KT, came [oJaHo nocunaHHsa Ha Ph.Eur.
HimeuuunHa; ONs [jto4vol pevyoBrHU. BBeAeHHs 3MiH
BMPOGHMLTBO, npoTarom 6 micAuis nicns

KOHTPO/b SIKOCTI
npy BUNYCKy
(hizmKo-XiMiuHi
BMNPOOYBaHHS)
Ta BMNYCK cepil:
PotreHgopc
dapma 'vbX,
HimeuuunHa,;
nepBUHHE Ta
BTOPVHHE
nakyBaHHs,
MapKyBaHHS:
PoTtTengopd
dapma 'vbX,
HimeuuunHa;
KOHTPO/1b SIKOCTI
(chi3nko-ximiyHi
BUNPOOYBaHHS)
npv BUNYCKy Ta
npu
OOCNIMKEHHI
CTabiNbHOCTI:
EBpocpiHc PACT
m6X,
HimeyvunHa;
KOHTPO/b SIKOCTI
(hizmKo-XiMiuHi
BMNPOOYBaHHS)
npv BUNYyCKy Ta
npu
OOCNIMKEHHI
cTabiNbHOCTI:
A eHp Em
WTABTECT
Na6op thyp
AHanNITUK yH[,
Crabinitatcnpy
doyHr F'M6X,
HimeuuunHa;
KOHTPO/b
AKOCTI
(BUNpoGyBaHH

A3a

3aTBepMXeHHs. 3MiHu | TUny: 3MiHK 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHK Y NpoLieci
BUPOOHWLITBA FOTOBOTO J1iKAPCbKOro
3aco6y, BK1KOYAKUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOGHMWLITBI FOTOBOTO MiKapCbKOro
3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHMLTBA) - 3MiHN B po3Aini
3.2.P.3.3.0nuc B1po6HMYoro npouecy
Ta A0ro KOHTPO/0, Yepes He3HaYHi
3MiHV B MOZENSX | NOTY)XHOCTAX
o6nagHaHHA Ha ginbHuui Rottendorf
Pharma GmbH pesiki napameTpu
npoLecy fosesnocsa aganTysaTu,
30KpemMa NpuroTyBaHHA nacTu
KpOXMauto KyKypya3saHoro. BeegeHHs
3MiH NpPOTAroM 6 MicAuiB nicns
3aTBepMXeHHs. 3MiHu | TUny: 3MiHK 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHK Y NpoLieci
BUPOOHWLITBA FOTOBOTO J1iKAPCbKOro
3aco6y, BK/1K0OYAKUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOGHMWLITBI FOTOBOTO MiKapCbKOro
3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHMLTBA) - 3MiHWN po3giny
3.2.P.3.3 Onuc B1po6HMYoro npouecy
Ta A0ro KOHTPO/0, Yepes He3HaYHi
3MiHV B MOZENSX | NOTY)XXHOCTAX
o6nagHaHHA Ha ginbHuui Rottendorf
Pharma GmbH pesiki napameTpu
npoLecy fosesnocsa aganTysaTu,
30KpemMa napameTpu 411 3MillyBaHHSA
Ha pi3HUX eTanax TEXHOMNOTIYHOro
npouecy. BBefieHHs 3MiH npoTarom 6
MiCALIB MiCNsa 3aTBEPMKEHHS. 3MiHu |
Tuny: 3MiHKM 3 SKocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHU Y NpoLeci
BMPOGHWLITBA FOTOBOTO J1iKapPCbKOro
3aco0y, BK/IOYaKUM NMPOMKHWIA
NPOAYKT, WO 3aCTOCOBYETLCA NpU




91 ITponoB>xeHHs AojaTKa 3
Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
MOKa3HMKOM BMPOGHULITBI FOTOBOTO NiKapCbKOro
"MikpoGionoriu 3aco6y (He3HayHa 3MiHa y npoueci
Ha uucToTa" BMPOGHMLTBA) - 3MiHU po3giny
ans 3.2.P.3.3 Onwnc B1po6HMYOro npotecy
HecTepunbHUX Ta A0ro KOHTPO/0, Yepes He3HaYHI
niKapCbKux 3MiHV B MOZENSX | MOTY)XXHOCTSX

3aco6iB) npu
BUNYCKY Ta npu
[ocnimpKeHHi
cTabinbHoCTI:
CIrC IHctutyt
dpeseHiyc
vb6X,
HimeuumnHa;
KOHTPO/Ib SIKOCTI
(chi3nko-ximiyHi
BUNPOOYBaHHS)
npu BANycKy Ta
npu
LOCNIMKEHHI
cTabinbHOCTI:
Consiac AT,
LBeliuapis

o6nagHaHHA Ha ginbHuUui Rottendorf
Pharma GmbH gesiki napameTpu
npouecy foBesnocsa aganTysaTu,
30KpemMa napameTpu Ans NoApPiGHEHHS
Ha pi3HNX eTanax TEXHOOrYHOro
npouecy. BeefeHHsa 3miH npoTarom 6
MicALiB nicns 3aTBepoKEHHS. 3MiHu |
T™Mny: 3MiHu 3 sikocTi. FoToBwMIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHU Y NpoLeci
BVMPOGHMLTBA rOTOBOTO J1iKaPCbKOro
3ac00y, BK/1K0HAKUN NPOMDKHUIA
MPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOGHULITBI FOTOBOTO NiKapCbKOro
3aco6y (He3HayHa 3MiHa y npoueci
BMPOGHMLTBA) - 3MiHU po3giny
3.2.P.3.3 Onwnc Bnpo6HMYOro npoecy
Ta /ioro KOHTPOJI0, Yepes He3HauHi
3MiHM B MOZENAX | NOTY)XXHOCTAX
o6nagHaHHA Ha ginbHuui Rottendorf
Pharma GmbH gesiki napameTpu
npouecy foBesnocs aganTysaTu,
30KpeMa BK/IOYEHO HOBI MoAeni
o6nagHaHHA. Knac Ta nigknac
ob6nafHaHHS 3a1MWaeTbes
He3MiHHUM. BBefeHHs1 3MiH NpoTArom
6 micauiB nicns 3aTBepAKeHHs. 3MiHN
| TMNy: AgMiHICTpaTWBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecy micus
NPOBaKEHHS AiSNIbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOYaum
OinbHWL BUMYCKy cepii abo micue
NpoBeAeHHsI KOHTPO/IO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEpP, He BK/IYaK4mn
BUMYCK cepiii) - 3MiHa HaliMeHyBaHHS
Ta agpecu AinbHUUI, Ha SKii
3[iICHIOETLCS KOHTPO/Ib SKOCTI
(thi3nKo-ximiuHi BUNpo6YBaHHA) nNpu
BWMYCKY Ta NPV AOCIIKEHHI
CTabiNIbHOCTI NikapCbKoro 3acoby 3
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*

PACT M'm6X, HimeuunHa/PHAST
GmbH, Germany Ha €BpodiiHC PACT
'm6X, Himeuunna/Eurofins PHAST
GmbH, Germany. ®akTuyHa agpeca
MiCLl NPOBEAEHHS AiSNbHOCTI Ta
onepavujiiHi NpoLecy 3a/mLwatTbCs
6e3 3MiH. BBeieHHs1 3MiH NpoTAromM 6-
TN MIiCALIB NiCNA 3aTBEPIKEHHS.
3MiHu | TURY: 3MiHK 3 AKoCTi. [oTOBWMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo
[OMyCTUMMX MEX roTOBOro
NiKapcbKoro 3acoby (BUTyYeHHs
He3HaYyHOro nokasHuka (Hanpviknag,
3acTapifioro nokasHvka, Takoro sk
3anax Ta cMak, abo igeHTudikauis
6apBHYKIB YN CMaKoBUX 406ABOK)) -
3miHa 10 MaTepiasniB peecTpaviliHoro
[ocbe, a came o p. 3.2.P.5.1
Cneuudpikauisi(-1), SK HacigoK 3miHa y
MKS#A 13, 30Kkpema: BunyyYeHHsa
nokasHuka «3anax», OCKiNbK1 AKICHUIA
TECT He € CneundIiYHUM i He €
NoKasHWKOM SKOCTi A5 AaHOro
nikapcbKoro 3acoby. BeefeHHS 3MiH
NpoTArom 6-T1 MicAUIB micns
3aTBEePMKEHHSA. 3MiHN | TUNYy: 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /liKapCbKoro
3aco6y. 3miHa napameTpis
cneyudikayin Ta/abo gonycTummx
MEe>X roTOBOrO JliKapCbKOro 3acoby
(iHWi 3MiHW) - 3MiHa BUMOT
cneuudikauii Ha BunNycK, Ans
npoaykTy po3nagy Z, 3 BEpXHbOI MeXi
0,3 % po 0,6 %. 3aTBepaxeHa Mmexa
cneuudikaLii Ha TePMiH NPUAATHOCTI
He Ginblue 2,0% 3annaeTbes
He3MiHHOW. BBefeHHSA 3MiH NPOTAroM
6-TV MicALIB NiCNA 3aTBEPLKEHHS.
3MiHu | TURY: 3MiHK 3 AKoCTi. [oTOoBWMIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo BBEAEHHSA
[04aTKOBOT [iTbHULL BUPOGHMLTBA
AN 4acTUHK abo BCbOro BUPOGHNYOTO
npoLiecy roToBoro NikapcbKoro 3acoby
(AiNbHUUA AN BTOPUHHOIO
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
nakyBaHHs1) - BBeleHHs [oAaTKOBOI

AiNbHUL BUpOOHULTBA 4115
BTOPWHHOTO MaKyBaHHSA, MapKyBaHHS -
PotteHgopdt ®apma MM6X, AM
dnaiireHgans 3, 59320 EHHirepnox
HimeuuunHa /Rottendorf Pharma
GmbH, Am Fleigendahl 3, 59320
Ennigerloh, Germany. BeefieHHS 3MiH
NpoTArom 6-T1 MicAUIB micns
3aTBEePMKEHHS. 3MiHN | TUNy: 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
3MiHu y BUPOGHMLTBI. 3amiHa abo
BBEJEHHS [0AAaTKOBOI Ai/IbHUL
BMPOGHMLTBA A1 YacTUHM abo BCbOro
BMPOGHNYOro nNpoLecy rotoBoro
nikapcbKoro 3acoby (ginbHUUSA ans
NepBUHHOTO NakyBaHHs) - BBegeHHS
[04aTKOBOT [iTbHULL BUPOGHMLTBA
NS NePBUHHOTO NaKyBaHHS -
PotteHgopc ®apma Mv6X, AM
dnairengans 3, 59320 EHHirepnox
HimeuunHa /Rottendorf Pharma
GmbH, Am Fleigendahl 3, 59320
Ennigerloh, Germany. BBeeHHS 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS. 3MiHM | TUNY: 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbknii 3acib.
3MiHU y BUPOGHMLTBI. 3amiHa abo
BBEAEHHSA A0AATKOBOT AiNIbHULL
BMPOOHMLTBA 151 YACTUHM ab0 BCbOro
BMPOGHNYOro nNpoLecy rotToBoro
NikapcbKoro 3acoby (finbHWUA, Ha sKili
npoBoAATbLCA 6y Ab-sKi BUPOOHMUI
cTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPO/II0 AKOCTi, NEPBMHHOTO Ta
BTOPVHHOTO MakyBaHHSA, A/
HecTepubHUX Nikapcbknx 3aco6iB) -
BBeneHHs foaaTKoBOl AifbHUL
BMPOGHMLTBA NiKApCbKOro 3acoby
PotteHgopc ®apma MvbX,
OcTeHdensaep LWtpacce 51-61,
59320 EHHirepnox,
Himeuunna/Rottendorf Pharma GmbH,
Ostenfelder Strasse 51-61, 59320
Ennigerloh, Germany.
BBefeHHA 3MiH NpoTArom 6 Micsuis
nicns saTBepmpkeHHs. 3MiHu | Tuny:

3MiHM 3 IKOCTi. [0TOBWMIA NiKapCbKNiA
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
3aci6. 3MiHM y BUPO6HULTBI. 3MiHa
iMnopTepa/3aMiHu, Lo CTOCYTbCA

BWMYCKY Cepii Ta KOHTPOSIHO AKOCTI
roTOBOrO NiKapCbKOro 3acoby (3aMiHa
a60 fofaBaHHA BUPOGHNMKA, L0
BiAgnoBigae 3a BBE3eHHA Ta/abo
BUNYyCK cepii) - Bknovatoun
KOHTPO/b/BMNPOGYBaHHSA cepii -
BeefieHHs1 40AATKOBOrO BUPOGHMKA,
LLLO BiAMNoBiAA€E 3a KOHTPO/b AKOCTI Mpn
BUNYCKY (thi3nko-XimiuHi
BMNPOGYBaHHS) Ta BUNYyCK cepii
PotTeHgopc ®apma MvbX,
OcTeHdensaep LWtpacce 51-61,
59320 EHHirepox,
Himeuunna/Rottendorf Pharma GmbH,
Ostenfelder Strasse 51-61, 59320
Ennigerloh, Germany. 3a3HaueHHs B
npoekTi MKA BCix 3aTBEpAXEHNX
BVMPOGHMYMX AiNIbHULLb, BKIOYAKUN
nabopatopii KOHTPOJIO SKOCTI, a TaKoX
BWHECEHHS BUPOOHUUNX CPYHKLA
3aTBEPHKEHOr0 BUPOOHUKa BepiHrep
IHrenbxaiim ®apma M'v6X i Ko. KI,
HimeuyunHa. 3MiHN BHECEHO B
IHCTPYKLiO ANA MenyHOro
3aCTOCYBaHHS /iKapCbKoro 3acoby y
po3ainu «BupobHuk» Ta
«Micue3HaxomKkeHHs BUPOGHMKa Ta
agpeca Micus NpoBaKEHHS 0ro
LiSNIbHOCTI», SIK HACNIf0K —
3aTBEPKEHHSA TEKCTY MapKyBaHHS
yMakoBKM NMiKapCbKoro 3acoby s
[0AaTKOBOro BUPO6HMKa. BBEAEHHSA
3MiH NPOTAroM 6 MicAuiB nicns
3aTBepMKXeHHs. 3MiHu | TUny: 3MiHK 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHK Y NpoLieci
BMPOOHWLITBA FOTOBOTO J1iKAPCbKOro
3aco6y, BK/1KOYAKUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOGHMWLITBI FOTOBOTO MiKapCbKOro
3aco6y (iHLWWi 3MiHK) - BBeeHHS
[l0[aTKOBOrO NakyBaHHS, a came
KOHTEHepy, SKuiA BUCTeNEHNI
noABiiHAM NONIETUIEHOBUM NaKeToM,
Aans tTabnetok bulk, BUpo6HuKa

PotTeHgopc ®apma M'vbX,
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*

HimeuunHa/Rottendorf Pharma
GmbH, Germany. BeefieHHS 3MiH
npoTsarom 6 micsAyis nicns
3aTBePMKEHHSA. 3MiHN | TUNy: 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa po3Mipy
cepil (BKIOYaouM gianasoH po3mipy
cepii) roToBOro NikapcbKoro 3acoby
(36inblueHHs Ao 10 pasiB NOPIBHSAHO i3
3aTBEPMKEHNM PO3MIPOM) - 3MiHA
po3mipy cepii nikapcbkoro 3acoby,
06yMOB/IEHa HE3HAYHOI BiAMIHHICTHO
B po3Mipax 06nafiHaHHA Ha
BUPOBHWYIN fAinbHULI PoTTeHaopd
dapma 'm6X, HimeuunHa.
Litova pepakuis:

0,25 mr/Tabn:

210,0 kr Approx. 2 000 000
tablets/batch
840,0 kr Approx. 8 000 000
tablets/batch
1 mr/tabn:

210,0 kr Approx. 1 000 000
tablets/batch
840,0 kr Approx. 4 000 000
tablets/batch
MponoHoBaHa pegakuis:

0,25 mr/Tabn:

210,0 kr Approx. 2 000 000
tablets/batch
840,0 kr Approx. 8 000 000
tablets/batch
(BepiHrep IHrenbxaiim ®apma M6X i
Ko. KI)

840, 0 kr Approx. 8 000 000
tablets/batch
(PotTeHgopd ®apma MM6X,
HimeuunHa)

1 mr/Tabn:

210,0 kr Approx. 1 000 000
tablets/batch
840,0 kr Approx. 4 000 000
tablets/batch
(BepiHrep IHrenbxaiim ®apma Mm6X i
Ko. KI)

567.0 kr Approx. 2 700 000
tablets/batch
(PoTtTeHgopd ®apma 'M6X,
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

HimeuuunHa)
BBefeHHs 3MiH NpoTarom 6 micauis
nicns 3aTBeppkKeHHs. 3MiHu | Tuny:
3MiHU 3 sKoCTi. FOTOBWIA NikapcbKuii
3aci6. 3MiHW y BUPOBHULTBI. 3MiHK
BMNpPo6yBaHb abo AOMYCTVMUX MEX,
BCTAHOB/EHUX Y cneuudpikauisx, nig,
yac BUPOOGHMLTBA FOTOBOrO
nNikapcbKoro 3acoby (iHwWi 3MiHN) -
BHeceHHs 3miHu o n.3.2.P.3.3.0nuc
BMPOGHMYOro npouecy Ta/abo iioro
KOHTposto, N.3.2.P.3.4.KoHTposb
KPUTUYHMX CTaAjil Ta NPOMKHOT
npoaykuii, n.3.2.P.4.KoHTponb
[OMOMiKHUX PEYOBYH, a came
KOpuUryBaHHs Mexi Lji/iboBOro
3HAYEHHS KOHTPOJTH TOBLLMHN
Tabn1eTok Ta 4onycTUMi Mexi
BiAX1NeHb TOBLUMHN TabNeTok ans
no3sysaHb 0.25 mr ta 1 mr. [lo po3giny
3.2.P.4.1. BHECEHO nocTavasibHUKa
[LOMOMDKHOT peqoBUHU MaHiTony. Mpu
LibOMY nocTayvasibHUK 3a/IMLIAETbCA
He3MiHHUM - Merck KGaA, Germany.
BBefeHHA 3MiH NpoTArom 6 Micauis
nicns saTBeppkKeHHs. 3MiHu | Tuny:
3MiHM 3 AKoCTi. [0TOBWIA NiKapCbKWii
3aci6. KoHTposib roToBOro Nikapcbkoro
3acoby. 3miHa napameTpis
cneuudikauin Ta/abo gonycTumumx
MeX roTOBOr0 /likapCbKoro 3acoby
(4onoBHEHHS1 a60 3aMiHa NoKasHMKa
cneuudikauii 3a pesynbTatamu
JocnipxeHb 3 6e3nekn abo AKocTi (3a
BMHATKOM NiKapCbK1x 3aco6is
6i0/10riYHOro/iMyHOOrYHOTO
NOXOpKeHHS)) - loNOBHEHHSA
cneuundikauii /13 HOBUM NOKa3HMKOM
«N- HiTpo3onpaminekcon» (HRAM-
LC/MS) 3 HopmyBaHHsAM <89 ppm.
BBefeHHs 3MiH NpoTarom 6 micauis
nicns 3aTBeppkKeHHs. 3MiHu | Tuny:
3MiHU 3 siKoCTi. [OTOBWIA Nikapcbkuii
3aci6. 3miHM y BUpOOHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYThCA
BMNYCKY Cepii Ta KOHTPOJO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa
ab0 A0oAaBaHHA OiNbHULI, Ha SIKIR
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

3[jiCHI0ETLCS
KOHTPO/b/BUNPOBYBaHHA cepil) -
BBefeHHs aflbTepHaTUBHOT AifTbHUL,
Consiac Ar’, LLiseliuapis,
BiANOBIAA/IbHOI 38 KOHTPO/b AKOCTI
(hi3vKo-ximiuHi BUNpobyBaHHS) npu
BUNYCKY Ta NpY AOCAIAKEHHI
ctabinbHoCTi. BBEEHHS 3MiH
npoTarom 6 micsAuis nicns
3aTBepxeHHs). Pefakuis B Hakasi -
BUPOGHWLTBO, NEPBUHHE Ta BTOPUHHE
nakyBaHHS, MapKyBaHHs, KOHTPO/1b
AKOCTI (Pi3UKO-XiMiYHi
BMNPO6GOBYBaHHSA) NPW BUMYCKY Ta nNpu
[OCNigpKEeHHi CTabiNbHOCTI, BUMYCK
cepii: bepiHrep IHrenbxaiim ®apma
'm6X i Ko. KI', HimeuunHa; KOHTPOb
AKOCTI (BUNPOGOBYBaHHS 3a
nokasHnkom "MikpobionoriyHa
yuctoTa" ANs HecTepusbHUX
nNikapCbKNx 3aco6iB) Npu BUNYCKy Ta
npw gocnimpxkeHHi ctabinsHocTi: CMC
IHCTUTYT Ppeseniyc MM6X, HimeuunHa.
BipHa pegakuist - BApOGHULTBO,
nepBuHHEe Ta BTOPUHHE NaKyBaHHS,
MapKyBaHHS, KOHTPO/1b AAKOCTI
(chismko-xiMiuHi BUNPOGYBaHHS) Npu
BUNYCKY Ta NPU JOCNIMKEHHI
cTabinbHOCTI, BUNYCK cepii:
BepiHrep IHrenbxaiim ®apma MmoX i
Ko. KI', HimeuyunHa; KOHTpoOnb
AIKOCTi (BUNPOGYBaHHA 3a
nokasHukom "MikpoGionoriuHa
yucrtorta" ANA HeCcTepunbHUX
nikapcbKnx 3aco6iB) Npu BUMYCKY
Ta NPy JOCNIMKEHHI cTaGinbHOCTI:
CIC IHcTuTyT ®PpeseHiyc Mm6X,
HimeyunHa

105.

MOKCAHALVH

moxifloxac
in

MoKcudp
nokcauy
Hy
rigpoxno
pua

JO1M
Al4

PO34MH AN
iHdpysiid, 400
Mmr/250 mn; no 250
mn (400 mr) y
donakoHi; 1
chnakoH B nayw

Mictpan
Kenitan
MeHemxm
eHT
Nimiten

AHrnis

AHOAPM
XE/IAC C.A

peuis

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3MiHu | TUny - 3MiHK 3
akocTi. CepTtudikaT BignosigHocTi/lE-
cepTudiikart BiAnNoBIAHOCTI
€Bponeiicbkiit
thapmakonei/moHorpadii. NogaHHA
HOBOro abo OHOB/IEHOTO cepTudikata
BiAMNOBIAHOCTI a60 BUTyYEHHS
cepTuchikaTa BiANOBIAHOCTI
€Bponeiickkin papmakonei: gns Adl;

3a
peyenmo
]

UA/19478/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

ONns BUXiAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCSA Y
BMPOGHULTBI ADI; NSt [ONOMIXHOT
peyoBuHYM (cepTuddikat BiANOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBreHWiA cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA - NOJAHHSA
OHOBJ/IEHOTO cepTudikaTty
BiAANOBIAHOCTI EBpoONechbkili
dhapmakonei Ne CEP 2014-101-Rev 02
(3atBepaxeHo: R1-CEP 2014-101-Rev
00) pna A®l MokcudpnokcauuHy
rigpoxnopuay Bif 3aTBEPKEHOrO
BMpOGHMKa Aragen Life Sciences
Private Limited, IHgjs, Akuii 3MiHUB
Ha3By Ha Aragen Life Sciences
Limited, IHgis.

106.

MOKCUMAK

moxifloxac
in

MOKCUd
nokcaum
Hy
rigpoxno
pna

JO1M
Al4

TabneTku, BKPUTI
NiBKOBOO
060/10HKOI0, MO
400 mr, no 5
Tabnetoky
6nicTepi; no 1
6nictepy y
KapTOHHIi
ynakosLi; no 10
Tabnetok y
6nictepi; no 1 abo
10 6nicTepiB y
KapTOHHIl
ynakoBLi

Makneogac
Papmacb
toTMKanc

Nimiten

IHais

Makneopc
PapmacboTukan
¢ Nimitepq,

IHais

BHECEHHS 3MiH [j0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edreKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMYHOro 3acToCyBaHHA Ha niacTasi
perynspHoO OHOB/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBigHO A0 NnaHy
nepjatpnyHux gocnigkeHs (PIP)
(3MiHy y3rofXeHo 3 KOMMETEHTHUM
YMOBHOB&XEHVNM OpPraHoMm) - 3MiHu
BHECEHO A0 IHCTPYKUii Ans MeanyHoro
3acTocyBaHHS Nikapcbkoro 3acoby Ao
po3giny "Mob6iuHi peakuii" wono
6e3nekn 3acTocyBaHHS Ajtoyoi
PeYOBMHN MOKCUEIIOKCALMH
BiANOBIAHO A0 pekomeHAauin PRAC.
IHCTPYKUIA NS MegnyHOro
3aCTOCYBaHHSA NiKapcbKoro
3aco6y(eCTD Bepcis 0006). BeegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS

3a
peyenmo
M

He
nionsie
ae

UA/17579/01/01

107.

MOHTENYKAC

monteluka

MOHTesy

RO3D

TabNeTkn, BKPUTI

3AT

JlntBa

NTABOPATOPIO

IcnaHis

BHECEHHS 3MiH 10 peecTpaLinHmx

3a

UA/19905/01/01
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PeecmpayjitiHa npoyedypa

Bionycky

Ymosu

Pekna
myBaH

peecmpayitiHo

Homep

20

n/n

Hassa
JliKapcbKo20
3acoby

MixHapo

HenameH
mosaHa

OHa

Ha3zsa*

Koo
ATX

Hassa
diroyoi
pevyosu
HU

Popma sunycky

(nikapcbka
¢hopma,

ynakoska)

«IHTEN

3asiBHU
Ka

C HOPMOH,

BUPOGH
uKa

mMartepianis: 3miHu | TUny - 3MiHK

peyenmo

M

Hs**

nocBi0OYeHHs

T-IHTENI

st

KacT C03

HaTpito

NNiBKOBOKO
060/10HKO10, Mo 10
Mr; Mo 7 TabneTok
y 6nicTepi, no 4
6nictepn y
KapTOHHI KOpoo6Li

FEHEPUK
C HOPO»

3AT

JlutBa

C.A.

NNTABOPATOPIO

IcnaHis

Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cucTemy hapmakoHarnsgy (eBefeHHs
y3arasibHeHNX JaHnx Npo cucTemy
thapmakoHarnagy, amiHa
YNOBHOBaXEHOT 0co6U,
BigNoBiga/IbHOI 3a 34jACHEHHSI
thapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapmakoHarnagy 3asaBHuka ans
3[iiCHEHHS1 hapmMakoHarnagy B
YKpaiHi, KW BOHa BiAMIHHA Bif
YNOBHOBaXEHOT 0co6U,
BigNoBiga/IbHOI 3a 34jACHEHHSI
hapmMakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MiLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) 3miHa
YNOBHOBaXEHOI 0CO6U 3asBHMKA,
BiANOBIAa/IbHOI 3a hapMakoHarnsg.
[Litova pepakuisn: Giedre Liutkeviciene /
l'eppe NioTkasiveHe. MNponoHoBaHa
pegnakuis: Stanislovas Kasparavicius /
CraHicnoac Kacnapsivyc. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXeHO|
ocobw, BiANoBiAa/IbHOT 3a
thapmakoHarnag,. 3miHa
MicLle3HaX0pKeHHs1 MacTep-ghaiina
cuctemn chapmakoHarnsgy Ta rioro
HoMepa. 3MiHa MicLs 34iACHEHHSA
OCHOBHOI fii/IbHOCTI 3
dhapmakoHarnsgy
BHECEHHS 3MiH 0 peecTpaLiinHmx

3a
peyenmo

UA/19905/02/01

108.

MOHTE/NTYKAC
T-IHTENI

monteluka
st

MOHTesny
KacT
HaTpito

RO3D
Co3

rpaHynu no 4 mr;
rpaHynm y cawie;
no 28 cawey
KapTOHHI KOpoo6Li

"IHTENI
FEHEPUK
C HOPL"

C HOPMOH,
C.A.

marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo
3MiHM A0 y3arasibHEHUX JaHuX npo
cuctemy thapmakoHarnagy (sBegeHHs
y3arasibHeHUX AaHvx Npo cuctemy
hapmakoHarnsagy, amiHa
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 3AiAICHEHHS
hapmakoHarnsay; KOHTakTHoOi 0coobu 3
chapmakoHarnsgy 3asBHuka gis
3[ificCHEHHs1 hapMakoHarnay B
YKpaiHi, AKLLO0 BOHA BigMiHHA Bif

M

YNOBHOBaXXEHOT 0co6MU,
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnagy (Bkovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3miHa
YMOBHOB&XEHOI 0CO6Y 3as1BHMKA,
BiANOBIAA/LHOT 32 hapmakoHarnsg.
[itoya pepakuis: Giedre Liutkeviciene /
l'eppe /MoTkasiveHe. MponoHoBaHa
pepakuis: Stanislovas Kasparavicius /
Cranicnosac Kacnapssidyc. 3miHa
KOHTaKTHUX JaHNX YNOBHOBaXKEHOT
ocobw, BiAnoBiAabLHOT 3a
hapmakoHarnag,. 3miHa
MicLie3HaXOMKEHHS MacTep-aiina
cuctemu hapmakoHarnsgy Ta moro
Homepa. 3MiHa MicLsi 34jiACHEHHS
OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy

109.

MYKONIK

carbocistei
ne

Kap6oum
CTelH

RO5C
BO3

cupon 5%, no 125
My 6aHuj; no 1
6aHLj Ta MipHii
noxXui 'y nayui 3
KapToHY

MpAT
"TexHonor

YkpaiHa

MpAT
"TexHonor"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLinHmx
matepianis: 3miHu | TMny - 3MiHK
oo 6e3snekn/edekTMBHOCTI Ta
thapmakoHarnsagy. 3mMiHu y KOpoTKili
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT 4N
Me[MYHOro 3aCTOCYBaHHS
reHepuYHMX/ribpuaHnx/6ionodibHNxX
niKkapcbkunx 3acobiB Nic/is BHECEHHA
TiEi camol 3MiHV Ha pedepeHTHWI
npenapar (3miHa He noTpebye
HaZjaHHS XOAHUX HOBUX AOAATKOBMX
AaHnXx). 3MiH1 BHECEHO A0 IHCTPYKLiT
AN19 MeANYHOr0o 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3ainis
"®apmMakosiorivyHi BnactueocTi”,
"MNoka3saHHsA", "TpoTunoKasaHHa",
"B3aemogis 3 iHWMMKN NiKapCbKUMu
3acob6amu Ta iHLWi BUAY B3aEMogii",
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHA y nepiof BariTHOCTI
abo rogyBaHHs rpyaat”, "Cnocio
3acTocyBaHHsa Ta gosu", "ditn",
"Mo6iyHi peakui" BigNoBigHO A0
pethepeHTHOrO /likapCbKOro 3acoby
dnrogitek, cupon 5%.

6e3
peyenma

nionsie
ae

UA/15376/01/01

110.

MYKOIK

carbocistei
ne

Kapboum
CTeiH

RO5C
BO3

cupon 2 %, no 125
M1y 6aHuj; no 1

MpAT
"TexHonor

YKpaiHa

MpAT
"TexHonor"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLjiinHmx
marepianis: 3miHu | Tmny - 3miHn

6e3
peyenma

nionsie
ae

UA/10556/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

6aHLi 3 MipHOIO
JIOXKOI0 Y MmauLj 3
KapToHY

oo 6e3snekun/edekTMBHOCTI Ta
thapmakoHarnsagy. 3MiHW y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT 4N

Me[MYHOro 3aCTOCYBaHHS
reHepuYHMX/ribpnaHnx/6ionodibHNx
NiKapCbKNX 3aC06iB MicNsi BHECEHHS

TiET camoi 3MiHN Ha pedepeHTHUI
npenapar (3miHa He noTpebye
HaZiaHHS XOAHUX HOBUX AOAATKOBUX
AaHnx) 3MiHU BHECEHO A0 IHCTPYKLi
O719 MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainis

"®apmMakosiorivyHi BnactueocTi”,

"MNoka3aHHa", "MpoTunoKasaHHa",
"B3aemogis 3 iHWMMKW NiKapCbKUMu
3acobamMu Ta iHLi BUAW B3aeMogiii",

"Oco6nMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHA y nepiof BariTHOCTI
ab6o rogyBaHHsa rpyaat”, "Cnocié

3acTocyBaHHs Ta gosu", "ditn",

"Mo6iyHi peakui BignNoBigHO A0
pedhepeHTHOrO fikapCbKoro 3acoby

darogitek, cupon 2 %.

111.

HAYCUNiym

domperido
ne

nomnep

NLOHY
maneat

AO3FA
03

Tabnetku no 10
mr, no 10
Tabnetoky
6nictepi; no 1 abo
3 6nictepin B
KapTOHHI nayi

AHaHTa
Megikeap
nro.

Benvka
BputaHi
a

dnamiHro
PapmacboTukan
c /iTg,.

IHais

BHECEHHS 3MiH [0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHn 3
AKOCTI. [0TOBWIA Nikapcbkunii 3aci6.
KOHTpOb roTOBOrO /likapCbKoro
3aco06y (iHwi 3miHn). Mepeknag MKA
N3 Ha ykpaiHCbKy MOBY A1
npuBeAeHHs Yy BiANOBIAHICTb i3
BMMOramMu YnMHHOT peaakuii Hakasy
MO3 Ykpainu Ne 426 Big 26.08.2005.

6e3
peyenma

UA/1680/01/01

112.

HEBIAP®

nebivolol

HebiBoN
on (y
BUrNAAi
HebiBoN
ona
rigpoxno
puaa)

CO7A
B12

Tabnetku no 5 mr;
no 10 TabneTok y
6nicTepi, no 3
6nictepy B nauuj

TOB
"APTEPIY
M aTA"

YKpaiHa

MAT
"KuiBmegnpenap
at",
YkpaiHa
(BMPOGHMLTBO 3
npoAaykuii in bulk
ipmu-
BMPOGHUKa
AkTasic NlimiTes,
ManbTa, dipmu-
BMPOGHUKa
"BankaHgapma-
OynHiga" AL,
Bonrapisi,

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviinHmx
mMarepianis: YTOYHEHHS B HaKasi
MOS3 YkpaiHu Ne 763 Big 09.06.2026
- 3MiHu | TMNY - 3MiHK WoAao0
6e3nekn/eheKTUBHOCTI Ta
hapmakoHarnsagy. 3miHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi 415
MeAMYHOro 3acToCyBaHHA Ha NiacTasi
perynsipHoO OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk

3a
peyenmo
M

UA/17235/01/01




102 ITponoB>xeHHs AojaTKa 3
Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*

KOHTPO/b SIKOCTI,
BUMNYCK Cepi)

pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBifHO A0 NnaHy
neajatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rogXeHo 3 KOMMETEHTHUM
YMNOBHOBaXXEHVM OpraHoMm) - 3MiHu
BHECEHO B |HCTPYKUiO AN MeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby Ao
po3ginis «B3aemopis 3 iHWMMKN
nikapcbkMmM 3acobamu Ta iHLWi BUam
B3aemogiit», «OcobmBoCTi
3acTOoCyBaHHA» BiAgnoBigHO
iHchopmawuii Lwoao 6e3nekn
3acToCyBaHHSA Aito40l pevyoBUHU —
He6iB0N0/ — 3riAHO pekoMeHaauii
PRAC. MNMpepacTasneHi 3MiHN B
iHbopMmauii 3 6e3neku Woa0 BHECEHHS
3MiH Ta JOMNOBHEHb [0 PO3AiNiB
"Oco6nMBOCTI 3acToCyBaHHSA" Ta
"B3aemogis 3 iHWMMKW NiKapCbKUMu
3aco6amMu Ta iHLWi BUAY B3aEMOAiA"
NPOEKTY IHCTPYKLT AN MeANYHOro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby Ha
niacTasi pekomeHaaLii PRAC, wo
po3MilLeHi Ha odoiliiiHomy caiTi EMA
Ta Ha odpiyitHomy caiTi AEL, MoxyTb
6yTn pekoMeHA0BaHi 40
3aTBEPHKEHHA Ta BHECEHHS B
IHCTPYKLi0 AN MeguyHoro
3acToCyBaHHS NMikapcbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T MicsALiB
nicnsa 3aTBepMKeHHs. 3MiHu | Tuny -
3MiHN Wwopao 6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KOpoTKil
XapakTepucTuL Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi Ans
MeAMYHOro 3aCTOCYBaHHS
reHepPUYHMX/Ti6pUaHNX/GionoAibHNX
nNiKapcbknx 3acobiB Nic/isi BHECEHHSA
TiEi camol 3MiHV Ha pedepeHTHWI
npenapar (3miHa He noTpebye
HajaHHS XOAHUX HOBUX AOAATKOBUX
OaHuX) - 3MiHU BHECEHO B |HCTPYKLjHO
ON9 MeAUYHOro 3acTOCYBaHHS
NiKapcbKoro 3acoby o po3ainis
«[lMokasaHHs» (BUyYEHO JliKyBaHHSA
CUMNTOMATUYHOT XPOHIYHOT iLLeMiYHOT
XBOPO6U cepus), «MpoTUNOKa3aHHS»,
«B3aemogisi 3 iHWNMW JTIKapCbKUMM
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ITponoB>xeHHs AojaTKa 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

3aco6amu Ta iHLWi BUAK B3aeMOSili»,
«OC06MBOCTI 3aCTOCYBaHHSA»
BiANOBIAHO A0 iHhopMmawi
pedhepeHTHOrO /ikapCbKoro 3acoby
Heb6inet, TabneTkn Ta NposeAeHo
pefakuiiiHi npaBkn y po3ginax
«®apmMakosorivyHi BNacTUBOCTI»,
«3aaTHICTb BNAMBATK Ha LIBWAKICTb
peakujii npu KepyBaHHi
aBTOTPAHCNOPTOM @60 iHLIMMK
MexaHiamamu», «Cnocié
3aCTOCyBaHHA Ta [031»,
«Mepepno3yBaHHs», «MM06IYHI peakuii».
MpepcTasneHi 3miHW B iHchopmali 3
6e3Mekm LLoA0 BHECEHHS 3MiH Ta
[0MOBHEHb [10 PO34iniB
"apmMakonoriyHi BnactnsocTi”
(kopekTopcbki NpaBku), "lNoka3aHHs",
"MpoTunokasaHHsa", "OcobaMBOCTI
3acTocyBaHHs", "B3aemogis 3 iHWmmun
nikapcbkMmM 3acobamu Ta iHLWi BUam
B3aemogiit, "3acTocyBaHHs y nepiof
BariTHOCTi abo rogyBaHHsA rpyaat”,
"34aTHICTb BNAMBATK Ha LUBUAKICTb
peaxuii npy KepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLIMMU
MexaHismamu" (KOpeKTopCbKi MpaBku),
"Cnoci6 3acTocyBaHHA Ta 403mn"
(kopekTopchbKi MpaBkw),
"Mepeno3yBaHHA" (KOPEKTOPCHKI
npaBku) Ta "MNo6ivHi peakuii" NpoekTy
IHCTPYKLii N8 MeguyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby
BiANOBIAHO [0 pedhepeHTHOro
NiKapcbKoro 3acoby, MOXyTb 6yTu
pekoMeHA0BaHi 40 3aTBePKEHHA Ta
BHECEHHS B iHCTPYKL,t0 ANns
MeLMYHOro 3aCTOCYBaHHSA NiKapCbKOro
3acoby. BBeeHHS 3MiH NpoTArom 6-Tu
MicALiB Nicnsa 3aTBepAKEHHS.

