MIHICTEPCTBO OXOPOHMU 3/I0POB’AI YKPAIHU
HAKA3

Kuis

29 uepBHs 2026 poKy Ne 885

IIpo jepkaBHY peecTpariiio (mepepeecTpariilo) JKapCbKHX 3aco0iB (MegHUYHHX
iMyHOOio/T0TiUHKX MpenapaTiB) Ta BHeCeHHA 3MiH /I0 peecTpaLiiHUX MaTepiaiiB

BiamnosigHo o craTTi 9 3akoHy YKpainu «IIpo mikapchKi 3aco06m», MyHKTIB 3,
26, 30, 49 IlopsiaKy mepskaBHOI peecTpariii (TepepeecTpariii) IiKapCcbKuX 3aco0iB,
3aTBep/pKeHOro 1moctaHoBor0 Kabinety MinicTpiB Ykpaiau Big 26 TpaBHs 2005 poKy
Ne 376 (B pemakiiii mocraHoBu Kabinety MinictpiB Ykpainu Bif 26 kBiTHa 2024
poky Ne 529), ab3aily ABafUsaTh I’ATOr0 MiANyHKTY 12 myHKTY 4 [TosioykeHHs TIpo
MiHicTepcTBO OXOpOHU 3/10pOB’s YKpaiHU, 3aTBep/KeHoro mocTaHoBor KabiHety
Minictpie Ykpainu Big 25 OGepe3ns 2015 poky Ne 267 (B pepakiii 1mocTaHOBU
KabGinery MinictpiB Ykpainu Bifg 24 ciuns 2020 poky Ne 90), Ha mizacraBi
pe3y/bTaTiB eKCIIepTU31 peecTpalliiiHUuX MarepiaiiB JiKapchbKUX 3aco0iB (MeAuUHUX
iMmyHobGiosioriuHMxX  mperapariB), 110 TOAAHI Ha [lep)KaBHY  peecTpallito
(mepepeecTpaliit0) Ta BHECEHHS 3MiH [0 peeCcTpaliMHUX MaTepiasiB, TPOBeJeHUX
Jlep)KaBHAM  MiANPUEMCTBOM  «/lep>KaBHUM €KCIepTHUM LeHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’Sl YKpaiHW», BHUCHOBKIB II0Z0 eheKTHUBHOCTi, Oe3reuyHoCTi Ta
SIKOCTI, WJOAO0 €KCIIePTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpallii (mepepeecTpailii), 070
BHECeHHS1 3MiH [0 peecTpaljiiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpatiii (Tiepepeectpariii) abo BHeCeHHsI 3MiH ZI0 pe€eCTpalliiHiX MarepiasiB, II[0
Hajivnui [0 MiHicTepcTBa OXOPOHM 3[0pOB’S YKpaiHM JIUCTOM [iep’KaBHOIO
MiJNpUEMCTBA «/lep>KaBHUM €eKCIepTHUM LeHTp MiHicTepcTBa OXOPOHM 3[0pOB’S
Yxpainun» Bif 24 yepBHs 2026 poky Ne 2555/22.2-26,

HAKA3Y1O:

1. 3apeecTtpyBaTH JiKapchKi 3acobu (MeguuHi iMyHOOiosOTiuHI TIperapaTy) Ta
BHECTHU ZI0 Jlep>kaBHOTO PeecTpy JIiKapcbKux 3aco0iB 3rigHO 3 JogaTkoM 1.
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2. TlepepeectpyBatu  JiKapChKi 3acobu (MenuyHi iMmyHobionoriuni

rperiapaTv) Ta BHECTH [0 Jlep)KaBHOTO PpeECTPY JIiKapChbKHUX 3aco0iB 3riHO 3
JI01IaTKOM 2.

3. BHecTu 3miHU [0 peecTpaljifHUX MaTepiaiB Ha JiKapchKi 3acobu (MeauuHi
iMmyHobiosioriuni npernapaTty) Ta o [JepKaBHOTO peecTpy JiKapChKUX 3aco0iB 3riiHO
3 I0/IaTKOM 3.

4. ®apmarieBTHUHOMY Yyrpas/iHHIO (OmnekcaHpy ['pilieHKy) 3abe3mneunTd
OTIPWIIO/IHEHHSI 1IbOT0 Hakady Ha odiuiiiHomy BeOcaiiTi MiHicTepcTBa 0XOpOHU
3[10pOB’Sl YKpaiHU.

5. KOHTpO/Ib 32 BUKOHAHHAM LIbOT'0 HaKa3y IOK/IaCTy Ha 3acTyrnHUKa MiHicTpa

€srexisa ['oHuapa.

MinicTp BikTop JIAIIIKO



ITEPEJIIK
3APEECTPOBAHUX JIIKAPCBKHMX 3ACOBIB (MEJNYHUX IMYHOBIOJ/IOTTYHUX ITPEITAPATIB), SIKI

Aopatok 1

[0 Hakasy MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu «[po aepxaBHY
peecTpauito (nepepeecTpalito)
NiKapcbKnxX 3aco6iB (MeanYHUX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH A0 peecTpavliiiHux

MaTepianie»

BiA 29 uepBHsa 2026 poky Ne 885

BHOCATDBCA 40 JEPKABHOI'O PEECTPY JIIKAPCBKHUX 3ACOBIB

Ne Hassa MixxHapoo Hassa Koo dopma sunycky 3asasHuUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa Ymosu Peknamys Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka 3asa8HU BUPOGH npoyedypa Bionycky aHHs peecmpayitiiHo
3acoby HenameH | pe4yoBUHU ¢hopma, Ka ukKa 20
mosaHa ynakoska) Nnocsi0OYeHHs1
Hassa*
1. | AKCUTUHIB axitinib aKCUTUHIO LO1EK | Tabnetku, BKpUTI Akkopg, IcnaHis BMPOBOHULITBO IHais/ PeecTtpauist Ha 5 pokis 3a He UA/21345/01/01
AKKOPL, 01 NAiBKOBOIO Xenckea nNiKapcbKoro 3acooby, peuis/ peyenmom nionsiecae
o6onoHkoto, no 1 C.JYy. nepBuHHE Ta MonbLia MYP Bepcis 2.2
Mmr; no 14 BTOPUHHE [00A€ETLCA.
TabneToK, BKpUTMX nakyBaHHs, MepiognyHicTb NogaHHA
MNiBKOBOIO KOHTPO/b SIKOCTI: perynsipHo

060/10HKOI0, Y
6nicTepi; no 4
6nicTepy B navw,i

LLnnna Megikea
Nimitea, IHgis;
KOHTPO/b SIKOCTI:
Lnnna Megikea
Nimiteq, IHAis;
BTOPWHHE
nakyBaHHS,
KOHTPO/b AKOCTI:
Akkopf, Xenckea
CiHrn Membep C.A.,
pevjs;
KOHTPO/b SIKOCTI
(Chi3nKO-XiMIUHWIA):
Cengita Cepsices
Cn. 3 0.0., MonbLya;
KOHTPONb SIKOCTI
(mikpobionoriuHwmi):
Mosnab Cn. 3 0.0.,
MonbLya;
BiANOBIAa/IbHUI 3a
BUNYCK cepii:
Akkopf, Xenckea
Moncka Cn. 3 0.0.

OHOB/IHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 HaKkasom
MiHicTepcTBa OXOPOHU
34,0p0B’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuit
YkpaiHu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakazy
MiHicTepcTBa 0XOpOHYU
3[10pOB'A YKpaiHn Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HayYeHMun y
nepioguYHOCTI NOAAHHS
perynspHux 3BiTiB 3
6e3neku.




Ne Hassa MixxHapoo Hassa Koo Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Pexknamvys Homep
n/n JNliKapCcbKO20 Ha diroyoi ATX (nikapcbka 3asA8HU BUPOGH npoyeoypa Bionycky aHHs peecmpayitiHo
3acoby HerlameH | pe4yoBUHU c¢hopma, Ka uKa 20
mosaHa ynakoska) nocsi0OYeHHs1
Hasga*
Cknag Imnoprepa,
MonbLua
2. | AKCUTUHIB axitinib akcuTuHi6 | LO1EK | Tabnetku, BKpUTI Akkopg, Icnanis BMPOGHMLITBO IHgis/ PeecTpauis Ha 5 pokis 3a He UA/21345/01/02
AKKOPL, 01 NNiBKOBOIO Xenckea nikapcbKoro 3acooby, Ipeuis/ peyenmom niossieae
060/10HKO0, N0 5 C.JY. nepBuHHe Ta MonbLwa MYP Bepcis 2.2
mr; no 14 BTOPUHHE [O[AETHCA.
TabneToK, BKPUTUX nakyBaHHs, MepiognyHicTL NogaHHA
nniBKOBOO KOHTPO/b AKOCTI: perynsipHo
060/10HKOI0, Y LLinnna Megikea OHOB/IOBAHOTO 3BITY 3
6nicTepi; no 4 Nimiteq, IHAis; 6e3neku, BiAnoBiAHO A0
6nictepu B nauLi KOHTPOb SAKOCTI: Mopsaaky 3aiicHeHHs
LUnnna Megikea hapmakoHarnsgy,
Nimiteq, IHAis; 3aTBepKEHOro Haka3om
BTOPVHHE MiHicTepcTBa OXOPOHU
nakyBaHHs, 300pOoB’A YKpaiHu Big 27
KOHTPO/b AKOCTI: rpyaHs 2006 poky Ne
Akkopf, Xenckea 898, 3apeecTpoBaHoro B
Cinrn Membep C.A., MiHicTepcTBi rocTuuii
Ipeuis; Ykpainu 29 ciyHa 2007
KOHTPO/b SKOCTI poky 3a Ne 73/13340 (y
(chiznKO-XiMIUHWIA): pepakuii Hakasy
CengiTa Cepsices MiHicTepcTBa OXOPOHU
Cn. 3 0.0., MonbLua,; 3/10pOB'A YKpaiHu Big 26
KOHTPO/b AKOCTI BepecHsa 2016 poky Ne
(mikpobionoriuHwmi): 996), CTaHOBUTb: 3rigHO
Mosnab Cn. 3 0.0., 3i cTpokamu,
MonbLya; 3a3HayveHnMn y
BiANOBiAabHWIA 32 nepioguYHOCTI NOAAHHSA
BUNYyCK cepi: perynsipHux 3BiTiB 3
Akkoppg, Xenckea 6esneku.
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
MonbLa
3. | BAICAP-H valsartan | Bancaprta C09D TabneTku, BKpUTI Aypo6iHao IHAis Aypo6iHao ®apma IHais PeecTtpauist Ha 5 pokis 3a He UA/21346/01/01
and_ H, A03 NNiBKOBOIO dapmva Nivitep peyenmom nionseae
diuretics rigpoxnop 060/10HKO0, NO Ntg, Pestome MYP Bepcisa 1.3
oTiasug 160 mr/12,5 mr; no [04a€EThCS.
7 TabneTok y MepiognyHicTb NogaHHA
6nictepi; no 4 perynsipHo

6nictepu B
KapTOHHI Kopobuj

OHOBJ/THOBAHOIO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iCHeHHs
dhapmakoHarnsgy,



https://atcddd.fhi.no/atc_ddd_index/?code=C09DA03
https://atcddd.fhi.no/atc_ddd_index/?code=C09DA03
https://atcddd.fhi.no/atc_ddd_index/?code=C09DA03

n/n

Hassa
JNliKapCcbKO20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Hasga*

Hassa
diroyoi
pe4yosuUHU

Koo
ATX

Popma surnycky
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asaB8HU
Ka

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayitiHo
20
nocsio4yeHHs

3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOPOHU
340poB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi rocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOPOHY
3/10pOB'A YKpaiHu Bif 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3Ha4YeHUMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

BE/TAHOKC

doxylamin
e

nokcunami
Hy
CYKUMHaT

RO6A
A09

TabneTku, BKpUTI
NNiBKOBOIO
0060/10HKOI0, MO
12,5 mr,no 7
TabneTok y
6nictepi; no 1 abo
2 6nictepu B
KapTOHHIN nauyui

TOB
«IHPAPM
A
TpeigiHr»

Nartsilic
bKa
Pecny6n
ika

MiKpOG6ionoriYHuiA
KOHTPO/b SIKOCTI:
NABEOPATOPIO
EYEBAPHE, CA,
IcnaHis;
XIMIYHW KOHTPO/b
SAKOCTI:
IHPAPMAJE, C.1.,
IcnaHis;
NOBHWIA UMK
BUPOGHMLTBA:
IHgacTpia Kimika |
dapmaceyTika Bip
C.A., IcnaHis

IcnaHis

PeecTtpauis Ha 5 pokis

MnaH ynpasniHHA
pusmkamm Bepcisa 0.2
[ofaeTbes.
MepiognyHICTb NOgAHHS
perynsipHo
OHOB/IHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iCHeHHS
hapmakoHarnsgy,
3aTBEPIKEHOr0 Hakasom
MiHicTepcTBa OXOPOHU
34,0p0B’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
YKkpaiHu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakazy
MiHicTepcTBa 0XOpOHYU
3[10pOB'A YKpaiHn Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i CTpokamu,

6e3
peyenma

He
nionsieae

UA/21347/01/01




Ne Hassa MixxHapoo Hassa Koo Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Pexknamvys Homep
n/n JNliKapCcbKO20 Ha diroyoi ATX (nikapcbka 3asA8HU BUPOGH npoyeoypa Bionycky aHHs peecmpayitiHo
3acoby HerlameH | pe4yoBUHU c¢hopma, Ka uKa 20
mosaHa ynakoska) nocsi0OYeHHs1
Hasga*
3a3HavYeHMn y
nepioguYHOCTi NoAAHHSA
perynsipHux 3BiTiB 3
6e3neku.
5. | BETAHOKC doxylamin | pgokcunami | ROBA TabneTku, BKPUTI TOB Nartsiiic MiKpOG6iooriYHMiA IcnaHis PeecTtpauist Ha 5 pokis 3a He UA/21347/01/02
e HY A09 nniBKOBOO «IHOPAPM bka KOHTPO/b AKOCTI: peyenmom nionsizae
CyKuuHaT 060n0Hkoto, no 25 A Pecny6n NABOPATOPIO MnaH ynpasniHHA
Mr, no 7 TabneTok TpeigiHr» ika EUYEBAPHE, CA, pu3snkamu sepcis 0.2
y 6nicTepi; no 1 Icnanis; [0a€EThCS.
abo 2 6nictepu B XiMiYHWI KOHTPO/b MepiognyHICTb NOgaHHA
KapTOHHIN nauui SAKOCTI: perynspHo
IHPAPMALE, C.J1., OHOB/OBAHOTO 3BITY 3
IcnaHis; 6esneku, BiAnoBiaAHO A0
NOBHUIA LMK Mopsaaky 3aiicHeHHs
BMPOGHMLTBA: hapmakoHarnsgy,
IHpacTpia Kimika | 3aTBepKEHOro Haka3om
dapmaceyTika Bip MiHicTepcTBa OXOPOHU
C.A., IcnaHis 300pOoB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi rocTuuii
Ykpainu 29 ciyHa 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOPOHU
3/10pOB'A YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3Ha4YeHUMn y
nepioguYHOCTi NoAAHHSA
perynsipHux 3BiTiB 3
6e3neku.
6. | AUrOKCUH digoxin 3b-[(2,6- - nopoLuok abo My6niyHe YkpaiHa OEKKAH IHais PeecTtpauist Ha 5 pokis - He UA/21348/01/01
[vpeokcn- Kpuctanu aKLjioHepH HYTPACbBLIOTIKANIC nionsizae
b-D-pn6o- (cybeTaHuin) y e MPIBAT NIMITEL Mpoekt MKA N3 (Bepcis
rekcoripaH noAgiliHmx TOBapucTB [okymeHTy 0001).
o3un)- nonieTuNeHoBmxX o]
(1®4)-2,6- naketax gns "HaykoBo-
anpeokcu- thapmaveBTUYHOT BUPOGHWY
b-D-pub6o- 0 3aCTOCyBaHHs niA LEHTP
rekcornipaH "bopLiaris
03us1- CbKUiA




Ne Hassa MixxHapoo Hassa Koo Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Pexknamvys Homep
n/n JNliKapCcbKO20 Ha diroyoi ATX (nikapcbka 3asA8HU BUPOGH npoyeoypa Bionycky aHHs peecmpayitiHo
3acoby HerlameH | pe4yoBUHU c¢hopma, Ka uKa 20
mosaHa ynakoska) nocsi0OYeHHs1
Hasga*
(1®4)-2,6- XimiKo-
anpeokcu- thapmaves
b-D-pubo- TUYHWI
rekconipaH 3asof”
0311)oKCU]
-12b,14-
Avrigpokc
n-5b-kapa-
20(22)-
€Honig
7. | PIHOCAH xylometaz | kcunomet RO1A Cnpei HasanbHui, TOB Narteiiic | noBHWiA BUpoGHMUMIA | Higepna PeecTpauist Ha 5 pokis 6e3 He UA/21349/01/01
Kiac oline asoniH A07 po3uuH, 0,5 mr/mn «|HOPAPM bka LMK Han/ peuyenma nionseae
rigpoxnop no 10 mny A Pecny6n Basik ®apma Himeuun | Pestome MYP Bepcis 0.1
na, h1akoHi 3 TpeigiHr» ika MaHydakTypiHr Ha [0a€EThCA.
Na1acTUKOBOKO B.B., HigepnaHau; MepiognyHicTb NogaHHA
nomnoto- MiKpOG6ionoriYHuiA perynsapHo
po3nunioBaveM i3 KOHTPONb SIKOCTI: OHOB/IHOBAHOTO 3BITY 3
3aXUCHUM Nabop IC CE eHa 6e3neku, BiANOBIAHO A0

KOBMa4koM Ta
KapTOHHIN nauui

Ko. KI', HimeuunHa

Mopsaky 34iCHeHHS
hapmakoHarnsgy,
3aTBEPIKEHOr0 Hakasom
MiHicTepcTBa OXOPOHU
34,0p0B’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
YKkpaiHu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakazy
MiHicTepcTBa OXOPOHU
3[10pOB'A YKpaiHn Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HayYeHMun y
nepioguYHOCTI NOAAHHS
perynspHux 3BiTiB 3
6esneku.

* BidnosidHo Ao iHghopmayii ogiyitiHozo catimy LieHmpy BOO3 o criisnpayi 8 Memodosioaii cmamucmuurux docnioxens (https://www.whocc.no/atc_ddd_index/)



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

HauvanbHUK
dapmaneBTUYHOIr0 yNpaB/IiHHSA Onekcanap I'PINEHKO



ITEPEJIIK
INEPEPEECTPOBAHUX JIIKAPCBKHMX 3ACOBIB (MEANYHNX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), AKI

Aopatok 2

A0 Haka3y MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «po aepxaBHy
peecTpauito (nepepeecTpadito)
NiKapcbKMX 3aco6iB (MeguuHUX
iMyHOGionorivHMX nNpenapariB) Ta
BHECEHHA 3MiH [0 peecTpauiiiHnX

Martepianis»

Bif 29 yepBHA 2026 poky Ne 885

BHOCSTBCS 10 TEPXKABHOI'O PEECTPY JIIKAPCBKMNX 3ACOBIB YKPAIHU

Ne Hassa MixxHapoo Ha3ssa Koo Dopma 3asssHU Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n NiKapcbKo20 Ha diroyoi ATX BUMNYCKY K 3asA8HU BUPOGH Bionycky aHHs peecmpayitiHo
3acoby HerameH | pe4yoBUHU (nikapcbka Ka ukKa 2o
mosaHa chopma, nocsi0OYeHHs1
Ha3sa* ynakoska)
1. | BPOKCIHAK bromfenac | 6pomdeH S01B Kpansi OYHi, CeHrTicc IHais CeHrTicc ®apma IHais MepepeecTpavis Ha 3a He UA/15200/01/01
aky C11 0,09 % no 1,7 dapmva Met. N14. HeobMeXeHWi TepMiH peyenmom nionseae
HaTpito MJ1 Kpanens y MeT.
CeckBirigap dhnakoHi, no 1 nra. OHoB/1eHO iHdhopMaLiito B
aT dhnakoHy 3 IHCTPYKUT ANA MeguyHoro
KpanesnbHuULeto 3aCTOCYBaHHS NikapCbkoro
B KapTOHHIiA 3acoby y posginax
ynakoBLi "apmakoTepanesTnyHa

rpyna. Kog ATX" (wofo Ha3su
6e3 3MiHn kogy ATX), "MobiuHi
peaxuii” BignoBigHoO A0
inchopmauii pechepeHTHOro
nikapcbKoro 3acoby
(Bpomageii®, kpanni ouHi 0,9
Mr/mn), a TakoX B po3gini
"MobiyHi peakuii” Wwoa0
BaX/IMBOCTI 3BiTYBaHHs Npo
nob6iyHi peaxuii, B po3ain
"3anBHKK" AoAaHo
iHbopMmaLLito o0 KOHTaKTHOT
ocobu 3 chapmakoHarnsgy.
Pestome nnaHy ynpasniHHA
pu3sunkamm Bepcis 3.0
[opaeTtbes.
MepioAnYHICTb NOAAHHSA
perynsipHo OHOB/IIOBAHOT0
3BITYy 3 6e3neku, BignoBigHO
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Ne Hassa MixHapod Ha3ssa Koo dopma 3asisHU Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JNliKapcbKo20 Ha diroyoi ATX BUMNYCKY K 3asA8HU BUPOGH Bionycky aHHs peecmpayitiHo
3acoby HerlameH | pe4yosUHU (nikapcbka Ka ukKa 20
mosaHa ¢opma, nocsi0OYeHHs1
Haszsa* ynakosKa)
80 MNopsAaky 34iiCHEeHHS
chapmakoHarnsgy,
3aTBEPL)KEHOr0 HaKa3oMm
MiHicTepcTBa OXOpOHHM
3[10pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne 898,
3apEeEcTPoOBaHoOro B
MiHicTepcTBi tocTuLii YkpaiHu
29 ciuHa 2007 poky 3a Ne
73/13340 (y pegaxuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CTpoKamu, 3a3HauyeHuMn y
nepiogMyYHOCTI MoAaHHS
perynsipHux 3BiTiB 3 6e3neku.
2. | BAZIMICAP HA | Valsartan, | amnoguniH | C09D Tabnetku, BKkpuTi | Makneo IHais Makneopc IHais MepepeecTpavis Ha 3a He UA/18938/01/02
160/12.5/10 amlodipine | y 6ecunar, | X01 NNiBKOBOO ac dapmacbioTukan HeobMeXeHwWi TepMiH peyenmom niossieae
and BasicapTaH 060/10HKOI0, N0 dapmac ¢ Nimitepq,
hydrochlor | , 160 mr/12,5 bIOTUKa OHoBMEHO iHhopMmaLio B
othiazide rigpoxnop mr/10 mr, no 10 c IHCTPYKUIi ANA MeguyHoro
oTiasug Tabnetok y Nimiten 3acToCyBaHHA NikapcbKoro
6nicTepi, no 1 3acoby y po3gini "B3aemogis 3
abo 3abo 9 HLUIMMKW NiKapCbKMK
6nictepiB y 3acobamu Ta iHWi Buan
KapTOHHIN B3aeMOZiin" BignoBigHo A0
ynaxoBLi iHbopmauii Wwoao MegnyHoro

3acTocyBaHHsA pechepeHTHOro
nikapcbKoro 3acoby

(EKCPOPX H, Tabnetku,

BKPWTI NNiBKOBOIO 060/I0HKO, 5
Mr/160 mr/12,5 mr; 10 mr/160

Mr/12,5 Mr), a Takox y po3gini

"Mo6iyHi peakuii” wono
BaXX/IMBOCTI 3BITYBaHHS Npo
NoGiYHi peakuii.
IHCTPYKUiA AN MeanYHOro
3acTOCyBaHHSA Nikapcbkoro
3acoby (eCTD Bepcis 0005)
TeKCT MapKyBaHHS yNakoBKu
nikapcekoro 3acoby (eCTD
Bepcis 0002)
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n/n

Hassa
JNliKapcbKo20
3acoby

MixHapod
Ha
HernameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3assHu

KpaiHa
3asa8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayitiHo
20
nocsio4yeHHs

MnaH ynpasniHHA pu3nkamu
Bepcia 2.2 (eCTD
nocnigosHicTb 0004)
MepiognyHiCTb NoAaHHSA
perynsipHo OHOB/IIOBAHOT0
3BITYy 3 6e3neku, BignoBigHO
80 MNopsAaky 34iiCHEeHHS
chapmakoHarnsgy,
3aTBEP)KEHOr0 HaKa3oMm
MiHicTepcTBa OXOpOHHM
3[10pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne 898,
3apeEcTPoOBaHoOro B
MiHicTepcTBi tocTuLii YkpaiHu
29 ciuHa 2007 poky 3a Ne
73/13340 (y pegaxuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CTpOKamu, 3a3Ha4YeHNMU y
nepiogMYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

BAZIMICAP HA
160/12.5/5

Valsartan,
amlodipine
and
hydrochlor
othiazide

amnoauniH
y 6ecunar,
BasicapTaH
rigpoxnop
oTiasug

C09D
X01

TabneTkn, BKPUTI
nNiBKOBOKO
060/10HKO10, N0
160 mr/12,5 mr/5
mr, no 10
Tabnetok y
6nictepi, no 1
a6o 3 abo 9
6nictepiB y
KapTOHHIW
ynaxoBLi

Makneo
ac
Papmac
blOTMKaN
c
Nimiten

IHais

Makneopc
dapmacbloTUKan
¢ Nimitepq,

IHais

MepepeecTpavis Ha
HeobMeXeHwni TepMiH

OHoBMEHO iHhopMmaLito B
IHCTPYKUii ANA MeguyHoro
3aCTOCYBaHHSA MiKapcbKoro
3acoby y po3gini "Bsaemogis 3
IHLIMMK NiKapCbKMU
3acobamu Ta iHWi Buan
B3aemMogiin" BignosigHO f0
iHbopmauii Wwoao MegnyHoro
3acTocyBaHHsA pechepeHTHOro
nikapcbKoro 3acoby
(EKCPOPXX H, Tabnetku,
BKPWTI NNiBKOBOIO 060/I0HKO, 5
Mr/160 mr/12,5 mr; 10 mr/160
Mr/12,5 Mr), a Takox y po3gini
"Mo6iyHi peakuii” Wwono
BaXX/IMBOCTI 3BITYBaHHS Npo
noGiYHi peakuji.

3a
peyernmom

He
nionsizae

UA/18938/01/01




12

n/n

Hassa
JNliKapcbKo20
3acoby

MixHapod
Ha
HernameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3assHu

KpaiHa
3asa8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep

peecmpayitiHo

20
nocsio4yeHHs

IHCTPYKUiA AN MeAnvHOro
3aCTOCYyBaHHSA NiKapcbKoro
3acoby (eCTD Bepcisi 0005)
TeKCT MapKyBaHHS yNnakoBKu
nikapceKoro 3acoby (eCTD
Bepcis 0002)

MnaH ynpasniHHA pu3nkamu
Bepcia 2.2 (eCTD
nocnigosHicTb 0004)
MepiognyHiCTb NoAaHHSA
perynsipHo OHOB/IIOBAHOTO
3BITYy 3 6e3neku, BignoBigHO
0 MNopsAaky 34iicHeHHS
chapmakoHarnsgy,
3aTBEPL)KEHOr0 HaKa3oMm
MiHicTepcTBa OXOpOHHM
3[10pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne 898,
3apeEcTPoBaHoOro B
MiHicTepcTBi tocTuLi YkpaiHu
29 ciuHa 2007 poky 3a Ne
73/13340 (y pegaxuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CcTpoKamu, 3a3HauyeHuMn y
nepiogMyYHOCTI MoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

FIOCLIIHY

BYTUNBPOMIA

KAJILUEKC

Butylscop
olamine

riocUMHy
6yTMN6pO
mig,

A03B
BO1

PO34MH Ann
iH'exuin, 20

mr/mn, no 1 mn B

amnyni; no 5
amnyny
YapyHKoBIl
ynakosui; no 1
ab0o 2 yapyHKoBI
ynakoBKu B

AT
"Kanuek
C

Nartsia

BCi cTagii
BMPOGHMYOro
npouecy, Kpim
BWMYCKY Cepii:
XBM dapma

c.p.o.,
CnoBayuunHa,
BUPOGHUK, SKWIA
Bignosigae 3a

Cnosay
ynHa/
Nart.isa

MepepeecTpavis Ha
HEoOMEeXeHW TePMIH.
OHoOB/1EeHO iHhopMaLlito B
IHCTPYKUii N8 MeguyHoro
3aCTOCYyBaHHS /iKapcbKoro
3acoby B po3gini "MokasaHHS"
BiANOBIAHO A0 iHhopmaLi
pediepeHTHOro /ikapcbkoro
3acoby (BUSCOPAN®

nauuj 3 KapToHy KOHTPO/b (BnacHuk Pl - CaHodpi AB,
cepii/sBunpobysa LLiBeList)), @ TakoX OHOBJ/IEHO
HHSA: iHbopmawito B po3gini
AT "I'piHgekc", "Mo6iuHi peakwyii" IHCTPYKL,ii
Nartsis; A7 MeAMYHOIo 3aCTOCYBaHHS

3a
peyernmom

He
nionsizae

UA/18861/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

MixHapod
Ha
HernameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3assHu

KpaiHa
3asa8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep

peecmpayitiHo

20
nocsio4yeHHs

BMPOBHUK, SKWIA
Bignosigae 3a
BMNYCK Cepil:
AT "Kanuekc",

Nat.is

nikapcbKoro 3acoby woao
BaX/IMBOCTI 3BITYBaHHs Npo
no6iyHi peakuii.
Pestome nnaHy ynpasniHHA
pu3unkamu Bepcis 2.0
[00a€ETbCA.
MepiognyHiCTb NoAaHHSA
perynsipHo OHOB/IIOBAHOTO
3BITYy 3 6e3neku, BignoBsigHO
0 MNopsAaky 34iicHeHHS
chapmakoHarnsgy,
3aTBEP)KEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne 898,
3apeEcTPoOBaHoOro B
MiHicTepcTBi tocTuLii YkpaiHu
29 ciuHa 2007 poky 3a Ne
73/13340 (y pegaxuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CcTpoKamu, 3a3HauyeHuMn y
nepiogMyYHOCTI MoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

NEBO®TOP

levofloxaci
n

neBoh/10K
cauuny
remirigpar

JO1M
Al12

PO34MH AN
iHdpysiiA, no 5
mr/mn, no 100
My chakoHi,
no 1 cpnakoHy B
KapTOHHIlA
Kopobu,i

MicTpan
Kenitan
MeHex
MEHT
Nimiteq

AHrnis

BEM Inay CaH.
Be Tik. A.C.

Typeuun
Ha

MepepeecTpavis Ha
HeobMeXeHwWi TepMiH
OHOB/EeHO iHhopMaLlito B
IHCTPYKUii N8 MeguyHoro
3aCTOCyBaHHsA NiKapCbKOro
3acoby y posginax
"PapmakoTepaneBTnyHa
rpyna. Kog ATX" (YyTOYHEHHS
iHchopMmaLii 6e3 3mMiHM Koay
ATX), "dapmakonoriyHi
BnactusocTi”, "lMoka3aHHs",
"B3aemopis 3 iHWMMKN
nikapcbkrMmn 3acobamu Ta
iHWIi BUAW B3aemogijin”,
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs

3a
peyernmom

He
nionsizae

UA/18903/01/01




14

n/n

Hassa
JNliKapcbKo20
3acoby

MixHapod
Ha
HernameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BuUnycKy
(nikapcbka
¢hopma,
ynakosKa)

3assHu

KpaiHa
3asa8HU
Ka

Bupo6HuK

Kpaina
BUPOGH
ukKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayitiHo
20
nocsio4yeHHs

rpyaa”, "Cnocié
3aCcToCyBaHHsA Ta 4o3n",
"Mepeno3yBaHHsa", "M06IYHI
peakujii" BigNoBigHO A0
iHbopMmaLii Wwoao MeguyHoro
3acTocyBaHHs pethepeHTHOro
nikapcbKoro 3acoby
(TAVANIC®, solution for
infusion 5 mg/ml), a Takox y
po3gini "Mo6iyHi peaxuii”
LLIOAI0 BaX/IMBOCTI 3BiTyBaHHSA
npo NoGiYHI peakuii.

Pestome nnaHy ynpasniHHA
pvi3vkamu Bepcis 2.3
[0Ja€ETbCA.
MepioAnYHICTb NOAAHHSA
perynspHo OHOB/IOBAHOTO
3BiTy 3 6e3neku, BignoBigHO
[0 Mopsagky 3aiicHeHHs
hapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898,
3apeECTPOBaHOro B
MiHicTepcTBi tocTuLi YKpainu
29 ciyHa 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM
300pOB's YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i
CTpOKamu, 3a3Ha4YeHnMn y
nepioguyYHOCTi NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

MOMETASOHY
DYPOAT

mometaso
ne

MOMeTaso
Hy dhypoart

MOPOLLIOK
(cy6eTaHuin) B
MiLLKax
NoABINHMX
nonieTuIeHoBMX
ans

hapmaueBTUYHO

Aypicko
®apmac’
toTiken
Ko., Jita.

Kutait

Aypicko
dapmac'ioTiken
Ko., Nit4.

Kutaii

MepepeecTpauis Ha
HeobMeXeHWi TepMiH

He
nionsieae

UA/18975/01/01
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Ne Hassa MixHapod Ha3ssa Koo dopma 3asisHU Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JNliKapcbKo20 Ha diroyoi ATX BUMNYCKY K 3asA8HU BUPOGH Bionycky aHHs peecmpayitiHo
3acoby HerlameH | pe4yosUHU (nikapcbka Ka ukKa 20
mosaHa ¢opma, nocsi0OYeHHs1
Haszsa* ynakosKa)
o 3aCTOCYBaHHS
7. | HI®EKAIH - HicbeguniH | CO5A Kpem Heodhap ITania Hbto.da.lem. ITanis MepepeecTpavis Ha 3a He UA/18946/01/01
Ta X03 peKTasibHUiA, No meq, C.p.n., Itanis; HeobMeXeHWn TepMiH. peyenmom nionsizae
nipokaiHy 30 r Kpemy y [oxeHTini a6bo OHoBJIeHO iHdhopMaLito B
rigpoxnop Ty6i 3 C.n.A. BAM®APMA IHCTPYKUT ANA MeguyHoro
na KoBnaykom; no 1 C.P.N., Itanis 3acTOCyBaHHSA Nikapcbkoro

Ty6i y KOMNAexTi
3 KaHonew y
KapTOHHIW
Kopobui

3acoby B po3ginax

"papmakosnorivyHi BnactuBocTi"

(iHchopmawuiist 3 6esneku),
"34aTHiCTb BN/MBaTh Ha
LWIBMAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNopTOM
abo iHWYMKN MexaHizmammn”
(yTouHeHHs iHdopmaui) ,
"Mepeno3yBaHHsA", "M0GIYHI
peaxuii” (o040 BaXX/IMBOCTI
3BiTyBaHHSA NPO NOGIYHI
peakuji) BiANoOBIgHO A0
marepianis peecTpaujiiiHoro
[OCbE.
-IHCTpyKUis Ans MeguyHoro
3aCTOCYyBaHHS MiKapcbKoro
3acoby (eCTD Bepist 0007)
-TeKkcT MapKyBaHHS ynakoBKu
nikapcbkoro 3acoby (eCTD
Bepis 0005)

MnaH ynpaBniHHA py3nkamu
Bepcia 2.0 norogpxkeHa (eCTD
nocnigosHictb Ne 0006).
MepiognyHICTb NOAAHHS
perynsipHo OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BiANOBIAHO
80 Mopsaaky 34iicHeHHs
chapmakoHarnsagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpOHHM
3[10pOB’A YKpaiHuu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu
29 ciyHAa 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHHK
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Ne Hassa MixHapod Ha3ssa Koo dopma 3asisHU Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JNliKapcbKo20 Ha diroyoi ATX BUMNYCKY K 3asA8HU BUPOGH Bionycky aHHs peecmpayitiHo
3acoby HerlameH | pe4yosUHU (nikapcbka Ka ukKa 20
mosaHa ¢opma, nocsi0OYeHHs1
Haszsa* ynakosKa)
300pOB's YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i
CTpOKamu, 3a3Ha4YeHnMn y
nepioguyYHOCTi NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
8. | MNONI-MIKC b polymyxin | nonimikcu JO1XB | niodpinizar gns Bxapart IHais Bxapart Cipamc IHais MepepeecTpavis Ha 3a He UA/18622/01/01
B Hy B 02 pO34unHy ons Cipamc eHp BakuyHe HEe0BMeXeHW TEpPMiH. peyenmom nionseae
cynbgat iH'ekuin no 500 eHf Nimiteq OHoBMEHO iHhopMmaLio B
000 MO; 1 BakumHc IHCTPYKUii ANA MeguyHoro
onakoH y Nimiten 3acToCyBaHHA Nikapcbkoro
KapTOHHIW 3acoby y po3gini "Mo6iyHi
Kopobui peaxuii” Wwoao BaXMBOCTI
3BiTyBaHHSA NPO NOGIYHI
peakuiji.
Pestome nnaHy ynpasniHHA
pu3sunkamm Bepcis 3.0
[opaeTtbes.
MepioAnYHICTb NOAAHHSA
perynsipHo OHOB/IIOBAHOT0
3BITYy 3 6e3neku, BignoBigHO
no Mopagky 34iicHEHHA
chapmakoHarnsgy,
3aTBEP)KEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne 898,
3apEeECTPOBaHoOro B
MiHicTepcTBi tocTuLii YkpaiHu
29 ciuHa 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
300pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWUTb: 3rigHO 3i
CcTpoKamu, 3a3HauyeHUMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku
9. | ®NYPBINPO® Flurbiprofe | conyp6inp - MOPOLLOK AT Ykpaina Xain-I'po IHgis MepepeecTpauis Ha - He UA/18987/01/01
EH n ocpeH (cybeTaHuis) y "papmak Kemikan3 HeobMeXeHWi TepMiH nionseae
MiLLKax " PapmTek
NOABINHMX Mpai.it NlimiTeq
noieTMIEHOBUX
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Ne Hassa MixHapod Ha3ssa Koo dopma 3asisHU Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JNliKapcbKo20 Ha diroyoi ATX BUMNYCKY K 3asA8HU BUPOGH Bionycky aHHs peecmpayitiHo
3acoby HerlameH | pe4yosUHU (nikapcbka Ka ukKa 20
mosaHa ¢opma, nocsi0OYeHHs1
Haszsa* ynaKosKa)
ans
hapmaLeBTUYHO
0 3aCTOCYBaHHS
10. | UENICTA® BIf, | flurbiprofe | donyp6inp RO2A NbOASHWKN MO MpAT YkpaiHa | KOHTpOsb cepiii: IcnaHis MepepeecTpavis Ha 6e3 niossieae UA/18966/01/01
BONMKO BTOP/I | n ocpeH X01 8,75 mr, no 12 "®bapma IHOAPMEW, HEe0BMeXeHW TEpPMiH. peuyenma
NbOASAHUKIB Y LeBTUYH C.J1., IcnaHis; OHoBMEHO iHhopMmaLio B
6nicTepi; no 1 a hipma KOHTPO/Ib Cepili: IHCTPYKUIi ANA MeguyHoro
6nictepy y nauui | "dapHuy, NNABOPATOPIO 3acTOCyBaHHA NikapcbKoro
a" EUYIBAPHE, 3acoby y posginax "Ckniag"
C.A,, IcnaHisi; (BUKNageHo Ha3By Aitoyoi
KOHTPO/b Cepili: PEYOBUHYM YKpaTHCbKUMM
CIHKPO®APM, nitepamu),
C.J1., IcnaHis; "apmakoTepaneBTnyHa
BUPOBHULTBO rpyna. Kog ATX" (yTOYHeHHs/
roToBO| peparyBaHHs iHhopmalLii 6e3
npoaykuii, 3MiHU KOZYy
nepBrHHE Ta ATX),"dapmakonoriyHi
BTOPUHHE BNacTuBoCTi",
nakyBaHHs, "MMpoTunokasaHHa",
BUNYCK cepil: "Oco6/1MBOCTI 3aCTOCYBaHHSA",
no3sI'c "3acTocyBaHHSA y nepiog
PAPMACBIOTIK BariTHOCTi abo rogyBaHHs
ANC C.J1., rpyaao” (YTOUHEHHs
Icnanis iHchopmawii), "Cnoci6

3aCcToCyBaHHA Ta fo3n"
(yTouHeHHs iHdhopmavi),
"Mo6iuHi peakuii”.
3arBepaKEHHST KOPOTKOT
XapaKTepUCTUKN NiKapcbKoro
3acoby.

Pestome nnaHy ynpas/iiHHA
pu3unkamm Bepcis 1.0
[ofaeTbes.
MepioAnYHICTb NOAAHHSA
perynspHo OHOB/IHOBAHOrO
3BITYy 3 6e3neku, BignoBigHO
no Mopagky 34iicHEHHA
hapmakoHarnsgy,
3aTBEPA)KEHOIO Haka3oM
MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B
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Ne Hassa MixHapod Ha3ssa Koo dopma 3asisHU Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JNliKapcbKo20 Ha diroyoi ATX BUMNYCKY K 3asA8HU BUPOGH Bionycky aHHs peecmpayitiHo
3acoby HerlameH | pe4yosUHU (nikapcbka Ka ukKa 20
mosaHa ¢opma, nocsi0OYeHHs1
Haszsa* ynakosKa)
MiHicTepcTBi tocTULi YkpaiHu

29 ciyHAa 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpOHHM
3/10pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CTpoKamu, 3a3Ha4YeHUMHN Yy
nepioguYHOCTI NOAAHHS
PEerynsipHux 3BiTiB 3 6e3neku.

* gidnosidHo do iHghopmayii ogiyitiHozo catimy Lienmpy BOO3 no crisnpayi 8 Memodosiozii cmamucmuuHux docnidxens (https://www.whocc.no/atc_ddd_index/)

HauanbHuUK

dapmalneBTUYHOr0 yNnpaB/IiHHSA

Onecanpap I'PIHEHKO



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

Joparok 3

[0 Haka3sy MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu «[po aepxaBHY
peecTpauito (nepepeecTpalito)
NiKapcbKnX 3aco6iB (MeauYHUX
iMyHOGiosioriuHMx npenapariB) Ta
BHECEHHSA 3MiH 0 peecTpavliiiHux
Mmartepianis»

Bij 29 yepBHs 2026 poky Ne 885

JIIKAPCBKHMX 3ACOBIB (MEJNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), IIIOJ40 AKX BYJIN
BHECEHI 3MIHU 10 PEECTPALIMHNX MATEPIAJIIB, IKI BHOCATHCH 1O JEPXKABHOI'O PEECTPY

JITIKAPCBKHUX 3ACOBIB
Ne Hassa MixxHapoo Hassa Koo ®Popma 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX BUIYCKY 3asaBHUKa BUPOGH gionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yoBUHU (nikapcbka uka Hs** 20
mosaHa ¢hopma, nocsio4eHHs
Hassa* ynakoska)
1. | ABOOAPT dutasterid nytactepu | G04C Kancynm m'ski nakcoCmi Benuvka Oendapm Monbwa BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/1599/01/01
e a B02 XenaTuHoBi No TKnsiH BpuTaHia Mo3HaHb C.A. MaTtepianis: 3miHu | TMny - 3MiHK 3 peyenmo
0,5 wmr; no 10 Ekcnopt AKOCTi. A®l. BUpo6HMLTBO. 3MiHN B M
Kancyny NimiTen npoueci Bupo6bHuuTBa APl (He3HauHa
6nictepi; no 3 3MiHa y npoueci BUpo6HuuTea Ad®I)
abono 9 He3HayHa 3MiHa y npoueci
6nicTepis B BMPOOHULITBA AP, a came: 3MiHN Y
KapTOHHIN ONUCI HE3HAYHNX MOAMdIKaLLi
KOpoo6Li BMPOGHULITBA AyTacTepuay etany 1

Ana BUpobHKKa Lonza. 3MiHu 6yayTb
Bigo6pakeHi B po3gini 3.2.5.2.2 Onuc
BMPOGHMYOro npoLiecy Ta inoro
KOHTposto Moayns 3 peecTpaLiiHoro
[ocbe. 3MiHN | TMNy - 3MiHM 3 SIKOCTI.
A®I. BUpobHMLTBO. 3MiHa po3Mipy
cepii (Bwitovatoun gianasoHun) A®l abo
NPOMIXXHOr0 MPOAYKTY, SKUIA
3aCTOCOBYETHCSA Y NPOLEC
BMPOOHULITBA AP| (3MEHLLEHHS ob6cary
BMpo6HMUTBa A0 10 pasiB)
3anNponNoHOBaHO BBEAEHHS
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
a/lbTEPHATVBHOIO, 3MEHLLEHOTO
po3Mipy cepil, y BUPOGHNYOMY npoLeci
A®| gytactepugy etanis 1 1a 2
KomnaHii Lonza. 3miHn 6yayTb
Bigo6paxeHi B po3aini 3.2.5.2.2 Onuc
BMPOBHMYOrO Npouecy Ta inoro
KOHTpO/to Mogynsa 3 peectpaviiiHoro
[0Cbe
2. | ABUETPUC® | brentuxim 6peHTyKen | LO1FX | mopowok ans Takega [aHis Brpo6HMLUTBO ITanis/ BHECEHHS 3MiH 0 peecTpavinHmx 3a He UA/13286/01/01
ab vedotin | maby 05 KOHUEeHTpaty dapma Hepo3ghacoBaHo | ®paHuis mMatepianis: 3miHu Il TUny - 3MiHu peyenmo | nionse
BEeAOTUH 0151 PO3UKHY AlC T npoaykuii, / woao 6e3snekun/edpekTMBHOCTI Ta M ae
ONs iHdysil nepBuHHA AscTpist thapmakoHarnsgy. 3MiHM y KOpOTKili
no 50 mr; 1 ynakoBka, XapakTepucTuL,i Nikapcbkoro 3acoby,
hnakoH 3 KOHTPO/Ib SAKOCTI TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
NOPOLLUKOM Y cepiil roToBOro MeAUYHOro 3aCTOCyBaHHS y 3B'A3KY i3
KapTOHHIl NPOAYKTY: HOBUMM JaHUMU 3 AKOCTI,
KopoobLi BCM OOKNIHIYHUMUN, KNIHIYHUMY faHMK Ta
dapmacboTikan AaHvmMu 3 chapmakoHarnsgy - 3MiHu
3 C.M.A,, ITanis; BHECEHO B iIHCTPYKL,iI0 419 MeNYHOro
Bnpo6HuuTBO 3acTocyBaHHS Nikapcbkoro 3acoby Ao
Hepo3giacoBaHO po3gainy "OcobAnBoCTi 3aCTOCyBaHHA"
T npoayku;, L1040 6e3neKkn 3acToCyBaHHsA
nepBuUHHa [OMOMIXXHUX PEYOBVH, a TakoX
ynaKkoBKa: [04aHO X TEXHOMOriYHI Kogn B po3aini
dapesa lNay 2, "Cknag" (nigpo3ain "AonomixHi
PpaHuis; pPeYoBUHU). BHECEHHS 3MiH BiANOBIAHO
BTOPUHHA 80 KepiBH/LTBA LLOAO AOMOMIXKHUX
ynakoBka, PEyoBMH, @ caMe 3a3Ha4yeHHs
[03BiN Ha TEXHOSIOTYHMX KOAIB.
BMNYCK cepil: BBefeHHs 3MiH NpoTArom 6-T MicAuiB

Takena ABCTpis
'M6X, ABCTpist

nicnsa 3aTBepayKeHHs.
3MiHu Il TUny - 3MiHK Woao0
6e3nekn/eeKTNBHOCTI Ta
hapmakoHarnagy. 3miHn y
TepaneBTUYHMX NOKa3aHHAX
(mopaBaHHA HOBOrO TepaneBTUYHOIO
nokasaHHs abo 3miHa y
3aTBEPAKEHOMY MOKa3aHHi) - 3MiHu
BHECEHO B iHCTPYKLiO 4519 MEANYHOro
3acToCyBaHHS Nikapcbkoro 3acoby Ao
po3ainy "Moka3aHHA" 3rigHO 3
pesynbTatamu gocnigpkeHHs HD21, 3
Bi4NOBIAHNMW 3MiHAMW Yy po3dinax
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
"®apmakonoriyHi BnactmeocTi"
(nigpo3ginm "®apmakoguHamika" Ta
"®apmakognHamika), "Bsaemogis 3
iHLWIMMKU NikapcbkMK 3acobamu Ta
iHWi BMAW B3aemogiin”, "OcobmBocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs
Ta gosun", "MNo6iyHi peakuii”. BBeaeHHS
3MiH NPOTArom 6 MicsuiB nicns
3aTBEPKEHHS.
3. | AEPTANI® aceclofena | aueknodge | MO1A TabneTku, BAT YropwmHa BAT "TeaeoH YropLum BHECEHHS 3MiH 0 peecTpaLiiniHmx 3a UA/5359/01/01
c Hak B16 BKPWUTI "T'efeoH PixTep" Ha martepianis: 3miHu | TUny - 3MiHK peuyenmo
NNiBKOBOIO PixTep" oo 6e3nekn/edhekTMBHOCTI Ta M
060/10HKOH, thapmakoHarnagy. 3miHa 4actoTu
no 100 mr; no Ta/abo TepMiHIB NOLAHHS PerynsipHo
10 TabneTok y OHOBJIHOBaHKX 3BITIB 3 6e3nekn
6nicTepi; no 2 nikapcbknx 3acobiB. 3miHa yacTotu Ta
abo no 6 TEPMIHIB NOAAHHS perynsipHo
6nicTepis B OHOB/IHOBAHOrO 3BITY 3 6e3neku:
KapTOHHIl [Litova pepakuin: Yactota nogaHHA
ynakoBLi perynsipHo OHOB/IOBAHOIO 3BITY 3
6e3neku - 3 poku. KiHueBa garta ans
BK/IOYEHHA gaHunx no PO3Bb -
31.03.2026 p. Jata nogaHHs -
29.06.2026 p. MponoHoBaHa peaakuis:
YacToTa nofaHHs perynsipHo
OHOB/IOBAHOrO 3BITYy 3 6e3neku - 5
pokiB. KiHueBa fata 415 BKIHOYEHHS
faHux no PO3b - 31.03.2028 p. data
nogaHHa - 29.06.2028 p.
PekomeHA0BaHO [0 3aTBEPAXKEHHS,
BiANOBIAHO 4,0 NepioAMYHOCTI NoAaHHSA
perynsipHo OHOBJ/IHOBaHWX 3BiTiB 3
6e3nekun nikapcbkux 3acobis y EC.
4. | AEPTAN® aceclofena | aueknodge | MO1A NOpPOLUOK ANs BAT YropwmHa BUNYCK cepil: Yropum BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/13910/02/01
c Hak B16 opasibHOT "l'efeoH BAT "T'efieoH Ha/ marepianis: 3miHu | Tuny - 3miHn peyenmo
cycneHsii no PixTep" PixTep", IcnaHis oo 6e3nekn/edpekTMBHOCTI Ta M
100 wmr; 20 YropwuHa; thapmakoHarnagy. 3miHa 4actoTu
nakeTiB 3 BMPOBHULITBO Ta/abo TepMiHiB NOLAHHS perynsipHo
NOPOLLKOM Y Hepo3giacoBaHo OHOBJIHOBaHKX 3BITIB 3 6e3nekn
KapTOHHIl T npoaykui, nikapcbknx 3acobiB. 3mMiHa yacToTu Ta
ynakoBLi nepsuHHa TepMiHiB NofaHHA perynspHo
ynakoBka, OHOB/IHOBAHOTO 3BITY 3 6e3Mneku:
BTOPMHHA [itoya pepakuis:
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

ynakoBKa:
IHaycTpiac
dapmaceyTikac
Anwmipan, C.A,,
IcnaHis

YacToTa nofaHHs perynsipHo
OHOBJ/IOBAHOrO 3BITY 3 6e3nekn - 3
poKM
KiHueBa farta A1a BKIOYEHHS AaHNX
0o PO3B - 31.03.2026 p.

Jata nogaHHs - 29.06.2026 p.
MponoHoBaHa pefakuis:
YacToTa nofaHHs perynsipHo
OHOB/tOBAHOrO 3BITY 3 6e3nekn - 5
pokiB
KiHueBa fata A1 BKIOYEHHS AaHNX
0o PO3Bb - 31.03.2028 p.

[Jara nogaHHs - 29.06.2028 p.
PekomeHa0BaHO [0 3aTBEPKEHHS,
BiAAMNOBIAHO A0 NepioANYHOCTI MoJaHHA
perynsipHoO OHOB/IOBaHMX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y €C.