113.

HOBOKAIH

procaine

NpoKaiH
y
rigpoxno
pna

NO1B
A02

po3unH Ans
iH'eKUin, 5 mr/mn,
no 5 mn B amny’ni;
no 10 amnyn B
nauuj 3 KapToHy 3
neperopoakamu;
no 5 mn B amnyi;
no 5 amnyn B

MpusaTHe
aKujioHepH
e
TOBapuCTB
0 "Nlekxim-
Xapkis"

YkpaiHa

MpuBatHe
akujioHepHe
TOBapUCTBO

"Nlekxim-Xapkis"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLinHmx

matepianis: 3miHu | TMny - 3MiHK

oo 6e3snekn/edeKTMBHOCTI Ta

thapmakoHarnagy (iHwi 3MiHu).
BHECEHHS 3MiH 0 po3ainy
«MapkyBaHHs» B MKA /13
3arBepaKeHo: MapkyBaHHsA
Hapaetbcs

3a
peyerimo
M

UA/13523/01/01
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
6nictepi; no 2 3anponoHoBaHo: MapkyBaHHS
6nicTepn y nauui 3 BignosigHo 40 3aTBEPAKEHOrO TEKCTY
KapToHy; Mo 5 mn MapKyBaHHs BHeceHo peakuiliHi
B amnyni; no 100 npaBKn y TEKCT MapKyBaHHA
amnyn B Kopobui 3 BTOPWHHOI (N. 2, 4, 11, 17) Ta
neperopogxkamm nepBuHHOT (N. 2, 6) ynakoBkm
NikapcbKoro 3acoby, TakoX BUTYy4YEHO
ay6ntoody iHhopMaLiio 3a3HadeHy
pocilicbkoo MOBO. BBefieHHS 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS.
114. | HO-X-WWA® drotaverin | gpotaBe | AO3A po34nH Ans MpuBaTHe | YkpaiHa MpvBaTHE YkpaiHa BHECEHHS 3MiH 40 peecTpayinHmx 3a UA/3611/03/01
e pyHY D02 iH'ekuii, 20 mr/mn, akuioHepH akuioHepHe mMartepianis: 3miHu | TUny - 3MiHK peuyenmo
rigpoxno no 2 M B amny/ii; e TOBapUCTBO oo 6esnekn/edeKTMBHOCTI Ta M
pva, no 5 a6o no 100 TOBapuUCTB "Nlekxim - thapmakoHarnagy (iHwi 3MiHu).
amnyn y nauui 3 0 "[lekxim Xapkis" OHOBNEHO TEKCT MapKyBaHHs
KapToHy; Mo 2 Mn - Xapkis" NepBUHHOT Ta BTOPVHHOI YNaKOBKU
B amnyni; no 5 nikapcbkoro 3acoby, a came:
amnyn y énictepi; BWU/Iy4YEHO iHhopMaLLito, 3a3HadeHy
no 1 6nictepy B POCIliCbKOI0 MOBOO, BHECEHO 3MiHW Y
nauuj 3 KapToHy TEKCT MapKyBaHHs MepBuHHOI (. 2, 6)
Ta BTOPUWHHOI (n. 2, 3, 4, 11, 17)
yMakoBKK, & TakoX 3p0671eHO HeE3HAYHI
pefakuiiiHi npaBkn. BBegeHHs 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS
115. | O/IPEH® diclofenac | agukniod MO2A nnacrtup TOB YkpaiHa | Bupo6GHUK, Skumii AnoHis/ BHECEHHS 3MiH 40 peecTpalinHmx 6e3 UA/5930/01/01
eHak A15 NikyBa/lbHWiA No «TeBa Bignosigae 3a Himeuun marepianis: 3miHu | Tuny - 3miHu 3 peyenma
HaTpito 140 mr/12 rogvH YKpaiHa» BMPOGHMLITBO Ha AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
Ha 140 cM? Ne 2: Hepo3dhacoBaHo 3MiHU y BUPOGHMLTBI. 3amiHa abo

no 2 nnactupi 'y
nakeTi 3
nanepoBo-
a/TlOMIHIEBO-
nosieTnneHoBol
nnisku; no 1
nakeTy B
KapTOHHIi
Kopo6ui; Ne 5: no
5 nnactupis y
nakeTi 3
nanepoBo-
a/TlOMIHIEBO-
nosieTnneHoBol
nnisku; no 1
nakeTy B
KapTOHHIi

ro NPoAyKTY;
nepBuHHa Ta
BTOPUHHA
ynakoBka,
KOHTPO/b cepii:
Telika
PapmacboTuKan
Ko., Nita.,
FAnoHis;
B1po6HUK, AKni
Bignosigae 3a
KOHTPO/b Ccepil:
Mepkne 'mbX,
HimeuyumnHa;
Brpo6HWK, AKnii
Bignosigae 3a
BWMNYCK cepil:

BBEJEHHS [0AATKOBOI Ai/TIbHUL
BMPOGHMLTBA A1 YacTUHM abo BCbOro
BMPOGHNYOro nNpoLecy rotoBoro
nNiKapcbKoro 3acoby (AinbHuLA Ans
BTOPUHHOIO NakyBaHHs). JlogaBaHHsA
BMPOGHMKA, SKWIA BiAMoBigae 3a
BTOPVHHY ynakoBky: TpaHcthapm
NoricTtik TM6X (BYn. Hikonayc-OTT0
16, ¥Ynbm, 89079, HimeuuunHa) /
Transpharm Logistik GmbH (Nicolaus-
Otto Strasse 16, Ulm, 89079,
Germany). BBefieHHs1 3MiH NpOTArom
6-TN MicALIB NiC/A 3aTBEPLAKEHHS.
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
Kopo6ui; Ne 10: no Mepkne 'm6X,
5 nnactupis y HimeuumnHa;
nakerti 3 BMPOGHWK, SKWiA
naneposo- Bignosigae 3a
atOMIHIEBO- BTOPUHHY
nonieTuaeHoBol YyNakoBKy:
nnisku; nNo 2 TpaHctapm
naketu B NoricTik TM6X,
KapPTOHHI KOpooLj HimeyunHa
116. | OMENPOTEKT omeprazol | omenpas | A02B NOpOLUOK AN MicTtpan AHrnis AH®APM peuis BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/20042/01/01
e on Co1 pO3uUnHy AN Kenitan XEJIIAC C.A. marepianis: 3miHu | Tuny - 3miHn 3 peyenmo
HaTpito iH'ekUin no 40 mr 1 MeHemxm akocTi. CepTudikaT BignosigHocTi/l E- M
hnakoH 3 eHT cepTudikaT BiANOBIAHOCTI
NOPOLUKOM B Nimiteq €Bponeicbkii
KommnekTi 3 1 thapmakonei/moHorpadii. NMogaHHSA
amnysnoto 3 HOBOro abo OHOB/MEHOro cepTudpikata
PO3UYMHHUKOM B BIANOBIAHOCTI 260 BUYYEHHS
naui cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei: ana Adl;
Ans BUXigHoro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHCS Y
BMPOGHMLTBI API; ANt 4ONOMIXHOT
peyoBMHYM (CepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiin papmakonei) - HouiA
cepTudikaT Bif HOBOro BUPOGHYMKa
(3amiHa abo [OMOBHEHHS) NoAaHHSA
HOBOro cepTucpikata BiaNOBIAHOCTI
€poneiicbkin hapmakonei Ne CEP
2012-291-Rev 02 gna Aol
OoMenpasosy HaTpilo Bif HOBOro
anbTepHaATUBHOIO BMPOGHMKA
APITORIA PHARMA PRIVATE
LIMITED, India.
117. | OHAAHCETPO | ondansetr | oHgaHce | AO4A po3unH Ans MpuBaTtHe | YkpaiHa MpvBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHx 3a UA/10250/01/01
H on TPOH (y AO01 iH'ekyji, 2 Mr/mn akuioHepH akuioHepHe mMartepianis: 3miHu | Tuny - OHOBNEHO peyenmo
BUrNAAj no 2 mn abo 4 mn e TOBapUCTBO TEKCT MapKyBaHHs MePBUHHOT Ta M
oHAaHce B amnyni; no 5 TOBapucTs "Nlekxim-Xapkis" BTOPUHHOI YNaKkoBKM NikapCbKoro
TPOHY amnyn y nadj; no 0 "Nlekxim- 3aco0y, a came: BUNy4EHO
rigpoxno 2 mn abo 4 mn B Xapkis" iHcbopMaLLito, 3a3Ha4YeHy POCIiCbKO
puay amnyni; no 100 MOBOIO, BHECEHO 3MiHW Y TEKCT
avrigpat amnyn y nauuj; no MapKyBaHHsS1 NepBUHHOI (M. 2, 6) Ta
y) 2 mn abo 4 mn B BTOPWHHOI (n. 2, 3, 4, 7, 11, 15, 17)
amnyni; no 5 yMakoBKK, & TaKoX 3p0671eHO He3HauHI
amnyn y 6nictepi; pefakuiiiHi npaBkn. BBegeHHs 3MiH
no 1 6nictepy B NPOTArom 6-Tn MicALiB nicns
nauuj 3aTBEPKEHHS.
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
118. | OHOAHCETPO | ondansetr | oHAaHce - po34uH Ans MpuBaTHe | YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH 0 peecTpavjiinHmx - UA/10251/01/01
H on TPOH (Y iH'eKUili, 2 Mr/Mn in | akuioHepH akujioHepHe marepianis: 3miHu | TMny - 3miHn
BUNAII bulk: no 2 a6o 4 e TOBapUCTBO Loao 6e3nekn/edeKTMBHOCTI Ta
oHAaHce M/1 B amnyni; no TOBapucTB "JlekxiMm-Xapkis" hapmakoHarnagy (iHwi 3MiHn). 3MiHK
TPOHY 100 amnyny 0 "Jlekxim- y 3aTBEpKEHOMY TEKCTi MapKyBaHHS
rigpoxso KopooLi Xapkis" yNakoBOK NikapCbKoro 3acoby ans
puay ynakoBok in bulk. BBegeHHS 3MiH
avrigpat NpPOTArom 6-T1 MicALIB nicns
) 3aTBEPAKEHHS.
119. | OPA®EH ibuprofen ibynpod | MO1A | cycneHsia 3AT NutBa NABOPATOPIO IcnaHis BHECEHHS 3MiH 0 peecTpaLinHmx 6e3 UA/12520/01/01
eH EO1 opasibHa 3 "IHTENI Allb[0O- marepianis: 3miHu | Tuny - 3miHn peyenma
anesibCMHOBUM FEHEPUK FOHIOH, C.. Loao 6e3nekn/edreKTMBHOCTI Ta
cmakom, 100 mr/5 C HOPL" thapmakoHarnagy. BeegeHHs abo
M/, o 200 mny 3MiHW A0 y3arasibHEHUX JaHuX npo
chnakoHi; no 1 cucTemy chapmakoHarnsgy (BBefeHHs
chnakoHy B y3arasibHeHUX AaHvx Npo cucTemy
KOMMNAEKTI 3i thapmakoHarnsgy, amiHa
Lwnpuuem- YMOBHOBaXeHOT 0cobw,
[03aTOpoM y BiANOBIAA/IbHOI 3a 3AiAICHEHHS
KapTOHHI KOpooL hapmakoHarniagy; KOHTakTHoi ocobu 3
chapmakoHarnsgy 3asBHuka gis
3[ificCHEeHHs1 hapMakoHarnagy B
YKpaiHi, AKLLO0 BOHA BigMiHHA Bif
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 3AiAICHEHHS
hapmakoHarniagy (Bkovarun
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy). 3miHa
YMOBHOBaXEHOT 0CO6Y 3asBHMKa,
BiANOBIAALHOT 32 hapmakoHarnsg.
[itoya pepakuis: Giedre Liutkeviciene /
l'eppe /MoTkaBiveHe. MponoHoBaHa
pepakuis: Stanislovas Kasparavicius /
CraHicnosac Kacnapssivyc. 3miHa
KOHTaKTHUX JaHNX YNOBHOBaXKEHOT
ocobw, BiANoBiAanbLHOT 3a
hapmakoHarnag,. 3miHa
MicLie3HaXOMKEHHS MacTep-haiina
cuctemu hapmakoHarnsgy Ta moro
HoMepa. 3MiHa MicLA 34iACHEHHSA
OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy.
120. | OPOCA/b - rekcetu RO2A PO34nH Ans MpuBaTHe | YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnux 6e3 UA/20404/02/01
OVH, A20 poTtoBoi akuioHepH akuioHepHe martepianis: 3miHu | TUny - 3MiHn peuyenma
XONiHY NOPOXHUHWY; NO e TOBapuCTBO oo 6e3snekn/edeKTMBHOCTI Ta
caniunn 120 mn abo no TOBapUCTB hapmaleBTMYHa hapmakoHarnsagy (iHwi 3mMiHn) -
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
aT, 200 M1y donakoHi 0 thabpuka OHOBMEHO TEKCT MapKyBaHHS
xnopobyt CKNSiHOMY B hapmaves "Biona" NepBUHHOT Ta BTOPUHHOI YNakoBKu
aHony KapTOHHI navyj 3 TUYHA nikapcbkoro 3acoby (eCTD Bepcis
remirigp MipHUM habpuka 0008). BBefieHHA 3MiH NPOTArom 6-Tu
ar CTaKaH4MKOM; "Biona" MicsILiB NiCNsA 3aTBEPKEHHS
no 120 mn a6o no
200 M1y onakoHi
nonimepHomy B
KapTOHHI navyj 3
MipHUM
CTakaH4YMKoM
121. | OTOTOH® - theHazo | S02D Kpanni ByLUHi Mo AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 40 peecTpayinHmx 6e3 nionse | UA/13775/01/01
H, A30 16 r y cpnaxoHi; no "®dapmak” martepianis: 3MiHu | TUny - 3MiHK 3 peuenma ae
nigokaiH 1 chnakoHy pasom AKOCTI. [O0TOBWMIA Nikapcbkunii 3aci6.
y 3 KpanesnbHULEI y CrabinbHicTb. 3MiHa y TepMiHax
rigpoxno nauui 3 KapToHy npuaatHocTi abo ymoBax 36epiraHHs
pvay roTOBOrO NikapCcbKoro 3acoby
MOHOTif (36iNblUEHHS TepMiHY NpuAaTHOCTI
pat roTOBOrO Jlikapcbkoro 3acoby) - Ans
TOProBoi yNakoBKu (NigTBEPAKYETLCA
AaHUMKN peasibHOro yacy).
36iNbLUEHHSA TepMiHY NpuAaTHOCTI
rns.
[itoua pepakuis:
TEPMIH NPUOATHOCTI 2 poku.
MponoHoBaHa pepakujis:
TEPMIH NPUOATHOCTI 3 pokw.
3MiHV BHECEHO B po3zin "TepMmiH
NpUAATHOCTI" B iIHCTPYKL,itO ANns
MeAMYHOro 3aCTOCYBaHHS /iKapCbKOro
3acoby.
BBefeHHs1 3MiH NpoTArom 6-T MicsAUiB
nicnsa 3aTBePKEHHS.
122. | NAKNITAKCEN paclitaxel naknitak | LO1C KOHUeHTpaT ans Akkopg, Monbwa Bupo6bHMLTBO Benuka BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/13924/01/01
AKKOPL, cen D01 pO3unHy AN Xernckea roToBOro BpuTaHi marepianis: 3miHu | TMny - 3MiHN peyenmo
iHdpy3iiA, 6 Mr/m, Moncka nikapcbKoro Al 1Hgis/ Loao 6e3nekn/edyeKTMBHOCTI Ta M
no 5 mn (30 wmr), Cn. 3.0.0. 3acoby, ITania/ hapmakoHarnagy. BeegeHHs abo
no 16,7 mn (100 BMPOGHMLITBO Monbua 3MiHW A0 y3arasibHeHUX JaHuX npo
mr), no 50 mn (300 bulk, nepsuHHe [ Tpeuia | cuctemy thapmakoHarnagy (BBeAeHHs
Mr) y chnakoHi; no nakyBaHHs1, y3arasibHeHUX AaHvx Npo cucTemy
1 chnakoHy y BTOPVHHE hapmakoHarnsgy, smiHa
KapTOHHI KOpoo6Li nakyBaHHs, yMOBHOBaXeHOT 0cobw,
KOHTPO/Ib SAKOCTI BiANOBIAA/IbHOI 3a 3AiAICHEHHS
cepii: hapmakoHarnsgy; KOHTakTHoOi 0cobu 3
IHTac chapmakoHarnsgy 3asBHuka gis
dapmacbioTikan 3[ificCHEHHs1 hapMakoHarnagy B
3 fliviteq, HAis; YKpaiHi, SKL0 BOHA BiAMiHHA Bif
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
BTopuHHe YNOBHOB&XEHOT 0cobu,
nakyBaHHs: BiANOBIAA/IbHOT 32 34iICHEHHS
AKkopf, Xenckea chapmakoHarnsgy (Bkiovanoumn
NimiTen, Benvka KOHTaKTHi AaHi) Ta/abo 3MiHn y
BpuTanis; po3MilLieHHi MacTep-chaiina cuctemm
Brpo6HMUTBO hapmakoHarnsgy). 3miHa
roToBOro YNOBHOBaXXEHOi 0CO6M 3asBHUKA,
NiKapcbKoro BiANOBIAa/IbHOI 3a thapmakoHarnsag,.
3acoby, [itoua pepakuis: Apnetta BepuHcbka /
nepBuHHE Ta Arletta Werynska. NponoHoBaHa
BTOPWHHE pepakuisi: Arata leliceBud / Agata
nakyBaHHs1, Gesiewicz.
KOHTPO/Ib AKOCTI 3MiHa KOHTaKTHUX AaHUX
cepii YNOBHOBaXeHOI 0cobMu,
(anbTEpHaTVBHU BiANOBIAa/IbHOI 3a thapMakoHarnsg.
1 BUPOOHWK):
IHTac
dapmacbioTikan
¢ Nimiten, IHAjs;
KoHTponb skocTi
cepiii:
NABAHANIBIC
C.P.N, Itanis;
KoHTponb skocTi
cepiii:
dapmasanig,
nro,.
Mikpob6ionoriyHa
nab6opartopis,
YropwuHa;
BignosiganbHuii
3a BUNycK cepii:
Akkopg Xenckea
Moncka Cn. 3
0.0. Cknag
ImnopTepa,
MonbLua;
BTOPVHHE
nakyBaHHS,
KOHTPO/Ib AKOCTI
cepii: AkkopZ
Xenckea CiHrn
Mem6ep C.A.,
peuis
123. | MAHAHIIH Magnesiu MarHito Al12C TabneTku, BKpUTI BAT Yropwm BAT "lepeoH Yropwm BHECEHHS 3MiH 40 peecTpaLinHmx 6e3 UA/7315/01/01
m acnapari | X NNiBKOBOO "l'efeoH Ha PixTep" Ha mMartepianis: 3miHu | TUny - 3MiHK peuenma
(different HaTt (y 060/10HKO10; Mo 50 PixTep" oo 6esnekn/edeKTMBHOCTI Ta
salts in BUNAA TabneTok y thapmakoHarisgy. BeegeHHsi abo
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
combinatio | marHito nosinponisieHoBOM 3MiHM [0 y3arasibHeHVX JaHuxX npo
n) acnapari y hnakoHi 3 cucTemy hapmakoHarnsgy (BefeHHs
HaTty KOHTpOsIEM y3arasibHeHNX JaHnx Npo cucTemy
TeTparig nepLuoro thapmakoHarnagy, amiHa
pary); po3KpuTTS; No 1 YNOBHOBaXEHOT 0co6U,
Kautito chnakoHy B BigNoBiga/IbHOI 3a 34jACHEHHSI
acnapari KapTOHHIi thapmakoHarnsy; KOHTaKTHoi ocobu 3
HaT (y ynakosLi; no 20 hapmakoHarnsagy 3asBHuka an1s
BUrNAGI Tabnetoky 3[iiCHEHHS1 hapmMakoHarnagy B
Kanito 6nictepi; no 3 YKpaiHi, AKLW0 BOHA BiAMIHHA Bif
acnapari (20x3) abo no 5 YNOBHOBaXEHOT 0co6U,
HaTy (20x5) 6nicTepis B BiANOBIAA/IbHOI 32 34iICHEHHS
remirigp KapTOHHIi hapmMakoHarnagy (Bkioyaroum
aTy) ynakoBLi KOHTaKTHi faHi) Ta/abo 3MiHN y
PO3MiLLeHHI MacTep-ghaiina cuctemm
hapmakoHarnagy).
3MiHa ynoBHOBaXeHOT 0cobum
3as1BHKKA, BignoBigasibHOI 3a
hapmakoHarnsag.
[itoya pepakuis: Attina Onar.
MNMponoHoBaHa pepakuis: flacno
Cekeli.
3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XEHOI 0CO6Y 3as1BHMKA,
BiANOBIAA/LHOT 32 hapmakoHarnsg.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0Cco6M 3as1BHMKA, BignoBiga/ibHOI 3a
hapMakoHarnag B YKpaiHi.
3MiHa MicL,e3HaxXoMKEHHST MacTep-
thaiina cuctemu chapmakoHarnisay.
3MiHa MicLA 34iACHEHHS OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy.
124. | MAHFACTPO® pantopraz | naHtormp | AO2B Tabnetku CaHpos CnoBeHi Nek CnoBeHi BHECEHHS 3MiH 0 peecTpavlinHmx 3a UA/13512/01/02
ole ason (y C02 racTpopesncTeHTH dapmacb A hapmaueBTNYHa al MaTtepianis: 3miHu | TUNY - 3MiHK 3 peuyenmo
BUrIAA ino 40 mr, no 7 toTiKan3 KomnaHia 4.4., Typeuun | sakocTi. Ceptudiikart signosigHocTi/lE- M
naHTonp Tabnetoky a.4a. CnoBeHis Ha/ cepTuduikaTt BiANOBIAHOCTI
asony 6nictepi, no 2 abo (BUNycK cepii; Monbwa €Bponeiicbkiit
HaTpito 4 6nictepu B ynakoBKa, / thapmakonei/moHorpadii. NMogaHHs
CEeCKBIrig KapTOHHIi BUMYCK cepii); PymyHis | HOBOro abo OHOB/IEHOrO cepTudikaTa
party) Kopob6ui; no 14 BUPOGHMLTBO "in BiANOBIAHOCTI a60 BUTyYEHHS
Tabnetoky bulk", ynakoBka, cepTtudpikaTa BignoBigHOCTI
6nicTepi, no 1 abo TeCTyBaHHS: €Bponeiicbkiin hapmakonei: ans Adl;
2 6nictepu B eHBeOoH lnak ONs BUXIAHOTO
KapTOHHI KOpooLj CaHaii Be martepiany/peareHTy/nPoOMiKHOIo
TikapeT A.C., NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
TypeuunHa; BMPOOHULTBI ADI; AN LONOMIKHOT
TEeCTyBaHHS: peyoBuHY (cepTuddikaTt BiAMNoBIAHOCTI
C.K. CaHpgo3 €Bponeiicbkii papmakonei) -
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
C.P.J., PymyHis; OHoB/EHWIA cepTUdikaT Bif yxe
KOHTPO/1b 3aTBEPKEHOr0 BUPOOHUKA. ModaHHA
MiKpo6iosioriyHoT OHOBJIEHOTO cepTudikaTty
YUCTOTK: BiANOBIAHOCTI EBponeiichbkili
HosapTic thapmakonei R1 - CEP 2008-289-Rev
Carnuk liga Be 05 Bif, 3aTBEPAXEHOrO BUPOOHMKA
Tapim YpyHnepi Hetero Drugs Limited, IHais gitouoi
CaHaii Be PEYOBMHM NaHTONPAa3os
TikapeT A.C., (3atBepaxeHo: R1 - CEP 2008-289-
TypeuyunHa; Rev 03; 3anponoHosaHo: R1 - CEP
BMPOGHMLTBO "in 2008-289-Rev 05).
bulk",
TeCTyBaHHS:
CaHpos N'pyn
Carnvk
YpyHnepi
lnaknapi CaH.
Be Tik. A.C.,
TypeuyunHa;
Nek C.A.,
Monbwa
(nepBuUHHE i
BTOPVHHE
nakyBaHHS,
KOHTPO/b cepil,
BUMNYCK cepil;
NepBUHHE i
BTOPVHHE
nakyBaHHS,
BMNYCK cepii)
125. | MAHFACTPO® pantopraz | naHTtonp | AO2B TabneTtku CaHpo3 CnoseHi Nex CnoBeHi BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/13512/01/01
ole ason (y C02 racTpopesnCTeHTH dPapmacb A hapmaLeBTMUHa al marepianis: 3miHu | TNy - 3MiHK 3 peyenmo
BUNAII ino20wmr;no7 oTikan3 KoMnaHis 4.4., Typeuun | skocTi. CepTudikart BignosigHocTi/lE- M
naHTonp Tabnetoky a.a. CnoBeHis Ha/ cepTudikaT BiANOBIAHOCTI
asony 6nicTepi; no 2 abo (Bunyck cepi; Monbwa €BponeiicbKii
HaTpito 4 6nictepu B ynakoBKa, / thapmakonei/moHorpadii. NMogaHHA
CeckBirig KapTOHHIl BMNycK cepil); PyMyHis HOBOro abo OHOBNEHOro cepTudpikata
paty) Kopo6ui; no 14 BMPOGHMLTBO "in BIANOBIAHOCTI 260 BUNYYEHHS
Tabnetoky bulk", ynakoBka, cepTudpikaTa BignoBigHOCTI
6nictepi; no 1 abo TeCTyBaHHS: €Bponelicbkiin hapmakonei: ans Adl;
2 6nictepu B eHBeOoH lnak ONs BUXIAHOTO
KapTOHHIA KOpoo6Li CaHaii Be marepiany/peareHTy/npomikHOro
TikapeT A.C., NPoOAYKTY, L0 BUKOPUCTOBYHOTLCA Y
TypeyuunHa, BMPOGHULTBI ADI; 415 AONOMDKHOT
TeCTyBaHHS: peyoBMHY (cepTudiikaT BiAMnoBIgHOCTI
C.K. CaHpo3 €Bponeiicbkiit hapmakonei) -
C.P.J1., PymyHis; OHoBeHWiA cepTudikar Bif yxe
KOHTPO/Ib 3aTBEP/AKEHOr0 BUPO6HMKA. MNogaHHSA
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
Mikpo6ionoriyHol OHOBJIEHOIO cepTUdikaTy
4yncToTY: BiiNOBIAHOCTI E€Bponelichkiit
HoBaprTic thapmakonei R1 - CEP 2008-289-Rev
Carnuk lipa Be 05 Bif 3aTBEPKEHOIO BUPOBHMKA
Tapim YpyHnepi Hetero Drugs Limited, IHgia gitouoi
Canali Be PEeYOoBVHM NAaHTONPa3onN
TikapeT A.C., (3aTBepmkeHo: R1 - CEP 2008-289-
TypeuyunHa; Rev 03; 3anponoHosaHo: R1 - CEP
BMPOGHMLTBO "in 2008-289-Rev 05).
bulk",
TecTyBaHHS:
Canpos 'pyn
Carnuk
YpyHnepi
Inaknapi CaH.
Be Tik. A.C.,
TypeyuunHa,
Nexk C.A.,
MonbLua
(nepBuHHe |
BTOPVHHE
nakyBaHHs,
KOHTPO/b Ccepil,
BWMNYCK Cepil;
nepBuHHE i
BTOPUHHE
nakyBaHHS,
BUNYyCK cepii)
126. | MAHTEHON dexpanthe | pekcnaH | DO3A niHa HawwKipHa, TOB YkpaiHa | BignosiganbHuii | Himeuun BHECEHHS 3MiH 0 peecTpaLinHux 6e3 UA/4438/01/01
CNPEN nol TeHon X03 4,63 /100 r; no "BAYLU 3a BUMNYCK Cepiii: Ha/ Marepianis: 3miHu | TMny - 3MiHn peyenma
130 r y koHTeliHepi XENc" Op. F'epxapa IpnaHgis oo 6e3snekn/edekTMBHOCTI Ta
nig TMckom; no 1 MaHH XeM.- /Weeiua hapmakoHarisgy. 3miHa 4yactoTu
KOHTEliHepy B thapm. ®abpuk pis Ta/abo TepMIHIB MOAaHHSA perynsipHo
KapTOHHI KOpoo6Li vo6X, OHOB/IOBaHMWX 3BITIB 3 6e3nekn
HimeuyumnHa; nNikapcbKkunx 3aco6iB. 3MiHW YyacToTn Ta
BignosigansHuii TEPMiHIB NOAAHHSA perynsipHo
3a BUMNYCK Cepiii: OHOBJ1HOBAHOrO 3BiTY 3 6e3neku.
Bayw + Jlom6 [itoya pepakuis: YactoTa nogaHHs
IpnaHg, Nivitea, perynsipHo OHOB/IHOBAHOTO 3BITY 3
IpnaHgis; 6e3nekun 13 pokis. KiHueBa gata ons
Brpo6HMUTBO BK/IIOYEHHS aHNX [0 PEryNspHO

bulk, nakyBaHHs,

KOHTPO/Ib SIKOCTi:

ACM Aepocon-
Cepsic Ar,
LLiBeiiuapis

OHOB/IHOBAHOTO 3BITYy 3 6e3neku -
01.06.2025 p. fata nogaHHs -

03.03.2025 p. MponoHoBaHa pefakuis:

YacToTa nofaHHs perynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku 10
pokis. KiHueBa fata A1 BKIHOYEHHS
[JaHUX [0 perynsipHO OHOB/IOBAHOTO
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
3BiTYy 3 6e3neku - 02.01.2034 p. ata
nofaHHs - 02.04.2034 p.
PekomeHa0BaHO [0 3aTBEPKEHHS
BiNOBiAHO A0 NepioANYHOCTI NoAaHHSA
perynsipHo OHOB/IOBAHUX 3BITiB 3
6e3nekmn nikapcbkunx 3acobis y €C.
127. | MEHTACA Mesalazin | mecanas | AO7E cynosuTopii PeppiHr LLiseiiua BUPOGHULTBO: LLiBeiiua BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/4990/01/01
e WH C02 pekTasibHi no 1000 | IHTepHew pis ®eppiHr pis/ marepianis: 3miHu | Tuny - 3miHK 3 peyenmo
mr; no 7 Hn CeHTep IHTEpHeLLHN Himeuun AKOCTI. [0TOBWIA Nikapcbkunii 3aci6. M
CynosuTopiiB y CA CeHtep CA, Ha Cuctema
6nicTepi; no 4 LLsenuapis; KOHTeliHep/3aKyrnopoBasibHWii 3acib.
6nictepu B BiANOBIga/IbHUIA 3MiHa y NepBUHHI yNakoBL,i rOTOBOro
KOMNEKTi 3 3a BMNYCK cepil: NikapcbKoro 3acoby (SKicHWI Ta
ririeHiYHMMN ®eppiHr FTM6X, KinbKiCHWIA cknag) - TBepaji nikapcbki
HananbHVKaMu B HimeuunHa chopmu - HesHauHi 3miHu cknagy
KapTOHHIl NIOMIHIEBOI (PObru, sika

ynakosLi; no 7
CynosunTopiiB y
6nictepi; no 4
6nictepu B
KapTOHHIi
ynakoBLi

BMKOPUCTOBYETbLCA A5 6nicTepa MN3
Bif} a/lbTEePHATUBHOIO NOCTaYasIbHYKA.
3MiHu | TMNY - 3MiHK 3 IKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnopoBasibHWii 3acib.
3MiHa napamMeTpiB cneuudgikadiii
Ta/abo fonyCTUMUX MEX NEPBUHHOT
yNaKoBKM rOTOBOTO NiKapCbKOro
3aco06y (iHLWWi 3MiHK) - Y 3B’A3KY i3
BBEJEHHSIM a/lbTEPHATVBHOIO
nocTavasnibHvKa asitoMiHieBOi honbrn
ons 6nictepis N3, cneungikaLio
NepBUHHOT YNakoBKK (aUTloMiHIEBOT
chonbrn) yHicbikoBaHo 418 060x
noctayanbHUKiB. Takox BHECEHO
KOPEKTOPCbKi NpaBkn. 3MiHn | Tuny -
3MiHu 3 SKOCTi. F0TOBMIA NiKapCbKuii
3aci6. KoHTposib roToBOro nikapcbkoro
3acoby. 3miHa napameTpis
cneuudikayin Ta/abo gonycTumumx
MeX roTOBOrO JlikapCbKoro 3acoby
(iHLWi 3MiHW) YTOYHEHHS NepiognUYHOCTI
KOHTPOIIO A/15 NOKa3HMKa
«Mikpob6iosnoriyHa unctoTa» B
cneuudikauii 13 npu Bunycky, a
came: «TeCT NPOBOANTLCA NEPIOJNYHO
npwv BMNYCKy, SIK MiHIMYM OfiHa cepis
Ha pik» (B 3aTBEPMKEHIV pegakuil
6yna npumiTka «nepiognyHe
TECTYBaHHS BUNYCKy»). Takox
BHOCATbCS PefakLiiiHi 3MiHKn, a came
BBOANTLCA AeTa/lbHWIA ONUC METOANKM
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*

BUMPOBGYBaHHS 3a NOKa3HVKOM
«Mikpob6ionoriyHa unctotTa» Ta
3a3HaYal0TbCHA MOCUIAHHS Ha 3arasibHi
cTarTi €Bp. @. 2.6.12 Ta USP <61>.
TakoX yTOUHAETLCSA (POPMYNHOBAHHSA
Bumor o TYMC, a came «3arasnbHe
4MCNO OPDKIKEBUX Ta M/liCEHEBUX
rpnbiB» 3aMiCTb «3arajibHe Yicno
OPDKKIB Ta MicHABW». BBeAeHHSA
3MiH NpOTArom 6 Micsis nicns
3aTBEPKEHHS.
3miHu | TURY - 3MiHK 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y meToax
BUMPOOYBaHHS rOTOBOTO NiKapCbKOro
3acoby (He3HauyHa 3MiHa 'y
3aTBEPMHKEHNX MeTofax
BMNpo6yBaHHSA) HesHauHi 3MiHn Jo
3aTBEPAKEHOTO METOAY KOHTPOSIIO 3a
nokKasHUKoM «laeHTudikauis» (metog,
Y®-cnektpodoTomeTpii). BBeAeHHS
3MiH NpOTArom 6 MicsiB nicns
3aTBEPKEHHS.
3miHu | TUNYy - 3MiHK 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb rotToBoro
nikapcbkoro 3acoby. 3MiHa y meTodax
BUMPOBYBaHHS rOTOBOTO NiKapCbKOro
3aco0y (iHLWi 3MiHM y MeToAax
BMNpobyBaHb (BK/OYaouM 3amiHy abo
[OMNOBHEHHS)) BBeeHHs meToay
CNeKkTPoOTOMETPIT Y BAVKHBOMY
iHtbpauepsoHomy gianasoHi (NIRS) B
AKOCTi @/lbTEPHATUBHOTO MeToay
BMNpo6yBaHHA Npu Bunycky N3 3a
nokasHukamu «lgeHTtundikavis»,
«OHOPIAHICTb J030BaHMX OANHULLb>
Ta «BMiCT MecanasuHy». Takox
BHOCATbCS PefakTOpChKi Npaskn A0
cneuudikauii M3 y BignosigHocTi 0
BMMOT BHYTPILLHBLOI cneuugikaw,i.
BBefeHHs 3MiH NpoTarom 6 micsuis
nicnsa 3aTBepKEHHS.
3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTposnb rotToBoro
nikapcbkoro 3acoby. 3MiHa y meTogax
BMMNPOBYBaHHS rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX METOAAX




114 ITponoB>xeHHs AojaTKa 3
Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*

BUNPOBYBaHHA) He3HauHi 3MiHW y
3aTBEPMAXKEHNX METOAAX
BUMPOOYBaHHS, a came OHOBJ/IEHHS
MeTtoay BEPX-Y® ans y3rogKeHHs 3
pekomeHpauiamu ICH Q3B (R2) 3a
nokKasHUKoM «laeHTudikauis, Bmict
mMecanasuHy Ta MpoaykTiB po3nagy».
TakoX BHOCSATbCA pefakTopChKi
npasku Jo crneumdikayii M3y
BiAMNOBIAHOCTI 40 BUMOT BHYTPILLHbOT
cneuudikauii. BBefeHHsA 3MiH
npoTsarom 6 micsAyis nicns
3aTBEPLKEHHSA. 3MiHW | TUNY - 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa y meTofax
BMNPOOYBaHHA rOTOBOrO NiKAPCbKOro
3aco6y (OHOBEHHA Npoueaypu
BUNPOOYBaHHA AN NPUBEAEHHA Y
BIANOBIAHICTb 3i 3MIHEHOO 3arasibHO0
ctarTeto APY abo €Bponeicbkoi
thapmakonei) 3miHa B meToamLi
BUMPOGYBaHHS 3a NOKAa3HVKOM
«lgeHTudikalis, BMiCT mecanasunHy Ta
NpoAayKTiB po3nagy» sika nonsrae B
OHOB/IEHHI KPUTEPIO NPUAHATHOCTI
Ans koedilieHTy cMMeTpil BignoBigHO
no Ph. Eur. 2.2.46, a came «0,8 — 1,8»
3aMiCTb «MeHLe 2». BBefeHHs 3MiH
npoTsarom 6 micsAyis nicns
3aTBEPLKEHHSA. 3MiHW | TUNY - 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3aco06y (iHLWi 3MiHK) 3MEHLIEHHS
yacToTv BUNpobyBaHb 3a NOKa3HNKOM
«YuctoTtar LWOAO BU3HAYEHHS
NPOAYKTIB po3naay npv BUNYcKy i3
PYTUHHOTO KOHTPO/IO A0
«LLOHaiMeHLLIe 0AHa napTis Ha pik».
TakoX BHOCATbCA pefakTopChKi
npaskun fo cneumdikayii M3y
BiANOBIAHOCTI 1O BUMOT BHYTPILLIHBOT
cneundikauii. BBegeHHs 3MiH
npoTarom 6 micAuis nicns
3aTBEpMKEHHS. 3MiHu | Tuny - 3MiHK 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpOs1b roTOBOro NikapcbKoro
3ac06y (iHwWi 3MiHK) 3MiHa
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Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
nepioAnNYHOCTi NPOBEAEHHS KOHTPO/O
3a NOKa3HMKOM «laeHTudikawlis»
(meTog Y®-cnekTpochoTomeTpii) npu
Bunycky 13 3 nepioguyHoro Ha
PYTUHHE TECTYBaHHS, a Takox
3a3HavaETbCA NPUMITKA: «[oKa3HMK
He € NapameTpoM, L0 XapakTepusye
CTabiNbHICTb, TOMY BUNPOBYBaHHSA Nig,
yac JocC/iAKeHHs CTabifIbHOCTi He
NpOBOAUTLCS». BBEAEHHS 3MiH
npoTarom 6 micAuis nicns
3aTBEPAKEHHS.
128. | NIPAHTEN pyrantel nipaHTe pP02C Tabnetku no 250 TOB YkpaiHa BUPOGHULTBO, YkpaiHa BHECEHHS 3MiH [j0 peecTpaLinHmx 3a He UA/6151/01/01
ny Co1 Mr, o 3 Tabnetkn «KYCYM» nepBrHHe marepianis: 3miHu | Tuny - peyenmo | nidnse
namoart y 6nicTepi; no 1 nakyBaHHs, AAMiHICTpaTUBHI 3MiHW. 3MiHa M ae
6nictepy y BTOPWHHE HalilMeHyBaHHsi Ta/abo agpecu
KapTOHHI nakyBaHHs, 3as1BHMKa (BNacHvKa peecTpauiintHoro
ynakoBLi; no 3 KOHTPO/Ib AKOCTI, nocBigYeHHs) - 3MiHa HaliMeHyBaHHS
Tabnetkn y BUNycK cepil 3asiBHMKa (BN1acHVKa peecTpauiiHoro
6nicTepi; no 1 abo nocBeigyeHHs), 6e3 3MiHN PUANYHOT
6nictepy y BMPOGHMLITBO ocobu: 3aTBeppxeHo: TOB
KapTOHHIl NpoAyKUiT in "TNEQ®APM NTA", YkpaiHa.
ynakosLi; no 10 bulk: 3anponoHosaHo: TOB "KYCYM",
yNakoBOK Y KYCYM YkpaiHa. BBegeHHs 3MiH npoTsirom 12-
KapTOHHI KOpooLi XENTXKEP NBT TW MiICALIB NicNA 3aTBEPAXKEHHS.
NTA, IHgis; 3MiHu | TUNy - AgMIHICTPaTUBHI 3MiHN.
BTOPUHHE 3MiHa HalimeHyBaHHs Ta/abo agpecu
nakyBaHHs, MicLS NPOBaKEHHS [isiSIbHOCTI
BUMYCK cepii 3 BMPOGHMKa/iMnopTepa rotoBoro
npoaykuii in nikapcbKoro 3acoby, BKI0YaK4n
bulk: LOinbHUL BUNYCKY cepii abo micue
TOB «KYCYM», NpoBeAEHHS KOHTPOJIHO SKOCTI.
YkpaiHa (misnbHicTb, 3a AKy Bignosigae
abo BUPOGHMK/IMOPTEP, BKIOYaKUN

KOHTPO/Ib AKOCTI:
TOB «KYCYM»
YKpaiHa

BUMYCK Cepiii) - 3MiHa HaliMeHyBaHHS
BMPOGHMKa, 6e3 3MiHM Micus
BUpo6HUUTBa: 3aTBepmkeHo: TOB
"TNEAPAPM NTA", YkpaiHa.
3anponoHoBaHo: TOB "KYCYM",
YKpaiHa. 3MiH1 BHECEHO B po3gin
"BUpO6HMK" B iIHCTPYKLtO ANs
MeANYHOr0o 3aCTOCYBaHHS y 3B'A3KY 3i
3MiHO0 Ha3BW BUPO6HKKa 3 TOB
«TNEAPAPM NTA» Ha TOB
«KYCYM>» 6e3 3miHn agpecu Micua
NPOBaDKEeHHSA Ai/IbHOCTI Ta K
HacnifokK - y TEKCT MapKyBaHHS
yNaKoBKW MliKapCbKOoro 3acoby.




116 ITponoB>xeHHs AojaTKa 3
Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*

BBeneHHs 3MiH NpoTarom 12-tu
MiCALIB MiCNA 3aTBEPMKEHHS. 3MiHu |
TUMy - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo BBEAEHHSA
[04aTKOBOT [iTbHULL BUPOGHMLTBA
AN 4acTUHK abo BCbOro BUPOBHNYOTO
npoLiecy roToBoro NikapcbKoro 3acoby
(@inbHULSA NS BTOPUHHOMO
nakyBaHHs) - BBE,€HHSA 404ATKOBOrO
BUPOGHMKA TOB «KYCYM», YKPAIHA
3a agpecoto 08039, YkpaiHa, Kniscbka
o6nacTb, ByyaHcbkuii paiioH,
Makapiscbka TepuTOopiasibHa rpoMasa,
ceno CesepuHiska, By/1. Mepemory,
6yauHOK 2B, Lo 3gilicHioBaTME
BTOPUHHE NaKyBaHHA 3 NPoAyKLii in
bulk, BUrotoBN1E€HOT BUPOOHNKOM
KYCYM XENTXKEP MBT NT4,/
KUSUM HEALTHCARE PVT LTD, 3
METO0 ONTMMI3aLi BUpobHuuTBa. Y
3B'A3KY 3 BBEAEHHAM [,0[aTKOBOro
BMpobHMKa TOB «KYCYM» goaaetbcs
2 [0[aTKOBI TOProBesIbHi YNakoBKM
BBeneHHs 3MiH npoTarom 12-tu
MiCALIB MiCNA 3aTBEPMKEHHS. 3MiHK |
TMny - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHULTBI. 3MiHa iIMnopTepa/3miHu,
LLIO CTOCYIOTbCS BUMYCKY Cepii Ta
KOHTPOJTI0 AKOCTi FOTOBOTO J1iKapCbKOro
3acoby (3amiHa abo fofasaHHA
OiNbHUL, Ha 5K 34IKCHIOETBCSA
KOHTPONb/BUNPOGYBaHHS cepii) - Y
3B'A3Ky 3 BUPOOHNYOK HEOOXIAHICTIO
BBOAWTLCS AoAaTKoBa AinbHuusa TOB
«KYCYM» 3a agpecoto 02149,
YkpaiHa, M. Kuis, npocnekt Mukonu
BaxaHa, 38, Ha sKili 34jiACHIOETbCS
KOHTPO/Ib AKOCTi. BBEAEHHS 3MiH
npoTarom 12-tu micsAuis nicns
3aTBEpMKEHHS. 3MiHu | Tuny - 3MiHK 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCH
BUNYCKY cepii Ta KOHTPOJIO AKOCTI
roTOBOrO JliKapCbKOro 3acoby (3amiHa
ab0 foAaBaHHA BUPOGHNMKA, WO
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

Bignosigae 3a BBe3eHHA Ta/abo
BUMYCK cepii) - He Bkntovaroun
KOHTPO/b/BMNPOGYBaHHS cepii -
BBe/leHHs JOAAaTKOBOrO BUPOGHNMKa
TOB «KYCYM», YKPAIHA 3a
agpecoto 08039, YkpaiHa, Kuicbka
o6nacTb, ByyaHcbkuii paiioH,
Makapiscbka TepuTOpiasibHa rpoMasa,
ceno CesepuHiska, By/. Mepemory,
6yauHOK 2B, Lo 3gilicHioBaTME
BUMYCK cepii 3 npogykuii in bulk,
BMrOTOB/IEHOT BUPO6HNKOM KYCYM
XENTXKEP MBT T4 / KUSUM
HEALTHCARE PVT LTD. 3miHu
BHECEHO B po34inv "BupobHuk" Ta
"MicLe3HaxomkeHHs! BUPOGHMKa Ta
afipeca Micus NpoBagKeHHs ioro
AiSNBHOCTI" B IHCTPYKLUil0 ANns
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY 3
BBEJlEHHAM [0AATKOBOrO BUPOOHMKA
Ta AK HaCNifoK - 3aTBEPKEHHA TEKCTY
MapKyBaHHS YNakoBKU NikapcbKoro
3acoby AN1s 4OAaTKOBOro BUPOGHYKA.
BBefeHHs1 3MiH npoTsArom 12-1n
MicALiB Nicnsa 3aTBepAKEHHS.

129.

MIPAHTEN

pyrantel

nipaHTe

ny
namoar

Tabnetkv no 250
mr, in bulk Ne
3x1260: no 3
Tabnetkn y
6nicTepi; no 1260
6nictepiB y
KapTOHHI KOpoo6Li

TOB
«KYCYM»

YkpaiHa

Kycym Xentxkep
MNet Nitg

IHgis

BHECEHHS 3MiH 0 peecTpaLinHmx
mMarepianis: 3miHu | Tuny -
AMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecun
3asBHMKa (BNacHvKa peecTpauiiHoro
NocBiAYEHHS) - 3MiHA HaliMeHyBaHHs
3as1BHMKaA (BNacHWKa peecTpauiintHoro
nocBigyeHHs), 6e3 3MiHu 1pUANYHOT
ocobu: 3atBepmkeHo: TOB
"TNEAPAPM NTA", YkpaiHa.
3anponoHoBaHo: TOB "KYCYM",
YkpaiHa. BBegeHHs 3MiH npoTarom 12-
TV MicALIB NicNs 3aTBEPAKEHHS.

He
nionse
ae

UA/12056/01/01

130.

MIPALETAM

piracetam

nipauet
am

NO6B
X03

PO34MH AN
iH'ekujin, 200
mr/mn, no 5 mn B
amnyni; no 10
amnyn B navi 3
KapTOHY; N0 5 Mn
B amnyni; no 5
amnyn B 6nicTepi;
no 2 6nictepu B

MNpuBaTHe
akuioHepH
e
TOBapuCTB
0 "Jlekxim-
Xapkis"

YKpaiHa

MpuBartHe
akuioHepHe
TOBapUCTBO

"JlekxiMm-Xapkis"

YkpaiHa

BHECEHHS 3MiH 0 peecTpayinHmx
marepianis: 3mMiHu | Tuny - 3MiHK WOA0
6e3nekn/eheKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn).
OHOB/EHO TEKCT MapKyBaHHs
NepBUHHOIT Ta BTOPUHHOT YNakoBKK
niKapcbKoro 3acoby, a came BUyYeHO
iHcbopMaLLito, 3a3Ha4YeHy POCIiCbKO
MOBOH, BHECEHO 3MiHM Y M. 2, 6 TEKCTY

3a
peyenmo
]

UA/14579/01/01
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
nauLii 3 KapTOHy; MapKyBaHHSA NepBUHHOT YNakoBkM Ta M.
no 5 mn B amnyni; 2,3,4,11, 17 BTOPUHHOT YNakoBku, a
no 100 amnyn B TakoX 3p06/1eHO He3HAauHI pefaKLiiHi
nauti 3 KapToHy npaBskv. BBeeHHA 3MiH NPOTAroM 6-Tu
MicsLiB NicNs 3aTBEPIKEHHS.
131. | MOBEPKOPT clobetasol | kno6eta | DO7A kpem 0,05 % no 15 | neHmapk IHAis "neHmapk IHAjs BHECEHHS 3MiH A0 peecTpaLinHmx 3a UA/8193/01/01
3ony D01 r B Ty6i; no 1 Ty6i dapmacb $apmacboTukan martepianis: 3MiHu | TUNy - 3MiHK 3 peuyenmo
nponioH Y KapTOHHiIl 0TUKa3 37114, AKOCTI. [O0TOBWMIA Nikapcbkunii 3acib. M
at ynakoBLi nra. 3MiHU Yy BUPOGHMUTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYTbCSA
BWMYCKY Cepii Ta KOHTPOSIHO SKOCTI
roTOBOrO NiKapCbKOro 3acoby (3aMiHa
a60 fofaBaHHA BUPOGHKMKA, L0
BiANoBifae 3a BBE3EHHS Ta/abo
BUMYCK cepii) - He Bktoyaroun
KOHTPO/1b/BUNPOBYBaHHSA cepil - A0
mMartepianis peecTpauiiHoro gocke
BHOCWTbCS iH(hopMaLlis Mpo iMnopTepa
ToBapuCTBO 3 0OMEXEHOID
BignosigasnbHicTio «MTEHMAPK
YKPAIHA» 04070, micTo Kuis, By mus
InniHcbka, 6yanHok 8, kopnyc 11.
132. | NOBIAOH-NOA | povidone- | nosigoH- | DO8A PO34MH HaLLKIpHWiA TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHmx 6e3 nionse | UA/19240/01/01
BAIOM iodine nop, G02 100 mr/mn, no 30 "BAIOM- «MEONEB>» marepianis: 3MiHu | TUny - 3MiHu 3 peyenma ae
M, 50 M, 100 mn DPAPM" sIKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.

y chnakoHi, no 50
M1y tpriakoHi 3
posnunoBayem;
no 1 dpnakoHy B
nauui; no 500 mn,
1 ny donakoHax

3MiHn y BUPO6HMLTBI. 3amiHa abo
BBEAEHHA A04aTKOBOI AiTbHNLL
BMPOBHMLTBA 151 YACTUHM ab0 BCbOro
BMPOGHMYOro NpoLecy roToBoro
nikapcbKoro 3acoby (AiNbHUUS, Ha AKil
npoBoAATLCA Byb-AKi BUPOOHMUI
cTagii, 3a BUHATKOM BUNYCKY Ccepil,
KOHTPO/IIO AKOCTi, NePBMHHOTO Ta
BTOPWHHOTO MakyBaHHS, 4715
HeCcTepuIbHUX likapcbknx 3acobiB).
CynyTHSA 3MiHa- 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHK y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS
[00aTKOBOI AifIbHUL BUPOBGHMLITBA
[ANSA 4acTUHK abo BCbOro BUPOBHNYOTO
npoLecy roToBOro JlikapCbKoro 3acoby
(AiNbHULA oNsA BTOPUHHOTO
nakyBaHHs) - 3MiHM 3 SKOCTi. F0TOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[0[4aTKOBOT AiNbHULL BUPOBHULITBA
0151 YaCTUHM ab0 BCbOro BUPOBHMYOTO
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH Bionycky peecmpayitiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
npoLiecy roToBOro NikapcbKoro 3acoby
(AiNbHMUA ANA NEPBUHHOIO
nakyBaHHs). 3amiHa BUpo6Huka /13 3

T30B "€ENALYM ®APMA",
Pecny6nika Mongosa Ha TOB
"MEAJIEB", YkpaiHa. 3MiH1 BHECEHO B
IHCTPYKLi0 AN MeguyHoro

3acTOCyBaHHA y po34in
"MicLe3HaxomkeHHs1 BUPOGHMKa Ta
oro agpeca micuA NpoBaAKeHHS
OiSNbHOCTI" y 3B'A3KY 3 3aMiHO0
BMPOGHMKA Ta AK HACMIAOK - y TEKCT
MapKyBaHHS YNakoBKU NikapcbKoro
3ac06y. 3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NiKapcbkuii 3aci6. 3MiHW y
BMPOGHMUTBI. 3MiHa iMnopTepa/3MiHu,
LLIO CTOCYOTbCS BUMYCKY Cepii Ta
KOHTPOJII0 AKOCTi FOTOBOTO J1iKapCbKOro
3acoby (3amiHa abo gofaBaHHs

BMPOGHMKA, LU0 BiANOBiAaE 3a
BBE3EHHA Ta/abo BMMNYCK cepil) -
Bktoyatouy KOHTPO/b/BUNPOBYBaHHSA
cepii. 3amiHa B1pobHuka 13 3 T30B
"€ENALYM ®APMA", Pecny6nika

Mongosa Ha TOB "MEAJIEB",
YkpaiHa. 3MiHM BHECEHO B IHCTPYKLIitO

ON19 MeAUYHOr0 3aCTOCYBaHHS y

po3ain "Micue3HaxomKeHHs

BMPOGHMWKa Ta lioro agpeca micus
NPOBaKEHHS OiS/IbHOCTI" y 3B'A3KY 3

TEKCT MapKyBaHHS ynakoBKu
nikapcbkoro 3acoby. 3MiHu | Tuny -
3MiHK 3 SKOCTi. FoTOBUIA NiKapChKUiA

3aci6. Cucrtema
KOHTeliHep/3aKyrnopoBasibHWii 3acib.
3MiHa po3Mipy ynakoBKu roToBOro
NiKapcbKoro 3acoby (3miHa
mMacwn/o6'eMy BMICTy KOHTellHepa

L1151 HenapeHTepasibHOro

4aCTKOBOr0 BUKOPUCTaHHS)).
[logaBaHHA po3mipy ynakoBku Ha
3aMOB/IEHHSA crioxmBada. 3MiHN
BHECEHO B po3fiNn "Ynakoska" B

3aMiHO BUPOGHUKA Ta SIK HACTIAOK - Y

6araTof1030BOro NikapcbKoro 3acoby

3acCToCyBaHHA (a60 04HOA4030BOr0,

IHCTPYKLiO ANA MenyHOro

3aCTOCYBaHHS Y 3B'A3Ky 3 BBeIEHHAM




120 ITponoB>xeHHs AojaTKa 3
Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
[08aTKOBOro po3Mipy ynakoBku Ta 5K
HacnifokK - 3aTBepP)KEHHS TEKCTY
MapKyBaHHS 4OAATKOBOT yNakoBKM
nikapcbkoro 3acoby.
133. | MONIAEKCA 3 Dexameth | Heomiun | RO1A cnpeii HasaNbHUIA, NabopaTto | PpaHuin CodhapTekc, dpaHuis BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/2831/01/01
PEHINEPPUH asone, Hy D53 po3uuH; no 15 mn pii ®paHuis; / marepianis: yTOUYHEHHA peyenmo
OoM combinatio | cynbcat y hnakoHi 3 Bywapa abo Typeuun | peecTpauiiiHOl Npoueaypy B HaKasi M
ns , posnuoBayem; Pekopgari PEKOPJATI Ha MO3 YkpaiHu Ne 1516 Bipg,
nonimikc no 1 dprakoHy B IIAY CAHAI BE 03.10.2025 - 3MiHn | TUnYy - 3MiHK 3
uH B KapTOHHI KOpoO6Li TIK. A. C,, sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
cynbat TypeyunHa 3MiHn y BUPO6HMLTBI. 3amiHa abo
, BBEEHHSI 40AATKOBOI Ai/TbHUL
fekcame BMPOBHMLTBA 151 YACTUHW ab0 BCbOro
Ta3oHy BMPOGHMYOro NpoLecy rotoBoro
HaTpito nikapcbKoro 3acoby (AiNbHUUS, Ha AKil
meTacyn npoBoAATLCA Byb-AKi BUPOOHMUI
bhobeH cTagii, 3a BUHATKOM BUNYCKY Cepil,
30ar, KOHTPO/II0 AKOCTi, NePBMHHOTO Ta
theHine BTOPWHHOTO MakyBaHHSA, A5
hpuHy HeCTepPUbHUX NMiKapCbKMX 3acobiB) -
rigpoxno BBEJIEeHHSA albTepHaTUBHOTO
pua BUpo6HMKa '/13. BBeAeHHS 3MiH

NpPOTArom 6-T1 MicALIB micns
3aTBEpMKEHHS. 3MiHM | Tuny - 3MiHK 3
sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo
BBE/JEHHSI 0AATKOBOI Ai/TbHUL
BMPOBHMLTBA 151 YaCTUHM ab0 BCbOro
BMPOGHMYOro NpoLecy roToBoro
nikapcbKkoro 3acoby (finbHUUSA Ans
BTOPVHHOIO NakyBaHHS) - BBeeHHSA
aflbTEPHATUBHOIO BUPOBHMKA
BiANOBIAA/ILHOrO 3a BTOPUHHE
nakysaHHa PEKOPIATI IJTAY CAHAIT
BE TIK. A.C., TypeuyunHa. BBegeHHsA
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPLKEHHSA. 3MiHM | TUNY - 3MiHK 3
AKOCTI. [OTOBWIA Nikapcbknii 3aci6.
3MiHu y BUPOGHMLTBI. 3amiHa abo
BBEJEHHS 40AATKOBOI Ai/IbHUL
BMPOBHMLTBA 151 YACTUHM ab0 BCbOro
BMPOGHNYOro nNpoLecy rotoBoro
nNiKapcbKoro 3acoby (AinbHuLA Ans
NEepPBUHHOTO NMaKyBaHHS) - BBEAEHHS
a/lbTEPHATUBHOIO BUPOOHMKA
BiANOBIAA/ILHOIO 3a NepBUHHE
nakyBaHHa PEKOPIATI IJTAY CAHAT
BE TIK. A.C., Type4yunHa. BeegeHHs
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ITponoB>xeHHs AojaTKa 3
Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*

3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPLKEHHS. 3MiHM | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
3MiHV Y BUPOOHULTBI. 3MiHa
iMnopTepa/3aMiHu, Lo CTOCYTbCA
BUWMYCKY Cepii Ta KOHTPOSIHO SKOCTI
roTOBOrO NiKapCbKOro 3acoby (3aMiHa
a60 fofaBaHHA BUPOGHNMKA, L0
BiAnoBigae 3a BBE3eHHA Ta/abo
BUNYyCK cepii) - Bknovatoun
KOHTPO/b/BMNPOGYBaHHSA cepii -
BBE/IEHHS a/lbTepHaTUBHOIO
BMPOGHMKA BIAMNOBIAA/ILHOIO 3a
BMNYCK Cepil, BK/IOYAKUMN KOHTPO/b
akocTi PEKOPZATI IJAY CAHAI BE
TIK. A.C., Type4yunHa. 3MiHV/ BHECEHO
B IHCTPYKLO 4518 MeAnYHOro
3aCTOCYBaHHSA iKapCbKoro 3acoby y
po3ainu «BupobHuk» Ta
«Micue3HaxomKkeHHs BUPOGHVKa Ta
agpeca Micus NpoBaKEHHS 0ro
LisNbHOCTI» (fofaBaHHA BUPOGHKMKA),
a TaKkoX 3aTBEP)KEHHSA TEKCTY
MapKyBaHHS YNakoBKW NiKapCbKoro
3acoby 719 HOBOro BUPOGHYKa.
BBefieHHs1 3MiH NpoTArom 6-T MicsALIB
nicns 3aTBepaXeHHs. 3MiHu | Tuny -
3MiHK 3 KOCTi. FoTOBUIA NiKapCbKUiA
3aci6. 3MiHV y BUPOOHULTBI. 3MiHa
po3mipy cepii (BkoYarun gianasoH
po3Mipy cepii) roToBOro NikapcbKoro
3aco6y (3meHLeHHs o 10 pasis) - ¥
3B'A3KY 3 BBEJEHHAM
afbTePHATUBHOINO BUPOOHMKA
PEKOPOATI INAY, BignosigansHoro
3a BCi BUpOOHMYI onepaji, BBOAUTLCA
[oaaTtkoBuid po3mip cepii MN13.
3arBepmxeHo: 1216 n (80 000
chnakoHiB). 3anponoHoBaHo: 1216 n
(80 000 chnakoHiB) abo 400 n (26 315
hnakoHiB). BBefieHHs 3MiH NpoTArom
6-TV1 MiCALIB MiC/M1SA 3aTBEPKEHHS.
3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa po3mipy cepii
(BKNKOYAOUM Ajana3oH po3Mipy cepir)
roTOBOro NikapCcbKoro 3acoby

(36inbLeHHs 4o 10 pasiB NOPIBHSAHO i3
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

3aTBEPKEHVM PO3MIpOM) -
36inbLUeHHs po3mipy cepii ans
a/IbTEPHATUBHOIO BUPOOHMKA
PEKOPJATI IJIAY. 3atBepaxeHo: ans
BMpo6HMKa CodhapTekc, ®paHuia 1216
n (80 000 dhriakoHiB). 3anponoHOBaHO:
ons BupobHuka CodpapTekc, dpaHLuis -
1216 n (80 000 chnakoHiB); ans
BMpo6HMKa PEKOPJATI I/1AY - 1216
n a6o 400 n (80 000 chnakoHiB abo 26
315 chnakoHis). BBefeHHA 3MiH
NpoTArom 6-T1 MicAUIB micns
3aTBEPAKEHHS.

134.

NMOCTUHOP

levonorge
strel

NeBoHOp
rectpen

GO3A
D01

Tabnetkun no 0,75
Mr; Mo 2 TabneTkn
y 6nicTepi, no 1
6nictepy B
KapTOHHIl
ynakoBLi

BAT
"efeoH
PixTep"

Yropm BAT "TepeoH
Ha PixTep"

Yropum
Ha

BHECEHHS 3MiH 0 peecTpaLinHnx
matepianis: 3miHu | TMny - 3MiHK
oo 6e3snekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHWX AaHnX Npo
cuctemy thapmakoHarnagy (BBegeHHs
y3araslbHeHVX faHux npo cuctemy
hapmakoHarnsgy, amiHa
YNOBHOBaXEHOT 0cobM,
BiANOBIAA/IbHOI 3a 3AIICHEHHS
thapmakoHarnsgy; KOHTaKTHoi ocobu 3
chapmakoHarnsgy 3asBHuka ans
3[iiCHEHHs hapmakoHarnagy B
YKpaiHi, KLL0 BOHA BigMiHHA Bif
YNOBHOBaXEHOT 0co6M,
BiANOBIAA/IbHOI 32 3AIICHEHHS
thapmakoHarnsgy (Bko4yatoum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYIKA,
BiANOBIAA/IbHOI 32 hapmakoHarnsga.
[itoua pepakuis: Attina Onar.
MponoHoBaHa pepakuis: flacno
Cekeil. 3MiHa KOHTaKTHUX JaHnX
YMOBHOBaXEHOT 0CO6Y 3asBHMKa,
BiANOBIAALHOT 32 hapmakoHarnsg.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOT
0Cco6U 3as1BHMKA, BignoBigasibHOI 3a
hapMakoHarnag B YkpaiHi.
3MiHa MicLe3HaxoMKEHHST MacTep-
thaiina cuctemu chapmakoHarnsay.
3MiHa MicLA 34iACHEHHSI OCHOBHOT
AOiSNbHOCTI 3 dhapmakoHarnagy.

6e3
peyenma

UA/6112/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

135.

NPANMAPTIH

arginine
hydrochlor
ide

apriHiHy
rigpoxno
pva

BO5X
BO1

PO34MH AN
iHdy3iid, 42 mr/mn
no 100 mny
naswwyi; no 1
NAAWL Y nayyj

Tosapuct
BO 3
06MEeXeHOo
10
Bignosiga
NBHICTIO
«CICTEM
DAPM>»

YKpaiHa

ToBapucTso 3
obmexeHoro
BignoBigasbHICT
10 thipma
"HoBodpapm-
BiocuHTes"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavjiinHmx
marepianis: 3miHu | Tuny - 3miHu 3
akocTi. CepTudikaT BignosigHocTi/lE-
cepTuadikaT BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/MEHOro cepTudpikata
BIANOBIAHOCTI 260 BUNYYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei: ana Adl;
Ansa BuxigHoro
marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BMPOGHULTBI API; ANt 4ONOMIKHOT
peyoBMHYM (cepTudiikat BiAMNOBIAHOCTI
€Bponeiicbkili hapmakonei) -
OHoBNeHWiA cepTUdikar Big yxe
3aTBEPAKEHOIO BUPOOHMKA - NOAAHHS
OHOBJIEHOTrO cepTUdikaTy
BiiNOBIAHOCTI €BpoOnelichkiit
thapmakonei CEP Ne CEP 2010-048-
Rev 01 (3atBepaxeHo: CEP Ne R1-
CEP 2010-048-Rev 00) ans Adl
ApriHiHy rigpoxnopvay Big, BXe
3aTBEPAKEHOr0 BUPOGHUKA Y 3B'A3KY
i3 3MiHOIO Ha3BW Ta YTOYHEHHS
HanucaHHs agpecy BUpo6Huka, 6e3
3MiHM MicLit BUPOGHMLITBA
3artBepakeHo: CEP Ne R1-CEP 2010-
048-Rev 00 Shanghai Kyowa Amino
Acid Co., Ltd. No. 158 Xintuan Road
Qingpu Industrial Zone China-201707
Shanghai
3anponoHosaHo: CEP Ne CEP 2010-
048-Rev 01 SHANGHAI PLUMINO
AMINO CO., LTD. No. 158 Xintuan
Road Qingpu Industrial Zone
China-201 707 Shanghai

3a
peyenmo
]

UA/20907/01/01

136.

MPAKCBAWNHA,
®

idarucizum
ab

inapyum
3ymab

VO3A
B37

PO34MH AN
iH eKUil/iHgy3ilA,
2,51/50 mn; no 50
My chakoHi; no
2 thnakoHn y
KapTOHHI KOpoo6Li

Bepinrep
IHrenbxai
M
IHTepHeLw
HN TM6X

Himeuun
Ha

Brpo6HMLUTBO,
nepBUHHe Ta
BTOPVHHE
nakyBaHHS,
KOHTPO/Ib AKOCTI
Ta BUNycK cepii:
BepiHrep
IHrenbxaim
dapma M'vbX i
Ko. KT,

Himeuun
Ha/
Benbris

BHECEHHS 3MiH 40 peecTpaLinHmx
mMartepianis: 3miHu | TUny - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHu). 3miHu
BHECEHO B TEKCT MapKyBaHHS
NepBUHHOT (eTUKETKa hnakoHa)
YNaKoBKM /liKapCbKOro 3acoby y MyHKT
17 wopo gofaBaHHsA dhpasu
«ETnkeTka ocHalleHa iHTerpoBaHum
niggillyBayeM», a TakoX BHECEHO

3a
peyenmo
]

UA/15467/01/01
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
HimeuuunHa; peakLiiiHi npaBKn Mo TEKCTY
AnbTepHaTMBHa MapKyBaHHs1 BTOPUHHOI Ta NepPBUHHOI
naboparopis yrnakoBoK. TepMiH BBE4EHHS 3MiH -
[ONsi KOHTPOSIO npoTsrom 6 micsuis nicns
AKOCTI NPOTArOM 3aTBEPMKEHHS
BMNPOGYBaHHSA
cTabiNbHOCTI:
KsoniTi
AccicTaHc CA,
Benebrist
137. | NPECAPTAH® losartan noszapta | C09C TabneTkn, BKPUTI Inka IHais Inka IHgis BHECEHHS 3MiH 40 peecTpauiiHnx 3a He UA/8575/01/03
-100 H Kanito A01 NiBKOBOIO Na6opato Na6opaTopis matepianis: 3miHu | TMny - 3MiHK peyenmo | nionse
060/10HKO10, N0 pi3 NiviTen oo 6e3snekn/edekTMBHOCTI Ta M ae
100 wmr, no 14 Nimiteq thapmakoHarnsagy. 3miHa y KopoTkili
Tabnetoky XapakTepucTuLi Nikapcbkoro 3acoby,
6nictepi; no 2 TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
6nictepn y Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
KapTOHHI navu; perynsipHoO OHOB/IHOBAHOTO 3BITY 3
no 10 TabneTtok y 6e3nekun nikapcbkoro 3acoby, abo
6nicTepi; no 3 pocnigpkeHb 3 6e3nekn 3acTocyBaHHs
6nictepn y nikapcbKoro 3acoby B
KapTOHHIN nayi nicnspeecTpaLiiiuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BIiTy 3 AOC/IKEHDb,
npoBefeHNX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigpxkeHs (PIP)
(3MiHY Y3rof)KeHo 3 KOMNETEHTHUM
YNOBHOB&)XXEHNM OPraHoM).
3MiHV BHECEHO [0 IHCTPYKLUIT Ansa
MeLMYHOr0 3aCTOCYBaHHSA NiKapCbKOoro
3acoby B po3ginv "OcobnmsocTi
3acTtocyBaHHA", "lMo6iuHI peakuii”
BiANOBIAHO [0 OHOBMEHOI iHhopMaLi
3 6e3nekmn Ajtyoi PpevyoBMHN.
138. | MPOCTATUNE npocrtar | G04C po34unH AN MpusaTHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/0800/02/01
H® nneH X iH exuili no 2 mn B aKLjioHepH akujioHepHe marepianis: 3miHu Il Tuny - 3miHn 3 peyenmo
(BogHWiA amnyni; no 5 e TOBapuCTBO AKocTi. A®l. Cuctema M
eKcTpakT amnyn y énictepi; TOBapucTB «Jlekxim-XapkiB» KOHTeliHep/3aKyrnopoBasibHWiA 3acib.
i3 no 1 a6o 2 0 «J1ekxim- 3MiHa y 6e3nocepeHiin ynakosui Ad|
nepeami 6nictepn y nayui 3 XapkiB» (AKicHi Ta/abo KinbKiCHI 3MiHW cknagy
XYPOBUX KapToHy; Mo 2 Mn [ONSi CTEPUNBHMX T HE3aMOPOXEHUX
3a/103 B amnyni; no 100 A®| 6ionoriyHOro/iMyHONOrYHOTO
cTaTeBo amnyn y naduj 3 NOXO/PKEHHS)
3pinux KapTOHY. CynyTHS 3MiHa - 3MiHK 3 AKocCTi. ADI.
6UuKiB) Brpo6HMLTBO. 3MiHM B npoLeci