AEPTAN®

aceclofena
c

aueknocpe
Hak

MO2A
A25

Kpem, 15 mr/l
rmo6ory
Ty6i; no 1 Ty6i
B KaQpPTOHHIi
ynakoBLj

BAT
"lepeoH
PixTep"

YropLmHa

BAT "T'efieoH
PixTep"

YropLum
Ha

BHECEHHS 3MiH 0 peecTpavinHmx
martepianis: 3miHu | TUny - 3MiHn
oo 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 4acToTu
Ta/abo TepMiHIB MoAaHHSA perynsipHo
OHOB/IIOBAHUX 3BITIB 3 6e3neKkn
nikapcbkunx 3acobis 3miHa yacToTn Ta
TEPMIHIB NOAAHHSA perynspHo
OHOB/IOBAHOrO 3BiTYy 3 6e3neku: [iloya
peaakuisi: Yactota nogaHHs
perynsipHo OHOB/IOBAHOTO 3BiTY 3
6e3nekn - 3 poku KiHueBa aarta ans
BK/IOYEHHA AaHunx fo PO3b -
31.03.2026 p. fata nogaHHs -
29.06.2026 p. MponoHoBaHa pefakLis:
YactoTa nofaHHs perynisapHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku - 5
pokiB KiHLeBa fata 415 BKIYEHHS
naHnx go PO3b - 31.03.2028 p. ata
nofaHHs - 29.06.2028 p.
PekomeHA0BaHO [10 3aTBEPKEHHS
BiAMOBIAHO A0 NepioANYHOCTI MoJaHHS
perynspHo OHOBJ/THOBAHWX 3BiTiB 3
6e3nekun nikapcbkunx 3acobis y €C

bes
peyenma

UA/13910/01/01

A3UKNAP
250

clarithrom
ycin

K1apuTpo
MiLVH

JO1FA

TabneTku,
BKpUTI

AHaHTa
Megikeap

Benvka
BputaHis

damiHro

PapmacbroTUKan

IHgis

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis: 3MiHu | TNy - 3MiHN

3a
peyenmo

He
nionsie

UA/1983/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
NNiBKOBOIO nra. c iTp,. Loao 6e3nekn/edpeKTMBHOCTI Ta M ae
060/10HKOI0, thapmakoHarnsgy. 3MiHu y KOpoTkili
no 250 mr, no XapaKTepucTULi Nikapcbkoro 3acooby,
10 Tabnetok y TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans
6nictepi; no 1 MeANYHOro 3acToCyBaHHS
6nictepy B reHepnyHuX/ribpuaHnx/6ionogibHmNX
KapTOHHIl NikapcbKnx 3acobiB Micns BHECEHHS
KopoobLi Tiel camoi 3MiHN Ha pedhepeHTHW
npenapar (3mMiHa He NoTpebye
Ha/laHHS XXOAHWNX HOBUX A0AATKOBMX
OaHunx). 3MiHWM BHECEHO A0 IHCTPYKUT
0151 MeANYHOr0 3acTOCyBaHHS
nikapcbKoro 3acoby A0 po3ginis
"Moka3saHHA"(YTOYHEHHS iHdhopMaLiT),
"MpoTunnoka3saHHs", "B3aemogis 3
iHLWIMMKU NikapcbkMK 3acobamu Ta
iHWi BMAW B3aemogiin”, "OcobmBocTi
3acTocyBaHHA", "3acTocyBaHHA y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaato”, "Cnocib 3actocyBaHHA Ta
[o3n", "Mo6iuHi peakwii" BignoBigHoO A0
pedhepeHTHOro /likapcbkoro 3acoby
Knauna®, TabneTtku, BKpUTI NNiBKOBOKO
060/10HKOIO.
BBefeHHs 3MiH NpoTArom 3-x MicsAuiB
nicns 3aTBepAKeHHs
7. | ASUKNAP clarithrom KnapuTpo JO1FA | TabneTtku, AHaHTa Benvka dnamiHro IHgis BHECEHHS 3MiH 40 peecTpavLiiHnx 3a He UA/1984/01/01
500 ycin MiL1H 09 BKPWUTI Megikeap BputaHia | ®apmacbloTukan martepianis: 3miHu | TUny - 3MiHn peyenmo | nionse
NNiBKOBOIO nra. c NTp. woao 6e3snekun/edpekTMBHOCTI Ta M ae
060/10HKOI0, thapmakoHarnsgy. 3MiHM y KOpOTKili

no 500 wmr, no
10 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHIi
Kopoo6Li

XapakTepucTuL,i Nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHS
reHepnyHuX/ribpuaHNx/6ionogibHmNx
niKkapcbknx 3acobiB nicns BHECEHHS
Tiel camoi 3MiHN Ha pedbepeHTHWi
npenapar (3MiHa He NoTpebye
Ha/JaHHS XOAHWNX HOBWX AOAATKOBMX
AaHuvx). 3MiH1 BHECEHO A0 IHCTPYKLiT
ON19 MeAUYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainis
"MokasaHHsa"(yTOUYHEeHHS iHchopmaLii),
"MpoTmnokasaHHsa", "B3aemogis 3
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
iHLWIMMKU NikapcbkMK 3acobamu Ta
iHWi BMAW B3aemogiin”, "OcobmBocTi
3acTocyBaHHA", "3acTocyBaHHA y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaato”, "Cnocib 3actocyBaHHA Ta
[o3n", "Mo6iuHi peakwii" BignoBigHO A0
pedhepeHTHOro /likapcbkoro 3acoby
Knauna®, TabneTtku, BKpUTI NNiBKOBOKO
060/10HKOIO.
BBefeHHs 3MiH NpoTArom 3-x MicsAuiB
nicns 3aTBepAKeHHs
8. | AKTEMPA® tocilizuma | Toumnisym | LO4AC | po3uuH gns TOB YkpaiHa BupobHmuTBO Himeuun BHECEHHS 3MiH 4O peecTpavuiiHnx 3a UA/13909/02/01
b ab 07 iH’eKuili, 162 «Pou Hepo3ghacoBaHO Ha/ mMarepianis: 3MiHu | Tuny - 3MiHu 3 peyenmo
mr/0,9 mn; 4 YkpaiHa» T npoaykuii, Lseiiua akocTi. A®l. BUpobHuLTBO. 3MiHM B M
rnonepeaHL0 nepeuHHe pis npoueci BUpo6bHULTBa AP (HesHauHa
HanoBHEHMX nakyBaHHs, 3MmiHa y npoueci BupobHuutea Adl).
wnprua KOHTPO/b B BHeceHHs HesHauHuX 3MiH Y )
(KOXeH npoveci Bmpo6qu0M){ npoLeci aKTUBHOI
\ BUPOGHMLITBA, peyoBMHM ToLMANI3ymab ana BBEAEHHS
o6’emom 1 : ST "
BMNPO6YBaHHA NpoiNakTYHOI caHiTapHOT 06pO6KU
mn) y - Ha CTepubHICTb crnopouuaHum posdmHom 30 MM
KapTOHHIN Ta 6akTepiasibHi Ha/0LTOBOT KUCNOTY MiCNs npoLieayp
kopooui €H[JOTOKCUHMU: 3an0BHEHHS KOMOHKN A5 adhiHHOI

BetTep ®apma-
depTuryHr rmoXx
i Ko KT,
HimeuumnHa;
BrnpobyBaHHs
Ha CTepunbHICTb
Ta bakTepiasbHi
€HA0TOKCUHM,
Bi3yaslbHWIA
KOHTPO/b B
npoueci
BUPOGHMLTBA:
BetTep ®apma-
depTuryHr rm6Xx
i Ko KT,
HimeuumnHa;
BeTTep ®apma-
PepTuryHr rmex
i Ko KT,
HimeuumnHa,

xpomatorpacii MSSR.
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

BizyanbHuii
KOHTPO/b B
npoueci
BMPOGHMLTBA:
BeTTep ®apma-
®epTuryHr Mrm6x
i Ko KT,
HimeuumnHa,;
BTopuHHe
nakyBaHHS,
BMNPO6YBaHHsA
KOHTPO/O SIKOCTI
(kpim
BMNPO6YBaHHA
Ha CTepUNbHICTb
Ta bakTepiasbHi
€HO0TOKCUHN),
BWMNYCK Cepil:
®.XodhcpmaHH-
Na Pow NTa,
Lseiiuapis

ANEP3VH

levocetirizi
ne

nesoueTn
pU3nHy
avrigpoxn
opug,

RO6A
EO09

Kpanni
opaJibHi,
po34mnH, 5
mr/mn; no 20
MYy hnakoHi
3
KpanenbHuLe
1o;nol
dnakoHy 3
KpanenbHuLe
10 B KAPTOHHIl
Kopoo6Li

3AT
dapmaueB
TUYHUIA
3aB0o/,
EFIC

YropumHa

3AT
PapmaueBTUYHU
i 3aBopg, ElC

Yropum
Ha

BHECEHHS 3MiH 0 peecTpaLiitHmx
martepianis: 3miHu | TUny - 3MiHK
LoAo 6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). 3MiHu
BHECEHO A0 [HCTpyKLii Ana MeanmyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby Ao
po3giny "Mob6iuHi peakuii" woao
BaX/IMBOCTI 3BiTYBaHHS Npo NobiyHi
peakLii. BBeeHHs 3MiH NpoTArom 6-Tu
MicALiB nicnsa 3aTBepKeHHSA. 3MiHn |
My - 3MiHK WoA0
6e3nekn/eeKTNBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpoTKili
XapakTepucTuL nikapcbkoro 3acooby,
TeKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeAMYHOr0 3aCTOCYBaHHS
reHepuyHMX/ribpuaHnx/6ionodibHMX
niKapcbknx 3acobiB MNic/1si BHECEHHS
Tiel camoi 3MiHW Ha pedhepeHTHW
npenapar (3miHa He noTpebye
HafaHHS XXOAHWNX HOBUX AOAATKOBUX
OaHNX). 3MiHN BHECEHO A0 IHCTpyKLil

6e3
peyenma

nionsie
ae

UA/9862/02/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

AN9 MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainis
"apmakonoriyHi BnactneocTi”,
"MNoka3aHHA", "TpoTUNOKasaHHsa",
"B3aemopis 3 iHLIMMKN NiKapCbKUMu
3acobamu Ta iHWi BUan B3aeMogiii',
"Oco61BOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTI
abo rogyBaHHs rpyaar", "3aaTHicTb
BN/IMBATY Ha LIBWAKICTb peakLii npn
KepyBaHHi aBTOTpaHCnopToM abo
iHLWIMMK MexaHi3mamn”, "Cnocib
3acTocyBaHHs Ta go3n", "[itn",
"MepeposysaHHA", "T06GIYHI peakui™
BiANOBIAHO A0 pedhepeHTHOro
nikapcbkoro 3acoby KCU3AN®, kpanni
OopaJsibHi, pO34nH. BBEAEHHS 3MiH
NPOTArom 6-T1 MicALIB Micns
3aTBEpMXEHHS. 3MiHuM | TMny - 3MiHK 3
siKocTi. FoTOBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOro Nikapcbkoro 3acoby
(3MEHLLEHHS TEPMiIHY NpuAAaTHOCTI
roTOBOrO Jlikapcbkoro 3acoby) - Ans
TOProBOI YrNaKoBKu.
3MeHLLIEeHHS TePMIHY NpUAATHOCTI
rn3.
[itoyva pegakuisfi: TepmiH npuaaTHoCTi.
4 poku.
MponoHoBaHa pepakuisi: TepmiH
NpUaAaTHOCTI. 3 POKU.
3MiHN BHECEHO A0 IHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS /liKkapCbKoro
3acoby no po3ainy "TepmiH
npugatHocTi". BBeaeHHA 3MiH
npoTArom 6-Tm MicALIB micns
3aTBEPKEHHSA. 3MiHU | TNy - 3MiHK
LoAo 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
3MiHV BHeceHo A0 IHCTpykLii ans
MeLMNYHOro 3aCTOCYBaHHS NMiKapCbKOro
3acoby Ao posginy "OcobnnBocCTi
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
3acTocyBaHHS" Wwoao 6esnekn
3aCcTOCyBaHHS JOMNOMDKHUX PEHOBUH.
BBefeHHs 3MiH NpoTArom 6-T MicsauiB
nicns 3aTBepAKeHHs
10. | AMBPOKCO/J1 | ambroxol am6poKco R0O5C Tabnetkn no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaviintHmx 6e3 UA/5703/01/01
-AAPHUNLUA ny BO6 30 wmr, no 10 "papmaue "dapmaueBTUUH marepianis: 3mMiHu | Tuny - 3MiHM 3 peyenma
rigpoxsop TabneTok y BTUYHA a thipma saKocTi. CepTudpikar signosigHocTi/TE-
ng, KOHTYpHilA hipma "NapHuus" cepTudikaT BiANOBIAHOCTI
YapyHKOBIli "fapHuus” €Bponeiicbkii
ynakosLi; rno 2 thapmakonei/moHorpadii. NMogaHHs
KOHTYPHI HOBOro abo OHOBNEHOro cepTudpikata
YapyHKOBI BiAMNOBIAHOCTI @60 BUNYYEHHS
ynaKkoBKku y cepTudikaTa BifnoBigHOCTI
nauui €Bponelicbkiit hapmakonei: ana Adl;

ANsa BUXigHOro
marepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPO6HULTBI A®I; AN AONOMIXHOT
peyoBuHU (cepTuddikat BiAMNOBIAHOCTI
€Bponeiicbkili hapmakonei) - Hosuii
cepTudikaT Bif HOBOro BUPOGHMKA
(3amiHa abo [OMNOBHEHHS)
BBE/IeHHS HOBOTO BUPOGHUKA Ajitoyol
peyoBnHM AMBPOKCONY riAPOX/I0pUA,
SHILPA PHARMA LIFESCIENCES
LIMITED, India, 3 CEPNe CEP 2004-
201-Rev 06. 3miHu | Tvny - 3MiHu 3
AKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
A0NYCTUMUX MEX, BUSHAUYEHUX Y
cneuudikauisx Ha Adl, abo
BUXIiAHWIA/NPOMIXHWIA
npoAyKT/peareHT, Wo
BUKOPVCTOBYIOTHCS Y NpOLECi
BUpO6HULUTBA AP (iHLLI 3MiHK).
CynyTHS 3MiHa - 3MiHU 3 AKOCTi. ADI.
KoHTposib A®I. 3miHa y MeToAax
BMNpo6yBaHHsA APl abo BMXigHOrO
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, Wwo
BUKOPVCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MIHN Y
3aTBEPMAKEHNX METOAAX
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

BMNpobyBaHHsA) A0 MaTepianis
peecTpauiiiHoro 4ocke 40 po3ainis
3.2.5.4.1. Ta 3.2.5.4.2. ona BXigHOro
KOHTPO/IO Ha Aitoyy peyoBuHy
AMOpPOKCOy rifgpoxnopua BHECEHO
He3HauHi OHOBJIEHHS 3@ NMOKAa3HWKOM
«PO34MHHICTbY», SKWIA NepeHeceHo Ao
po3Ainy Npo 3arasibHi BNacTMBOCTI,
OCKi/IbKW BiH Ma€e pekoMeHaauiiHui
XapakTtep BignoBigHo Ao Bumor AdY
1.4 «MoHorpadii» Ta € 1.5.1.7
«Characters» Ta 3a NoKa3H1KOM
«laeHTUdiKauis», a came: 3a/iMLLEHA
nepLua igeHTudikauis, sika €
060B’A3K0BUM BMNPOBYBAHHAM [aHOr0
nokasHuka, BignoBigHo go sumor Y
1.4 «MoHorpadii» Ta €9 1.5.1.8
«ldentification». 3miHu | TUNY - 3MiHK 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6.
KOHTpO/b rOTOBOrO /liKapCbKoro
3acoby. 3miHa napameTpis
cneumdikauin Ta/abo gonycTummx
MeX rOTOBOr0 NikapCbKOro 3acoby
(iHwWi 3miHK). CynyTHA 3MiHa - 3MiHN 3
[KocTi. [oToBWIA Nikapcbkuii 3aci6.
KOHTpO/b rOTOBOrO /iKapCbKoro
3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPMAXKEHNX METOAAX
BMNPOGYBaHHSA) HOPMyBaHHS Ta
METOAMKa KOHTPO/IO 3a NOKA3HVKOM
«MikpobionoriyHa unctora» -
npuBELEHHI Y BiANOBIAHICTb 4O BUMOT
€%,26.12,2.6.13,5.1.4,; 3a
nokasHukom «lgeHtudikauisa A» -
HOPMYyBaHHS Ta METOAVKY KOHTPO/HO
3a/MLeHo 6e3 3MiH, BHECEHO
peAakuiiHi npasku, siki o)opMEeHi
BiANOBIAHO [0 pekoMeHAauiin Ta
cTunicTukn AdY; Ta 3a NOKa3HUKOM
«lgeHTucpikauisi B» - HoOpMyBaHHA Ta
METOAVKY KOHTPO/IHO 3a/MLLEHO 6e3
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

3MiH; fOoAaHO NOCWUNAHHA Ha MeTof
KOHTponto APY 2.2.46 N; BHeceHO
peAakuiiHi npasku, siki o)opMEeHi
BiANOBIAHO [0 pekoMeHAauiin Ta
cTunicTukm AdY. 3Mminu | Tuny - 3miHn
3 AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpis
crneundikauii Ta/abo gonycTnMmx
MeX rOTOBOrO NikapCbKOro 3acoby
(3BY)KEHHS1 AOMyCTUMMX Mex) CynyTHS
3MiHa - 3MiHM 3 AkocTi. FoToBWMi
nikapcbknii 3aci6. KOHTpob roToBoro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOBYBaHHA rOTOBOrO MiKapPCbKOro
3acoby (iHwWi 3mMiHM y MmeTodax
BMNPO6YBaHb (BK/OUAOUM 3aMiHy abo
[OMOBHEHHS)) 3MIHEHO HOPMYBaHHS Ta
METOAVKY BU3HAUYEHHS 33 MOKa3HUKOM
«P0O34MHEHHSA» 3 METO0 NpPUBEAEHHS
0o Pekomengauii
EMA/CHMP/CVMP/QWP/336031/201
7 «Reflection paper on the dissolution
specification for generic solid oral
immediate release products with
systemic action» Ta Bumor HactaHoBu
CT-H-MOB3Y 42-7.4:2022 «Jlikapcbki
3aco6u. JocnimKeHHs
6ioeKBiBa/IEHTHOCTI». 3a
pesynbTatamun Basigauii BHECEHO
TEepPMiHV NPUAATHOCTI PO3YMHIB.
3areepaxeHo: Q= 75% 3a 45 xB.
3anponoHoBaHo: Q= 85% 3a 15 xB.
3MmiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbkoro 3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOTO NiKapCbKOro
3aco06y (iHLWi 3MiHK y MeTodax
BMNpoGyBaHb (BK/IOYaoUM 3amiHy abo
[OMOBHEHHS)) aKTyasli3oBaHo
METOAMKY KOHTPOJIIO 3@ NOKa3HUKOM
«CynpoBigHi AOMILLKW»: ONTYMi30BaHO
npo6oniAroToBKy Ta BHECEHO 3MiHN B
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

YyMOBY XpomarorpadyBaHHs,
MeTOAMKa KOHTPOSI0 BaslifoBaHa, 3a
pesynbTatamun Basigauii BHECEHO
TepPMiHN NPUAATHOCTI PO34YMHIB. 3MiHK
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbknii 3aci6. KOHTpONb roToBOro
nikapcbKkoro 3acoby. 3MiHa y meTogax
BUNPOBYBaHHA rOTOBOrO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPMAKEHNX MeToAaxX
BUNPOOBYBaHHS) HE3HAYHI 3MiHW [0
METOAVKM 3a NoKa3HUKOM «KinbkicHe
BU3HAYEHHSA»: METOLUKY KOHTPOSIO
3a/MLeHO 6e3 3MiH, BHECEHO
peAakuiiHi npaBku, siki o)opMeHi
BiANOBIAHO [0 pekoMeHAauiin Ta
cTunicTukm AdY. 3Mminu | Tuny - 3miHn
3 aKocTi. A®l. KoHTponb A®l. 3miHa y
mMeTodax BunpobyBaHHs A®| abo
BUXIAHOrO MaTepiany/npomMiKHOro
nNpoAaykTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NPOLIECI
BUpo6HMLTBA AD| (IHLWI 3MiHK Y
MeTodax BUNpo6yBaHHS (BK/IHOYa0un
3amiHy abo JonoBHeHHs) Al abo
BUXIAHOTO/NPOMIXHOTO NPOAYKTY)
[0[aHO MeToanKY «3a/INLLKOBI
PO3UnHHKKM» Ans A®l Ambpokcony
rigpoxnopus Big HOBOro BUPOGHMKa
SHILPA PHARMA LIFESCIENCES
LIMITED, India y po3gin 3.2.S. Big,
BUpo6HUKa 13. MeToAnKy KOHTPO/IO
PO3p06/IEHO HA OCHOBI METOAMKN
BMpo6HuKa A®I i BanigoBaHo. Ans
3aTBEPAKEHOro BUPo6HMKa Ven
Petrochem & Pharma (India) Pvt. Ltd.,
India, MeTOAVKY KOHTPOJIIO 3a/INLLEHO
6e3 3MiH.

11.

AMIKAUUHY
CYNb®AT

amikacin

amikauuHy
cynbhar

JO1GB

po34nH ans
iH'ekujn, 250
mr/mn; no 2
M1 abo 4 mn B
amnyni; no 1

MpuBaTHe
aKuioHepH
e
TOBapUCTB
0 "J1eKkxim -

YkpaiHa

MpuBaTHe
akuioHepHe
TOBapUCTBO

"Jlekxim -

Xapkis"

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
martepianis: 3miHu | TUny - 3MiHn
wofo 6e3nekn/edekTMBHOCTI Ta doap-
MakoHarnsagy (iHLwi 3miHw)
BHeceHO pefakLiiiHi npaBku y TEKCT

3a
peyerimo
M

UA/12356/01/02
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
amny’i B Xapkis" MapKyBaHHS BTOpWHHOI (1. 1, 2, 4, 11,
O HOBIYHOMY 17) Ta nepBuHHOI (N. 1, 2, 6) ynakoBku
6nictepi; no 1 NiKapcbKoro 3acoby, Takox BUTyYEHO
0fHOGIYHOMY ay6niotouy iHchopmavito 3a3HadveHy
6nictepy B pocilicbkolo MOBO. BBefeHHs 3MiH
nauuj 3 npotsArom 6 micAuis nicns
KapTOHy; no 2 3aTBEPAKEHHSA
M1 abo 4 Mn B
amnyni; no 5
amnyny
6nictepi; no 1
a6o 2
6nictepu B
nauui 3
KapTOoHY
12. | AMIKAUUHY amikacin amikaumHy | JO1GB | po3uuH s MpuBaTHe YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/12356/01/01
CYNb®AT cynbhat 06 iH'ekwji, 50 aKuioHepH akuioHepHe martepianis: 3miHu | TUny - 3MiHK peuyenmo
mr/mn; no 2 e TOBapuCTBO oo 6esnekn/edekTMBHOCTI Ta doap- M
M/1 B amnyni; TOBapucTB "J1eKkxim - MakoHarnsay (iHwi 3miHn)
no 1 amnyni B 0 "/lekxim - Xapkis" BHeceHo pepakLiiiHi npaBk1 y TEKCT
0AHOGIYHOMY Xapkis" MapKyBaHHS BTOPWHHOI (1. 1, 2, 4, 11,
6nicTepi; no 1 17) Ta nepBuHHOI (N. 1, 2, 6) ynakoBku
O HOBIYHOMY NiKapcbKoro 3acoby, Takox BUTYyYEHO
6nictepy B ay6ntotouy iHhopMaLiiio 3a3HaveHy
nauui 3 pocilicbkoto MoBO. BBefeHHs 3MiH
KapTOHY; No 2 npoTsArom 6 micsuis nicns
M B amnyni; 3aTBEPMKEHHS
no S amnyny
6nictepi, no 1
abo 2
6nictepu B
nauui 3
KapToHY
13. | AMOKCMUWMAN | amoxicillin | amokcuum | JOICR | nopoLuok ans MicTtpan AHrnis Crepwunizauis Kuraii/ BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/20228/01/01
IH- and beta- niH HaTpito | 02 po3ynHy Ans Kenitan Airoyori Icnanis mMarepianis: 3MiHu | Tuny - 3MiHu 3 peyenmo
KNABY/NAHA | lactamase | cTepuibHu iH'eKUin abo MeHemxm PEYOBUHM, SKOCTi. [OTOBWIA Nikapcbkuii 3aci6. M
T-BICTA inhibitor i, kanito iHdpysin no eHT BMPOGHUK 3MiHN Yy BUPOGHMLTBI. 3MiHU Y NpoLeci
KnasynaH 1000 mr/200 NimiTen NPOMIXHOro BMPOGHULITBA FOTOBOrO NiKapCbKoro
aT mr, no 1000 NpoAyKTy 3aco6y, BK/IO4AKYN MPOMDKHNIA
CTepUNbHU Mr/200 mry (cTepunbHoi NPOAYKT, L0 3aCTOCOBYETLCA NpU
n donakoHi; no CyMmiLi) Ans BMPOGHULITBI FOTOBOrO /liKApPCLKOro
10 dhnakoHiB y roTOBOro 3acoby (He3Ha4yHa 3miHa y npoueci
KapTOHHiA NPOAYKTY: BMPOGHMLITBA) HE3HAYHA 3MiHAa Y
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
KOpoo6Li XKYXAN npoweci BUpO6HMLTBA, 3MiHA
IOHAUTEL napameTpiB ctepunisaLii B

NABOPATOPI3
KO, NTA, Kutaij;
ImnopTep
NPOMIXXHOrO0
NpoAYKTY
(cTepunbHa
cymiL),
BMPOGHUK
roToBof(
npoayKuii,
nepBuHHa Ta
BTOPVHHA
ynakoBka,
KOHTPO/Tb AKOCTI
(XiMiYHWIA/cpizny
HWIA, GionoriyHnii
Ta
Mikpo6ionoriyHu
n:
CTEPUSIBHICTD),
BUNYCK cepil:
NABOPATOPIO
PEWI )KO®PE,
C.A., IcnaHis

CyX0)XapoBOMYy cTepunizaTopi
TYHefIbHOro Tuny. 3aTBepaKeHo:
3.2.P.3.3 Description of Manufacturing
Process and Process Controls:
Aluminum tins and inter/outer lids are
sterilized by dry-heat sterilizer at
220°C for 3 hours. 3anponoHoOBaHo:
3.2.P.3.3 Description of Manufacturing
Process and Process Controls:
Aluminum tins and inter/outer lids are
sterilized by dry-heat sterilizer at
220~225°C for 120 min. 3miHu | TUny -
3MiHu 3 sKocCTi. FoTOBMIA NiKApCbKUi
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHN Y
npoueci BUpoOHULITBA FOTOBOIO
NiKapcbKoro 3acoby, BKOHaum
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOHULTBI
roTOBOro NikapCbKoro 3acoby
(He3HauHa 3miHa y mpoueci
BMpO6OHULUTBA) He3HayHa 3MiHa y
npoueci BUpO6HULITBA, 3MiHA
MaKCMMaslbHOI BXifHOI KiflbKOCTi
CTePUIbHOTO aMOKCULMAIiIHY HaTPIto 3
410-415 kg Ha 410-420 kg. 3miHu |
TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPOBGHMLTBI. 3MiHU y npoveci

BUPOGHMLITBA FOTOBOrO /iKapCbKOro
3ac006y, BK/1HOHAKUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETLCS MpU
BMPOGHULITBI FOTOBOrO NiKapCbKOro
3acoby (He3Ha4Ha 3MiHa y npoueci
BMPO6HMLTBA) HesHauHa 3MiHa y
npoteci BUpo6bHMLITBA, a came,
Big6ynacs agantauis BUpO6GHUYOro
npouecy A1 BigMOBU Bif
nonieTUIEHOBYX NakeTiB (BTOPUHHOI
yNakoBKM1) 3 aKTMBHUMU PEYOBUHAMU.
3MiHn | TMRY - 3MiHK 3 SKOCTi. FoToBUIA

NiKapCbKuii 3aci6. 3MiHN y
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
BMPOGHMLTBI. 3MiHN Y NpoLeci

BUPOGHMLITBA FOTOBOTrO NiKapCbKoro
3aco6y, BKIOYAKUN NPOMDKHUIA
NPOAYKT, WO 3aCTOCOBYETLCA NpU
BMPOBHULTBI TOTOBOTO J1iKapCbKOro
3ac06y (He3HayHa 3MiHa y npoueci
BMPOGHMLTBA) HesHauyHa 3MiHa y
npoweci BUPOGHULITBA, A0AaBaHHSA
anbTepHaTUBHMX AE3iHAIKYUNX
3aco6iB ans Llexy 27. 3miHm | Tuny -
3MiHu 3 siKoCTi. FoTOBWMIA NiKapcbKuii
3aci6. 3MiHM y BUPOOHULITBI. 3MiHN Y
npoLeci BUpo6bHULITBA FOTOBOTO
NiKapcbKoro 3acoby, BKIYaum
NPOMDKHWUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOHULTBI
roTOBOro Nikapcbkoro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOGHMLTBA) HesHauyHa 3MiHa y
npoweci BUPOGHULTBA, A0AaBaHHSA
JeLo iHworo obnagHaHHs, Ta
MOZepHi3aLisi YACTUX 30H ANs
3He3apaXeHHs napamu nepexkncy
BOAHIO y Llexy 27. 3miHu | Tuny -
3MiHu 3 sKoCTi. FoTOBWMIA NiKapCbKuii
3aci6. 3MiHN y BUPOOHMLTBI. 3MiHK Y
npoweci BUpO6HULITBA FOTOBOTO
nikapcbKoro 3acoby, BK/0YaK4n
NPOMDKHUIA MPOAYKT, WO
3aCTOCOBYETLCSA NPV BUPOOHULITBI
rOTOBOrO JliKapCbKoro 3acoby
(He3HayHa 3MiHa y npoueci
BMPO6HMLTBA) HesHauHa 3MiHa y
npoueci BUpobHULTBA, AOAABAHHS
[eLo iHWworo o61agHaHHs,
MOJEpHi3aLis YnCcTUX 30H, Ta
nojasiblwa aganrauia etany
BMPOGHMLITBA NEpPeHeCeHHs ABOX
aKTUBHUX PEYOBUH Y 3MiLLYyBasIbHY
RABS y Liexy 27. 3MmiHu | Tuny - 3miHn
3 AKOCTi. FOTOBUIA NiKapcbkuii 3aci6.
3MiHn y BUPOGHMLTBI. 3MiHK Y npoLeci

BUPOGHMLITBA FOTOBOIO /liKapCbKoro
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
3ac006y, BK/1I0YAKUN NPOMDKHUIA

NPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOGHULITBI FOTOBOrO /iKApCbKOro
3ac00y (He3HayHa 3MiHa y npoueci

BMpO6OHULUTBA) He3HayHa 3MiHa y
npoueci BUpO6HULITBA, 3MiHA
noctavasibHvka Ta Mogeni ginbTpa
4ns ginbTpayii a3oTy. 3miHu | TNy -
3MiHu 3 sKoCTi. FoTOBMIA NiKApCbKUi

3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHN Y
npoueci BUpOOHULITBA FOTOBOIO
NiKapcbKoro 3acoby, BKOHaum

NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOHULTBI
rOTOBOrO /liKapCbKoro 3acoby (iHLwui

3MiHM) He3HayHa 3MiHa y
BMPOBHMYOMY NPOLLECi FOTOBOro
npoaykTy, a came, 3MiHa Yacy

BUTPVIMKM MPOMIXXHOrO NPOAYKTY Bif,

eTany nepeHeceHHs Ao eTtany

NoAPIGHEHHS AN15 KOXHOTO LieXy:

«npoTarom 120~150 xB» ans Liexy 10

Ta «npotarom 60~180 xB» Ansa Liexy
27. 3MiHn | Tuny - 3MiHK 3 AKOCTI.

[oTOBMIA NiKapcbkuii 3aci6. 3miHW y
BMPOBHULTBI. 3MiHU Y npoLeci

BMPOOHULITBA FOTOBOTO NiKapCbKOro
3ac006y, BK/1I0YAKUN NPOMDKHUIA

NPOAYKT, L0 3aCTOCOBYETLCA NpU

BMPOGHULITBI FOTOBOrO /iKApCbKOro

3aco06y (iHwWi 3MiHn) He3HayHa 3miHa y

BMPOBHMYOMY NPOLLECi FOTOBOro
npoaykTy, a came, 3MiHa Yacy

BUTPVIMKW Bif eTany po3BaHTaKEHHS

Ta HanoBHEHHA [0 eTany nakyBaHHA

Ta 36epiraHHs 3 «3 roguHn 6es
nepeBaHTaXEeHHA» Ha HOBI
3anponoHoBaHi KOHKPETHI 4YacoBi
AianasoHn 411 KOXHOTO Liexy:

«npotarom 120~150 xB» y Llexy 10 Ta
«npoTarom 60~180 xB» y Llexy 27.

3MiHn | TMRY - 3MiHK 3 SKOCTi. FoToBUIA

NiKapCbKuii 3aci6. 3MiHN y




35

Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
BMPOGHMLTBI. 3MiHN Y NpoLeci

BUPOGHMLITBA FOTOBOTrO NiKapCbKoro
3aco6y, BKIOYAKUN NPOMDKHUIA
NPOAYKT, WO 3aCTOCOBYETLCA NpU
BMPOBHULTBI TOTOBOTO J1iKapCbKOro
3ac006y (iHWi 3MiHn) HesHayHa 3miHa y
BMPOGHMYOMY NPOLIECi FOTOBOrO
NpoAyKTy, a came, 3MiHUBCS Yac
MakcuManbHOT TPUBasIOCTI
BMPOGHNYOro NpoLecy CTepuibHOT
CyMiLli Big, eTany nogpibHeHHA A0
eTany BMBaHTaKEHHS Ta HanOBHEHHS
3 «23 roAuH» Ha HoBy «NMT 24
roavHu». 3MiHu | Tuny - 3MiHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3acib.
3MiHU Yy BUPOGHULTBI. 3MiHK
BMNPOBYBaHb ab0 AONYCTUMUX MEX,
BCTAHOBJIEHVX Y cneundikauisx, nig,
yac BUPOBHMLITBA FOTOBOTO
NiKapcbKoro 3acoby (3BYXEHHs
[0NyCTUMMX MeX) 3MiHa AonyCTUMUX
MeX, BCTAHOBJ/IEHUX y cneuudikaLisx
nif, yac BUPOBGHULITBA FOTOBOIO
nikapcbKoro 3acoby, a came, 3miHa
MeX Temrneparypu Ta yacy
CyX0XapoBoi cTepwizauii nig yac
KOHTPO/I10 NpoLiecy BUPO6HULITBA
NPOMDKHOro NpoAaykTy. Mexi
BUNpobyBaHHA «Temnepartypa Ta yac
CyX0XapoBoi cTepunisavyii»
3MiHIOTbCA 3 «220°C, 180 xB» Ha
«220~225°C, 120 xB» BignoBigHO A0
3anponoHoBaHoT Mogudikauit
napameTpiB Cyx0XapoBoro
cTepunizatopa TyHe/bHOro Tuny.
3MiHn | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHn y
BUPOGHMUTBI. 3MiHM BUNpobyBaHb abo
[OMNYyCTUMUX MEX, BCTAHOB/IEHUX Y
cneundikauisix, mig yac BUpobHMLTBA
roTOBOro Nikapcbkoro 3acoby
(BUNYYEHHS HECYTTEBOIO

B/MNPOGYBaHHS B NPOLECI
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

BMPO6HULTBA) 3MiHa BUNpo6yBaHb
a60 [0MyCTUMUX MEX, BCTAHOB/IEHUX
y cneuudikauisx, nig yac
BUPOGHMLITBA FOTOBOrO /iKapCbKOro
3aco0y, BUyYEHHSI HECYTTEBOIO
BMNpo6YyBaHHA B NpoLeci
BMPOGHMLITBA NPOMIKHOrO NPOAYKTY, a
came, BU/Ty4YeHHs BUNPOOYBaHHS
«LWBWAKICTb 06epTaHHA Ha eTani
noApibHEHHs». 3MiHW | Tuny - 3MiHK 3
siKocTi. FoTOBWIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHULTBI. 3MiHN
BMNpoGyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cnevudikauisx, nig
yac BMPOBHMLTBA FOTOBOrO
nikapcbKoro 3acoby (BUMy4YeHHSs
HecyTTeBOro BUNpobyBaHHsA B NpoLeci
BMPOO6HULTBA) 3MiHa BUNpobyBaHb
ab0o [oMyCTUMUX MEX, BCTAHOB/IEHNX
y cneyudpikauisix, nig vyac
BMPOOHULITBA FOTOBOTO NiKapCbKOro
3ac00y, BU/TyYEHHSI HECYTTEBOrO
BMNPOBYBaHHSA B NPOLECI
BMPOGHMLITBA NPOMIXXHOIO NPOAYKTY, a
came, BUJTy4YeHHs BUNPOOyBaHHSA
«PO3MIp CITKM Ha eTani NoApiOHEHHS».
3MiHn | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHu y
BUPOGHMUTBI. 3MiHM BUNpobyBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/IEHNX Y
cneundikauisix, mig yac BUpobHMLTBA
roTOBOro Nikapcbkoro 3acoby
(BUNYYEHHS HECYTTEBOIO
BMNpo6YyBaHHA B NpoLeci
BMPOOHULTBA) 3MiHa BUNpobyBaHb
ab0o [0MyCTUMUX MEX, BCTAHOB/IEHNX
y cneuudikauisix, nig yac
BUPOGHMLITBA FOTOBOrO NiKapCbKoro
3aco6y, BUTyYEHHSI HECYTTEBOIO
BMNpO6YyBaHHA B NpoLeci
BMPOGHMLITBA NPOMIXXHOrO NPOAYKTY, a
came, BUJTy4YEeHHs BUNPOOYBaHHS
«KoedpilieHT HaNnOBHEHHS Ha eTani
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

3MiLyBaHHS». 3MiHK | TNy - 3MiHK 3
siKocTi. FoTOBWIA Nikapcbkuii 3aci6.
3MiHN Y BUPOGHULTBI. 3MiHK
BMNpoGYyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cnevudikauisx, nig
yac BMPOBHMLTBA FOTOBOrO
nikapcbKoro 3acoby (iHLwi 3MiHN) 3miHa
BMNPO6YBaHb ab0 AONYCTUMUX MEX,
BCTAHOB/IEHVX Y cneundikauisx, nig,
yac BUPOBHMLTBA FOTOBOTO
nikapcbKoro 3acoby, a came,
[0aBaHHA a/lbTEPHATUBHOIO METOAY
BU3HAYEHHA 6aKTepiasibHOro
€H0TOKCUHY i3 PI3HOIO
KOHLEHTPAL|iEI0 PO3YMHY Ta
4yyTnmBicTio peareHTy LAL. 3miHu |
TUny - 3MiHK 3 AKOCTi. [OTOBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHU BUNpobyBaHb abo
[0MNyCTUMUX MEX, BCTAHOB/IEHNX Y
cneundikauisix, nig yac BMpobHuLTBA
rOTOBOrO JlikapcbKoro 3acoby (iHLwi
3MiHM) 3MiHa BUNpPo6yBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/IEHNX Y
cneundikauisix, g yac BUpobHULTBa
roToBOro NikapcbKoro 3acooby,
He3HayHe KOpUryBaHHs aHaniTuyHoi
METOAVKM CyNpoBiAHI AOMILLKK, a
camve, 6yna BunpasfeHa Nnomuka B
KOHLLeHTpaLii pO34MHY YyT/IMBOCTI.
3MiHu |l Tuny - 3MiHM 3 AKOCTI.
FoTOBMIA NikapcbKuii 3aci6. 3MiHK y
BMPOBGHMLTBI. 3MiHU y npoveci
BUPOGHMLITBA FOTOBOIO /iKapCbKOro
3ac006y, BK/1HOHAKUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETLCSA NpU
BMPOGHULITBI FOTOBOrO NiKapCbKOro
3acoby (cyTTeBa 3MiHa y npoueci
BUPOGHMLITBA, 5iKa MOXe MaTtu
iCTOTHWIT BNMB Ha AKiCTb, 6e3neky Ta
eeKTUBHICTb NikapCcbKoro 3acoby)
[lopasaHHsa HOBOrO Lexy («Liex 27»)
0151 BUPO6GHMUTBA MPOMiIDKHOIO
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
NpoAyKTYy
14. | AMOINNAKOC Ampicillin amniumniv | JOLICR | nopoLuok ans AHTUBIO PymyHis nepBuHHE Ta PymyHis/ BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/19040/01/01
and beta- (y chopmi 01 pPO34nHy ans TUKWN CA BTOPVHHE IHgis/ mMaTtepianis: 3miHu | Tuny - peyenmo
lactamase | amniumnin iH'eKUin abo nakyBaHHs, Kutaii AIMIHICTpaTUBHI 3MiHW. 3MiHa M
inhibitor y HaTpito) iHcpysiii no 1,5 KOHTPO/b SKOCTI, HaliMeHyBaHHs1 Ta/abo agpecy Micus
Ta r (1000 mr/500 BWMNYCK Cepil: NPOBaKEHHS AISNbHOCTI
cynbbakTa Mr); no 1 abo AHTUBIOTUNKN BMPOGHMKa/imnopTepa rotoBoro
M (Y no 10, a6o no CA, PymyHis; nNiKapcbKoro 3acoby, BKIOUaum
chopwmi 25 dhnakoHiB y BMPOGHMKM AinbHWLU BUNYycKy cepii abo micue
cynbbakTa KapTOHHIl CTepUbHOI NpOBeEeHHS KOHTPO/O AKOCTI.
My nauui CymiLLi ([isnbHICTb, 3a Ky BignoBifae
HaTpito) cynbbakTamy BMPOGHUK/IMNOPTEp, HE BKIOYAKUN
HaTpito Ta BUMYCK cepiid). 3MiHa Ha3BK
amniunniHy BMPOBHUKA CTEPUNBLHOI CyMiLLi
HaTpito: cynbbakTamy HaTpito Ta aMniLmniHy
AniTopis ®apma HaTpito. BupobHuya ginbHuua, agpeca
Mpisart JlimiTes, Ta yci BUpobHM4i onepauii
IHais; 3aMWaTLCA HE3MIHHUMU.
BUPOGHMNKM
CTEpPUILHOI
cymiLi
cynbbakTamy
HaTpito Ta
amniyunniHy
HaTpito:
XKyxaii
OHaviTepq,
Na6opaTtopic
Ko., ITa., Kutaii
15. | AMOINAKOC Ampicillin amniumnii | JOLCR | nopoLuok ans AHTUEBIO PymyHist nepBuHHE Ta PymyHis/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a He UA/19040/01/01
and beta- (y chopmi 01 pPO34nHy oNs TWUKWN CA BTOPVHHE IHais/ mMaTtepianis: 3miHu | TUNy - 3MiHK 3 peuyenmo | nionse
lactamase | amniuyunid iH'eKUili abo nakyBaHHs, KuTaii AKocTi. FOTOBWMIA Nikapcbkuii 3aci6. M ae
inhibitor y HaTpito) iHdysiii no 1,5 KOHTPO/b SIKOCTI, CT1abinbHiCTb. 3MiHa y TepMiHax
Ta r (1000 mr/500 BUNYCK cepil: npuaaTHoCTi abo ymoBax 36epiraHHs
cynbbakTa mr); no 1 a6o AHTUBIOTUNKA roTOBOrO /1iKapCbKOro 3acoby (3MiHa B
M (Y no 10, a6o no CA, PymyHis; yMoBax 36epiraHHsi TOTOBOrO
dopmi 25 donakoHiB y BMPOGHMNKM nikapcbKoro 3acoby abo nicns
cynbbakTa KapTOHHiiA CTepu/ibLHOT PO3YMHEHHSA/BIAHOBNEHHSA) - 3MiHA
My nauuj CyMiLi YMOB 36€epiraHHs FoTOBOro
Hartpito) cynbbakTamy nikapcbKoro 3aco6y. 3MiHM BHECEHO B
HaTpilo Ta po3gin "YMoBu 36epiraHHsa" B
amniuniHy IHCTPYKLil0 AN MeguyHoro

HaTpito:

3aCcTOCYBaHHS /liKapCLKOro 3acoby, siK
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
AypobiHao HacnifokK - BiANOBIAHI 3MiHW y TEKCTI
dapwma JlimiTes, MapKyBaHHS YNakoBKW JliKapCbKOro
IHais; 3acoby.
BMPOGHMKM BBefeHHs1 3MiH NpOTArom 6-T MicsALUiB
CTEpPU/ILHOI nicnsa 3aTBepmKeHHs. 3miHn Il Tuny -
cymiLi 3MiHu 3 sKocTi. FoTOBMIA NiKapCbKuii
cynbbakTamy 3aci6. KOHTposib roTOBOrO NiKapCbKoro
HaTpito Ta 3aco6y (iHLUi 3MiHW1) OHOBJIEHHS
amniyunniHy cneuudikauii/metogis BunpobysaHb
HaTpito: ansa N3: - o06MeXxeHHs 3aTBepAKEHOT
XKyxaii nonyctTumol Mexi Ans napameTpa
lOHanTen 6akTepiasibHNX eHOO0TOKCUHIB 3 Makc.