BMPOGHMLUTBA AD| (3MiHa cTOCYETbCS
aKTUBHOI PeYOBUHN
6i0/10r4YHOro/iMyHO/OrYHOTO
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
NOXOMKEHHSA ab0 BUKOPUCTaHHSA
XiMiYHUX AD| y BUPOOHULTBI
nikapcbKoro 3acoby
6ionoriyHoro/iMyHON0rYHOr0
NMOXOKEHHS, SIKa MOXEe MaTu 3HaYHWIA
BMN/IMB Ha SAKICTb, 6e3neky Ta
eheKTVBHICTb NikapcbKoro 3acooby, i
He CTOCYETbCS NPOTOKOAY) - 3MiHa
yMakoBKM Ait0U0T pevyoBUHU
npoctaTuieH (BOAHWIA EKCTPaKT i3
nepeamixypoBux 3as103 cTaTeBo3pinmx
6UYKIB) i3 CKNAHMX ByTUNei Ha
0 HOPa30Bi CTepPUbHI Miwkn STD
Flexsafe® BupobHuuTBa Sartorius, y
3B'A3KY 3 BAOCKOHA/IEHHAM Ta
onTUMI3auieto NpoLecy nakyBaHHs
Ai04OT pevoBUHN. FK HACMI[OK, 3MiHN
B NpoLieci BMpo6HuuTea AdI
npoctaTuieH (BOAHWIA EKCTPaKT i3
nepeaMixypoBux 3as103 cTaTeBo3pinnx
61YKiB), @ caMe 3MiHW Ha cTagji
BMPOGHUMLTBA ADI TIN 2.6
Crepwunisytoya inbTpaLis y 38’a3ky 3
BBE/IEHHSIM Y BUPOBGHMNLITBO
BUKOPVCTaHHS 04HOPa30BMX
CTEPUIBHUX MILLKIB.
139. | PAMIMPUN- ramipril paminpn | C09A Tabnetkv no 2,5 TOB YkpaiHa Mepkne 'm6X, Himeuun BHECEHHS 3MiH 40 peecTpaLinHx 3a UA/16689/01/01
TEBA n AO5 Mmr; no 10 «TeBa HimeuunHa Ha martepianis: 3MiHu | TUNy - 3MiHK 3 peyenmo
Tabnetoky YKpaiHa» (BupobHuuteo akocTi. CepTudikaT BignosigHocTi/lE- M
6nicTepi, no 3 abo Hepo3dacoBaHo cepTudikar BiAMNoBIAHOCTI
6 6nicTepiB y ro NpoAayKTY, €Bponeiicbkiit
Kopoo6Ui [03Bin Ha thapmaxkonei/moHorpadii. NogaHHA
BWMNYCK cepil; HOBOro abo OHOB/IEHOTO cepTudikata
MepBuHHA Ta BiAMNOBIAHOCTI a60 BUTyYEHHS
BTOPVHHA cepTuchikaTa BiANOBIAHOCTI
ynakoBKa, €Bponeiicbkiit hapmakonei: ana Adl;
KOHTPO/Tb [Ans BUXigHOro
AKOCTI); marepiany/peareHTy/npomikHOro
Jopatkosa NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
nab6oparopis, BUPOGHMUTBI A®I; Ana LONOMDKHOT
Aka npuinmae peyoBuHYM (cepTudikat BiANOBIAHOCTI
yyactb y €Bponeiicbkiin hapmakonei) -
KOHTPONI AKOCTI: OHoB/EHWIA cepTUdikaT Bif yxe
HHAC Na6op - 3aTBEPMKEHOr0 BUPOOHUKA. MogaHHA
p Xovicnep OHOBJ/IEHOTO cepTudikaTa
rM6X, BiANOBIAHOCTI EBpoONechbkili
HimeuunHa thapmakonei CEP 2003-050-Rev 10
(3aTBepaxeHo: R1-CEP 2003-050-Rev
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ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
09) pnsa APl paminpun Big yxe
3aTBEPAKEHOro BUPOGHUMKa Dr.
Reddy's Laboratories Limited.
3arBepaKeHo:
DR. REDDY'S LABORATORIES
LIMITED
Plot No. 116 Sri Venkateswara
Cooperative Industrial Estate Jinnaram
Mandal, Sangareddy District India-502
325 Bollaram Village, Telangana
3anponoHoBaHo:
DR. REDDY'S LABORATORIES
LIMITED
Unit-1ll, Plot No.116 Sri Venkateswara
Cooperative Industrial Estate IDA
Bollaram, Jinnaram Mandal
India-502 325 Sangareddy, Telangana
SPOR ORG ID: 100003991
SPOR LOC ID: 100058472
140. | PAMINPUN- ramipril paminpn | CO9A Tabnetkun no 5 wmr, TOB YkpaiHa Mepkne 'm6X, Himeuun BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/16689/01/02
TEBA n A05 no 10 Tabnetok y «TeBa HimeuunHa Ha marepianis: 3miHu | Tuny - 3MiHK 3 peyenmo
6nictepi, no 3 abo YkpaiHa» (B1po6HULTBO akocTi. CepTtudikaT BignosigHocTi/lE- M
6 6nicTepiB y Hepo3dacosaHo ceptudikart BiANOBIAHOCTI
KopooLi ro NpoAaykKTy, €Bponeiicbkii
[03BiN Ha hapmakonei/MoHorpadii. NMogaHHA
BWMNYCK Cepil; HOBOro abo OHOBMIEHOTO cepTudikara
MepBrHHa Ta BiANOBIAHOCTI 260 BUyYEHHS
BTOPUHHA cepTudpikata BiANoBIAHOCTI
yrnaxkoBKa, €poneiicbkinn thapmakonei: ana Adl;
KOHTPO/Tb Ans BUXiAHOro
AKOCTI); matepiany/peareHTy/nPoMbKHOIo
[opatkosa NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y

naboparopis,
sika npuiimae
yyacTb y
KOHTPO/Ti AKOCTi:
HHAC Na6op A-
p Xoiicnep
rmo6X,
HimeuunHa

BMPOGHMLTBI A®I; ANt [ONOMIXHOT
peyoBuHY (cepTuddikat BiAMNOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBreHWiA cepTudikar Bif yxe
3aTBEPMKEHOro BUPOGHMKA. MogaHHSA
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei CEP 2003-050-Rev 10
(3aTBEpAxeHo: R1-CEP 2003-050-Rev
09) ona Ad®l paminpun Big yxe
3aTBEPAKEHOr0 BUPOGHUMKa Dr.
Reddy's Laboratories Limited.
3arBepaKeHo:

DR. REDDY'S LABORATORIES
LIMITED
Plot No. 116 Sri Venkateswara
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ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
Cooperative Industrial Estate Jinnaram
Mandal, Sangareddy District India-502
325 Bollaram Village, Telangana
3anponoHoBaHo:
DR. REDDY'S LABORATORIES
LIMITED
Unit-1ll, Plot No.116 Sri Venkateswara
Cooperative Industrial Estate IDA
Bollaram, Jinnaram Mandal
India-502 325 Sangareddy, Telangana
SPOR ORG ID: 100003991
SPOR LOC ID: 100058472
141. | PAMIOPUN- ramipril paminpun | CO9A Tabnetku no 10 TOB YkpaiHa Mepkne 'm6X, Himeuun BHECEHHS 3MiH [j0 peecTpaLinHmx 3a UA/16689/01/03
TEBA n A05 mr, no 10 «TeBa HimeyunHa Ha martepianis: 3miHu | TUny - 3MiHu 3 peyenmo
Tabnetoky YkpaiHa» (BupobHuuTtBo akocTi. CepTudikaT BignosigHocTi/l E- M
6nictepi, no 3 abo Hepo3hacoBaHo cepTudikaT BiANOBIAHOCTI
6 6nictepiB y ro NpoAaykTy, €BponecbKii
Kopoo6Li [03Bin Ha thapmakonei/moHorpadii. NMogaHHSA
BUNYCK cepi; HOBOro abo OHOB/MEHOro cepTudpikata
MepBuHHa Ta BIANOBIAHOCTI 260 BUYYEHHS
BTOPUHHA cepTucpikaTa BiANOBIAHOCTI
ynakoBKa, €Bponeiickbkili hapmakonei: ana Adl;
KOHTPO/1b [Ansi BUXiZHOTO
AKOCTI); marepiany/peareHTy/npomikHOro
[JopatkoBa NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y

nab6opartopis,
AKa npuimae
yyacTb y
KOHTPO/i AKOCTI:
HHAC Na6op O-
p Xovicnep
m6X,
HimeuunHa

BMPOGHMLTBI API; ANt 4ONOMIXHOT
peyoBMHYM (CepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkilt hapmakonei) -
OHoBeHunii cepTudikar Bif yxe
3aTBepHKEHOro BUPo6HUKa. MNogaHHA
OHOBJIEHOTO cepTudikaTa
BIANOBIAHOCTI EBpONeNnchbkili
thapmakonei CEP 2003-050-Rev 10
(3aTBEpMKeHO: R1-CEP 2003-050-Rev
09) ana A®l paminpun Big yxe
3aTBepAKeHOro BUpobHuka Dr.
Reddy's Laboratories Limited.
3arBepaKeHo:

DR. REDDY'S LABORATORIES
LIMITED
Plot No. 116 Sri Venkateswara
Cooperative Industrial Estate Jinnaram
Mandal, Sangareddy District India-502
325 Bollaram Village, Telangana
3anponoHoBaHo:

DR. REDDY'S LABORATORIES
LIMITED
Unit-ll, Plot No.116 Sri Venkateswara




128 ITponoB>xeHHs AojaTKa 3
Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
Cooperative Industrial Estate IDA
Bollaram, Jinnaram Mandal
India-502 325 Sangareddy, Telangana
SPOR ORG ID: 100003991
SPOR LOC ID: 100058472
142. | PAMIMITC zolmitripta | 3onmiTp NO2C Tabnetkn, Wo TOB YkpaiHa AxTasic T4 ManbTa BHECEHHS 3MiH A0 peecTpaLinHmx 3a UA/8651/01/01
n unTaH CO03 aucnepryoTbca B «TeBa martepianis: 3MiHu | TUNy - 3MiHK 3 peyenmo
poTOBIWA YkpaiHa» akocTi. CepTtudikaT BignosigHocTi/lE- M

NMOPOXHWHI, No 2,5
Mr, no 2 abo 6
Tabnetoky
6nicTtepi; no 1
6nictepy B
KapTOHHI KOpoo6Li

cepTudikaT BiAMNoBIAHOCTI
€Bponeiicbkiii
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudikata
BiAMNOBIAHOCTI a60 BUTyYEHHS
cepTuchikata BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei: ana Adl;
ONs BUXIAHOTO
martepiany/peareHTy/nPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BUPOGHMUTBI A®I; Ana ONOMDKHOT
peyoBuMHYM (cepTudiikat BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoB/eHWIA cepTUdikaT Bif yxe
3aTBEPMKEHOr0 BUPOOHUKA. MogaHHA
OHOBJ/IEHOTO cepTudikaTa
BiAANOBIAHOCTI EBpoONechbkili
dhapmaxonei Ne CEP 2020-422 - Rev
01 (3atBepmxeHo: RO-CEP 2020-422 -
Rev 00 ) ons fito4oi peyoBrHU
Zolmitriptan Big, 3aTBepAKeHOro
BMpo6HMKa Mylan Laboratories Limited
(Unit-7), India. 3miHn | TNy - 3MiHK 3
akocTi. CepTtudikaT BignosigHocTi/lE-
cepTudiikart BiAnNoBIAHOCTI
€Bponeiicbkiit
thapmakonei/moHorpadii. NogaHHA
HOBOro abo OHOB/IEHOTO cepTudiikata
BiANOBIAHOCTI a60 BUTyYEHHS
cepTuchikaTa BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei: ana Adl;
ONs BUXIAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI A®I; Ana ONOMDKHOT
peyoBuHYM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEPMKEHOr0 BUPOOHUKA. MogaHHA
OHOBJIEHOIO cepTudlikaTa
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ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
BiAANOBIAHOCTI EBpoONechbkili
dhapmakonei Ne CEP 2020-422 - Rev
02 ons gitoyoi peyoBuHM Zolmitriptan
Bif] 3aTBEPAKEHOr0 BUPOOHNKA, AKWiA
3MiHMB Ha3By 3 Mylan Laboratories
Limited (Unit-7), India Ha TIANISH
LABORATORIES PRIVATE LIMITED
Unit-7, India.
143. | PAMIMIT zolmitripta | 3onmiTp NO2C Tabnetkn, Wo TOB YkpaiHa AxTasic 1T ManbTa BHECEHHS 3MiH 40 peecTpaLinHx 3a UA/8651/01/02
n unTaH CO03 aucnepryoTbca B «TeBa martepianis: 3MiHu | TUny - 3MiHK 3 peyenmo
poTOBIWA YkpaiHa» akocTi. CepTudikaT BignosigHocTi/lE- M

MOPOXHUHI, N0 5
Mr, no 2 abo 6
TabneToky
6nicTtepi; no 1
6nictepy B
KapTOHHI KOpoo6Li

cepTudikar BiAMNoBIAHOCTI
€Bponeiicbkiit
thapmakonei/moHorpadii. NogaHHA
HOBOro abo OHOB/IEHOTO cepTudiikata
BiAMNOBIAHOCTI a60 BUTyYEHHS
cepTuchikaTa BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei: ana Adl;
ONs BUXIAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPO6HMUTBI A®I; Ana AONOMDKHOT
peyoBuHYM (cepTudiikat BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoB/eHWIA cepTUdikaT Bif yxe
3aTBEPMKEHOr0 BUPOOHUKA. MogaHHA
OHOBJ/IEHOTO cepTudikaTa
BiAANOBIAHOCTI EBpONechkili
dhapmaxonei Ne CEP 2020-422 - Rev
01 (3atBepmxeHo: RO-CEP 2020-422 -
Rev 00 ) ons gito4oi peyoBrHU
Zolmitriptan Big, 3aTBepAKeHOro
BMpo6HMKa Mylan Laboratories Limited
(Unit-7), India. 3miHn | TNy - 3MiHK 3
akocTi. CepTtudikaT BignosigHocTi/lE-
cepTudikaT BiAMNoBIAHOCTI
€Bponeiicbkiit
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudikata
BiAMNOBIAHOCTI a60 BUTyYEHHS
cepTuchikaTa BiANOBIAHOCTI
€Bponeiicbkit hapmakonei: ana Adl;
ONs BUXIAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI A®I; Ana ONOMDKHOT
peyoBuHYM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) -
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
OHoBeHWiA cepTudikat Bif yxe
3aTBEPMHKEHOr0 BUPOOHMKA. MoAaHHA
OHOBJ/IEHOTO cepTudikata
BiANOBIAHOCTI EBpONechbkili
dhapmakonei Ne CEP 2020-422 - Rev
02 ons gitoyoi peyoBuHM Zolmitriptan
Bif] 3aTBEPAKEHOr0 BUPOOHNKA, AKWiA
3MiHMB Ha3By 3 Mylan Laboratories
Limited (Unit-7), India Ha TIANISH
LABORATORIES PRIVATE LIMITED
Unit-7, India.
144. | PEHE/NMb H - Acidum - Tabnetku, no 50 Bionoriwe | Himeuun Bionoriwe Himeuun BHECEHHS 3MiH 40 peecTpayinHmx 6e3 UA/2442/01/01
nitricum Tabnetoky Xanbmitt Ha XalinbmiTrens Ha mMartepianis: TexHiyHa noMunka (3rigHo | peuyenma
D4, KOHTelHepi enb Xeenb Xeenb M'v6X Haka3y MO3 Big 23.07.2015 Ne 460).
Aluminiu noninponisieHoBOM M6X BunpaBneHHst TEXHIYHOT MOMUIIKK
m y;nol 3rigHo n.2.4. po3giny VI Hakasy MO3
oxydatu KOHTEliHepy B Ykpainu Big 26.08.2005p. Ne 426 (y
m D12, KOpOoO6Lii 3 KapTOHY pepakuii Hakazy MO3 Ykpainu Big
Berberis 23.07.2015 p Ne 460) B meTOonax
vulgaris KOHTPO/IO SIKOCTi 3@ NMOKa3HUKOM
D2, «MikpobionoriyHa ynctota», a came
Causticu ans Escherichia coli nomunkoBo
m 3a3Ha4YeHo OfUHULI BUMIpY
Hahnem aHrnincekolo MoBoto «(in 1 g)» 3amicTb
anni D4, HOPMaTNBHO BCTaHOB/IEHOTO
Lytta NO3HaYEHHS AepxaBHO MOBOK «(B 1
vesicato r)». 3a3HayeHe BUMpaBeHHS
ria D5, BiAnoBigae HOPMaTUBHO
Plumbu BCTAHOB/IEHNM MO3HAYEHHSAM.
m
aceticu
m D6,
Serenoa
repens
D2
145. | PIEKO Relugolix, penyroni | HO1C TabneTku, BKpUTI BAT Yropm BMPOGHMLITBO KaHnapa/ BHECEHHS 3MiH 40 peecTpalinHmx 3a He UA/20261/01/01
estradiol KC, C54 NNiBKOBOIO "T'epfeoH Ha Hepo3chacoBaHo | Yroplu martepianis: 3miHu | TUny - 3MiHK 3 peuenmo | nidnse
and ecTpagi 060/10HKOH0, 40 PixTep" ro NPOAykKTy, Ha AKOCTI. [O0TOBWMIA Nikapcbkuii 3aci6. M ae
norethister | on (y mr/1 mr/0,5 mr; no KOHTPO/1b SIKOCTI: Cuctema
one BUrNAAI 28 TabneTok, MaTeoH IHK., KOHTeliHep/3aKyrnopoBasibHWiA 3acib.
ecTpagi BKPUTUX KaHnapa; 3MiHa y NepBUHHI ynakoBL,i roTOBOro
ony NNiBKOBOO BUPOGHMLITBO nikapcbKoro 3acoby (Tun KoHTelHepa
remirigp 060/10HKOI0, Y Hepo3hacoBaHo ab0 gofaBaHHs HOBOTO KOHTelHepa) -
aty) Ta h1akoHi 3 ro NpoAaykTy, TBepAai, M'saKi Ta HecTepubHI pigki
HopeTuc nosnietTuneny nepBrHHE nikapcbki opmu. logaBaHHA
TEPOoHY BMCOKOI LUiNIbHOCTI nakyBaHHs, a/IbTEPHATUBHOT NEPBUHHOT
auertar 3 BTOPVHHE (bnicTepHoi) ynakoBKkv A4/151 TOTOBOTO
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ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
BOJIOrOnoriMHave nakyBaHHs, nikapcbkoro 3acoby Pieko, TabneTku,
M, 3aKpUTOMY KOHTPO/1b AKOCTI, BKPUTI NNiBKOBOIO 060/10HKO0, 40
iHOYKLUiAHOO BWMNYCK Cepil: mr/1mr/0,5 Mr y ofaToK Ao icHytoYoT
repmMeTuyYHO BAT "TepeoH yNakoBKU y h/iakoHi. 3MiHN BHECEHO B
KPULLIKOIO 3 PixTep", IHCTPYKLiO ANA MeuyHOro
noninponineHy i3 YropwuHa 3acTOCyBaHHS NiKapCcbKoro 3acoby y

3axX1CTOM Bif,
BIAKPUTTA AITbMU;
no 1 a6o 3
donakoHu y
KapTOHHiiA KOpo6L
abo no 14
TabneToK, BKPUTUX
NiBKOBOIO
060/10HKOM0, Y
6nictepi; no 1
6nictepy y nakeTi
3 lamiHOBaHo|
aIOMiHIEBOT
donbru 3
BOJIOrONorMHave
M; o 2 abo no 6
nakeTis y
KapTOHHI KOpoo6Li

po3ain «YnakoBka», K HacnifgoK —
3aTBEPKEHHSA TEKCTY MapKyBaHHS
L1151 HOBOTO BUAY YMakKOBKN
nikapcbKoro 3acoby. BBeeHHS 3MiH
NpPOTArom 6-T1 MicALIB nicns
3aTBEpMKEHHS. 3MiHM | Tuny - 3MiHK 3
akocTi. CepTudpikaT BignosigHOCTI/lE-
cepTudikart BiAnoBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOBNEHOro cepTucpikata
BiANOBIAHOCTI 260 BUyYEHHS
cepTudpikarta BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei: ans Adl;
0151 BUXiAHOTO
matepiany/peareHTy/nPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHMLTBI A®I; NSt [ONOMIXHOT
pevoBuHY (cepTuddikat BiAMNOBIAHOCTI
€sponeiicbkiii hapmakonei) - HoBwii
cepTudikaT Bif HOBOro BUPOGHYVKa
(3amiHa abo AONOBHEHHS) NOAAHHSA
HOBOro cepTudikara BifnoBigHOCTI
€Bponeiicbkit hbapmakonei CEP
2021-402-Rev 01 gns AdI
HOpPEeTUCTEPOHY aueTaT
(norethisterone acetate) Big HoBoro
BMpo6HMKa Gedeon Richter Plc.,
Esztergomi ut 27., Dorog, 2510,
Hungary, Dorog site.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
Ceptucpikat BignosigHocTi/TE-
cepTudikar BiAMNOBIAHOCTI
€Bponeiicbkiit
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudikara
BiANOBIAHOCTI 260 BUYyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkint hapmakonei: ana Adl;
ONns BUXIAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y




132 ITponoB>xeHHs AojaTKa 3
Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
BMPOGHULTBI ADI; NSt 4ONOMIXHOT

peyoBuHYM (cepTuddikat BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - Hosuia
cepTudikaT Bif HOBOro BUpOGHUKA
(3amiHa abo [OMNOBHEHHS)
noAaHHA HOBOrO cepTudikaTa
BiAANOBIAHOCTI EBpoONechbkili
hapmakonei R1-CEP 1999-040-Rev
04 pnsa A®l ectpagion (y Burnsgi
ecTpagiony remirigpary) Big HOBOro
BMpo6HuKa Gedeon Richter Plc.,
Gyomroi ut 19-21, Budapest 1103,
Hungary. 3miHu | TYny - 3MiHu 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHa
iMnopTepa/3miHu, WO CTOCYTbCSA
BWMYCKY Cepii Ta KOHTPOSIHO SKOCTI
rOTOBOrO NiKapCbKOro 3acoby (3aMiHa
abo gofaBaHHA AiNbHULI, Ha SKil
3[jiCHIOETbCS
KOHTPO/Ib/BMNPOBYBaHHSA cepil)
[0AaBaHHA aflbTePHATUBHOI AiNbHUL,
Ha AKill 3MjAICHIOETLCA KOHTPO/Tb SKOCTI
3a Noka3HUKoM BMicT N-
HiTposogumeTunamiHy (NDMA) -
Eurofins Analytical Services Hungary
Kft., Hungary (Kerulet, Anonymus Utca
6/1V, IV Kerulet, Budapest, 1045). 3a
BGaXaHHsIM 3a8BHMKA, B
peecTpauiiiHOMy NOCBIfYEHHI HE
3a3HavaloTbCs AiNbHULI, AKi
BMKOHYIOTb KOHTPOSIb sikocCTi [N13.
3miHu | TUNYy - 3MiHK 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHa iIMnopTepa/3miHu,
LLIO CTOCYIOTbCS BUMYCKY Cepii Ta
KOHTPOJT0 AKOCTi FOTOBOTO J1iKapCbKOro
3acoby (3amiHa abo fofasaHHA
OiNbHUL, Ha 5K 34IRCHIOETBLCSA
KOHTPO/b/BUNPOBYBaHHSA cepi)
[0faBaHHA anbTepHATVBHOI AiNbHNL,
Ha SKill 3[iICHIETLCA KOHTPO/Ib SKOCTI
N3 (BKOYAKYM NOKA3HUK
“Mikpo6ionoriyHa unctota”’) — BAT
“l'epgeoH Pixtep”, 2510, fopor, By/.
Ectepromi, 27, YropwuHa/ Gedeon
Richter Plc., Esztergomi ut 27, Dorog,

2510, Hungary (Dorog site). 3a




133
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*

H6aKaHHAM 3asBHUKa, B
peecTpauiitHoMy NOCBigYEHHI HE
3a3HavarTbCa AiNbHUL, K
BMKOHYIOTb KOHTPOSb SiKOCTI [/13.
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTpob roTOBOro
nikapcbkoro 3acoby. 3miHa y meToaax
BMNPOBYBaHHA rOTOBOrO NiKAPCLKOro
3aco6y (iHWi 3MiHKM Yy MeTogax
BMNpoOYBaHb (BK/OUaoUM 3amMiHy abo
[OMOBHEHHS)) 3MiHa y MeTofax
BUMPOBYBaHHS rOTOBOTO NiKapCbKOro
3aco06y - JONOBHEHHSA
anbTepHaTUBHUM METOAOM KOHTPOJIO
3a nokasHukom "BmicT N-
HiTpo3ogumeTunamiHy (NDMA)" .
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3miHa y meToaax
BMNPOBYBaHHA rOTOBOrO NiKAPCLKOro
3aco6y (iHWi 3MiHKM Yy MeTogax
BMNpoOYBaHb (BK/OUakoun 3amMiHy abo
[OMNOBHEHHS)) 3MiHa y MeTofax
BUMPOBYBaHHS rOTOBOTO NiKapCbKOro
3ac006y - ONOBHEHHSA
anbTepHaTMBHUM METOAOM KOHTPOSIO
3a nokasHukamu “lpeHTndpikauis” ,
"KinbkicHe BU3HaueHHs" ,
"OAHOPIAHICTb A03yBaHHA" AN
ecTpagiony Ta HOpeTUCTEPOHY
auetaTy. 3MiHu | TUNY - 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa y meTofax
BMNPOBYBaHHA rOTOBOrO NiKAPCLKOro
3aco6y (iHWi 3MiHKM Yy MeTogax
BMNpoOYBaHb (BK/OUaouM 3amiHy abo
[OMOBHEHHS)) 3MiHa y MeTofax
BUMPOOYBaHHS rOTOBOTO NiKapCbKOro
3ac00y -A0MNOBHEHHSA anlbTepHaTUBHUM
METOA0M KOHTPOJIO 38 NMOKa3HNKOM
"CynpoBigHi JOMILKK" Ans ecTpagiony
Ta HopeTUCTepoHy aueTaty. 3MiHu |
TUny - 3MiHW 3 IKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3miHa y meToaax
BMNPOBYBaHHA rOTOBOrO NiKAPCLKOro
3aco6y (iHLWi 3MiHK y MeToAax




134 ITponoB>xeHHs AojaTKa 3
Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
BMNpoOYBaHb (BK/OUaouM 3amiHy abo
[OMOBHEHHS)) 3MiHa y MeTofax

BUMPOOYBaHHS rOTOBOTO NiKapCbKOro
3aco06y - JONOBHEHHSA
anbTepHaTUBHUM METOAOM KOHTPOSIO
3a NOKa3HUKOM "3asIMLLIKOBI KifIbKOCTI
OpraHiYHMX PO3YMHHUKIB". 3MiHN | TUNY
- 3MiHu 3 sKocTi. APl. KoHTposnb AdI.
3MiHa y napameTpax cneuudikawii
Ta/abo [oNyCTUMUX MEX, BUSHAYEHUX
y cneuudpikanisx Ha A®l, abo
BUXIiAHWA/NPOMIKHWIA
npoayKT/pearenT, Wwo
BMKOPWCTOBYHOTLCS Y MPOLECI
BMPOGHMLTBA AD| (3BY)KEHHS
[OMYCTUMUX MEX, BU3HAYEHNX Y
cneuudikavii) 3By)XeHHS AONYyCTUMUX
MeX, BU3HA4YEeHNX y cneundikauii gns
BUXigHoT peyosunHn AMP « HCI, ska
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBa AD| penyronikcy,
rpaHnyHi HopMu Ans fomikn AMP-S2
BCTAHOB/IEHO 3 He 6Ginblue 0,5 % Ao He
6inbLwe 0,3 %. 3miHu | TUNy - 3MiHKM 3
AKocTi. A®l. BUpo6HULTBO. 3MiHN B
npoueci Bupo6Huytea AP (iHwi
3MiHM) HE3HaYHI 3MiHU Y NpoLeci
BMPOOHULTBA Ai04OT peHOBUHMN
penyronikc - BBe4EHHS
Heo60B'A3KOBOr0 A0AaBaHHA BOAN Y
BMPOOHWLTBI MPOMIKHOMO NPOAYKTY
NATP. 3MiHn | TURY - 3MiHK 3 AKOCTI.
A®I|. BupobHMLTBO. 3MiHa BUPOGHMKa
BVXiZAHOr0/NPOMIXHOro
npoayKTy/peareHTy, LWo
BUKOPVICTOBYIOTHCSA Yy BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpOGHMKa
(BKntOYatoun, fe HeobXxigHO, MicLe
npoBeaeHHs KOHTPOsTo sikocTi) APl (3a
BiJCYTHOCTi cepTudpikata
BiiNOBIAHOCTI E€BpPONeliChkiit
dhapmakonei y 3aTBepkeHOMy [0CbE)
(iHWi 3miHW) BeAEeHHSA
anbTepHaTUBHOIO BMPOGHMKa Fareva
La Vallee, 928 avenue Lavoisier Z.1
Blavozy, 43700 Saint Germain
Laprade, France gns BuxigHoro

matepiany NTCA, skuii




135 ITponoB>xeHHs AojaTKa 3
Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*

BUKOPVICTOBYIOTHCSA Yy BUPOOHNYOMY
npoueci A®I penyronikcy. 3miHu |l
TUny - 3MiHK 3 skocTi. AdI.
Brpo6HMLTBO. 3MiHa BUPOGHUKA
BWXiAHOr0/MPOMIXHOro
npoayKTy/pearenty, Lo
BUKOPVICTOBYIOTHCSA Y BUPOOHNYOMY
npoteci A®l, a6o 3miHa BUpOBOHMKa
(Brtovatoun, ae HeobXxigHo, Micue
npoBefileHHA KOHTPOSo AkocTi) AdI (3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpONechbkili
chapmakonei y 3aTBepKeHOMY [0CbE)
(BBEAEHHSA HOBOrO BMPOGHMKa ADI,
KON He NoJAaeTbca MacTep-hainn Ha
A®| Ta WO BMMarae 3Ha4yHoi 3MiHW [0
BIANOBIAHOrO po3ainy focbe Ha API)
nofasaHHs Gedeon Richter
Plc.,Esztergomi ut 27., Dorog, 2510,
Hungary, Dorog site y sikocTi
a/IbTEPHATUBHOIO BUPOOHMKA
BiAMNOBIAA/IbHOIO 3a BUPOGHULTBO i
KOHTPO/b AKoCTi A®| Penyronikc
(Relugolix). BHeCEHHs1 yTOUHEHHS [0
po3giny “Cknaf. BUpo6Huk aitouoi
peyosuHn.” MKA /13, a came:
BVIK/TIOYEHHS] BUPOOHMKA NPOMIDKHNX
npoAayKTiB penyronikcy komnaHii AGC
Inc.,Jpan. 3miHu Il Tuny - 3miHK 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
3MiHU y BUPOGHMLTBI. 3amiHa abo
BBEAEHHSA A0AATKOBOT AiNIbHULL
BMPOOHMLTBA 151 YACTUHM ab0 BCbOro
BMPOGHNYOro nNpoLecy rotToBoro
NikapcbKoro 3acoby (finbHWUA, Ha sikili
npoBoAATbLCA 6yAb-sKi BUPOOHMUI
cTagii, 3a BUHATKOM BUMYCKY Cepil,
NpoBeAEHHS KOHTPOJIIO AKOCTI Ta
BTOPWHHOTO NakyBaHHSA, A/
nNiKapcbkux 3acobis
6i010riYHOro/iMyHOMOrYHOTO
NOXoAKeHHS abo NikapCbknx hopm
KOMIM/IEKCHOTO (CKNaaHoro)
BVMPOGHMYOTO NpoLecy) BBeAEHHS
a/IbTEPHATUBHOIO BUPOOHMKA
Hepo3chacoBaHOro npoaykty BAT
«[epfeoH Pixtep», H-1103, byganewur,
Byn. fempei, 19-21, YropuwmHa
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ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
/Gedeon Richter Plc., H-1103,
Budapest, Gyomroi ut 19-21, Hungary.
3MiHu |l Tuny - 3MiHK 3 AKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. 3miHK y
BMPOGHULTBI. 3MiHa po3mipy cepii
(BK/THOYAOUM diana3oH po3Mipy cepir)
roTOBOrO /likapCbKOro 3acoby (3miHa
CTOCYETLCA BCIiX iHLWMX NiKaPCbKNX
chopM cyKymHOro (KOMMJeKCHOro)
BMPOBHMYOro npouecy) 3miHa po3mipy
cepii roToBOro /likapCbKoro 3acoby: y
[04aTOK [0 3aTBEPMAKEHOI0 PO3MIpYy
cepii (36,556 kr wo Bignosigae 190
000 Ta6n) 3anponoHOBaHO
anbTepHaTUBHWIA po3Mip cepil
roTOBOroO fikapcbkoro 3acoby (365,560
Kr Wwo Bignosigae 1 900 000 Ta6n).
146. | CAriNIA® rasagiline pasarini NO4B Tabnetku no 1 wmr, Megpokemi Kinp BMPOGHMLITBO Kinp/ BHECEHHS 3MiH 40 peecTpayinHx 3a UA/18155/01/01
Hy (Y D02 no 10 TabneTtok y Nimiten roToBOro MopTyra MaTtepianis: 3miHu | TUny - peuyenmo
BUrIAA 6nicTepi; no 3 NiKapcbKoro nis AAMiHICTpaTMBHI 3MiHW. 3MiHa M
pasarini 6nictepn y 3acoby, HalimeHyBaHHs Ta/abo agpecu
HYy KapTOHHI KOpoo6Li nepBuHHE Ta 3asiBHUKA (BNacHUKa peecTpaviinHoro
TapTpar BTOPVHHE noceigyeHHs). 3MiHa Ha3BuW Ta agpecu
y) nakyBaHHs, 3asBHMKa (BNacHvKa peecTpauiiHoro
KOHTPO/1b SIKOCTI, NocCBiAYEHHS)
BWMNYCK Cepil:
Megokemi
NimiTep, Kinp;
BMPOGHMLITBO
roToBOro
nikapcbKoro
3acoby,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/Ib SIKOCTI:
[enopbic
dapmacbioTikan
¢ NTA, Kinp;
BMPOBHULITBO
roToBOroO
nikapcbKoro
3acoby,
nepBUHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI:
Ip6edpap -
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
IHoacTpia
dapmachbioTika,
C.A,
MopTyranis
147. | CANNIbBYTAMO | salbutamol | cansbyT | RO3A iHranayia nig 3AT NntBa JNabopaTtopio Icnanis BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/8338/01/01
N-IHTENI amon (y | C02 TUCKOM, «IHTENI Anbfo-HOHioH, matepianis: 3miHu | TMny - 3MiHK peyenmo
dopmi cycneHsis, 100 FEHEPUK C.J. oo 6e3snekn/edekTMBHOCTI Ta M
cynbhat MKr/go3a no 200 C HOP» thapmakoHarnagy. BeeaeHHs abo
y) £03 (10 mn) B 3MiHM A0 y3arasibHEHUX JaHuX npo
IOMIHIEBOMY cuctemy hbapmakoHarnsgy (BBefeHHs
6asnoHi; no 1 y3araslbHeHVX faHux npo cuctemy
6asoHy 3 hapmakoHarnsgy, amiHa
nNacTyKoBUM yNOBHOBaXeHOT 0cobwm,
ajantepom Ta BiANOBIAA/IbHOI 32 3AIICHEHHS
KPYILLIKOIO Y thapmakoHarnsgy; KOHTaKTHoi ocobu 3
KapTOHHI KOpoo6Li hapmakoHarnagy 3asiBHuka ans
3[iiCHEHHS hapmakoHarnagy B
YKpaiHi, KLL0 BOHA BigMiHHA Bif
YNOBHOBaXEHOT 0co6M,
BiANOBIAA/IbHOI 32 3AIICHEHHS
thapmakoHarnsgy (Bko4yatoum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYIKA,
BiANOBIAA/IbHOI 32 hapmakoHarnsga.
[itoua pepakuis: Giedre Liutkeviciene /
l'eppe ioTkasiveHe. MNponoHoBaHa
pepakuis: Stanislovas Kasparavicius /
CraHicnoBac Kacnapssivyc. 3miHa
KOHTaKTHUX JaHNX YNOBHOBaXXEHOT
ocobw, BiANOBIAaIbHOT 3a
thapmakoHarnsg. 3miHa
MiCLie3HaX0MKEHHSI MacTep-haiina
cuctemn chapmakoHarnsgy Ta ioro
HoMepa. 3MiHa MicLA 34iACHEHHSA
OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarniagy.
148. | CAPTIH arginine L- BO5X pO34nH Ans AT YkpaiHa NOBHUIA LKA Ykpaina BHECEHHS 3MiH 0 peecTpayinHmx 3a UA/16480/01/01
hydrochlor | apriHiHy BO1 iHdpy3iid, 42 mr/mn; "dapmak” BUPOGHMLTBA: martepianis: 3miHu | TUny - 3MiHK 3 peyenmo
ide rigpoxno no 100 mny AT "®apmack”, AKOCTI. [O0TOBWIA Nikapcbkunii 3aci6. M
pua donakoHi; no 1 YkpaiHa,; 3MiHU y BUPOGHMLTBI. 3amiHa abo
donakoHy B nauui 3 BUPOGHMLTBO, BBEJEHHS [0AATKOBOI Ai/IbHUL
KapToHy BisyanbHa BMPOGHMLTBA A1 YacTUHM abo BCbOro
iHcnekuis BMPOGHNYOro nNpoLecy rotoBoro
hnakoHiB, nikapcbKoro 3acoby (AiNbHUUS, Ha AKil

nepBUHHE Ta

npoBoAATbCA 6yab-5Ki BUPOOHWUI
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
BTOPUHHE cTagji, 3a BAHATKOM BUNYCKy cepii,
nakyBaHHs, KOHTPOJIIO SAIKOCTi T& BTOPUHHOTO
KOHTPO/Tb AKOCTI nakyBaHHS 415 CTEPUNBbHUX
HaniBnpoAayKTy, niKkapcbkux 3acobis (BKIOYAUM
HemMapkoBaHoi BMPOGIEHi acenTUYHUM METOAO0M),
npoaykuii Ta KpiM nikapcbkux 3acobis
roToBol 6ionoriyHoro/iMyHON0rYHOrO
npoaykujii: NoxoxeHHs )l BeefeHHs goaaTkosol
MpAT "IHdoysisa", AinbHuUi BUpo6HuuTBa MNN3 MpAT
YkpaiHa "IHdoy3iA". 3MiHK | TUNY - 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHa
iMnopTepa/3miHu, WO CTOCYTbCSA
BWMYCKY Cepii Ta KOHTPOSIHO AKOCTI
rOTOBOrO NiKapCbKOro 3acoby (3aMiHa
abo gofaBaHHA AiNbHULI, Ha SKil
3[jiCHI0ETbCS
KOHTPO/b/BMNPOGYBaHHSA cepii).
BBeneHHs foaaTKoBOl AiNbHULL
BMpo6HuLUTBa N3 MPAT "“lHdy3is"
[O719 KOHTPOJTIO AKOCTi HaNIBNPOAYKTY,
HeMapKoBaHOI NPOAYKLiT Ta roToBoT
npoayKuii, 6e3 BUnycky cepii.
149. | CENTONETE® - 6eHsmpga | RO2A NboAsHUKKM, 3 Mr/1 KPKA, CnoBeHi | BUpo6HULTBO "in | CroBeHi BHECEHHS 3MiH A0 peecTpaLinHmx 6e3 UA/16726/01/01
TOTAN NUMOH MiHy X03 Mr; o 8 0.4., Hoso A bulk", nepsrHHa al lHgis mMartepianis: 3miHu | TUNy - 3MiHK peuenma
TA BY3NHA rigpoxno NbOASAHUKIB Y MecTo Ta BTOPUHHA Loao 6e3nekn/edeKTMBHOCTI Ta
pug Ta 6nicTepi, mo 1, no ynakoBKa, thapmakoHarnagy (iHwi 3MiHu).
uetunni 2,no 3, no 4 abo KOHTPO/b cepil: 3MiHV BHECEHO Y TEKCT MapKyBaHHS
pVAVHIIO no 5 6nictepis y KPKA, a.4., nepBUHHOI (M. 6) Ta BTOpWHHOI (N. 17)
Xnopug, KapTOHHIA KOpoo6Li HoBo mecTo, YMakoBKM NiKapcbKoro 3acoby Lioao
CnoBeHis; [oaBaHHSA TeXHIYHOI iHhopmauii