NabopaTtopic
Ko., NiTg., Kutaii

0,17 MO/mr go makc. 0,066 MO/wmr; -
06MEXEHHS 3aTBepKEHOT
[0MNyCTUMOT MeXi 415 AOMiLKn A B
Mexax napameTpa JOMILLOK,
NoB'Ai3aHUX 3 y/Ib6akTaMoM, y
cneundikauii TepMiHy NPUAATHOCTI 3
makc. 1,0% fo makc. 0,5%; - 3MiHu Ao
3aTBEPIXEHOrO MeToAy BMNPOo6yBaHb
[ONA BU3HAYEHHS 6akTepiasibHNX
€HAO0TOKCUHIB; - He3HauyHa 3MiHa [0
3aTBEPXEHOrO MeToAy BMNPOo6yBaHb
01151 BU3HAYEHHS CTePUIIbHOCTI.
BBefeHHs1 3MiH NpOTArom 6-T MicsALiB
nicnsa 3aTBepmKeHHs. 3miHn Il Tuny -
3MiHu 3 sKocCTi. FoTOBMIA NiKApCbKUi
3aci6. KOHTposib roTOBOrO NiKapCbKoro
3aco06y (iHLWi 3MiHK)
OHOBJ/IEHHS cneuyudikauii/meToamk
BUMPOOYBaHb, L0 3aCTOCOBYOTHCA
BMpOo6HUKOM Antibiotice S.A., ans
CTEPUSIbHOI CYMiLLi CTEPUIBHOTO
amniyuiiHy HaTpilo Ta CTepuIbHOro
cynbbakTamy Hatpito (2:1), wo
HaaXoAWTb Bifl ABOX YNOBHOB&XEHUX
BMPO6GHUKIB. BBEAEHHS 3MiH NPOTArOM
6-Tn MicAUiB NicNsA 3aTBEPKEHHS.
3MiHn |l Tuny - 3MiHM 3 AKOCTI.
[oTOBMIA NiKapcbkuii 3acib. (iHLi
3MiHW)

OHOBNEHHS po3gainy 3.2.P woao
CTEepW/IbHOI CyMili CTEpUIbHOrO
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
amniyuiiHy HaTpilo Ta CTepuIbHOro
cynbbakTamy Hatpito (2:1). BBegeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBepMXEHHS. 3MiHu Il Tvny - 3miHu 3
AKOCTi. A®I. (iHLLi 3MiHW1) OHOBJ/IEHHSA
po3giny 3.2.S WwoA0 akTUBHOI
PEeYOoBUHM aMMiLMIiH HaTpIlo
CTEpPWUNbHUIA Ta cyNbbakTam HaTpito
CTePUIbHWIA.
BBefeHHs1 3MiH NpOTArom 6-T MicALUiB
nicns 3aTBepKeHHs.
16. | AHANNILIOAE | dexketopr | gekcketon | MO1lA | po3uuH gns Mictpan AHrnis BEM Inau CaH. | Typeuun BHECEHHS 3MiH 0 peecTpavinHux 3a He UA/20346/01/01
KC ofen podheHy E17 iH'ekyjn, 50 Kenitan Be Tik. A.C. Ha mMartepianis: 3miHu | Tuny - peyenmo | nionse
TpomeTam Mr/2 M; no 2 MeHemxm AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BK M ae
on M/1 B amnyni; eHT NiKapcbKoro 3acoby
no 6 amnyn B NimiTen 3MiHa Ha3BM NikapcbKoro 3acoby:
KapTOHHii 3aTBepaxeHo: JEKETA (DEKETA) -
Kopoo6Li 3anponoHosaHo: AHA/ILIOAEKC

(ANALGODEX). TepMmiH BBEEHHSA
3MiH NPOTArom 6 MicsuiB nicns
3aTBEPMKEHHS. 3MiHW | TUny - 3MiHK
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAMYHOro 3aCTOCYBaHHA Ha niacTasi
perynsipHo OHOB/IOBAHOTO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifpkeHb 3 6e3neky 3acToCyBaHHsA
nikapcbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNOBIAHO 40 NnaHy
negiatpuyHux gocnimxkeHb (PIP)
(3MiHy y3rokeHO 3 KOMMETEHTHUM
YNOBHOB&XEHVM OpraHoM). 3MiHu
BHECEHO B iHCTPYKLIito 415 MeAUYHOro
3acTocyBaHHS Nikapcbkoro 3acoby Ao
po3ginis "OcobamBocTi
3actocyBaHHs", "Mo6iuHi peakwyii"
BiANOBIAHO A0 OHOBNEHOT iHChopMaLi
LoAo 6e3nekn 3acToCyBaHHS
nikapcbkoro 3acoby. TepmiH BBEJEHHS
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
3MiH NpoTArom 6 MicAuiB micns
3aTBEPAXKEHHS
17. | AHFLHET® flurbiprofe | cnyp6inp R0O2A NbOAAHUKN MO TOB Natsiiicbk nosic Icnanis BHECEHHS 3MiH 0 peecTpavinHmx 6e3 UA/19961/01/01
NbOAAHUKN | n odpeH X01 8,75 mr; no 12 «IHPAPM a PAPMACEYTIK marepianis: 3miHu | Tuny - 3miHn peyenma
NbOASHUKIB Y A Pecny6nik AJIC C.N. wofo 6e3nekn/edekTMBHOCTI Ta doap-
6nicTepi, no 2 Tpenginr» a MakoHarnsgy. BeegeHHs abo 3miHv o
6nictepa B y3ara/lbHeHUx fa-Hux npo cuctemy
KapTOHHIi hapmakoHarnagy (BBeAeHHs y3arasib-
nauui HEHWX JaHUX Npo cucTemy
thapmakoHarnsgy, amiHa ynos-
HOBaXXeHOI 0cobu, BiANOBIAa/ILHOT 3a
3[iiCHeHHs hapmMa-KoHarnsgy;
KOHTaKTHOI 0cobu 3 hapmakoHariagy
3asBHU-Ka AN 3AiACHEHHSA
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, yNOBHOBaXeHOT|
ocobu, BignoBigasibHOI 3a 3AiACHEHHSI
hapMakoHarnsay (Bkirovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-dhaiina cuctemu
hapmakoHarnsgy) 3miHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0COBM 3asBHUKA,
BiANOBIAAILHOI 32 hapmakoHarnsg B
YKpaiHi.
18. | APOA3ETUH - YopHULI A10X 36ip; no 50 1 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 UA/11610/01/01
3BUYANHOI abo 751y PapmaLes PapmaneBTUYHa marepianis: 3miHu | Tuny - 3miHn peyenma
naroHm naykax 3 TMYHa thabpuka oo 6e3nekun/edhekTMBHOCTI Ta doap-
(Vaccini BHYTPILLHIM habpuka "Biona" MakoHarnsay (iHwi 3miHn) OHOBNEHHS
myrtilli nakeTom, no "Biona" TEKCTY MapKyBaHHSA BTOPUHHOT
cormus); 1,51y dinbTp- yNakoBKM NiKapcbKkoro 3a-coby, a
KBaconi nakeTi; no 10 came: BU/Ty4YeHO Ha3By /liKapCbKoro
3BMYaliHOI abo 20 3ac00y pocCiiicbko MOBOK Ta
CTY/I0K inbTp- BHECEHHS pefakLiiiH1X NpaBokK no
nnoau naketiB y Tekcty (eCTD Bepcist 0000). TepmiH
(Phaseoli nauuj 3 BBE/lEHHS 3MiH - MPOTAroM 6 micauis
valvae KapToHY nicnsa 3aTBepyKeHHs.
fructum);
eneyTepok
oKy
KOMO4Oro
KOpeHeBu
wa 3

KOpeHAMN
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
(Rhizomat
acum
radicibus
Eleuteroco
cci);
LUMNLLINHK
nnogu
(Fructus
Rosae);
XBOLLA
nobOBOro
TpaBa
(Equiseti
herba);
3Bip0o60t0
Tpasa
(Hyperici
herba);
pomalLLku
KBITKM
(Matricaria
e flos)
19. | ACKOPIN - canbbyTa RO5C TabneTku; neHmapk IHais neHmapk IHgis BHECEHHS 3MiH 40 peecTpavLiiHnx 3a UA/11237/01/01
Mony A10 TabneTtku, no dPapmacb PapmacbloTukan mMaTtepianis: 3miHu | TUNy - 3MiHK 3 peyenmo
cynbart, 10 TabneTok y I0TUKaN3 3114, siKocTi. FoToBWMIA Nikapcbkuii 3aci6. M
6pomrekcu 6nictepi; no 1 nra. KOHTPO/1b FOTOBOrO NiKapcbKoro
HYy abo no 2, abo 3aco06y (iHLWi 3MiHK) 3MiHW BHOCATbLCSA
rigpoxnop no 5 6nictepis 0o posainy "Cneundikauis" Metogis
na, B KaQpPTOHHIi KOHTPO/IO0 IKOCTi FOTOBOrO NiKapCbKOro
realipeHe ynakoBLj 3aco0by 3rigHo 3ayBakeHb Jlabopatopil
3WH 3 KOHTPOJIO SIKOCTI JliKapCbKMX 3ac06iB
"NMIKWNAB" (y cneumdikauii Ta'y
MeToAax aHaslisy HEKOPEKTHO BKa3aHo
chopMy toBaHHA NoKasHWKa
"PO3UMHHICTL", Mae 6yTu
"Po3unHeHHs" (3rigHo EP 2.9.3), a
TakoX B fJaHOMy NyHKTi Cneuudikauii
HEKOPEKTHO 3a3Ha4yeHo nocunaHHa EP
2.9.1, sKe BiAHOCUTbLCA [0 NOKa3HUKa
"Po3nagaHHsa"
20. | BJIEOHKO bleomycin | 6neomiyn LO1D niocpinisat Mini Benvka BeHyc Pemegic IHgis BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/0890/01/01
HY Cco1l 015 PO34YUHY Xenckepe BputaHis JNimiTen MaTepianis: 3MiHu | TNy - 3MiHN peyenmo
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH gionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
cynbgat ONs iH'eKUin NimiTen Loao 6e3nekn/edpeKTMBHOCTI Ta M
no1504, 1 thapmakoHarnagy (iHwi 3miHn). 3amiHa
hnakoH 3 po3giny «IpadhiuHe odhopmaeHHs
niocpinizatom YMakoBKW» Ha po3ain «MapKyBaHHs» Y
Y KapTOHHIl MKSA N3: 3atBepmkeHo: MpadiyHe
Kopoo6Li othopMNEHHS ynakoBku. [logaeTbes.
3anponoHosaHo: MAPKYBAHHSA.
3rigHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHs1.
21. | BO3YNI® Bosutinib 603yTVHI6 | LOLEA | Tabnetkw, Mdpaiizep CLA BMPOGHMLTBO, Himeuun BHECEHHS 3MiH 0 peecTpaLiiniHmx 3a He UA/17245/01/02
y 04 BKPWUTI Eiiy.Ci.Mi. nakyBaHHs, Ha/ martepianis: 3miHu | TUny - 3MiHK peuyenmo | nionsie
MOHorigpa nAiBKOBOO Kopnopeii KOHTPO/Ib SKOCTI Yexis LoAo 6e3snekn/edpeKTMBHOCTI Ta M ae
T 060/10HKOH, LWH Ta BMNYyCK cepil: hapmakoHarnsagy. 3miHa y KopoTkili
no 500 mr; no Mdpaiizep XapakTepucTuL nikapcbkoro 3acooby,
14 TabneTok y MeHtodekuypuH TeKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
6nictepi, 2 r doituneHn MeAMYHOro 3acTocyBaHHA Ha nigcTasi
6nictepn y m6X, perynspHo OHOB/OBAHOIO 3BITY 3
KapTOHHIN HimeuumnHa; 6e3nekun nikapcbkoro 3acoby, abo
Kopo6ui; no 30 BMPOGHMLTBO, [ocnigpkeHb 3 6e3Mnekn 3acTocyBaHHs
TabneTok y KOHTPO/b SAKOCTI: nikapcbKoro 3acoby B
dnakoHi, 1 Ekcenna M'm6X nicnspeecTpauiiinii nepiog, abo sk
hnakoH y & Ko. KT, pe3ynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
KapTOHHii HimeuuunHa; npoBeAeHVX BigNoBigHO A0 NaaHy
Kopoo6Li TecTyBaHHs npu negiatpuyHux gocnimkern (PIP)
LOCHIIKEHHI (3MiHY Y3ro)XeHO 3 KOMMNETEHTHUM
cTabinbHoCTI: YNOBHOB&XXEHUM OpraHom)
KBiHTa- 3MiHN BHECEHO [0 IHCTPYKUIT Ans
AHanituka MeAMYHOro 3acTOCYBaHHA /likapCbKoro
c.p.o., Yexia 3acoby fo po3giny "Mo6iyHi peakuii”
BiANOBIAHO [0 OHOBMEHOT iHchopmaLyii
oo 6e3neku 3acToCyBaHHs Aitouoi
peyoBVHW. BBEEHHSA 3MiH MPOTAroM
9-T MicALIB MiCAs 3aTBEPAXEHHS
22. | BO3YN® Bosutinib 603yTVHI6 | LOLEA | Tabnetkw, Mdpaiizep CLIA BMPOGHMLTBO, Himeuun BHECEHHS 3MiH 0 peecTpaviinHmx 3a He UA/17245/01/01
y 04 BKPUTI Eiiu.Ci.Mi. nakyBaHHs, Ha/ marepianis: 3miHu | Tuny - 3miHn peyenmo | nionse
MOHorigpa NNiBKOBOIO Kopnopei KOHTPO/Tb SAKOCTI Yexis oo 6e3nekn/edpekTMBHOCTI Ta M ae
T 060/10HKOH, LWH Ta BMNYyCK cepil: hapmakoHarnsgy. 3miHa y KopoTkili
no 100 mr; no Mdpaiizep XapakTepucTuL Nikapcbkoro 3acooby,
14 TabneTok y MeHtohekuypuH TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
6nicTepi; 2 r Jounens MeAUYHOro 3acTocyBaHHA Ha nigcTasi
6nictepu y rv6éX, perynsipHo OHOB/IOBAHOTO 3BiTY 3
KapTOHHIM HimeuumnHa; 6e3nekun nikapcbkoro 3acoby, abo
Kopobuj; no BUPOBHMLITBO, JocnifpkeHb 3 6e3neky 3acTOCyBaHHsA
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
120 TabneTok KOHTPO/b AKOCTI: nikapcbKoro 3acoby B
y thnakoHi; 1 Ekcenna rm6X nicnsipeecTpauiiHuii nepiog, abo sk
daKkoH y & Ko. KT, pe3ynbTaTt OLiHKV 3BIiTy 3 AOC/IKEHb,
KapTOHHIl HimeuumnHa; npoBefeHnX BiANOBIAHO A0 NiaHy
KopoobLi TeCTyBaHHs npu negiatpuyHux gocnimxkeHsb (PIP)
LOCNigKEeHHI (3MiHY Y3ropKeHO 3 KOMNETEHTHUM
cTabinbHOCTI: YMOBHOB&XEHVM OpraHom)
KBiHTa- 3MiHV BHECEHO [0 IHCTPYKLUIT Ans
AHanituka MeLMYHOro 3aCTOCYBaHHS NMiKapCbKOro
c.p.o., Yexis 3acoby Ao posginy "MNo6iyHi peakyii”
BiANOBIAHO A0 OHOBNEHOT iHChopMaLi
LLoA0 6e3mnekn 3acTocyBaHHS Airo4Ooi
peyoBVHW. BBEEHHSA 3MiH MPOTAroM
9-TW MicALiB Nicna 3aTBEPKEHHS
23. | BOPTEKCA bortezomi 6optesomi | LO1X niocpinisat CaH IHais CaH IHgis BHECEHHS 3MiH 4O peecTpavLiiHnx 3a UA/17634/01/01
CAH b 6 GO01 L5 PO3YNHY dPapmacb PapmacbloTukan mMaTtepianis: 3miHu | TUNy - 3MiHK 3 peyenmo
ONs iH ek HoTMKanN IHpacTpis /T4, siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. M
no3,5wr; 1 IHpacTpi3 Cucrema
hnakoH 3 Niviten KOHTeliHep/3akKynopoBasibHWii 3acib.
NOPOLLKOM Y 3MiHa napameTpiB cneuudikadiii
KapTOHHIf Ta/abo fonyCTUMUX MeX NePBUHHOT
Kopoo6Li

yNaKoBKM rOTOBOTO NiKapCbKOro
3aco6y (BWI1yYEHHSI HE3HAYHOTO
nokasHvka (Hanpvknag 3actapisnoro
NoKa3HUKa)) BUOAIEHHS 3
cneundikauii 4na nakyBasibHOro
martepiny gna 13MM GREY
BROMOBUTYL IGLOO RFS RUBBER
STOPPER HELVOET V6503 FM460
(EXPO) TecrTis, BiANOBIAHO 80
notouHoi EP 3.2.9, a came:
loeHTudpikauis- A; NMutoma Bara npu
25°C;

BwmicT 301u (IH); Baxkki metanu - 12 mn
po34urHy; TecT Ha 6ionoriyHy
peakTuBHicTb (USP). 3minu | Tvny -
3MiHu 3 sKoCTi. FoTOBWMIA NiKapCbKuii
3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi 3acib.
3MiHa napameTpiB cneuudikawi
Ta/abo fonyCTUMUX MEX NepPBUHHOT
yMakoBKM FOTOBOTO MiKapCbKoro

3acoby (aoaaBaHHs abo 3amiHa
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

rokasHuka 3a pesynbraramm
nocnimkeHb 3 6e3nekn abo AKOCTI)
0151 NOKPaLLEHHS 6e3nekn Ta AKOCTi
rymMoBOi Npo6ku Ao crneumdikauii
nakyBasibHOro matepiany 13MM
GREY BROMOBUTYL IGLOO RFS
RUBBER STOPPER HELVOET
V6503 FM460 (EXPO), noaaHo TecTu:
TBepai yacTuHku; Matepian
KOHCTPYKUiT. 3MiHu | TUNY - 3MiHK 3
siKocTi. FoTOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3akynopoBasibHWii 3acib.
3MiHa y MeTofax BUNPObyBaHHA
NepBUHHOT YNakoBKM rOTOBOIO
nikapcbkoro 3acoby (iHWi 3MiHN Y
MeTofax BUnNpobyBaHb (BKIOYaoum
3amiHy abo fofasaHHs)) nepernsHyTo
npoueaypy BUNpobyBaHHSA ryMOBOI
Npo6KM Ta BHECEHI 3MiHM 0 MeTofiB
KOHTpOnto (TecTun laeHTudikauis-b;
EkcTparoBaHuii UMHK), 3riiHO HagaHux
BMpobHUKoM Packing Material -
Analytical Test Procedure gns
nakyBa/lbHOro Martepiany - 13MM
GREY BROMOBUTYL IGLOO RFS
RUBBER STOPPER HELVOET
V6503 FM460 (EXPO).

24,

BYNPEHOP®
IHY
raPOX/IOPU
a

buprenorp
hine

6ynpeHop
iny
rigpoxsop
nao

NO2A
EO1

po3unH ans
iH'ekuin, 0,3
mr/mn, no 1
M/ B amnyni,
no5amnyny
6nicTepi; no 1
abo 2, abo 20
6nictepiB y
Kopob6ui 3
KapTOHY

TOBAPUC
TBO 3
OBMEXE
HOKO
BIAMOBIA
ANBbHICT
0
«KOPIMNOP
AUIA
«30POB
"A»

YKpaiHa

ToBapucTso 3
06MeXEHO

BignoBsiganbHIiCT

10 "XapkiBcbke

thapmaueBTUyHe

nignpueEMCTBO
"300poB'Aa
Hapoay"

Ykpaina

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) 3MiHn
BHECEHI 40 po3A4iniB iHCTPYKLi gns
MeAMYHOro 3aCTOCYBaHHSA /likapCbKOro
3aco6by "MpoTunokasaHHA",
"B3aemogis 3 iHWMMW fliKkapCbKuMu
3acob6amMu Ta iHWi BUAy B3aEMogIi",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog BariTHOCTI
abo rogyBaHHs rpyaaro”, "3aaTHicTb
BN/IMBATY Ha LIBWAKICTb peakLii npn
KepyBaHHi aBTOTpaHCNOPTOM abo
iHLIMMK MexaHi3mamu”, "Cnocib

3a
peyenmo
M

He
nionsie
ae

UA/6573/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

3aCToCyBaHHA Ta fo3n",
"MepeposysaHHA", "TMo6GIYHI peakui™
LLoA0 6e3mnekn 3acTocyBaHHS Airo4Ooi
peyoBuHM GynpeHopdiHy
rippoxnopuga. NpeacrtasneHi 3MiHU B
iHchopmawii 3 6e3nekun LWoA0 BHECEHHSA
3MiH Ta [JOMOBHEHb Y po3ainax
NPOEKTY IHCTPYKLT A8 MeANYHOro
3acTocyBaHHs "TIpoTunokasaHHsa",
"B3aemogis 3 iHWMMW JliKapCbKUMM
3aco6amMu Ta iHWi BUAM B3aeMoSiii",
«OCo6AMBOCTI 3aCTOCYBaHHS»,
"3acTocyBaHHs y nepios BariTHOCTI
a6o rogyBaHHa rpyaa”, "3aaTHicTb
BMAVBaTV Ha LWBMAKICTb peakLii npu
KepyBaHHi aBTOTpaHcnopToM abo
iHLIMMK MexaHi3mamu”, "Crocio
3acToCyBaHHsA Ta fo3n",
"MepenosyBaHHa", "Mo6ivHI peakuii”
BifNOBIAHO 4,0 OHOBNEHOT iHChopMaLit
3 6e3neku 3acToCyBaHHA Ailo4oil
peyoBuHN GynpeHopdiiH
(buprenorphine) i MOXyTb 6yTH
pekoMeHA0BaHi 40 3aTBEPIKEHHS Ta
BHECEHHS B IHCTPYKLil0 Ans
MeAMYHOro 3acTOCyBaHHA /likapCbKoro
3acoby. BBefeHHs 3MiH NpoTsArom 6-tu
MicALB nic/a 3aTBepAKEeHHs

25.

BANICAPTAH
160/r14POXN
OPOTIA3UA,
12,5
MAK/IEOAC

Valsartan
and
diuretics

BasicapTaH
rigpoxsop
oTiasug,

C09D
A03

Tabnetku,
BKpWUTI
NNiBKOBOIO
060/10HKOI N0
160/12,5 wr;
no 90
TabneToky
cnakoHi; no 1
hnakoHy B
KapTOHHIi
ynakoBLij; no
10 Tabnetok y
6nictepi; no 3
a6o 9
onictepiB y

Makneopc
Papmachb
toTuKanc
NimiTen

IHais

Makneopc
PapmacboTukan
c Nimitepq,

IHais

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. BeeneHHs abo
3MiHV [0 y3ara/ibHEHUX AaHuX Mpo
cucTemy thapmakoHarnsagy (sBefieHHs
y3araslbHeHVX faHunx npo cucremy
hapmakoHarnsgy, amiHa
yMOBHOBaXeHOT 0cobw,
BiANOBIAa/IbHOI 3a 3AiICHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
hapmakoHarnsagy 3asiBHuKa a1s
3pjiicHeHHs hapMakoHarnsay B
YKpaiHi, AKLLO0 BOHa BigMiHHA Bif,
YNOBHOBaXEHOI 0co6H,

3a
peyenmo
M

UA/19988/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
KapTOHHIl BigNoBiAa/IbHOI 3a 3[jACHEHHSI
ynakoBLj thapMakoHarnsagy (Bkioyaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsagy) - 3mMiHa KOHTakTHUX
[AaHVX YNOBHOB&XeHOI 0co6u
3as1BHVIKa, BignoBigabHOT 3a
3[jiCHEeHHs1 hapMakoHarsay. 3MiHa
Micus 34iiCHEHHA OCHOBHOI
AISNbHOCTI 3 hapMakoHarsgy. 3miHa
MiCLLe3HaxX0MKEHHS1 MacTep-ghaiina
cucTeMun dpapmakoHarnsgy Ta ioro
Homepa.
26. | BAJICAPTAH | Valsartan BasicaptaH | CO9D Tabnetku, Makneopc IHais Maxkneopc IHais BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/19988/01/02
160/r1A4POXN | and , A03 BKPUTI Papmachb PapmacboTukan marepianis: 3miHu | Tuny - 3miHn peyenmo
OPOTIA3U, diuretics rigpoxsop NNiBKOBOK loTUKasC c Nimitepq, Loao 6e3nekn/edpeKTMBHOCTI Ta M
25 oTiasug, 060/10HKOIO MO NimiTen hapmakoHarnagy. BeeneHus abo
MAKNEOAC 160/25 wmr; no 3MiHV [0 y3ara/ibHEHUX JaHuX Mpo
90 TabneTtoK y cuctemy thapmakoHarnagy (BBefeHHs
chnakoHi; no 1 y3arasisHeHUX faHnX Npo cucTemy
1akoHy B hapmakoHarnsgy, amiHa
KapTOHHIl yMOBHOBaXeHOT 0cobwm,
ynakoBLi; no BiANOBIAA/IbHOI 32 34iAICHEHHS
10 TabneTok y thapMakoHarnsgy; KOHTakTHoOi ocobu 3
6nicTepi; no 3 thapmakoHarnagy 3asaBHuUka ans
abo 9 3pjiicHeHHs1 hapMakoHarnsay B
6nicTtepiB y YKpaiHi, AKLLO0 BOHA BigMiHHA Bif,
KapTOHHIl yMOBHOBaXeHOT 0cobwm,
ynakoBLi BiANOBIAA/IbHOI 32 3AiAICHEHHS
hapMakoHarnsay (Bkioyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3mMiHa KOHTakTHUX
[aHVX YNOBHOB&XEHOI 0co6u
3asBHVIKa, BigNOBIAaIbHOT 38
34iicHEeHHS dpapMakoHarnsgy. 3miHa
Micus 34iliCHEHHSI OCHOBHOI
LisNbHOCTI 3 hapmakoHarnagy. 3miHa
MiCLie3HaxoMxeHHs1 macTep-hainna
cuctemmn chapmakoHarnsgy Ta noro
Homepa.
27. | BAICAPTAH | Valsartan BasicapTaH | C09D Tabnetku, Makneopc IHais Makneopc IHgis BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/19988/01/03
320/rigPoxn | and , A03 BKPWUTI Papmachb PapmacbloTuKan MaTepianis: 3MiHu | TNy - 3MiHN peyenmo
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH gionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
OPOTIA3UA diuretics rigpoxnop NNiBKOBOIO roTUKasC c Nliviteq Loao 6e3nekn/edpeKTMBHOCTI Ta M
12,5 oTiasug, 060/10HKOI0 MO NimiTen thapmakoHarnagy. BeeneHus abo
MAK/NEOAC 320/12,5 wir; 3MiHM [0 y3arasibHEHWX JaHuX Npo
no 90 cuctemy thapmakoHarnagy (sBegeHHs
TabneTok y y3ara/isHeHUX faHux Npo cucTemy
donakoHi; no 1 hapmakoHarnsgy, amiHa
h1akoHy B yMOBHOBaXeHOT 0cobwm,
KapTOHHIl BiANOBIAA/IbHOI 3a 3AiiCHEHHS
ynakoBLi; No hapMakoHarnaay; KOHTakTHoi ocobu 3
10 TabneTok y chapmakoHarnsgy 3asaBHuka gis
6nictepi; no 3 3pificCHeHHs1 hapMakoHarnsay B
a6o 9 YKpaiHi, AKLLO0 BOHA BigMiHHA Bif,
6nicTtepiB y yMOBHOBaXeHOT 0cobwm,
KapTOHHIl BiANOBIAA/IbHOI 32 3AiAiCHEHHS
ynakoBL;j hapmakoHarnsgy (Bkirovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MiLLeHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy) - 3mMiHa KOHTaKTHUX
[aHVX YNOBHOB&XeEHOI 0co6u
3asBHVKa, BiANOBiAaIbHOT 3a
3fiicHEeHHS dhapMakoHarnsgy. 3miHa
Micus 34iiCHEHHST OCHOBHOI
LisNbHOCTI 3 chapmakoHarnagy. 3miHa
MiCLie3HaxXoMKeHHs1 macTep-hainna
crucTeMun dpapmakoHarnsgy Ta ioro
Homepa.
28. | BAJICAPTAH | Valsartan BasicaptaH | C09D Tabnetku, Makneopc IHais Makneopc IHgis BHECEHHS 3MiH 40 peecTpavLiiHnx 3a UA/19988/01/04
320/rigpoxn | and , AO3 BKPWUTI dPapmacb PapmacbloTukan martepianis: 3miHu | TUny - 3MiHn peyenmo
OPOTIA3UA diuretics rigpoxnop NNiBKOBOIO roTrKanc c Nimiteq woao 6e3snekun/edpekTMBHOCTI Ta M
25 oTiasng, 060/10HKOI MO NimiTeq thapmakoHarnsgy. BeegeHus abo
MAK/NEOAC 320/25 wr; no 3MiHW [0 y3ara/ilbHeHUX JaHuX Npo

90 TabneTok y
cnakoHi; no 1
hnakoHy B
KapTOHHIi
ynakoBLij; no
10 Tabnetok y
6nictepi; no 3
a6o 9
6nictepiB y
KapTOHHIi
ynakoBLi

cucTemy hapmakoHarnsgy (ssefieHHs
y3araslbHeHVX gaHux npo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 32 3AiICHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
hapmakoHarnsgy 3asiBHuka s
3[iicHeHHs hapmakoHarnsgy B
YKpaiHi, AKWwo BoHa BiAMIHHA Bif
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 32 3AiICHEHHS
hapmakoHarnsay (sknryarym
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy) - 3mMiHa KOHTaKkTHUX
[aHVX YNOBHOB&XeEHOI 0co6u
3asBHVKa, Bi4NOBIAabHOT 3a
3iicHEeHHS dhapMakoHarnsgy. 3miHa
Micus 34iiCHEHHST OCHOBHOI
LisNbHOCTI 3 thapmakoHarnagy. 3miHa
MiCLie3HaxXoMKeHHs1 macTep-ainna
crucTeMu dpapmakoHarnsgy Ta ioro
Homepa.
29. | BA/IbCAKOP | Valsartan BasicaptaH | C09D Tabnetku, KPKA, CnoseHis BUpo6HMK, CnoseHi BHECEHHS 3MiH 4O peecTpavuiiHnx 3a UA/9450/01/01
® HD 160 and , A03 BKPWUTI An.4., Hoeo BiANOBiAA/IbHWIA a/ mMaTtepianis: 3miHu | TUny - 3MiHK 3 peyenmo
diuretics rigpoxnop NNiBKOBOIO MecTo 3a BMPOGHULITBO IHais saKocTi. CepTudikat signosigHocTi/TE- M
Tiasug, 060/10HKOI0, «in bulk», cepTudikart BiANOBIAHOCTI
160 mr/25 wr; nepBuHHE Ta €Bponelicbkii
no 14 BTOPVHHE thapmakonei/moHorpadii. NMogaHHs
TabneTok y nakyBaHHs1, HOBOro abo OHOB/IEHOro cepTucpikata
6nicTepi; no 2, KOHTpO/b Ta BiAMOBIAHOCTi 260 BUMYYEHHS
no 4 a6o no 6 BUNYCK cepil: cepTudikaTa BifgnoBigHOCTI
6nicTepis B KPKA, a.4., €Bponelicbkin hapmakonei: ana Adl;
Kopo6ui; no 15 Hoso mecTo, Onsa BUXigHoro
TabneToky CnoBeHis; matepiany/peareHTy/npoMiXXHOro
6nicTepi; no 2 Brpo6HuK, NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
abo 4 BiANOBiAA/IbHWIA BMPOGHULTBI A®I; ANt [ONOMIXHOT
6nictepu B 3a BMPOGHULITBO peyoBuHM (cepTuddikaT BIANOBIAHOCTI
Kopoo6Li "in bulk", €Bponelicbkin dhapmakonei) -
nepBuHHE OHOBNeHWit cepTuddikaT Big yxe
nakyBaHHS, 3aTBEPPKEHOTO BUPOGHMKa. MogaHHA
BTOPUHHE OHOB/IEHOTO cepTudiKaTy
nakyBaHHs: BiANOBIAHOCTI EBpONeiichbkil
Naypyc Na6e thapmakonei Bif, BXxe 3aTBepAKeHoro
Nimitea, IHais; BMpo6HMKa Unichem Laboratories
Brpo6HMK, Limited gnsa A®I rigpoxnopriasngy R1-
BiANOBiAaNbHMIA CEP 2004-091-Rev 06,
3a KOHTPO/1b (3atBepaxenunii CEP R1-CEP 2004-
cepii: KPKA, 091-Rev 04). 3miHu | TUNY - 3MiHK 3
n.4., Hoso saKocTi. CepTudikat signosigHocTi/TE-
MecTo, cepTudikart BiANOBIAHOCTI
CroBeHis; €Bponelicbkii
Kemina6 g.0.0., thapmakonei/moHorpadii. NMogaHHs
CnoBeHis HOBOro abo OHOB/IEHOro cepTucpikata

BiANOBiAHOCTi 260 BUTYYEHHS
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

cepTudpikaTa BignoBiAHOCTI
€Bponelicbkiit hapmakonei: ans Adl;
ANsa BUXiZHOro
marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BMPO6HULTBI A®I; ANt 4ONOMIXHOT
peyoBUHM (CepTudiikat BiAMNOBIAHOCTI
€Bponelicbkiit hapmakonei) -
OHoBneHn cepTudikaT Bif yxe
3aTBEPPKEHOr0 BUPOGHMKa. MogaHHA
OHOB/IEHOTO cepTudikaTy
BiANOBIAHOCTI EBPONENChKil
dhapmakonei Bif, BXe 3aTBepAKeHOro
BMpOoO6HUKa Ipca Laboratories Limited
ans A®l rigpoxnopTiasugy RI-CEP
2004-013-Rev 06, (3aTBEpXEHUI
CEP RI-CEP 2004-013-Rev 03). 3MiHun
| TMny - 3miHK 3 AkocTi. CepTudcpikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONEeichbkili
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOTO cepTudiikata
BifNOBIAHOCTI 260 BUTYyYEHHS
cepTudiikaTa BignoBiAHOCTI
€Bponelicbkin hapmakonei: ans Adl;
4N BUXiAHOTO
martepiany/peareHTy/npoMiXKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BUPO6HUUTBI ADI; Ana LONOMDKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) -
OHOBNEeHWit cepTuddikaT Big yxe
3aTBEPAKEHOr0 BUPOGHYMKA.
OHoBEeHHS cepTudikaTty
BiAANOBIAHOCTI EBpONEeichbkili
thapmakonel Big, BXe 3aTBepA)KEHOro
BMpo6HuKa Divi's Laboratories Limited,
India gns A®l BancaptaHy. RI-CEP
2012-338-Rev 01 (3aTBEpmXEHWIA
CEP RO-CEP 2012-338-Rev 02).
3MiHu | TUNY - 3MiHK 3 AKOCTI.
CeprtuchikaT BignosigHocTI/lE-
cepTudikaT BiANOBIAHOCTI
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

€Bponeiicbkii
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBNEHOro cepTucpikata
BiAMOBIAHOCTI 260 BUMYyYEHHS
cepTudikaTa BignoBigHOCTI
€sponevicbkin thapmakonei: ana Adl;
0Nt BUXiAHOTO
marepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHULTBI A®I; ANt [ONOMIXHOT
peyoBUHU (cepTuddikat BiANOBIAHOCTI
€poneiicbkili hapmakonei) - Hosuit
cepTudikaT Bif BXe 3aTBepAKEHOro
BUpOG6HMKa. MogaHHA HOBOrO
cepTucpikaTy BignoBigHOCTI
€Bponelicbkiin hapmakonei Big, Bxe
3aTBepXeHOro BUpo6HrKa KRKA,
d.d., Novo mesto ana A®l sancaptany
RO-CEP 2024-137-Rev 00. 3miHu |
TMny - 3MiHK 3 AKoCTi. API. KOHTposib
A®I. 3miHa y meTodax BUNPOGYyBaHHS
A®| abo BMXigHOro
MaTepiany/npomiKHOro
NpoAaykTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NPOLIECI
BUpo6HMLTBA AP (IHLWi 3MiHK Y
MeTodax BUNpPo6yBaHHS (BK/IHOHaoun
3amiHy abo JonoBHeHHs) Al abo
BUXIZAHOrO/NPOMIXHOr0o NPOAYKTY).
3MiHa BHOCUTbLCS B 3B'A3KY I3
[OMOBHEHHAM MeTOAY BUNPOOYBaHHS
0151 KOHTPOO AoMilwkn VS276 ansa
A®| BanicapTtaH. 3miHu | Tvny - 3MiHu 3
akocTi. A®Il. KoHTtponb A®I. 3miHa y
MeTofax BunpobysaHHa APl a6o
BMXiAHOrO Martepiany/npomikHOro
npoayKTy/peareHTy, Wwo
BUKOPVCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA AP (iHLLI 3MiHK Y
MeToAax BUMPOoGyBaHHSA (BK/IH0HYaoun
3amiHy abo fonoBHeHHs) A®l a6o
BWXiHOr0/MPOMIKHOIO NPOAYyKTY).
3MiHa y MeTogax BunpobyBaHHs Adl,
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
a came [OMOBHEHHA MeToay
BUNPOBYBaHHA 4718 KOHTPO/O
pomiwok NDBA, NMPA gns Adl
BaJicapTaH.
30. | BAHKOMILUWN vancomyci | BaHkomiuy | JO1XA | niocpinisar dapmaves Ipeuis AHOAPM Ipevys BHECEHHS 3MiH 0 peecTpaviintHmx 3a He UA/8773/01/01
H-BOKATE n HYy 01 ons TMYHa XEJITAC C.A. marepianis: 3miHu | Tuny - 3miHn peyenmo | nionse
rigpoxsop NpUroTyBaHHA KOMNaHis Loao 6e3nekn/edpeKTMBHOCTI Ta M ae
na, pPO34mMHy Ansa "Bokare hapmakoHarnsgy. 3miHa y KopoTkili
iHdpysin no CA" XapakTepucTuLi fikapcbkoro 3acoby,
500 mr; no 1 TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
ab6o 10 MeAU4YHOro 3acTocyBaHHA Ha niacTasi
nakoHIB 3 perynsipHo OHOB/IHOBAHOIO 3BITY 3
niocpinizatom 6e3nekun nikapcbkoro 3acoby, abo
Y KapTOHHil pocnipkeHb 3 6e3nekn 3acTocyBaHHS
Kopoo6Li nikapcbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIAKEHD,
npoBefeHnX BiANOBIAHO [0 NnaHy
negiatpuyHux gocnimkeHsb (PIP)
(3MiHy y3rokeHO 3 KOMMNETEHTHUM
YNOBHOB&XEHVIM OpraHom)
3MiHV BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHA /liKkapCbKoro
3acoby Ao posginis "OcobmBoCTi
3acTocyBaHHsa" Ta "lNo6iyHI peakuii™
BiANOBIAHO A0 OHOBNEHOT iHChopMaLi
3 6e3neku 3aCToCyBaHHA Aitlo4oil
PEYOBUHM.
31. | BAHKOMIUW vancomyci | BaHkomiuy | JO1XA | niocpinisar TOBAPUC YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a He UA/13483/01/01
H-®APMEKC n HYy 01 L1151 PO3UMHY TBO 3 "®APMEKC martepianis: 3miHu | Tuny - 3MiHn peuyenmo | nionsie
rigpoxnop Ons iHdy3il OBMEXE reyn Loao 6e3nekn/edpeKTMBHOCTI Ta M ae
ng no 500 mr, no HOKO thapmakoHarnsgy. 3MiHa y KopoTkili
1 donakoHy B BIANOBIA XapaKTepuCTUL NiKapcbKoro 3acooby,
KOHTYpHilA AJTbHICT TEKCTi MapKyBaHHS Ta iHCTPYKUiT AN
YapyHKOBI 0] MeJMYHOro 3acToCyBaHHA Ha MigcTasi
ynakosui; no 1 | «KOPMNOP perynsipHo OHOB/IHOBAHOIO 3BITY 3
KOHTYpHilA ALIA 6e3nekun nikapcbkoro 3acoby, abo
YapyHKOBI «310POB pocnigkeHb 3 6e3nekun 3acTocyBaHHsA
ynakoBLi y "> niKkapcbKoro 3acoby B
navi nicnsipeecTpauiiinii nepiog, abo sk

pesynbTaTt OLiHKV 3BITy 3 AOCAIKEHD,
NnpoBeAeHVX BigNoBigHO 40 NiaHy
negiatpuyHnx gocnimkexs (PIP)
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Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
(3MiHy y3rokeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHN BHECEHO A0 IHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA /liKkapCbKOro
3acoby Ao po3ginis "OcobmBOCTi
3acTocyBaHHs" Ta "lMo6iyHI peakuii™
oo 6e3neku 3aCToCyBaHHs Aitouoi
pPEeYOBUHM BAHKOMILMH BifNoBigHO A0
pekomeHgauin PRAC
32. | BAHKOMIUN vancomyci | BaHkoMium | JO1XA | niogpinisar TOBAPUC YkpaiHa TOB Ykpaina BHECEHHS 3MiH 0 peecTpaLiiniHmx 3a He UA/13483/01/02
H-®APMEKC n HYy 01 0151 PO3UKHY TBO 3 "®APMEKC martepianis: 3miHu | TUny - 3MiHK peuyenmo | nionsie
rigpoxnop ONs iHdysil OBMEXE reyn LoAo 6e3snekn/edpeKTMBHOCTI Ta M ae
ng, no 1000 wmr, no HOKO hapmakoHarnsagy. 3miHa y KopoTkili
1 donakoHy B BIANOBIA XapakTepucTuL nikapcbkoro 3acooby,
KOHTYPHIl AJBHICT TeKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
YapyHKOBIli 10) MeAMYHOro 3acTocyBaHHA Ha nigcTasi
ynakosui; no 1 | «KOPMNOP perynspHo OHOB/OBAHOIO 3BITY 3
KOHTYPHIl AlIA 6e3nekmn nikapcbkoro 3acoby, abo
YapyHKOBIli «30POB [ocnigpkeHb 3 6e3Mnekn 3acTocyBaHHs
ynakoBLi B "> nikapcbKoro 3acoby B
nauui nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
npoBeAeHVX BigNoBigHO A0 NaaHy
negiatpuyHux gocnimpkers (PIP)
(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHN BHECEHO A0 IHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA /likapCbKoro
3acoby Ao po3ainis "OcobamBOCTi
3acTocyBaHHs" Ta "lMo6iyHi peakui™
oo 6e3neku 3acToCyBaHHs Aitouoi
pPEeYOBUHM BAHKOMILMH BifNoBIigHO A0
pekomeHgauin PRAC
33. | BENTAKCUH® | venlafaxin | BeHnadak | NO6A Kancynu 3AT YropwmHa 3AT Yropum BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/3580/02/01
e CUH X16 nposnoHrosaHo | d®apmaves PapmaLeBTUYHN Ha marepianis: yTO4YHEHHSA peyenmo
i aiitno 37,5 TUYHWIA 11 3aBopg ElIC peecTpauiiiHOi npoueaypy B Hakasi M
mr; no 10 3aBop, MOS3 YkpaiHu Ne 526 Big 22.04.2026
Kancyny EriC - 3MiHK | TMRY - 3MiHW 3 SKOCTI.
6nictepi; no 3 CepTudoikat BignoBigHoOcCTI/lE-
6nictepu B cepTudikaT BiANOBIAHOCTI
KapTOHHiiA €Bponeiicbkili
Kopo6bui; no 14 thapmakonei/moHorpadii. NMogaHHs
Kancyny HOBOro abo OHOBJIEHOrO cepTudikara
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

6nicTepi; no 2
6nictepu B
KapTOHHIf
KOpoo6Li

BiAMOBIAHOCTI 260 BUMYyYEHHS
cepTudikaTa BignoBigHOCTI
€sponelicbkin thapmakonei: ana Adl;
0Nt BUXiZHOTO
martepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BMPOGHULTBI A®I; AN [ONOMIXHOT
peyoBUHU (cepTuddikat BiANOBIAHOCTI
€Bponevicbkin dhapmakonei) -
OHOBREeHWit cepTuddikaT Bif yxe
3aTBEPXEHOr0 BUPOGHUKA - MogaHHsA
OHOB/IEHOTO cepTudikaTy
BiANOBIAHOCTI EBpONechkil
hapmakonei R1-CEP 2009-082-Rev
02 (3atBepgxeHo: R1-CEP 2009-082-
Rev 00) ans gito4oi peyoBuHM
BeHnaakcuHy rigpoxnopuay Bif BXxe
3aTBEPAKEHOro BUPOGHMKa Aarti
Industries Limited. Ak Hacnigok
oHoBneHHs1 CEP Bigbynacs 3miHa
Has3BW 3aTBEPLKEHOr0 BUPOOHMKA
(6yno: Aarti Industries Limited; ctano:
Aarti Pharmalabs Limited). 3miHu |
TMNy - AGMIHICTPaTWBHI 3MiHW.
BunyyeHHst BUPOGHMYOI AinbHNL,
(Bknovatoum ginbHuUi ans Adl,
NPOMIXXHOro NPoAYKTY abo rotoBOro
nikapcbKoro 3acoby, AinbHuLj ans
NpoBefeHHsA NakyBaHHS, BUPOGHMKA,
BIANOBIAA/ILHOrO 3a BUNYCK Cepii,
MicLie NMpOBeAEHHS KOHTPOSO cepii)
abo noctavasibHMKa BUXiAHOrO
martepiany, peareHTy abo fOMOMDKHOT
PeYOoBMHM (SIKLLLO 3a3HAYEHO Y JOCHE) -
BunyyeHHs BUPOOGHWYOT AiNTbHULL
BiANOBIA&/IbHOI 32 BUPOOHULTBO AdI
BeHnadhakcuHy rigpoxnopuay: Egis
Pharmaceuticals PLC, YropLyuHa.
3anuwaTbCa anbTepHaTUBHI
BUPOGHMKM ADI: Anembik
dapmacesTikan J1T4., IHAiA Ta AapTi
®dapmana6c Nlimitea, IHais

34.

BENAKCUH®

venlafaxin

BeHnagak

NO6A

Karncynm

3AT

YropuwmHa

3AT

Yropwm

BHECEHHS 3MiH 10 peecTpaujiiiH1X

3a

UA/3580/02/02
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
e CUH X16 nponoHrosaHo | dapmaues dapmaueBTUYHN Ha maTepiaiB: YTOYHEHHS peyenmo
i aiino 75 wr; TUYHWI 1 3aBopg ETIC peecTpauiliHoi npoueaypy B Hakasi M
no 10 kancyn 3aBof MO3 YkpaiHu Ne 526 Big 22.04.2026
y 6nicTtepi; no EFIC - 3MiHu | TUNY - 3MiHK 3 AKOCTI.

3 6nictepu B
KapTOHHIi
Kopob6ui; no 14
Kancyny
6nictepi; no 2
6nictepu B
KapTOHHIl
Kopoo6Li

CepTtudpikart BignosigHocTi/lE-
cepTudikart BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/moHorpadii. NMogaHHa
HOBOro abo OHOBNEHOro cepTucpikata
BiAMOBIAHOCTI 260 BUMYyYEHHS
cepTudikaTa BifgnoBigHOCTI
€sponelicbkin thapmakonei: ana Adl;
0Nt BUXiAHOTO
martepiany/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BMPOGHULTBI A®I; AN [ONOMIXHOT
peyoBUHU (cepTuddikat BiANOBIAHOCTI
€Bponevicbkin dhapmakonei) -
OHOBREeHWit cepTuddikaT Bif yxe
3aTBEPXEHOrO BUPOGHUKA - MogaHHA
OHOB/IEHOTO cepTudiKaTy
BiANOBIAHOCTI EBpONechkil
hapmakonei R1-CEP 2009-082-Rev
02 (3aTtBeppxeHo: R1-CEP 2009-082-
Rev 00) ans gito4oi peyoBuHM
BeHnaakcuHy rigpoxnopuay Bif BXxe
3aTBEPAKEHOro BUPOGHMKa Aarti
Industries Limited. Ak Hacnigok
oHoBneHHs1 CEP Bigbynacs 3miHa
Has3BW 3aTBEPLKEHOr0 BUPOOHMKA
(6yno: Aarti Industries Limited; ctano:
Aarti Pharmalabs Limited). 3miHu |
TMNy - AGMIHICTPaTWBHI 3MiHW.
BunyyeHHst BUPOGHMYOI AinbHNL,
(Bknovatoum ginbHuUi ans Adl,
NPOMIXXHOro NPoAYKTY abo rotToBOro
nikapcbKoro 3acoby, AinbHuLi ans
NpoBefeHHsA NakyBaHHS, BUPOGHMKA,
BIANOBIAA/ILHOrO 3a BUNYCK Cepii,
MicLie NMpOBeAEHHS KOHTPOSO cepii)
abo noctavasibHMKa BUXiAHOrO
martepiany, peareHTy abo fOMOMDKHOT
PEeYOoBMHM (SIKLLIO 3a3HAYEHO Y JOCLE) -
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
BunyyeHHst BUPOGHMYOI AinbHNL
BiANoBiAa/IbHOT 32 BUPOOHULTBO AdPI
BeHNadpakcuHy rigpoxnopugy: Egis
Pharmaceuticals PLC, YropwuHa.
3amMwaloTbCs anbTepHaTUBHI
BUPOGHMKM ADI: Anembik
dapmacesTikan /114., IHaia Ta AapTi
®dapmanabc Nlimiten, IHAgin
35. | BETAKCUH® | venlafaxin | BeHnadak | NO6A Kancynm 3AT YropwmHa 3AT Yropwm BHECEHHS 3MiH 4O peecTpavLiiHnx 3a UA/3580/02/03
e CUH X16 nponoHrosaHo | ®apmaues dapmaueBTUYHN Ha maTepianiB: YTOYHEHHS peyenmo
T aii no 150 wr; TUYHWI 1 3aBopg ETIC peecTpauiliHoi npoueaypy B Hakasi M
no 10 kancyn 3aBof, MO3 YkpaiHu Ne 526 Big 22.04.2026
y 6nicTepi; no ErcC - 3MiHK | TMNY - 3MiHW 3 AKOCTI.

3 6nictepu B
KapTOHHIf
Kopo6ui; no 14
Kancyny
6nictepi; no 2
6nictepu B
KapTOHHil
Kopoo6Li

CepTudpikat BignosigHocTi/lE-
cepTudikart BiANOBIAHOCTI
€Bponelicbkii
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTucpikata
BiAMOBIAHOCTi 260 BUMYYEHHS
cepTudikaTa BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana Adl;
Onsa BUXigHoro
matepiany/peareHTy/npoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHULTBI A®I; ANt [ONOMIXHOT
peyoBuHM (cepTuddikaT BIANOBIAHOCTI
€Bponelicbkin dhapmakonei) -
OHOBNeHWit cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOGHUKA - MogaHHA
OHOB/IEHOTO cepTudiKaTy
BiANOBIAHOCTI EBpONeiichbkil
hapmakonei R1-CEP 2009-082-Rev
02 (3atBeppxeHo: R1-CEP 2009-082-
Rev 00) ans gio4oi peyoBrHU
BeHnatakcrHy rigpoxnopuay Bif Bxe
3aTBEPAKEHOro BUPOGHMKa Aarti
Industries Limited. Ak Hacnigok
oHoBneHHs1 CEP Bigbynacs 3miHa
Ha3BW 3aTBEPLKEHOr0 BUPOOHMKA
(6yno: Aarti Industries Limited; ctano:
Aarti Pharmalabs Limited). 3miHu |
TMNy - AGMIHICTPaTUBHI 3MiHW.
Buny4yeHHs1 BUPOOHMYOI AiNTbHULL
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

(Brtovatoum ginbHuui ansa Adl,
NMPOMIKHOro NpoAykTy abo roToBoro
nikapcbKoro 3acoby, AinbHuLi ans
NpoBefeHHA NakKyBaHHS, BUPOGHMKA,
BiANOBiAA/ILHOIO 3a BUNYCK Cepiid,
MicLie NPOBEeAEHHSI KOHTPOIO cepii)
abo nocrtavasibHMKa BMXiAHOrO
martepiany, peareHTy abo 4OMNOMDKHOT
PEYOBUHM (SKLLO 3a3HAYEHO Y AOCLE) -
BunyyeHHst BUPOGHMYOI AinbHNL
BiANoBiAa/IbHOT 32 BUPOOHULTBO AdPI
BeHNadpakcuHy rigpoxnopugy: Egis
Pharmaceuticals PLC, YropwuHa.
3amwaloTbCs anbTepHaTUBHI
BUPOGHMKM ADI: AnemO6ik
dapmacesTikan /114., IHaia Ta AapTi
®dapmana6c Nlimiten, IHAgin

36.

BIBEANOT

voriconazo
le

BOPMKOHA3
on

JO2AC
03

NOPOLLIOK ANt
PO34nHY AnA
iHcpysiin, 200
mr; 1 doniakoH
3 MOPOLLKOM B
nauui 3
KapTOoHY

TOB
"HOpis-
Papm"”

YkpaiHa

TOB «HOpisi-
Papm»
(nakyBaHHS 3
npoaykuii in bulk
BMPO6GHUKaA
AHdhapm Ennac
C.A., I'peuis)

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: 3miHu | Tuny -
AAMIHICTpaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPoBapPKEHHA AiS/IbHOCTI
BMpOGHMKa/iMnopTepa rotToBoro
NiKapcbKoro 3acoby, BKOYaum
OinbHWLU BUMYyCKy cepii abo micue
NpoBeeHHS KOHTPO/O AKOCTI.
(@isnbHiCTb, 3a AKy BignoBifae
BMPOGHUK/IMNOpPTEp, HE BKIKOYa4mn
BMMYCK cepiii) 3MiHa HanncaHHs
agpecu BnpobHuka in bulk Anfarm
Hellas S.A., Greece, a came 3 (61 km
HAT. PA. AdpiHn-Namisi, Cximatapi
BioTiac, 32009, peuis/ 61 st km NAT.
RD. ATHENS-LAMIA, Schimatary
Viotis, 32009, Greece) Ha (61cT Km
Hewenan Poyg AdiHn Nawmis,
Cximarapi, Biotiac, 320 09, 'peuis/
61st Km National Road Athens Lamia,
Schimatari, Viotias, 320 09, Greece) y
3B'A3KY 3 OHOBJ/IEHHAM cepTuddikary
GMP. 3MiHV BHECEHO Y TeKCT
MapKyBaHHS yNakoBKUN MiKapCbKOro
3acoby y n. 11 y 3B'A3Ky 3

3a
peyerimo
M

He
nionsie
ae

UA/17051/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
OHOBJIEHHAM HanucaHHs agpecu
BMpO6HMKa npoAykuii "in bulk” 3
BiANOBIAHUMY NpaBkamu y p.
"BMPOGHMK" IHCTPYKLIT A48 MeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby Ta
KOPOTKili XapakTepucTuL,i NikapCbKoro
3acob6y. BBegeHHs 3MiH npoTarom 6-11
MicALB Nicnsa 3aTBepAKEHHs
37. | BIBKbIO brolucizum | 6ponyums SO1LA | po3uvH ans HosaprTic LLisenuapi BMNYCK Cepiit: Benebris/ BHECEHHS 3MiH 0 peecTpavinHmx 3a UA/18833/01/01
ab ymab 06 iH'ekyin, 120 OBepci3 A Hosapric Icnanis/ mMaTtepianis: 3miHu | TUNy - 3MiHK 3 peyenmo
mr/mn; no 0,23 | IHBecTMeH MaHydakTypiHr | CnoBeHi AKocTi. A®l. Bupo6HMLTBO. 3MiHa M
My doNakoHi; TC Al HB, Benbris; al BMPOGHMKA BUXiAHOro/NpoOMKHOro
no 1 cdonakoHy Bunyck cepiii: Lseliua npoAayKTy/peareHTy, Wwo
B KOMMJ/IEKTi 3 Hosapric pist BMKOPUCTOBYIOTLCS Y BUPOBHUYOMY
TOJIKOIO PapmacbioTHKa, npoueci A®l, abo 3miHa BUpOBHMKa
iNbTPyBaUIbH C.A., IcnaHis; (Brtovaroun, fe HeobxigHo, MicLe
010 B KopobLi 3 Bunyck cepii, npoBeAeHHs KOHTPoAo AkocTi) AdI (3a
KapToHY BTOPVHHE BiICYTHOCTI cepTudpikata
nakyBaHHs: Jlek BiANOBIAHOCTI EBpONeiichbkil
dapmacbloTukan chapmakonei y 3aTBepKeHOMY [0CbE)
ca.a., (3MiHM po 3axopiB, MOB'A3aHNX 3
CnoBeHis; KoHTponem Adl, abo foaaBaHHSA
BMPOBHULITBO OinbHUUI, e NpoBOAUTLCA
roToBOro KOHTPONb/BMNPOGYBaHHS cepii)
NiKapcbKoro JopaHHa Novartis Pharmaceutical
3acoby, Manufacturing GmbH,
BK/THOHAI0UM Biochemiestrasse 10, 6336,

KOHTPO/b SIKOCTI,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS:
HosapTic ®apma
LLTeliH AT,
LLiBeiiuapis;
KOHTPO/b SIKOCTI:
HoBapTic ®apma
Ar, LLiBeliuapis

Langkampfen, ABcTpis,
aNlbTEePHATUBHOT AiNbHULL,
BiANOBIAaIbHOI 3a MPOBEAEHHSA
KOHTPOJIO SIKOCTi (KOHTPOSIb Y NpOLLECi
BMpOOHULTBA (YMCTOTa Ta
iEHTUYHICTb KyNbTYpU (3@ BUHATKOM
TecTyBaHHA Ha GakTepiodharu,
6ioHaBaHTaXKEHHS Ta €HAOTOKCUH);
TeCTyBaHHS NpW BUMYCKY Ta npu
[OCnigpKeHHi cTabinbHOCTI (TeCT Ha
nigpaxyHok mMikpob6is (MET) Ta TecT Ha
6akTepianbHi eHgoTokeuHK (BET))
aKTUBHOI peYOoBVHN 6ponyun3ymab -
3MiHu | TUNYy - 3MiHKM 3 AKocTi. AdI.
Brpo6HMLUTBO. 3MiHM B npoueci
BMpo6HULUTBA AP (iHLi 3MiHK)
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
36iNbLUEHHSI MaKCUMaSTbHOT KiSTbKOCTi
LMKNiB NOBTOPHOTO BUKOPUCTaHHSA
mem6paH UF/DF 1, UF/DF 2 ta UF 3,
LLI0 BUKOPWUCTOBYIOTLCA Mif, Yac
BMPOGHMNLITBA aKTUBHOI PEYOBUHMN
6ponyumsymaby, 3 5 o 6 umknis Ta
NPOAOBXUTH KOPOTKOYAcHe
36epiraHHa membpaH UF/DF2 3i 142
roguH o 176 rogvH. Kpim toro,
3aABHUK CKOPUCTaBCS MOX/IUBICTIO,
1106 3anpoBaAnTN HOBUIA poBOUNIA
eTaIoHHNIA cTaHaapT
(RTH258.02WST) BignosigHo fo
3aTBEPIXEHOr0 NPOTOKO/Y
KBautihikaLii Ta BKIIOUNTY pefakLiiHi
3miHM go Mopgyns 3.2.A.1_Kundl,
Mogyns 3.2.S.4.4_Kundl, Mogyns
3.2.5.5 (5003611_BX_S5_975),
Mogyns 3.2.S.7.1 Ta Mogyns
3.28.73
38. | BIHITEN® valproic Ba/bNpoa NO3A cupon, 200 TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH 4O peecTpavLiiHnx 3a He UA/18844/01/01
acid T HaTpito GO01 Mmr/5 mn; no «KYCYM» PAPM", YkpaiHa mMartepianis: 3miHu | Tuny - peyenmo | nionse
200 mny a6o AAMIHICTpaTMBHI 3MiHU. 3MiHa M ae
CKNAAHOMY TOB "KYCYM", HalilmeHyBaHHs Ta/abo agpecu
hnakoHi 3 YkpaiHa 3asBHUKA (BNacHMKa peecTpauiiniHoro
KPWLLIKOKO 3 nocBifyeHHs). 3MiHa HaliMeHyBaHHS
KOHTpOMIEM 3as1BHMKA (B/1acHVKa peecTpaLiiiHoro
nepLuoro nocBigYeHHs), 6e3 3MiHW pPUANYHOT
BigKPUTTA, ocobu: TepmiH BBELLeHHS 3MiH -
KOXeH hnakoH npoTsArom 12 micauis nicns
Y KapTOHHIl 3aTBepPMKEHHS. 3MiHM | TUny -
ynakoBLi AAMIHICTpaTMBHI 3MiHU. 3MiHa
pa3om 3i HalilmMeHyBaHHs Ta/abo agpecy Micus
wnpuuem- NPoBapPKEHHA AiS/IbHOCTI
[,03aTOpOM BMpPOGHMKa/iMnopTepa rotoBoro

o6’emom 5 mn
Ta aganTepom

NiKapcbKoro 3acoby, BKOUaum
OinbHWLU BUNYycKy cepii abo micue

0N Wwnpuua; NPOBELEHHS KOHTPOJIH SIKOCTI.
no 200 mny (@isnbHiCTb, 3a AKy BignoBifae
CK/ISTHOMY BMPOGHUK/iMNIOpPTEp, BK/IKOYAKOUM
hnakoHi 3 BUMNYCK cepiit). 3mMiHa HaliMeHyBaHHs
KPULLIKOIO, BMPO6HMKA, 6€3 3MiHW Micus
HeA0CTYNHOK BMPOGHULTBA: 3MiHM BHECEHI B
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
ONA BigKpUTTS IHCTpYKLil0 ANs MeguyHOro
OITbMU, KOXeEH 3aCTOCYyBaHHSA NikapcbKoro 3acoby y
daKkoH y po3gin «Bupo6HuK» (3MiHa
KapTOHHIl HaliMeHyBaHHS BUPOOHUKa,
ynakoBLj Bi4NOBIAA/IbLHOIO 3a AifNbHICTb,
pasom 3i BK/tOYa0uM BuUNyck cepii, 3 TOB
wnpuuem- «NEAPAPM NTA» Ha TOB
[,03aTopom «KYCYMp»), K Hacnigok —
o6’emom 5 mn 3aTBepKEHHA TEKCTY MapKyBaHHs
Ta agantepom yNaKkoBKM MiKkapCbKoro 3acoby ans
4ns wnpuua BMpOGHMKa TOB «KYCYM>». TepMiH
BBE/IEHHS 3MiH - NpoTArom 12 micauis
nicns 3aTBepKeHHs.
39. | BIHINOLETHU vinpocetin | BiHnoueTn | NO6B Tabnetkn no 5 TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/5622/01/01
H- e H X18 mr; no 10 "ACTPA® "ACTPAPAPM" MaTepianis: 3miHu | TMny - 3MiHK 3 peyenmo
ACTPA®APM TabneTok y APM" [KocTi. FoToBWIA Nikapcbkuii 3aci6. M
6nicTepi; no 2, KOHTpPO/1b FOTOBOrO NiKapcbkoro
abo no 3, abo 3acoby. 3miHa napameTpis
no 5 6nictepis cneumdikauin Ta/abo gonycTummx
y Kopob6u,i 3 MeXX r0TOBOr0 /iKapCbKOro 3acoby
KapToHY (iHLWi 3MiHW) BBEAEHHS NEepPIOgNYHOCTI
KOHTPO/TIO 3@ NOKa3HNKOM
«Mikpob6ionoriyHa unctota» B
cneuudikauito MN3: «TecT He €
PYTVHHUM, BUKOHYETBCA A1 KOXHOT
yeTBepTOi cepii, ane He pigwe ogHoOro
pasy B pik». TakoX YTOYHSETbCA
hopmynoBaHHsa BumMor o TAMC Ta
TYMC Ta KpuTepito NpUAHSATHOCTI B
cneuudpikauii 13 BignosigHo go 4dY,
5.1.4.
40. | BIPKIN tenofovir TeHocposip | JOSAF | Tabnetku, Crpaiiac IHAjisA Crpaiigc ®apma IHAis BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a UA/19159/01/01
disoproxil y o7 BKPUTI dapma CalieHc NlimiTeq, martepianis: 3miHu | Tuny - 3MiHn peyenmo
[ON30MpoKC NNiBKOBOIO CaileHc Loao 6e3nekn/edpeKTMBHOCTI Ta M
nny 060/10HKOI0, NimiTen hapmakoHarnagy. BeeneHHs abo
dhymapar no 300 mr; no 3MiHU [0 y3araslbHEHNX AaHnX Npo

30 TabneTok,
BKPUTUX
NAiBKOBOO
060/10HKOM, Y
donakoHi; no 1
chnakoHy B
KapPTOHHIMN

cuctemy thapmakoHarnagy (BegeHHs
y3araslbHeHVX gaHunx npo cuctemy
thapmakoHarnagy, amiHa
yMNOBHOBaXeHOT 0cobw,
BiNOBIAANbHOI 3a 3[iiCHEHHS
thapmakoHarnsay; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHuka gns
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

KOpoo6Li

3[jificHeHHs hapMakoHarnsay B
YKpaiHi, AKLW0 BOHa BiAMIHHA Bif
YMOBHOBaXXEHOI 0Cc0o6M,
BigNoBiAa/IbHOI 3a 3MjACHEHHSI
thapmakoHarnsagy (Bkirouaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLeHHi MacTep-ghaiina cuctemu
thapmakoHarnagy). 3miHa
YNOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAaNbHOI 3a thapMakoHarnsg,
[itoyva pegakuis: Mohanlal Siva
Prasad Sayana.
MponoHoBaHa peaakuis: Dr.
Sharanabasappa.
3MiHa KOHTaKTHUX JaHuX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsg.
3MiHa KOHTaKTHOT 0CO6U 3asiBHUMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag B
YKpaiHi.

[itoya pepakuis: Gai Oleg
Volodimirovich.
MponoHoBaHa pepakuis: Zhyliaiev lhor
Volodymyrovych.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0cobu 3as1BHMKA, BiANOBIAaIbHOT 3a
hapmakoHarnsg B Ykpaii.
3MiHa MicLe3HaxoMKeHHs MacTep-
thaiina cuctemu chapmakoHarnsgy.
3MiHa Micusa 34iCHEHHSI OCHOBHOT
LOisiNbHOCTI 3 chapmakoHarasgy.

41.

BITAMIH D3

Colecalcif
erol

xonekanb
unchepon

All1C
C05

TabneTkn no
5600 MO; no
10 Tabnetok y
6nictepi; no 3
6nictepn y
Kopoo6Li

TOBAPUC
TBO 3
OBMEXE
HOKO
BIAMOBIA
ANbHICT
0
«KOPIMNOP
AUIA
«30POB
"A»

YKpaiHa

TOBAPUCTBO
3
OBMEXEHOIO
BIANOBIAANTBH
ICTIO
«KOPTTOPALIIA
«300POB’'A»

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviintHmx
mMarepianis: YTOYHEHHSA HanucaHHsA
[o3yBaHHA B Hakasi MO3 YKpaiHu

Ne 101 Big 28.01.2026 B npoueci

BHECEHHS 3MiH (3MiHu | Tuny -
AOMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecy Micus
NPOBaKEHHS AiSSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIYaum

AinbHWL BUNYycKy cepii abo micue

NpPOBeEeHHS KOHTPO/O AKOCTI.

3a
peyenmo
M

He
nionsie
ae

UA/19495/01/04
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
(@isnbHicTb, 3a AKy BignoBifae
BUPOGHMK/IMIOPTEpP, BKIOYA0UU
BWMYCK Cepiil) 3MiHa HaliMeHyBaHHS
BMPOGHMKA rOTOBOTO NiKAPCbKOro
3acoby 3 ToBapucTBa 3 06MEXEHO
BiANOBIAa/IbHICTIO «PapmMaLeBTUYHa
KOMNaHifa «340poB’a» Ha
TOBAPVCTBO 3 OBMEXEHOIO
BIANOBIAANBHICTHO
«KOPMOPALIA «300POB’Ax».
Appeca BUPOBGHUYOI AiNbHWLi Ta BC
BMPOGHMYI onepauii 3anmwarTbes
He3MiHHMMU. 3MiHN BHECEHO B PO34iN
"BUpPO6GHMK" B IHCTPYKLiO A5
MeLMYHOro 3aCTOCYBaHHS W00 3MiHN
Ha3BMW BUPOOHMKA Ta SK HacnigokK - y
TEKCT MapKyBaHHSA ynakoBKu
nikapcbKoro 3acoby. 3MiHn | Tuny -
3MiHM Wwopo 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHun)
OHOB/EHHA TEKCTY MapKyBaHHS
BTOPVHHOI Ta NEPBUHHOI YNaKoBKN
NiKapcbKoro 3acoby. Takox BUIy4YeHO
ay6niotoyy iHchopmauito pocincbkot
MOBOIO Ta BHECEHO He3HauHi npasku
no TekcTy). Pefakuisi B Hakasi -
Tabnetkn no 5000 MO. BipHa
pegakuis - Tabnetku no 5600 MO.
42. | TAAOBICT gadobutrol | rago6yTtpo | V08C po34nH Ans Baiiep Al HimeuuunH Baitep Al Himeuun BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/6664/01/01
1,0 n A09 iH'ekuin, 1 a Ha martepianis: 3miHu Il Tuny - 3MiHu 3 peyenmo
MMOJIb/MJT; MO [KocTi. FoToBWIA Nikapcbkuii 3aci6. M
5 mn a6o no Cucrtema
7,5 mn abo no KOHTelHep/3aKynoptoBasibHMI 3aci6.
10mny 3MiHa y NepBUHHIA yNakoBL,i roTOBOro
CKNSIHOMY nikapcbKoro 3acoby (skicHWi Ta
Lnpui, KinbkicHWIA cknag) - CTepunbHi
BKafEeHOMY Y nikapcbki 3acobu Ta nikapcbki 3aco6m
nposopy 6ionoriyHoro/iMyHoO0rYHOro
nnacTKoBy NOXOMKEHHS - [lofaBaHHsA
KOpoOKYy, albTEPHATUBHUX E€/TEMEHTIB
3aKpuUTy NepBUHHOTO NMakyBaHHsI, a came

nonieTuaeHom
; N0 5 wnpuuis

ryMOBOT MPOGKK i 06TUCKHOTO
KOBMauka, L0 3aKprBatoTb q)/1aKoH.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
Y KapTOHHIi AnbTepHaTVBHa rymoBa npobka
Kopobui; no 5 BUIOTOB/IEHA i3 MaTepiany 6poMoyTun
mn abo no 7,5 (bromobutyl stopper), Togi sk B
mn abéo no 10 3aTBEPMKEHOMY [OChE MaTepiasioM
mMAy NS BUTOTOB/IEHHA NPOGOK Cyrye
nnacTuKoBomy xnop6yTtun (chlorobutyl stopper).
wnpuui; no 5 [JlofaBaHHs aslbTePHATVBHOIO
npuwis, 06TUCKHOro koBnayka (crimp cap),
PO3MiLLEHNX B AKUIA € KOHCTPYKTUBHO NiAXOXUM 115
KapTOHHOMY BUKOPVCTaHHS i3 a/IbTEPHATVIBHOIO
Tpumasi, y 6poMOYTNNOBOK NPOGKOID. B Mexax
KapTOHHIi 3asB/1eHOl npoueaypu
Kopoo6Li; no OHOB/IOKOTHCA/AONOBHIOTLCSA
7,5 Mn abo no HWXYenepeniyeHi po3ainm focke:
15mny 2.3.P. Nikapcbkuii 3aci6, 3.2.P.2.4.
CK/IIHOMY Cuctema
chnakoHi; no 1 KOHTeliHep/3aKynopoBasibHWiA 3acib,
dnakoHy y 3.2.P.3.5. Banigauis npouecy Ta/abo
KapTOHHIl oro ouiHka, 3.2.P.5.4. AHani3n cepii,
KopoobLi 3.2.P.5.5. XapakTepuncTuka gOMILLIOK,
3.2.P.7. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3acib,
3.2.P.8.1. Pe3tome o0 cTabinbHOCTI
Ta BUCHOBKK, 3.2.P.8.2. NMpoTokon
nicnspeecTpauiiHoro BUBYEHHS
CTabinbHOCTI Ta 3060B’A3aHHSA LWOA0
ctabinbHocTi, 3.2.P.8.3. flaHi npo
CTabiNbHICTb, (MPUMITKA: B KBAAPaTHUX
ayxkax B p. “lNponoHoBaHa pefakuis”
nopsz i3 Ha3BO PO34iNy AOCbE
[04aHO KOPOTKWIA KOMEHTap LLOoAO
3MiHW/OHOB/1EHHS/AONOBHEHHS
po34iny A0CLE).
43. | TAAOBICT gadobutrol | rago6yTtpo | V08C po34nH ans Baiiep Al HimeuuunH Baiiep Al Himeyuun BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/6664/01/01
1,0 n A09 iH'ekyjn, 1 a Ha MaTtepianis: 3miHu | Tuny - peuyenmo
MMO/Ib/M/T N0 AAMIHICTpaTUBHI 3MiHW. BunyueHHs M
5 mn abo no BMPO6-HMYOT AiNbHULI (BKIHOYAKOUM
7,5 mn, abo no LinbHULi ans A®l, NpoMiXXHO-To
10mny NpoAyKTy abo roToBOro Nikapcbkoro
CKNISIHOMY 3aco0y, AiNbHULI NS NPOBEfEHHS
npui, nakyBaHHs1, BUPOGHWMKa,

BKNafeHoMy Y
nposopy

BiANOBIAA/ILHOrO 3a BUNYCK cepii,
MicLLe MpoBeAEHHSA KOHTPOIK cepil)
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

nnacTuKoBy
KOpOOKY,
3aKpuUTy
nonieTuneHom
; no 5 wnpwuuis
Y KapPTOHHIi
Kopob6ui; no 5
mn abo no 7,5
mn, a6o no 10
My
nnacTKoBOMYy
wnpuui; no 5
Lnpuuis,
PO3MiLLEHNX B
KapTOHHOMY
TpuMavi, y
KapTOHHIl
Kopoo6Lj; no
7,5 mn abo no
15mny
CKNISIHOMY
donakoHi; no 1
hnakoHy y
KapTOHHIN
Kopo6Ui

abo nocrtavasibHMKa BUXifAHOrO
MaTepiany, peareHTy abo f0-NoOMKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y [0ChE)
BunyyeHHst BUPOOHMYOI AinbHWLj ANs
KOHTpONI0 siKocTi APl ragobyTpony,
Bayer AG, Berlin, Germany 3
marepianiB peecTpauiiiHoro Aockbe
po3giny 3.2.S.2.1. BUpo6Huk(n)

rAQOBICT
1,0

gadobutrol

rafobyTpo
n

Vv08C
A09

po3unH ans
iH'ekyjn, 1
MMOJb/MJT; N0
5 mn a6o no
7,5 mn abo no
10mny
CK/ISTHOMY
wnpwui,
BK/1aflEHOMY Y
nposopy
nnacTKoBy
KOpPOOGKY,
3aKpuUTy
nonieTmneHom
; no 5 wnpwuuis
Y KapTOHHil
Kopobui; no 5
mMn abo no 7,5

Baiiep Al

HimeyunH
a

Baitep Al

Himeyun
Ha

BHECEHHS 3MiH 0 peecTpaviintHmx
marepianis: 3MiHu | TUny - 3MiHK 3
[KocTi. FoToBwWIA Nikapcbkuii 3aci6.

KOHTpPO/b rOTOBOrO /liKapCbKoro

3aco06y (iHwi 3MiHn) BuknageHHs MKA

nikapcbkoro 3acoby FALOBICT 1,0,

PO34MH ANs iH'ekuiid, 1 MMonb/mMn

YKpPaiHCbKOH MOBOIO.

3a
peyenmo
M

UA/6664/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
mn abo no 10
mMAy
nnacTuKoBomy
wnpuui; no 5
npuwis,
PO3MiLLEHNX B
KapTOHHOMY
Tpumasi, y
KapTOHHIi
Kopoo6ui; no
7,5 mn abo no
15mny
CK/IIHOMY
chnakoHi; no 1
dnakoHy y
KapTOHHIl
Kopoobui
45. | TEKCABIT - petuHony | AllB Apaxe; no 50 AT YkpaiHa AT "BITAMIHW" | YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx 6e3 UA/5225/01/01
auerart A npaxe y "BITAMIH mMaTtepianis: 3miHu | TUny - 3MiHK 3 peyenma
(BiTamiH KOHTElHepi n" sakocTi. CepTudikat signosigHocTi/TE-
A), TiamiHy naacTMacoBso cepTudikart BiANOBIAHOCTI
rigpoxnop My; no 1 €Bponelicbkii
ng, KOHTEliHepy B thapmakonei/moHorpadii. NMogaHHs
(BiTamiH nauuyj; no 50 HOBOro abo OHOB/IEHOTO cepTudikara
B1), apaxe y BiAMOBIAHOCTI 260 BUMYYEHHS
pubodnas KOHTElHepi cepTudikaTa BifgnoBigHOCTI
iH (BiTaMiH naacTMacoBso €Bponelicbkin thapmakonei: ana Adl;
B2), My NS BUXigHOro
nipnaokcm matepiany/peareHTy/npoMiXXHOro
HY NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
rigpoxsop BMPOGHULTBI A®I; ANt [ONOMIXHOT
ng, peyoBuHM (cepTuddikaT BIANOBIAHOCTI
(BiTamiH €Bponericbkin dhapmakonei) -
Bs), OHOBNeHWit cepTuddikaT Big yxe
kucnorta 3aTBEPPKEHOTO BUPOGHMKa. MogaHHA
ackopbiHo OHOBJIEHOrO cepTudlikaTa
Ba BiANOBIAHOCTI EBpONeiichbkil
(BiTamiH hapmakonei CEP 2011-077-Rev 02
C), (3aTBEpAXeHO: R1-CEP 2011-077-Rev
HiKOTUHaMI 01) gna Aitoyoi pevoBUHU TiamiHy
a rigpoxnopug, Bif, 3aTBEPLKEHOr0

BMPO6HMKa Jiangxi Tianxin
Pharmaceutical Co., Ltd. 3miHu | Tuny
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

- 3MmiHu 3 AkocTi. CepTudpikat
BignosigHoCTI/TE-cepTucpikat
BiANOBIAHOCTI EBPONENChKil
thapmakonei/moHorpadii. NMogaHHs
HoBOro abo OHOB/MEHOro cepTudpikata
BiANOBIAHOCTI 260 BUNYyYEHHS
cepTudpikaTa BignoBiAHOCTI
€Bponelicbkiit hapmakonei: ans Adl;
ANsa BUXigHOro
marepiany/peareHTy/npoMikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHCS Y
BMPO6HULTBI A®I; ANst 4ONOMIXHOT
peyoBUHM (cepTudiikat BiAMNOBIAHOCTI
€Bponelicbkiit hapmakonei) -
OHoBneHn cepTudikaT Bif yxe
3aTBEPPKEHOr0 BUPOGHMKa. MogaHHA
OHOBJIEHOrO cepTudikaTa
BiANOBIAHOCTI EBPONENChKil
thapmakonei CEP 2011-077-Rev 03
ons [ito4oi peqyoBrHN TiaMiHy
rigpOXn0puA Bif 3aTBEPAXKEHOTO
BMpO6HMKa Jiangxi Tianxin
Pharmaceutical Co., Ltd. 3miHu | TUny
- 3miHu 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiAANOBIAHOCTI EBpONEeichbkili
thapmakonei/moHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIAHICTIO MPUBEAEHHS
y BiANOBiZHICTb A0 MOHOrpacdii 4PY
abo €sponelicbkoi hapmakonei, abo
iHLLIOI HaLjioHanbHOT dhapmakonei
nepxasun €C (3miHa y cneumdikayisx,
nos'si3aHa 3i 3miHamu B 1Y, a6o
€Bponeiicbkii hapmakonei, abo iHLLi
HaljioHasbHIli hapmakonei gepxasu
€C). NpuseaeHHs cneyudikauii Ta
MeToAiB KOHTpoto AD| TiamiHy
rigpoxnopug "BitamiH B1" y
BiANOBIAHICTb 4,0 BMMOI OHOB/IEHOT
MoHorpadii EP, sK HacnifoK
BWUTyHa€ETbCA NOKA3HUK AKOCTI "Badkki
MeTasin”.

46.

FEMATE® N

Von

thakTop

B02B

NOPOLLUOK Ta

LCh

HimeyynH

BTOpPWHHE

Himeyun

BHECEHHS 3MiH 10 peecTpaujiiiH1X

3a

UA/20401/01/02
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
Willebrand | koarynsauii | D06 PO3YMHHUK Bepinr a nakyBaHHs, Ha Marepianis: 3miHu | Tuny - 3MiHn 3 peyenmo
factor and KpOBI ons 6X BUNYCK cepil; siKocTi. FoTOBWIA Nikapcbkuii 3aci6. M
coagulatio | nAuHN NPUroTyBaHHsA BMPOGHMLITBO KOHTpO/1b rOTOBOrO NikapCbKoro
n factor VI (FVII) PO34unHy ANns PO3UYMHHYKA: 3acoby. 3viHa y meTogax
VIl in Ta haktop iH ekuili abo LICN BepiHr BMNPOGYBaHHS rOTOBOIO NiKapCbKOro
combinatio | doH iHdpysin no rvo6X, 3acoby (He3HauyHa 3miHa 'y
n Binne6paH 500 MO/1200 HimeuumnHa; 3aTBEPMAXEHUX MeTogax
na MO; no 1 BMPOBHULITBO BUNPOBYBaHHS). 3MiHa y MeToai
NIoANHN dnakoHy y roTosoil BMNPOO6YBaHHs /13 3a NOKa3HMKOM
(VWF) KOMMIekTi 3 1 nNiKapcbKoi "Hartpito uutpaT”, a came BBeAEHHS
hNakoHOM 3 hopmu, anbTepHaTMBHOIO Habopy
PO3YNHHUKOM nepBuHHe cTaHgapTty-"EnzytecTM Liquid Citric
(Boga ans nakyBaHHs, Acid", Bupo6HuMUTBa "r-biopharm" gns
iH'exuiii) no 10 KOHTPO/b AKOCTI: KiNIbKICHOr0 BU3HaYeHHA LUTPaTiB.
My doNaKoHi LICN Bepinr 3MiHn | TURY - 3MiHK 3 aKocTi. AL,
Tal rv6X, KoHTponb A®l. 3miHa y MeTogax
NPUCTPOEM HimeyunHa BUNpo6yBaHHA APl abo BMXiZHOrO
onsa MaTepiany/npomiKHOro
[0AaBaHHSA npoayKTy/peareHTy, Wwo
PO3YMHHYKA 3 BUKOPVCTOBYETLCA Y NPOLIECI
BOya0BaHNM BMPOGHMLTBA AD| (HE3HAYHI 3MIHN Y
ginbTpom 15 3aTBEPMXEHUX MeTogax
MKM («Mix- BUNPOBYBaHHS). 3MiHa y MeToai
2Vialtm BMNpobyBaHHA A®| 3a NoOKa3HUKOM
20/20») Ta 1 "Hartpito uutpaT”, a came BBeAEHHS
KapTOHHOIO anbTepHaTUBHOrO Habopy

yNakoBKOIo 3
Habopom ans
BHYTpILLHbOBE
HHOTO
BBefeHHs (1
0iHOPa30Buii
wnpuy, 1
ronka-
MeTenuk, 2
AesiHdikytoui
CcepBeTkn B
iHAuBIAyanbHU
X
repMeTUYHNX
ynakoBkax Ta
1
HecTepuabHUIi

cTaHgapTy-"EnzytecTM Liquid Citric
Acid", Bupo6HuMUTBa "r-biopharm" gns
KiNIbKICHOr0 BU3HaYeHHA LUTPaTiB.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
neikonnactup
) Y KapTOHHiiA
Kopoo6Li
47. | TEMATE® N Von hakTop B02B NMOPOLLOK Ta ucn HimeuuunH BTOPVHHE Himeyun BHECEHHS 3MiH 0 peecTpaLiitHmx 3a UA/20401/01/03
Willebrand | koarynsuii | D06 PO3UYNHHUK BepiHr a nakyBaHHs, Ha matepianis: FOTOBWIA SlikapCbKuii peuyenmo
factor and KpoBi ons 6X BWMNYCK Cepil; 3aci6. KoOHTposib roToBOro NikapcbKoro M
coagulatio | nroguHW NpUroTyBaHHA BMPOGHMLTBO 3acoby. 3miHa y meTogax
n factor VI (FVI) pO34nHy ons PO3UMHHYMKA: BMNPOGYBaHHS rOTOBOrO MiKapCbKOro
VIl in Ta thakTop iH ekl abo LICN BepiHr 3acoby (He3HayHa 3miHa y
combinatio | dooH iHdpysin no rv6X, 3aTBepKEeHMX MeTofax
n Binne6paH 1000 MO/2400 HimeuuunHa; BUNPOBYBaHHS). 3MiHa y MeToai
ha MO; no 1 BMPOGHMLITBO BMNpo6yBaHHSA /13 3a NokasHNKOM
noanHn hnakoHy y roTosoil "HaTpito uutpat”, a caMe BBeEHHSA
(VWF) KOMnNNekTi 3 1 nikapcbkoi anbTepHaTMBHOIO Habopy
nakoHoOM 3 chopmum, cTaHgapTy-"EnzytecTM Liquid Citric
PO3UYNHHUKOM nepBuHHE Acid", Bupo6HMUTBa "r-biopharm” gns
(Boga ons nakyBaHHs, KiNIbKICHOr0 BM3HaYeHHA LUTPaTiB.
iH’exuiii) no 15 KOHTPO/b AKOCTI: 3MmiHu | TNy - 3MiHKn 3 AkocTi. AdI.
MY do/iakoHi LIC/1 BepiHr KoHTposnb A®I. 3miHa y MeToAax
Tal m6X, BUNpo6yBaHHsA APl abo BMXigHOrO
NPUCTPOEM HimeuunHa mMarepiany/npoMixXHOro
ans npoayKTy/peareHTy, Wwo
[0AaBaHHA BUKOPVCTOBYETLCA Y NPOLIECI
PO3YMHHYKKA 3 BMPOGHMLTBA AD| (HE3HAYHI 3MIHN Y
B6YyA0BaHNM 3aTBEPMKEHNX MEeToAaxX
inbTpom 15 BUNPO6YBaHHS). 3MiHa y MeToai
MKM («Mix- BMNpo6yBaHHA A®| 3a NoOKa3HUKOM
2Vialtm "HaTpito uutpat”, a came BBeEHHs
20/20») Ta 1 anbTepHaTUBHOIO Habopy
KapTOHHOIO cTaHaapTy-"EnzytecTM Liquid Citric

ynakoBKoto 3
Habopom ans
BHYTPILUHbOBE
HHOro
BBeAeHHs (1
0o Hopa3oBwuii
wnpuy, 1
rosnka-
MeTenuk, 2
nesiHdikyoYi
CepBeTKM B
iHaVBiAyanbHN
X

Acid", Bupo6HMUTBa "r-biopharm” gns
KiNIbKICHOr0 BM3HaYeHHA LUTPaTiB.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
repMeTUYHNX
ynakoBkax Ta
1
HeCTepuIbHUIA
neiikonnactup
) Y KapTOHHii
Kopo6Ui
48. | TEMATE® N Von thakTop B02B NOpPOLLIOK Ta ucn HimeuuunH BTOPVHHE Himeuun BHECEHHS 3MiH 0 peecTpaviintHmx 3a UA/20401/01/01
Willebrand | koarynsauii | D06 PO3UYNHHUK BepiHr a nakyBaHHs, Ha marepianis: 3mMiHu | Tuny - 3MiHn 3 peyenmo
factor and | kposi ons M6X BWMNYCK Cepil; [KocTi. [oToBWIA Nikapcbkuii 3aci6. M
coagulatio | noanHW NpUroTyBaHHs BUPOGHMLITBO KOHTpPO/b rOTOBOrO /liKapCbKoro
n factor VI (FVII) PO3unHy ans PO3UYMHHYIKA: 3acoby. 3miHa y meTogax
VIl in Ta dpakTop iH ekuili abo LICN BepiHr BMNPO6YBaHHA rOTOBOr0 MiKapCbKoro
combinatio | doH iHdpysii no m6X, 3acoby (He3HayHa 3miHa y
n Binne6paH 250 MO/600 HimeuumnHa; 3aTBEPAXKEHMX MeTogax
na MO; no 1 BMPOGHMLTBO BMNpoOyBaHHSA). 3MiHa y MeTofi
noanHn hnakoHy y roTosoil BMNPO6YBaHHsA /13 3a NOKa3HUKOM
(VWF) KOMNAekTi 3 1 nikapcbKoi "HaTtpito uutpat”, a came BBeAEHHS
chriakoHoMm 3 chopmu, aNbTePHATUBHOIO Habopy
PO3UYNHHWKOM nepBuHHE cTaHfapTy-"EnzytecTM Liquid Citric
(Boga ans nakyBaHHs, Acid", Bupo6HuuTBa "r-biopharm" gns
iH’exuiii) no 5 KOHTPO/b AKOCTI: KiNIbKiICHOro BU3Ha4YeHHA LUTPaTiB.
MYy hnakoHi LICN BepiHr 3MiHu | TUNYy - 3MiHKM 3 AKocTi. AdI.
Tal rvm6X, KoHTponb A®l. 3miHa y meTogax
NPUCTPOEM HimeyunHa BMNpobyBaHHA A®l abo BuXigHOTo
ons MaTepiany/npomiKHOro
[ofaBaHHsA npoaykTy/peareHty, Lo
PO3YMHHYIKA 3 BUKOPVCTOBYETLCA Y NPOLIECI
BOYyOBaHUM BUPOGHMLTBA AD| (HE3HAYHI 3MiHK Y
inbTpom 15 3aTBEpPKEHUX MeTofax
MKM («Mix- BMNpoOyBaHHSA). 3MiHa y MeTofi
2Vialtm BUNPo6yBaHHA A®I| 3a NOKa3HMKOM
20/20») Ta 1 "HaTtpito uutpat”, a came BBeAEHHS
KapTOHHOIO aNbTePHATUBHOIO Habopy
YyNaKkoBKOIO 3 cTaHfapTty-"EnzytecTM Liquid Citric
Habopom Ans Acid", BupobHuuTBa "r-biopharm" gns

BHYTpILLUHbOBE
HHOrO
BBefeHHs (1
0iHOPa30Buii
wnpuy, 1
rosnka-
MeTenuk, 2

KiNIbKiICHOro BU3Ha4YeHHs LUTparTiB.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
OesiHdikytoui
cepBeTkM B
iHaVBiAyanbHN
X
repMeTuYHNX
ynakoBkax Ta
1
HEeCTEpPWUbHUIA
neikonnactup
) Y KapTOHHii
Kopoobui
49. | TEMUUTABIH | gemcitabin | remuyutabi | LO1BC | koHueHTpat Akkopa MonbLua Brpo6HMLTBO, IHAis/ BHECEHHS 3MiH 0 peecTpavinHux 3a UA/17799/01/01
AKKOPJ, e HYy 05 L5 PO3YNHY Xenckea KOHTpONb AKOCTi, | Benuka mMaTtepianis: 3miHu | TUny - 3MiHK 3 peyenmo
rigpoxnop Ons iHy3il, Moncka nepBuHHE Ta BputaHi siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. M
na 100 mr/mn, no Cn. 3.0.0. BTOPVHHE al Cucrema
2 mn (200 wmr), nakyBaHHs: Monbwa KOHTeliHep/3akynopoBasibHWii 3acib.
10 mn (1000 IHTac / 3MiHa napameTpiB cneuudikadii
mr), 15 mn dapmacboTikan YropLum Ta/abo fonyCTUMUX MeX NePBUHHOT
(1500 wr), 20 c Nlimiteq, IHAais; Ha/ ynaKkoBKUW rOTOBOTO /1iKapCbKOro
M (2000 mr) y Bupo6bHnuTBO, ManbTta/ 3aco06y (iHLLi 3MiHX) OHOBJIEHHS P.
donakoHi; no 1 KOHTPO/b AKOCTI, ITanis/ 3.2.P.7 Cuctema KoHTeliHep/
h/1akoHy y nepBuHHe Ta Mpeuis 3aKynoproBasibHWiA 3aci6, a came
KapTOHHii BTOPVHHE BHECEHHS 3MiH 40 cneundikauii
nauui nakyBaHHs: 4epBOHOI «dNin-odd» KPULLIKK
IHTac Specifications of 20 mm flip off red

dapmacbioTikan
¢ Nimiteq, Ingjs;
BTopuHHe
nakyBaHHs:
AKKoppA, Xesnckea
Nimiten, Benvka
BpuTaHis;
BignosiganbHuii
3a BUMYCK cepii:
Akkopf, Xenckea
Moncka Cn. 3
0.0. Cknapg,
ImnopTepa,
MonbLa;
KOHTpOsb AKOCTI
cepii: €BpodhiHC
AHaniTikan
Cepsices

seal (West-3767) tests Depth of
complete unit, Inner rim diameter,
Depth of plastic top
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
Xanrepi KdoT.,
YropwuHa;
KoHTposnb skocTi
cepii:
dapmagokc
Xenckea N4,
ManbTa,;
KOHTpOsb SiKOCTI
cepii:
NABAHANIBIC
C.P.N1, Itanis;
KoHTponb skocTi
cepii:
PAPMABANIL,
nrp.
Mikpob6ionoriyHa
nab6opaTopig,
YropumHa;
BTopuHHe
nakyBaHHs,
KOHTPO/Ib AKOCTI
cepii:
Akkopf, Xenckea
CiHrn Membep
C.A,, lpeuist
50. | FMIAA3ENAM® - 1- - NOPOLLIOK ToBapucTs YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaviintHmx - UA/7762/01/01
(rigpasuH (cybcTaHuis) y 03 [04aTKOBOO mMarepianis: YTOYHEHHSA Aitoyoi
OKapG6OoHi naketax [04aTKOBO BignoBsiganbHIiCT peyoBUHU B Hakasi MO3 YkpaiHu Ne
n)-metun- noAgiliHmXx i3 10 10 "IHTEPXIM" 822 Bip, 17.06.2026 B npoueci
7-6pom-5- nniBkn BignoBiga BHECEHHSA 3MiH (3MiHu | Tuny -
deHin- nosnieTuneHos NbHICTIO AAMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BU
1,2- oi gns "IHTEPXI A®| abo fONOMIKHOI pevoBUHU. 3MiHa
pvrigpo- BMPOGHMLITBA M Has3BW Ai40i peyoBMHY i3 rigasenam
3H-1,4- HecTepusibHUX Ha 1-(rigpa3vHokap6oHin)-meTun-7-
GeH3piaze NiKapcbknx 6pom-5-theHin-1,2-aurigpo-3H-1,4-
niH-2-OH dopm 6eH3gia3eniH-2-0H 3a BifCyTHOCTI

MHH ansa gaHoi Aivoyoi peyoBuHN.
3MiHu | TUNY - AOMIHICTPATUBHI 3MiHN.
3MiHa Ha3BM NikapCcbKOro 3acoby.
3MiHa Ha3Bu /13 y 3B'A3KY 3
oTpumaHHsaM CsigouTsa Ha
ToprosenbHy mapky i3 MAA3ENAM Ta
GIDAZEPAM Ha INJA3EMNAM® Ta
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Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
GIDAZEPAM®). Pefakuis B Hakasi -
rigasenam. BipHa pepgakuis - 1-
(riapasnHoKapG6oHin)-meTun-7-
6pom-5-cheHin-1,2-aurigpo-3H-1,4-
GeH3Aia3eniH-2-0H.
51. | MHINPAN hexoprena | rekconpeH | G02C PO34mMH oA Takepa ABCTpIst BrnpobHmuTBO 32 | ABCTpIS BHECEHHS 3MiH 40 peecTpavLiiHnx 3a UA/2845/01/01
line aniny A iH'exuiii, 10 ABCTpIs NOBHWM LMK/IOM: mMaTtepianis: 3miHu | TUNy - 3MiHK 3 peyenmo
cynbhat MKr/2 mn; no 2 6X Takena ABCTpis siKocTi. FoToBWMIA Nikapcbkuii 3aci6. M
M/1 B amnyni; 'M6X, ABCTpISt; Cuctema
no 5 amnyny MposefeHHA KOHTelHep/3aKynoptoBasibHWiA 3aci6.
KapTOHHIi Tecty 3MiHa 6yAb-AKOi YacTUHW MaTepiany
Kopoo6Li "CTepunbHICTb": NepPBUHHOT YNAKOBKK, LLIO HE KOHTaKTye
EixEc M'mbX, 3 FOTOBMM JliKapCbKM 3aC060M

AWMEL, ABcTpis

(Hanpuknag, Konip KpULLEYoK 3
KOHTPO/IEM NEPLLOro BiAKPUTTS, KOMIp
KOOBUX KiNeLb Ha amnynax,
KOHTeliHepa 415 ro/1okK (pi3Hi BuAan
nnactmacw) (3miHa, sika He BrnnBae
Ha KOPOTKY XapakTepucTuky
niKkapcbKkoro 3acoby). OHOB/IEHHS P.
3.2.P.7. Cuctema KoHTenHep
/3akynoproBanbHuWii 3acib, a came
He3HayHa 3MiHa KONlbOpPOBOro
KOAYBaHHSA CKISHUX amnyn: 3asBHUK
BUK/IlOYAE eTan Kos1bOpPOBOro
KOZyBaHHS nif, 4ac BUPOOHNYOrO
npouecy B Takeda Austria GmbH,
BUKOPWUCTOBYHOUY aMnynn 3
nonepeaHiM KofIbOPOBMM KOZYBaHHAM
Bif BUPOGHMKA amny i, LWO6 YHUKHYTH
BiIXW/TEHHA 3aNOBHEHUX amnyn yepe3
AedekT! KoNboPoBOro KOAYBaHHS.
Tomy 6yae 3acTOCOBaHO fuLle
nonepeAHbLO No3HaYeHe KO/TIbOPOBUM
KOZIOM KifbLie 3 HOBUM KO/IbOPOBUM
KOAoM. TOBLLMHA KO/IbOPOBOTO KiflbLis,
marepian Ta po3Mip 3anponoHOBaHNX
amMnysn 3aMLWaTbCs HE3MIHHUMK. FK
Hacnifok, y 38'A3Ky 3 L€l 3MiHOH,
po3gain 3.2.P.3.3 «Onnc BUPOGHMYOro
npoLecy Ta KOHTPO/I0 npouecy» 6yno
OHOBJ/IEHO, 06 BUAANNTA
iHjhopmaLito, NOB'A3aHy 3 KOJIbOPOBUM
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

KOZyBaHHAM, 3 6/10K-CXeMu, onucy
BMPOGHNYOTrO NpoLecy, TEXHIYHOrO
o06nafHaHHA Ta BHYTPILUHLOrO
KOHTPO/0. BHECEHHS He3HauHuX
pefakuiiiHux 3miH go p. 3.2.P.7.
BBefeHHs 3MiH NpoTArom 6-T MicsauiB
nicns 3aTBepgkKeHHs. 3MiHu | Tuny -
3MiHu 3 siKoCTi. FOoTOBWMIA NikapcbKuii
3aci6. 3MiHM Yy BUPOOHULITBI. 3MiHN Y
npoLeci BUpo6bHULITBA FOTOBOTO
NiKapcbKoro 3acoby, BKIUaum
NPOMDKHWUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOHULTBI
roTOBOro Nikapcbkoro 3acoby (iHLwi
3MiHM). He3HauHi 3miHn y
BVMPOGHMYOMY MPOLIEC, a came
BUAAIEHHA TEPMiIHY «CTepPUSIbHO
inbTpoBaHa» ANA BOAW ANS iH'eKLil
(WFI), ockinbku BiH 6yB fodaHWin [0
po3giny 3.2.P.3.3 «Onvc BUpo6HMYOro
npoLecy Ta KOHTPOJSII0 NpoLecy»
BMNaAKOBO, LLIO6 BiAMoBigaTN NpakTuLi
Ha Mmicui. BupobHuUTBO, 36€epiraHHA Ta
posnoBcrogkeHHs1 WFI 34iiCHI0ETbCS
KBaUTihikoBaHOK CUCTEMOI, SKa
XiMiYHO Ta Mikpo6ionoriYHO
KOHTPO/IOETLCA BiANOBIAHO [0 BUMOT
USP Ta Ph. Eur. O6nagHaHHs, Wo
BUKOPWCTOBYETLCA A/151 NEPEHEeCEeHHS
WFI, cTepunizyetbcsa nepes KoXHOH
napTieto. BHeCeHHs He3HauHMX
pepakuiiHux 3miH B po3gin 3.2.P.3.3
«Onnc BUpoBHMYOro npouecy Ta
KOHTPO/II0 Npouecy», Wo6 OHOBUTK
[OKYMEHT BifMoBiAHO A0 NOTOYHOIO
wabnoHy aokymeHTa Takeda 6e3
BMJ/IMBY Ha iCHytouy iHdhopMaLlito.
BBefeHHs 3MiH NPOTAroM 6-Tn Micsauis
nicns saTBepmkeHHs. 3MiHu | Tuny -
3MiHu 3 sKocTi. FoTOBWMIA NiKapCbKuii
3aci6. KOHTpO/1b rOTOBOrO NiKapCbkoro
3acoby. 3miHa y meTogax

BMNPOGYBaHHS! TOTOBOTO JIiKApCbLKOro
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

3acoby (He3HayHa 3MiHa 'y
3aTBEPMXEHNX MEeToAaxX
BMNpo6yBaHHSA). He3HayHa 3miHa B
MeToAax KOHTPOJI0 SIKOCTi, @ came B
MeToAax KOHTPOJI0 TECTIB Ha
laeHTudpikaujto Ta KinbkicHe
BM3HAYEHHS HaTpil0 MeTabicynbgiTy B
roToBOMY MPOAYKTI, Siki NPOBOAATLCA
3a ,0NomMoror Yo-
cnekTpodhoToMeTpil.
MpuHUMN aHanisy nonsrae B
dhepMeHTaTMBHOMY BM3HAYEHHI 3
BukopuctaHHAm NADH-nepokcuaasmn
(NADH-POD) Ta cynbiTokcuaasu
(SUOX), a cam TecT NpoBOAMUTLCA 3a
[0MoMoror Habopy A5 MigroTOBKM
TecTy UV test total SO2 ROCHE / r-
biopharm.
MocTavanbHuk Roche npunuHKB
BMPOGHMLTBO TECTOBOrO HAabopy, L0
BVIKOPVCTOBYETLCSA B AiaHnii yac. B
pe3ynbTaTi, BU3HAUYEHHS
MeTabicynbiTy HaTpIlo AK 3arasibHOro
SO2 6yae npoBOAMTUCS 3a
[onomoroto hepMeHTaTUBHOI peakwi
3 BUKOPUCTaHHAM TECTOBOro Habopy
"Enzytec Sulfite (SO2 total) r-biopharm
, Ne E6275". MpuHUMN meToay
BUMNPOOYBaHHA 3a/IMLLIAETLCA
HE3MiHHUM.

BBefeHHs1 3MiH NpOTArom 6-T MicALiB
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny -
3MiHN Wwopao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn). 3amiHa
po3ziny "MapkyBaHHs (JogaeTbcs)"
Ha po3ain «MapkyBaHHs. 3rigHo
3aTBEPAKEHOIO TEKCTY MapKyBaHHS».
BBefeHHs 3MiH NPOTAroM 6-Tn Micsauis
nicns 3aTBepmKeHHs

52.

FMNMAKC®

glimepiride

rnimenipun
A

A10B
B12

Tabnetkn no 3
mr, rno 10
TabneTok y
6nicTepi; no 3,

TOB
"KYCYM"

YKpaiHa

TOB "KYCYM
OAPM",
YKpaina;
TOB «KYCYM»,

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
mMaTtepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu

3a
peyenmo
]

He
nionsie
ae

UA/11974/01/02
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
abo no 6, abo YkpaiHa 3asBHUKa (BNacHWKa peecTpaviiniHoro
no 10 nocBeifyeHHs) 3MiHa HaliMeHyBaHHS
6nictepiB y 3as1BHMKA (B/1acHVKa peecTpaLiiiHoro
KapTOHHIl nocBigyeHHs), 6e3 3MiHW pUaNYHOT
ynakoBLj ocobu: TepmiH BBeZeHHS 3MiH
npoTArom 12 micauis nicns
3aTBEPMKEHHSA. 3MiHN | Tuny -
AMIHICTpaTMBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu Micua
NPOBaPKEHHS AISNbHOCTI
BMpPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOHaum
OinbHWL BUMYyCKy cepii abo micue
npoBeeHHS KOHTPOO AKOCTI.
(@isnbHiCcTb, 3a AKy BigNoBifae
BMPOGHUK/iIMNIOPTEp, BK/IKOYAKOUM
BWMYCK cepiii) 3MiHa HaliMeHyBaHHS
BMPOGHMKA, 6€3 3MiHM Micus
BMPOGHMLTBA: 3MiHW BHECEHO B
po3ain "BupobHUK" B IHCTPYKLiO Ans
MeJMNYHOro 3aCTOCYBaHHS y 3B'A3KY 3i
3MiHOI Ha3BM BUpo6HUKa 3 TOB
«MMEAPAPM NTO» Ha TOB
«KYCYM>» 6e3 3miHn agpecu micusa
NPOBaXEHHS AiS/IbHOCTI Ta K
HacnifoK - y TeKCT MapKyBaHHS
yNakoBKU NikapcbKoro 3acoby. TepMiH
BBE/EHHSA 3MiH MpoTAroM 12 micsuis
nicns 3aTBepKeHHs.
53. | IMMMMAKC® glimepiride | rnimenipn A10B Tabnetku no 4 TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH 4O peecTpavLiiHnx 3a He UA/11974/01/03
il B12 mr, no 10 "KYCYM" PAPM", mMartepianis: 3miHu | Tuny - peyenmo | nionse
TabneTok y YKkpaiHa; AAMIHICTpaTMBHI 3MiHU. 3MiHa M ae
6nicTepi; no 3, TOB «KYCYM», HaliMeHyBaHHSA Ta/abo agpecu
abo no 6, abo Ykpaina 3aaBHUKa (BNacHUka peectpauiiHoro

no 10
6nictepiB y
KapTOHHIl
ynakoBLi

nocBifYeHHs) 3MiHa HaliMeHyBaHHS
3as1BHMKA (B/1acHVKa peecTpaLiiiHoro
nocBifYeHHs), 6e3 3MiHW pPUANYHOT
ocobu: TepmiH BBeAEHHS 3MiH
npoTsArom 12 micauis nicns
3aTBepPMKEHHS. 3MiHM | TUny -
AAMIHICTpaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NpoBaMKEHHSA AiS/IbHOCTI
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIUaun
AinbHWLU BUNYycKy cepii abo micue

NpOoBefEeHHS KOHTPOJIO AKOCTI.

(aisnbHICTb, 3a AKy BignoBifae
BMPOGHUK/IMNIOPTEP, BKIKOYAKOUM

BMMYCK cepiii) 3mMiHa HaliMeHyBaHHS
BUPOGHMKaA, 6€3 3MiHW Micus
BMPOGHMLTBA: 3MiHWN BHECEHO B
po3ain "BMpo6HMK" B IHCTPYKLi0 Ans
MeAMYHOr0o 3aCTOCYBaHHS y 3B'A3KY 3i
3MiHOK Ha3BW BUPO6HMKa 3 TOB
«MMEAPAPM NTO» Ha TOB
«KYCYM>» 6€e3 3MiHM agpecu micusa
NPOBaZ)KEHHS AISSIbHOCTI Ta 5K
HacnifloK - y TeKCT MapKyBaHHS
ynaKkoBKU fikapcbKoro 3acoby. TepMiH
BBEAEHHS 3MiH nMpoTaroM 12 micsuis
nicns 3aTBepKeHHs.

54.

FMAMAKC®

glimepiride

rnimenipun
a

A10B
B12

Tabnetkn no 2
mr, no 10
TabneTok y
6nicTtepi; no 3,
abo no 6, abo
no 10
6nictepiB y
KapTOHHIf
ynakoBLj

TOB
"KYCYM"

YKpaiHa

TOB "KYCYM
PAPM",
YKpaiHa;

TOB «KYCYM»,
YkpaiHa

Ykpaina

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu | Tuny -
AIMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3as1BHMKA (B/1acHVKa peecTpaLiiiHoro
noceigyeHHs) 3MiHa HaliMeHyBaHHS
3anBHUKa (BNacHUKa peectpauiiHoro
nocBigyeHHs), 6e3 3MiHN pPUANYHOT
ocobu: TepmiH BBEAEHHS 3MiH
npoTarom 12 micAauis nicns
3aTBEPAKEHHSA. 3MiHM | TRy -
AOMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecy Micus
NPOBaKEHHS AiSSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIYaum
AinbHWL BUNYcKy cepii abo micue
NpOBeEeHHS KOHTPO/O AKOCTI.
([isnbHICTb, 3a Ky BignoBifae
BMPOGHUK/IMNIOPTEp, BKIKOYAKOUM
BMMYCK cepiii) 3MiHa HaliMeHyBaHHS
BUPOGHMKA, 6€3 3MiHW Micus
BMPOGHMLTBA: 3MiHWN BHECEHO B
po3ain "Bupo6bHMK" B IHCTPYKLIiO Ans

3a
peyenmo
M

He
nionsie
ae

UA/11974/01/01
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Hassa

MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
MeAMYHOr0o 3aCTOCYBaHHS y 3B'A3KY 3i
3MiHO Ha3BW BUPO6HMKA 3 TOB
«TNEA®PAPM NTA» Ha TOB
«KYCYM>» 6e3 3miHn agpecu micus
NPOBaPKEHHSA AISSIbHOCTI Ta 5K
HacnifoK - y TEKCT MapKyBaHHS
yMakoBKU NikapcbKoro 3acoby. TepMiH
BBEJIEeHHS 3MiH NpoTsArom 12 micauis
nicns 3aTBepmAKeHHs.
55. | MIBEHK/NAM | Glibencla rnibeHkna | A10B Tabnetki no 5 AT YkpaiHa AT "dapmak™ YKpaiHa BHECEHHS 3MiH 0 peecTpaLiiniHmx 3a UA/6631/01/01
14 mide MiZ BO1 mr, no 10 "dapmak" mMaTtepianis: yTOYHEHHS1 HaNnUCaHHSA peuyenmo
TabneTok y Ha3B 3asBHMKa Ta BUPOGHUKa B M
6nicTepi; no 5 Hakasax MO3 Ykpaiuu Ne 763 Big
abo no 10 09.06.2026 (3MiHK | TUNY - 3MiHK 3
6nicTtepiB y akocTi. A®Il. KoHTponb A®I. 3miHa y
nauui 3 mMeToAax BunpobyBaHHs A®I abo
KapTOoHY

BUXIAHOrO MaTepiany/npomMiKHOro
nNpoAaykTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NPOLIECI
BUpPO6HMLTBA ADI (IHLWi 3MiHK Y
MeToAax BUMPOo6yBaHHS (BK/IH0HYaoun
3aMiHy abo JonoBHeHHs) AD| abo
BUXIAHOro/NPOMIXXHOTO NPOAYKTY)
[04aBaHHA a/lbTepHAaTUBHOT METOANKN
3a NoKa3HNKOM “3a/TULLIKOBI Ki/IbKOCTi
opraHiyHnx po3vmHHuKIB” (IX)
BU3HauyeHHs A®I MibeHknamig ons
BMpo6HMKa Sri Krishna
Pharmaceuticals) Ta Ne 699 Big
22.04.2025 (3miHun | TMny - 3MiHK
Loao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy (iHLwi 3MiHun)
BHeCceHO He3HauHi 3MiHW Y TeKCT
MapKyBaHHsA NepBUHHOT (N. 6) Ta
BTOPUWHHOT (n. 11, 16, 17) ynakoBku
NiKapcbKoro 3acoby, a Takox
YTOUYHEHO iHghopmaLito Wwoa0
norotuny. BBefieHHA 3MiH NPOTArom 6-
U MiCALIB MiCNA 3aTBEPOXKEHHS.
3MiHu | TNy - 3MiHK Woa0
6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHu).