BMPOGHMLTBO "in
bulk", nepBuHHa
Ta BTOpPVHHA
ynakoBka:
[xeld. bi.
Kewmikasnc eHg
PapmacboTukan
¢ Nimiten, IHAjs;
KOHTPO/Ib Ta
BUMNYCK cepil:
KPKA, 4.4.,
HoBo mecTo,
CnoBeHis;
KOHTpO/b cepii:
KPKA, a.4.,
Hoso mecTo,
CnoBeHis;

BMPOGHMKA. BBEAEHHS 3MiH NPOTArOM
6-TV MiCALIB MiC/1A 3aTBEPKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
Ceptucpikat BignosigHocTi/TE-
cepTudikaT BiAMNoBIAHOCTI
€Bponeiicbkiit
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudikata
BiAMNOBIAHOCTI a60 BUTyYEHHS
cepTuchikaTa BiANOBIAHOCTI
€Bponeiicbkit hapmakonei: ana Adl;
ONs BUXIAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI A®I; Ana ONOMDKHOT
peyoBuHYM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) -
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
HN30X OHoBeHWiA cepTudikat Bif yxe
(HaujoHanbHi 3aTBEPMHKEHOr0 BUPOOHMKA. MoAaHHA

naboparopis 3a

34paB'e, OKOJE
iH XpaHo),
CnoseHis

OHOBJ/IEHOTO cepTudikata
BiANOBIAHOCTI EBpoNeicbkol
hapmakonei Ne RO-CEP 2020-286-
Rev 01 (nonepeaHs Bepcis CEP Ne
RO-CEP 2020-286-Rev 00) ansa A®I
6eH3naaminy rigpoxnopug, Big,
3aTBepAxeHoro BupobHuka Centaur
Pharmaceuticals Private Limited, India
Yy 3B'A3KY 3 MPVBEAEHHAM Y
BiANOBIAHICTb 4O BMMOT MOHOrpadii
2759 Benzydamini hydrochloridum.
[Jowmiwka G Tenep KOHTPOOETLCA
MEeTOO0M piAMHHOI XpomaTorpadii 3
mac-cnekTpomeTpieto (LC-MS) 3rigHo 3
BMMOramu €sponelicbkoi apmakoner.
Hopwma gomiwku G 3anviuaetbes
He3MiHHO0. TakoX BHeCeHi He3HauHi
aAMiHICTpaTVBHI 3MiHW y agpeci
BMPOGHWYOI Ai/TbHNL MPOMKHOrO
npoAaykty. 3MiHu | Tuny - 3MiHu 3
akocTi. CepTtudikaT BignosigHocTi/lE-
cepTudikart BiANoOBIAHOCTI
€Bponeiicbkiii
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikara
BiANOBIAHOCTI 260 BUYyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkint hapmakonei: ana Adl;
ONns BUXiAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCSA Y
BMPOGHULTBI ADI; ANst 4ONOMIXHOT
peyoBuHYM (cepTuddikat BiANOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBeHWiA cepTudikat Bif yxe
3aTBEPKEHOr0 BUPOOHMKa. MoAaHHA
OHOBJIEHOTO cepTudikaTty
BiANOBIAHOCTI EBpoNeicbkol
dhapmakonei Ne CEP 2020-286-Rev 02
(nonepegHs Bepcis CEP Ne RO-CEP
2020-286-Rev 01) gns A®l
6eH3naaminy rigpoxnopug, Big,
3aTBep/AxeHoro BupobHuka Centaur
Pharmaceuticals Private Limited, India
y 3B’A3KY 31 3MiHOIO agpecu
BMPOBHMYOI AinbHUL ADI
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Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*

6eH3uaamiHy rigpoxnopuay, a came:
BK/IIOYEHHS f0aTKOBOT AINAHKN Ne 74,
3MmiHu | TUNy - 3MiHKU 3 SKOCTI.
CepTudbikat BignosigHoCTI/TE-
ceptudikart BiAnNoBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOBNEHOro cepTucpikata
BiANOBIAHOCTI 260 BUTyYEHHS
cepTudpikaTta BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei: ans Adl;
0151 BUXiAHOTO
matepiany/peareHTy/nPoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHMLTBI A®I; ANt [ONOMIXHOT
peyoBuHY (cepTuddikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBreHuiA cepTndikar Bif yxe
3aTBEpKEHOro BUPO6HUKa. MNogaHHS
OHOBJIEHOTO cepTugikaTy
BiANOBIAHOCTI EBponecbKol
hapmakonei Ne R1-CEP 2007-029-
Rev 05 (nonepeaHs sepcia CEP Ne
R1-CEP 2007-029-Rev 04) ana A®l
LeTuInipuavHito xnopug, Big
3aTBEpAKEHOro Bupo6Hunka DISHMAN
CARBOGEN AMCIS LIMITED, India, y
3B'A3KY 3i 3MiHOIO aZpecy BnacHuka
cepTudiikaty BiAnNoBIgHOCTI
€Bponeiicbkoi hapmakonel. 3miHu |
TMny - 3MiHK 3 AkocTi. CepTudikar
signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONenchbkili
thapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOBNEHOro cepTucpikata
BiANOBIAHOCTI 260 BUTyYEHHS
cepTudpikarta BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei: ans Adl;
0151 BUXiAHOTO
matepiany/peareHTy/nPoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHMLTBI A®I; NSt [ONOMIXHOT
peyoBuHY (cepTuddikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBreHuiA cepTndikar Bif yxe
3aTBepKEHOro BUpo6HUKa. MogaHH:
OHOBJIEHOTO cepTugikaTy
BiNOBIAHOCTI €BpONecbKoi




141

ITponoB>xeHHs AojaTKa 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

hapmakonei Ne CEP 2007-029-Rev 06
(nonepegHs Bepcia CEP Ne R1-CEP
2007-029-Rev 05) ana Adl
LeTuInipuavHito xnopug, Big
3aTBEpAKEHOro Bupo6Hunka DISHMAN
CARBOGEN AMCIS LIMITED, India, y
3B’A3KY 3i 3MEHLUEHHAM PO3Mipy napTii
A®| ueTunnipuaunHito xnopuay Ta
3MiHaMK y NiAaroToBL,i PO34MHIB 3pa3kiB
i cTaHAAPTHMX PO3UMHIB y METoAAaX
BMNpobyBaHHA A®| 3a nokasHukammn
«CynpoBigHi AOMILLKM» Ta «3a/IMLLKOBI
PO3UYMHHUKMU>» 3 METOIO rapMoHi3auii
NPUroTyBaHHSA PO34MHIB 3pa3kKiB i
CTaHJapTHUX PO3YMHIB MK MeTofaMu
BMNPOGYBaHHS Npu Bunycky A®l ta
BiANOBIAHUMY 3BiTaMu 3 Banigav,i
MeToAMK. 3MiHM | Tuny - 3MiHKW 3
aKocTi. CepTudpikaT BignosigHOCTI/lE-
cepTudikart BiAnoBIgHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOBNEHOro cepTucpikata
BiANOBIAHOCTI 260 BUyYEHHS
cepTudpikarta BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei: ans Adl;
0151 BUXiAHOTO
matepiany/peareHTy/nPoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMLTBI A®I; NSt [ONOMIXHOT
pevoBuHY (cepTuddikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBreHuiA cepTudikar Bif yxe
3aTBEPAKEHOIO BUPOGHMKA.
MofaHHA OHOBMIEHOTO cepTudikaTty
BiANOBIAHOCTI EBpoNecbKol
thapmakonei Ne CEP 2007-029-Rev 07
(nonepepaHs sBepcis CEP Ne CEP
2007-029-Rev 06) ana AdI
LeTuInipuavHito xnopug, Big
3aTBEpAKEHOro Bupo6Hunka DISHMAN
CARBOGEN AMCIS LIMITED, India, y
3B'A3KY 3 ajMiHICTPATUBHOO 3MiHO
afipecyt BUPOGHNYOI AinbHNL ADI.
3miHa 3ymoBfieHa 06'efHaHHAM
OinsHOK 3 HoMepamun 1216/12, 20-23,
Ha AKX 3HaxoanTbCs Bnok-1, wo
BUKOPWUCTOBYETLCA /151 BUPOBGHMLITBA
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ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*

cneuianibHUX XimikaTiB, Ta AiNSHOK 3
Homepamu 1216/11, 24-26, Ha AKUX
3HaxoguTbea bnok-2, ge
BMpoGNsoTLCA ADI. dakTuuHe micue
BMPOGHWYOT AinbHNL AD|
3a/IMLLINII0CS HE3MIHHVM.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
CepTucpikat BignosigHocTi/TE-
cepTudikart BiAMNoOBIAHOCTI
€Bponeiicbkiit
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudikara
BiANOBIAHOCTI 260 BUYyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkint hapmakonei: ana Adl;
ONns BUXIAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCSA Y
BMPOGHULTBI ADI; NSt 4ONOMIXHOT
peyoBuHYM (cepTuddikat BiANOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBeHWiA cepTudikat Bif yxe
3aTBEPMHKEHOr0 BUPOOHMKA. MoAaHHA
OHOBJIEHOTO cepTudikaTty
BiANOBIAHOCTI EBpoNeicbkol
thapmakonei CEP 2001-265-Rev 04
(nonepegHs Bepcis CEP Ne R1-CEP
2001-265-Rev 03) gns A®l
LeTUNNipuanHio xnopug, sig
3aTBEPKEHOr0 BUPOGHUKA
VERTELLUS ZEELAND LLC, USA
(AURORIUM LLC, USA), y 38’3kYy 3
neperiMmeHyBaHHSIM KOMMaHii BlacHUka
cepTudikaTy BiANOBIAHOCTI
€Bponeiicbkoi hapmakonei Ta
BMpOG6HMKa API. PakTuuHe micue
BMPOBHUYOT AiNbHULI 3anMLwmnnocs
HE3MiHHUM. 3MiHW | Tuny - 3MiHK 3
akocTi. CepTudikaT BignosigHocTi/lE-
cepTuikaT BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/MEHOro cepTudpikata
BIANOBIAHOCTI 260 BUNYYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei: ana Adl;
Ansa BuxigHoro
mMartepiany/peareHTy/npoMiXHOro
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
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Ha3zsa*

Hassa
diroyoi
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Koo
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Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BMPOGHULTBI APIl; ANt 4ONOMIKHOT
peyoBMHYM (cepTudiikat BiAMNOBIAHOCTI
€Bponeiicbkil hapmakonei) -
OHoBNeHWiA cepTUdikar Big, yxe
3aTBePHKEHOro BUPo6HUKa. MNogaHHA
OHOBJIEHOIO cepTudikaTy
BiNOBIAHOCTI €Bponelicbkol
thapmakonei Ne R1-CEP 2001-265-
Rev 03 (nonepepaHs Bepcis CEP Ne
R1-CEP 2001-265-Rev 02) ansa A®I
LeTUNNipuAanHIO XN10pug Big
3aTBEPAKEHOr0 BUPOGHUKA
VERTELLUS ZEELAND LLC, USA,y
3B’A3KY 3 BK/TIOUYEHHAM NOKa3HMKa
«CynyTHi AOMILLKM: MIpUCTUAMIPUANHIN
xnopug» (Hopma: He 6inblue 0,3%).
BBefeHHs1 3MiH NpoTArom 6-Tm MicsALiB
nicnsa 3aTBepMKeHHs. 3MiHu | Tiny -
3MiHn 3 akocTi. A®I. KoHTposnb AdI.
3MiHa y meTogax BUNpobyBaHHs Ad|
a60 BuxigHOro matepiasy/npoMixxHoro
npoayKTy/peareHTy, LWo
BUKOPVCTOBYETLCA Y MPOLLECI
BMpOGHULUTBA AP (iHLi 3MiHK Y
mMeTofax BUNpo6yBaHHSA (BK/IH0Haoun
3amiHy abo fJonoBHeHHs) APl abo
BUXIAHOTO/NPOMIXHOr0 NPOAYKTY).
3MiHa y meTofax BunpobysaHHs Ad|
6eH3ugamiHy rigpoxnopuz, (BUPOGHMK
Centaur Pharmaceuticals Private
Limited, India) y 38's3ky 3
npuBELEHHSM Y BiANOBIAHICT A0
BUMOr MoHorpadii 2759 Benzydamini
hydrochloridum, a came: 3amiHa
MeToAy BUNPOOYBaHHS NOKa3HUKa
«[lomiwka G» 3 ra3oBoi
XpomaTtorpadii Ha meTog, piauHHOT
XpomaTorpadii 3 Mac-cnekTpomMeTpieto
(LC-MS). Hopma pomiwkn G
3a/IMLLIAETLCA HE3MIHHOW. BBeeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPLKEHHSA. 3MiHW | TUNY - 3MiHKU 3
akocTi. A®l. KoHTponb A®I. 3miHa y
MeToAax BunpobysaHHsA Ad| abo
BUXiAHOrO MaTepiasy/npoMixHOro
npoayKTy/peareHTy, LWo
BUKOPWCTOBYETLCA Y MPOLIECI
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ITponoB>xeHHs AojaTKa 3
Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*

BMpOGHULUTBA AP (iHLWi 3MiHK Y
MeTofax BUNpobyBaHHSA (BK/IH0HYaoun
3amiHy abo fJonoBHeHHs) APl abo
BUXIAHOTO/NPOMIXHOr0 NPOAYKTY).
BBefeHHsA HOBOro Metoay
BMnpo6yBaHHsA BEPX (Ne
DSAP002308) ansa nokasHuka
«CynyTHi AOMILLKM», L0 NPOBOANTLCA
BMPOGHMKOM 13 ans KoHTposo AdI
LeTUnnipuauHito xnopug, (BUPoGHUK
Vertellus LCC/Aurorium LLC, USA).
O6uasa napameTpu /151 MOKa3HUKa
«CynyTHi JOMILLKM» (nepeniyeHi B
oHosnieHomy CEP Ne R1-CEP 2001-
265-Rev 03): «byap-aka
HecneundikoBaHa AoMillka» (Hopma:
He 6inbLie 0,10%) Ta HoBa
cneuudiikoBaHa JoMilLKa
«MipuctunnipuguHito xnopua»
(Hopma: He 6inbLue 0,3%)
aHasi3yTbCA 3anponoHOBaHNM
MeToaomM BEPX. HoBuid meTozg
BUNPOBYBaHHS NOBHICTIO BanifoBaHW
Ta BiANOBIAHO OHOB/IEHO
cneuuagikauito A®I Big BUpO6HNMKaA
'N3. BBefeHHs 3MiH NpoTsrom 6-Tu
MiCALIB MiCNsA 3aTBEPMKEHHS. 3MiHu |
TMny - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS
[08aTKOBOI AiNIbHUL BUPOGHMLITBA
O/15 YacTUHU abo BCbOrO BUPOOGHNYOrO
npouecy rotoBoro Nikapcbkoro 3acoby
(minbHUUSA, Ha AKili NpoBOAATLCSA ByAb-
AKi BUPOGHWYI CTagii, 3a BUHATKOM
BWMYCKY Cepiid, KOHTPOJIIO AKOCTI,
NepBMHHOIO Ta BTOPUHHOIO
nakyBaHHs, 7191 HECTEPUSIbHUX
nNikapcbknx 3aco6iB) BBEAEHHS
[04aTKoBOT BUPOBGHMYOT AinbHuULi 13
J.B. Chemicals and Pharmaceuticals
Limited (Oxeit. Bi. Kemikanc eHg
dapmacbioTukanc Mimiten), IHAis, wo
BiANOBIAAaE 3a BUPOOHULITBO
Hepo3dacoBaHoi npoaykuii («in
bulk»), ans ontumisavii BUpOGHNUMX
NOTYXHOCTe. BUpo6bHNLTBO Ha

NPOMNOHOBaHIW AiNbHULi 34iNCHIOETLCA
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
3a 3aTBEPKEHUM BUPOBHNYMM

npouecomM. BBeieHHs 3MiH NPOTArOM
6-TV1 MiCALIB MiC/M1A 3aTBEPKEHHS.
3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS
[08aTKOBOI AiNIbHUL BUPOGHMLITBA
O/15 YacTUHU abo BCbOrO BUPOGHNYOrO
npouecy rotoBoro Nikapcbkoro 3acoby
(ginbHULSA ANA NEPBUHHOTO
nakyBaHHs) BBEEHHA A0AATKOBOI
BMPOGHMYOT AinbHuui N3 J.B.
Chemicals and Pharmaceuticals
Limited (Oxxeii. bi. Kemikanc eHp,
dapmacbioTrkanc flimites), IHais, wo
BiNOBIAA€E 3a NepBMHHE NaKyBaHHS,
AN onTumisauii BUpoBHUYMX
NOTY)XXHOCTEW. 3MiHM | TUny - 3MiHK 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHN y BUPO6HMLTBI. 3amiHa abo
BBEJEHHSI 4OAATKOBOI Ai/TbHUL
BMPOBHMLTBA 151 YaCTUHM abo BCbOro
BMPOGHMYOro NpoLecy roToBoro
nikapcbkoro 3acoby (AinbHUUA ANs
BTOPWHHOTO NMakKyBaHHS) BBeAEHHS
[04aTKOBOT BUPOBHMYOT AinbHuLi M13
J.B. Chemicals and Pharmaceuticals
Limited (Oxeit. Bi. Kemikanc eHg
dapmacbioTvkanc flimites), IHAiS, wo
BifiNOBiAAE 3a BTOPUHHE NaKyBaHHS,
415 onTumisauii BUpOGHUYKX
noTy>HocTel. 3MiHuW | TUny - 3MiHN 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
3MiHV Yy BUPOOHMUTBI. 3MiHU Y MpoLeci
BVPOGHMLTBA rOTOBOIO J1iKaPCbKOro
3ac00y, BK1K0HYAKYN NPOMDKHUIA
MPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOGHULITBI FOTOBOTO NiKapCbKOro
3aco6y (He3HayHa 3MiHa y npoueci
BUPOGHMLTBA). He3HayHa 3MiHa y
npotieci BUPO6HMLITBA FOTOBOMO
nikapcbKoro 3acoby, y 3B'A3Ky 3
TEeXHIYHO aganTadieto, HeobxigHO
015 y3ropkeHHs npouecy (etanm 3, 5
Ta 6) 3 KOoHdpirypaujieto o6nagHaHHsA Ha
[04aTKOBIV BUPOGHMUIN AinbHULUi JB
Chemicals and Pharmaceuticals

Limited, IHAis, TpONOHYETLCSA iHWA
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*

NOCNiAOBHICTb 3MilLlyBaHHs
iHrpeaieHTiB, NPy LbOMY CKNag, CymiLli,
L0 MICTUTb BOAY, CyKpasio3y Ta
i3omManbT, ogHaKoBUIA Ha 060X
BUPOBHNYUX MaifaHunKax.
MocnigoBHICTb Ta CMNiBBIAHOLIEHHSI
BOAM, WO A0AAETLCA A0 CYMillli Ha
NeBHUX eTanax, He BniMBae Ha
npouec abo AKiCTb npenapary,
OCKiNIbKN BMICT BOMOIY 3MEHLLYETLCS Y
BaKyyMHiii kamepi Ha eTani 7.
BignoBsigHO NpuHUMN BUpOOHNLTBA
3aMLAETLCA HE3MIHHUM. 3MiHY | TNy
- 3MiHM 3 IKOCTi. FOTOBWIA NikapcbKuii
3aci6. 3MiHV Yy BUPOOHMLTBI. 3MiHN Y
npoueci BUpo6HMLITBA FOTOBOrO
NiKapcbKoro 3acoby, BKOYaum
MPOMDKHWIA MPOAYKT, WO
3aCTOCOBYETHCS MPW BUPOGHULTBI
roTOBOrO NikapCbKoro 3acoby
(He3HauHa 3miHa y mpoueci
BMPOOHMLTBA) HE3HAYHA 3MiHa Y
npoLieci BUPO6HMLITBA FOTOBOMO
nikapcbKoro 3acoby, y 3B'A3Ky 3
TEeXHIYHO aganTadieto, HeobxigHOW
ANA y3rofpkeHHs npouecy (etan 15) Ha
MOTOYHI BUPOGHWYI AinbHNLI KRKA,
d.d., Novo mesto, CnoseHis, 1a
[0AaTKOBIl BUPOGHUYI AinbHMLi JB
Chemicals and Pharmaceuticals
Limited, IHgis, a came: Temnepatypa
Ta BifjHOCHa BOJOTICTb Y
XON0ANNBHOMY TYHenNi y3romxi Ans
060X BUPOBHUUNX AiNbHULb.
3anponoHoBaHuii Aiana3oHn 3Ha4YeHb
Temnepartypw Ta BiIHOCHOI BOIOrOCTi
€ gocTaTHiMK ANA 3ab6e3neyeHHs
HaIeXXHOTO OXOJTIOMKEHHS NbOASHKIB
Y X0NOANNBbHOMY TyHesli. 3MiHu | Tuny
- 3MiHK 3 SKOCTi. FOTOBUIA NiKApChKUii
3aci6. 3MiHV Y BUPOOHULTBI. 3MiHN Y
npoLieci BUpO6HMLITBA FOTOBOTO
nNiKapcbKoro 3acoby, BKIOYaum
NPOMDKHWI NPOAYKT, L0
3aCTOCOBYETLCS MPU BUPOOHULTBI
roTOBOrO NikapcbKoro 3acoby
(He3HauHa 3MiHa y npoueci
B/PO6GHMLUTBA) HE3HAYHA 3MiHA Y
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
npoueci BUpo6GHMLITBA FOTOBOrO
NiKapcbkoro 3acoby, y 3B'A3Ky 3
TEeXHi4YHOW aganTaieto, HeobxiaHOH
0N y3rokeHHs npouecy (etanm 1, 2
Ta 4) 3 KOHQpirypavieto 06nagHaHHA Ha
[0[aTKOBIV BUPO6HWMUIN AinbHuui JB
Chemicals and Pharmaceuticals
Limited, IHgis, a came: Ha foAaTKOBIl
BMPOGHWYIN AiNbHULL
BMKOPWCTOBYHOTbCS HENIOHOBWIA
hinbTp 200 MeL, KOHTEWHEp 3
HepxaBitoyol cTasl Ta cuTo 3
Hepxas.itovoi cTati Ne 20, o €
€KBiBa/IEHTHUMMW OAVHULAMUN
061agHaHHSA WoA0 NOTOYHNX: PibTP
3 HepXaBitoyoi cTasli, 3milyBasibHa
EMHICTb Ta CUTO 3 HEepXXaBitoyoi cTani
1,0 MM Ha NpocitoBasIbHIN MaLLVHI.
150. | CIHPAIN3 C1- iHri6itop | BOBA NOPOLLOK Ta Takena ABCTpIs [03BiN Ha ABcTpisi/ BHECEHHS 3MiH [j0 peecTpaLinHmx 3a UA/18748/01/01
inhibitor, C1- Co1 PO3UMHHUK ANA MaHydeky BWMNYCK Cepil: Himeuun marepianis: 3miHu Il Tuny - 3miHn 3 peyenmo
plasma ectepas po3uunHy ons YPiHT Takega Ha akocTi. A®L. MNpoekTHUIA NpocTip Ta M
derived " iH'ekuiin no 500 ABCTpIs MaHydekuypiHr nicnspeecTpauiiHnii N(poToKos
NOAVHN, MO; no 2 Al ABcTpis AT, ynpasniHHA 3MiHaMW. BHECEHHS 3MiH Y
ogepxa h1akoHu 3 ABCTpisi; nicnsapeecTpauiiHnii IPOTOKO
HWiA 3 NOpPOLLKOM, 2 BUPOGHMLITBO ynpasniHHA 3MiHaMK Ans -
nnasmu donakoHm 3 N3, nepeuHHe BrnpoBampkeHHs nicnsipeecTpaviiHoro
[oHOpCb PO3UYNHHUKOM, 2 Ta BTOPVIHHE NPOTOKO/Y YNPaB/iHHA 3MiHamu,
KOI KpOBI npucTpoi Ansa nakysaHHs /13, npU3HayYeHoro A9 NoLA0BXeHHA
N0ANHN nepeHeceHHs 3 KOHTPO/Ib SIKOCTI XUTTEBOTO LKy cmonmn Carboxy-

inbTpom, 2
0/IHOPa30BUX
LNpULM 06’'eMOM
10 mn, 2 Habopm
0151 BEHENYHKUIT |
2 3aXMUCHUX
KUMKW Yy
KapTOHHI KOpoo6Li

cepii: Takega
MaHydekuypiHr
ABcTpis Al',
ABCTpisi;
KOHTPO/Ib AKOCTI
cepii:
"CTepwibHicTb"
Ta
"EHOOTOKCUHN":
Takega
MaHydekuypiHr
ABcTpist Al',
ABCTpisi;
BUPOGHULTBO,
nepBuHHe
nakyBaHHS Ta
KOHTPO/Ib AKOCTI
PO3UYNHHMKA:

3irdopig

Methyl (CM) Sepharose Fast Flow 3
62 po 200 umknis, aKa
BMKOPUCTOBYETLCA BUPOOHUKOM B
TNoc-AHppxeneci npy BUPOGHMUTBI
npomixHoro npogykty CM Eluate -
KPOKY SIKWi1 nepeaye BUPOGHNLTBY
Aito4oT pevoBuHN (HaHOMINbTpaTY).
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ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
XamenbH M'm6X,
HimeyunHa
151. | CIHYMAKC oxymetazo | okcumeT | RO1A cnpei HasasbHUiA, TOB YkpaiHa BMPOGHMLTBO, YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHmx 6e3 UA/17382/01/01
line a30niHy AO5 [o3oBaHuii 0,05%, | "BANAPTI nakyBaHHs, martepianis: 3MiHu | TUNy - 3MiHK 3 peuenma
rigpoxno no 10 r y chnakoHi H KOHTPO/Ib AKOCTI: AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
pug, 3 po3nuoBaYvem; DAPMA" TOB KOHTpOsb roToBOro nikapcbKoro
no 1 chnakoHy y "Mikpodpapm", 3acoby. 3miHa napameTpis
nauuj YKpaiHa; Bunyck cneuudikavin Ta/abo gonycTummx
cepii: TOB MeX roTOBOro NiKapcbkoro 3acoby
«BANAPTIH (iHLLi 3MiHW) - 3MiHM BHOCATbLCA [0
PAPMA>, cneuudikauii Ta MeToais KOHTPOO
YkpaiHa rOTOBOrO JlikapCbKoro 3acofby
Bi4NoBIAHO 40 BUMOT Aitoyoro AdY
"HasanbHi npenapaTtn. HasanoHi
cnpei”, a came Bif0yBa€eTbCs 3amiHa
nokasHuka "OHOPIAHICTb 1030BaHMX
oAVHMLB" Ha "OAHOPIAHICTE Macy, Lo
poctasnseTbea”. Mpoekt MKA N13
(0000)
152. | CONNAAEIH Paracetam | napauet | NO2B TabneTky Wwunydi; XaneoH Benvka XaneoH Ipnangis BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 UA/12392/01/01
AKTVB ol, amon, E51 no 2 TabneTkm y HOK BpuTaHi Alipneng martepianis: TexHiyHa nomunka (3rigHo | peyenma
combinatio | KodpeiH baratoLiapoBomMy TpenigiHr A [axrapsaH Haka3y MO3 Big 23.07.2015 Ne 460)
ns excl. cTpuni; no 6 Nimiteq Nimiten BvinpaBneHo TeXHiYHY NOMU/IKY B
psycholept cTpunis y TeKCTi MapKyBaHHS BTOPUHHOT
ics KapTOHHIl yNakKoBKKM NiKapCbKoro 3acoby (MyHKT
Kopobui; no 4 2), 3aTBEpAKEHOMY Hakazom MO3
Tabnetkn y Ykpaiuu Big 10.02.2026 p. Ne 166, a
baraToLiapoBomMy came: BiLKOpMroBaHo iHchopmaLito
cTpuni; no 3 LLIOAO Neperiky Ailo4nX pevyoBuH Ta
cTpunu y YCYHEHO npoay6oBaHy iHchopMmalito

KapTOHHI KOpoo6Li

LLIOA0 OAMHMLb BUMIPIOBaAHHSA 3a
cucremoto Sl.
3ATBEP)KEHO:

2. KINBKICTb AIK04YOI PEHOBWHM
CKNAL. 1 tabnetka MictuTb 500 mr
(mg) napauetamony, 30 mr (mg)
Kogpeiny, 8 mMr (mg) koaeiHy chocchaty
remirigpaTy.
MapaueTtamon 500 mr (mg), kodbeiH 30
Mmr (mg), kogeiHy chocdaTy remirigpat
8 mr (mg)
3AMPOMNOHOBAHO:

2. KINBbKICTb AIK04YOI PEHOBWHM
CKNAL. 1 tabnetka MictuTb 500 mr
napauetamory, 65 mMr KogoeiHy.
MapavueTtamon 500 mr, kocpeiH 65 mr.
3a3HayeHe BMNpaBeHHs Bignosigae
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
Martepianam peecTpauiiHoro 10Che.
153. | TAKHI JIOHI tacrolimus | Takponi LO4AD | kancynin TOB YkpaiHa AT Yropwm BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/20185/01/01
myc (y 02 NPOJIOHrOBaHoOI fji «TeBa dapmaLeBTUYHN Ha marepianis: 3miHu | Tuny - 3MiHK 3 peyenmo
BUrNAI TBepAi, no 0,5 wr; YkpaiHa» 1 3aBof TeBa akocTi. CepTtudikaT BignosigHocTi/lE- M
Takponi no 10 kancyn cepTudikart BiAnNoBIAHOCTI
mycy NPOJIOHrOBaHoOI fji €Bponeiicbkii
MOHOTif, TBEPAMX Y hapmakonei/MoHorpadii. NMogaHHA
paty) 6nictepi; no 5 HOBOro abo OHOBNEHOro cepTucpikata
6nicTepiB y BiANOBIAHOCTI 260 BUyYEHHS
IOMIHIEBOMY cepTudpikata BiANOBIAHOCTI
nakeTi, Lo MICTUTb €poneiicbkinn thapmakonei: ana Adl;
BO/IOrOMOrIHAI0Y Ans BUXigHOro
uii nakeTmk; no 1 matepiany/peareHTy/nPoMbKHOIo
antoMiHiEBOMY NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
nakeTy B BMPOGHMLTBI A®I; NSt [ONOMIXHOT
KapTOHHI KOpoo6Li peyoBuHY (cepTuddikat BiAMNOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBreHuiA cepTudikar Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne CEP 2018-233 - Rev
06 (3aTBepgxeHo: CEP 2018-233 -
Rev 04) Ha A®| Takponimyc
MOHoOriapar Bif, 3aTBepIKeHOro
BMpo6HUMKa Teva Czech Industries
S.R.O., Czech Republic (BnacHuk CEP
Teva Pharmaceutical Industries Ltd.),
AKNIA 3MiHWB Ha3By Ha TAPI CZECH
INDUSTRIES S.R.O., Czechia
(BnacHuk CEP TAPI NL B.V.).
154. | TAKHI JIOHI tacrolimus | Takponi LO4AD | kancynin TOB YkpaiHa AT Yropwm BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/20185/01/02
Mmyc (y 02 NPOJIOHroBaHoi Aji «TeBa PapmaLeBTUYHN Ha marepianis: 3miHu | Tuny - 3miHu 3 peyernmo
BUrNAAI TBepai, 1 mr; no 10 | YkpaiHa» 1 3aBof TeBa akocTi. CepTtudikaT BignosigHocTi/lE- M
Takponi Kancyn cepTudikaTt BiANOBIAHOCTI
Mycy NPOJIOHroBaHoi Aji €Bponeiicbkii
MOHOTiZ, TBEPAMX Y thapmakonei/MoHorpadii. NMogaHHA
pary) 6nictepi; no 5 HOBOro abo OHOBNIEHOro cepTucpikata
6nicTepiB y BiANOBIAHOCTI 260 BUYyYEHHS

IOMIHIEBOMY
nakeTi, Lo MiCTUTb
BO/IOrOMOrIHAIY
niA nakeTmk; no 1
antoMiHieBOMY
nakeTy B
KapTOHHI KOpoo6Li

cepTudpikaTta BiANOBIAHOCTI
€Bponeiicbkin hapmakonei: ans Adl;
Onsa BuxigHoro
marepiany/peareHTy/npoMiKHOIo

NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y

BMPOGHULTBI A®I; ANt [ONOMIXHOT
peyoBuHY (cepTuddikat BiAMNOBIAHOCTI

€Bponeiicbkiin dhapmakonei) -
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
OHoBeHWiA cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA - NOJAHHSA
OHOBJ/IEHOTO cepTudikata
BiANOBIAHOCTI EBpONechbkili
dhapmakonei Ne CEP 2018-233 - Rev
06 (3atBepmxeHo: CEP 2018-233 -
Rev 04) Ha A®I Takponimyc
MOHOTIApaT Bif 3aTBEPAXKEHOIO
BMpo6HUuKa Teva Czech Industries
S.R.0O., Czech Republic (BnacHuk CEP
Teva Pharmaceutical Industries Ltd.),
AKNIA 3MiHWB Ha3By Ha TAPI CZECH
INDUSTRIES S.R.O., Czechia
(BnacHuk CEP TAPI NL B.V.).
155. | TAKHI IOHr tacrolimus | Takponi LO4AD | kancynu TOB YkpaiHa AT Yropwm BHECEHHS 3MiH 40 peecTpaLinHmx 3a UA/20185/01/03
myc (y 02 NPOSIOHroBaHoI Aji «TeBa $PapmaLeBTUYHN Ha marepianis: 3miHu | Tuny - 3miHu 3 peyenmo
BUrIAA TBEPAi, N0 3 Mr; no | YkpaiHa» i 3aBof TeBa akocTi. CepTtudikaT BignosigHocTi/lE- M
Takponi 10 kancyn cepTudiikaT BiAMNoBIAHOCTI
Mycy NPOSIOHroBaHoI Aji €Bponeiicbkiit
MOHOTrif TBEPAMX Y thapmakonei/moHorpadii. NMogaHHA
paty) 6nicTtepi; no 5 HOBOro abo OHOB/IEHOTO cepTudikata
6nictepiB y BiANOBIAHOCTI a60 BUTYyHYEHHS
antoMiHiEBOMY cepTuchikaTa BiANOBIAHOCTI
nakeTi, Lo MiCTUTb €Bponeiicbkit hapmakonei: ana Adl;
BO/IOrOMOrINHA0Y [Ans BUXigHOro
uii nakeTumk; no 1 marepiany/peareHTy/npomikHOro
a/IlOMiHIEBOMY NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
nakety B BUPOGHMUTBI A®I; Ana ONOMDKHOT
KapTOHHI KOpoo6Li peyoBuHYM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoB/eHWIA cepTUdikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpoONechbkili
dhapmaxonei Ne CEP 2018-233 - Rev
06 (3aTBepmxeHo: CEP 2018-233 -
Rev 04) Ha A®I Takponimyc
MOHOTIApaT Bif 3aTBEPAKEHOrO
BMpo6HUMKa Teva Czech Industries
S.R.0O., Czech Republic (BnacHuk CEP
Teva Pharmaceutical Industries Ltd.),
AKNIA 3MiHMB Ha3By Ha TAPI CZECH
INDUSTRIES S.R.O., Czechia
(BnacHuk CEP TAPI NL B.V.).
156. | TAKHI JIOHI tacrolimus | Takponi LO4AD | kancyiu TOB YkpaiHa AT Yropm BHECEHHS 3MiH 0 peecTpavlinHmx 3a UA/20185/01/04
myc (y 02 NPOSIOHroBaHoI Aji «TeBa dPapmaLeBTUYHN Ha marepianis: 3miHu | Tuny - 3miHun 3 peyenmo
BUrIA4i TBEpAi, no 5 Mr; no | YkpaiHa» i 3aBofg TeBa skocTi. CepTtudikaT BignosigHocTi/l E- M




151

ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep

n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo

3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
Takponi 10 kancyn cepTudikaT BiANOBIAHOCTI
mycy NPOJIOHroBaHoOI fji €Bponeiicbkili
MOHOTif TBEPAVX Y thapmakonei/moHorpadii. NMogaHHA
pary) 6nictepi; no 5 HOBOro abo OHOB/MEHOro cepTudpikata
6nicTepis y BIANOBIAHOCTI 260 BUNYYEHHS
aloMiHiEBOMY cepTucpikaTa BiANOBIAHOCTI
nakeTi, Lo MICTUTb €Bponeiicbkili hapmakonei: ana Adl;
BOJIOronoranHatou 4151 BUXIAHOTO
uiA nakeTmk; no 1 marepiany/peareHTy/npomMikHOro
aloMiHiEBOMY NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
nakety B BMPOGHULTBI API; ANt AONOMIKHOT
KapTOHHI KOpoo6Li peyoBMHYM (cepTudiikat BiAMNOBIAHOCTI
€Bponeiicbkil hapmakonei) -
OHoBNeHWiA cepTudikar Big yxe
3aTBEPAKEHOIO BUPOOHMKA - NOAAHHS
OHOB/IEHOTO cepTudikaTa
BiiNOBIAHOCTI €BpONelichkiit
thapmakonei Ne CEP 2018-233 - Rev
06 (3atBepmxeHo: CEP 2018-233 -
Rev 04) Ha A®| Takponimyc
MOHOTIApaT Bif 3aTBEPAKEHOrO
BMpoGHUKa Teva Czech Industries
S.R.O., Czech Republic (BnacHuk CEP
Teva Pharmaceutical Industries Ltd.),
AKWIA 3MiHMB Ha3By Ha TAPI CZECH
INDUSTRIES S.R.O., Czechia
(BnacHuk CEP TAPI NL B.V.).