OHOBJ/IEHO TEKCT MapKyBaHHS
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
NepBUHHOI Ta BTOPUHHOI YNaKoBKN
nikapcbKoro 3acoby, a came BUy4YeHO
iHhopmaLito, 3a3HaYeHy poCiiCbKO
MOBOI0, Ta BUK/IAAEHO Ti aHrMiiCbKOI0
MOBOW. BBeeHHS 3MiH NPOTArom 6-Tn
MICALIB MIiCNSA 3aTBEPL)KEHHS) B
npoLeci BHCEHHS 3MiH. Pefakuis B
Hakasix - MAT "®apmak”, YkpaiHa.
BipHa pegaxkuis - AT "®dapmak”,
YKpaiHa.
56. | FNILEPUH glycerol rniyepuH - pianHa NAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx - UA/12710/01/01
(cybeTaHuif) y | “"Manudca "Tannudapm" MaTepianis: 3miHu | Tuny - 3MiHK 3
60ukax pm” AKocTi. A®l. Cuctema
noniMmepHuNx KOHTeliHep/3aKynopoBasibHWiA 3aci6.
ans 3miHa y 6e3nocepeHiin ynakosui A®I
BMPOGHULITBA (iHWi 3MiHK)
HeCTepUbHUX BHECEHHS YTOUHEHHS [0 po3giny
NiKapCbKnx «YnakoBka» MKA A®I [MiyepwH,
copm piguHa (cybcTaHuis), a came
BUTyYeHHS (hiKCOBAHOrO 3HAYEHHS
mMacu cybcTaHLji y nonimMepHiin 6ouui
06yMOB/eHe akTyasisaljieto BUMOr A0
nakyBaHHS 3 ypaxyBaHHAM creuuciku
BMPOGHMYMX MpoLeciB Ta
BapiaTUBHOCTI BUXOAY Macu cepiii
A®I. 3atBepaxeHo: Mo 200 kry
60oukax noniMepHKX 3 kpuLkamn. Ha
60UKY HaKNeTb eTUKETKY.
3anponoHoBaHo: oTOBMIA NPOAYKT
dhacytoTb B 604KM NoAiMepHi 3
Kpukamun. Ha 604Ky HakielTb
ETUKETKY.
57. | rnogy Crataegus | nnoau CO1E HacToika no MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnx bes UA/2121/02/01
HACTOWKA glycosides | rnogy BO4 25mMny dapmaues $PapmaueBTUYHA mMaTtepianis: 3miHu | TUNY - 3MiHK 3 peyenma
(Crataegi hnakoHax TUYHa habpuka AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
fructus) CK/ISHMX, thabpuka "Biona" Cuctema
YKYNopeHux "Biona" KOHTeliHep/3akKynopoBasibHWii 3acib.

npobkamu Ta
KpyLLKamu; no

3MiHa y NepBWHHIiA ynakoBLj roTOBOro
nNikapcbKoro 3acoby (Tun KoHTeliHepa

25mny abo gofaBaHHA HOBOTO KOHTeHepa) -
donaKoHi Teepai, M'sKi Ta HeCTepusbHI pigki
CKISIHOMY, nikapcbki hopmu - oAaBaHHs HOBUX
YKYNopeHomy TUNiB d)1aKOHIB 3 KOMMNEKTaLiE




79

Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
npo6koto Ta BiANOBIgHNM TUNOM
KpuLukoto, no 1 3aKynoploBasIbHOTO 3acoby, a came:
dnakoHy B Mo 100 mn 'y dnakoHi noniMepHomy
nauuyj; no 25 Tuny ®rH-100, ykynopeHomy
My Kpuwkoto Tuny d-20; Mo 100 mn y
dhnakoHax chnakoHi nonimepHomy Tuny ®rl-100-
CK/IAHNX, 1, ykynopeHomy kpuiikoro Tuny Kp-20.
YKyNnopeHnx 3MiHM BHECEHO B po3/in "Ynakoska" B
npo6kamu- IHCTPYKLiO AN MeguyHoro
KpanenbHuUs 3actocyBaHHs (eCTD Bepcis 0004) y
MK Ta 3B'A3KY 3 YTOYHEHHSM BXe
KpULLKamu; no 3aTBEPKEHNX YNaKOBOK Ta AK
25Mny HacnifoK - yTOYHEHHS 3aTBEP)KEHOro
chnakoHi TEKCTY MapKyBaHHS ynakoBOK
CK/ISHOMY, nikapcbKoro 3acoby (eCTD Bepcis
YKYrnopeHoMy 0002). BBeaeHHs 3MiH MPOTAroM 6-Tu
npo6koto- MicaLiB nicna 3aTBepAKeHHs. 3MiHu |
KpanenbHuue T™Mny - 3MiHn WoAo
10 Ta 6e3nekn/edeKTUBHOCTI Ta
KpULLKOO, No 1 hapmakoHarnagy (iHwi 3MiHu) -
dnakoHy B OHOB/MIEHO TEKCT MapKyBaHHSA
nauuyj; no 25 NepBUHHOI Ta BTOPUHHOI YNaKoBKM
M/ hakoHax nikapcbKoro 3acoby (eCTD Bepcis
noniMepHuXx, 0002). BBegeHHs 3MiH MpOTAromM 6-Tu
YKYNOpeHux MiCALIB MiC/1A 3aTBEPKEHHS. 3MiHM |
npo6kamu- TUny - 3MiHK 3 AKOCTi. [OTOBWIA
KpanenbHuus nikapcbkuii 3aci6. Cuctema
MU Ta KOHTeliHep/3akynopoBasibHWii 3acib.
KpyLLKamm; no 3MiHa nocTavasibHMKa nakyBabHUX
25mny MaTepianis abo KOMNAEKTYUMX (KO
doaKoHi 3a3HayeHo B A0OCbE) (3aMiHa abo
nonimepHomy, [ofaBaHHA noctavaibHuKa) -
YyKynopeHomy [0faBaHHsA HOBUX NoCTavyasbHVKIB
npo6koto- 3aKyrnoproBasibHMX 3aco6iB AN
KpanesibHuLe hnakoHis Trny ®B-30-20, $B-50-20,
10 Ta ®B-100-20. 3arBepaxeHo:
KpuLKoto, no 1 MocTayasibHMKN 3aKyNopBasTbHUX
hnakoHy B 3aco6is: 1. TOB «OnTima-nnact», Ml
nauuyj; no 50 «JliHis», YKpaiHa. 3anponoHoBaHo:
My MocTayasibHMKN 3aKynopBasTbHUX
hnakoHax 3aco6iB:
CKNSAHUX, 1. TOB «OnTima-nnact», MM «/liHis»,

YKYNOpPEHNX

YKpaiHa. 2. TOB «®apmmatw»,
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsioyeHHs1
Hassa* ynakoska)

npobkamu Ta
KpyLLKamm; no
50 mny
doaKoHi
CK/ISIHOMY,
YyKynopeHomy
npo6koto Ta
KpuLLKoto, no 1
dakoHy B
nauui; no 50
mMAy
dhnakoHax
CK/IAHNX,
YKyMOpeHnx
npobkamu-
KpanenbH1UA
MK Ta
KpuLLKamu;

no 50 mny
hNakoHi
CK/ISHOMY,
yKyrnopeHomy
npo6koto-
KpanenbHuue
10 Ta
KpuLLKoto, no 1
dnakoHy B
nauui; no 50
M/ hakoHax
noniMepHuXx,
YKyMOpeHnx
npo6kamu-
KpanenbHuus
MK Ta
KpyLLKamm; no
50 mny
doaKoHi
noniMepHomy,
YyKynopeHomy
npo6bkoto-
KpanenbHuLe
10 Ta
KpULLKOIO, Mo 1

YkpaiHa Bepcis MKA 13 0003.
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsBi0YeHHs

h1akoHy B
nauui; no 50
My
dhnakoHax
noniMepHuXx,
YKyMOpeHnx
KpuLKamm 3
KOHTpONIEM
nepLuoro
PO3KpUTTS; NO
50 mny
dnakoHi
noniMepHomy,
yKyrnopeHomy
KPULLIKOO
KOHTpO/IEM
nepLuoro
pO3KpUTTA, NO
1 chnakoHy B
nauui;

no 80 mn a6o
no 100 mny
hnakoHax
CKIISHUX,
YKyMOpeHnx
npobkamu Ta
KpuLLKaMm; no
80 mn1 abo no
100 mny
dnakoHi
CK/ISIHOMY,
yKyrnopeHomy
npobkamu Ta
KpyLKamm, no
1 donakoHy B
nauui; no 80
mn a6o no 100
mMAy
dhnakoHax
noniMepHuXx,
YKyMopeHnx
KpuLLIKamm 3
KOHTpO/IEM
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
nepLIoro
pO3KpUTTS; NO
80 mn1 abo no
100 mny
hNakoHi
noniMepHomy,
yKyrnopeHomy
KpuLLIKamm 3
KOHTpO/SIEM
nepLIoro
pO3KpUTTA, NO
1 chnakoHy B
nauuj
58. | FNMIOKATEH® | glucagon r/tOKaroH HO4A niocpinizat A/T Hoso [anis Bupo6bHuk [Oanisa/ BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/13221/01/01
1 M rINOKIT y BUrNSgi A01 L1153 PO3UNHY Hopgick nikapcbkoro Benbris marepianis: 3miHu | Tuny - peyenmo
rigpoxsop ONs iH'eKUi 3acoby, AIMIHICTpaTUBHI 3MiHW. 3MiHa M
nay nolwmr(l nepBuHHE Ta HaliMeHyBaHHsi Ta/abo agpecy Micus
6iocuHTET MO); 1 BTOPVHHE NPOBaKEHHS AISNbHOCTI
NYHOTO ch/1akoH 3 nakyBaHHS: BMPOGHMKa/iMnopTepa rotoBoro
NOPOLLKOM Y A/T Hoso nNiKapcbKoro 3acoby, BKIOYaum
KOMMNAEKTi 3 Hopgaick, JaHis; LinbHUL BUNYCKY cepii abo micue
PO3UYNHHVIKOM Bnpo6HWK, NpOBeEeHHS KOHTPO/O AKOCTI.
(Boga ons BiANOBiAaNbHMIA ([isnbHICTb, 3a Ky BignoBifae
iH ekuii no 1 3a BUMNYCK Cepiii BMPOGHMK/IMNIOPTEp, HE BKIKOYa4n
MY Wnpuuj KiHLLeBOro BWMYCK cepiit). 3mMiHa Ha3BM Ta agpecu
Ne 1)y NPOAYKTY: 0151 BUPOOHMYOT AiNbHULL
naacTuKoBil A/T HoBo BiANOBIAasIbHOI 3a "BMpo6HUK
Kopoo6Li Hopgaick, aHis; PO34MHHKKA (CTepubHa Boda A/1A
Bupo6bHuk iH'ekLii y winpuu;),
nikapcbkoro KOHTPO/b/BMNPOGYBaHHA cepili
3acoby, pPO34YMHHKKA", a came
nepBuHHe nepelimeHyBaHHs 3 KaTaneHT benbris
nakyBaHHs, CA/ Catalent Belgium SA Ha Hoso
niodhinisauia Ta Hopgaick MpogaxwH benbrisa C.A./
KOHTPO/1b Novo Nordisk Production Belgium S.A.
roToBOro Ta 3MiHv B agpeci 3 PoHT CeHT JlaHgpi
NiKapcbKoro 10, bptoccensb, 1120, benbris/ Font
3acoby. Saint Landry 10, Bruxells, 1120
KOHTpOsb SKOCTI Belgium Ha ®oHT CeHT JlaHgpi 10,
roToBOroO Bptoccens, bproccenb-Kenitan PerioH,
nNiKapcbkoro 1120, benebria/ Font Saint Landry 10,
3acoby. Bruxelles, Brussels-Capital Region,

Bupo6HuK ans

1120 Belgium. Micue3HaxogKeHHs
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
36VpaHHs, BMPOGHWYOT AiNTbHNLj Ta BUPOGHUYI
MapKyBaHHS Ta npoLecyt He 3MiHWNC.
ynakoBKu,
BTOPVHHOIO
nakyBaHHS:
A/T HoBso
Hopgick, faHis;
Bupo6Huk
PO3UYMHHMKA
(cTepunbHa
Boja Ans
iH EKUin Y
inpui),
KOHTPO/bL/BUNPO
6yBaHHs cepiit
PO3YMHHYKA:
Hoso Hopgick
MpoAakLuH
Benbria C.A.,
Benebrist
59. | rPONPUM inosine iHO3MHY JO5AX | TabneTku no TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH 4O peecTpavLiiHnx 3a UA/15916/01/01
pranobex npaHo6ekc | 05 500 wmr, no 10 "ACTPA® "ACTPA®APM" mMaTtepianis: 3miHu | TUny - 3MiHK 3 peyenmo
TabneToky APM" siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. M
6nicTepi; no 2 KOHTpO/1b rOTOBOrO NikapCbKoro
abo no 4 3acoby. 3miHa napameTpiB
6nictepu B cneumdikadin Ta/abo gonycTummx
Kopoo6Li 3 MEX roTOBOrO JliKapCbKoro 3acoby
KapToHY (iHWi 3miHV) BBEAEHHA NepiognyHOCTI
BUMPOOYBaHHA 3a NOKa3HWKOM
«MikpobionoriyHa unctoTa» B
Cneuudpikanii 13, a came:
«KOHTPO/b NOKa3HUKa 34iNCHIOETLCS
nepiofnyHo, A/15 KOXHOI LLOCTOI cepii,
aJie He pifgLie 0fHOro pasy B pik»
60. | AEKATUNEH - Kcunomet RO1A cnpeii TOB YkpaiHa Mepkne Mv6X Himeuun BHECEHHS 3MiH [JO peecTpaLiiiHnX Ges UA/20464/01/01
PUHO KIA3 asoniHy B0O6 Hasa/IbHUIA, «TeBa (BUPOGHMLTBO Ha MaTtepianis: 3miHn | TMny - 3MiHK 3 peyenma
rigpoxnop po34uH no 10 YkpaiHa» Hepo3ghacoBaHO AKocTi. FoTOBUIA Nikapcbkuii 3acio.
na, MJ/1 PO3UMHY Y T npoAykuji, 3MiHW Y BUPOGHULITBI. 3MiHA PO3Mipy
AeKcnaHTe dnakoHi 3 nepBrHHA Ta cepii (BKIOYAKOUM dianasoH po3mipy
Hon posnunioBaye BTOPVHHA cepii) roToBoro NikapcbKoro 3acoby
M Ta yrnakoBkKa, (3MeHLweHHs ao 10 pasis) - 3MmiHa
KOBMa4KoM, [103BiN Ha 3aTBEPAXEHOro po3mipy cepii 3 2500
KW 3axmLLIaE BUNYCK cepil; N (240 384 donakoHis J13) Ha po3mip
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
po3nunoBay; BTOPUHHA cepii B giana3zoHi 1000-2500 n1 (96
no 1 dpnakoHy yrnakoBkKa, 153-240 384 cdonakoHiB J13).3MiHu |
B KQpPTOHHIi KOHTPO/b cepii); TUny - 3MiHM 3 AKOCTI. [0TOBWMIA
KOpoo6Li TpaHcdapm nikapcbkuii 3aci6. 3MiHn y
NoricTik TM6X, BMPOBHULTBI. 3MiHU Y npoLeci
HimeuunHa BMPOOHULITBA FOTOBOTO NiKapCbKOro
(BTOPMHHA 3ac006y, BK/1I0YAKUN NPOMDKHUIA
ynakoBka) NPOAYKT, L0 3aCTOCOBYETLCA NpU

BMPOGHULITBI FOTOBOrO /liKApCbKOro
3ac006y (iHLWi 3MiHN) - BHECEHHS
BUMpaB/ieHb Y BUPOGHUUNIA NpoLec
N3, sk pe3ynbTar nepesipku
BiANOBIAHOCTI BUPOGHMYOT
[OKyMeHTaU,i | BUSIBNEHHA HE3HAaYHNX
PO36DKHOCTI, MDX CXBa/IEHUM PO34i/I0M
3.2.P.3.3 i BHYTpILLHIMKN JOKYMEHTaMW,
SAKi onuCylTb npolec. 3MiHu | Tuny -
3MiHu 3 sKocCTi. FoTOBMIA NiKApCbKUi
3aci6. 3MiHM y BUPOOHULTBI. 3MiHM
BMNPO6YBaHb ab0 AONYCTUMUX MEX,
BCTAHOB/IEHVX Y cneundikauisx, nig,
yac BUPOGHMLTBA FOTOBOTO
nikapcbKoro 3acoby (BUIyYEHHS
HecyTTEBOro BUNpobyBaHHS B NpoLeci
BVMPOGHMLTBA) BUAAIEHHAM 3i
cneumaikaLii Ana KOHTPOJIKO B NPOLECi
BVMPOGHMLTBA HECYTTEBOIO
BMNpobyBaHHA «'ycTuHa npu 20°Cs».
3MiHu | TMNY - 3MiHK 3 sIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHU BUNpobyBaHb abo
[0MNyCTUMUX MEX, BCTAHOB/IEHNX Y
cneundikauisix, nig yac BMpobHuLTBa
rOTOBOrO Jlikapcbkoro 3acoby (iHLwi
3MiHW) 3MiHa MeXi 419 BUNnpobyBaHHSA
nig Yyac BUPOOGHNYOro KOHTPOSTHO
«l'yctuHa 20°C «Cneuudikauis nig
4yac BUPOOHMNYOTO KOHTPOJIHO»». 3MiHU
| Tuny - 3miHK 3 AkocTi. FoToBMi
nikapcbkuii 3aci6. 3MiHn y
BUPOGHMUTBI. 3MiHM BUNpobyBaHb abo
[OMNYyCTUMUX MEX, BCTAHOB/IEHUX Y
cneumdikauisx, nig yac BUpobHMLUTBA
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
roTOBOrO Jlikapcbkoro 3acoby (iHLwi
3MiHM) HE3HAYHA 3MiHa Y YMHHIl
MeTOoANLj KOHTPOO NapameTpa
«EMHICTb» B NpOLECi BUpo6HULTBA
61. | JEKCATU®E | dexketopr | gekcketon | MO1A po34nH Ans TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpaviintHmx 3a UA/21066/01/01
H-H ofen podeH (y E17 iH'ekujn, 25 «DPAPMA «PAPMACE/» marepianis: 3miHu | Tuny - peyenmo
BUrNAAI mr/mn, no 2 CE/» AIMIHICTpaTUBHI 3MiHW. 3MiHa M
aekckeTon M/1 B amnyni HalilMeHyBaHHs1 Ta/abo agpecy Micus
podheHy nonieTuneHoBi NPOBa)KEHHS AiS/IbHOCTI BUPO6HUKA
TpomeTam ; no 1 amnyni (BkNtOUaKOUM, 3a HeO6XigHOCTI, Micue
ony) y nakerti 3 NpoBeAEeHHS KOHTPOIO AKOCTI), abo
a/TIlOMiHIEBOT BflacHUKa mactep-aiina Ha Adl, abo
onbru; no 5 nocravanbHuka Adl/BuxigHoro
naketiB y matepiany/peareHTy/npoMiXXHOro
nauuj 3 NPOAYKTY, L0 3aCTOCOBYHOTbCH Y
KapTOHY BMPO6HMLTBI API (SKLLO 3a3HaYEHO Y
[0CbE Ha Nnikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpONeiichbkil
thapmakonei y 3aTBepaXeHOMY [0CbE,
a60 BMPOGHMKA HOBOI AOMOMIXHOT
PEYOBMHM (SKLLLO 3a3HAYEHO Y [OCHE)
3miHa Ha3BY BUpo6HMKa AdI
[JekckeTonpodheHy TpoMeTamon 3
Saurav Chemicals Limited, IHgis Ha
SCL Lifesciences Limited, IHgis, 6e3
3MiHV MicUs BUPO6HMLTBA.
3arBepaxeHo: Saurav Chemicals
Limited, IHais 3anponoHoBaHo: SCL
Lifesciences Limited, IHgjs
62. | JEKCATU®E | dexketopr | pekcketon | MO1A pO34nH Ans TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH 0 peecTpaviiiHmx 3a He UA/21066/01/01
H-H ofen podeH (y E17 iH'ekUild, 25 «®PAPMA «PAPMACE/1» marepianis: 3miHu | Tuny - 3miHn peyenmo | nionse
BUINSAAI mr/mn; no 2 CEN» oo 6e3nekn/edpekTMBHOCTI Ta M ae
aekckeTon M/1 B amnyni hapmakoHarnsgy. 3miHa y KopoTkili
pogoeHy nonieTuneHoBI XapakTepucTuL Nikapcbkoro 3acooby,
TpomeTam ; mo 1 amnyni TEeKCTi MapKyBaHHS Ta iHCTPYKUii ANns
ony) y nakeri 3 MeAUYHOro 3acTocyBaHHA Ha nigcTasi
astoMiHieBOT perynspHo OHOB/IOBAHOrO 3BITY 3
¢osnbru; no 5 6e3nekun nikapcbkoro 3acoby, abo
nakeTis y JocnigpkeHb 3 6e3neky 3acToCyBaHHsA
nauj 3 nikapcbKoro 3acoby B
KapTOHY nicnapeecTpauiinuin nepiod, abo sk

pe3ynbTaT OLiHKM 3BIiTY 3 AOCAIAKEHD,




86

Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
npoBefeHnX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimxkeHsb (PIP)
(3MiHY Y3rof)XeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OpraHom) -
3MiHV BHECEHO [0 IHCTPYKUIT Ans
MeLMYHOro 3aCTOCYBaHHS NMiKapCbKOro
3acoby Ao posgainis "OcobnmBocCTi
3actocyBaHHsA" Ta "lMo6iyHI peakuii”
BiANOBIAHO [0 OHOBMEHOT iHchopmaLyii
3 6e3nekun 3acTocyBaHHs Ajiloyol
peyoBUHW. TepMiH BBEAEHHS 3MiH -
npotsArom 6 micAuis nicns
3aTBEPAKEHHS.
63. | AEMAKIH® valproic BaUibnpoa NO3A cuporn, 57,64 TOB YkpaiHa Brpo6HuLTBO PpaHuisa BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/3817/01/01
acid T HaTpito GO01 mr/mn; Ne 1: "CaHodpi- Hepo3dacoBaHo / marepianis: 3mMiHu | TUny - 3MiHM 3 peyenmo
no 150 mny ABeHTIC ro NPOAYKTY, Typeuun | sakocti. CepTuddikar signosigHocTi/TE- M
chnakoHi; no 1 YkpaiHa" nepBuHHE Ha cepTudikaT BiANOBIAHOCTI
donakoHy 3 nakyBaHHs, €Bponeiicbkii
[03Y04nM BTOPVHHE thapmakonei/moHorpadii. NMogaHHs
NpUCTPOEM B nakyBaHHS, HOBOro abo OHOB/IEHOrO cepTudikaTa
KapTOHHIf KOHTPO/1b/BMMNPO BiANOBIAHOCTI @60 BUNYYEHHS
Kopoo6Li 6yBaHHs cepil, cepTudikaTa BifnoBigHOCTI
BK/IOHA0YMN €Bponelicbkiit hapmakonei: ana Adl;
BWMNYCK Cepil: ANsa BUXigHOro
tOHiTep Jiksig marepiany/peareHTy/npoMiXHOro
MaHydbekuypiHr, NPOAYKTY, L0 BUKOPUCTOBYHOTHCS Y
®paHLjs; BMPO6HULTBI A®I; AN AONOMIXHOT
Brpo6HMUTBO peyoBuHU (cepTuddikat BiAMNOBIAHOCTI
Hepo3gracoBaHO €Bponeiicbkiin hapmakonei) -
ro NPOAYKTY, OHoBReHwni cepTuddikaT Bif yxe
nepBuHHe 3aTBEPAKEHOr0 BUPOBGHUKA - NOAAHHSA
nakyBaHHS, OHOB/IEHOro cepTudikaTa
BTOPVHHE BiANOBIAHOCTI EBpONENChbkil
nakyBaHHs: thapmakonei Ne CEP 2004-226 - Rev
CaHodoi 1nsu 05 (3atBepmxeHo: R1 — CEP 2004-
CaHai Be 226 - Rev 04) gna Ad| Banbnpoaty
TimpkapeT HaTpito Bif, BXe 3aTBEPIKEHOro
AHOHIMm LipkeTi, BupobHuka SANOFI CHIMIE, France,
TypeuunHa, AKWIA 3MiHMB Ha3By Ha Sanofi Winthrop
KoHTponbe/Bunpo Industrie, France
6yBaHHs cepii,
BK/IOYa0UM

BUNYCK cepil:
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
CaHodpi BiHTpon
IHoacTpia,
PpaHuis
64. | IKAPAIHC® | empaglifio | emnarnic A10B TabneTku, BepiHrep HimeuuunH Brpo6HMUTBO, Himeyun BHECEHHS 3MiH 0 peecTpaLiitHmx 3a UA/14980/01/02
zin NO3UH K03 BKPWUTI IHrenbxai a nakyBaHHs, Ha MaTepianis: 3miHu | TMny - 3MiHK 3 peuyenmo
NAiBKOBOO M MapKyBaHHS, AKocTi. [oToBWIA Nikapcbkuii 3aci6. M
060/10HKOH, IHTEepHeLw KOHTPO/b AKOCTI, 3MiHU Yy BUPOGHMUTBI. 3MiHU Y NpoLeci
no 10 mr; no HN TM6X BUNYCK cepil: BMPOOGHULITBA rOTOBOrO NiKapCbKoro
10 TabneTok y BepiHrep 3aco6y, BK/IOYAKYN MPOMDKHNIA
nepdopoBaHo IHrenbxaim NPOAYKT, L0 3aCTOCOBYETLCA NpU
My 6nicTepi; dapma 'm6X i BMPOBHULTBI FOTOBOTO J1iKapCbKOro
no1a6o 3 Ko. KT, 3acoby (He3HayHa 3miHa y npoueci
6nictepu y HimeuuunHa; BMPO6HULITBA) BBEAEHO
KapTOHHii MepBuHHE Ta anbTepHaTMBHY BUPOGHMYY AiHito Ans
Kopoobui BTOPUHHE BMpO6HMUTBA TabneTok in bulk Ha
nakyBaHHS, 3aTBEPAKEHOMY MiANPUEMCTBI 3
MapKyBaHHS: BUPOGHMLTBA NiKapCcbKkunx 3acobis
PoTTengopd «Boehringer Ingelheim Pharma GmbH
dapma 'mbX, & Co. KG», M. IHrenbxaim, HimeuunHa
HimeuuunHa; (Bl DE (IN)), 3 po3mipom cepii 880 «kr.
Brpo6HMLUTBO 3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
Tabnetok "in- nikapcbkuii 3aci6. 3MiHn y
bulk", KOHTpob BUPOBGHMUTBI. 3MiHM BUNpobyBaHb abo
AKocTi (3a O0NYCTUMUX MEX, BCTAHOBJIEHNX Y
BUMHATKOM TeCTy cneundikauisix, nig yac BUpobHMULTBa
"Mikpo6ionoriyH roTOBOro Nikapcbkoro 3acoby (iHLwi
a unucrora"), 3MiHV) 3MiHEHO YaCTOTY NMPOBEAEHHS
BUNYCK cepil: BMNpo6yBaHb Ha eTani «Film-Coating»
PotTeHzopd (nniBkOBOro NOKPUTTS) TabneTok 3a
dapma 'méX, napameTtpom «Weight gain» (npupict
HimeyunHa Macu), nif Yyac BUPO6HULITBA Ha HOBI
NiHiT nignpruemctea Boehringer
Ingelheim Pharma GmbH & Co. KG,
HimeyunHa (Bl DE (IN)) 3 po3mipom
cepii 880 kr
65. | AXKAPAIHC® | empaglifio | emnarnic A10B TabneTku, BepiHrep HimeuumnH Bupo6bHMLTBO, Himeuun BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/14980/01/01
zin NO3UH KO3 BKPWUTI IHrenbxan a nakyBaHHs, Ha MaTtepianis: 3miHu | TUNy - 3MiHK 3 peyenmo
nNiBKOBOO M MapKyBaHHs, AKocTi. FOTOBMIA Nikapcbkuii 3aci6. M
060J10HKOI0, IHTEpHeLw KOHTPO/b SIKOCTI, 3MiHV Y BUPOOHMUTBI. 3MiHKM y npoLeci
no 25 mr; no HN TM6X BUNYCK cepil: BMPOBHULITBA FOTOBOTO NiKApCbLKOro
10 TabneTok y BepiHrep 3ac006y, BK/1KOYAKUN NPOMDKHUIA
nepdoposaHo IHrenbxaim NPOAYKT, WO 3aCTOCOBYETLCA NpU
My 6nicTepi; Papma 'm6X i BMPOGHULITBI TOTOBOTO J1iKapCbKOro
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH gionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
no 1 a6o 3 Ko. KT, 3aco0y (He3HayHa 3MiHa y npoueci
6nictepn y HimeuuunHa; BMpo6HULTBA) BBEAEHO
KapTOHHIf MepBuHHE Ta anbTepHaTMBHY BUPOBGHMYY MiHil0 Ans
KOpoo6Li BTOPUHHE BMPOGHMLTBA TabneTok in bulk Ha
nakyBaHHs, 3aTBEPAKEHOMY MiANPUEMCTBI 3
MapKyBaHHs: BMPOGHMLTBA NiKapCbKNX 3ac06iB
PotTeHgopd «Boehringer Ingelheim Pharma GmbH
dapma 'M6X, & Co. KG», M. IHrenbxaim, HimeuunHa
HimeuumnHa; (Bl DE (IN)), 3 po3mipom cepii 880 «r.
Brpo6HMLUTBO 3MmiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
Tabnetok "in- nikapcbkuii 3aci6. 3MiHn y
bulk", koHTponb BMPOGHMLTBI. 3MiHN BUNPObyBaHb abo
AKOCTI (3a [OMyCTUMUX MEX, BCTAHOB/IEHNX Y
BUHSITKOM TeCTy cneumdikauisx, nig yac BUpo6bHMLTBA
"Mikpo6ionoriyH roTOBOro NikapCbkoro 3acoby (iHLwi
a uucrora"), 3MiHM) 3MiIHEHO YaCTOTY MPOBEAEHHS
BUNYCK cepil: BMNpo6yBaHb Ha eTani «Film-Coating»
PotTeHgopd (nniBKOBOro MOKPUTTS) TabNETOK 3a
dapma 'mbX, napameTpom «Weight gain» (npupict
HimeuunHa Macu), nif, Yyac BUPO6GHULITBA Ha HOBIi
niHii nignpmemctea Boehringer
Ingelheim Pharma GmbH & Co. KG,
HimeyunHa (Bl DE (IN)) 3 po3mipom
cepii 880 kr
66. | AVMNPUBAH® | propofol nponodgpon | NO1A eMy/bCia ans AcneH Ipnangis Brpo6HuK "in ITania/ BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/11592/01/01
X10 iHdpysiin, 10 Papma bulk", Benuka MaTepianis: 3miHu | TMny - 3MiHK 3 peuyenmo
Mr/mo; TpewngiHr nakyBaHHs, BpuTani AKocTi. [oToBWIA Nikapcbkuii 3aci6. M
ons Nimiten BMPOGHUK, a 3MiHU Yy BUPOGHULTBI. 3MiHK
BUPOGHMKa BiANOBiAaNbHMIA BMNPO6YBaHb ab0 fONYCTUMUX MEX,
AcTpa3eHeka 3a KOHTPO/1b BCTAHOB/IEHVX Y cneundikauisx, nig,
IOK Nimiten, AKOCTi Ta BUMYCK Yyac BUpOOHMLTBA FOTOBOrO
Benuka cepii: KopaeH nikapcbKoro 3acoby (iHLi 3MiHW)
BpuTanis dapma Coujeta’ He3HauHili 3MiHi B aHaniTu4HOMy
(AstraZeneca Mep AsioHi, MeTOAi KOHTPO/II0 npoLecy
UK Limited, ITanis; BUpO6HMLTBA 13, a caMe BU/yYEHHI
United BMPOGHUK, MO3UTVBHOIO KOHTPOJIIO 3
Kingdom): BiANOBiAaNbHMIA BMNPOGYBaHHA Ha TEPMOCTINKICTb -
no 20 mn B 3a BUMYCK cepii: 3MiHu | TUNYy - 3MiHK 3 AKOCTI.
amnyni: no 5 AcTpa3eHeka CeprtucpikaT BignosigHocTi/l E-
amnyn y IOK Nimitep, cepTudikaT BiANOBIAHOCTI
KOHTYpHil Benuka €Bponeiicbkiit
YapyHKOBIli BputaHis thapmakonei/moHorpadii. NMogaHHs

ynakosLi; no 1

HOBOro a60 OHOB/IEHOTO cepTudiikaTa




89

Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
KOHTYPHIl BiAMOBIAHOCTI 260 BUMYyYEHHS
YapyHKOBIli cepTudikaTa BignoBigHOCTI
ynakoBLj y €sponelicbkin thapmakonei: ana Adl;
KapTOHHIl 0Nt BUXiZHOTO
Kopo6ui; no 50 martepiany/peareHTy/npoMiXHOro
My doNakoHi; NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
no 1 conakoHy BMPOGHULTBI A®I; AN [ONOMIXHOT
3 peyoBUHU (cepTuddikat BiANOBIAHOCTI
yTpumyBayem €Bponevicbkin dhapmakonei) -
Y KapTOHHIi OHOBREeHWit cepTuddikaT Bif yxe
KopobLi; 3aTBEPKEHOro BUPOGHYMKA - MOAAHHSA
ons OHOB/IEHOrO cepTudikaTa
BMPOGHMKa BiANOBIAHOCTI EBpONechkil
KopaeH thapmakonei CEP 2005-003-Rev 04
Papma (3aTBEpAXEHO: R1- CEP 2005-003-
Coujeta' Mep Rev 03) ana A®| nponodiony Bif yxe
A3ioHi, ITania 3aTBepKeHoro Bupo6Hrka BACHEM
(Corden SA, Switzerland. 3miHn | TURY - 3MiHK
Pharma 3 AkocTi. CepTudikar
Societa' Per BignosigHoCTI/TE-cepTucpikat
Azioni, Italy): BiANOBIAHOCTI EBPONENChKil
no 20 mn B thapmakonei/moHorpadii. NMogaHHs
amnyni; no 5 HOBOro abo OHOB/IEHOro cepTudpikata
amnyny BiANOBIAHOCTI 260 BUNYyYEHHS
KapTOHHOMY cepTudpikaTa BignoBiAHOCTI
chikcaropi €Bponelicbkiit hapmakonei: ans Adl;
(yTpumyBaui) y ANsa BUXigHOro
KapTOHHIl marepiany/peareHTy/npoMikHOro
Kopo6uj; no 50 NPOAYKTY, L0 BUKOPUCTOBYHOTHCS Y
My doNakoHi; BMPO6HULTBI ADI; ANst 4ONOMIXHOT
no 1 conakoHy peyoBUHM (cepTudiikat BiAMNOBIAHOCTI
3 €Bponelicbkiil hapmakonei) -
yTpumyBayem OHoBeHnit cepTudpikar Big, yxe
Y KapTOHHIi 3aTBEPXEHOr0 BUPOOHHMKA - NOAAHHS
KopoobLi OHOBJIEHOrO cepTudikaTa
BiANOBIAHOCTI EBPONENChKil
thapmakonei CEP 2005-003-Rev 05
onsa A®l nponocpony Bif yxe
3aTBEpPAKEHOro BUpo6HKa BACHEM
SA, Switzerland
67. | ANNPOCMNAH | betametha | 6etameTa HO2A cycneHsis ans OpraHoH LLiBeiiuapi [ns amnyn: PpaHuin BHECEHHS 3MiH 0 peecTpaviintHmx 3a UA/9168/01/01
® sone 30HY BO1 iH'ekyjn; no 1 CeHTpan A Brpo6HuK in / marepianis: 3MiHu | TUny - 3MiHM 3 peyenmo
OMnponioH M B amnyii; IcT TM6X bulk, nepsrHHe Benbris sKocTi. A®l. Bupo6HMUTBO. 3MiHa M
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
at Ta no 5 amnyn B nakyBaHHs: BMPO6GHMKA BUXiAHOro/NnpoMKHOro
beTtameTa KapTOHHIl CEHEKCI HSC, nNpoAayKTy/peareHTy, Lo
30HY Kopob6ui; no 1 PpaHLjs; BMKOPUCTOBYHOTHCS Y BUPOOHNYOMY
HaTpito M B Brpo6HuK 3a npoueci A®l, abo 3miHa BUpo6HMKa
hocchat nonepegHL0 NOBHUM LUK/IOM: (BKktovatoum, oe HeobXxigHO, MicLe
HanoBHEHOMY OpraHoH XeWicTt Npo-BeAEHHSI KOHTPOHO SIKOCTI) ADI|
wnpuui; no 1 68, Benbris; (3a BigcyTHOCTI cepTu-thikaTa
wnpuuy B Ons BiAANOBIAHOCTI EBpONEeichbkili
KoMnAekTi 3 1 nonepegHe0 hapmakonei y 3a-TBepKEHOMY
abo 2 HanNoBHEHMUX [0cbe)(3MiHM [0 3aX0fiB, NOB'A3aHMX 3
CTepuIbHUMKN LUNpULIB: KOH-Tponem A®l, abo fgoaaBaHHSA
rofikamv B Bupo6HuK 3a AiNbHULI, fe NPOBOANTLCSA
nnacTvKoBOMy MOBHUM LMK/IOM: KOHTPO/b/BMNPOGYBaHHSA cepii)
KOHTEliHepi B CEHEKCI HSC, [ofaBaHHA anbTepHATUBHOI AiNbHALL
KapTOHHIi PpaHLjs; BiAANOBIAA/TbHOI 3a KOHTPO/1b SKOCTI
Kopoo6Li Brpo6HuK 3a cTepunbHoi A®| 6eTameTazoHy
NOBHUM LK/TOM: AvnpornioHar, a came 4oAaBaHHsA
OpraHoH XeiicTt Curia Spain S.A.U., Spain. 3miHu |
68, Benbris MRy - 3MiHK 3 sKkocTi. AdI.
Brvpo6HMLTBO. 3MiHa BUPOGHMKA
BWXIi4HOro/MPOMiXXHOro
npoayKTy/peareHTy, Wwo
BUKOPVCTOBYIOTLCS Y BUPOBHNYOMY
npoueci A®l, abo 3miHa BUpOBHKKa
(Brtovaroun, fe HeobxigHo, MicLe
npoBeAeHHs KOHTPOo AkocTi) Al (3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpONechkil
dhapmaxonei y 3aTBepAKeHOMY [0CbE)
(nopasaHHA anbTepHaTUBHOI
AinbHULI, fe NpoBOANTLCSA
cTepunisauis A®| 3 BUKOPUCTaHHSAM
MEeTOAY, L0 onncaHuii y €Bponeicbkin
thapmakonei) [logaBaHHs
aNbTepHaTUBHOT AiNbHUL AN
cTepunisayii gns APl 6eTameTasoHy
AinponioHary, a came AofaBaHHsA
Curia Spain S.A.U., Spain
(Bukopuctosytoun Metoguky Ph. Eur.),
3aTBep/xeHa fginbHnua Organon Heist
bv y Benbrii
68. | AIAHIN NA4 3 - T/110K03a, BO5D po34vH AN BeHTiB Ipnangis BeHTiB IpnaHgis BHECEHHS 3MiH 0 peecTpavinHmx 3a UA/12425/01/03
BMIiCTOM MOHorigpa | B neputoHeasnibH | MeHydiekd MeHydpek4ypuHr MaTepianis: 3MiHu | Tuny - 3MiHK peyenmo
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
r/1I0KO31 T, HaTpito oro gianisy; no YPUHT Niviten Loao 6e3nekn/edpeKTMBHOCTI Ta M
1,36% mioG / xnopug, 2000 mn Nimiten thapmakoHarnagy. BeeneHus abo
13,6 mr/imn KanbLijto pOo3UnHY Yy 3MiHW [0 y3arasibHEHNX JaHuX Npo
xnopwug, n1acTUKoBOMY cuctemy thapmakoHarnagy (sBegeHHs
auvrigpart, Miluky 3 MBX y3ara/isHeHUX faHux Npo cucTemy
MarHito PL 146-3, hapmakoHarnsgy, amiHa
xnopwug, OofiMHapHOMY, yNOBHOBaXeHOi 0cobu,
rekcarigpa obnagHaHoMy BiANOBIAA/IbHOI 3a 3AiiCHEHHS
T, HaTpito IH'EKUiiHM hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
nakrart nopTom Ta chapmakoHarnsgy 3asaBHuka gis
3'egHyBaveMm, 34ilicHeHHA hapmakoHarnsgy B
ab0 y MiLLky YKpaiHi, AKLLO0 BOHA BigMiHHA Bif,
“TiH Ber”, yMOBHOBaXeHOT 0cobwm,
obnagHaHoMy BiANOBIAA/IbHOI 32 3AiAiCHEHHS
IH'EKUiiHM thapmakoHarnagy (Bkaouarum
noptom, 3 KOHTaKTHI AaHi) Ta/abo 3MiHn y
iHTerpoBaHum pO3MiLLeHHI MacTep-ghaiina cuctemu
3a J0NomMoroto hapmakoHarnsagy). 3miHa
ABOX YMOBHOBaXXEHOT 0CO6M 3asBHMKA,
Marictpaneii BiANOBIAA/ILHOT 32 hapmakoHarnsg.
TaY- [itoya pepakuis: [-p OpiiaH
3'efHyBava MoprTimep. MNponoHoBaHa pejakuis:
NOPOXHIM Maria Pilar Justo. 3MiHa KOHTaKTHUX
NNacTUKOBUM LaHnX YyNOBHOBaXKEHOT 0co6U
MilLKOM ANnst 3as1BHYIKa, BignoBigabHOT 3a
LpeHaxy, hapmakoHarnsag. 3miHa
BK/1AAEHUX Y MicLle3HaxoMKeHHS MacTep-chaina
nposopuii crucTeMun dpapmakoHarnsgy Ta ioro
NnacTUKoBUiA HoMmepa.
naker; no 5 3MiHa Micusa 34iCHEHHSI OCHOBHOT
KOMMJ/IEKTIB Y OISNBHOCTI 3 dhapmakoHarnisay.
KapTOHHIl
Kopoo6Lj; no
2500 mn
PO3UMHY Yy
nnacTykKoBoMy
MiLky 3 MBX
PL 146-3,
ofnHapHOMY,
obnagHaHomy
iH'eKUiiHM
nopTom Ta

3'ejHyBa4emMm,
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsBi0YeHHs

ab0 y MiLLKy
“TsiH ber”,
obnagHaHomy
iH'EKLiiHMM
nopTom, 3
iHTerposaHum
3a 10NoMOrot
ABOX
marictpanei
TaY-
3'egHyBava
NOPOXHIM
nAacTUKoBUM
MiLLKOM ANs
ApeHaxy,
BK/afileHnx y
npo3sopuii
naacTVKOBUiA
nakert; no 4
KOMNAeKTn y
KapTOHHIN
Kopoo6Li; no
3000 mn
PO3UnHy y
n1acTUKoBOMY
MiLky 3 MBX
PL 146-3,
OofiMHapHOMY,
obnagHaHoMy
IH'EKUiiHM
nopTom Ta
3'eqHyBayem,
ab0 y MiLLky
“TBiH Ber”,
obnagHaHoMy
IH'EKUiiHM
nopTom, 3
iHTerpoBaHum
3a 10NoMOrot
ABOX
Marictpaneii
TaY-
3'eiHyBa4va
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep

peecmpayiliHo

20
nocsio4eHHs

NOPOXHIM
nnacTUKoBUM
MilLKOM A8
ApeHaxy,
BKNafEHUX y
nposopuii
NnacTVKoBUiA
naket; no 3
KOMMNIEeKTN y
KapTOHHIl
KopobLi; no
5000 mn
PO3UMHY Yy
nnacTuKoBOMY
MiLKy 3 MBX
PL 146-3,
ofvHapHoMy,
obnagHaHomy
iH'EKLiiHNM
nopTom Ta
3'eiHyBayeM,
BK/1aflEHOMY Y
npo3sopuii
nnacTuKoBui
nakert; no 2
KOMM/IEKTN Y
KapTOHHIN
Kopo6Ui

69.

AIAHIN NA4 3
BMIiCTOM
rNIOKO3K
2,27% mlo6 |
22,7 mrimn

rMI0K03a,
MOHorigpa
T, HATpIt0
xnopua,
KauibLito
xnopwug,
avrigpar,
MarHito
xnopwug,
rekcarigpa
T, HaTpIl0
nakrart

BO5D

po3unH ans
nepuToHeasnbH
oro gianisy; no
2000 mn
PO3UnHy y
nnacTuKoBOMy
MiLky 3 MBX
PL 146-3,
ofnHapHoOMy,
obnagHaHoMy
IH'EKUiiHM
nopTom Ta
3'eqHyBayem,
ab0 y MiLLKy
“TBiH ber”,

BeHTiB
MeHyeky

YPWHT
NimiTen

Ipnangis

BeHTiB
MeHyhekuypuHr
Nimiteq

IpnaHgis

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. BeeneHHs abo
3MiHV [0 y3ara/ibHEHUX AaHuX Mpo
cucTemy thapmakoHarnsagy (sBefieHHs
y3araslbHeHVX faHunx npo cucremy
hapmakoHarnsgy, amiHa
yMOBHOBaXeHOT 0cobw,
BiANOBIAa/IbHOI 3a 3AiICHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
hapmakoHarnsagy 3asiBHuKa a1s
3pjiicHeHHs hapMakoHarnsay B
YKpaiHi, AKLLO0 BOHa BigMiHHA Bif,
YNOBHOBaXEHOI 0co6H,

3a
peyenmo
M

UA/12425/01/02




94

n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

obnagHaHomy
iH'eKUiiHM
nopTom, 3
iHTerpoBaHum
3a J0NOMOroto
[BOX
Marictpaneii
TayY-
3'eHyBava
NOPOXHIM
NAacTUKoBUM
MilLKOM A8
ApeHaxy,
BKNaEHUX y
nposopuii
NnacTUKoBuUii
naker; no 5
KOMM/IEKTIB Y
KapTOHHIl
Kopobui; no
2500 mn
PO3YMHY Y
nnacTKoBOMy
MiLKy 3 MBX
PL 146-3,
ofMHapHoOMY,
obnagHaHomy
iH'EKLiiHNM
nopTom Ta
3'eiHyBayeM,
ab0 y MiLLKy
“TsiH ber”,
obnagHaHomy
iH'EKLiiHNM
nopTom, 3
iHTerposaHum
3a 10NoMOrot
ABOX
marictpanei
TaY-
3'egHyBava
NOPOXHIM
N1acTUKOBUM

BigNoBiAa/IbHOI 3a 3[jACHEHHSI
thapMakoHarnsagy (Bkioyaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLeHHi MacTep-ghaiina cuctemu
thapmakoHarnagy). 3miHa
YNOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAaNbHOI 3a thapMakoHarnsg,
[itoua pepakuisi: -p OpiiaH
MoprTimep. MNponoHoBaHa peAakuis:
Maria Pilar Justo. 3miHa KOHTaKTHUX
[aHuX yrnoBHOBaXKEHOT 0co6u
3a8BHMKa, BiANOBIA&IbHOI 3a
hapmakoHarnag. 3miHa
MiCLLe3HaxX0MKEHHS1 MacTep-ghaiina
cucTeMun dpapmakoHarnsagy Ta ioro
HoMmepa.
3MiHa Micus 34iiCHEHHA OCHOBHOI
LisiNbHOCTI 3 thapmakoHarnagy.
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsBi0YeHHs

MilLKOM ANnst
ApeHaxy,
BKNaflEHUX Y
nposopuii
NAacTUKoBUiA
naket; no 4
KOMNAeKkTn y
KapTOHHIl
Kopoo6Lj; no
3000 mn
PO3UMHY Yy
Nn1acTUKoOBOMY
MiLky 3 MBX
PL 146-3,
ofMHapHOMY,
obnagHaHomy
iH'eKUiiHM
nopTom Ta
3'egHyBavem,
abo y MiLLKy
“TsiH ber”,
obnagHaHomy
iH'eKUiiHM
nopTom, 3
iHTerpoBaHum
3a J0NOMOroto
[BOX
Marictpaneii
TayY-
3'eHyBava
NOPOXHIM
NAacTUKoBUM
MilLKOM A8
ApeHaxy,
BKNaEHUX y
nposopuii
NnacTUKoBuUii
nakert; no 3
KOMMNIEeKTN y
KapTOHHIl
Kopobui; no
5000 mn
PO34MHY y
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
n1acTUKoBOMY
MiLky 3 MBX
PL 146-3,
OofiMHapHOMY,
obnagHaHoMy
IH'EKUiiHM
nopTom Ta
3'eqHyBayem,
BKNafEHOMY Y
nposopuii
NnacTUKoBUiA
naket; no 2
KOMNAeKkTn y
KapTOHHIl
Kopoo6Li
70. | AIAHINNA4 3 - [N1H0K033a, BO5D po34nH ans BeHTiB Ipnangis BeHTiB IpnaHgis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/12425/01/01
BMICTOM MoHorigpa | B neputoHeasibH | MeHydieky MeHydekuypuHr martepianis: 3miHu | TUny - 3MiHK peuyenmo
FNMHOKO3UN T, HaTpIl0 oro gianisy; no YPWHT NimiTeq oo 6e3nekn/edhekTMBHOCTI Ta M
3,86% xnopua, 2000 mn Nimiten hapmakoHarnsgy. BeegeHHs abo
M/OB/38,6 KanbLijto po3UnHY Yy 3MiHW [0 y3araslbHEHUX JaHuX Npo
mMrimn xnopug, nn1acTMKoOBOMY cucTemy chapmakoHarnsgy (BBefeHHs
avrigpar, MiLwky 3 MBX y3arasibHeHuUx gaHux npo cucremy
MarHito PL 146-3, thapmakoHarnagy, amiHa
xnopua, oAVHapHoMYy, YMOBHOBaXXEHOI 0CcOo6H,
rekcarigpa obnagHaHomy BiANOBiAa/IbHOI 3a 3MjACHEHHSI
T, HaTpI0 iH'eKUiiHM hapmMakoHarnagy; KOHTakTHoi ocobu 3
nakrar nopTom Ta thapmakoHarnsgy 3asiBHUKa ans
3’eqHyBavem, 3[iiCHeHHA hapmakoHarnsgy B
abo y MiLLky YKpaiHi, AKLWw0 BOHa BiAMIHHA Bif
“TBiH ber”, YMOBHOBaXXEHOI 0CcOo6U,
obnagHaHomy BiANoBiAa/bHOI 3a 3MjACHEHHSI
iH'eKUiiHM hapmakoHarnsay (Bkirouatoum
nopTom, 3 KOHTaKTHI AaHi) Ta/abo 3MiHn y
iHTerpoBaHum po3MilLeHHi MacTep-ghaiina cuctemu
3a 0NOMOrot thapmakoHarnagy). 3miHa
ABOX YNOBHOB&XEHOT 0CO6M 3as1BHMKA,
Marictpaneii BiANOBIAa/IbHOT 32 hapmakoHarnsg.
TayY- [itoua pepakuisi: -p OpliaH
3'eqHyBava MoprTimep. MNponoHoBaHa peaakuis:
NOPOXHIM Maria Pilar Justo. 3MiHa KOHTaKTHUX
N1acTUKoBUM [aHnX YNoBHOBaXXEHOT 0CO6U
MilLKOM ANs 3as1BHVIKa, BignoBigabHOT 3a

[ApEeHaxy,

cthapmakoHarnsag. 3miHa
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

BK/afileHnx y
npo3sopuii
naacTVKOBUiA
naker; no 5
KOMMNEKTIB y
KapTOHHIN
Kopoo6Li; no
2500 mn
PO3UMHY Y
n1acTUKoBOMY
MiLky 3 MBX
PL 146-3,
OofiMHapHOMY,
obnagHaHoMy
IH'EKUiiHM
nopTom Ta
3'eqHyBayem,
ab0 y MiLLky
“TBiH Ber”,
obnagHaHoMy
IH'EKUiiHM
nopTom, 3
iHTerpoBaHum
3a OMOMOror
ABOX
Marictpaneii
TaY-
3'efHyBava
NOPOXHIM
naacTyKoBUM
MilLKOM ANnst
ApeHaxy,
BKNafeHux y
nposopuii
NnacTUKoBUiA
naket; no 4
KOMNAeKkTn y
KapTOHHIl
Kopoo6Lj; no
3000 mn
PO3UMHY Yy
nnacTykKoBoMy
Milwky 3 MBX

MiCLie3HaxoMKeHHs1 macTep-ghainna
cuctemmn chapmakoHarnsgy Ta inoro
HoMmepa.
3MiHa Micus 34iCHEHHs1 OCHOBHOT
LisiNbHOCTI 3 thapmakoHarnagy.
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsBi0YeHHs

PL 146-3,
ofMHapHOMY,
obnagHaHomy
iH'EKLiiHMM
nopTom Ta
3'eiHyBayeM,
ab0 y MiLLKy
“TBiH ber”,
obnagHaHomy
iH'EKLiiHNM
nopTom, 3
iHTerposaHum
3a 10NoMOrot
ABOX
marictpanei
Ta Y-
3'egHyBava
NOPOXHIM
n1acTUKoBUM
MiLLKOM ANs
ApeHaxy,
BK/afeHNX y
npo3sopuii
naacTVKOBUiA
naket; no 3
KOMNeKTn y
KapTOHHIN
Kopoo6Li; no
5000 mn
PO3UMHY Y
n1acTUKoBOMY
MiLky 3 MBX
PL 146-3,
OofiMHapHOMY,
obnagHaHoMy
IH'EKUiiHM
nopTom Ta
3'eqHyBayem,
BKNAAEHOMY Y
nposopuii
nnacTUKOBUIA
naket; no 2
KOMNAeKTH y
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
KapTOHHIl
Kopobui
71. | AIANEHEM meropene | meponeHe | JO1DH | nmopowok ans M. Benuka BMPOBHUK Ipevis/ BHECEHHS 3MiH 0 peecTpavinHmx 3a He UA/16104/01/01
m M 02 pO34nHYy oNs BIOTEK BpuTaHia roToBOro ITania/ martepianis: 3miHu | TUny - 3MiHn peyenmo | nionse
iH eKuUili Ta NIMITEL nNiKapcbkoro TaiiBaHb oo 6e3snekn/edpekTMBHOCTI Ta M ae
iHdpysin no 3acoby, wo thapmakoHarnsgy. 3MiHM y KOpOTKili
500 mr; no 1 3[iiCHI0E XapakTepucTuLi nikapcbkoro 3acoby,
dnakoHy abo BUPOBHMLTBO, TEeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
10 dhnakoHiB y nepBUHHE Ta Me[MYHOro 3acTocyBaHHsA
nauui 3 BTOPUHHE reHepnyYHuX/ribpuaHNx/6ionogibHNX
KapTOHY nakyBaHHs, nikapcbknx 3acobiB nicns BHECEHHS

KOHTPO/Ib SKOCTI
Ta BUNYCK cepiii:
AHOAPM
XENNAC C.A,,
peuis;
BUPOBHUK
MPOMIXXHOr0
NpoAYyKTY
nNiKapcbkoro
3acoby -
CTepUsibLHOI
CymiLLi
MeponeHemy
Tpurigpary i
HaTpito
KapboHaTy (in
bulk):
EiCiEc
JOBOAP
C.IN.A,, ITanis;
BUPOBHUK
MPOMIXXHOr0
NpoAYyKTY
NiKapcbkoro
3acoby -
CTepUsbLHOI
CymiLLi
MeponeHemy
Tpurigpary i
HaTpito
KapboHaTy (in
bulk):

Tiel camoi 3MiHWN Ha pedhepeHTHWi
npenapar (3MiHa He NoTpebye
HafaHHSA XXOAHWUX HOBUX [OAATKOBUX
AaHnx). 3MiH1 BHECEHO A0 iIHCTPYKL,ii
07151 MeNYHOTO 3aCTOCYBaHHS
niKapcbKoro 3acoby y po3ainv
"®apmakonoriyHi BnactneocTi”,
"MokazaHHA", "B3aeMogis 3 iHW1MK
nikapcbknmy 3acobamu Ta iHLWi BUAK
B3aemogijin", "OcobamBocCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs
Ta gosun", "To6iuHI peakuii” 3rigHo 3
iHchopmauieto LWoA0 MeguyHoro
3acTocyBaHHsA peepeHTHOro
nikapcbkoro 3acoby (Meronem IV 500
mg 1000 mg Powder for solution for
injection or infusion) BBegeHHA 3MiH
NpOTArom 6-Tu MicauiB 3 fatu
3aTBEPMKEHHS.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
CABIOP
NANDTEK
KOPMOPENLLH,
TaiiBaHb
72. | AIANEHEM meropene | meponeHe | JO1DH | mopowiok ans M. Benuvka BUPOBHUK Ipeuis/ BHECEHHS 3MiH 0 peecTpaviintHmx 3a He UA/16104/01/02
m M 02 pOo34nHYy AN BIOTEK BputaHis roToBOro ITanis/ marepianis: 3miHu | Tuny - 3miHn peyenmo | nionse
iH eKuin Ta NIMITEL nikapcbkoro TaliBaHb Loao 6e3nekn/edpeKTMBHOCTI Ta M ae
iHdpysii no 3acoby, Wwo thapmakoHarnsgy. 3MiH1 y KopoTKili
1000 mr, no 1 3[jliCHI0E XapakTepucTuLi nikapcbkoro 3acoby,
dnakoHy abo BMPOGHMLTBO, TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
10 chnakoHiB y nepBuHHe Ta MeAMYHOr0 3aCTOCYBaHHS
nauuj 3 BTOPVHHE reHepnyYHuX/ribpuaHnx/6ionogibHmNX
KapToHYy nakyBaHHS, NikapcbKyx 3aco6iB NicNs BHECEHHSA

KOHTPO/Ib AKOCTI
Ta BUNYyCK cepiit:
AHPAPM
XENNAC C.A,,
pevjs;
BMPOGHUK
NPOMIXXHOrO
NpoAyKTy
NiKapcbKoro
3acoby -
cTepusibHoI
CyMiLLi
MeponeHemy
Tpurigparty i
HaTpito
KapboHaTy (in
bulk):
EliCiEc
OOBOAP
C.M.A., lTanis;
BMPOBHUK
NPOMIXXHOro
NpoAykTy
NiKapcbKoro
3acoby -
CTepusibHoI
CyMiLLi
MeponeHemy
Tpurigparty i
HaTpito

Tiel camoi 3MiHW Ha pedhepeHTHW
npenapar (3mMiHa He noTpebye
Ha/laHHS XXOAHWNX HOBUX A0AATKOBMX
LaHnx). 3MiHW BHECEHO [0 IHCTPYKLIT
ON15 MeANYHOro 3acToCyBaHHS
nikapcbKoro 3acoby y po3ginu
"®apmakonoriyHi BnactneocTi”,
"MokasaHHsa", "B3aemogis 3 iHWnMun
nikapcbkMKM 3acobamu Ta iHLWi B1uam
B3aemogiji", "OcobmBocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs
Ta go3u", "Mob6iyHi peakyjii” 3rigHo 3
iHbopMmaLieto Wwoa0 MeguyHoro
3acTocyBaHHs pethepeHTHOro
nikapcbkoro 3acoby (Meronem IV 500
mg 1000 mg Powder for solution for
injection or infusion) BBefeHHs 3MiH
NpPOTArom 6-Tu MicALiB 3 gatu
3aTBEPAKEHHS.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
KapboHaty (in
bulk):
CABIOP
NANOTEK
KOPMOPEWNLLH,
TaliBaHb
73. | AIANEHEM meropene | meporneHe | JO1DH | mopowlok ans M. Benuvka BMPOGHUK peuis/ BHECEHHS 3MiH 0 peecTpaLiitHmx 3a He UA/16104/01/01
m M 02 pO34nHy ons BIOTEK BpuTaHis roToBOro ITania/ martepianis: 3miHu | TUny - 3MiHn peuyenmo | nionsie

iH eKuii Ta NIMITEL nikapcbkoro TailBaHb LoAo 6e3snekn/edeKTBHOCTI Ta M ae

iHdpysin no 3acoby, Wwo hapmakoHarnsagy. 3miHa y KopoTkili

500 mr, no 1 3[ilicHI0E XapakTepucTuL nikapcbkoro 3acooby,

dhnakoHy abo BMPOGHMLTBO, TeKCTi MapKyBaHHS Ta iHCTpYyKLi Ans

10 donakoHis y nepBuHHE Ta MeAMYHOro 3acTocyBaHHA Ha nigcTasi

nauui 3 BTOPVHHE perynsipHO OHOB/IOBAHOIO 3BITY 3

KapTOoHY nakyBaHHs, 6e3nekun nikapcbkoro 3acoby, abo

KOHTPO/Tb AKOCTI
Ta BUNYCK cepiit:
AHOAPM
XENNAC C.A.,
Ipeuis;
BMPOBHUK
NPOMIXXHOro
NpoAYyKTY
NiKapcbkoro
3acoby -
CTEpPUILHOI
cymiLi
meponeHemy
Tpurigpary i
HaTpito
KapboHaty (in
bulk):
EWiCiEc
JOB®AP
C.IN.A,, ITanis;
BMPOBHUK
NPOMIXXHOro
NpoAYyKTY
NiKapcbkoro
3acoby -
CTEpPUILHOI
cymiLi
mMeponeHemy

JocnigpkeHb 3 6e3neky 3acToCyBaHHsA
nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3 AOCNIAKEHD,
npoBeAeHVX BigNoBigHO A0 NAaHy
negiatpuyHux gocnimpkern (PIP)
(3MiHy y3rokeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHN BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHSA /likapCbKOro
3acoby y po3ginun "OcobanBocCTi
3actocyBaHHs", "MobiuHi peakwi"
BiANOBIAHO 40 OHOBMEHOT iIHChopMaLii
3 6e3nekun Ajtoyol pevyoBuHN.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
Tpurigparty i
HaTpito
KapboHaTy (in
bulk):
CABIOP
NAASTEK
KOPIMOPENLLH,
TaliBaHb
74. | AIANEHEM meropene | meponeHe | JO1DH | nmopowok ans M. Benuka BMPOBHUK Ipevis/ BHECEHHS 3MiH 0 peecTpavinHmx 3a He UA/16104/01/02
m M 02 pPO34nHy oNns BIOTEK BpuTaHia roToBOro ITania/ martepianis: 3miHu | TUny - 3MiHn peyenmo | nionse

iH eKuUili Ta NIMITEL NiKapcbkoro TaiiBaHb woao 6e3snekun/edpekTMBHOCTI Ta M ae
iHdpysin no 3acoby, wo hapmakoHarnsgy. 3miHa y KopoTkili
1000 mr, no 1 3[iliCHI0E XapakTepucTuLi nikapcbkoro 3acoby,
dnakoHy abo BUPOBHMLTBO, TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
10 chnakoHiB y nepBuHHE Ta MeJMYHOro 3acTOCyBaHHA Ha MiacTasi
nauui 3 BTOPWHHE perynspHO OHOBJIOBAHOIO 3BITY 3
KapTOHY nakyBaHHs, 6e3nekun nikapcbkoro 3acoby, abo

KOHTPO/Ib AKOCTI
Ta BUMYCK cepiii:
AHOAPM
XENNAC C.A,,
peuis;
BUPOBHUK
MPOMIXXHOr0
NpoAYyKTY
NiKapcbkoro
3acoby -
CTepUsbLHOI
CymiLLi
MeponeHemy
Tpurigpary i
HaTpito
KapboHaTy (in
bulk):
EiCiEc
JOBOAP
C.IN.A,, ITanis;
BUPOBHUK
MPOMIXXHOr0
NpoAYyKTY
nNiKapcbkoro
3acoby -
CTepunbHOI

pocnimpkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk
pe3ynbTaTt OLiHKV 3BITy 3 AOC/IIKEHb,
npoBeAeHVX BignoBigHO 40 niaHy
negiatpuyHux gocnimkeHs (PIP)
(3MiHY Y3rof)XeHo 3 KOMNETEHTHUM
YNOBHOB&)XXEHVNM OPraHom)
3MiHV BHECEHO [0 IHCTPYKUIT Ans
MeLMYHOro 3aCTOCYBaHHS NMiKapCbKOro
3acoby y po3ainm "OcobnmnBocTi
3acTocyBaHHs", "Mo6iuHi peakuii”
BiANOBIAHO [0 OHOBMEHOT iHchopmaLyii
3 6e3neku Ail4oi peyoBUHY.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
cymiLi
mMeponeHemy
Tpurigparty i
HaTpito
KapboHaTy (in
bulk):
CABIOP
NAASTEK
KOPMOPENLLH,
TaiiBaHb
75. | AOKLUE® cefpodoxi uecnogok | JO1DD | TabneTku, Ckalt O6'efHaHI Nionin NMimiteq IHais BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/12609/01/02
me cum 13 BKPUTI dapma Apabebki marepianis: 3mMiHu | TUny - 3MiHM 3 peyenmo
060/10HKOH, B3-TOB Emipatun AKocTi. A®l. KoHTponb A®I. 3miHa y M
no 200 mr, no mMeTofax BunpobysaHHa APl a6o
10 TabneTok y BUXIAHOTO MaTepiany/MpoMiXKHOro
6nicTepi; no 1 NpoAayKTy/peareHTy, Lo
6nictepy B BMKOPUCTOBYETLCA Y MpoLieci
nauuj 3 BMPOGHMLUTBA AP (iHLLI 3MiHK Y
KapToHYy mMeToAax BUNpobyBaHHA (BKIOUatoUu
3amiHy abo fonoBHeHHS) A®| abo
BVIXiHOro/NnpoMKHOr0 MPOAYKTY)
3MiHW Y METO/j aHanisy posnoginy
4acToK 3a po3Mipamu NOpPOLLKY ANs
Lit040T PevyoBMHN LLedhnogoKCUm y
3B'A3KY 3i 3MiHOI npunagy
BM3Ha4yeHHa Malvern Mastersizer 2000
Ha 6iNbLL Cy4yacHWi i BOCKOHaIEHW
Malvern Mastersizer 3000
76. | AOKLUE® cefpodoxi uednogok | JO1DD | Tabnetku, Ckaii O6'egHaHi Monin NMimiteq IHAis BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a UA/12609/01/01
me cum 13 BKPUTI dapma Apabchbki MaTtepianis: 3miHu | TMny - 3MiHK 3 peyenmo
060/10HKOH, B3-TOB Emipatun AKOCTi. A®l. KoHTponb A®I. 3miHa y M
no 100 wmr, no MeToAax BunpobysaHHa APl abo

10 TabneTok y
6nicTepi; no 1
6nictepy B
nauuj 3
KapTOHY

BUXIAHOTO MaTepiany/MpoMiXKHOro
npoaykTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NPOLIECI
BUpo6HMLTBa ADI (iHLWi 3MiHK Y
MeToAax BUNPoGyBaHHS (BK/IHOHYaoun
3amiHy abo fAonoBHeHH:A) Ad| abo
BUXiZHOTrO/NPOMIXKHOTO NPOAYKTY)
3MiHW Y METO/Aj aHanisy posnoginy
4acToK 3a po3Mipamu NOPOLLKY ANs
Lito40i PevyoBMHN LLedhnogoKCum y
3B'A3KY 3i 3MiHOK Npunaay
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
BM3Ha4eHHs Malvern Mastersizer 2000
Ha GiNbLU CcyYyacHWUiA i BLOCKOHaNEHWA
Malvern Mastersizer 3000
77. | AOUETAKCE docetaxel pouetakce | LO1C KOHUeHTpaT Amakca Benuka KOHTPO/b cepil, Himeyun BHECEHHS 3MiH 0 peecTpaLiitHmx 3a UA/14900/01/01
N AMAKCA n D02 0151 PO3UKHY nrp, BpuTaHis cepTudikauis Ta Ha/ MaTepianis: 3miHu | TMny - 3MiHK 3 peuyenmo
Ons iHdysil, BWMNYCK Cepil: Pecny6n | skocTi. CepTudikart BignosigHocTi/lE- M
20 mr/mnno 1 AxBiga 'M6X, ika cepTudikaT BigNoBigHOCTI EBponeiich-
M, 4 mn abo HimeuuunHa; Kopes Kili papmakonei/MoHorpadii. MogaHHs

8mny
chnakoHi; no 1
hnakoHy B
KapTOHHIf
Kopob6ui; no 1
mn, 4 mn abo
8mny
chnakoHi; no 1
hnakoHy B
KapTOHHIf
Kopoo6Li

BMPOGHULTBO in
bulk, nepsnHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/b Ccepil:
AkBiga 'vbX,
HimeuumnHa;
BMPOGHMLTBO in
bulk, nepBuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/b cepil:
CamsHr
XonpajHrs
KopnopeiiH,
Pecny6nika
Kopes

HOBOro abo OHOB-/IEHOTO cepTuglikaTa
BiANOBIAHOCTI ab0 BUYYEHHS cep-
TudpikaTa BigNoOBiAHOCTI E€BpONECHKiIi
hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomiKHOro npo-
[YKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI A®I; AN f0-NOMDKHOT
peyoBUHU (cepTuddikar BiANOBIAHOCTI
€Bponeli-cbkili hapmakonei) - Howii
cepTtudikaT Bif HOBOro BUPOG-HUKa
(3amiHa abo JOMNOBHEHHS)
nofaHHa HOBOro cepTudpikara
BiANOBIAHOCTI EBpONENChbkil
thapmakonei Ne CEP 2016-204 - Rev
04 ans fjloyvoi pevyoBrHU Jouetakceny
Bifi HOBOrO aflbTEPHATUBHOIO
BUPOGHMKa Pya3sH CayT
dapmac’toTiken Ko. IT4., Kntait
[Fujian South Pharmaceutical Co.,
Ltd., China]. OHoBneHi MKA N3 (eCTD
0002). 3miHu | TMny - 3MiHK 3 AKOCTI.
CeprtucpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO cepTudikaTa
BifNOBIAHOCTI 260 BUTYyYEHHS
cepTudiikaTa BignoBiAHOCTI
€Bponelicbkin hapmakonei: ana Adl;
ONs BUXIAHOTO
matepiany/peareHTy/npoMiXKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BUPO6HUUTBI ADI; Ana ONOMDKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponelicbkili hapmakonei) -
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Hassa

MixHapoo

Hassa

Koo

Popma 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
OHOBREeHWit cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOGHUKA - NOAAHHSA
OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI EBpONechkil
thapmakonei Ne CEP 2016-204 - Rev
05 Ans fjtoyoi peyoBrHU gouetakceny
Bif BUpo6HMKa dya3saH CayT
dapmac’oTiken Ko. ITa., Kntait
[Fujian South Pharmaceutical Co.,
Ltd., China]. OHoBneHi MKA N13 (eCTD
0002).
78. | AYTNMNMAKC Metformin meTcopmi | A10B Tabnetku, 500 TOB YKpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 4O peecTpavuiiHnx 3a He UA/12474/01/02
® and HYy D02 Mmr/2 mr no 15 "KYCYM" PAPM", YkpaiHa mMartepianis: 3miHu | Tuny - peyenmo | nionse
sulfonylure | rigpoxnop TabneToky a6o AAMIHICTpaTMBHI 3MiHU. 3MiHa M ae
as na, 6nicTepi; no 2 TOB "KYCYM", HaliMeHyBaHHs Ta/abo agpecu
rnimenipun abo no 4 YkpaiHa 3asBHUKA (BNacHMKa peecTpauiiniHoro
a 6nictepun B noceifyeHHs). 3MiHa HaliMeHyBaHHS
KapTOHHIf 3asBHVKa 3 TOB "TNIEAPAPM NTA",
ynakoBLj YkpaiHa Ha TOB "KYCYM", YkpaiHa

TepMiH BBEAEHHS 3MiH - NPOTArom 12
MiCALIB MiCNA 3aTBEPAKEHHS. 3MiHM |
TMny - AAMIHICTpaTBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecy Micus
NPOBaKEHHS AiSSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIYaum
AinbHWL BUNYcKy cepii abo micue
NpOBefEeHHS KOHTPO/O AKOCTI.
([isnbHICTb, 3a Ky BignoBifae
BMPOGHUK/IMNIOPTEp, BKIKOYAKOUM
BUMYCK Cepiid) -
3MiHa Ha3BY BUpobHMKa 3 TOB
"TNEAPAPM NTA", YkpaiHa Ha TOB
"KYCYM", YkpaiHa.
Micue3HaxokeHHS BUPOGHUYOT
OiNbHULI HE 3MiHWNOCh. 3MiHN BHECEHI
B IHCTPYKLiO ANA MeUYHOro
3aCTOCYyBaHHS NikapcbKoro 3acoby y
po3gin «Bupo6HuK» (3MiHa
HaliMeHyBaHHS BUPOOHUKa,
Bi4NOBIAA/ILHOIO 3a AiffIbHICTb,
BK/tOYatoum Bunyck cepii, 3 TOB
«TNEAPAPM NTA» Ha TOB
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Hassa

MixHapoo

Hassa

Koo

3asaBHUK

Popma Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
«KYCYM»), 5K Hacnigok —
3aTBEPMKEHHSA TEKCTY MapKyBaHHS
yMNakoBKM NikapcbKoro 3acoby ans
BMpo6HMKa TOB «KYCYM». TepMmiH
BBEJEHHS 3MiH - NPOTArom 12 micauis
nicns 3aTBepmAKeHHs.
79. | AYTNMNMAKC Metformin meTchopmi | A10B Tabnetku, 500 TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH 0 peecTpaLiitHmx 3a He UA/12474/01/01
® and HYy D02 mr/1 mr no 15 "KYCYM" PAPM", YkpaiHa MaTtepianis: 3miHu | Tuny - peuyenmo | nionsie
sulfonylure | rigpoxnop Tabnetok y abo AAMiHICTpaTUBHI 3MiHW. 3MiHa M ae
as ua, 6nicTepi; no 2 TOB "KYCYM", HalilmeHyBaHHs Ta/abo agpecu
rnimenipun abo no 4 YkpaiHa 3asiBHUKA (BN1acHUKa peecTpauiiiHoro
a 6nictepu B noceigyeHHs). 3MiHa HaliMeHyBaHHS
KapTOHHIl 3anBHuKa 3 TOB "MTMELPAPM NTA",
ynakoBLi Ykpaida Ha TOB "KYCYM", YkpaiHa

TepMmiH BBEL,EHHS 3MiH - NpoTArom 12
MicALiB nicnsa 3aTBepKeHHS. 3MiHn |
TMny - AAMIHICTPaTVBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy Micus
NPOBaPKEHHA AiS/IbHOCTI
BMpPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOUaum
OinbHWU BUNYycKy cepii abo micue
NpoBeeHHS KOHTPO/O AKOCTI.
(@isnbHiCTb, 3a AKy BignoBifae
BMPOGHUK/iMNIOpPTEP, BK/IKOYAKOUM
BunNyck cepii) (A.5. (a) IAHM)
3miHa Ha3BuW BUpo6HUKa 3 TOB
"TNEAPAPM NTA", YkpaiHa Ha TOB
"KYCYM", YKpaiHa.
MicuesHaxomkeHHs BUpOGHMYOT
OiNbHULI HE 3MIHWI0CE. 3MiHWN BHECEHI
B IHCTPYKLiIO AN MeUYHOro
3acTOCyBaHHSA NikapCcbKoro 3acoby y
po3gin «BupobHuk» (3miHa
HaliMeHyBaHHS BUPOOHWMKa,
BIANOBIAA/ILHOrO 3a AiANbHICTb,
BK/IIOYat0uM BUNycKk cepii, 3 TOB
«MMEAPAPM NTO» Ha TOB
«KYCYM»), siK Hacnigok —
3aTBEPMKEHHA TEKCTY MapKyBaHHS
yNaKkoBKM NiKapcbKoro 3acoby ans
BMpPOGHMKa TOB «KYCYM>. TepMiH
BBE/EHHS 3MiH - NPOTArom 12 micsuis
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
nicns 3aTBepKeHHs.
80. | AYKPECCA® Dexameth | ekcametas | S01C Kpanni OuHi, CaHTeH PiHNAHAIA BUPOBHUK, DiHNAHA BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/19175/01/01
asone and | oH (y A01 po34uH; Mo 5 AT BiANOBiAaNbHWI is/ marepianis: 3miHu | Tuny - 3miHn peyenmo
antiinfectiv | sBurnsagi MY do/iakoHi 3a BUMYCK cepii: ITania Loao 6e3nekn/edpeKTMBHOCTI Ta M
es nekcamvert 3 CaHTeH AT, hapmakoHarnsgy. 3miHa 4actoTu
a30Hy HaKOHEYHNKOM PiHNAHgIS; Ta/abo TepMiHIB MogaHHsA perynsipHo
HaTpito - BMPOGHMLTBO, OHOBJIHOBaHUX 3BITIB 3 6e3MneKku
hoccpaty) KpanesibHuLe nepBuHHE Ta nikapcbknx 3acobiB. 3MiHa YacToTu Ta
Ta 10 Ta BTOPVHHE TepMiHiB NOAAHHSA perynspHo
neBoNoK KpuLukoto; o 1 nakyBaHHs, OHOB/IIOBAHOTO 3BITY 3 6e3neku: [jtoya
cauuH (y hnakoHy B KOHTPO/b SAKOCTI: pepakuis: MogaeTsbea BiANOBIAHO A0 M.
BUrIAAi KapTOHHIf Ty6intokc 2 rnaswu 3 po3giny V Mopsgky
neBodNoK ynakoBLj dapma C.IN.A,, 3pificHeHHs chapmakoHarnsay,
cauuHy ITanisa 3aTBEPKEHOr0 Haka3om
Hanisrigpa MiHicTepcTBa OXOpPOHW 340POB’A
TY) Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHictepcTBi
tocTunLil YkpaiHu 29 ciyHs 2007 poky
3a Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB'SA
Ykpainu Big 26 BepecHs 2016 poky Ne
996) 3rifHO cTaHAapTHOrO rpadiky.
[MponoHoBaHa pepakuis: Yactota
NOAAHHS PerynsipHO OHOBJ/TIOBAHOIO
3BiTy 3 6e3nekn 3 poku. KiHueBa gata
ONA BKNHOYEHHS aaHux o PO36 -
12.06.2028 p. fata nofaHHs —
10.09.2028 p. PekomeHA0BaHO A0
3aTBEPKEHHS BIAMNOBIAHO A0
nepiognYHOCTI NoAaHHSA perynsipHo
OHOBJ/IIOBaHWX 3BITiB 3 6e3neku
nikapcbknx 3acobis y €C.
81. | EBIHOMOH diclofenac | guknodeH | MO1lA pO34nH ans BPOC Ipeuis BPOC NT[, Mpeuis BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/0898/01/01
ak HaTpito BO5 iH'ekuii, no 25 nTa martepianis: 3miHu | TUny - 3MiHK peyenmo
mr/mn; no 3 woao 6esnekun/edpekTMBHOCTI Ta M
M (75 mr) B thapMakoHarnsay (iHwi 3MiHn)
amnyni; no 5 OHOB/IEHHSA TEKCTY MapKyBaHHs
amnyny NnepBUHHOT Ta BTOPUHHOI YNakoBOK
naacTVKoBOMY nikapcbKkoro 3acoby, a came: -
KOHTeliHepi; BWIYYEHHHS iH(popmaL,ii, 3a3HaveHoT
nol POCiliCbKOI0 MOBOIO, Ta BUKNAAEHHS Ti

KOHTeliHepy B
KapPTOHHIMN

AHIMINCHKOK MOBOIO; - YTOYHEHHSI
iHdbopmaLii Wwoao norotuny
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
KOpo6Li BMPOOBHMKA Ta BHECEHHS HE3HAYHNX
peAakUifiH1X NpaBoK MO TEKCTY.
82. | EBKACIMPEN xylometaz | kcunomet RO1A cnpei CMNEPKO Kinp CninbHe Ykpaina BHECEHHS 3MiH 4O peecTpavLiiHnx 6e3 nidnse | UA/18958/01/01
TYPBO oline asoniHy AO07 HasasTbHUIA, IHTEPHE YKpaiHCbKO- mMartepianis: 3miHu | Tuny - peyenma ae
rigpoxnop no3oBaHuii 1,0 HAN icnaHcbke AAMIHICTpaTMBHI 3MiHU. 3MiHa
na mr/mn, no 8 NIMITEL niANpPMEMCTBO HalilmeHyBaHHs Ta/abo agpecy Micus
mn a6o 10 mn, "Cnepko NpPoBaPKEHHA AiS/IbHOCTI
abo 12 mny YkpaiHa" BMpPOGHMKa/iMnopTepa rotoBoro
nonieTuneHoB (NOBHUIA LKA NiKapcbKoro 3acoby, BKOYaum
oMy BMPOGHMLTBA, OinbHWLU BUNYycKy cepii abo micue
KOHTelHepi 3 BUMyCK cepii; NpoBeeHHS KOHTPO/O AKOCTI.
Hacocom 3 KOHTPO/1b (@isnbHiCTb, 3a AKy BignoBifae
posnunoBaye AKOCTI) BMPOGHUK/iMNIOpPTEp, BK/IKOYAKOUM
My nadui 3 BMMNYCK cepiit). 3MiHa agpecu Micua
KapTOHY NpoBaKeHHS BUPOo6HMKa 13
CnisibHe yKpaiHCbKO-iCNaHCbke
nignpuemcTso "Cnepko YkpaiHa"y
po3gaini 3.2.P.3.1. Bupo6Huk(n), y
3B’A3KY 3 BiJOKPEM/IEHHAM
BMPOBHUYOrO KOpnycy Bif pewuTu
6yaiBesnb 3 4OAAHHAM A404ATKOBOT
niTepu, T06T0 6€3 TepUTOpiasIbHOIo
nepemillleHHs, a came 3 (21027,
YkpaiHa, M. BiHHuus, Byn. 600-piyus,
25) Ha (21027, YkpaiHa, M. BiHHMUA,
By/. 600-pivus, 25-1). BupobHuua
AiNbHWLSA Ta BCi BUPO6HMUYI onepauii
3a/IMLATLCA HE3MIHHUMUN. 3MiHK
BHECEHO Y po3ain "Micue3HaxomKeHHs
BMPO6OHMKa Ta agpeca Micus
NPOBaKEHHS NOro AissIbHOCTI" B
IHCTPYKLilO AN MeguyHoro
3aCTOCyBaHHS Ta K HacMidokK -
BiANOBIAHI 3MiHW Yy TEKCTi MapKyBaHHS
ynakoBKW fikapcbKoro 3acoby.
BBefeHHst 3MiH NpoTArom 6-T MicauiB
nicns 3aTBepAKeHHs
83. | EMMOHIN® sulpiride cynbnipug | NOSAL | po3unH ans Heypakch HimeuunH OENb®APM PpaHuis BHECEHHS 3MiH [JO peecTpaLiiiHnX 3a UA/3818/03/01
01 iH'ekujn, 100 apm a LODKOH martepianis: 3miHu | Tuny - 3MiHn peyenmo
Mr/2 mn; Ne 6: Ap3HeimiT Loao 6e3nekn/edpeKTMBHOCTI Ta M
no 2 mns Tenb thapmakoHarnagy (iHwi 3MiHu1) 3MiHu
amnyni; no 6 X BHECEHi y TEeKCT MapKyBaHHsI
amnyn y nepBuHHOI (N. 6. IHLWE) ynakoBkun
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
KOHTYPHUX nikapcbKoro 3acoby. BBegeHHs 3MiH
yapyHkax y NPOTAroM 6-Tu MicALiB nicns
KapTOHHIf 3aTBEpKEHHSA
Kopo6Ui
84. | EFO/1IAH3A olanzapine | onaH3aniH | NO5A Tabnetku, 3AT YropwmHa 3AT Yropwum BHECEHHS 3MiH 0 peecTpaviintHmx 3a He UA/11344/01/01
HO3 BKPUTI dapmaves PapmaueBTUYHN Ha marepianis: 3miHu | Tuny - peyenmo | nionse
NNiBKOBOK TUYHWIA i 3aBopg ElC AIMiHICTpaTUBHI 3MiHX. 3MiHa Koay M ae
060/10HKOI0, 3aBoj, ATX - Po3gin "®apmakoTepanesTuyHa
no5wmr;no7 ErcC rpyna" iHCTpyKUii 4ns MeanyHoro
TabneTok y 3aCTOCyBaHHSA /iKapcbKoro 3acoby

6nictepi; no 4
abo 8
6nictepiB y
KapTOHHii
ynakoBLi

[0NOBHEHO BiANOBIAHO A0
MixxHapogHoro knacudikatopa BOO3.
BBeeHHs1 3MiH NpoTAroM 6-Tn micAuis

nicnsa 3aTBepAKeHHs. 3MiHu | Tuny -
3MiHN Wwopao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) 3MiHn
BHOCATbCSA [0 iHCTPYKLiT ANns
MeAMYHOro 3aCTOCyBaHHs, a came 0
po3ainis «®apmakonoriyHi
BNaCTUBOCTI», «B3aemogis 3 iHWunMu
nikapcbkMmn 3acobamu Ta iHLWi BUam
B3aEMOAjI1», «Oco6INBOCTI
3aCTOCyBaHHs», «3acTOCYBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs
rPYAAI0», «34aTHICTb BN/IMBATU Ha
LWBMUAKICTb peakuii npu kepyBaHHi
aBTOTPaAHCMOPTOM a60 iHWKMK
MexaHiamamm», «Cnoci
3aCTOCyBaHHS Ta 031,
«MNepenosyBaHHs», «MoGiYHI peakLjii».
3anponoHoBaHi 3MiHW cnpsiMoBaHi Ha
YCYHEHHS pefiakLiiiHiX HETOYHOCTEN Yy
3aTBEPMKEHIN peAakuii iHCTpyKuii Ta
He 3MIiHIOKTb CYTi iHdhopmauii Wwoao
6e3nekun, epeKTMBHOCTI Ta
3acTOCyBaHHS MikapCcbKoro 3acoby.
BBefeHHs 3MiH NpoTAroM 6-Tn micAuis
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny -
3MiHN Wwopao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHu y KOpoTKili
XapakTepucTuL nikapcbkoro 3acooby,
TeKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeAMYHOI0 3aCTOCYBaHHS
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
reHepnyHuX/ribpuaHnx/6ionogibHmNx

nikapcbknx 3acobiB Nicns BHECEHHS
Tiel camoi 3MiHW Ha pedhepeHTHWi
npenapar (3MiHa He NoTpebye
Ha/jaHHS XOOHWNX HOBUX A0AATKOBMX
AaHnx) 3MiHN BHOCATLCA A0 IHCTPYKL,i
ANA MeAnyHOro 3acTocyBaHHs, a came
[0 po3ainiB «®apmMakooriyHi
BNACTUBOCTI», «IMOKa3aHHNA»,
«B3aemogis 3 iHWKMKN NikapCbKMm
3aco6amMu Ta iHLWi BUAY B3aeMogili»,
«[Mo6iuHI peakLjii» y 38’A3Ky 3
npuBeAeHHAM 3aTBepPAXXEHOT
IHCTPYKLII A0 3aTBEPAXKEHOI KOPOTKOT
XapakTepucTukn pethepeHTHOro
nikapcbKoro 3acoby Zyprexa.
MpeacTaBneHi 3miHN B iHhopmauii 3
6e3Mekn LLOA0 BHECEHHS 3MiH Ta
[OMOBHEHb A0 po3ainis
"®apmakonoriyHi BnactneocTi”,
"MokasaHHs", "B3aemogis 3 iHWnmun
nikapcbkMmn 3acobamu Ta iHWi BUuam
B3aemogiit” Ta "MNobiuHi peakuii”
NPOEKTY IHCTPYKLi 418 MeguyHoro
3aCTOCyBaHHS /iKapcbKoro 3acoby
BiANOBIAHO A0 pedhepeHTHOro
NiKapcbKoro 3acoby, MOXyTb 6yTK
pekoMeHA0BaHi 40 3aTBepAKeHHsA Ta
BHECEHHS B IHCTPYKLitO ANs
MeLMNYHOro 3aCTOCYBaHHS NMiKapCbKOro
3acob6y. BBegeHHs 3MiH npoTarom 6-11
MicaLiB nicna 3aTBepAKeHHs. 3MiHu |
TUny - 3MiHM 3 AKOCTI. F0TOBWMI
nikapcbknii 3aci6. CtabinbHicTb. 3MiHa
y TepMiHax npuaaTHoCTi abo ymoBax
36epiraHHs rOTOBOTO J1iKapCbKOro
3aco6y (3MEHLUEHHS TEpPMiHY
NpYAATHOCTI FOTOBOTO NiKapPCbKOro
3aco6y) - 1519 TOpProBoi ynakoBKM -
3MeHLLIEeHHS TepMiHY NpUAATHOCTI
N3, y 3B'A3Ky 3 NONITUKOK KOMNaHii.
[itoua pepakuin: TepmiH npugaTHoCTI.

5 pokiB. NponoHoBaHa pefakuis:
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
TepmiH NpugaTHOCTI. 3 pokn. 3MiHK
BHOCATLCSA 10 MaTepianis
pPeECTpaLinHOro AOCbE Ha NiKapCbkuii
3acib y 3B'A3Ky 3i 3MEHLLUEHHSAM
TepMiHy NpuaaTHOCTI FOTOBOro
nikapcbKoro 3acoby, a came: 3 5 pokis
Ha 3 poku. FK HacigoK, 3MiHN
BHOCSITbCA [0 PeECTpavLifiHnX
[OKyMeHTIB: PeecTpaujiiiHoro
NoCBiAYEHHS Ta IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHs Ta METOfiB
KOHTPO/IO SIKOCTi y po3gini "TepmiH
npugaTHocTi". BBeaeHHsA 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.
85. | EFO/1IAH3A olanzapine | onaH3aniH | NO5A Tabnetku, 3AT YropwmHa 3AT YropLum BHECEHHS 3MiH 0 peecTpaLiinHmx 3a He UA/11344/01/03
HO3 BKPWUTI dapmaues $papmaueBTUYHN Ha mMaTtepianis: 3miHu | Tuny - peuyenmo | nionsie
NAiBKOBOO TUYHWI  3aBog ElIC AAMiIHICTpaTUBHI 3MiHW. 3MiHa Kogy M ae
060/10HKOH, 3aBof, ATX - Po3gin "®apmakoTepanesTuyHa
no 10 mr; no 7 EriC rpyna" iHCTpyKuii Ans MeanyHoro
TabneTok y 3acTOoCyBaHHS NikapCcbKoro 3acoby

6nicTepi; no 4
abo 8
6nictepiB y
KapTOHHIl
ynakoBLi

[0MNOBHEHO BigNOBIAHO A0
MiKHapoaHoro knacudpikatopa BOO3.
BBefeHHs 3MiH NpoTArom 6-T MicauiB

nicnsa 3aTBepkeHHs. 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHK
BHOCATLCA [0 iHCTPYKLiT ANns
MeAMYHOro 3acTOCyBaHHs, a came 10
po3gainis «dapMakonorivHi
BNacTUBOCTI», «B3aemogis 3 iHWMn
nikapcbknmy 3acobamu Ta iHLWi BUAN
B3aemogijit», «Oco6mBoCTi
3aCTOCyBaHHs», «3acTOCYBaHHs y
nepiog BariTHoOCTi abo rogyBaHHS
rpyAAro», «34aTHICTb BNIMBATU Ha
LIBUAKICTb peakuii npu kepyBaHHi
aBTOTPaHCNOPTOM ab60 iHWKMK
mexaHismamu», «Cnocio
3acToCyBaHHA Ta [031»,
«Mepeno3yBaHHs», «MM06IYHI peakLyii».
3anponoHoBaHi 3MiHN cnpsiMoBaHi Ha
YCYHEHHS pefiakLiiiH/X HETOYHOCTEN Yy
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
3aTBEpXEHIN peAakuii iHCTpyKuii Ta

He 3MIiHIOKTb CYTi iHdopmauii Wwoao
6e3nekun, eeKTMBHOCTI Ta
3aCTOCYBaHHS MiKapcbKoro 3acooy.
BBefeHHs 3MiH NPOTAroM 6-Tn Micsauis
nicns saTBepmkeHHs. 3MiHu | Tuny -
3MiHM Wwopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHu y KOpoTkili
XapaKTepucTUL Nikapcbkoro 3acooby,
TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMYHOr0 3aCTOCYBaHHs
reHepnyHuX/ribpuaHnx/6ionogibHmNx
NikapcbKnx 3acobiB Micns BHECEHHS
Tiel camoi 3MiHU Ha pedhepeHTHW
npenapar (3MiHa He noTpebye
Ha/laHHS XXOAHWNX HOBUX A0AATKOBMX
AaHux) 3MiHWM BHOCATLCSA A0 IHCTPYKLIT
[ANs MeAnYHOro 3acTOCyBaHHS, a came
[0 po3giniB «®apmakonoriyHi
BNACTUBOCTI», «[OKa3aHH»,
«B3aemogis 3 iHWKYMKN AikapCbKMm
3aco6amMu Ta iHLWi BUAW B3aEMOSjN»,
«[Mo6IYHI peakuji» y 3B’A3Ky 3
npvBefeHHAM 3aTBepaKeHol
IHCTPYKLi 4O 3aTBEpAKEHOI KOPOTKOI
XapakTepucTuku peepeHTHOro
nikapcbKoro 3acoby Zyprexa.
MpepcTaBneHi 3miHW B iHhopma;i 3
6e3neku LWoA0 BHECEHHS 3MiH Ta
[OMOBHEHb A0 PO34inis
"®apmakonorivyHi BlacTmBocTi”,
"Moka3aHHs", "B3aemogisi 3 iHWnMun
nikapcbkrMmn 3acobamu Ta iHLWi BUam
B3aemogiin” Ta "lNo6iuHi peakuii”
NPOEKTY IHCTPYKLT A8 MeANYHOro
3acTOCyBaHHS NikapCbKoro 3acoby
BiAMOBIAHO A0 pedhepeHTHOro
NiKapcbKoro 3acoby, MOXyTb 6yTU
pekoMeHA0BaHi A0 3aTBEPKEHHS Ta
BHECEHHS B IHCTPYKLil0 Ans
MeAMYHOro 3acTOCyBaHHA /likapCbKoro
3acoby. BBefeHHs 3MiH NpoTsArom 6-tu

MicsiLiB Micns 3aTBepaKeHHs. 3MiHu |
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

86.

TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. CtabinbHicTb. 3MiHa
y TepMiHax npugatHocTi abo ymosax
36epiraHHsA roToBOro NikapcbKoro
3aco06y (3MEHLUEHHS TEPMIHY
NPWAATHOCTI TOTOBOTO J1iKAPCbKOro
3acoby) - 115 TOproBoi ynakoBKu -
3MEHLUEHHS TepMiHy NpuAaTHOCTI
N3, y 3B'A3Ky 3 NOAITUKOK KOMMNaHii.
[itoua pepakuyis: TepmiH npugaTHOCTI.
5 pokis. NMponoHoBaHa pefakuis:
TepMiH NpugatHocTi. 3 poku. 3MiHK
BHOCATbCS A0 Marepianis
peecTpauiiiHoro AoCbe Ha Nikapcbkuii
3aci6 y 3B’s13Ky 3i 3MEHLUEHHAM
TepMiHy nNpuaaTHOCTI FOTOBOrO
nikapcbKoro 3acoby, a came: 3 5 pokis
Ha 3 poku. AK HacnigoK, 3MiHN
BHOCATLCS 0 PEECTpaLiiHNX
[OKyMeHTIB: PeecTpaujiiHoro
NoCBiAYEHHA Ta IHCTPYKUIT AnA
MeAMYHOr0o 3aCTOCYBaHHs Ta METOfiB
KOHTPOJIO SIKOCTi Y po3ini "TepmiH
npugatHocTi". BBeaeHHA 3MiH
npoTArom 6-Tm MicALIB micns
3aTBEPAKEHHS.

EFONAH3A

olanzapine

onaH3aniH

NO5A
HO3

TabneTkw,
BKPWUTI
NNiBKOBOIO
060/10HKOIO,
no 15 mr; no7
TabneTok y
6nicTepi; no 4
abo 8
6nictepiB y
KapTOHHIf
ynakoBLj

3AT
dapmaveB
TUYHWI
3aB0/,
EFIC

YropLmHa

3AT
dapmaueBTUYHU
i 3aBog ETIC

YropLum
Ha

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: 3miHu | Tuny -
AOMiHICTpaTVBHI 3MiHW. 3MiHa koay
ATX - Po3gin "®apmakoTepanesTmyHa
rpyna" iHCTpyKuii 4nsa meanyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby
[OMOBHEHO BiAMOBIAHO A0
MiXHapogHoro knacudikatopa BOO3.
BBeneHHst 3MiH NpoTAroM 6-Tn micsauis
nicns 3aTBepkeHHs. 3MiHu | Tuny -
3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) 3MiHn
BHOCATbCS A0 iHCTPYKLi ANns
MeZIM4YHOro 3aCToCyBaHHs, a came [0
po3ainis «®apmakonoriyHi
BNACTUBOCTI», «B3aemogisi 3 iHWnMKn
NiKapcbKnUMy 3acobamu Ta iHLWi BUan

3a
peyerimo
M

He
nionsie
ae

UA/11344/01/04
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

B3aEMOAjI1», «Oco6IMBOCTI
3aCTOCYBaHHsA», «3acTOCyBaHHS Y
nepiog, BariTHOCTi abo rogyBaHHs
rPYAAI0», «3AaTHICTb BNIMBATW Ha
LWIBMUAKICTb peakuii npu kepyBaHHi

aBTOTPaAHCMOPTOM a60 iHWKMK
MexaHizmamm», «Cnocio
3aCTOCyBaHHS Ta 031,
«MepenosyBaHHs», «MoGiYHI peakLjii».
3anponoHoBaHi 3MiHM CNpsIMOBaHi Ha
YCYHEHHS pefakLiiiHiX HETOYHOCTEN y
3aTBEPMKEHIN peAakuii iHCTpyKuii Ta
He 3MiHIOKTb CyTi iHhopMmalii Lwoao
6e3nekun, epeKTUBHOCTI Ta
3aCTOCYyBaHHS MikapCbKoro 3acoby.
BBefeHHs1 3MiH NpOTArom 6-T MicsALUiB
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny -
3MiHN Wwopao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHM y KOpOTKili
XapakTepucTuL nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpyKLi Ans
MeAMYHOro 3acTOCYBaHHS
reHepuYHMX/ribpuaHNX/6ionodibHMX
niKapcbknx 3acobiB nic/1si BHECEHHS
Tiel camoi 3MiHN Ha pedhepeHTHW
npenapar (3miHa He noTpebye
Ha/JaHH$! XOAHWNX HOBUX AOAATKOBMX
AaHnx) 3MiHN BHOCSATBLCS A0 IHCTPYKL,ii
AN MeAMYHOro 3acTocyBaHHS, a came
[0 po3ginis «®apmakonoriyHi
BNACTVBOCTI», «[OKa3aHH:A»,
«B3aemogis 3 iHWUMY NiKapCbKUMU
3aco6amu Ta iHLWi BUAY B3aEMOSili»,
«[lMo6iyHi peakwjii» y 3B’3Ky 3
npuBefeHHsaM 3aTBepaXeHOT
IHCTPYKLi 4O 3aTBEPAYKEHOI KOPOTKOI
XapakTepucTuku pedepeHTHOro
niKapcbKoro 3acoby Zyprexa.
MpepcTasneHi 3miHW B iHhopmadii 3
6e3Mekn LLoA0 BHECEHHS 3MiH Ta

[0MNOBHEHb 10 PO34iniB

"apmakonoriyHi BnactneocTi”,

"Moka3aHHs", "B3aemogisi 3 iHWUMK
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

nikapcbkMmn 3acobamu Ta iHWi BUuam
B3aemogiit” Ta "MNobiuHi peakuii”
NPOEKTY IHCTPYKLi 418 MeguyHoro
3aCTOCyBaHHS /iKapcbKoro 3acoby
BiANOBIAHO A0 pedhepeHTHOro
NiKapcbKoro 3acoby, MOXyTb 6yTK
pekoMeHA0BaHi 40 3aTBepAKEeHHSA Ta
BHECEHHS B IHCTPYKL,itO ANs
MeLMYHOro 3aCTOCYBaHHS NMiKapCbKOro
3acob6y. BBegeHHs 3MiH NpoTAarom 6-1m
MicaLiB nicnsa 3aTBepAKeHHs. 3MiHu |
TUny - 3MiHM 3 AKOCTI. [0TOBWMI
nikapcbknii 3aci6. CTabinbHicTb. 3miHa
y TepMiHax npuaaTHoCTi abo ymoBax
36epiraHHs FOTOBOTO J1iKapCbKOro
3aco6y (3MEHLUEHHS TEPMiHY
NpYAATHOCTI FOTOBOTO NiKapPCbKOro
3aco6y) - 1519 TOpProBoi ynakoBKM -
3MeHLLIEeHHS TepMiHY NpUAATHOCTI
N3, y 3B'A3Ky 3 NONITUKOK KOMMNaHii.
[itoua pepakuin: TepmiH npugaTHoCTI.
5 pokis. [MponoHoBaHa pefakuis:
TepMiH NnpugatHocTi. 3 pokn. 3MiHW
BHOCATbCS A0 Marepianis
peecTpauiiHoro oCkbE Ha Nikapcbkuii
3aci6 y 3B’A3KY 3i 3MEHLLUEHHAM
TepMiHy NpugaTHOCTI FOTOBOrO
nikapcbKoro 3acoby, a came: 3 5 pokis
Ha 3 poku. FK HacnigokK, 3MiHW
BHOCATLCS 0 PEECTPaLiiHNX
[OKyMeHTIB: PeecTpaujiiHoro
NOCBIAYEHHS Ta IHCTPYKLUIT 4115
MeJMNYHOro 3aCTOCYBaHHSA Ta METOAB
KOHTPO/II0 SIKOCTi Y po3gaini "TepMiH
npuaatHocTi". BBeAeHHS 3MiH
NPOTArom 6-T1 MicALIB Micns
3aTBEPAKEHHS.

87.