157. | TBIHPUKC - Bipyc JO7BC | cycneHsia ans nakcoCwmi | Benuka MapkyBaHHA Ta | ®paHuis BHECEHHS 3MiH [j0 peecTpaLinHmx 3a UA/13056/01/01
BAKUUHA ANnA renatut 20 iH'ekuiin; no 1 posi TKnsiH BputaHi nakyBaHHs / marepianis: 3miHu Il Tuny - 3miHn 3 peyenmo
MPO®INTAKTUK yA (1 mn/po3y) y Ekcnopt A roToBOro Benebris akocTi. A®l. CTabinbHicTb. 3MiHa M
N TENATUTIB (iHakTnB nonepegHL0 Nimiten NPOAYKTY: nepiofy NOBTOPHUX
A OBaHWiA) HanoBHEHOMY nakcoCmiTKns BMNPo6yBaHb/nepiogy 36epiraHHA abo
(IHAKTUBOBA @2, wnpuyi Ne 1y iH yMOB 36epiraHHsi A®| (3a BigcyTHOCTI y
HA)IB noBepxH KOMNEKTi 3 Bionoaxikans, 3aTBEpPKEHOMY [10CbE cepTudiikata
(AACOPBOBA eBuii rOJIKOI0 PpaHuis; BIANOBIAHOCTI EBpONeNnchbkili
HA) aHTUreH dopmMyBaHHsA chapmakoneli, Lo BK/oYae nepiog,

Bipycy BakUMHU, NOBTOPHOro BUNPo6yBaHHS) (nepios
renatut HanoBHEHHSA B NMOBTOPHOrO BUNpobyBaHHsA/nepios
y BG4 wnpuj, 36epiraHHst) - 36inbLIEeHHs nepiogy
@ npoBefeHHs 36epiraHHa akTMBHOT PeYOBUHY
BMpob6e KOHTPOJHO 6i0N10r4YHOro/iMyHOOTYHOTO

HO Ha AKOCTI, MOXOKEHHA HA OCHOBI pe3ynbTaTiB
avnnoig, MapKyBaHHS i JocCnifpKeHb, BUKOHAHUX He Y
HUX naxkyBaHHs BIAMOBIAHOCTI 4O 3aTBEPAKEHOIO
KNiTUHaxX roToBOro npoTokony. MNpPofOBXEHHA TEPMIHY
NOANHN NPOAYKTY: 36epiraHHs iHOKYIATY Bipycy renatuty
MRC-5 nakcoCmitKns A (HAV) noHag, 3aTBepakeHi 5 pokis

@

1iH Bionompkikans

00 JOCSArHEeHHs TepMiHy -15 pokiB 3a
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
ancop6o C.A., Benbrig; YMOBM 36epiraHHsi Nnpy Temneparypi
BaHWi dopmyBaHHsA -70 °C y 3aTBepXeHiii ynakoBLj
Ha BaKLHW,
aoOMiHi HarnoBHEHHS B
10 Lnpwui,
rigpokem npoBefeHHs
ai, KOHTPOSIO
rigpaTos AKOCTI:
aHomy CwmiTKnsiH
0,05 mr Biuem ®apma
Al3+ 'M6X yHg Ko.
@ KI, HimeuumHa;
BUpob6e Bunyck cepii
HO Y roToBOrO
KNiTUHax nNpoayKTy:
OpDKAXO nakcoCmiTKns
BOI H Bionooxikans
KynbTyp C.A., benbris
"
Sacchar
omyces
cerevisia
e3sa
TEXHOMO
rieto
pekombi
HaHTHOT
OHK
@
aacop6o
BaHWi
Ha
aTIOMIHI
(]
poccharti
158. | TEBAHTUH® gabapenti rabaneH | NO2B Kancynu no 300 BAT Yropuu BAT "T'eneoH Yroplum BHECEHHS 3MiH [j0 peecTpaLinHmx 3a He UA/3421/01/02
n TVH FO1 mr; no 10 kancyny "l'efeoH Ha PixTep" Ha marepianis: 3miHu | Tuny - 3miHn peyenmo | nidnse
6nicTepi; no 5 abo PixTep" Loao 6e3nekn/edreKTMBHOCTI Ta M ae
10 6nicTepiB y hapmakoHarnsigy. 3miHa y KopoTkili
KapTOHHI XapakTepucTuLi nikapcbKoro 3acoby,
ynakoBLi TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMYHOro 3acToCyBaHHA Ha niacTasi
perynspHoO OHOB/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpauiinnii nepiog, abo sk
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNoBifHO A0 NnaHy
negiatpnyHux gocnimpkeHs (PIP) (iHwi
3MiHK). 3MiHW BHECEHO [0 iHCTPYKU;T
019 MeAUYHOr0 3acToCyBaHHS
nNikapcbKoro 3acoby y po3ainu
"Oco6nMBOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakwyii" BigNoBigHO A0
OHOB/IEHOT iHdhopMaLlii 3 6e3neku
4ito4oi pevyoBuHU. BBegeHHS 3MiH
NpPOTArom 6-T1 MicALIB nicns
3aTBEPAKEHHS
159. | TEMO30O/IOMI Temozolo | Temo3on | LO1AX | kancynu TBepgi, Akkopg, IcnaHis Bupo6bHMLTBO IHais/ BHECEHHS 3MiH [j0 peecTpaLinHmx 3a UA/19158/01/01
A AKKOP/, mide omig 03 no 20 mr; no 1 Xenckea nikapcbKkoro Benuka martepianis: 3miHu | TUny - 3MiHu 3 peyenmo
Kancyni y cawe, C.JY. 3acoby, BputaHi | skocTi. CepTudikaT BignosigHocTi/l E- M
no 5 cawe y nauui nepBuHHE Ta al cepTudikaT BiANOBIAHOCTI
BTOPVHHE ITania/ €BponecbKii
nakyBaHHs, Monbwa thapmakonei/moHorpadii. NMogaHHSA
KOHTPO/Ib AKOCTI / HOBOro abo OHOB/MEHOro cepTudpikata
cepii: IHTAC Manbta/ BIANOBIAHOCTI 260 BUYYEHHS
SAPMACBIOTIK | Yroplum cepTucpikaTa BiANOBIAHOCTI
AN3 NIMITEA, Ha/ €Bponeiickbkili hapmakonei: ana Adl;
IHAjs; Ipeuis Ans BuUXigHoro
Brpo6HMUTBO marepiany/peareHTy/npomikHOro
nikapcbkoro NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
3acoby, BMPOGHMLTBI API; ANt 4ONOMIXHOT
nepBUHHE Ta peyoBMHYM (CepTudikaTt BiAMNOBIAHOCTI
BTOPUHHE €Bponeiicbkilt hapmakonei) -
nakyBaHHs, OHoBneHwnin cepTudikar Big yxe
KOHTPO/Ib AKOCTI 3aTBepHKEHOro BUPo6HUKa. MNogaHHA
cepii: IHTac OHOBJIEHOIO cepTUdikaTy

dapmacbioTikan
3 JlimiTen, IHAjs;
Jopatkosa
AinbHUUA 3
BTOPVHHOIO
nakyBaHHS:
AKKOP/,
XEJICKEA
NIMITEA,
Benvka
BpuTatis;
Jopatkosa
AinbHUUA 3
BTOPVHHOIO
nakysaHHs: Q41
CANJII YEVH

(ITanis) CMA,

BIANOBIAHOCTI EBpONeNnchbkili
chapmakonei CEP 2017-245-Rev 01
Bifl BX€ 3aTBEPAKEHOr0 BUPOGHUKA
Formosa Laboratories, Inc., Taiwan

Lit0Y0T peyoBMHN TEMO30/1I0Mif,
(3aTBEepmkeHo: RO - CEP 2017-245-
Rev 00; 3anponoHosaHo: CEP 2017-

245-Rev 01).
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n/n

JliKapcbKo20
3acoby

OHa

HernameH

mosaHa
Ha3zsa*

diroyoi
pevyosu
HU

ATX

Popma sunycky

(nikapcbka
¢hopma,

ynakoska)

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep

peecmpayitiHo
2o

nocsioYeHHs1

ITanis;
[opaTkosa
OinbHUUS 3
BTOPUHHOrO
naxyBaHHs:

AKKOP-tOKEW
NIMITEAS,
Benvka
BpuTatis;
Jopatkosa
AinbHUUA 3
BTOPUHHOTIO
naxyBaHHs:
CuHonTtus
IHpacTpian Cn. 3
0.0., MonbLua;
KOHTpO/ib
SAKOCTI:
Micom flabc
nta., ManeTa;
KoHTposnb
AKOCTI:
dapmagokc
Xenckea Jita.,
ManbTa;
KOHTpO/ib
SAKOCTI:
€BpodoiHC
AHnanitikan
Cepgices
XaHrepi K.,
YropLmHa;
KoHTposnb
AKOCTI:
Nab6ananisic
Navidy CaiteHc
C.p.n., Itanis;
KOHTpO/ib
SAKOCTI:
dPapmaBanig
Koo,
YropwuHa;
BignosigansHuii
3a BUNycK cepii:
Akkopg Xenckea
Moncka Cn. 3
0.0. Cknag

IMnoprepa,
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
MonbLua;
KoHTponb skocTi
cepii Ta
BTOPWHHE
nakyBaHHS:
Akkopg Xenckea
Cinrn Membep
C.A., I'peuia
160. | TEMO30/10MI Temozolo | Temo3on | LO1AX | kancynu TBepai, AKkop, Icnanis Brpo6HMUTBO IHpia/ BHECEHHS 3MiH 40 peecTpaLinHx 3a UA/19158/01/02
4 AKKOPL, mide omizg 03 no 100 mr; no 1 Xernckea nikapcbKoro Benuvka martepianis: 3MiHu | TUny - 3MiHK 3 peuyenmo
Kancyni y cawe, CYy. 3acoby, BpuTaHi akocTi. CepTudikaT BignosigHocTi/lE- M
no 5 cauwe y navui nepBUHHE Ta al cepTudikar BiAMNoBIAHOCTI
BTOPUHHE ITanis/ €Bponeiicbkiit
nakyBaHHs, Monbwa thapmakonei/moHorpadii. NogaHHA
KOHTPO/Ib SIKOCTI / HOBOro abo OHOB/IEHOTO cepTudiikata
cepii: IHTAC Manbta/ BiAMNOBIAHOCTI a60 BUTyYEHHS
PAPMACBIOTIK | Yropym cepTuchikaTa BiANOBIAHOCTI
AN3 NIMITEA, Ha/ €Bponeiicbkiit hapmakonei: ana Adl;
IHais; peuis ONs BUXIAHOTO
Brpo6HMUTBO marepiany/peareHTy/npomikHOro
niKapcbKoro NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
3acoby, BUPO6HMUTBI A®I; Ana AONOMDKHOT
nepBuHHE Ta peyoBuHYM (cepTudiikat BiANOBIAHOCTI
BTOPUHHE €Bponeiicbkiin hapmakonei) -
nakyBaHHs, OHoB/eHWIA cepTUdikaT Bif yxe
KOHTPO/Ib SIKOCTI 3aTBEPMKEHOr0 BUPOOHUKA. MogaHHA
cepii: IHTac OHOBJ/IEHOTO cepTudikaTty

dapmacbioTikan
3 fliviteq, IHAis;
Jopartkosa
OinbHUUA 3
BTOPUHHOTO
nakyBaHHs:
AKKOP[,
XEJNNICKEA
NIMITEAL,
Benvka
BpuTaHis;
Jopartkosa
OinbHUUA 3
BTOPUHHOTO
nakysaHHsa: A4/
CAMMI YEWH
(Itanis) CMNA,
ITanis;
Jopatkosa
AinbHUUA 3

BTOPUHHOIO

BiAANOBIAHOCTI EBpONechkili
thapmakonei CEP 2017-245-Rev 01
Bif} BXXe 3aTBEPKEHOro BUPOBOHMKa
Formosa Laboratories, Inc., Taiwan

Lir040T pevyoBMHN TEMO30/10MIg,
(3atBepaxeHo: RO - CEP 2017-245-
Rev 00; 3anponoHosaHo: CEP 2017-

245-Rev 01).
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ITponoB>xeHHs AojaTKa 3

JliKapcbKo20
3acoby

OHa
HernameH
mosaHa
Ha3zsa*

diroyoi
pevyosu
HU

ATX

(nikapcbka
¢hopma,
ynakoska)

3asiBHU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

naxyBaHHs:
AKKOP[-tOKEM
NIMITEAS,
Benuka
BpuTaHis;
Jopartkosa
OinbHUUA 3
BTOPUHHOTO
nakyBaHHs:
CuHonTtuns
IHpacTpian Cn. 3
0.0., MNonbLwa;
KoHTposb
AKOCTI:
Micom flabc
nrta., MansTa;
KOHTpO/ib
SAKOCTI:
dapmagokc
Xenckea N4,
ManbTa,;
KoHTposb
AKOCTI:
€BpodpiHc
AHaniTikan
Cepsices
XaHrepi K.,
YropumHa,
KOHTpO/ib
SAKOCTI:
NabaHanisic
Naiidy CaiteHc
C.p.n., ITanis;
KoHTposb
AKOCTI:
dapmasarnig
Kdr.,
YropLmHa;
BignosigansbHuii
3a BMNYyCK cepil:
AKKoppg, Xenckea
Moncka Cn. 3
0.0. Cknag,
Imnoptepa,
MonbLa;
KoHTpOsb sKocTi
cepii Ta

BTOpPUHHE
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ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
nakyBaHHS:
AKKoppg, Xenckea
Cinrn Membep
C.A,, Npeuis
161. | TEMO30/10MI Temozolo | Temo3on | LO1AX | kancynu Teepai, AKkopg, Icnanis Brpo6HMUTBO IHpis/ BHECEHHS 3MiH 0 peecTpaLinHx 3a UA/19158/01/03
[ AKKOPJ, mide omig, 03 no 140 mr; no 1 Xenckea nikapcbKoro Benwuka marepianis: 3miHu | TUny - 3MiHK 3 peyenmo
Kancyniy cawe, C.Yy. 3acoby, BpuTtaHi akocTi. CepTudpikaT BignosigHOCTI/lE- M
no 5 cauwe y nauuj nepBuHHE Ta al cepTudikart BiANoOBIAHOCTI
BTOPUHHE ITanis/ €Bponeiicbkii
nakyBaHHs, Monbwa hapmakonei/MoHorpadii. NMogaHHA
KOHTPO/Tb SAKOCTi / HOBOro abo OHOBNEHOro cepTucpikata
cepii: IHTAC Manbta/ BiANOBIAHOCTI 260 BUTyYEHHS
SAPMACBIOTIK | Yropum cepTudpikata BiANOBIAHOCTI
AN3 NIMITEL, Ha/ €poneiicbkinn thapmakonei: ana Adl;
IHais; peuis 051 BUXiAHOTO
Bupo6bHMLTBO matepiany/peareHTy/nPoMbKHOIo
NiKapcbKoro NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
3acoby, BMPOGHMLTBI A®I; ANt [ONOMIXHOT
nepBuHHE Ta peyoBuHY (cepTuddikat BiAMNOBIAHOCTI
BTOPVHHE €Bponeiicbkin hapmakonei) -
nakyBaHHs, OHoBreHWiA cepTudikar Bif yxe
KOHTPO/Ib AKOCTI 3aTBEPMKEHOro BUPOGHMKA. MogaHHSA
cepii: IHTac OHOB/IEHOTO cepTudikaTy

dapmachioTikan
3 JlimiTes, IHAjs;
[opaTkosa
OinbHUUS 3
BTOPVHHOTO
nakyBaHHS:
AKKOP[,
XENCKEA
NIMITEA,
Benuka
BpuTaHis;
[opaTkosa
OinbHUUS 3
BTOPVHHOTO
nakysaHHsa: A4/
CAMJII YENH
(Itanis) CMA,
ITanis;
Jopartkosa
OinbHUUA 3
BTOPVHHOTO
nakyBaHHS:
AKKOP[-tOKEW
NIMITEAS,
Benunka

BiANOBIAHOCTI EBpoONechbkili
hapmakonei CEP 2017-245-Rev 01
Bifl BXX€ 3aTBEPAKEHOr0 BUPOOHUKA
Formosa Laboratories, Inc., Taiwan

Lit040T pevyoBMHN TEMO30/10MIf,
(3atBepaxeHo: RO - CEP 2017-245-
Rev 00; 3anponoHoBaHo: CEP 2017-

245-Rev 01).
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ITponoB>xeHHs AojaTKa 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

BpuTaHis;
[opaTkosa
OinbHUUS 3
BTOPUHHOrO
naxyBaHHs:

CuHonTtus

IHpacTpian Cn. 3
0.0., MonbLua;
KoHTposnb
SAKOCTI:
Micom Jla6c
n1a., ManbTa;

KoHTposb

AKOCTI:
Papmagokc
Xenckea N114,,

ManbTa;

KoHTposnb
AKOCTI:
€podpiHC
AHaniTikan
Cepsices
Xanrepi K.,
YropwuHa;
KoHTposb
AKOCTI:
Nab6ananisic
Naiidy CaiteHc
C.p.n., Itanis;
KoHTposnb

AKOCTI:

dapmasanif,
Kdpt.,
YropuimHa,
BignosiganbHwii
3a BUNycK cepii:
Akkopg Xenckea
Moncka Cn. 3
0.0. Cknag
Imnoprepa,
MonbLya;
KoHTponb skocTi
cepii Ta
BTOPUHHE
nakyBaHHs:
Akkopg Xenckea
CiHrn Membep

C.A,, Npeuis
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ITponoB>xeHHs AojaTKa 3

Ha3ssa

MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
162. | TEMO30O/IOMI Temozolo | Temo3on | LO1AX | kancynu TBepgi, Akkopg, IcnaHis Brpo6HMUTBO IHais/ BHECEHHS 3MiH 0 peecTpavjiinHmx 3a UA/19158/01/04
A AKKOP/, mide omig 03 no 180 mr; no 1 Xenckea nikapcbkoro Benuka martepianis: 3MiHu | TUny - 3MiHK 3 peyenmo
Kancyni y cawe, C.JY. 3acoby, BputaHi | skocTi. CepTudikaT BignosigHocTi/l E- M
no 5 cawe y nauui nepBuHHE Ta al cepTuadikaT BiANOBIAHOCTI
BTOPUHHE ITanis/ €Bponeiicbkili
nakyBaHHs1, Monbwa thapmakonei/moHorpadii. NMogaHHA
KOHTPO/Ib AKOCTI / HOBOro abo OHOB/MEHOro cepTudpikata
cepii: IHTAC Manbta/ BIANOBIAHOCTI 260 BUNYYEHHS
SAPMACBIOTIK | Yroplum cepTucpikaTa BiANOBIAHOCTI
AN3 NIMITEA, Ha/ €Bponeiicbkili hapmakonei: ana Adl;
IHAjs; Ipeuis Ansa BuxigHoro
Brpo6HMUTBO marepiany/peareHTy/npomMikHOro
nikapcbkoro NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
3acoby, BMPOGHULTBI API; ANt 4ONOMIKHOT
nepBUHHE Ta peyoBMHYM (cepTudiikat BiAMNOBIAHOCTI
BTOPUHHE €Bponeiicbkili hapmakonei) -
nakyBaHHs, OHoBEHWIA cepTUdikaT Bif yxe
KOHTPO/Tb AKOCTI 3aTBePHKEHOro BUPO6HUKa. MNogaHHA
cepii: IHTac OHOBJIEHOTrO cepTUdikaTy

dapmacbioTikan
3 JlimiTea, IHAjs;
Jopatkosa
AinbHUUA 3
BTOPVIHHOIO
nakyBaHHS:
AKKOP[,
XEJICKEA
NIMITEL,
Benvka
BpuTatis;
Jopatkosa
AinbHUUA 3
BTOPVIHHOIO
nakysaHHs: A4/
CANJII YEVH
(Itanis) CMNA,
ITanis;
[opaTkosa
OinbHUUS 3
BTOPVHHOTO
nakyBaHHS:
AKKOP-tOKEW
NIMITEAS,
Benvka
BpuTatis;
Jopatkosa
AinbHUUA 3

BTOPUHHOIO

BiiNOBIAHOCTI €BpoOnelichkiit
thapmakonei CEP 2017-245-Rev 01
Bifl BX€ 3aTBEPAKEHOr0 BUPOGHUKA
Formosa Laboratories, Inc., Taiwan

Lit0Y0T peyoBMHN TEMO30/1I0Mif,
(3aTBepmxeHo: RO - CEP 2017-245-
Rev 00; 3anponoHosaHo: CEP 2017-

245-Rev 01).
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ITponoB>xeHHs AojaTKa 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

naxyBaHHs:
CuHonTtus
IHpacTpian Cn. 3
0.0., MonbLua;
KoHTpOsib
AKOCTI:
Micom Jla6c
nrta., ManeTa;
KoHTposnb
SAKOCTI:
dapmasokc
Xenckea JIta.,
MaibTa,
KOHTpO/ib
AKOCTI:
€BpodoiHC
AHnanitikan
Cepgices
XaHrepi K.,
YropLmHa;
KoHTposnb
AKOCTI:
Nab6ananisic
Navidy CaiteHc
C.p.n., Itanis;
KOHTpO/ib
AKOCTI:
dPapmaBanig
Koo,
YropwuHa;
BignosiganbHuii
3a BUNycK cepii:
Akkopg Xenckea
Moncka Cn. 3
0.0. Cknag
ImnopTepa,
MonbLua;
KoHTponb sikocTi
cepii Ta
BTOPUHHE
naKyBaHHs:
Akkopg Xenckea
CiHrn Membep
C.A., I'peuia

163.

TEMO30/IOMI
Il AKKOP/,

Temozolo
mide

TEMO30/
omiz

LO1AX
03

Kancynv Teepai,
no 250 mr, no 1
Kancyni y cawe,
no 5 cauwe y nauuj

Akkopf,
Xenckea
C.Yy.

Icnanis

Brpo6HMUTBO
NiKapcbkoro
3acoby,
nepBUHHE Ta

IHgis/
Benvka
BpuTaHi

s/

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3MiHu | TUny - 3MiHK 3
akocTi. CepTtudikaT BignosigHocTi/lE-
cepTudikaT BiANOBIAHOCTI

3a
peyenmo
]

UA/19158/01/05
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ITponoB>xeHHs AojaTKa 3
Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
BTOPUHHE ITanis/ €Bponeiicbkiii
nakyBaHHs, Monbua thapmakonei/moHorpadii. NMogaHHA
KOHTPO/Ib SIKOCTI / HOBOro abo OHOB/IEHOTO cepTudiikara
cepii: IHTAC ManbTa/ BiANOBIAHOCTI 260 BUYYEHHS
PAPMACBIOTIK | YropLym cepTucpikaTa BiANOBIAHOCTI
AN3 NIMITEA, Ha/ €Bponeiicbkint hapmakonei: ana Adl;
IHais; peuis ONns BUXiAHOTO
Brpo6HMUTBO marepiany/peareHTy/npomikKHOro
NiKapcbKoro NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
3acoby, BMPOGHULTBI ADI; NSt 4ONOMIXHOT
nepBuHHe Ta peyoBuHYM (cepTuddikat BiANOBIAHOCTI
BTOPUHHE €Bponeiicbki hapmakonei) -
nakyBaHHs, OHoBeHWIA cepTudikat Bif yxe
KOHTPO/Ib AIKOCTI 3aTBEPMKEHOr0 BUPOOHUKa. MoAaHHA
cepii: IHTac

dapmacbioTikan
3 fliviteq, IHAis;
Jopartkosa
OinbHUUA 3
BTOPUHHOTO
nakyBaHHs:
AKKOP[,
XEJNICKEA
NIMITEL,
Benuka
BpuTaHis;
Jopartkosa
OinbHUUA 3
BTOPUHHOTO
nakysaHHsa: A4/
CAMNI YEWH
(Itanis) CMNA,
ITanis;
Jopatkosa
AinbHUUA 3
BTOPUHHOTIO
naxyBaHHs:
AKKOP[-tOKEM
NIMITEAS,
Benuka
BpuTaHis;
Jopartkosa
OinbHUUA 3
BTOPUHHOTO
nakyBaHHs:
CuHonTtuns
IHpacTpian Cn. 3

0.0., [NosibLya;

OHOBJ/IEHOTO cepTudikaTty
BiANOBIAHOCTI EBpoONechbkili
thapmakonei CEP 2017-245-Rev 01
Bif} BXXe 3aTBEPKEHOro BUPOBOHMKa
Formosa Laboratories, Inc., Taiwan
Ait0Y0T pevoBUHN TEMO30/10MIf,
(3atBepaxeHo: RO - CEP 2017-245-
Rev 00; 3anponoHosaHo: CEP 2017-
245-Rev 01).




162

ITponoB>xeHHs AojaTKa 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

KoHTposb
AKOCTI:
Micom flabc
nrta., MansTa;
KoHTpOsib
SAKOCTI:
dapmagokc
Xenckea N4,
ManbTa,;
KoHTposb
AKOCTI:
€BpodpiHC
AHaniTikan
Cepsices
XaHrepi K.,
YropuimHa,
KOHTpO/ib
SAKOCTI:
NabaHanisic
Naiidy CaiteHc
C.p.n., ITanis;
KoHTposb
AKOCTI:
dapmasarnig
Kdr.,
YropLmHa;
BignosigansbHuii
3a BMNYyCK cepil:
AKKoppg, Xenckea
Moncka Cn. 3
0.0. Cknag,
Imnoprepa,
MonbLa;
KoHTpOsb aKocTi
cepii Ta
BTOPUHHE
naxyBaHHs:
AKKoppg, Xenckea
Cinrn Membep
C.A,, Npeuis

164.

TEMO3O/IOMI
[l AKKOP,

Temozolo
mide

TEMO30/
omig

LO1AX
03

Kancynv Teepai,
no 20 mr; no 1
Kancyniy cawe,
no 5 cauwe y nauuj

AkKopf,
Xenckea
C.y.

IcnaHis

Brpo6HMUTBO
nikapcbKoro
3acoby,
nepBUHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/Ib SIKOCTI
cepii:

IHAis/
Benuka
BpuTtaHi

a/
ITanis/
Monbla
/
Manbta/

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3miHu | TUny - 3MiHK 3
sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo
BBEEHHSI 40AATKOBOI Ai/TbHUL
BMPOBHMLTBA 151 YACTUHW ab0 BCbOro
BMPOGHMYOro NpoLecy roToBoro
NiKapcbKoro 3acoby (4inbHuusa ans

3a
peyenmo
M

UA/19158/01/01
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ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
IHTAC YropLum BTOPWHHOrO NakyBaHHS) - oAaBaHHSA
PAPMACBIOTIK Ha/ AiNbHULI BigNOBifasIbHOT 38 BTOPUHHE
AN3 NIMITEL, peuis nakyBaHHs Akkopg, Xenckea CiHrn
IHais; Mem6ep C.A., Ipeuis / Accord
Brpo6HMLUTBO Healthcare Single Member S.A.,
NiKapcbKoro Greece. 3MiHu | TMny - 3MiHKW 3 AKOCTI.
3acoby, [oTOBMIA Nikapcbkuii 3aci6. 3miHK y
nepBuHHe Ta BMPOGHMLTBI. 3MiHa iIMnopTepa/3miHu,
BTOPVHHE LLLO CTOCYOTbCA BUMYCKY cepii Ta
nakyBaHHs, KOHTPOJTI0 AKOCTi FOTOBOTO J1iKapCbKOro
KOHTPO/1b AKOCTI 3acoby (3amiHa abo fofasaHHA
cepii: OiNbHUL, Ha 5K 34IKCHIOETBLCSA
IHTac KOHTPO/b/BUNPOBYBaHHSA cepil) -

dapmacbioTikan
3 JlimiTen, IHAjs;
Jopatkosa
AinbHUUA 3
BTOPVIHHOIO
nakyBaHHS:
AKKOP/,
XEJICKEA
NIMITEA,
Benvka
BpuTatis;
Jopatkosa
AinbHUUA 3
BTOPVIHHOIO
nakyBaHHS:
adn cannl
UEWH (ITanis)
CMA, Itanis;
[opaTkosa
OinbHUUS 3
BTOPVHHOTO
nakyBaHHS:
AKKOP-tOKEW
NIMITEA,
Benvka
BpuTatis;
Jopatkosa
AinbHUUA 3
BTOPVIHHOIO
nakyBaHHS:
CuHonTtus
IHpacTpian Cn. 3
0.0., MonbLua;
KOHTpO/ib

SAKOCTI:

[ofaBaHHA AinbHULI BiANOBIAaUIbHOT
3a KOHTPO/Ib SIKOCTi cepili AKKOpA,
Xenckea CiHrn Memb6ep C.A., Npeuis /
Accord Healthcare Single Member
S.A., Greece. 3miHu | Tuny -
AMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecy micus
NPOBAaKEHHS AiSNIbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOYaum
OinbHWL BUMYCKy cepii abo micue
npoBeAeHHs1 KOHTPO/IO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNOPTEpP, He BKIYaK4mn
BWMYCK Cepiit) - 3MiHa Ha3BK
BMPOGHWKA, BiANOBifa/IbHOTO 3a
KOHTPO/Ib AKOCTi cepii roToBoi
npoaykuii 3 PHARMAVALID Ltd.
Microbiological Laboratory Ha
Pharmavalid Kft. Ta npuBegeHHs
HanucaHHA agpecy y BignoBigHICTb A0
GMP cepTudikaty, 6€3 3miH1 Micus
BMPOGHMUTBA. 3MiHK | TNy -
AMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecy micus
NPOBAaKEHHS AiSNIbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOYaum
OinbHWL BUMYCKy cepii abo micue
npoBeAeHHsI KOHTPO/IO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEpP, He BKIKYaK4mn
BUMYCK Cepiii) - 3MiHa Ha3BM
BMPOGHWKA, BiANOBifa/IbHOTO 3a
KOHTPO/Ib SIKOCTi cepii roToBoi
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ITponoB>xeHHs AojaTKa 3

Ha3ssa

MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
Micom flabc npoaykuii, 6e3 3MiH1 Micus
Ntp., ManbTa; BMPOGHULITBA: 3aTBEPAKEHO:
KoHTponb NABAHANI3IC C.P./1. BIA EBPOTMA,
AKOCTI: 5, KABAHOBA JIOHATI (PV), 27041,
dapmagokc ITanisa / LABANALYSIS S.R.L. VIA
Xenckea /114, EUROPA, 5, CASANOVA LONATI
ManbTa; (PV), 27041, Italy. 3anponoHoBaHo:
KoHTponb Nab6ananisic Naiid CaiieHc C.p.n. Bia
SAKOCTI: €Bpona, 5, KasaHosa JloHaTi (PV),
€BpodoiHC 27041, Itania / Labanalysis Life
AHaniTikan Science S.r.l. Via Europa, 5,
Cepgices Casanova Lonati (PV), 27041, Italy
XaHrepi K.,
YropLmHa;
KoHTposnb
AKOCTI:
Nab6ananisic
Navidy CaiteHc
C.p.n., Itanisa
KOHTpOsib
AKOCTI:
dPapmaBanig
Koo,
YropwuHa;
BignosiganbHuii
3a BUNycK cepii:
Akkopg Xenckea
Moncka Cn. 3
0.0. Cknag
ImnopTepa,
MonbLua;
KoHTponb skocTi
cepii Ta
BTOPVHHE
naKyBaHHs:
Akkopg Xenckea
Cinrn Membep
C.A., I'peuia
165. | TEMO30O/IOMI Temozolo | Temo3on | LO1AX | kancynu TBepgi, Akkopg, IcnaHis Bupo6bHMLTBO IHais/ BHECEHHS 3MiH [0 peecTpaLiinHmx 3a UA/19158/01/05
A AKKOPJ, mide omig 03 no 250 mr, no 1 Xenckea nikapcbKkoro Benuka martepianis: 3miHu | TUny - 3MiHK 3 peyenmo
Kancyni y cawe, C.JY. 3acoby, BpuTai AKOCTi. [0TOBWIA Nikapcbkunii 3acib. M
no 5 cawe y nauui nepBuHHE Ta al 3MiHV Yy BUpOOHMUTBI. 3amiHa abo
BTOPVHHE ITania/ BBEAEHHS A0AATKOBOT AifIbHUL
nakyBaHHS, Monbla | BUPOGHMLTBA A4/18 YacTuHN abo BCbOro
KOHTPO/Ib AKOCTI / BMPOGHNYOro nNpoLecy rotToBoro
cepii: Manbta/ nikapcbkoro 3acoby (AinbHWUUA Ans
IHTAC Yropwm BTOPWHHOIO NakyBaHHS) - AoAABaHHS
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ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
PAPMACBHIOTIK Ha/ AOiNbHULI BiANOBIAaNBHOT 32 BTOPUHHE
AN3 NIMITEL, Ipevis nakyBaHHs Akkoppg, Xenckea CiHrn
IHAjs; Memb6ep C.A., I'peuis / Accord
Brpo6HMUTBO Healthcare Single Member S.A.,
nikapcbKoro Greece. 3MiHu | Tvny - 3MiHK 3 AKOCTI.
3acoby, oTOBMIA NiKapcbkuii 3aci6. 3miHW y
nepBrHHE Ta BMPOGHMUTBI. 3MiHa iMNopTepa/3MiHu,
BTOPVHHE LLIO CTOCYOTbCS BUMYCKY Cepii Ta
nakyBaHHS, KOHTPOJI0 AKOCTi FOTOBOTO J1iKapCbKOro
KOHTPO/b AKOCTI 3acoby (3amiHa abo fofaBaHHSA
cepii: OiNbHWLI, Ha SKilA 34jACHIOETbCA
IHTac KOHTPO/b/BMNPOBYBaHHSA cepil) -

dPapmacbioTikan
3 fliviteq, IHAis;
Jopartkosa
OinbHUUA 3
BTOPUHHOTO
naKyBaHHs:
AKKOP[,
XEJNICKEA
NMITEAL,
Benuka
BpuTaHis;
Jopartkosa
OinbHUUA 3
BTOPUHHOTO
nakyBaHHs:
adn CAnnl
UEWH (ITanis)
CNA, Itanis;
Jopatkosa
AinbHUUA 3
BTOPUHHOTIO
naxyBaHHs:
AKKOP[-tOKEM
NMITEAL,
Benuka
BpuTaHis;
Jopartkosa
OinbHUUA 3
BTOPUHHOTO
nakyBaHHs:
CuHonTtuns
IHpacTpian Cn. 3
0.0., MNonbLwa;