EFONNAH3A

olanzapine

onaH3aniH

NO5A
HO3

TabneTku,
BKpWUTI
NNiBKOBOK
060/10HKO10,
no 20 mr; no 7

TabneTokK y

3AT
dapmaves
TUYHWIA
3aBof,
EriC

YropumHa

3AT

PapmaueBTUYHN

i 3aBopg ElC

Yropium
Ha

BHECEHHS 3MiH 0 peecTpaviintHmx
marepianis: 3miHu | Tuny -
AIMiHICTpaTUBHI 3MiHX. 3MiHa Koay
ATX - Po3gin "®apmakoTepanesTuyHa
rpyna" iHCTPyKUii 4ns MeanyHoro
3aCTOCYyBaHHS JliKapCbKoro 3acoby

3a
peyenmo
M

He
nionsie
ae

UA/11344/01/05
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
6nicTepi; no 4

abo 8
6nictepiB y
KapTOHHIl
ynakoBLj

[0MOBHEHO BiAMNOBIAHO A0
MiKHapoaHoro knacudikatopa BOO3.
BBefeHHs 3MiH NpoTArom 6-T MicsauiB

nicns 3aTBepgkKeHHs. 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHK
BHOCATLCS A0 iHCTPYKLi ANns
MeAMYHOro 3acTOoCyBaHHs, a came 10
po3gainis «dapMakonorivHi
BN1AaCTUBOCTI», «B3aemogisi 3 iHWnMmn
nikapcbknmy 3acobamu Ta iHLWi BUAN
B3aemogijit», «Oco6mBoCTi
3aCTOCyBaHHS», «3aCTOCYBaHHS y
nepiog BariTHoOCTi abo rogyBaHHs
TPyAA», «34aTHICTb BN/IMBATW Ha
LIBWAKICTb peakLii Npu KepyBaHHi
aBTOTPaHCNOPTOM abo iHWKMK
mexaHismamu», «Cnocio
3aCTOCyBaHHA Ta [031»,
«Mepeno3yBaHHs», «MM06IYHI peakwii».
3anponoHoBaHi 3MiHM CnpsiIMOBaHi Ha
YCYHEHHS pefakuiiHnX HETOYHOCTEN y
3aTBEpPXEHI peaakuii iHCTpyKLii Ta
He 3MIHIOKTb CyTi iHdhopMmauii Wwoa0
6e3nekun, epeKTNBHOCTI Ta
3aCTOCYyBaHHSA MikapcbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T MicauiB
nicns 3aTBepgkKeHHs. 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHM y KOpOTKili
XapakTepucTuLi nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAMYHOIO 3aCTOCYBaHHS
reHepnyYHuX/ribpuaHnx/6ionogibHNx
nikapcbknx 3acobiB Nicns BHECEHHS
Tiel camoi 3MiHW Ha pedhepeHTHWi
npenapar (3MiHa He NoTpebye
Ha/jaHHS XOOHWNX HOBUX A0AATKOBMX
AaHnx) 3MiHN BHOCATLCA A0 IHCTPYKL,i
ANA MeAnyHOro 3acTocyBaHHs, a came
[0 po3ainiB «®apmMakosoriyHi
BNACTUBOCTI», «IMOKa3aHHNA»,
«B3aemogisi 3 iHWMMU TiKapCbKUMMU
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

3aco6amMu Ta iHLWi BUAW B3aEMOSjn»,
«[MoBIYHI peakuji» y 3B’A3Ky 3
npvBefeHHAM 3aTBepAKeHol
IHCTPYKLi 4O 3aTBEpA)KEHOI KOPOTKOI
XapakTepucTuku pedpepeHTHOro
nikapcbKoro 3acoby Zyprexa.
MpepcTaBneHi 3miHW B iHhopma;i 3
6e3neku LWoA0 BHECEHHS 3MiH Ta
[OMOBHEHb A0 PO34inis
"®apmakonorivyHi B1acTmBocTi”,
"Moka3aHHs", "B3aemogis 3 iHW1Mun
nikapcbkrMmn 3acobamu Ta iHLWi BUam
B3aemogiin” Ta "lNo6iuHi peakuii”
NPOEKTY IHCTPYKLT ANA MeANYHOro
3acTOCyBaHHS NikapCcbKoro 3acoby
BiAMOBIAHO A0 pedhepeHTHOro
NiKapcbKoro 3acoby, MOXyTb 6yTU
pekoMeHA0BaHi 40 3aTBEPKEHHS Ta
BHECEHHS B IHCTPYKLil0 Ans
MeAMYHOro 3acTOCyBaHHA /liKkapCbKoro
3acoby. BBefeHHs 3MiH NpoTsArom 6-tu
MiCALIB MiC/1A 3aTBEPKEHHS. 3MiHM |
TUny - 3MiHK 3 AKOCTi. [OTOBWIA
nikapcbknii 3aci6. CTabinbHICTb. 3MiHa
y TepMiHax npugaTHocTi abo ymoBax
36epiraHHs roToBOrO JiKapCbKOro
3ac006y (3MEHLLUEHHS TEPMiHY
NPVAATHOCTI FOTOBOTO NiKaPCbKOro
3aco6y) - 1A Toprosoi ynakoBku -
3MEeHLLIEeHHS TEPMIHY NPUAATHOCTI
N3,y 3B'A3Ky 3 NO/IITUKOK KOMMaHi.
[itoyva pegakuifi: TepmiH npuaaTHoCTi.
5 pokis. [MponoHoBaHa pefakuis:
TepmiH NpugaTHOCTI. 3 pokn. 3MiHK
BHOCATbCSA 10 MaTepianis
pPEeECTpaLiHOro AOCbE Ha NiKapCbkuii
3acib y 3B'A3Ky 3i 3MEHLUEHHSAM
TepMiHy NpuaaTHOCTI FOTOBOro
nikapcbKoro 3acoby, a came: 3 5 pokis
Ha 3 poku. FK HacMigoK, 3MiHN
BHOCSITbCA [0 PeECTpaLifiHnX
[OKyMeHTIB: PeecTpaujiiiHoro
NOCBIJYEHHS Ta IHCTPYKLUIT As1s
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
MeAMYHOr0o 3aCTOCYBaHHs Ta METOfiB
KOHTPOJIO SIKOCTi Y po3aini "TepmiH
npugatHocTi". BBeaeHHA 3MiH
NpoTArom 6-Tm MicALIB micns
3aTBEPAKEHHS.
88. | EKBOPAN® ciclosporin | yukiocno LO4AD | kancynu m'ski TOB YkpaiHa Tea Yex Yecbka BHECEHHS 3MiH 0 peecTpavinHmx 3a He UA/7471/02/01
pyH 01 no 25 mr; no «TeBa IHpacTpi3 c.p.o. | Pecny6n martepianis: 3miHu | TUny - 3MiHn peyenmo | nionse
10 kancyn y YkpaiHa» ika woao 6e3nekn/edpekTMBHOCTI Ta M ae
6nicTepi; no 5 hapmakoHarnsagy. 3miHa y KopoTkili
6nictepiB y XapakTepucTuLi nikapcbkoro 3acoby,
KopoobLi TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ANs
MeAUYHOro 3acTocyBaHHs Ha nigcTasi
perynspHO OHOBJIOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B
nicnsipeecTpauiiiuii nepiog, abo sk
pe3ynbTaTt OLiHKV 3BITy 3 AOC/IIKEHb,
npoBeAeHVX BifgnoBigHO 40 niaHy
negiatpuuHmx gocnimkerb (PIP) (iHwwi
3MiHM). 3MiHV BHECEHO A0 iHCTPYKLi
ON19 MeAUYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby Ao po3giny
"3acTocyBaHHs y nepiog BariTHOCTI
abo rofyBaHHA rpyaAt" BifnoBsigHoO 0
OHOBNEHOT iHhopMaLlii 3 6e3neku
3aCTOCYBaHHS Ajil040i PEeYOBUHM.
TepMiH BBEEHHS 3MiH - NPOTATOM 6
MicALiB NicAsa 3aTBepAXKEHHS.
89. | EKBOPA/I® ciclosporin | uukiocno LO4AD | kancynu m'siki TOB YkpaiHa TeBa Yex Yecbka BHECEHHS 3MiH 40 peecTpauiiHnx 3a He UA/7471/02/02
pvH 01 no 50 mr; no «TeBa IHpacTpi3 c.p.o. | Pecny6n martepianis: 3miHu | TUny - 3MiHn peyenmo | nionse
10 kancyn y YkpaiHa» iKa Loao 6esnekn/edeKkTMBHOCTI Ta Y] ae
6nictepi; no 5 thapmakoHarnagy. 3miHa y KopoTkili
6nictepiB y XapakTepucTuLi nikapcbkoro 3acoby,
Kopoo6Li TEKCTi MapKyBaHHS Ta iHCTPYKLi Ans

MeJMYHOro 3acTOCyBaHHSA Ha MigcTasi
perynsipHo OHOB/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo

JocnipkeHb 3 6e3nekn 3acTocyBaHHs

nikapcbKoro 3acoby B
nicnapeecTpavjiiiHuii nepiog, abo sk
pes3ynbTaT OLiHKM 3BIiTY 3 AOCAIAKEHD,
npoeeAeHnx BigNoOBIAHO A0 NnaHy
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
negiatpuyHux gocnimpkenb (PIP) (iHwi
3MiHW). 3MiHW BHECEHO [0 iHCTPYKU;T
ON151 MeANYHOTO 3acTOCyBaHHS
nikapcbKoro 3acoby fo po3giny
"3acTocyBaHHSA y nepiof BariTHOCTI
abo rogyBaHHsA rpyaar0” BignosigHoO [0
OHOBJIEHOT iHhopMaLiii 3 6e3neku
3acTOCyBaHHSA Ajl040l PEYOBUHN.
TepMmiH BBEEHHS 3MiH - NPOTArom 6
MicsLiB nic/1s 3aTBepAKEHHS.
90. | EKBOPA/NI® ciclosporin | uuknocno LO4AD | kancynu m'siki TOB YkpaiHa TeBa Yex Yecbka BHECEHHS 3MiH 0 peecTpaviinHmx 3a He UA/7471/02/03
pyH 01 no 100 mr; no «TeBa IHgacTpi3 c.p.o. | Pecny6n marepianis: 3miHu | TMny - 3miHn peyenmo | nionse
10 kancyny YkpaiHa» ika Loao 6e3nekn/edpeKTMBHOCTI Ta M ae
6nictepi; no 5 hapmakoHarnsgy. 3miHa y KopoTkili
6nictepiB y XapakTepucTuui nikapcbkoro 3acoby,
Kopoo6Li TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAMYHOro 3aCTOCYBaHHA Ha niacTasi
perynsipHo OHOB/IOBAHOTO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifpkeHb 3 6e3neky 3acToCyBaHHsA
nikapcbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIAKEHD,
npoBefeHnX BigNOBIAHO 40 NnaHy
negiatpuyHux gocnimkerb (PIP) (iHLwi
3MiHW). 3MiHW BHECEHO [0 IHCTPYKU;T
ON15 MeANYHOro 3acToCyBaHHS
nikapcbKoro 3acoby fo po3giny
"3acTocyBaHHS y nepiog BariTHOCTI
abo rogyBaHHsA rpyaar0” BignosigHO [0
OHOBJ/IEHOT iHhopMaLii 3 6e3neku
3aCTOCyBaHHSA Ajl040l PEYOBUHN.
TepMmiH BBELEHHS 3MiH - NpOTArom 6
MiCSLIB MiCNs 3aTBEPAKEHHS.
91. | EHTUBIO® vedolizum | Begonisym | LO4A NOPOLLOK ANA Takega [JaHis BMPOGHMLITBO ITanis/ BHECEHHS 3MiH [JO peecTpaLiiiHnX 3a He UA/15405/01/01
ab ab GO05 KOHUeHTpaTy dapma M3 Ta ABcTpisi/ martepianis: 3miHu | Tuny - 3MiHn peyenmo | nionsie
0151 PO3YNHY AlC nepBuHHE Benuka Loao 6e3nekn/edpeKTMBHOCTI Ta M ae
ONA iHdy3iit nakyBaHHs: BpuTtaHi thapmakoHarnsgy. 3MiHa y KopoTkiii
no 300 mrno 1 Xocnipa, IHK., s/ XapaKTepuCTUL NiKapcbKoro 3acooby,
hnakoHy y CLA; Himeyun TEKCTi MapKyBaHHS Ta iHCTPYKUiT AN
KapTOHHiiA BMPOGHMLITBO Ha/ MeJMNYHOro 3acToCyBaHHA Ha MigcTasi
Kopoo6ui N3, KOHTpONb AnoHisi/ perynsipHo OHOB/IHOBAHOIO 3BITY 3
SIKOCTI cepil: CLWA 6e3nekun nikapcbkoro 3acoby, abo
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

"CTepwunbHicTb",
"MexaHiuHi
BK/IIOUEHHS",
nepBuHHe
nakyBaHHS:
MarteoH Itanis
C.M.A,, Itanis;
BTOPWHHE
nakyBaHHs,
KOHTPO/Tb AKOCTI
cepii, f03BIN HA
BWMNYCK Cepil:
Takepa ABCTpis
'M6X, ABCTpist;
KOHTPO/Ib AKOCTI
cepii: Jlebkopn
Epni
[JesenonveHt
NabopaTopis
NimiTen, Benvka
BpuTaHis;
KOHTPO/Tb AKOCTI
cepi:
"CTepubHiCTL"
Ta
"BakTepiasibHi
€HA,0TOKCUMHN™:
Bikxem
Nab6opaTtopi3
Nimiten, Benvka
BpuTatis;
KOHTPO/b AKOCTI
cepii:
"BusHaueHHsA
3B'A3yBaHHA"
Yapnb3 Pisep
NabopaTopis
HimeuyunHa
m6X,
HimeyumnHa;
BMPOBHULITBO
'N13, KOHTPO/Ib
SIKOCTI cepii,

JocnigpkeHb 3 6e3neky 3acToCyBaHHsA
nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iIKEHb,
npoBeAeHnX BignoBigHO 40 niaHy
negiatpuyHux gocnimpkern (PIP)
(3MiHy y3rokeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoMm)
3MiHN BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS /TiKkapCbKoro
3acoby a0 po3ainis "OcobmBOCTi
3actocyBaHHs", "MobiuHi peakwji"
BiANOBIAHO [0 OHOBMEHOT iHchopmaLii
3 6e3nekun Ajtoyol pevyoBUHN.
BBefeHHs 3MiH NpoTArom 6-T MicauiB
nicns 3aTBepaKeHHs
3MiHu 1l TUny - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHM y KOpOTKili
XapakTepucTuL nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpyKLi Ans
MeANYHOr0o 3aCTOCYBaHHS y 3B'A3KY i3
HOBUMM JaHUMU 3 AKOCTI,
OOKTIHIYHUMM, KNIHIYHUMW aHUMK Ta
JaHvMK 3 chapmakoHarnsgy. 3miHm
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby Ao
po3ginis "OcobamBoCTi
3acTocyBaHHA", "Mo6iuHI peakuii”
LLIOA0 OHOBJ/IEHHS pe3ynbTarTis
KNiHIYHOro AocnimpKeHHs. BBeAeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEpPAKEHHS. B mexax 3MiHn
HagaHo oHossieHwid MYP, Bepcis 9.0.
Pestome MYP Bepcis 9.0 gofaetbesa
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
nepBuHHe
nakyBaHHS:
Takepa
dapmachboTikan
Komnawi f1T4,,
Xikapi nnaHT,
AnoHis
92. | ECMEPOH® rocuroniu poKypoHito | MO3A po34nH Ans Mepk Lseiuapi | BupobHuutso in | Higepna BHECEHHS 3MiH 0 peecTpaviintHmx 3a He UA/7719/01/01
m bromide | 6pomig, Co09 iH'ekyjn, 10 Wapn i A bulk, Haw/ marepianis: 3miHu | Tuny - 3miHn peyenmo | nionse
Mmr/mn; no 5 Joym nepsuHHe/BTOpPY | Himeyun Loao 6e3nekn/edpeKTMBHOCTI Ta M ae
mn (50 mr) y IOEA HHE NakyBaHHs, Ha/ hapmakoHarnsgy. 3miHa y KopoTkili
dnakoHi; no X KOHTPO/Ib SAKOCTI Cnosau XapakTepucTuLi nikapcbkoro 3acoby,
10 donakoHis y Ta BMNYyCK cepil: ynHa TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
KapTOHHiiA H.B. OpraHoH, MeAMYHOro 3aCTOCYBaHHA Ha niacTasi
Kopoo6Li HigepnaHgu; perynsipHo OHOB/IOBAHOTO 3BiTY 3
Bupo6HMUTBO in 6e3nekun nikapcbkoro 3acoby, abo
bulk, nepBuHHe pocnipkeHb 3 6e3nekn 3acTocyBaHHS
nakyBaHHs Ta nikapcbKoro 3acoby B
KOHTPO/b AKOCTI: nicnspeecTpauiiHnii nepiog, abo sk
Cirdppig pes3ynbTaT OLiHKM 3BITY 3 AOCAIAKEHD,
XamenbH MM6X, npoBeAeHVX BigNoBigHO 40 NAaHy
HimeuuunHa; negiatpuyHux gocnimxkeHb (PIP)
AnbTepHaTUBHU (3MiHy y3rokeHO 3 KOMMNETEHTHUM
1 KOHTPO/b YNOBHOB&XEHNM OpraHoM) 3MiHu
AKOCTi: XamenbH BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
pfac c.p.o., 3acTocyBaHHS Nikapcbkoro 3acoby Ao
CnoBayunHa; po3ginis "Ocob6MBOCTI 3aCTOCYBaHHS"
[o3Bin Ha Ta "MobiuHi peakuii" BignoBigHO A0
BUNYCK cepil: OHOBNEHOT iHhopMaLi 3 6e3neku
Mepk Wapn i 3aCTOCYBaHHS Ajil040i PEeYOBUHM.
Joym B.B., TepMiH BBEEHHS 3MiH - NPOTATOM 6
Higepnavamn MiCALB Nicaa 3aTBepAKEHHSA
93. | ECUMHOBA lysine ecuuHoBa - NMOPOLLOK NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnx - UA/9734/01/01
CiNb 2,6 - cinb 2,6 - (cybeTaHuis) y | "Tanuuda "Tannudapm" mMaTtepianis: 3miHu | TUNY - 3MiHK 3
AIAMIHOTEK AiamiHorek 6aHkax ans pm" akocTi. A®l. Cuctema
CAHOBOI CaHoBOI BMPOGHMLTBA KOHTelHep/3aKynoptoBasibHMI 3aci6.
KNCcnotun Kucnotu CTEPUIIBHUX 3miHa y 6e3nocepeHiit ynakosui AdI
NiKapCbKnx (iHLLi 3MiHW)
copm BHECEHHS 3MiH Bif0yBaETbCS Yy

peecTpaLiiiiHe focbe cybeTaHLji
EcumnHoBa cinb 2,6-giaMmiHorekcaHoBoi
KMCAOTK, NOPOLLIOK (Cy6CTaHuis), y
po3gin 3.2.S.6 "Cuctema
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
KOHTelHep/3aKynoptoBasibHuiA 3aci6, a
came: BUTyYEeHHAM KOHKPETHOT
KiNIbKOCTi cy6CTaHLji B 6aHLi,
noB'A3aHe 3 BapiaTVBHICTIO BUXOAY
roToBOT NPOAYKLi, NpU LbOMY BUXif
NPOAYKUIT 3a/IMLLAETLCA y Mexax
3aTBEPMKEHNX BUMOT AOKYMEHTALI.
K HacNiJoK BHOCATLCA BIAMNOBIAHI
3MiHM A0 p. «YnakoBka» MKA /13.
3aTtBeppxeHo: Mo 0,25 kr abo 0,5 kry
6aHKN CKISHI 3aKpUTi KpULWKamn.Ha
6aHKu HakNewTb
eTMKeTKy.3anponoHoBaHO:Y 6aHku
CK/SIHI 3aKpUTi KpuLLKamu.Ha 6aHku
HaKewTb eTUKETKY.
94. | ETEPIKOKC etoricoxib eTopukokc | MO1A | Tabnetkw, MicTtpan AHrniA CiHTOH XicnaHis, IcnaHis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a He UA/19770/01/01
no6 HO5 BKPWUTI Kenitan C.J. mMaTtepianis: 3miHu | Tuny - peuyenmo | nionsie
NAiBKOBOO MeHexm AOMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BK M ae
060/10HKOIO MO eHT nikapcbKoro 3acoby.
30 mr,no 7 NimiTen 3MiHM BHECEHO LLO0A0 HAa3BU
Tabnetok y nikapcbKoro 3acoby.
6nicTepi; no 1 3arBepoKeHo:
a6o 4 ETOPVKOKCWB-BICTA
6nictepu B (ETORICOXIB-VISTA)
nauuj 3anponoHoBaHo:
ETEPIKOKC
(ETERICOX)
BBefeHHs1 3MiH NpoTAroM 6-t1 micAuis
nicns 3aTBepKEeHHS.
95. | ETEPIKOKC etoricoxib eTopukokc | MO1A | Tabnetku, MicTtpan AHrnis CiHTOH XicnaHis, IcnaHis BHECEHHS 3MiH 40 peecTpauiiHnx 3a He UA/19770/01/02
16 HO5 BKPWUTI Kenitan C.J. mMartepianis: 3miHu | Tuny - peuyenmo | nionse
nNiBKOBOO MeHemxm ALMIHICTPaTUBHI 3MiHW. 3MiHa Ha3BK M ae
060/10HKOI0 MO eHT NiKapcbKoro 3acooy.
60 mr, no 7 Nimiten 3MiHV BHECEHO 010 Ha3Bu
Tabnetok y nNikapcbKoro 3acoby.

6nictepi; no 1
a6o 4
6nictepu B
nauuj

3arBepoKeHo:
ETOPUNKOKCWB-BICTA
(ETORICOXIB-VISTA)

3anponoHoBaHo:
ETEPIKOKC
(ETERICOX)
BBeAeHHs 3MiH MPOTAroM 6-Tn MicsAuiB
nicnsi 3aTBepAXeHHS.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
96. | ETEPIKOKC etoricoxib eTopukokc | MO1A | Tabnetkw, Mictpan AHrnis CiHTOH XicnaHis, Icnanis BHECEHHS 3MiH A0 peecTpaviiHmx 3a He UA/19770/01/03
1o HO5 BKPWUTI Kenitan C.J. mMaTtepianis: 3miHu | Tuny - peuyenmo | nionsie
nAiBKOBOO MeHexm ALMiHICTpaTUBHI 3MiHN. 3MiHa Ha3BK M ae
060/10HKOI0 MO eHT nikapcbKoro 3acoby.
90 mr, no 7 NimiTen 3MiHM BHECEHO LLOA0 Ha3BU
Tabnetok y nikapcbKoro 3acoby.
6nicTepi; no 1 3aTBepaKeHo:
a6o 4 ETOPVKOKCWB-BICTA
6nictepu B (ETORICOXIB-VISTA)
naui 3anponoHoBaHo:
ETEPIKOKC
(ETERICOX)
BBefeHHs1 3MiH NpOTArom 6-T MicALiB
nicns 3aTBepAKEeHHs.
97. | ETEPIKOKC etoricoxib eTopukokc | MO1A Tabnetku, MicTtpan AHrnisA CiHTOH XicnaHis, IcnaHis BHECEHHS 3MiH 4O peecTpavLiiHnx 3a He UA/19770/01/04
16 HO5 BKPWUTI Kenitan C.J. mMartepianis: 3miHu | Tuny - peyenmo | nionse
NNiBKOBOIO MeHemxm AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BK M ae
060/10HKOI0 MO eHT nikapcbKoro 3acoby.
120 mr, no 7 Nimiteq 3MiHM BHECEHO LW0A0 Ha3Bu
TabneTok y NiKapcbKoro 3acooby.
6nicTepi; no 1 3aTBepaKeHo:
abo 4 ETOPVKOKCWB-BICTA
6nictepun B (ETORICOXIB-VISTA)
nauui 3anponoHoBaHo:
ETEPIKOKC
(ETERICOX)
BBefeHHst 3MiH NpoTArom 6-T MicauiB
nicnsa 3aTBepKEHHS.
98. | ETUIOCENT | ethanol eTaHon - po3unH 96 % TOB YkpaiHa MpAT "Bionik" Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHnx - UA/16123/01/01
96 inbulk: no1n, | «<MEAIKO martepianis: 3miHu | Tuny - 3MiHn
5n,10 0,20 n PH» Loao 6e3nekn/edpeKTMBHOCTI Ta
y KaHicTpax thapmakoHarnsgy. BeeneHHs abo
noniMepHmx 3MiHU [0 y3araslbHEHNX AaHnX Npo

cuctemy thapmakoHarnagy (BegeHHs
y3araslbHeHVX gaHunx npo cuctemy
thapmakoHarnagy, amiHa
yNOBHOBaXeHOT 0cobw,
BiNOBIAaANbHOI 3a 3[iiCHEHHS
thapmakoHarnsay; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asBHuka gns
3AilicHeHHA hapMakoHarnsgy B
YKpaiHi, KW BOHA BiAMIHHA Big
YNOBHOBaXEHOI 0cobH,
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
BigNoBiAa/IbHOI 3a 3[jACHEHHSI
thapMakoHarnsagy (Bkioyaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLeHHi MacTep-ghaiina cuctemu
thapmakoHarnagy). 3miHa
YNOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAaNbHOI 3a thapMakoHarnsg,
[litova pepakuin: BoTiHueBa
BaneHTnHa MukonaisHa.
MponoHoBaHa pegakuis: Maxapyk IHHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
[AaHVX YNOBHOB&XeHOI 0co6u
3as1BHYIKA, BignoBiga/bHOT 3a
thapmakoHarnag. 3miHa micus
3[iACHEHHST OCHOBHOT AiSNIbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLLe3HaxX0MKEHHS1 MacTep-ghaiina
cucTemu chapmakoHarnagy. 3miHa
3agBHuka /13 (MIBIM) (BnacHuka
peecTpauiiiHoro nocig4eHHs) (3rigHo
Haka3zy MO3 Big 23.07.2015 Ne 460).
3MiHa 3asBHYMKa (BNacHuKa
peecTpauiiiHoro nNocBigYeHHsy). 13 n.
17. IHWE TekcTy MapKyBaHHs
NepBUHHOT YNaKoBKM TiKapCbKOro
3acoby Buy4eHo iHgopmaLito Wwoao
NI0roTUNY 3asiBHUKA.
99. | ETUNOCENT | ethanol eTaHon DO8A pPO34rH 96 %, TOB YkpaiHa MpAT "bionik" Ykpaina BHECEHHS 3MiH 0 peecTpaLiitHmx 3a He UA/16122/01/01
96 X08 no 100 mny «MEAIKO martepianis: 3miHu | TUny - 3MiHK peyenmo | nionse
hnakoHax PH» oo 6e3nekn/edhekTMBHOCTI Ta M ae
CKNsAHKX, no 1 thapmakoHarnsgy. BeefeHHa abo
n,s5ny 3MiHU [0 y3ara/lbHEHNX AaHnX Npo
nasLwkax cucTemy chapmakoHarnsgy (BBefeHHs
CKNsAHKX, no 1 y3ara/ibHeHNX JaHnx Npo cucTemy
n,5n,10n, thapmakoHarnagy, amiHa
20ny YMOBHOBaXXEHOI 0CcOo6M,
KaHicTpax BiANOBiAa/IbHOI 32 3MjACHEHHSI
noniMmepHmx thapmakoHarnsay; KOHTaKTHoi 0cobm 3

thapmakoHarnsgy 3asiBHUKa ans
3[jificHeHHs1 hapMakoHarnsay B
YKpaiHi, AKLW0 BOHa BiAMIHHA Bif
YMOBHOBaXXEHOI 0Cc0o6H,
BiANoBiAa/IbHOI 3a 3MjiCHEHHSsI
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

thapmakoHarnagy (Bkouakum
KOHTaKTHI faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsagy). 3miHa
YMNOBHOBA&XEHOT 0CO6M 3as1BHYIKA,
BiANOBiAabHOI 3a thapmakoHarnsg,
[itoua pepaxuis: BoTtiHueBa
BaneHTHa MukonaisHa.
MponoHoBaHa pegakuis: Maxapyk IHHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
[aHuX yrnoBHOBaXKEHOT 0co6u
3a8BHMKa, BiANOBIA&IbHOI 3a
thapmakoHarnag. 3miHa Micus
3[iACHEHHS1 OCHOBHOT AisiNIbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLie3HaxoMKeHHs1 macTep-gainna
cucTemMu chapmMakoHarnsgy. 3miHa
3asBHuka /13 (MIBM) (BnacHuka
peecTpauiiHoro nocig4eHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460).
3MiHa 3asiBHMKa (BNnacHuKa
peecTpavuiiHoro nocBig4eHHs). Y
3B'AA3KY 3 LM i3 IHCTPYKLiT oNs
MeLMYHOro 3aCTOCYBaHHS NMiKapCbKOro
3aco6y BUyYeHO po3ainuv "3asBHuK"
Ta "Micue3HaxomKeHHs 3as8BHMKA". I3
n. 17. IHWE TekcTy MapKyBaHHs
NepBUHHOT YNaKoBKM TiKapCbKOro
3acoby Buy4eHo iHgopmaLito Wwoao
NI0roTUNY 3asiBHUKA.

100.

ETCET®

atorvastati
n

aTtopsacTa
TUH
KauibLito

C10A
AO5

Tabnetku,
BKPWUTI
060/10HKOI0,
no 10 wmr, no
14 TabneToK y
6nicTepi; no 2,
abo no 4, abo
no 6 6nictepis
Y KapPTOHHIi
ynakoBLj

TOB
"KYCYM"

YKpaiHa

TOB "KYCYM
PAPM", YkpaiHa
abo
TOB "KYCYM",
YkpaiHa

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
mMaTtepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
3anBHUKa (BNacHUKa peectpauiiHoro
noceigyeHHs). 3MiHa HaliMeHyBaHHS
3aaBHUKa (BNacHUKa peectpauiiHoro
NnoCBiAY€EHHS), 6€3 3MiHW PUANYHOT
ocobu. TepmiH BBEAEHHSA 3MiH
npoTarom 12 micauis nicns
3aTBEpPMKEHHS. 3MiHK | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus

3a
peyenmo
]

He
nionsie
ae

UA/9658/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

NPOBaPKEHHS AISNbHOCTI
BMpPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOUaum
OinbHWL BUMYyCKy cepii abo micue
NpoBeeHHS KOHTPO/O AKOCTI.
(@isnbHicTb, 3a AKy BignoBifae
BMPOGHUK/iIMNIOPTEp, BK/IKOYAKOUM
BUMNYCK cepiit). 3mMiHa HaliMeHyBaHHS
BMPOGHMKA, 6e3 3MiHM Micus
BMPOGHMLTBA. 3MiHW BHECEHO B
po3ain "BupobHUK" B IHCTPYKLiO Ans
MEJMYHOIO 3aCTOCYBaHHS y 3B'A3KY 3i
3MiHOI Ha3BM BUpo6HUKa 3 TOB
«[NEAPAPM NTA» Ha TOB
«KYCYM>» 6e3 3miHn agpecu micus
NPOBaXEHHS AiS/IbHOCTI Ta K
HacnifloK - y TeKCT MapKyBaHHS
yNakoBKU NikapcbKoro 3acoby. TepMiH
BBE/EHHSA 3MiH MpoTAroM 12 micsuis
nicns 3aTBepKEeHHS.

101.

ETCET®

atorvastati
n

aropsacTta
TVH
KasibLito

C10A
A05

TabneTtku,
BKPWUTI
060/10HKOI0,
no 20 mr, no
14 Tabnetok y
6nicTepi; no 2,
abo no 4, abo
no 6 6nictepis
Y KapTOHHil
ynakoBLi

TOB
"KYCYM"

YkpaiHa

TOB "KYCYM
PAPM", YkpaiHa
abo
TOB "KYCYM",
Ykpaina

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: 3miHu | Tuny -
AAMIHICTpaTMBHI 3MiHU. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecu
3aaBHUKa (BNacHUka peectpauiiHoro
nocBifyeHHs). 3MiHa HaliMeHyBaHHS
3as1BHMKA (B/1acHVKa peecTpaLiiiHoro
nocBigYeHHs), 6e3 3MiHW pPUANYHOT
ocobu. TepmiH BBeEeHHS 3MiH
npoTsArom 12 micauis nicns
3aTBepPMKEHHS. 3MiHM | TUny -
AAMIHICTpaTMBHI 3MiHU. 3MiHa
HalilmMeHyBaHHs Ta/abo agpecy Micus
NPoBapPKEHHA AiS/IbHOCTI
BMpPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOUaum
OinbHWLU BUNYycKy cepii abo micue
NpoBeeHHS KOHTPO/O AKOCTI.
(@isnbHiCTb, 3a AKy BignoBifae
BMPOGHUK/iMNIOpPTEp, BK/IKOYAKOUM
BUMNYCK cepiit). 3mMiHa HaliMeHyBaHHs
BMPOGHMKa, 6€3 3MiHM Micus
BMPO6HMUTBA. 3MiHV BHECEHO B

3a
peyerimo
M

He
nionsie
ae

UA/9658/01/02
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
po3ain "BMpo6HMK" B IHCTPYKLi0 Ans
MeAMYHOr0o 3aCTOCYBaHHS y 3B'A3KY 3i
3MiHOK Ha3BW BUPO6HMKa 3 TOB
«MMEAPAPM NTO» Ha TOB
«KYCYM>» 6€e3 3MiHM agpecu micusa
NPOBaZ)KEHHS AISSIbHOCTI Ta 5K
HacnifloK - y TeKCT MapKyBaHHS
ynaKkoBKU fikapcbKoro 3acoby. TepMiH
BBEAEHHS 3MiH npoTaroM 12 micsauis
nicns 3aTBepKeHHs.
102. | ETCET® atorvastati | atopsacta | C10A Tabnetku, TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a He UA/9658/01/03
n TUH A05 BKpWUTI "KYCYM" PAPM", YkpaiHa MaTtepianis: 3miHu | Tuny - peyenmo nionsie
KasnbLito 060/10HKOI0, abo AOMIHICTpaTUBHI 3MiHW. 3MiHa M ae
no 40 wr, no TOB "KYCYM", HalilMeHyBaHHs Ta/abo agpecu
14 TabneToK y YkpaiHa 3as1BHMKA (B/1acHVKa peecTpaLiiHoro

6nicTepi; no 2,
abo no 4, abo
no 6 6nictepis
Y KapTOHHIl
ynakoBLi

noceigyeHHs). 3MiHa HaliMeHyBaHHS
3aaBHUKa (BNacHUKa peectpauiiHoro
nocBigyeHHs), 6e3 3MiHN pPUANYHOT
ocobu. TepmiH BBEAEHHS 3MiH
npoTarom 12 micAauis nicns
3aTBEPAKEHHSA. 3MiHM | TRy -
AIMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecy Micus
NPOBaKEHHS AiSSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIYaum
AinbHWL BUNYcKy cepii abo micue
NpOBefEeHHS KOHTPO/O AKOCTI.
([isnbHICTb, 3a Ky BignoBifae
BMPOGHUK/IMNIOPTEp, BKIKOYAKOUM
BWMNYCK cepiit). 3mMiHa HaliMeHyBaHHS
BUPOGHMKA, 6€3 3MiHW Micus
BMPOGHMLTBA. 3MiHWN BHECEHO B
po3ain "BMpo6HMK" B IHCTPYKLi0 Ans
MeJMYHOr0 3aCTOCYBaHHS y 3B'A3KY 3i
3MiHOK Ha3BW BUPO6GHMKaA 3 TOB
«FNEA®APM NTA» Ha TOB
«KYCYM>» 6€e3 3MiHM agpecu micus
NPOBaZ)KEHHS AISSIbHOCTI Ta 5K
HacnifloK - y TeKCT MapKyBaHHS
ynaKkoBKU fikapcbKoro 3acoby. TepMiH
BBEAEHHSA 3MiH npoTaroM 12 micsuis
nicnsa 3aTBepKEHHS.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
103. | ETCET® atorvastati | atopsacta | C10A TabneTku, TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH A0 peecTpaviiHmx 3a He UA/9658/01/04
n TWH AO5 BKPWUTI "KYCYM" PAPM", YkpaiHa mMaTtepianis: 3miHu | Tuny - peuyenmo | nionsie
KanbLijto 060/10HKOI0, a6bo AAMiHICTpaTUBHI 3MiHW. 3MiHa M ae
no 80 wr, no TOB "KYCYM", HalilmeHyBaHHs Ta/abo agpecu
14 TabneTok y YkpaiHa 3asiBHUKA (BN1acHUKa peecTpaviiiHoro
6nicTepi; no 2, noceigyeHHs). 3MiHa HaliMeHyBaHHS
abo no 4, abo 3asBHUKa (BNacHUKa peecTpaviiniHoro
no 6 6nictepis NnocBig4eHHs), 6e3 3MiHN PUANYHOT
Y KapPTOHHIi ocobu. TepmiH BBEAEHHSA 3MiH
yMakoBLi npoTsArom 12 micauis micns
3aTBEepPMKEHHS. 3MiHU | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy MicuA
NPOBaPKEHHS AISNIbHOCTI
BMPOGHMKa/imnopTepa rotosoro
nikapcbKoro 3acoby, BK0YaK4n
OinbHUL BUNYCKY cepii abo micue
NpOBELEHHSA KOHTPOJTIO SKOCTI.
(@isnbHicTb, 3a AKy BignoBifae
BUPOGHMK/IMMIOpTEpP, BKIOYA0UU
BWMNYCK Cepiit). 3MiHa HaliMeHyBaHHS
BMPOGHMKa, 6€3 3MiHM Micus
BUPOGHMUTBA. 3MiHV BHECEHO B
po3ain "BMpo6HMK" B IHCTPYKLiO Ans
MeAMYHOr0o 3aCTOCYBaHHS y 3B’A3KY 3i
3MiHO Ha3BW BUPO6HMKA 3 TOB
«TNEA®PAPM NTA» Ha TOB
«KYCYM>» 6e3 3miHn agpecu micus
NPOBaPKEHHSA AISSIbHOCTI Ta 5K
HacnifoK - y TEKCT MapKyBaHHS
yMakoBKU NikapcbKoro 3acoby. TepMiH
BBEJEeHHS 3MiH NpoTsArom 12 micauis
nicns 3aTBepmAKeHHs.
104. | EBPOMNEHEM | meropene | meponeHe | JO1DH | nopoluok gns €Bpo Benvka EliCiEc [o6dap ITania BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/9945/01/02
m My 02 pO34nHy ons Naiidokep BpuTaHis C.N.A. matepianis: 3miHu Il Tuny - 3MiHu 3 peuyenmo
Tpurigpat iH'ekyin no 1,0 nrp, AkocTi. A®l. BUpo6HMLTBO (iHLLI 3MiHW) M
r; 1 a6o 10 oHoBsieHHs1 DMF Big, Bupo6Huka Adl.
hnakoHIB 3 3arBepaxeHo: DMF version AP S0002
NOPOLLKOM Y dated November 2019.
KapTOHHIl 3anponoHosaHo: DMF version AP
KopoobLi S0005 dated January 2024 from ACS
DOBFAR S.p.A.
105. | EBPOMNEHEM | meropene MeponeHe | JO1DH | nopollok ans €8po Benuka ENCiEc fJo6dap ITanis BHECEHHS 3MiH 10 peecTpaLiiH1X 3a UA/9945/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
m My 02 PO34unHy Ans Naiidokep BputaHis C.N.A. matepianis: 3miHu Il Tuny - 3miHKW 3 peyenmo
Tpurigpat iH'ekyit no 500 nrp, AKOCTi. A®l. BUpO6HMLTBO (iHLWI 3MiHW) M
mr; 1 a6o 10 oHosrnieHHss DMF Big, BupobHuka Adl.
b1aKoHIB 3 3aTtBeppxeHo: DMF version AP S0002
NOPOLLKOM Y dated November 2019.
KapTOHHIi 3anponoHosaHo: DMF version AP
Kopoo6Li S0005 dated January 2024 from ACS
DOBFAR S.p.A.
106. | XXOBYOrIHH - LMUHY AO5A 36ip, no 50 ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx 6e3 UA/2476/01/01
nin 36IP niLaHoro X nauui 3 dapmaues $apmaueBTUYHA martepianis: 3miHu | TUny - 3MiHn peyenma
KBITKM BHYTPILLHIM TMYHa habpuka wofo 6e3nekn/edekTMBHOCTI Ta doap-
(Helichrysi nakeTom; rno habpuka "Biona" MakoHarnsgy (iHLwi 3miHw)
arenarii 1,51y inbTp- "Biona" OHOBJIEHHA TEKCTY MapKyBaHHS
flos); nakeri; no 20 BTOPVHHOI YNaKoBKM /iKapCbKOro 3a-
606iBHMKA inbTp- coby, a came: BUyYEHO Ha3BY
TpuancTor nakeTis y NiKapCbKoro 3acoby pPoCiiCbKOo
0 nmcTs naui MOBOIO Ta BHECEHHS pefakLiiHNX
(Menyanth npasok no Tekcty (eCTD Bepcia
idis 0000). TepmiH BBELIEHHS 3MiH -
trifoliatae npoTsrom 6 micsuis nicns
folium); 3aTBEpPKEHHS.
M’'ATU
nepuesoi
nmcTa
(Menthae
piperitae
folium);
KopiaHapy
nnoau
(Coriandri
fructus)—
20r
107. | 3APCIO® filgrastim goinrpactn | LO3AA | po3unH gnis CaHpo3 ABCTpIst BignoBigasibHWin | Himeuun BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/12447/01/02
M 02 iH'exuili abo 6X 3a Ha/ MaTepianis: TexHi4yHa nomuska (3rifHo | peyernmo
iHdpy3iit, 48 BMPOGHULITBO, AscTpist Haka3y MO3 Bif 23.07.2015 Ne 460) M
miH Of/0,5 nepsuvHHe BunpaBnieHHs TEXHIYHOI MOMW/IKN
mn, no 0,5 mn nakyBaHHs, ponyueHoi B MKA N3 (3aTBepaxeHi
pO34mnHy B KOHTpONb cepii: Hakaszom MO3 Ykpainu Bif 26.09.2025
nonepegHL0 A i Ti Ne 1493), a came: nig Yac NpoBefeHHs
3arnoBHeHOMy Bionorika M'm6X, npoueaypu BHECEHHS 3MiH, Y 3MiHaxX
wnpui, HimeuumnHa,; [o MKA ans o6ox fosysaHb /13y
OCHaLEeHOoro NOBHWIA UMK crneundikauii npu Bunycky cepii
NOPLUHEM, BMPOGHMLITBA: NOMWIKOBO 6YB NponyLLeHuii
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
iH'eKLiiHOI0 HoBaprTic napameTp creumndikaii "BakTepiasibHi
ronKolo, dapmacbioTikan €HA,0TOKCUHKN"
KOBMaykoMm Ta MaHyhakTypiHr
3aXVCHUM 'm6X, ABCTpis;
NPUCTPOEM BUNYCK cepil:
ans CaHpos 'mbX -
3anobiraHHs Bupo6Huya
MOLUKOZKEHHS AinbHnuA
roMKOIo nicns AcenTnyHi
3aCTOCyBaHHS, Nikapcbki
y 6nicTepHii 3acobu
ynakosuj; no 1 LWadTeHay
abo 5 (AcenTnuHi
6nicTepHmx N3L), AscTpis
yNakoBOK B
KapTOHHIl
Kopoobui
108. | SAPCIO® filgrastim cinrpactn | LO3AA | po3unH ans CaHpo3 ABcCTpist BignosiganbHuii | Himeyun BHECEHHS 3MiH 0 peecTpavinHmx 3a UA/12447/01/01
M 02 iH’exuili abo 6X 3a Ha/ MaTepianis: TexHi4yHa nomuska (3rigHo | peyernmo
iHdpysii, 30 BUPOBHMLTBO, ABCTpist Haka3y MO3 Big 23.07.2015 Ne 460) M
mnH Of1/0,5 nepBuHHe BunpaBneHHs TeXHIYHOT MOMUIIKK
m, no 0,5 mn nakyBaHHs, ponyuieHoi B MKA 13 (3aTBepaxeHi
pPO34MHYy B KOHTPO/b cepil: Hakasom MO3 Ykpainu Big 26.09.2025
nonepegHL0 Al [ii Ti Ne 1493), a came: nig yac npoBeAeHHs
3arnoBHeHoOMy Bionorika M'm6X, npoueaypu BHECEHHS 3MiH, Y 3MiHaxX
npui, HimeuuunHa; 0o MK ansa o6ox gosysaHb /13 'y
OCHalleHoro NOBHUIA LKA cneuudikaLii npm BUNycKy cepii
MOpLUHEM, BMPOGHMLITBA: NoMWAKOBO ByB NPONyLLEeHN
iH'eKLiliHOO Hosapric napameTp cneuudikauii "BakTepiasibHi
ro/iKoto, dapmacbtoTikan €HA0TOKCUMHN"
KOBMa4koMm Ta MaHydakTypiHr
3aXUCHUM 'M6X, ABCTpIst;
NPUCTPOEM BWMNYCK Cepil:
ons CaHpo3 M'M6X -
3anobiraHHA Bupo6Huya
NOLLKOKEHHS AinbHUUA
TOJIKO0 nicns AcenTuyHi
3acTOCyBaHHS, Nikapcbki
y 6AicTepHin 3acobu
ynakosui; no 1 WadteHay
abo 5 (AcenTunyHi

6nicTepHux
yNakoBOK B

N3LW), AscTpis
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH gionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
KapTOHHIl
KOpOO6LIiO34MH
ONs iH'eKuin
109. | 3EPLENAK trastuzum Tpactysym | LO1F NOpPOLUOK ANA Akkopa IcnaHis Bignosiganobhuii | Monblua BHECEHHS 3MiH 0 peecTpaLiitHmx 3a He UA/21055/01/01
ab ab D01 KOHUEeHTpaTy Xenckea 3a BUMYCK cepii: / mMartepianis: 3miHu | TUny - 3MiHK peuyenmo | nionsie
0151 PO3UMHY C.JY. Akkoppg, Xenckea Kuraii/ LoAo 6e3nekn/edpeKTBHOCTI Ta M ae
Ons iHdy3il, Moncka Cn. 3 IHais/ thapmakoHarnsgy. BeegeHHs abo
no 150 wr, 0.0. Cknap, Benuka 3MiHUW [0 y3arasibHeHUX JaHuX Npo
no 150 mry Imnoprepa, BputaHi | cuctemy dapmakoHarnsgy (BBegeHHs
chnakoHi, no 1 MonbLya; al y3arasibHeHUX JaHnx Npo cucTemy
hnakoHy y Bupo6bHmuTBO IcnaHis thapmakoHarnagy, amiHa
nauui nikapcbkoro yNOBHOBaXeHOT 0cobwm,
3acoby, BiANoBiAa/bHOI 3a 3MjACHEHHSI
nepBuHHe thapmakoHarnsay; KOHTaKTHoi 0cobm 3
nakyBaHHs, thapmakoHarnsgy 3asiBHUKa ans

KOHTPO/b AKOCTI:
LLlaHxai XeHniyc
BiochapmacbloTik
an Ko., Jta.,
Kutaii;
Brpo6HMLUTBO
NiKapcbKoro
3acoby,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI:
IHTac
dapmachbioTikan
¢ Nimiteq, Ingjs;
BTopuHHe
nakyBaHHs:
AKKoppg, Xernckea
Nimiten, Benuka
BpuTaHis;
BTopuHHe
naKkyBaHHs:
CuHonTus
IHgacTpian Cn. 3
0.0., Monbua;

3[jificHeHHs1 hapMakoHarnsay B
YKpaiHi, AKWwo0 BOHa BiAMIHHA Bif
YMOBHOBaXXEHOI 0CcOo6M,
BiANOBiAa/bHOI 3a 3MjACHEHHSI
hapmakoHarnsay (Bkirouatoum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsgy) 3MiHa KOHTaKTHUX
[AaHVX KOHTaKTHOI 0Co6M 3asBHYKa,
BiANOBIAa/IbHOT 3a hapmakoHarnsg B
YkpaiHi. 3miHu | TMny - 3MiHK Woa0
6e3nekn/eeKTNBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpoTKili
XapakTepucTuL nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeZMYHOro 3aCTOCyBaHHA
reHepuyHMX/ribpuaHnx/6ionodibHMX
niKapcbknx 3acobiB nic/1si BHECEHHS
Tiel camoi 3MiHWN Ha pedhepeHTHW
npenapar (3miHa He noTpebye
HafaHHS XXOAHWNX HOBUX AOAATKOBUX
AaHunx) 3MiHW BHECEHO A0 IHCTPYKL,i
0151 MeNYHOrO 3aCTOCyBaHHS
NikapcbKoro 3acoby y po3gin
"Ocob6nMBOCTI 3aCTOCYBaHHSA"

KoHTpO/b BiA4NoBigHO A0 iHchopmal,i Wwoao
akocTi: KIMOC, Me[MYHOro 3acTocyBaHHA
C.J1., IcnaHisa pediepeHTHOro /likapcbKoro 3acoby




132

Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
(Herceptin 150 mg powder for
concentrate for solution for infusion).
BBefeHHs 3MiH NpoTArom 6-T MicsauiB
nicns 3aTBepAKeHHs
110. | SOPEHO3UA | Zofenopril | 3oceHonp | C09B Tabnetku, TOB YkpaiHa BUPOBHMLTBO, MopTtyra BHECEHHS 3MiH 0 peecTpaviintHmx 3a UA/20921/01/01
and un Al15 BKPUTI "ACIHO nakyBaHHs, nis marepianis: 3mMiHu | Tuny - 3MiHM 3 peyenmo
diuretics KauibLito NNiBKOBOIO YKPAIHA" KOHTPO/1b AKOCTI AKocTi. A®l. KoHTponb A®I. 3miHa y M
Ta 060/10HKOI0, Ta BunNycK cepii mMeToAax BunpobysaHHa APl abo
rigpoxnop no 30 mr/12,5 NiKapcbkoro BUXIAHOTO MaTepiany/MpoMiXKHOro
Tiasug mr; no 14 3acoby: npoayKTy/peareHTy, Wwo
TabneToky Bnydapwma - BMKOPUCTOBYETLCA Y MpoLeci
6nicTepi; no 2 IHaycTpia BMPOGHMLTBA AD| (HE3HAYHI 3MIHN Y
6nictepn y dapmacbloTika, 3aTBEPMKEHNX MeToAaxX
KapTOHHii C.A. BMNPO6YBaHHs) BUPO6HMK 13
nauui Bnydapma - IHgycTpia ®apmacbioTika,
C.A., MNoprtyranisi, BHOCUTb 3MiHY
LLLOZI0 BU3HAYEHHS POo3noginy
YyacTMHOK 3a po3mipom (PSD) Al
rigpoxnopoTiasvuay BUpobHULTBa
UNICHEM LABORATORIES LIMITED,
IHAiSA, WO nonsrae y 3amiHi
aHaniTMYHoro o6nagHaHHA 3 Malvern
Mastersizer 2000 Ha Malvern
Mastersizer 3000 i3 BiANOBIAHUM
OHOBJIEHHAM METOAUKN
BUMNPOOYBaHHA. 3 METOI0 YCYHEHHS
HeBiANOBIAHOCTI YacTuHy 3.2.S, Wwo
cTocyeTbes Unichem, nepernsiHyTo:
3acTapiny cneumdikauito PSD
BU/TyYEHO 3i cneuudikadii Ha Adl, a
crneundikauito PSD i3 BCTaHOBNEHNMU
MeXxamu, onuc MeTogy Ta iioro
BaifaLjito nepeHeceHo Ao
BiAMNOBIAHMX PO34i/1iB HOBOCTBOPEHOT
yactuHu 3.2.S ans Bluepharma
111. | SOPETPOH ondansetr | oHgaHceT A04A TabneTku, dapmacai KaHaga BMPOBGHULITBO KaHapga/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/5762/01/02
on POH y AO01 BKPWUTI HC IHK. Hepo3ghacoBaHO NuTBa MaTtepianis: 3miHu | TUNy - 3MiHK 3 peyenmo
hopwmi 060/10HKOIO, ro NpoaykKTy, AKocTi. FOTOBMIA Nikapcbkuii 3aci6. Y]
oHAaHceT no8wmr, no5 nepBuHHE Ta 3MiHM Y BUPOGHMLTBI. 3amiHa abo
poHY TabneTok y BTOPWHHE BBE/leHHS A0AATKOBOI AiNbHUL
rigpoxnop 6nicTepi; no 2 nakyBaHHs, BMPOGHULITBA A1 YACTUHM abo BCbOro
nay 6nictepn y KOHTPO/b SIKOCTI, BMPOBGHNYOr0O NPoL,EeCy rOTOBOrO
aurigpaty KapPTOHHIMN BUNYCK cepil: nNiKapcbKoro 3acoby (AinbHuUA ans
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
KOpoo6Li dapmacaiiHc BTOPUHHOTrO NakyBaHHs). JloaaBaHHs
IHK., KaHaga; afbTePHATUBHOIO BUPOBHMKaA
BTOPVHHE BiANOBIAA/IbHOrO 3a BTOPUHHE
nakyBaHHS: nakyBaHHS: JINTOBCbKO-HOPBE3bKE
JInToBCbKO- 3AT Hopthayem (Byn. BitayTto 6,
HopBe3bke 3AT MyHiLmnaniTeT MiloHaBcbKoro paiioHy,
Hopdauem, MoHaBcbke Micbke CTapocTBo, M.
NutBa Monasa, LT-55175, /iuTtea) / Lietuvos
ir Norvegijos UAB Norfachema
(Vytauto g.6, Jonavos r. sav., Jonavos
miesto sen., Jonavos m., LT-55175,
Lithuania).
112. | IMIKEPAJEP imiguimod | imikBiMOZ, D06B Kpem, 50 mr/r; TOB YkpaiHa mi6e Mm6X Himeyuun BHECEHHS 3MiH 0 peecTpaviitHmx 3a UA/20899/01/01
M® B10 no 250 mr «MIBE ApuHaiimiTTens Ha marepianis: TexHiyHa nomunka (3rigHo | peyenmo
Kpemy B caiue; | YKPAIHA» Hakasy MO3 Big 23.07.2015 Ne 460) M

no 12 a6o no
24 cawe B
nauui

BUMPaB/IEHHA TEXHIYHOI NOMWUSIKA B
MK4. TexHiyHa nomunka (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460),
BUMNPaBIEHHA TEXHIYHUX MOMUMIOK
3rigHo n.2.4. po3giny VI Hakasy MO3
Ykpainu Big 26.08.2005p. Ne 426 (y
pegpakuii Hakazy MO3 YkpaiHu Bif
23.07.2015 p Ne 460), ponyLieHux npu
npoBefeHHi npoLeaypu peectpawi
(PN NeUA/20899/01/01; Haka3z MO3
Ykpaium Big 08.07.2025 p. Ne 1078) B
cneundikayii MKA M3 3a nokasHUKOM
«B'A3kicTb», @ came BUNpaB/ieHO
[0nyCcTUMI MeXi B'A3KOCTI B
CnevyudpikaLii Ha MOMEHT BUMNYCKY.
Takox BUMpPaB/IeHO TEXHIYHY
HeBIANOBIAHICTb Y uncpoBoMy
chopmaTyBaHHI NokasHuka «B'a3kicTb»
y crneundikauii Ha MOMEHT BUMYCKy Ta
Ha TepMiH npuaaTHOCTI, a came
3aMiHEHO HEKOPEKTHE BUKOPUCTaHHSA
KOMW SIK pO3[i/IbHUKa TUCAY Ha
cTaHAapTHe undypose No3HauyeHHs
6e3 po3ainbHuKa y undpoBux
3HaYeHHAM MokasHMKa «B'Aa3KiCTb».
3a3HayeHi BUNpaB/ieHHs
BiANOBiAalOTL MaTepiasiam
peecTpauiiHoro Aocbe.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
113. | IPUHOTEKAH | irinotecan ipnHoTeka | LO1 KOHLeHTpaT Akkopp, MonbLa BignoBigasibHMin | Monblua BHECEHHS 3MiH A0 peecTpaviiHmx 3a UA/19933/01/01
AKKOPJ, HYy CEO02 ons Xenckea 3a BUMYCK cepii: / MaTtepianis: 3miHu | TUNy - 3MiHK 3 peuyenmo
rigpoxnop NPUroTyBaHHsA Moncka AKKoppg, Xenckea IHpis/ AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. M
nay pPO34nHYy AN Cn. 3.0.0. Moncka Cn. 3 Benuka Cucrema
Tpurigpat iHdpysin, 20 0.0. Cknag BputaHi KOHTeliHep/3aKynopoBasibHWi 3aci6.
Mr/mMa no 5 mn Imnoprepa, al 3MiHa napameTpiB cneuudikawi
(100 wmr) abo MonbLa; Yropuu Ta/abo foNyCTUMUX MeX NePBUHHOT
no 15 mn (300 BMPOBHULITBO Ha yNakoBKW rOTOBOTO /iKapCbKOro
Mr) y donakoHi, nikapcbkoro 3ac006y (iHLUi 3MiHW) - OHOBMIEHHS P.
no 1 conakoHy 3acoby, 3.2.P.7 Cuctema koHTeliHep/
B nauuj nepBuHHE Ta 3aKynoproBasibHWIA 3acib, a came 3MiHa
BTOPVHHE rpaHNYHNX 3HaveHb cneuudikawii
nakyBaHHS, 4YEepPBOHOIO BifKWMAHOIO KOBMayka
KOHTPO/b AKOCTI: (rnmbuHa NoBHOro 610Ky, rMbuHa
IHTac NAacTVKOBOI KPULLIKK Ta AiameTp
dapmacbioTikan BHYTPILIHBOrO 06iaKa) y Specifications
c Nimiten, IHAais; of 20 mm flip off red seal (West-3767).
noparkose
BTOPVHHE
nakyBaHHS:
AKKOP[,
XEJICKEA
NIMITEA,
Benvka
BpuTatis;
CuHonTus
IHgacTpian Cn. 3
0.0., Monbua;
KOHTPO/b SIKOCTI:
BECCHIHI
Xanrepi KdoT.,
YropwuHa;
PAPMABANIA
nra.
Mikpo6ionoriyHa
nab6opaTopis,
YropuwmHa
114. | KANNIEHAYNN - KBITKM Ta DO3A HacTolika. no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaviintHmx 6e3 UA/7242/01/01
HACTOWKA KBITKOBI X 20 mn abo no dapmaves PapmaueBTUYHA marepianis: 3miHu | Tuny - 3miHn peyenma
KOLLVKM 25 mn, abo no TMYHa habpuka Loao 6e3nekn/edpeKTMBHOCTI Ta
Kanenayn 40 mn, abo no habpuka "Biona" hapmakoHarnagy (iHwi 3miHwn)
n 50 mny "Biona" OHOB/IEHO TEKCT MapKyBaHHSA
(Calendula hbriakoHax NEPBUHHOI Ta BTOPUHHOI YNakKoBKM
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
e flos) CKNSIHUIX, nikapcbkoro 3acoby (eCTD Bepcis
YKyNnopeHunx 0001), 30kpema BUTy4EHO

npobkamu Ta
Kpuwkamu abo
npo6kamu-
KpanenbHuus
MK Ta
KpyLLKamm; no
20 mn abo no
25mMny
hNakoHi
CK/ISHOMY,
yKyrnopeHomy
npo6koto-
KpanenbHuue
10 Ta
KpyLLKamm; no
1 chnakoHy B
nauuj 3
KapTOHy; Mo
40 mn a6o no
50 Mmny
hNakoHi
CK/ISHOMY,
yKyrnopeHomy
npo6koto-
KpanenbHuue
10 Ta KPULLKOIO
abo npobKoto i
KPULLIKOIO; Mo 1
h1akoHy B
nauui 3
KapTOHY; No
20 mn abo no
25 mn, abo no
40 mn, abo no
50 mny
hnakoHax
noniMepHuXx,
YKyMOpeHnx
npo6kamu-
KpanenbHuus
MU Ta

iHhopmaLito, 3a3HaYeHy poCiiCbKO
MOBOIO, 3 TEKCTY MapKyBaHHS!
BTOPWHHOT YNaKOBKM JliKapCbKOro
3acoby. BBefeHHA 3MiH NpoTsArom 6-tu
MicSLiB Nicns 3aTBEPAYKEHHS
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