[ofaBaHHA OinbHULI BiANOBiAa/IbHOT
3a KOHTPO/Ib SIKOCTi Cepiit AKKOpA,
Xenckea CiHrn Membep C.A., 'peuis /
Accord Healthcare Single Member
S.A., Greece. 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHK. 3MiHa
HalimeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHS AiANbHOCTI
BVPOGHVKa/iMnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIOYaum
AinbHWL BUNYCKy cepii abo micue
NpoBe/ieHHs1 KOHTPOJIO AKOCTI.
([isnbHICTb, 3a SAKy BignoBigae
BMPOGHMK/IMNIOPTEpP, HE BKKOYaun
BWMYCK Cepiit) - 3mMiHa Ha3Bn
BMPOGHMKa, BIANOBIA&/IbHOIO 3a
KOHTPO/Ib AKOCTIi cepii roToBoil
npoaykuii 3 PHARMAVALID Ltd.
Microbiological Laboratory Ha
Pharmavalid Kft. Ta npuBegeHHs
HanucaHHs agpecu y BigNOBIAHICTb 40
GMP cepTuddikaty, 6e3 3miH1 Micus
BMPOGHMLTBA. 3MiHK | TNy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHSA AiSNbHOCTI
BVPOGHVKa/iMnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIOYaum
AinbHUL BUNYCKy cepii abo micue
NpoBe/ieHHs1 KOHTPOJIO AKOCTI.
([isnbHICTb, 3a SAKy BignoBifae
BMPOGHMK/IMNIOPTEpP, HE BKKOYaun
BUMYCK Cepiii) - 3MiHa Ha3BM

KoHTposb BUPOGHMKa, BIANOBIA&/IbHOIO 3a
AKOCTI: KOHTPO/Ib AKOCTIi cepii roToBoil
Micom Jlabc npoaykuii, 6e3 3MiHn Micus
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ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
nrta., MansTa; BMpPOGHULTBA: 3aTBEPAKEHO:
KoHTposnb NABAHANIZIC C.P.N1. BIA EBPOINA,
AKOCTI: 5, KABAHOBA JIOHATI (PV), 27041,
dapmasokc ITania / LABANALYSIS S.R.L. VIA
Xenckea /T4, EUROPA, 5, CASANOVA LONATI
ManbTa; (PV), 27041, Italy. 3anponoHoBaHo:
KoHTponb NabaHanisic Maing CalieHc C.p.n. Bia
SAKOCTI: €spona, 5, KazaHosa JloHarTi (PV),
€BpodpiHC 27041, Itanis / Labanalysis Life
AHaniTikan Science S.r.l. Via Europa, 5,
Cepsices Casanova Lonati (PV), 27041, Italy
XaHrepi K.,
YropuimHa,
KOHTpO/ib
AKOCTI:
Nab6ananisic
Naiidy CaiteHc
C.p.n., Itania
KoHTposb
AKOCTI:
dapmasarnig
Kdr.,
YropLmHa;
BignosigansbHuii
3a BMNyCK cepil:
AKKoppg, Xenckea
Moncka Cn. 3
0.0. Cknag,
Imnoprepa,
MonbLa;
KoHTpOsb sKocTi
cepii Ta
BTOPVHHE
nakyBaHHS:
AKKoppg, Xenckea
CiHrn Membep
C.A., Ipeuis
166. | TEMO30/10MI Temozolo | Temo3on | LO1AX | kancynu TBepai, AKkopA, Icnanis Brpo6HMUTBO IHpia/ BHECEHHS 3MiH 40 peecTpaLinHmx 3a UA/19158/01/04
A AKKOPA mide omiz 03 no 180 mr; no 1 Xernckea nikapcbKoro Benuvka martepianis: 3MiHu | TUny - 3MiHK 3 peuyenmo
Kancyniy cawe, C.NYy. 3acoby, BpuTaHi AKOCTI. [O0TOBWMIA Nikapcbkunii 3acib. M
no 5 cauwe y navui nepBUHHE Ta al 3MiHU y BUPOGHMLTBI. 3amiHa abo
BTOPWHHE ITania/ BBEJEHHS 40AATKOBOI Ai/IbHUL
nakyBaHHs, Monbwa | BMPOGHMLUTBA A1 YaCTUHM abo BCbOro
KOHTPO/Ib AKOCTI / BMPOGHNYOro nNpoLecy rotoBoro
cepi: Manbta/ nNiKapcbKoro 3acoby (AinbHULA Ans
IHTAC Yropum BTOPWHHOIO NakyBaHHS) - floAaBaHHSA
PAPMACBHOTIK Ha/ AOiNbHUUI BigNoBigaNbHOI 32 BTOPUHHE
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ITponoB>xeHHs AojaTKa 3
Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
AN3 NIMITEL, peuis nakyBaHHs1 Akkopg, Xenckea CiHrn
IHais; Mem6ep C.A., INpeuist / Accord
Brpo6HMUTBO Healthcare Single Member S.A.,
nikapcbKoro Greece. 3MiHN | TUny - 3MiHK 3 SKOCTI.
3acoby, [OTOBWIA Nnikapcbkuii 3aci6. 3MiHN y
nepBUHHE Ta BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu,
BTOPWHHE LLLO CTOCYIOTbCA BUMYCKY cepii Ta
naxkyBaHHs, KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKoro
KOHTPO/Ib SIKOCTI 3acoby (3amiHa abo JofaBaHHs
cepii: OiNbHUL, Ha AKil 34iACHI0ETbCS
IHTac

dapmacbioTikan
3 Jlimites, IHAjs;
[opaTkosa
OinbHUUS 3
BTOPVHHOTO
naxyBaHHs:
AKKOP[,
XEJICKEA
NIMITEA,
Benuka
BpuTaHis;
[opaTkosa
OinbHUUS 3
BTOPVHHOTO
naKyBaHHs:
ayn cAnni
UEWH (ITanis)
CIA, Itanis;
Jopartkosa
OinbHUUA 3
BTOPUHHOTO
nakyBaHHS:
AKKOP[-tOKEW
NIMITEA,
Benuka
BpuTaHis;
[opaTkosa
OinbHUUS 3
BTOPVHHOTO
naKyBaHHs:
CuHonTus
IHpacTpian Cn. 3
0.0., MonbLua;
KoHTposnb
AKOCTI:
Micom labc

N14., ManbTa;

KOHTPO/b/BUNPOBYBaHHSA cepil) -
[0JaBaHHS AiNbHUL BiANOBiAa/IbHOT
3a KOHTPO/Ib SKOCTi cepili AKKoOpA,
Xenckea CiHrn Membep C.A., 'peuis /
Accord Healthcare Single Member
S.A., Greece. 3MiHu | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu Micud
NPoBaPKEHHS AiS/IbHOCTI
BVPOGHMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIOYaK4n
LOinbHUL BUNYCKY cepil abo micue
NpoBeAEHHS KOHTPOJIIO AKOCTI.
(misnbHiCTb, 3a Ky Bignosigae
BMPOGHMK/IMNOpPTEpP, He BK/IKYaun
BUMYyCK cepiid) - 3MiHa Ha3Bwn
BMPOGHMKA, BiAMOBifaIbHOTO 3a
KOHTPO/Ib SIKOCTi cepii roToBOi|
npoaykuii 3 PHARMAVALID Ltd.
Microbiological Laboratory Ha
Pharmavalid Kft. Ta npuBeaeHHs
HanucaHHs agpecu y BignoBigHICTb A0
GMP cepTudikaty, 6e3 3miHu micus
BMPOGHMUTBA. 3MiHM | TNy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu Micus
NPoBaPKEHHS AiS/IbHOCTI
BVPOGHMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIOYaK4n
LOinbHUL BUNYCKY cepil abo micue
NpoBeAEHHS KOHTPOJIIO AKOCTI.
(misnbHiCTb, 3a Ky Bignosigae
BMPOGHMK/IMNOpPTEpP, He BK/IKYaun
BUNYCK cepili) - 3MiHa Ha3BK
BMPOGHMKA, BiAMNOBifaIbHOTO 3a
KOHTPO/Ib SIKOCTi cepii roToBOi
npoaykuii, 6e3 3MiH1 Micua

BMPOGHMUTBA: 3aTBEPAKEHO:
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ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
KoHTponb NABAHANIZIC C.P.N. BIA EBPOTMA,
AKOCTI: 5, KABAHOBA JIOHATI (PV), 27041,
dapmagokc ITanis / LABANALYSIS S.R.L. VIA
Xenckea /14, EUROPA, 5, CASANOVA LONATI
MasibTa,; (PV), 27041, Italy. 3anponoHoBaHo:
KoHTponb NabaHanisic Maindg CaiieHc C.p.n. Bia
AKOCTI: €spona, 5, KazaHosa JloHarTi (PV),
€BpogoiHC 27041, Itania / Labanalysis Life
AHaniTikan Science S.r.l. Via Europa, 5,
Cepsices Casanova Lonati (PV), 27041, Italy
Xanrepi K.,
YropuwuHa;
KoHTposb
AKOCTI:
Nab6ananisic
Naiidy CaiieHc
C.p.n., Itanisa
KoHTposnb
AKOCTI:
dapmasanig,
Kdpt.,
YropuimHa,
BignosiganbHuii
3a BUNycK cepii:
Akkopg Xenckea
Moncka Cn. 3
0.0. Cknag
Imnoprepa,
MonbLya;
KoHTponb skocTi
cepii Ta
BTOPUHHE
nakyBaHHS:
Akkopg Xenckea
CiHrn Membep
C.A., I'peuia
167. | TEMO30/10MI Temozolo | Temo3on | LO1AX | kancynu Teepai, AKkopg, Icnanis Brpo6HMUTBO IHAis/ BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/19158/01/03
[ AKKOPJ, mide omig, 03 no 140 mr; no 1 Xenckea nikapcbKoro Benwuka marepianis: 3miHu | Tuny - 3MiHK 3 peyenmo
Kancyniy cawe, C.Yy. 3acoby, BpuTtaHi sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. M
no 5 cauwe y nauuj nepBuHHE Ta al 3MiHn y BUPO6HMLTBI. 3amiHa abo
BTOPUHHE ITanis/ BBE/EHHSI 40AATKOBOI Ai/TbHUL
nakyBaHHs, Monblya | BUPOGHMLTBA A4/18 YacTuHU abo BCbOro
KOHTPO/Ib SIKOCTI / BMPOGHMYOro NpoLecy roToBoro
cepii: Manbta/ nikapcbKkoro 3acoby (finbHUUSA Ans
IHTAC YropLum BTOPWHHOrO NakyBaHHS) - A0AaBaHHSA
PAPMACBHIOTIK Ha/ AiNbHULI BigNOBigasIbHOT 38 BTOPUHHE
AN3 NIMITEL, peuist nakyBaHHsi Akkopga Xenckea CiHrn
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ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
IHais; Mem6ep C.A., Ipeuis / Accord
Brpo6HMLUTBO Healthcare Single Member S.A.,
NiKapcbKoro Greece. 3MiHu | TMny - 3MiHKW 3 AKOCTI.
3acoby, [OTOBMIA Nikapcbkuii 3aci6. 3miHK y
nepBuHHe Ta BMPOGHMLTBI. 3MiHa iIMnopTepa/3miHu,
BTOPVHHE LLLO CTOCYOTbCA BUMYCKY cepii Ta
nakyBaHHs, KOHTPOJTI0 AKOCTi FOTOBOTO J1iKapCbKOro
KOHTPO/Ib AIKOCTI 3acoby (3amiHa abo fofasaHHA
cepii: LiNbHUL, Ha 5K 34IRCHIOETBLCSA
IHTac

dapmacbioTikan
3 JlimiTen, IHAjs;
Jopatkosa
AinbHUUA 3
BTOPVIHHOIO
nakyBaHHS:
AKKOP[,
XEJICKEA
NIMITEL,
Benvka
BpuTatis;
Jopatkosa
AinbHUUA 3
BTOPVIHHOIO
nakyBaHHS:
aun cannl
UEWH (ITanis)
CMA, Itanis;
[opaTkosa
OinbHUUS 3
BTOPVHHOTO
nakyBaHHS:
AKKOP-tOKEW
NIMITEL,
Benvka
BpuTatis;
Jopatkosa
AinbHUUA 3
BTOPVIHHOIO
nakyBaHHS:
CuHonTtus
IHpacTpian Cn. 3
0.0., MonbLua;

KOHTPO/b/BUNPOBYBaHHSA cepil) -
[ofaBaHHA AinbHULI BiANOBIAaIbHOT
3a KOHTPO/Ib SIKOCTi cepili AKKOpA,
Xenckea CiHrn Memb6ep C.A., Npeuis /
Accord Healthcare Single Member
S.A., Greece. 3miHu | Tuny -
AMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecy micus
NPOBAaKEHHS AiSNIbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOYaum
OinbHWL BUMYCKy cepii abo micue
npoBeAeHHsI KOHTPO/IO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEpP, He BK/IYaK4mn
BWMYCK Cepiit) - 3MiHa Ha3BK
BMPOGHMKA, BiANOBifa/IbHOTO 3a
KOHTPO/Ib AKOCTi cepii roToBoi
npoaykuii 3 PHARMAVALID Ltd.
Microbiological Laboratory Ha
Pharmavalid Kft. Ta npuBegeHHs
HanucaHHA agpecy y BignoBigHICTb A0
GMP cepTudikaty, 6€3 3miH1 Micus
BMPOGHMUTBA. 3MiHK | TNy -
AMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecy micus
NPOBaKEHHS AiSNIbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOYaum
OinbHWL BUMYCKy cepii abo micue
NpoBeAeHHsI KOHTPO/IO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEpP, He BK/IYaK4mn
BUMYCK Cepiii) - 3MiHa Ha3BM

KOHTpO/ib BMPOGHMKA, BiANOBifa/IbHOTO 3a
SAKOCTI: KOHTPO/Ib AKOCTi cepii roToBoi
Micom flabc npoaykuii, 6e3 3MiH1 Micus
Ntp., ManbTa; BMPOGHULITBA: 3aTBEPAKEHO:
KoHTposb JIABAHAISIC C.P.J1. BIA EBPOINA,




170

ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
AKOCTI: 5, KABAHOBA JIOHATI (PV), 27041,
dapmagokc ITanis / LABANALYSIS S.R.L. VIA
Xenckea /114, EUROPA, 5, CASANOVA LONATI
ManbTa; (PV), 27041, Iltaly. 3anponoHoBaHo:
KoHTponb Nab6ananisic Naiid CaiieHc C.p.n. Bia
SAKOCTI: €Bpona, 5, KasaHosa JloHaTi (PV),
€BpodoiHC 27041, Itania / Labanalysis Life
AHaniTikan Science S.r.l. Via Europa, 5,
Cepgices Casanova Lonati (PV), 27041, Italy
XaHrepi K.,
YropLmHa;
KoHTposnb
AKOCTI:
Nab6ananisic
Navidy CaieHc
C.p.n., Itanisa
KOHTpO/ib
AKOCTI:
dPapmaBanig
Kdo.,
YropwuHa;
BignosiganbHuii
3a BUNycK cepii:
Akkopg Xenckea
Moncka Cn. 3
0.0. Cknag
ImnopTepa,
MonbLua;
KoHTponb sikocTi
cepii Ta
BTOPWHHE
naxyBaHHs:
Akkopg Xenckea
CiHrn Membep
C.A., I'peuia
168. | TEMO30O/IOMI Temozolo | Temo3on | LO1AX | kancynu TBepgi, Akkopg, IcnaHis Bupo6bHMLTBO IHais/ BHECEHHS 3MiH [j0 peecTpaLinHmx 3a UA/19158/01/02
A AKKOPJ, mide omig 03 no 100 mr; no 1 Xenckea nikapcbKkoro Benuka martepianis: 3miHu | TUny - 3MiHK 3 peyenmo
Kancyni y cawe, C.JY. 3acoby, BpuTai AKOCTi. [0TOBWIA Nikapcbkunii 3acib. M
no 5 cawe y nauui nepBuHHE Ta al 3MiHV Y BUpOOHMUTBI. 3amiHa abo
BTOPVHHE ITania/ BBEAEHHS A0AATKOBOT AifIbHUL
nakyBaHHS, Monbla | BUPOGHMLTBA A4/18 YacTuHN abo BCbOro
KOHTPO/Ib AKOCTI / BMPOGHNYOro nNpoLecy rotToBoro
cepii: Manbta/ nikapcbkoro 3acoby (AinbHUUA Ans
IHTAC YropLum BTOPWHHOIO NakyBaHHS) - floAaBaHHS
PAPMACBHIOTIK Ha/ AOiNbHULI BiANOBIAAaNbHOT 32 BTOPUHHE
AN3 NIMITEL, Ipeuis nakyBaHHs Akkopg, Xenckea CiHrn
IHais; Membep C.A., Ipeuist / Accord
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ITponoB>xeHHs AojaTKa 3
Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
Brpo6HMUTBO Healthcare Single Member S.A.,
nikapcbKoro Greece. 3MiHu | Tvny - 3MiHK 3 AKOCTI.
3acoby, [oTOBMIA NiKapcbkuii 3aci6. 3miHW y
nepBuHHE Ta BMPOGHMUTBI. 3MiHa iMNopTepa/3MiHu,
BTOPVHHE LLIO CTOCYOTbCS BUMYCKY Cepii Ta
nakyBaHHS, KOHTPOJTI0 AKOCTi FOTOBOTO J1iKapCbKOro
KOHTPO/Ib AKOCTI 3acoby (3amiHa abo gofaBaHHs
cepii: OiNbHWLI, Ha SKilA 34jACHIOETbCA
IHTac

dPapmacbioTikan
3 fliviteq, IHAis;
Jopartkosa
OinbHUUA 3
BTOPUHHOTO
nakyBaHHs:
AKKOP[,
XEJNICKEA
NMITEAL,
Benuka
BpuTaHis;
Jopartkosa
OinbHUUA 3
BTOPUHHOTO
nakyBaHHs:
adn CAnnl
UEWH (ITanis)
CNA, Itanis;
Jopatkosa
AinbHUUA 3
BTOPUHHOTO
naxyBaHHs:
AKKOP[-tOKEM
NMITEAL,
Benuka
BpuTaHis;
Jopartkosa
OinbHUUA 3
BTOPUHHOTO
nakyBaHHs:
CuHonTtuns
IHpacTpian Cn. 3
0.0., MNonbLwa;

KOHTPO/b/BMNPOBYBaHHSA cepil) -
[ofaBaHHA OiNbHUL BiANOBiAa/IbHOT
3a KOHTPO/Ib SIKOCTi Cepiit AKKOpA,
Xenckea CiHrn Membep C.A., I'peuis /
Accord Healthcare Single Member
S.A., Greece. 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS AiANbHOCTI
BVPOGHMKa/iMnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIYaum
AinbHWL BUNYCKy cepii abo micue
NpoBe/ieHHs1 KOHTPOJIIO AKOCTI.
([isnbHICTb, 3a SAKy BignoBigae
BMPOGHMK/IMNOPTEpP, HE BKKOYaun
BWMYCK Cepiit) - 3mMiHa Ha3Bn
BMPOGHMKA, BiANoBifaIbHOTO 3a
KOHTPO/Ib AKOCTi cepii roToBol
npoaykuii 3 PHARMAVALID Ltd.
Microbiological Laboratory Ha
Pharmavalid Kft. Ta npuBegeHHs
HanucaHHs agpecu y BigNOBIAHICTb 40
GMP cepTuddikaty, 6e3 3miH1 Micus
BMPOGHMLTBA. 3MiHW | TNy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHSA AiSANbHOCTI
BVPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIYaum
AinbHWL BUNYCKy cepii abo micue
NpoBe/ieHHs1 KOHTPOJIIO AKOCTI.
([isnbHICTb, 3a SAKy BignoBifae
BMPOGHMK/IMNIOPTEP, HE BKKOYaun
BUMYCK Cepiii) - 3MiHa Ha3BM

KoHTposnb BMPOOHVKa, BiANOBIfa/IbHOTO 3a
AKOCTI: KOHTPO/Ib AKOCTi cepii roToBol
Micom Jlabc npoaykuii, 6e3 3MiHn Micus
nrta., MansTa; BMpOGHULTBA: 3aTBEPAKEHO:
KoHTposnb NABAHANIZIC C.P.N1. BIA EBPOINA,
AKOCTI: 5, KABAHOBA JIOHATI (PV), 27041,
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ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
dapmasokc ITania / LABANALYSIS S.R.L. VIA
Xenckea /T4, EUROPA, 5, CASANOVA LONATI
ManbTa; (PV), 27041, Italy. 3anponoHoBaHo:
KoHTponb NabaHanisic Maiig CalieHc C.p.n. Bia
SAKOCTI: €spona, 5, KazaHosa JloHarTi (PV),
€BpodpiHc 27041, Itanis / Labanalysis Life
AHaniTikan Science S.r.l. Via Europa, 5,
Cepsices Casanova Lonati (PV), 27041, Italy
XaHrepi K.,
YropuimHa,
KOHTpO/ib
AKOCTI:
Nab6ananisic
Naiidy CaiteHc
C.p.n., Itania
KoHTposb
AKOCTI:
dapmasarnig
Kdr.,
YropLmHa;
BignosigansbHuii
3a BMNYyCK cepil:
AKKoppg, Xenckea
Moncka Cn. 3
0.0. Cknag,
Imnoptepa,
MonbLa;
KoHTpOsb sKocTi
cepii Ta
BTOPVHHE
nakyBaHHS:
AKKoppg, Xenckea
CiHrn Membep
C.A., Ipeuis
169. | TEMO30/10MI Temozolo | Temo3on | LO1AX | kancynu TBepai, AKkop, Icnanis Brpo6HMUTBO IHpia/ BHECEHHS 3MiH 40 peecTpaLinHx 3a UA/19158/01/01
A AKKOPA mide omiz 03 no 20 mr, no 1 Xernckea nikapcbKoro Benuvka martepianis: 3miHu | TUNy - 3MiHK peuyenmo
Kancyniy cawe, C.NYy. 3acoby, BpuTaHi oo 6esnekn/edeKTMBHOCTI Ta M
no 5 cauwe y navui nepBUHHE Ta al hapmakoHarnsgy. BeegeHHs abo
BTOPWHHE ITania/ 3MiHM [0 y3arasibHeHVX JaHuxX npo
nakyBaHHs, Monbwa | cuctemy papmakoHarnagy (BBeAeHHs
KOHTPO/Ib AKOCTI / y3arasibHeHNX JaHnx Npo cuctemy
cepii: IHTAC Manbta/ thapmakoHarnagy, amiHa
SAPMACBIOTIK | Yropwm YNOBHOBaXEHOT 0co6MU,
AN3 NIMITEL, Ha/ BigNoBiganbHOI 3a 34jACHEHHSI
IHais; peuis hapmakoHarnagy; KOHTaKTHoi ocobu 3
Bupo6bHMLTBO hapmakoHarnagy 3asBHuka ans

nikapcbKoro

3fiicCHEHHS1 papMakoHarasgy B




173 ITponoB>xeHHs AojaTKa 3
Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
3acoby, YKpaiHi, AKLW0 BOHa BiAMIHHA Bif
nepBuHHE Ta YNOBHOBaXEHOI 0cobMU,
BTOPUHHE BigNoBiga/IbHOI 3a 34jACHEHHSI
nakyBaHHs1, thapmakoHarnsgy (Bkouvatoum
KOHTPO/Ib AKOCTI KOHTaKTHI AaHi) Ta/abo 3MiHn y
cepii: IHTac

dPapmacbioTikan
3 fliviteq, IHAis;
Jopartkosa
OinbHUUA 3
BTOPUHHOTO
nakyBaHHs:
AKKOP[,
XEJNICKEA
NIMITEL,
Benuka
BpuTaHis;
Jopartkosa
OinbHUUA 3
BTOPUHHOTO
nakysaHHsa: A4/
CAMNI YEWH
(Itanis) CMNA,
ITanis;
Jopatkosa
AinbHUUA 3
BTOPUHHOTIO
naxyBaHHs:
AKKOP[-tOKEM
NIMITEL,
Benuka
BpuTaHis;
Jopartkosa
OinbHUUA 3
BTOPUHHOTO
nakyBaHHs:
CuHonTtuns
IHpacTpian Cn. 3
0.0., MNonbLwa;
KoHTposb
akocTi: Micom
Na6e Ntg.,
ManbTa;
KOHTpO/ib
SAKOCTI:
dapmagokc
Xenckea N4,

MasibTa;

PO3MiLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy). 3miHa
YNOBHOBaXEHOI 0CO6Y 3asBHMKA,
BiANOBIAa/IbLHOI 3a hapMakoHarnsg,.
[itova pepakuia: Apnetta BepuHcbka /
Arletta Werynska. MponoHoBaHa
pepakuisi: Arata leliceBuy / Agata
Gesiewicz.
3MiHa KOHTaKTHUX JAaHuX
YMOBHOBaXeHOI 0cobw,
BiANOBIAA/LHOT 32 hapmakoHarnsg.
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ITponoB>xeHHs AojaTKa 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

KoHTposb
AKOCTI:
€BpodpiHc
AHanitikan
Cepsices
Xanrepi K.,
YropuimHa,
KOHTpO/ib
AKOCTI:
Nab6ananisic
Naiidy CaileHc
C.p.n., ITanis;
KoHTposb
AKOCTI:
dapmasarnig
Kdr.,
YropLmHa;
BignosigansbHuii
3a BMNYyCK cepil:
AKKoppg, Xenckea
Moncka Cn. 3
0.0. Cknag,
Imnoprepa,
MonbLa;
KoHTpOsb sKocTi
cepii Ta
BTOPUHHE
naxyBaHHs:
AKKoppg, Xenckea
Cinrn Membep
C.A,, Npeuis

170.

TEMO3O/IOMI
[l AKKOP,

Temozolo
mide

TEMO30/
omig

LO1AX
03

Kancynv Teepai,
no 100 mr, no 1
Kancyniy cawe,
no 5 cauwe y nauuj

Akkoppg,
Xenckea
C.y.

IcnaHis

Brpo6HMUTBO
nikapcbKoro
3acoby,
nepBUHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/Ib SIKOCTI
cepii: IHTAC
PAPMACBIOTIK
AN3 NIMITEA,
IHais;
Bupo6bHMLTBO
nikapcbKkoro
3acoby,
nepBUHHe Ta
BTOPVHHE

nakyBaHHA,

IHAis/
Benvka
BpuTtaHi

al
ITania/
Monbla
/
ManbTa/
YropLum
Ha/
peuis

BHECEHHS 3MiH 0 peecTpaLinHnx
matepianis: 3miHu | TMny - 3MiHK
oo 6e3snekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHWX AaHnX Npo
cuctemy thapmakoHarnagy (BBegeHHs
y3araslbHeHVX faHux npo cuctemy
hapmakoHarnsgy, amiHa
YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 3AIICHEHHS
thapmakoHarnsgy; KOHTaKTHoi ocobu 3
chapmMakoHarnsgy 3asBHuka ans
3[iiCHEHHs hapmakoHarnagy B
YKpaiHi, KL BOHa BigMiHHA Bif
YNOBHOBaXEHOT 0co6M,
BiANOBIAA/IbHOI 32 3AIICHEHHS
hapMakoHarnagy (Bkayarym

3a
peyerimo
M

UA/19158/01/02




n/n

Hassa
JliKapcbKo20

MixHapo
OHa

Hassa
diroyoi

Koo
ATX

Popma sunycky

3asiBHUK

KpaiHa
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Bupo6HUK
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ITponoB>xeHHs AojaTKa 3

3acoby

HernameH
mosaHa
Ha3zsa*

peyosu
HU

(nikapcbka
¢hopma,
ynakoska)

3asiBHU
Ka

KOHTPO/1b AKOCTI

BUPOGH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

cepii: IHTac
dapmacbioTikan
3 Jlimites, IHAjs;
[opaTkosa
OinbHUUS 3
BTOPUHHOTO
naKyBaHHs:
AKKOP[,
XENNICKEA
NIMITEL,
Benuka
BpuTaHis;
[opaTkosa
OinbHUUS 3
BTOPUHHOrO
nakysaHHsa: A4/
CAMNJII YENH
(Itanis) CMA,
ITanis;
Jopartkosa
OinbHUUA 3
BTOPUHHOTO
nakyBaHHs:
AKKOP[-tOKEW
NIMITEL,
Benuka
BpuTaHis;
[opaTkosa
OinbHUUS 3
BTOPUHHOrO
naxyBaHHs:
CuHonTus
IHpacTpian Cn. 3
0.0., MonbLua;
KoHTposnb
AKOCTi: Micom
Na6ce N1g.,
ManbTa,;
KoHTposb
AKOCTI:
Papmagokc
Xenckea N114,,
ManbTa;
KoHTposnb
AKOCTI:
€podpiHC

AHaniTikan

KOHTaKTHI AaHi) Ta/abo 3MiHu y
po3MilLieHHi MacTep-chaiina cuctemm
hapmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3asBHYIKA,
BiANOBiAa/IbHOI 3a thapmakoHarnsg,.
[itoua pepakuis: Apnetta BepuHcbka /
Arletta Werynska. NponoHoBaHa
pepakuisi: Arata eliceBud / Agata
Gesiewicz.
3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXEHOT 0co6U,
BiANOBIAa/IbHOI 3a hapMakoHarnsg.




176 ITponoB>xeHHs AojaTKa 3
Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
Cepsices
Xanrepi K.,
YropwuHa;
KoHTposb
AKOCTI:
Nab6ananisic
Naiidy CaiteHc
C.p.n., Itanis;
KoHTposnb
SAKOCTI:
dapmasanig,
Kdpt.,
YropuimHa,
BignosiganbHwii
3a BUNycK cepii:
Akkopg Xenckea
Moncka Cn. 3
0.0. Cknag
Imnoprepa,
MonbLya;
KoHTponb skocTi
cepii Ta
BTOPUHHE
nakyBaHHS:
Akkopg Xenckea
CiHrn Membep
C.A,, Npeuis
171. | TEMO30O/IOMI Temozolo | Temo3on | LO1AX | kancynu TBepgi, Akkopg, IcnaHis Bupo6bHMLTBO IHais/ BHECEHHS 3MiH [j0 peecTpaLinHmx 3a UA/19158/01/03
A AKKOP/, mide omig 03 no 140 mr, no 1 Xenckea nikapcbKkoro Benuka martepianis: 3miHu | TUny - 3MiHn peyenmo
Kancyni y cawe, C.JY. 3acoby, BpuTai Loao 6e3nekn/edreKTMBHOCTI Ta M
no 5 cawe y nauui nepBuHHE Ta al thapmakoHarnagy. BeegeHHs abo
BTOPVHHE ITania/ 3MiHW A0 y3arasibHEHUX JaHuX npo
nakyBaHHS, Monbla | cuctemy thapmakoHarnagy (BBegeHHs
KOHTPO/Ib AKOCTI / y3arasibHeHUX AaHvx Npo cucTemy
cepii: IHTAC Manbta/ hapmakoHarnsgy, amiHa
PAPMACBIOTIK | Yropwm YMOBHOBaXeHOT 0cobw,
AN3 NIMITEL, Ha/ BiANOBIAA/IbHOI 3a 3AiAICHEHHS
IHAjs; Ipeuis hapmakoHarnsay; KOHTakTHoOi 0cobu 3
Bnpo6HuuTBO chapmakoHarnsgy 3asBHuka gis
nikapcbKoro 3[ificCHEHHs1 hapMakoHarnagay B
3acoby, YKpaiHi, AKLLO0 BOHA BigMiHHA Bif
nepBuHHe Ta YNOBHOBaXeHOT 0cobwm,
BTOPWHHE BiANOBIAA/IbHOI 3a 3AiAICHEHHS
nakyBaHHs, hapmakoHarniagy (Bkovarun
KOHTPO/Ib SIKOCTI KOHTaKTHI AaHi) Ta/abo 3MiHn y
cepii: IHTac pO3MiLLLeHHI MacTep-ghaiina cuctemm

dapmacbioTikan
3 JlimiTen, IHAjs;

hapmakoHarnsgy). 3miHa
YMNOBHOBaXXEHOI 0CO6U 3asIBHMKA,




Ha3ssa

MixHapo

Ha3ssa

Koo
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ITponoB>xeHHs AojaTKa 3

n/n

JliKapcbKo20
3acoby

OHa
HernameH
mosaHa
Ha3zsa*

diroyoi
pevyosu
HU

ATX

Popma sunycky

(nikapcbka
¢hopma,

ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep

peecmpayitiHo
2o

nocsioYeHHs1

Jopatkosa
AinbHUUA 3
BTOPUHHOTO
naxyBaHHs:
AKKOP[,
XEJICKEA
NIMITEL,
Benvka
BpuTatis;
Jopatkosa
AinbHUUA 3
BTOPUHHOTIO
nakysaHHs: A4/
CANJII YEVH
(Itanis) CMNA,
ITanis;
[opaTkosa
OinbHUUS 3
BTOPUHHOrO
naxyBaHHs:
AKKOP-tOKEW
NIMITEL,
Benvka
BpuTatis;
Jopatkosa
AinbHUUA 3
BTOPUHHOTIO
naxyBaHHs:
CuHonTtus
IHpacTpian Cn. 3
0.0., MonbLua;
KOHTpO/ib
AkocTi: Micom
Na6ce NTa.,
ManbTa;
KoHTposnb
AKOCTI:
dapmasokc
Xenckea Jita.,
MaibTa,
KOHTpO/ib
AKOCTI:
€BpodoiHC
AHnanitikan
Cepgices
XaHrepi K.,
YropLmHa;

KoHTposb

BiANOBIAA/ILHOT 32 hapmakoHarnsg.
[itoua pepakuis: ApneTta BepuHcbka /
Arletta Werynska. MponoHoBaHa
pepakuisi: Arata eliceBuy / Agata
Gesiewicz.
3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXeEHOT 0cobu,

BiANOBIAa/IbHOI 3a thapmakoHarnsag,.




178 ITponoB>xeHHs AojaTKa 3
Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
AKOCTI:
Nab6ananisic
Navidy CaiteHc
C.p.n., Itanis;
KoHTpOsib
AKOCTI:
dPapmaBanig
Koo,
YropuwuHa;
BignosiganbHuii
3a BUNycK cepii:
Akkopg Xenckea
Moncka Cn. 3
0.0. Cknag
ImnopTepa,
MonbLua;
KoHTponb skocTi
cepii Ta
BTOPVHHE
nakyBaHHS:
Akkopg Xenckea
Cinrn Membep
C.A., I'peuia
172. | TEMO30/10MI Temozolo | Temo3on | LO1AX | kancynu TBepai, AKkopA, Icnanis Brpo6HMUTBO IHpia/ BHECEHHS 3MiH A0 peecTpaLinHmx 3a UA/19158/01/04
4 AKKOPL, mide omizg 03 no 180 mr, no 1 Xernckea nikapcbKoro Benuka mMartepianis: 3miHu | TUNy - 3MiHK peuyenmo
Kancyniy cawe, C.NYy. 3acoby, BpuTaHi oo 6esnekn/edeKTMBHOCTI Ta M
no 5 cauwe y navui nepBUHHE Ta al hapmakoHarnsgy. BeegeHHs abo
BTOPWHHE ITania/ 3MiHM [0 y3arasibHeHVX JaHuxX Npo
nakyBaHHs, Monbwa | cuctemy papmakoHarnagy (BBeAeHHs
KOHTPO/Ib AKOCTI / y3arasibHeHNX JaHnx Npo cuctemy
cepii: IHTAC Manbta/ thapmakoHarnagy, amiHa
SAPMACBIOTIK | Yropwm YNOBHOBaXEHOT 0co6U,
AN3 NIMITEL, Ha/ BigNoBiganbHOI 3a 34jACHEHHSI
IHais; peuis hapmakoHarnagy; KOHTakTHoi ocobu 3
Bupo6bHMLTBO hapmakoHarnagy 3asBHuka ans
nikapcbKoro 3[iicCHEeHHS1 hapMakoHarnsgy B
3acoby, YKpaiHi, K0 BOHA BiAMIHHA Bif
nepBuHHE Ta YMOBHOBaXEHOI 0cobM,
BTOPUHHE BignoBiganbHOI 3a 34iACHEHHSI
nakyBaHHs, chapmakoHarnsgy (Bkiovaoumn
KOHTPO/Ib SIKOCTI KOHTaKTHI AaHi) Ta/abo 3MiHn y
cepii: IHTac pO3MiLLeHHI MacTep-ghaiina cuctemm

dapmacbioTikan

3 fliviteq, IHAis;
Jopartkosa
OinbHUUA 3
BTOPUHHOTO
nakyBaHHs:

thapmakoHarnagy). 3miHa
YMOBHOBaXEHOI 0CO6Y 3asBHMKA,
BiANOBIAa/IbLHOI 3a thapMakoHarnsg,.
[itova pepakuin: Apnetta BepuHcbka /
Arletta Werynska. MponoHoBaHa
pegakuisi: Arata leiiceBud / Agata




n/n

Hassa
JliKapcbKo20

MixHapo
OHa

Hassa
diroyoi

Koo

Popma sunycky

KpaiHa

179
Bupo6HUK
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3acoby

HernameH
mosaHa
Ha3zsa*

peyosu
HU

ATX

(nikapcbka
¢hopma,
ynakoska)

3asiBHU
Ka

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

AKKOP/[,
XEJNICKEA
NIMITEL,

Benuka
BpuTaHis;
Jopartkosa
OinbHUUA 3
BTOPUHHOTO
nakysaHHsa: A4/
CAMI YEWNH
(Itanis) CMNA,
ITanis;
Jopatkosa
AinbHUUA 3
BTOPWHHOIO
nakyBaHHs:
AKKOP[-tOKEM
NIMITEL,
Benuka
BpuTaHis;
Jopartkosa
OinbHUUA 3
BTOPUHHOTO
nakyBaHHs:
CuHonTtuns
IHpacTpian Cn. 3
0.0., MNonbLwa;
KoHTposb
SKOCTi: Micom
Na6e Ntg.,
ManbTa;
KOHTpO/ib
SAKOCTI:
dapmagokc
Xenckea N4,
ManbTa,;
KoHTposb
SAKOCTI:
€BpodpiHc
AHaniTikan
Cepsices
Xanrepi K.,
YropuimHa,
KOHTpO/ib
SAKOCTI:
NabaHanisic
Naiidy CaileHc

C.p.n., Itanis;

Gesiewicz.
3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXeHOT 0cobw,
BiANOBIAabLHOT 32 hapmakoHarnsg.
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ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
KoHTposb
AKOCTI:
dapmasarnig
Kdr.,
YropLmHa;
BignosigansbHuii
3a BMNyCK cepil:
AKKoppg, Xenckea
Moncka Cn. 3
0.0. Cknag,
Imnoprepa,
MonbLa;
KoHTpOsb sKocTi
cepii Ta
BTOPVHHE
nakyBaHHS:
AKKoppg, Xenckea
Cinrn Membep
C.A,, Npeuis
173. | TEMO30/10MI Temozolo | Temo3on | LO1AX | kancynu Teepai, AKkopg, Icnanis Brpo6HMUTBO IHpis/ BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/19158/01/05
[ AKKOPJ, mide omig, 03 no 250 mr, no 1 Xenckea nikapcbKoro Benwuka matepianis: 3miHu | TMny - 3MiHK peyenmo
Kancyniy cawe, C.Yy. 3acoby, BpuTtaHi oo 6e3snekn/edekTMBHOCTI Ta M
no 5 cawe y nauui nepBUHHE Ta a/ thapmakoHarnagy. BeeaeHHs abo
BTOPUHHE ITanis/ 3MiHM A0 y3arasiHEHUX JaHuX Mpo
nakyBaHHs, Monbla | cuctemy chapmakoHarnagy (BBegeHHs
KOHTPO/Tb SAKOCTi / y3arasibHeHuX gaHux npo cucrtemy
cepii: IHTAC Manbta/ hapmakoHarnsgy, amiHa
PAPMACBIOTIK | Yropum YNOBHOBaXEHOT 0co6M,
AN3 NIMITEL, Ha/ BiANOBIAA/IbHOI 32 3AIICHEHHS
IHAjs; peuis hapmakoHarnsgy; KOHTakTHoi ocobu 3
Bnpo6HuLTBO chapmakoHarnsgy 3asBHuka ans
nNiKapcbKoro 3[iiCHEHHS hapmakoHarnagy B
3acoby, YKpaiHi, KL BOHA BigMiHHA Bif
nepBUHHe Ta yNOBHOBaXeHOT 0cobwm,
BTOPVHHE BiANOBIAA/IbHOI 32 3AIICHEHHS
nakyBaHHS, chapmakoHarnsgy (Bkiovanoum
KOHTPO/Ib AKOCTI KOHTaKTHi faHi) Ta/abo 3MiHN y
cepii: IHTac pO3MiLLeHHI MacTep-ghaiina cuctemm

dapmachioTikan
3 JlimiTes, IHAjs;
[opaTkosa
OinbHUUS 3
BTOPVHHOTO
nakyBaHHS:
AKKOP[,
XEJNICKEA
NIMITEL,
Benunka

thapmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYIKA,
BiANOBIAA/IbHOI 32 hapmakoHarnsga.
[itoua pepakuis: Apnetta BepuHcbka /
Arletta Werynska. MNponoHoBaHa
pepakuis: Arata lelicesuy / Agata
Gesiewicz.
3MiHa KOHTaKTHUX AaHux
YNOBHOBaXXEHOT 0co6MU,
BiANOBiAa/IbHOI 32 hapMakoHarnsga.
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Hassa
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KpaiHa
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3acoby

HernameH
mosaHa
Ha3zsa*

peyosu
HU

(nikapcbka
¢hopma,
ynakoska)

3asiBHU
Ka

BUPOGH
uKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

BpuTaHis;
[opaTkosa
OinbHUUS 3
BTOPUHHOrO

nakysaHHsa: A4/
CAMNJII YENH
(Itanis) CMA,

ITanis;

Jopartkosa
OinbHUUA 3
BTOPUHHOTO
nakyBaHHs:
AKKOP[-tOKEW
NIMITEL,

Benuka

BpuTaHis;
[opaTkosa
OinbHUUS 3
BTOPUHHOrO
naxyBaHHs:
CuHonTus

IHpacTpian Cn. 3

0.0., MonbLua;
KoHTposnb

AKOCTi: Micom
Na6ce N1g.,

ManbTa,;
KoHTposb

AKOCTI:

Papmagokc
Xenckea /1714,
ManbTa;
KoHTposnb
AKOCTI:
€pocpiHC
AHaniTikan
Cepsices
Xanrepi K.,
YropwuHa;
KoHTposb
AKOCTI:
NabaHanisic
Naiidy CaiieHc
C.p.n., Itanis;
KoHTposnb
AKOCTI:
dapmasanig,

K.,
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ITponoB>xeHHs AojaTKa 3

Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
YropumHa,
BignosiganbHuii
3a BUNycK cepii:
Akkopg Xenckea
Moncka Cn. 3
0.0. Cknag
Imnoprepa,
MonbLya;
KoHTponb skocTi
cepii Ta
BTOPUHHE
nakyBaHHS:
Akkopg Xenckea
CiHrn Membep
C.A,, lNpeuist
174. | TEO®INIH Theophylli | Teodini - NOpPOLLIOK ToBapuct | YkpaiHa | LaHgoH A3iHxya Kutaii BHECEHHS 3MiH 0 peecTpaLiinHmx - UA/4453/01/01
BE3BOAHUIN ne H (cybeTaHuis) y BO 3 dapmacbioTikan marepianis: 3miHu | Tuny - 3miHn 3
6e3BodH nakeTax [04aTKOBO Ko., NTAa. akocTi. CepTudikaT BignosigHocTi/l E-
niA noAaBIliHMX i3 10 cepTudikaT BiANOBIAHOCTI
nniBkn Bignosiga €Bponeicbkii
nonieTuaeHoBol NbHICTIO thapmakonei/moHorpadii. NMogaHHSA
ONns BUpo6HMLUTBA "IHTEPXI HOBOro abo OHOB/MEHOro cepTudpikata
HecTepuIbHUX M BIANOBIAHOCTI 260 BUNYYEHHS

NiKapcbknx hopm

cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei: ana Adl;
Ans BUXigHoro
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI API; ANt 4ONOMIXHOT
peyoBMHYM (cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkilt hapmakonei) -
OHoBeHuii cepTudikar Bif yxe
3aTBepHKEHOro BUpo6HUKa. MNogaHHA
OHOBJIEHOTO cepTudikaTa
BIANOBIAHOCTI EBpONeNnchbkili
chapmakonei CEP 1998-004-Rev 08
(3aTBEepaxeHo: CEP R1-CEP 1998-
004-Rev 06) gns A®I Big yxe
3aTBepmAxeHoro BupobHuka Shandong
Xinhua Pharmaceutical Co., Ltd,
China. CynyTHs 3miHa - 3MiHu 3
akocTi. A®l. KoHTtponb A®I (iHwi
3MiHW) - 3aMpPOMNOHOBaHI 3MiHN Y
MeTogax KOHTPO/IH0 AKOCTI
nikapcbKoro 3acoby Ta
peecTpauiiiHoMy NOCBiAYEHHI Ha
aKTVBHWIA hapmaL,eBTUYHWI
iHrpeflieHT HOCATb peaakLiiHuniA
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
XapakTep Ta BHECEHi 3 MeTO
rapmoHi3aujii peecTpauiliHoro gocbe i3
YMHHOIO AOKyMeHTaLli€l0 BUPOGHMKa
[Lito40i pevoBUHW. 3aTBEPKEHO:
TepmiH npugaTHocTi 5 pokis.
MixHapogHa HenaTeHToBaHa Ha3Ba:
Theophylline Anhydrous.
3anponoHoBaHo: TepMiH
nepekoHTposIo 5 pokis. fitova
peyoBuHa: TeodiniH
175. | TIBOMAKC- arginine apriHiHy | BO5X po3unH Ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/13827/01/01
OAPHUUA hydrochlor | rigpoxno | BO1 iHdpy3i, 42 mrimn, | “"®apmaue "®apmaLeBTUYH mMarepianis: 3miHu | Tuny - peyenmo
ide pua no 100 mny BTUYHA a thipma AOMiHICTPaTUBHI 3MiHW. BunyyeHHs M
thnakoHi; no 1 ipma "fapHuus” BMPOGHWYOT AinbHNL (BKIHOYAKOUM
chnakoHy B nau; "NapHuus” AinbHuui ana A®l, npomikHoro
no 100 mny NpoAyKTY abo roToBOro Nikapcbkoro
thnakoHax 3acoby, AinbHNLi 418 NpoBEAEHHS
nakyBaHHS, BUPOBGHMKa,
BiANOBIAA/ILHOrO 3a BUNYCK Cepiid,
MicLLle NPOBEeAEHHS KOHTPOIO cepii)
abo nocravasibHMKa BUXIiAHOrO
mMaTtepiany, peareHTy abo 4OMNOMIDKHOI
PEeYoBUHM (SKLLO 3a3HAYEHO Y [OCbE).
BunyueHHs doipMu-Brupo6Huka AdI
ApriHiny rigpoxnopug Kyowa Hakko
Bio Co., Ltd., Japan
3arBepaKeHo:
Kyowa Hakko Bio Co., Ltd., Japan
SHANGHAI PLUMINO AMINO ACID
CO., LTD., China
3anponoHoBaHo:
SHANGHAI PLUMINO AMINO ACID
CO., LTD., China
TepMiH BBEAEHHS 3MiH NPOTAroM 6
MicsLiB NiCNsA 3aTBEPKEHHS.
176. | TOBPUHEKCT Dexameth | To6pami | SO01C Kpansi O4YHi, BIOCAWH | Cnosay PA®APM CA peuis BHECEHHS 3MiH 40 peecTpalinHmx 3a UA/17537/01/01
KOMBI asone and | UuH Ta AO01 cycneHsis, no 5 creyn bka martepianis: 3miHa 3asaBHuka /13 peyenmo
antiinfectiv | gekcame M cycneHsii y NABOPAT | Pecny6n (MIBM) (BNacHuka peecTpawinHoro M
es Ta3oH doNnakoHi- OPI3 ika noceigyeHHs) (3rigHo Hakasy MO3 Big
KpanesbHuui, no 1 c.p.o. 23.07.2015 Ne 460): BHeceHO 3MiHM B
hnakoHy- TEKCT MapKyBaHHA BTOPUHHOT
KpanesbHuLi y YyNakoBKW y NMYHKT 11. TepMiH
KapTOHHI KOpoo6Li BBEJEHHS 3MiH - MPOTAroM 6 micsLis
nicns 3aTBepkKeHHs.
177. | TONOTEKAH topotecan Tonotek | LOLCE | koHuUeHTpaT ans Akkopg, Monbwa Brpo6HMLUTBO IHais/ BHECEHHS 3MiH 0 peecTpavLinHmx 3a UA/17720/01/01
AKKOPL aHy 01 po3uunHy ana Xenckea roToBOro Benuvka marepianis: 3miHu | Tuny - 3miHu 3 peyenmo
rigpoxno iHdpysilA, 1 mr/mn; Moncka nikapcbKoro BpuTaHi SKOCTIi. [OTOBWIA NTikapCbKuMii 3aci6. M
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
pua no 1 mn a6o no 4 Cn. 3.0.0. 3acoby, al 3MiHU y BUPOGHMLTBI. 3amiHa abo
M/1 KOHLUEeHTpaTy y nepBuUHHE, YropLum BBEAEHHS A0AATKOBOT AiNIbHULL
CKNIAHOMY BTOPVHHE Ha/ BMPOOHMLTBA 151 YACTUHM ab0 BCbOro
dhnakoHi; no 1 nakyBaHHs, Monblya BMPOGHNYOro nNpoLecy rotToBoro
hnakoHy y KOHTpO/b AKocTi | / peuis nikapcbkoro 3acoby (AinbHUUA ANs
KapTOHHI KOpoo6Li cepii: BTOPWHHOIO NakyBaHHS) - floAaBaHHS
IHTac BMPOGHMKA BIAMNOBIAA/ILHOIO 3a
dapmacbioTikan BTOPUHHE NaKyBaHHsA: AKKOPA,
3 JlimiTea, IHAjs; Xenckea CiHrn Membep C.A., Ipeuis /
BTopuHHe Accord Healthcare Single Member
nakyBaHHs: S.A., Greece. 3MiHu | TUny - 3MiHK 3
Akkopg, Xenckea AKOCTI. [0TOBWIA Nikapcbknii 3aci6.
NimiTen, Benvka 3MiHV Y BUPOOHULTBI. 3MiHa
BpuTanis; iMnopTepa/3aMiHu, Lo CTOCYTbCA
KoHTposnb BWMYCKY Cepii Ta KOHTPOSIHO SKOCTI
AKOCTI: roTOBOrO NiKapCbKOro 3acoby (3aMiHa
€pocpiHC abo fofaBaHHA AiNbHUL, Ha SAKIA
AHaniTikan 3[iiCHI0ETLCSA
Cepsices KOHTPO/b/BUNPOBYBaHHSA cepi)
Xanrepi K., [lopaBaHHsA BUPOGHYMKa
YroplumHa; BiANOBIAA/ILHOIO 3a KOHTPO/Ib SAKOCTI
KoHTposb cepiii: Akkopg Xenckea CiHrn Memb6ep
SAKOCTI: C.A., I'peuist) / Accord Healthcare
DAPMABANIA, Single Member S.A., Greece
nra.
Mikpob6ionoriyHa
naboparopis,
YropumHa,
BignosiganbHwii
3a BUNycK cepii:
Akkopg Xenckea
Moncka Cn. 3
0.0. Cknag
Imnoprepa,
MonbLya;
BTOPVHHE
nakyBaHHs,
KOHTPO/Ib AIKOCTI
cepii:
Akkopg Xenckea
CiHrn Membep
C.A,, Npeuis
178. | TPAHKBITIAP® | temgicoluri | Temrikon | NO6B Tabnetkn no 0,3, ToBapucT | YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/8851/01/01
IC | ypun X21 no 10 TabneTok y BO 3 [04aTKOBOKO marepianis: 3miHu | Tuny - 3miHn 3 peyenmo
6nicTepi; no 2 [04aTKOBO BignoBigasbHICT AKOCTi. [0TOBWIA Nikapcbkunii 3acib. M
6nictepy B nauuj 3 10 10 "IHTEPXIM" Cuctema
KapToHy Bignosiga KOHTeliHep/3aKyrnopoBasibHWii 3acib.
NBHICTIO 3MiHa dhopmu abo po3mipy
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
"IHTEPXI KOHTeliHepa 4un 3aKynoptBaslbHOro
M 3ac06y (NepBUHHOT yNakoBKK)
(HecTepunbHI nikapcbki 3aco6m)
36i/1bLIEHHA TEOMEeTPUYHOT0 PO3Mipy
nepBrHHOI ynakoBku (bnictepa) /13, i3
BiANOBIAHOIO 3MiHOK PO3MIpYy
BTOPVHHOI YNakoBku (navku).
MaTepiasin nepBMHHOI Ta BTOPUHHOT
YyNakoBKn He 3MiHnAncA. CynyTHS
3MiHa- 3MiHu 3 AKocTi. [oToBWMiA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoploBasibHUIA 3aci6
(iHWi 3miHW). BBEAEHHS 3MiH NPOTAroM
3-Xx MicsLiB MiC/1S 3aTBEPKEHHS.
179. | ®PAPMALINTPO | Paracetam | napauet | NO2B MOPOLLIOK ANs dapmacaii | Kanaga BMPOGHMLITBO KaHapga/ BHECEHHS 3MiH 40 peecTpaLinHmx 6e3 nionse UA/6249/01/02
H ol, amon E51 OpasIbHOro HC [HK. Hepo3chacoBaHo | ®paHuis martepianis: 3MiHu | TUny - 3MiHK 3 peuenma ae
combinatio | (auetami po3unHy, Mo 23 r ro NpoAaykTy, AKOCTI. [OTOBWIA Nikapcbkunin 3aci6.
ns excl. HocbeH), MOPOLLKY Y nepBUHHe Ta KOHTpO/b roTOBOrO /1iKapCbKoro
psycholept | cheHine naketax; no 23 r BTOPWHHE 3aco6y. 3miHa napameTpis
ics hpuHy MOPOLLIKY Y NakeTi; nakyBaHHs, cneuudikauin Ta/abo gonycTummx
rigpoxno no 10 nakeTiB y KOHTPO/Ib AKOCTI, MeX roTOBOro NiKapcbkoro 3acoby
pua, KapTOHHI KOpoo6Li BUNYCK cepi: (BUNYYEHHA HE3HAYHOTO NOKa3HUKa
peHipam dapmacaiHc (Hanpuknag, 3acTapifioro NokasHvka,
iHY IHk., Kanaga; Takoro sk 3anax Ta cmak, abo
Masneart, BMPOBHULITBO iaeHTudiKaLin 6apBHUKIB YN CMAKOBUX
Kucnota Hepo3dacoBaHo [06aBOK)) - BUy4YeHHs iHhopmai
ackop6iH ro NpoAaykKTy, LLl0A0 3anaxy Ta cmaky 3i cneuudikadii
oBa nepBuHHE Ta N3 3a noka3HUKOM «Onnc». 3MiHK
BTOPVHHE BHECEHO B po3Ain "OCHOBHI hi3nko-
nakyBaHHs: XiMiYHi BNacTMBOCTI" B IHCTPYKLUilo ANns
KoHdab MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro
Na6opaTtopic 3acoby. BBeeHHS 3MiH NpoOTArom 6-Tu
IHK., KaHaga; MiCALIB MiCNSA 3aTBEPIKEHHS.
BMPOBHULITBO
Hepo3acosaHo
o MPOAYKTY;
nepBUHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BUMNYCK cepil:
Jenbdhapm
OpneaH,
PpaHuis
180. | POCPOKOK fosfomycin | dhocchom | JOIXX | rpaHynu ans MicTtpan AHrNIA Nab6iaHa IcnaHis BHECEHHS 3MiH 0 peecTpavlinHmx 3a UA/20101/01/01
iLHY 01 OpasIbHOro Kenitan dapmacbioTikan mMartepianis: 3miHu | TUny - 3MiHK peyenmo
TpomeTa PO34MHY no 3 r; no MeHe KM c, CJLY. o0 6e3nekn/edpekTMBHOCTI Ta M
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
MyBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

Mon

8 1 rpaHyn y calue;
no 1 a6o 2 cawe B
KapTOHHI navi

eHT
Nimiteq

thapmakoHarnagy. BHeceHHs abo
3MiHa(1) L0 3060B'A3aHbL Ta YMOB
BMAAYi peecTpauiiiHoro noceig4YeHHs,
BK/IOYaoum MnaH ynpasniHHA
pr3nkamMm (3acToCyBaHHA TEKCTY, AKWi
MOrOMKEHNI 3 KOMMETEHTHNM
opraHom).
3asBHWUKOM HalaHO OHOBJIEHWIA NNaH
ynpasniHHA pu3vkamu Bepcis 1.0
3MiHM BHECEHO [J0 YaCTUH:
| «3aranbHa iHthopmauis»,

Il «Cneundikauis 3 6e3nekns,
IV»InaHu wopo nicnspeecTpauinHnx
[ocnigpkeHb epeKTUBHOCTI»,

V «3axoau 3 MiHiMi3auii pu3ukiB»,
VI «Pe3tome nnaHy ynpasniHHA
pusnkamm»

VII «lopaTtkn» y 3B'A3Ky 3
OHOBJIEHHSIM creumdikauii 3 6e3neku
Aio40oi peyoBrHY hochomiLmH,
BignosigHo Ao CMDh, a Takox y
3B'AA3KY i3 3MiHOI hopmarty BifnosigHO
no sumor Evaluation Guidance on the
format of the risk management plan
(RMP) in the EU — in integrated
format. 31 October 2018
EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2
Human Medicines).

Pestome nnaHy ynpasniHHS pusukamu
Bepcia 1.0 gogaetbes.

181.

XENNEKC®
AHTUKONLA
HEO IMBUP
BE3 LLYKPY

Paracetam
ol,
combinatio
ns excl.
psycholept
ics

napauet
amon,
nesouet
NPpU3NHY
aurigpox
nopwvg,

NO2B
E51

MOPOLLIOK A5
opasibHOro
pPO34mnHy; no 2,51
MOPOLLIKY B calle;
no 10 cawey
KapTOHHIN nayui

TOB
«MoBi
Xenc»

YKpaina

Annekc ®apma
CA

LLselina
pis

BHECEHHS 3MiH A0 peecTpaLinHmx
martepianis: 3MiHu | TUny - 3MiHK 3
akocTi. CepTtudikaT BignosigHocTi/lE-
cepTudikaT BiAMNoBIAHOCTI
€Bponeiicbkiit
thapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudikata
BiAMNOBIAHOCTI a60 BUTyYEHHS
cepTuchikaTa BiANOBIAHOCTI
€Bponeiicbkit hapmakonei: ana Adl;
ONs BUXIAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI A®I; Ana ONOMDKHOT
peyoBuHYM (cepTudikat BiANOBIAHOCTI
€Bponelicbkili dhapmakonei) - HoBuiA

6e3
peyenma

UA/17631/01/01
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Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HenameH | pe4osu ¢hopma, Ka ukKa HsT** 20
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*
cepTuqikaT Bif BXe 3aTBEPKEHOI0
BMPOGHMKa. MNogaHHSa HOBOTO
cepTudikaTy BiAMNOBIAHOCTI
€Bponeiicbkili hapmakonei Ne CEP
2025-384 - Rev 00 (3aTBEPAXKEHO:
mMacTtep-aiin) Ha AdI
NeBOLETUPU3VHY AUTIAPOXTOPUS, Big,
BXE 3aTBEPKEHOr0 BUPOOHMKA
Symed Labs Limited (Unit-11), India.
182. | LMNPOPNOKC | ciprofloxac | uunpod - NMOPOLLOK AT YkpaiHa Hbtonenp, IHAjsA BHECEHHS 3MiH 0 peecTpaLinHmx - UA/6128/01/01
AUNHY in nokcauu (cybeTaHuis) B «dapmak» Na6opeTopis marepianis: 3miHu | Tuny - 3MiHK 3
rigpoxnorug HYy noABiiHMX NiviTen akocTi. CepTudpikaT BignosigHOCTI/lE-
rigpoxno nonieTnIeHoBMX cepTudikart BiANOBIAHOCTI
pva, nakeTax (30BHiLLHi €Bponeiicbkii

YOpPHiI) aAna
thapmavneBTUUHOr
0 3aCTOCYyBaHHS

hapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOBNEHOro cepTucpikata
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudpikata BiANoBIAHOCTI
€poneiicbkinn hapmakonei: ana Adl;
ONs1 BUXiAHOTO
matepiany/peareHTy/nPoMbKHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMLTBI A®I; ANt [ONOMIXHOT
peyoBuHY (cepTuddikat BiAMNOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBreHWiA cepTudikar Bif yxe
3aTBEPAKEHOrO BUPOGHMKA - MogaHHA
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne CEP 2000-405-Rev 12
(3atBepmxeHo: R1-CEP 2000-405-Rev
11) pnsa A®| LiunpodpnokcauyHy
rigpoxnopug, nopoLuok (cybcraHuis)
Bifl BXX€ 3aTBEPAKEHOr0 BUPOOHUKA
NEULAND LABORATORIES
LIMITED, Ingis.
Aitoua pepakuis:
CEP of holder:

NEULAND LABORATORIES LIMITED
Sanali Info Park, A" Block, Ground
Floor,
8-2-120/113, Road No. 2, Banjara Hills
India - 500 034 Hyderabad, Telangana
Production of Ciprofloxacin
Hydrochloride:

NEULAND LABORATORIES LIMITED
Unit-Il
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ITponoB>xeHHs AojaTKa 3
Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*

Plot Nos. 92, 93, 94, 257, 258, 259,
IDA, Pashamylaram Patancheru
Mandal, Sangareddy District India502
319 Isnapur Village, Hyderabad,
Telangana
NEULAND LABORATORIES LIMITED
Unit-11
Survey No. 10, Plot No. 3-72, IDA,
Gaddapotharam, Jinnaram Mandal,
Sangareddy District, India-502 319
Hyderabad, Telangana.
P Po3gin «BupoGHuK(w)
nikapcbKoro
3aco0y»:
Helonenp NaGopetopis /limiTen,
IHain
HOHiT Il
Mnot Hoc. 92, 93, 94, 257, 258,259,
I0A,
Nawaminapam, MaTtaHuepy MaHgan,
CaHrapepi
LicTpikT, IHAia — 502 319 IcHanyp
Binnigx, Xaigepabas, TenaHraHa,;
Neuland Laboratories Limited, India
Unit-Il
Plot Nos. 92, 93, 94, 257, 258, 259,
IDA, Pashamylaram Patancheru
Mandal, Sangareddy District India 502
319 Isnapur Village, Hyderabad,
Telangana;
HbloneHg NaGopetopis Nlimiten,
IHain
HOHiIT Il
Ciopseli Ho. 10, Mnot Ho. 3-72, IJA,
Fappanosapam, MxiHHapam MaHgan,
CaHrapepgi JicTpikT, IHais -502 319
Xeligepabap, TeneHraHa.
Neuland Laboratories Limited, India
Unit-lll
Survey No. 10, Plot No. 3-72, IDA,
Gaddapotharam, Jinnaram Mandal,
Sangareddy District, India-502 319
Hyderabad, Telangana
MponoHoBaHa peAakLisn:
CEP of holder:
NEULAND LABORATORIES LIMITED
11th Floor (5thLevel), Phoenix IVY

Building
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ITponoB>xeHHs AojaTKa 3
Ne Hassa MixHapo Hassa Koo Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 OHa ditoyoi ATX (nikapcbka 3as8HU BUPOGH gionycky | mysaH | peecmpayiliiHo
3acoby HerlameH | pe4yosu ¢hopma, Ka uka HST** 2o
mosaHa HU ynakoska) nocsioyeHHs1
Hassa*

Plot no. 573A-1ll, Road No 82, Jubilee
Hills India — 500 033, Hyderabad,
Telangana State
Site(s) of production of the substance:
NEULAND LABORATORIES LIMITED
Unit-11
Survey No. 10, Plot No. 3-72
Gaddapotharam village, Jinnaram
Mandal
India - 502 319 Sangareddy District,
Telangana State
P Po3gin «BupoGHuK(w)
NiKapCcbKOro 3aco6y»:
HbloneHng NaGopetopis flimites,
IHain
HoHiT I
Ciopseii Ho. 10, Mnot Ho. 3-72,
lapaanosapam, Binnigx, JxiHHapam
MaHnpan, IHgia 502 319 CaHrapengi
Lictpikt, TeneHraHa Ctelit
Neuland Laboratories Limited, India
Unit-1ll
Survey No. 10, Plot No. 3-72
Gaddapotharam Village, Jinnaram
Mandal India -502 319
Sangareddy District, Telangana State
3MiHu | TURY - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTi/TE-
cepTudikart BiANoBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOBNEHOro cepTucpikata
BiANOBIAHOCTI 260 BUyYEHHS
cepTudikaTa BigNoBIAHOCTI
€sponeiicbkili hapmakonei: gns Adl;
ONsi BUXiAHOTO
mMatepiany/peareHTy/nPoOMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y
BMPO6HULTBI A®I; ANs LONOMIKHOT
peyoBUHM (CepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) -
OHoBeHWIA cepTudikar Bif yxe
3aTBEPAKEHOrO BUPOGHMKA - MogaHHA
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne CEP 2000-405-Rev 13
ana A®l LinnpocbnokcauuHy

rifpoxsiopua Bif BXe 3aTBEpIKEHOro
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ITponoB>xeHHs AojaTKa 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapo
OHa
HernameH
mosaHa
Ha3zsa*

Hassa
diroyoi
pevyosu
HU

Koo
ATX

Popma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asa8HU
Ka

Bupo6HUK

KpaiHa
BUPOGH
ukKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBsaH
Hs**

Howmep
peecmpayitiHo
2o
nocsioYeHHs1

BMpo6HMKa NEULAND
LABORATORIES LIMITED, IHgia. fk
Hacnigok, Bigbymcb 3MiHN B
crneundikaLii Ta MeToAax KOHTPOsII0
MK$A cy6cTaHuii 3a nokasH1kamu:
«pH», «[lomilka A», «30BHILLHIA
BUINA4, PO34MHY», «CynpoBifHi
OOMILLKM», «3a/INLLKOBI KiTbKOCTi
OpraHiYHNX PO3UYVHHUKIB», BUSTyHYEHO
nokasHukK - «MikpobionoriyHa
yncToTar, «HacunHa, ryctmHa,
«Po3mip yacTok» y 3B'A3Ky 3
npuBeAeHHAM [0 BUMOT crieundikawii,
fAka HassHa B CEP. MNpuseneHo onuc
po3ainy YnakoBka y BignoBigHICTb [0
sumor CEP. 3aTBepXeHo:
YMNAKOBKA B noggiliHi nonietuneHosi
nakeTun, BKIageHi B No/i-eTU/IEHOBI
6apabaHun. 3anponoHOBaHO:
YMNAKOBKA B noggiliHi nonietuneHosi
nakeTu (30BHILLHI YOpHWIA), BKNageHi
B noni-eTnneHoBi 6apabaHun. 3MiHn |
TUny - 3MiHu 3 akocTi. CepTuddikat
BignosigHocTi/lE-cepTudikat
BiAANOBIAHOCTI EBpoONechbkili
thapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HeOOXiJHICTIO MPUBEAEHHS
y BiANOBIZAHICTb A0 MOHOrpadii 4PY
abo €sponelicbkol thapmakonei, abo
iHLIOT HaujoHasIbHOT dhapmakonel
nepxasun €C (iHWi 3MiHK) - BHeceHHs
3MiH 0 crneumndikayii/meTogis
KOHTpOs0 ans Adl
Linnpodhnokcauunny rigpoxnopug
BMpo6HMUTBa NEULAND
LABORATORIES LIMITED, IHgisa 3a
nokasHukamu «lgeHTtundikauis»,
«[omilka A».

* gionosioHo Ao iHghopmayii ogpiyitiHozo calimy Lienmpy BOO3 o cnisnpayi 8 Memodosioaii cmamucmuurux docnioxens (https://www.whocc.no/atc_ddd_index/)
** pa3i BHECEHHSI 3MiH 00 IHCMPYKUIT PO MeouYHe 3acmocyBaHHs

HauvanbHuK

dapmaleBTUYHOr0 yNpaB/IiHHSA

Onekcanap I'PIHEHKO



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

ITEPEJIIK

AopaTok 4

[0 Haka3y MiHicTepcTBa OXOPOHMU
3popoB’a  YkpaiHm «[po  pepxaBHY
peecTpauiio (nepepeecTpaliiio)
NiKapCbKNUX 3aco6iB (MeanYHNX
iMyHOGionoriyHux npenaparis) Ta
BHECEHHA 3MiH A0  peecTpauiiiHux
marepianis»

Bif 21 cepmas 2026 poky Ne 1164

JIIKAPCBKIX 3ACORIB, IKVM BIJIMOBJIEHO B JIEP)KABHIV PEECTPAIIIL, IIEPEPEECTPAIIIl ABO Y
BHECEHHI 3MIH /IO PEECTPAI[IMHNX MATEPIAJIIB

Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina lliocmasa lMpoyedypa
n/n NliKapcbKo20
3acoby
1. NANPOHEKCT Kpanni O4Hi, po34nH, BIOCAMHC CnoBaubka BB® HimeuuunH 3acigaHHa HTP BigMoBuUTM y 3arBepfKeHHi - 3MiHM | Tuny - 3MiHM  WOAO
50 mkr/mn; no 2,5 reyn Pecnybnika | CrepinizeliwHce | a/ Mpeuist Ne 30 Big 6e3nekn/edekTVBHOCTI Ta (hapMakoHarnagy. BBefeHHs abo 3MiHM [0
MY ¢pr1akoHi- NABOPATO epsic, 30.07.2026 y3araslbHeHUX faHux nNpo  cuctemy dpapmakoHarnagy  (BBeOeHHS
KpanenbHuLj; no 1 PI3 c.p.o. HimevunHa y3arasibHeHX JaHux nNpo cuctemy hapmMakoHarnisgy, 3miHa YnoBHOBaXKEHOI
donakoHy- (cTepusizauis ocobwu, BignoBiganbHOT 3a 34iCHEHHA hapMakoHarisay; KOHTakTHOT ocoou 3
KpanenbHuui y nepBUHHOT hapmakoHarnsagy 3asiBHUKa ANA 34iACHEeHHs dhapmakoHarnsgy B YkpaiHi,
KapTOHHI Kopo6Lyi YNaKoBKM); AKWO BOHa BiAMIHHA Bif YMNOBHOBaXKeHOI 0cobu, BiANOBIAa/IbHOI 3a
PA®APM CA, 3pjficHeHHs1 chapMakoHarniagy (BKIHYaluu KOHTaKTHI AaHi) Ta/abo 3MiHW y
pevis (NoBHWIA po3mileHHi MacTep-thavina cuctemn dapmakoHarnsagy) (B.1.8. (a) IAHR),
LMKN OCKi/TbKU He Bifbynocs 3MiH y cucTeMi hapmakoHarnsgy HOBOro 3asiBHUKA, a
BMPO6GHMLTBA) po3ginu "[fitoua pepakuia” Ta "lMponoHoBaHa pefdakuis” peecTpauiiHol
hopMM MICTATb IAEHTUYHY iHG)OpMAaLLito
2. ME3AHEKCT Kpanni O4Hi, PO34nH, BIOCANHC Cnosaubka BANKAH®APM | Bonrapis 3acigaHHa HTP BigmoButM y 3aTBepKeHHi - 3MmiHM | Tuny - 3MiHM  WOA0
25 mr/mn; no 5 mny reyn Pecnybnika | A-PA3IPAL AL Ne 30 Big 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnagy. BeegeHnHs abo 3miHu  [o
haKkoHi- NABOPATO 30.07.2026 y3ara/lbHeEHUX  fAaHux npo  cuctemy dpapmakoHarnagy (BBefdeHHS
KpanenbHuui; no 1 PI3 c.p.o. y3araslbHeHVX JaHux npo cuctemy hapmakoHarnsgy, 3miHa yrnoBHOBaXEHOT
h1aKoHy- ocobu, BigMoBiAanbHOI 3a 34ilicHeHHA hbapmakoHarnaay; KOHTakTHoI ocobu 3
KpanenbHuui y thapmakoHarnsgy 3asBHWKa NS 34iCHEHHS dhapmakoHarnsgy B YkpaiHi,
KapTOHHII nayui AKWO BOHa BiAMIHHA Bi4 YNOBHOBaXeHOI o0cobu, BiANOBiAa/ILHOT 3a
3pjificHeHHs1 chapMakoHarniagy (BKIHYaUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3milLieHHi MacTep-thaiina cuctemu dapmakoHarnsgy) (B.1.8. (a) IAHR),
OCKiNbKW He Bif6ynocs 3MiH y cuctemi chapMakoHarnsgy HoOBOro 3asiBHUKa, a
po3ginu "[fitoya pepakuisa” Ta "lMponoHoBaHa pepfakuis” peecTpavyiiHol
hopMU MICTATb IAEHTUYHY iHGhOopMAaLito
3. TOBPUHEKCT Kpanni ouHi, BIOCAMHC CnoBaubka PA®APM CA Mpeuis 3acigaHHa HTP BigMoBuUTM Yy 3arBepKeHHi - 3MiHM | Tuny - 3MiHW  WOA0
cycneHsisi no 5 mn reyn Pecny6nika Ne 30 Big 6e3nekn/edhekTUBHOCTI Ta papmakoHarnsgy. BBegeHHs abo 3MiHM g0
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ITposoBxeHHs fogaTKa 4

Ne Ha3ssa Popma sunycky 3asasHUK Kpaina Bupo6HUK KpaiHa lMiocmasa Mpoyedypa
n/n JliKapcbK0O20

3acoby

KOMBI cycneHnsii y gonakoHi- | JIJABOPATO 30.07.2026 y3araJlbHeHUX gaHux npo  cuctemy hapmakoHarnagy  (BBEAEHHS

KpanesbHuuj, no 1 P13 c.p.o. y3araslbHeHUX gaHux Npo cuctemy gpapmMakoHarnisgy, 3MiHa yrnoBHOBaXEHO!

donakoHy- ocobu, BignoBifanbHOT 3a 34iiCHEHHA hapMakoHarsay; KOHTakTHOT 0cobu 3

KpanesbHuUi y hapmakoHarnsgy 3asiBHUKA ANA 34iACHEHHS hapmakoHarnsgy B YkpaiHi,

KapTOHHI Kopo6Lyi AKWO BOHa BiAMIHHA Bif4 YNOBHOBaXeHOI o0cobu, BiANOBifaNbHOI 3a

3pjiiicHeHHs1 chapMakoHarnsay (BKIHOYAKUM KOHTaKTHI AaHi) Ta/abo 3MiHM y

po3milLieHHi MacTep-thaiina cuctemn cpapmakoHarnsgy) (B.1.8. (a) IAHR),

OCKiNbKW He Bifg6ynocs 3MiH y cucteMi papmakoHarisify HoBOro 3asiBHUKa, a

po3ginu "[itoya pepakuis" Ta "lponoHoBaHa pefjakuis” peecTpauiiHoi

hopMU MICTATb IAEHTUYHY iHGhOpMaLLito

HauanbHHUK

dapManeBTHYHOr0 yNpaB/liHHA

Onekcanap I'PIHEHKO
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