KpyLLKamm; no

20 mn abo no

25 mn, abo no

40 mn, abo no

50 My

dnakoHi

noniMepHomy,

yKyrnopeHomy

npo6Koto-

KpanenbHuLe

10 Ta

KpWLLKOIO, no 1

h1akoHy B

nauui 3

KapTOoHY
115. | KAJIKBEHC acalabruti akanabpyt | LO1EL | Ttabnetkw, ACTPA3E LBeuis Brpo6HMUTBO, Lseuis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a He UA/19138/02/01

nib NHIBY 02 BKPWUTI HEKA Ab KOHTPO/b SKOCTI, martepianis: 3miHu | TUny - 3MiHK peuyenmo | nionsie
mManeat NNiBKOBOIO nepBuHHE Ta oo 6e3nekn/edhekTMBHOCTI Ta M ae

060/10HKOH, BTOPVHHE hapmakoHarnagy (iHwi 3miHu).

no 100 mr; no nakyBaHHs, 3MiHV BHECEHO B IHCTPYKLi0 AN

8 TabneTok, BUMYCK cepii: MEeAMYHOro 3aCTOCYBaHHS NiKapCbKoro

BKPUTUX AcTpa3eHeka 3acoby Ao po3gainy "MNo6iyHi peakuii™

NNiBKOBOIO AB, LBeLis; BiANOBIAHO A0 OHOBNEHOT iHChopMaLi

060/10HKOI, Y KoHTposnb {00 6e3nekn 3acTocyBaHHs

6nicTepi; no 7 AKOCTI: nikapcbKoro 3acoby. BBegeHHS 3MiH

6nictepiB y AcTpa3eHeka NPOTAroM 6-Tu MicALiB nicns

KapTOHHIf AB, LLiBewjs 3aTBepKEHHs. 3MiHK Il TMny - 3MiHn

Kopo6ui; no 10 Loao 6e3nekn/edpeKTMBHOCTI Ta

Tabnerok, hapmakoHarnsgy. 3miHu y

BKPUTUX TepaneBTUYHNX NOKa3aHHAX

N/1iBKOBOIO (nofaBaHHS HOBOrO TepaneBTUYHOIO

060/10HKOI0, Y
6nictepi; no 6
6nictepiB y
KapTOHHIi
Kopoo6Li

nokasaHHs abo 3MiHa y
3aTBEPAKEHOMY NMOKa3aHHI). 3MiHK
BHECEHO B iHCTPYKLi0 4719 MeANYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby Ao
po3ginis "MNoka3aHHa" (4ogaHo
nokasaHHs: "KankeeHc y cknagi
KOoMGiHOBaHOI Tepanii 3
6eHAaMyCTVIHOM Ta pUTyKCMMabom
(BR) nokasaHuii Ans nikyBaHHsA
[L0POCNNX NaUeHTIB, AKi paHille He
OTpUMyBasIn flikyBaHHS 3 MPUBOAY
MaHTIHOKNITUHHOI nimcpomn (MKN), i
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
AKUM He nokasaHa ayTosoriyHa

TpaHcnnaHTauis cToB6YpoBuUX KIITUH
(ATCK)") 3 BignoBigHNUMMN 3MiHaMKN y
posginax: "®apmakosoriyHi
BnactTusocTi" (Nigpo3ain
"®apmakoguHamika"), "OcobnmnBocCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs
Ta fo3mn", "To6iuHi peakuir”.
BBefeHHs 3MiH NpoTArom 6-T MicsauiB
nicns 3aTBepkKeHHs. B mexax 3miHun
OHOBJIEHO NaH ynpaBiHHA pUsnkamu
0 Bepcii 6.2. 3minu Il TUNYy - 3MiHN
Loao 6e3nekn/edpeKTBHOCTI Ta
hapmMakoHarnsagy. 3miHum y
TepaneBTUYHNX NOKa3aHHAX
(nofaBaHHS HOBOrO TepaneBTUYHOrO
nokasaHHs abo 3MiHa y
3aTBEPAKEHOMY NMOKa3aHHI). 3MiHK
BHECEHO B iHCTPYKLIito A1 MEeAUYHOro
3acTocyBaHHS Nikapcbkoro 3acoby Ao
po3ginis "MNoka3aHHa" (gogaHo
nokasaHHs: "KasikBeHC nokasaHuin sk
MOHOTepanis Ans NikyBaHHS [OPOCNX
navujieHTiB 3 peuuanByoHo0 abo
pedhpakTepHO MaHTIAHOKAITUHHO
nimdomoto (MK/), ski paHiwe He
OTpUMyBasn fikyBaHHS iHri6iTopom
TMpOo3unHKiHa3n bpyTtoHa (TKB)") 3
Bi4NOBIAHMMMN 3MiHAMK y po3aini
"dapmMakosiorivyHi BNactmBocTi"
(nigpo3gain "®apmakogvHamika").
BBefeHHs 3MiH NPOTAroM 6-Tn Micsauis
nicns 3aTBepkKeHHsA. B mexax 3miHun
OHOBJIEHO N1aH ynpaBiHHA pUsnKamu
0o Bepcii 7.2. 3miHu Il Tuny - 3miHn
LoAo 6esnekn/edpeKTBHOCTI Ta
thapmakoHarnagy. 3miHu y
TepaneBTUYHMX NOKa3aHHAX
(mopaBaHHA HOBOTO TEpaneBTUYHOIO
nokasaHHs abo 3miHa y
3aTBEPKEHOMY NoKasaHHI). 3MiHu
BHECEHO B iHCTPYKLiIO 4719 MEANYHOIO

3aCcTOCYyBaHHS MliKapcbKoro 3acoby Ao
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
po3ginis "lMNoka3aHHa" (ZogaHo
nokasaHHs: "KankseHc y KoMm6iHauji 3
BEHETOK/1aKCOM 3 06iHYyTy3ymabom
abo 6e3 HbOoro nokasaHui ans
NiKyBaHHA AOPOCANX NaLEHTIB i3
paHille He /TiKOBaHVM XPOHIYHUM
nimdouutapHnm neiikosom (X/1/1).") 3
BIAMNOBIAHMMU 3MiHAMK Y po3ainax:
"dapmMakosiorivyHi BNactmBocTi"
(nigpo3ainu "®apmakogmHamika" Ta
"®apmakokiHeTuka"), "B3aemogis 3
HLWMMKU NikapcbKMKM 3acobamu Ta
iHWi BMAM B3aemogiii", "OcobnmnBocCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHS
Ta fosun", "Mo6ivHi peakuii”. BBeaeHHs
3MiH NpOTArom 6-Tu MicauiB nicns
3aTBEPAKEHHSA. B Mexax 3MiHn
OHOBJ/IEHO M/1aH YNPaB/iHHA pU3nKamn
0o Bepcii 8.2. Pestome MYP
[00a€eTbCs.
116. | KANbLUIHO calcium KanbLijto VO3AF | po3uuH ans Mictpan AHrnis Bunyck cepii: Himeuun BHECEHHS 3MiH 0 peecTpavinHmx 3a UA/20499/01/01
PONIHAT- folinate oniHat 03 iH ekuii, 10 Kenitan Benganic Mv6X, Ha mMaTtepianis: 3miHu | TUny - 3MiHK 3 peyenmo
BICTA Mmr/mn no 5 mn MeHemxm HimeuuunHa; siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. M
(50 mr) a6o 20 eHT BMPOGHMLITBO 3MiHun Yy BUPOGHMLTBI. 3MiHK Y npoLeci
M (200 wmr), Nimiten roToBo| BMPOBHULITBA FOTOBOTO NiKApCbKOro
ab6o 50 mn nikapcbkoi 3ac006y, BK/1HOHAKUN NPOMKHUIA
(500 wr), abo hopmu, NPOAYKT, L0 3aCTOCOBYETLCSA MpU
100 mn (1000 nepBuHHa Ta BMPOGHULITBI FOTOBOrO NiKapCbKOro
Mr) y dh/1aKoHi, BTOPVHHA 3aco6y (iHLi 3MiHK).
no 1 dpakoHy ynakoBka, 3MiHa Yacy 36epiraHHs
B nauuj KOHTPO/b Ccepil: HeqiNIbTPOBAHOIO PO3UNHY KaulbLiito
Contothapm poniHaTy 10 Mr/mn 3 HOBOK NPOGKOKD

dapmavoiiTie
EpuolirHicce
rmoéX,
HimeuumnHa;
KOHTPO/Ib cepii
3a NoKasHukamu
CTEepPW/IbHICTb i
6akTepianbHi
€HA0TOKCUHU:
Nab6op IC CE &
Ko. KT,

3 36 roavH (dpopmatn 5 mn/20 mn/100
M) o 46 roguH vacy 36epiraHHs
HeqiNIbTPOBAHOIO PO3UUHY A1 BCIX
hopmaTiB BUPOGHMYOro npouecy y
3B'A3KY 3 BUKOPUCTaHHAM HOBOI
anbTepHaTMBHOI 6POMBYTNI0BOT
npo6ku (West 4416/50 cipwit)
(MakcumasbHUiA yac 36epiraHHs 46
roavH ons 50 M He 3MiHMBCS)
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. Onuc Ta cknag.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
HimeuumnHa; 3MmiHa y cknagi (4onoMiKHMX
BTopuHHa peyoBrHax) rotToBoro Nikapcbkoro
yrnakoBKa: 3ac006y (iHLUi AONOMIKXHI pEYOBUHN) -
BiokaHon Byfb-sika He3HayHa 3MiHa KiflbKicHOro
dapma 'M6X, ckagy AONOMDKHUX PEYOBUH Y
HimeuunHa roTOBOMY JliKapCbKOMY 3ac00i.

Hes3HauHa 3MiHa KiflbKiCHOro cknagy
roToBOro npenapary — Po34nHy
KanbLito doniHaty ans in'ekuiin, 10
Mr/mn — 36inbLUEHHS KinbkocTi 5N
XNOPUCTOBOAHEBOT KNCNOTN 3 8,4—
10,8 mr/mn go 8,4—-12,0 mr/mn.
Kinbkictb HCI cnig apantyBatu ans
[OCArHeHHs 3agaHoil mexi IPC pH
7,9-8,1 (uinboBe 3HayeHHs 8,0). Y
3B'A3KY 3 KOpUryBaHHAM JOMyCTUMOI
KinekocTi HCI o aopatkoBux 1,2
Mr/M/1, BMICT JOMOMDKHOI PEe4OBUHM
Bopa ans iv'ekuii (WFI) HeobxigHo
ckopurysaTu 1o 968,2-977,8 mr/mn
0151 36epeXeHHs1 3arasibHOI Macu
npenapaty. WFI — ue gonomixHa
peyoBuMHa, sika Hapasi CTaHOBUTb
OCHOBHY YaCTWHY rOTOBOrO
npenapary. 3miHu | Tuny - 3miHu 3
siKocTi. FoTOBWIA Nikapcbkuii 3aci6.
3MiHN Y BUPOGHULTBI. 3MiHK
BMNpoGYyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cnevudikauisx, nig
yac BMPOBHMLTBA FOTOBOrO
nikapcbKoro 3acoby (BUMy4YeHHs
HecyTTeBOro BUNpobyBaHHsA B NpoLeci
BMPOGHMLTBA). BUKOUYEHHSA
TECTYBaHHS Ha KaslaMyTHICTb i3
TEXHONOrIYHOT CXeMmn Ta napameTpy
nepesipky NPO30pPOCTi, L0 MICTUTb
BMMOTY «Bi3ya/lbHO NMPO30pUii», y
3B'A3KY 3 TUM, L0 KBaslipikoBaHe
TECTYyBaHHS Ha KaslaMyTHICTb
3aMoBHEHWX KOHTeHepIB nig Yac
aBTOMAaTWYHOrO Bi3yaslbHOr0 Ornaay
HemoxuBe. [icnsa 3aBepLUeHHs
PO3/11BY BCi (h/TaKOHW KOHTPOJIIOIOTHCS
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

aBTOMaTM4HO, Nepe.ipka napameTpa
«TePMETUYHICTB/TPILLMHN Y CKNi»
NpPOBOAUTLCS B aBTOKNaBI. 3MiHN |
TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbKkoro 3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOTO NiKapCbKOro
3acoby (He3HauyHa 3miHa y
3aTBEPMXKEHNX METOAAX
BMNpo6yBaHHS). HesHauHa 3miHa 'y
3aTBEPMXEHNX METOoAaX
BMNPOGYyBaHHA B TECTI
OCMONIANBHICTb, KiNTbKICTb (h1aKoHIB,
LLI0 BUKOPUCTOBYETLCA ANSA
NpUroTyBaHHs BUNPo6yBaHOro
PO34uHY, 3MiHEHO 3 5 ¢hriakoHiB Ha 1
hnakoH. 3MiHu | TUNy - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KoHTpob
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHA rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMAKEHNX MEeToAaxX
BUNPOGYBaHHS). He3HayHa 3miHa y
3aTBEPMAKEHNX METOAAX
BMNpobyBaHHA B TecTi pH, KisbKicTb
dhnakoHiB, LLO BUKOPUCTOBYETLCA ANA
NpUroTyBaHHs BUNPo6yBaHOro
PO34uHY, 3MiHEHO 3 5 ¢hriakoHiB Ha 1
hnakoH. 3MiHu | TUny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KoHTpob
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHA rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMAKEHNX MEeToAaxX
BUNPOGYBaHHSA). He3HayHa 3miHa y
3aTBEPMAKEHNX METOAAX
BMNpobyBaHHA B TecTi BigHocHa
rYCTUHA, KiNTbKICTb (DN1aKoHIB, LLLO
BMKOPWUCTOBYETLCS /151 MPUTOTYBaHHS
BMNPOGYBAHOrO PO34MHY, 3MIHEHO 3 3
thnakoHiB Ha 1 chnakoH 3miHu | Tvny -
3MiHu 3 sKocCTi. FoTOBMIA NiKApCbKUi
3aci6. KOHTPO/1b rOTOBOrO MiKapCbKOro
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

3acoby. 3miHa y meTogax
BUNPOBYBaHHA rOTOBOTrO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPMAKEHNX MEeToAaxX
BUNPOGYBaHHSA). He3HayHa 3miHa y
3aTBEPMAKEHNX METOAAX B TECTI
O6’eMm, WO BUTATAETLCS KiNbKICTb
dhnakoHiB, LLO BUKOPUCTOBYETLCA ANA
NpUroTyBaHHs BUNpo6yBaHOro
PO34uHY, 3MiHEHO 3 3 h/1akoHIB Ha 5
hNakoHiB. 3MiHu | TNy - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbkuii 3acib.
KOHTpO/b rOTOBOrO /iKapCbKoro
3acoby. 3miHa y MmeTofax
BMNPOBYBaHHA rOTOBOrO MiKapPCbKOro
3acoby (He3HayHa 3MiHa 'y
3aTBEPMXEHNX METoAaX
BMNpobyBaHHsA). HesHauHa 3miHa 'y
3aTBEPMAKEHNX MEeToAaxX
BUNPOOYBaHHSA, a came A04aHO onuc
BMNPOGYBaHHA Ha BUAVMI YaCTUHKN
BiANOBIAHO A0 crneumdikavii. B onuci
BMNPOBYBaHHA Ha HEBUANMI YaCTUHKM
3aMiHEHO NPUMITKY. 3MiHu | TRy -
3MiHu 3 sKoCTi. FoTOBWMIA NiKapCbKuii
3aci6. KOHTPO/1b rOTOBOrO NiKapcbKoro
3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPMAXKEHNX METOAAX
BMNpo6yBaHHS). HesHauHa 3miHa y
3aTBEPMXEHNX MEeToAaX
BMNpoGyBaHHA B TeCTi bakTepianbHi
€HAO0TOKCUHU, a caMe KiflbKICTb
dhnakoHiB, LLO BUKOPUCTOBYETLCA ANA
NPUroTyBaHHA 3paskis, 3MiHEHO 3 2
h1akoHIiB Ha 1 ¢p/1akoH; TaKoXX BHECEHI
3MiHM [0 PO3/4iNiB METOAMKN:
Mpoueaypa i Nizat. 3MiHn | TURY -
3MiHu 3 sKocTi. FoTOBWMIA NiKapCbKuii
3aci6. KOHTpO/1b rOTOBOrO NiKapCbkoro
3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOTO NikapCbKOro
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

3acoby (He3HayHa 3MiHa 'y
3aTBEPMXEHNX MEeToAaxX
BMNpobyBaHHs). HesHauHa 3miHa 'y
3aTBEPMAKEHNX MEeToAaxX
BMNPO6YBaHHA B TecTi KinbkicHe
BM3HAYEHHA Ta CYNpPOBiAHI AOMILLKN
HaBe[eHi AeskKi yTOYHEHHS Ta
BUNpaBfeHi ApyKapCcbki NOMUMKK, K
He BN/MBAIOTb Ha 3MICT aHasTITUYHOT
MeToauKn. 3MiHu Il Tuny - 3MiHKn 3
siKocTi. FoTOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3akynopoBasibHWii 3acib.
3MiHa y NepBUHHIA yNakoBL,i rOTOBOro
NiKapcbKoro 3acoby (sKiCHWn Ta
KinbkicHWIA cknag) - CTepunbHi
nikapcbki 3ac06M Ta nikapcbki 3acobm
6i0N10riYHOro/iMyHOOrNYHOTO
NOXOMKEeHHS. JoaaHHA [0 YMHHOT
3aTBepKEHOI X/10p6YyTUN0BOI r'YMOBOI
npo6bkn (West PH 703/VII ctaneswuii
CUHIli) HOBY aflbTepHaTUBHY
6pombyTurnoBy rymMoBy npo6ky (West
4416/50 cipwii) HOBOro SIKICHOrO
cKnagy An1s BCiX 3apeecTpoBaHnX
po3mipiB ynakosku (5 mn, 20 mn, 50
M/, 100 mn).

117.

KAMCYNA 3
AHICOBOIO
ONIEIO AP.
TAIACC

6aabsHOB
a onis
aHicy
3ipyactoro
(Anisi
stellati
aetheroleu
m)

R0O5C

Kancynwv no
100 mr; no 10
Kancyny
6nicTepi; no 2
abo 3, abo 5
6nictepiB y
KapTOHHIl
KopoobLi

[Op. Taiicc
Harypsap
eH M'm6X

HimeyunH
a

[03BiN Ha
BMNYyCK cepii
roTOBOrO
NiKapcbKoro
3acoby:

[p. Taiicc
HarypsapeH
rmoéX,
HimeuumnHa;
BMPOGHMLTBO
Hepo3ghacoBaHO
T npoAykuji,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs:
AeHoBa PymyHis

Himeuun
Ha/
PymyHis

BHECEHHS 3MiH 0 peecTpaLiitHmx
mMaTepianiB: yTOUHEHHSI HaNMCaHHA
MHH B Haka3i MO3YkpaiHu Ne 841

BiA 19.06.2026 B npoueci BHECEHHS

3MiH (3MiHY | TUNY - AgMiHICTPaTUBHI

3MiHN. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy MicLs NPOBaKEHHS

LisiNbHOCTI BUpobHUMKa/imnopTepa

roTOBOro fiKapCbKoro 3acoby,

BK/IOHA0UY AiNIbHULi BUMYCKY cepii

abo Mmicue NpoBefieHHs1 KOHTPO/I0
SAKOCTI. (AiS/IbHICTb, 3a 5Ky BiANOBigae
BMPOGHMK/IMNOpPTEp, HE BKIKOYa4un
BWMYCK Cepiii) 3MiHa HaliMeHyBaHHs1

MiCLii NPOBaKEHHS AiSNIbHOCTI 3

BMPOGHULITBA HEpO3hacoBaHOl

6e3
peyenma

UA/6823/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
C.P.J1., PymyHisi; NpoAyKLii, NepBUHHOIO Ta BTOPUHHOTO
nakyBaHHs Csicckenc PymyHiss CPJ1 Ha
nepBuHHE Ta AeHosa PymyHisa C.P.J1. 6e3 3MiHn
BTOPUHHE agpecw). Pefakuia B Hakasi - Anisum
nakyBaHHs: vulgare. BipHa pegakuis - "-".
Csicc Kenc
v6X,
HimeyunHa
118. | KAPAIOBION - HacToka CO1E Kpanni MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 4O peecTpavLiiHnx 6e3 UA/16005/01/01
® CEPLIEBI KopeHeBu X opasibHi; No 25 | ®apmaues $apmaueBTUYHA martepianis: 3miHu | TUny - 3MiHn peyenma
KPANI w3 M a6o no 50 TMYHa habpuka wofo 6e3nekn/edekTMBHOCTI Ta doap-
KOpeHaMY mn, abo no 80 habpuka "Biona" MakoHarnsgy (iHwi 3mMiHm) OHOBNEHHS
BaviepiaHn M, abo no "Biona" TEKCTY MapKyBaHHA NepBUHHOT Ta
(Rhizomat 100 mny BTOPVHHOI YNaKOBOK J1iKapCbKOro
acum donakoHax 3 3acoby, a came: BHECEHHS
radicibus npo6bkoto- pepakuiiHnx npasok no TekcTy (eCTD
Valerianae KpanesibHuLe Bepcis 0001). TepMiH BBEAEHHS 3MiH -
); 10 Ta NpPOTAroM 6-T1 MicALIB micns
HacTolka KPYLLIKOIO; NO 3aTBEPAKEHHS.
Tpasu 25 mn a6o no
NYCTUPHUK 50 mn, abo no
a (Herba 80 mn, abo no
Leonuri); 100 mny
HacToka dnakoHi 3
nnogis npo6bkoto-
rnogy KpanenbHuLe
(Crataegi 10 Ta
fructus); KPWLLIKOIO; no 1
HacTolika hN1akoHy y
3 meTa nauui
M’'ATU
nepuesoi
(Folium
Menthae
piperitae)
119. | KAPAIOMAIH | acetylsalic | kucnota BO1A TabneTku, TOB YkpaiHa BMPOGHMLTBO 32 | Himeuun BHECEHHS 3MiH 0 peecTpaviiiHmx Ne 30 — He UA/10141/01/02
11 ®OPTE ylic acid auertunca Co06 BKPUTI "ACIHO MOBHUM LMK/IOM: Ha/ mMarepianis: 3MiHu | Tuny - 3MiHu 3 6e3 nionse
niuynosa NNiBKOBOIO YKPAIHA" Takega M'm6X, Monbwa SKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peuyenma; ae
060/10HKOH, Micue / 3MiHM y BUPOGHMLTBI. 3amiHa abo Ne 100 —
no 150 mr, no BMPOGHULITBA [Janis BBElEHHS 404aTKOBOT AiNIbHUL 3a
30 a6o 100 OpaHieHbypr, BMPOGHMUTBA 4151 YacTnHM abo BCbOro | peyenmo
TabneTok y HimeyumHa; BMPOGHMYOro NpoLecy rotoBoro M
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
donakoHi; no 1 anbTepHaTMBHA nikapcbKoro 3acoby (AiNbHMUA, Ha AKil
hnakoHy y OinbHUUA ons npoBoAATLCA ByAb-AKi BUPOOHMUI
KapTOHHIf nepBYHHOIO Ta cTagii, 3a BUHATKOM BUMYCKY Cepil,
KOpo6Li BTOPVHHOIO KOHTPO/IH0 AKOCTi, NEePBUHHOTO Ta
nakyBaHHs, BTOPVHHOIO NakyBaHHS, 41
KOHTPO/O HEeCTEPUbHUX NMiKapPCbKMX 3acobiB)
AKOCTI, BUMYCKY [0AaBaHHA a/lbTEPHATUBHOI
cepi: BUPOGHMYOT AinbHULi N3 Opidapm
Opichapm MaHydekuepiHr Xobpo A/C / Orifarm

MaHychekuypiHr
Monbwa Cn. 3
0.0., MNMonbLya;

anbTepHaTMBHa

AinbHUUA
BMPOGHMLTBA,
KOHTPO/0
SAKOCTI:
Opichbapm
MaHychekyepiHr
Xo6po A/C,
NaHis

Manufacturing Hobro A/S (agpeca:
AnoTekepcTaiieH 9, 9500 Xo6po,
[Nanis / Apotekerstien 9, 9500 Hobro,
Denmark), wo Bignosigae 3a
BMPOBHMLTBO. BBEEHHA 3MiH
NPOTArom 6-T1 MicALIB Micns
3aTBEpMXEHHS. 3MiHuM | TMny - 3MiHK 3
siKocTi. FoTOBWIA Nikapcbkuii 3aci6.
3MiHN y BUpO6HMLTBI. 3amiHa abo
BBEEHHS OAATKOBOI AiNlbHML
BMPOBHMLTBA 4151 YACTUHM ab0 BCbOro
BMPOBGHNYOrO NpoL,EeCy roTOBOro
nikapcbKoro 3acoby (finbHUUSA ans
NepBUHHOTO NakKyBaHHS) A0faBaHHS
anbTepHaTUBHOI BUPOOHNYOI AiNbHUL
'N3 Opidhapm MaHydekuepiHr
Monbuwa Cn. 3 0.0. / Orifarm
Manufacturing Poland Sp. z o.0.
(appeca: Byn. JloBuubkoro KHsisiscTea
12, 99-420 Nnwkosiue, Monbwa / 12,
Ksiestwa Lowickiego Str., 99-420
Lyszkowice, Poland), wo Bianosigae
3a NepBUHHe NakyBaHHS. BBeaeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEpMXEHHS. 3MiHuM | TMny - 3MiHK 3
siKocTi. FoTOBWIA Nikapcbkuii 3aci6.
3MiHN y BUpO6HMLTBI. 3amiHa abo
BBEEHHS OAATKOBOI AiNlbHML,
BMPOBHMLTBA 151 YaCTUHM abo BCbOro
BMPOBGHNYOrO NpoL,EeCy roTOBOro
nikapcbKoro 3acoby (AinbHUUSA ans
BTOPVHHOIO NakKyBaHHS) foAaBaHHS
anbTepHaTUBHOI BUPOOHNYOI AiNbHUL
13 Opidhapm MaHydhek4epiHr
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

Monbuwa Cn. 3 0.0. / Orifarm
Manufacturing Poland Sp. z o.0.
(agpeca: Byn. JloBmuypbkoro KHasiBcTBa
12, 99-420 Nnwkosiue, Monbwa / 12,
Ksiestwa Lowickiego Str., 99-420
Lyszkowice, Poland), wo Bignosigae
3a BTOPUHHE MaKyBaHHS.
BBefeHHs 3MiH NPOTAroM 6-Tn micsauis
nicns saTBepmkeHHs. 3MiHu | Tuny -
3MiHu 3 sKoCTi. FOoTOBWMIA NiKapCbKuii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/3MiHu, Lo CTOCYTbCA
BWMYCKY Cepii Ta KOHTPOJIH0 SKOCTI
roToOBOro NikapcbKoro 3acoby (3amiHa
abo AofdaBaHHs BUPOOHMKA, L0
BignoBigae 3a BBe3eHHA Ta/abo
BUNYyCK cepii) - Bknovatoun
KOHTPO/b/BMNPOGYBaHHSA cepii.
[oaasaHHA asibTEpHATUBHOT
BUPOGHMYOT AinbHULi N3 Opidapm
MaHydhekuepiHr Monbuwa Cn. 3 0.0. /
Orifarm Manufacturing Poland Sp. z
0.0. (agpeca: Byn. JIoBULbKOTO
KHsiziBcTBa 12, 99-420 JInwKosiue,
Monbwa / 12, Ksiestwa Lowickiego
Str., 99-420 Lyszkowice, Poland, o
BiANOBiAae 3a BMMNYCK cepii. 3MiHN
BHECEHO B iHCTPYKLIito A1 MEeAUYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby y
po3ainv "BupobHuk" Ta
"MicLe3HaxokeHHs BUPOGHMKa Ta
oro agpeca micuA NpoBaKeHHS
AiSNbHOCTI" y 3B'A3KY 3 A0AABaHHAM
BMPOGHWYOT AiTbHUL Ta SK HACNiAoK -
3aTBEPMKEHHSA TEKCTY MapKyBaHHS
yMNakoBKM NikapcbKoro 3acoby ans
[04aTKOBOT BUPOGHMYOT AiNbHULL.
BBefeHHs 3MiH NPOTAroM 6-Tn Micsauis
nicns saTBepmkeHHs. 3MiHu | Tuny -
3MiHu 3 sKocTi. FoTOBWMIA NiKapCbKuii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/3MiHu, Lo CTOCYTbCA

BUNYCKY Cepii Ta KOHTPOJIH0 SIKOCTI
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

roTOBOrO Jlikapcbkoro 3acoby (3amiHa
ab0 gofaBaHHA AiNbHULI, Ha SKii
3[iiCHIOETbCSA
KOHTPO/b/BMNPOGYBaHHSA cepii)
[0[aBaHHA a/lbTepHaTUBHOI
BMPOGHMYOI AinbHuLi 13 Opidapm
MaHydhekyepiHr Xo6po A/C / Orifarm
Manufacturing Hobro A/S (agpeca:
AnoTtekepcTarieH 9, 9500 Xobpo,
[anis / Apotekerstien 9, 9500 Hobro,
Denmark), L0 BiANOBiAaE 3a KOHTPO/Ib
AKOCTI (a/ibTepHaTVBHA AiNIbHULA 418
NepBMHHOTO Ta BTOPUHHOIO
nakyBaHHS, KOHTPO/b SKOCTi, BUNYCKY
cepii). BBegeHHsA 3MiH NpOTArom 6-Tu
MiCALIB MiC/1A 3aTBEPKEHHS. 3MiHM |
TUny - 3MiHK 3 AKOCTi. [OTOBWIA
nikapcbkuii 3aci6. KOHTpONb roToBOro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/a6o
[0MNYyCTUMUX MEX rOTOBOr0
nikapcbKoro 3acoby (BUMy4YeHHs
He3Ha4yHOro MokasHuka (Hanpukiag,
3acTapisioro NokasHUka, Takoro siK
3anax Ta cMak, abo igeHTudikauis
6apBHVIKIB Y/ CMaKoOBUX [06aBOK))
BWTYYEHHS HE3HAYHOTO MOKa3HVKa
cneuudikauii M3 "Po3nagaHHs".
3MiHu | TMNY - 3MiHK 3 sIKOCTi. FoTOBUIA
nikapcbknii 3aci6. KOHTpONb roToBOro
nikapcbKoro 3acoby. 3MiHa y meTogax
BUNPOBYBaHHA rOTOBOrO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPMAKEHNX MEeToAaxX
BMNPO6YBaHHS) BHECEHHSA 3MiH [0
MeTogis BunpobyBaHHS 3a
nokasHukamu "KinbkicHe BU3Ha4YeHHs",
"loeHTudpikauis BEPX", "Bu3HaueHHs
YUCTOTU", 30KpeMa: - AoAaBaHHsA
NpUroTyBaHHS BUXIZHOTO Ta
CTaH4apTHOrO PO3YMHIB
aueTuncaniyunaoBoi KUCIOTH;
- 3MiHa chopMynn po3paxyHKy ass




147

Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

BMNPOGYBaHHA Ha BMICT MPOAYKTI
posnagy; - AOAAaBaHHA
KOpUryBasibHOrO koedilieHTa gns
auetuncaniyunosa kucnorta Ta
caniynnosa K1cnoTa;

- BUTyYEHHS KOPUTryBaslbHOTO
KoedpiljeHTa ans
aueTuncaniyuncaniyuioBoi KUCNoTu;
- fofaBaHHA (hopMy/in po3paxyHKy Ta
KOpUryBasibHOro koedilieHTa ans
HEBILOMUX NPOAYKTIB po3nagy.

- 3a noka3Hunkom "KinbkicHe
BM3HAYEHHS" - 36i/IbLLEHHS Yacy
XpomatorpadyyBaHHs
BMNPOGYBaNIbHOrO Po3umnHy 3 15
XBWVH [0 25 XBUAVIH Npn
BMNPOGYBaHHI Ha TEPMiH NPUAATHOCTI;
[nsa metony "laeHTudikauis Yo" MKA
N3 6yno BuABNeHO Ta BUNpaBieHo
TeXHiYHY NOMUKY B KOHLeHTpauii
CTaHAAPTHOrO PO34MHy, Ska
JonylieHa npu nepepeectpauii /13 Ta
npuBeAeHo y BiANOBIAHICTb A0
p.3.2.P.5.2. AHaniTU4Hi METOANKMN.
3MmiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbkoro 3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPMAKEHUX MeTogax
BMNPOGYBaHHS) BHECEHHS 3MiH A0
MeTogy BMNPOGYBaHHSA 3a MOKa3HUKOM
"PO34MHEHHS", 30KpemMa: KOpUryBaHHs
dhopmynn po3paxyHky - AoAaBaHHSA
KoedpiuieHTa po3BefieHHs. 3MiHn |
T™Mny - 3MiHn WoAo
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn). 3MiHK
BHECEHO Y TEKCT MapKyBaHHs
nepBuHHOI (N. 4, 6) Ta BTOPUHHOT (M. 8,
16, 17) ynakoBKu NikapcbKoro 3acooy.
BBefeHHs 3MiH NpoTArom 6-T MicauiB
nicns 3aTBepKeHHs.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH gionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
120. | KETAMIH ketamine KeTamiHy NO1A po3uuH ans AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH A0 peecTpaviiHmx 3a UA/1934/01/01
rigpoxnop | X03 iH'ekwjn, 50 "dapmak” MaTtepianis: 3miHu | TUNy - 3MiHK 3 peuyenmo
na mr/m; no 2 akocTi. CepTudikar BignosigHocTi/TE- M
M/ B amnyni; cepTudiikart BiANOBIAHOCTI
no 10 amnyny €Bponeiicbkiii
nauui 3 hapmakonei/moHorpadii. NMogaHHs
KapToHy; Mo 2 HOBOro abo OHOB/IEHOTO cepTudiikata
M/1 B amnyni; BifNOBIAHOCTI 260 BUTYyYEHHS
no 5 amnyny cepTudiikaTa BignoBIAHOCTI
6nicTepi; no 2 €Bponelicbkin hapmakonei: ans Adl;
6nictepn y 4N BUXiAHOTO
nauui 3 martepiany/peareHTy/npoMiKHOro
KapTOHy; Mo NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
10mny BUPO6HUUTBI ADI; Ana LONOMDKHOT
dnakoHi; no 5 peyoBuHM (cepTudikat BiANOBIAHOCTI
o1aKoHIB Yy €Bponeiicbkili hapmakonei) - Hosuit
nauui 3 cepTuagikaT Bif HOBOro BUPOOHUKA
KapTOHY; MNo (3amiHa abo [OMNOBHEHHS) BHECEHHS
10 mny anbTepHaTUBHOIO BUPOGHMKa Aitoyol
hnakoHi; no 5 PEYOBUHM KeTaMiHy rigpoxnopug,
d1aKkoHiB y Supriya Lifescience Ltd., IHgja B sikoro
6nicTepi; no 1 HasBHWI CepTudikar BignoBigHOCTI
6nictepy B €Bponeiicbkili hapmakonei No CEP
nauuj 3 2016-194 - Rev 01 (gOMOBHEHHS)
KapTOHY
121. | KNAWPA dienogest ectpagion | GO3A Tabnetku, Baiiep Al HimeuuunH Baiiep Baiimap Himeuun BHECEHHS 3MiH 0 peecTpaviintHmx 3a He UA/9778/01/01
and y BO8 BKPUTI a 6X i Ko. KI Ha marepianis: 3miHu | Tuny - 3miHn peyenmo | nionse
estradiol Basiepar, NNiBKOBOIO Loao 6e3nekn/edpeKTMBHOCTI Ta M ae
nieHorect 060/10HKOI0, hapmakoHarnsgy. 3miHa y KopoTkili
no 3 mr + XapakTepucTuLi nikapcbkoro 3acoby,
TabneTku, TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
BKPWUTI MeAUYHOro 3acTocyBaHHA Ha nigcTasi
NAiBKOBOO perynsipHo OHOB/IOBAHOTO 3BiTY 3
060/10HKOH, 6e3nekun nikapcbkoro 3acoby, abo
no 1 wmr+ focnifpkeHb 3 6e3neky 3acToCyBaHHsA
TabneTkw, nikapcbKoro 3acoby B
BKpUTI nicnspeecTpauiiHnii nepiog, abo sk
NNiBKOBOIO pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
060/10HKOM, 3 npoBefeHnX BiANOBIAHO J0 NnaHy
Mmr/2 mr + negiatpuyHux gocnimkeHsb (PIP)
Tabnetku, (3MiHY Y3ro)XeHO 3 KOMNETEHTHUM
BKPUTI YNOBHOB&XEHUM OpraHoM) 3MiHu
NiBKOBOH BHECEHO [0 iIHCTPYKUii AN MeauyHoro
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
060/10HKOM, 2 3aCTOCyBaHHS NikapcbKoro 3acoby Ao
Mr/2 Mr + po3ainis "B3aemogis 3 iHLWMMK
TabneTkw, nikapcbkMmn 3acobamu Ta iHLWi BUam
BKPUTI B3aemogiin", "OcobmBocTi
NNiBKOBOIO 3acTocyBaHHS" BiANOBIAHO A0
060/10HKOI0 OHOB/IEHOT iHdhopMaLiii 3 6e3nekn
(nnaue6o); Ne Aitoyoi peyoBrHK (ecTpagiony) 3rigHo
28: 2 TeMHo- 3 pekomeHgauismm PRAC. BBefeHHSA
XOBTI 3MiH NPOTArom 6-Tu MicaLiB nicns
Tabnetkn + 5 3aTBepMKEHHS. 3MiHu I Trny - 3MiHK
YepBOHUX oo 6e3snekn/edpekTMBHOCTI Ta
Tabnetok + 17 hapmakoHarnagy (iHwi 3miHn). 3MiHun
CBIT/I0-XXOBTUX BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
TabneTtok + 2 3aCcTOCYyBaHHS NikapcbKoro 3acoby Ao
TeMHOo- pos3ginis "3acTtocyBaHHs y nepiog
YepBOHMX BariTHOCTi abo rofyBaHHs rpyaar”,
TabneTtok + 2 "Cnoci6 3acTocyBaHHs Ta fo3u",
6ini TabneTku "Mo6iuHi peakuyji" 3 BigNOBIAHUMM
nnaue6o y 3MiHaMu [0 TEKCTY MapKyBaHHS
6nictepi; no 1 ynakoBKU NiKapCbKoro 3acoby.
6nictepy B BBefeHHs 3MiH NpoTArom 6-T MicsauiB
KapTOHHOMY nicns 3aTBepaKeHHs
ramaHuj
122. | KNIBAC® Rosuvasta | kucnota C10B Kancynm TOB YkpaiHa BUPOBHMLTBO, Monbwa BHECEHHS 3MiH 40 peecTpavLiiHnx 3a He UA/19794/01/02
aAyo tin and aueTtunca X05 TBepai no 10 "ACIHO nakyBaHHs, martepianis: 3miHu | TUny - 3MiHn peyenmo | nionse
acetylsalic | niynnosa, Mr/100 mr, no YKPAIHA" KOHTPO/1b SAKOCTI woao 6e3nekn/edpekTMBHOCTI Ta M ae
ylic acid posysacTta 7 kancyny Ta Bunyck cepii hapmakoHarnsagy. 3miHa y KopoTkili
TUHY 6nicTepi, no 4 NiKapcbKoro XapakTepucTuLi nikapcbkoro 3acoby,
KausibLito 6nictepu B 3acoby: Ajamen TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
KapTOHHIf dapma C.A,, MeAMYHOro 3acTOCyBaHHA Ha MigcTasi
nauui MonbLya; perynspHO OHOBJIOBAHOIO 3BITY 3
nepBuHHE Ta 6e3nekun nikapcbkoro 3acoby, abo
BTOPUHHE pocnigpkeHb 3 6e3nekun 3acTocyBaHHsA
nakyBaHHS: nikapcbKoro 3acoby B
Apameq dapma nicnsipeecTpauiiHuii nepiog, abo sk
C.A, MonbLua pe3ynbTaTt OLiHKV 3BITy 3 AOC/IIKEHb,

npoBeAeHVX BignoBigHO 40 niaHy
negiatpuyHux gocnimkeHsb (PIP)
(3MiHY Y3rof)XeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3miHu
BHECEHO 0 iIHCTPYKLi 4151 MeguyHoro
3acTOCyBaHHS NikapCcbkoro 3acoby B
po3ainv "OcobMBOCTI 3aCTOCYBaHHS",
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH gionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
"Mo6iuHi peakuyii” BigNoBigHO A0
OHOBNEHOT iHthopMaLlii 3 6e3neku
Aitoyoi pevoBuHY (aueTuacaniymnosa
kucnota). BBegeHHs 3MiH npoTarom 6-
TW MiCALIB Nicns 3aTBepAKEHHs
123. | KNIBAC® Rosuvasta | kucnota C10B Kancynm TOB YkpaiHa BUPOBHMLTBO, Monbwa BHECEHHS 3MiH 40 peecTpavLiiHnx 3a He UA/19794/01/03
aAyo tin and aueTtunca X05 TBEepai no 20 "ACIHO nakyBaHHs, martepianis: 3miHu | TUny - 3MiHn peyenmo | nionse
acetylsalic | niynnosa, Mr/100 mr, no YKPAIHA" KOHTPO/1b SAKOCTI woao 6e3nekn/edpekTMBHOCTI Ta M ae
ylic acid posysacTta 7 kancyny Ta Bunyck cepii hapmakoHarnsagy. 3miHa y KopoTkili
TUHY 6nicTepi, no 4 NiKapcbKoro XapakTepucTuLi nikapcbkoro 3acoby,
KasibLito 6nictepu B 3acoby: Ajamen TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ANs
KapTOHHIf dapma C.A.,, MeAMYHOro 3acTOCyBaHHA Ha MigcTasi
nauui MonbLya; perynspHO OHOBJIOBAHOIO 3BITY 3
nepBuHHE Ta 6e3nekun nikapcbkoro 3acoby, abo
BTOPUHHE pocnigpkeHb 3 6e3nekn 3acTocyBaHHsA
nakyBaHHS: nikapcbKoro 3acoby B
Apameq dapma nicnsipeecTpauiiiuii nepiog, abo sk
C.A, MonbLua pe3ynbTaTt OLiHKV 3BITy 3 AOC/IIKEHb,
npoBeAeHVX BifgnoBigHO 40 niaHy
negiatpuyHux gocnimkeHsb (PIP)
(3MiHY Y3rof)XeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3miHu
BHECEHO A0 IHCTPYKLiT 4151 MeANYHOro
3acTOCyBaHHS NMikapCbkoro 3acoby B
po3ainu "OcobamBoCTi 3acTocyBaHHS",
"Mo6iyHi peakuii" BigNoOBIgHO A0
OHOB/IEHOT iHdhopMaLiii 3 6e3nekn
Aitoyoi pevoBUHY (aueTuicaniunnosa
KMcnoTa). BBefieHHA 3MiH NpoTsArom 6-
TN MicALiB Nicns 3aTBEpAKEHHS
124. | KNIBAC® Rosuvasta | kucnota C10B Kancynm TOB YKpaiHa BMPOGHMLTBO, MonbLa BHECEHHS 3MiH 0 peecTpaviiiHmx 3a He UA/19794/01/01
ayo tin and auertunca X05 TBEpAi no 5 "ACIHO nakyBaHHs, marepianis: 3miHu | Tuny - 3miHn peyenmo | nionse
acetylsalic | niynnosa, Mr/100 wmr, no YKPAIHA" KOHTPO/Ib SAKOCTI oo 6e3nekn/edpekTMBHOCTI Ta M ae
ylic acid po3syBacTta 7 kancyny Ta BUNyCK cepii hapmakoHarnsgy. 3miHa y KopoTkili
TUHY 6nictepi, no 4 nNiKapcbkoro XapakTepucTuL Nikapcbkoro 3acooby,
KautbLito 6nictepn B 3acoby: Agames TEeKCTi MapKyBaHHS Ta iHCTPYKUii ANns
KapTOHHil ®dapma C.A., MeAMYHOro 3acTOCyBaHHA Ha niacTasi
navui MonbLya; perynsipHo OHOB/IOBAHOTO 3BiTY 3
nepBuHHE Ta 6e3nekun nikapcbkoro 3acoby, abo
BTOPWHHE JocnigpkeHb 3 6e3neky 3acToCyBaHHsA
nakyBaHHs: nikapcbKoro 3acoby B

Apaveg ®apma
C.A,, MNosbua

nicnapeecTpauiinuin nepiod, abo sk
pe3ynbTaT OLiHKM 3BIiTY 3 AOCAIAKEHD,




151

Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
npoBefeHnX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimxkeHsb (PIP)
(3MiHY Y3rof)XeHo 3 KOMNETEHTHUM
YMOBHOB&XEHVM OpraHoM) 3MiHu
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3aCcTOCYyBaHHS NMikapCcbkoro 3acoby B
po3ainu "OcobamBOCTi 3acToCyBaHHS",
"Mo6iyHi peakuii” BignNoBigHO A0
OHOB/IEHOT iHdhopMaLiii 3 6e3nekn
Ailo4oi peyoBrHY (aueTunicaniuniosa
Kucnota). BBeeHHs 3MiH NpoTarom 6-
TN MicALiB Nicns 3aTBEpAKEHHSA
125. | KNOTPUMAS3 | clotrimazol | kioTpuma DO1A Masb 1 %, no My6niyHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH 0 peecTpaviitHmx 6e3 niosnsie UA/1645/02/01
on e 30N co1 25 ry 1y6i; no aKuioHepH akuioHepHe mMaTepianis: 3miHu | TMny - 3MiHK 3 peuyenma ae
1 1y6i y nauui e TOBapuCTBO AKocTi. [oToBWIA Nikapcbkuii 3aci6.
3 KapToHYy TOBapucTB "HaykoBo- CrabinbHicTb. 3MiHa y TepMiHax
o] BMPOGHUYUIA npuaatHocTi abo ymoBax 36epiraHHs
"HaykoBo- LEHTP roTOBOro NikapCbKoro 3acoby
BMPOBHUY "BopuyariBcbKuii (36inbLUEHHS TEpMiHY NpUAaTHOCTI
UiA LEHTP XiMiKo- roTOBOrO JlikapCcbKoro 3acoby) - Ans
"Bopuyaris hapmaueBTUYHN TOProBOi ynakoBku (NiATBEPMAXYETbCA
CbKWiA 7 3aBog” OaHUMKN peasibHOro yacy).
XiMiKo- 36iNbLUEHHS TepMiHY NpuAaTHOCTI
thapmaues rNa3a.
TUYHWIA [itova pepakuia: TepMiH NpUAATHOCTI
3asof” 2 poku
MponoHoBaHa pegakuis: TepmiH
npuaatHocTi 5 poki..
3MiHV BHEeCeHO B po3Ain "TepMmiH
npugaTHocTi" B iIHCTPYKL,itO Ans
MeAMYHOro 3aCTOCYBaHHA /likapCbKOro
3acoby. BBeeHHs 3MiH NpoTAromM 6-Tu
MicsLiB NicNs 3aTBEPAKEHHS.
126. | KOPBAJIKAN Barbiturat eTnNoBui NO5C Kancysm m'siki; AT YkpaiHa AT Ykpaina BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 He UA/13448/01/01
(o] esin edip B02 no 9 kancyny | "KWIBCbK "KNIBCbKWI martepianis: 3MiHu | TUNY - 3MiHK peuyenma | nidnse
combinatio | anbta- 6nictepax; no nin BITAMIHHUIA oo 6e3nekn/edpekTMBHOCTI Ta ae
n with 6pomizoBa 9 kancyny BITAMIHH 3ABO4" hapmakoHarnsgy. 3miHa y KopoTkili
other nepiaHoBO 6nicTepi; no 2 nin XapakTepucTuL Nikapcbkoro 3acooby,
drugs T KMcnoTwm, abo 3 3ABO/L" TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
heHobapb 6nictepu y MeAUYHOro 3acTocyBaHHA Ha nigcTasi
iTan navui perynsipHo OHOB/IOBAHOTO 3BiTY 3

6e3nekun nikapcbkoro 3acoby, abo
JochimpkeHb 3 6e3MeKn 3aCTOCYBaHHs!
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
nikapcbKoro 3acoby B
nicnsipeecTpauiiHuii nepiog, abo sk
pe3ynbTaTt OLiHKV 3BIiTy 3 AOC/IKEHb,
npoBefeHnX BiANOBIAHO A0 NiaHy
negiatpuyHux gocnimxkeHsb (PIP)
(3MiHY Y3rof)XeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OPraHom).
3MiHV BHECEHO [0 IHCTPYKLUIT Ans
MeLMYHOro 3aCTOCYBaHHS NMiKapCbKOro
3acoby Ao posginy "B3aemogis 3
iHLWIMMK NikapcbkMMK 3acobamu Ta
iHLWIi BUAW B3aEMOAjin" BignoBigHO A0
OHOBJIEHOT iHdhopMalLiii 3 6e3neku
3acToCyBaHHSA Ait040i pevOBUHU
(dbeHobapbiTan).
TepMiH BBEZEHHS 3MiH - NPOTArom 6
MicALB Nicsa 3aTBepAKEHHs
127. | KOPBAJIKAN Barbiturat eTnnoBui NO5C Kancynm AT YkpaiHa AT Ykpaina BHECEHHS 3MiH 40 peecTpavLiiHnx 6e3 He UA/13729/01/01
C EKCTPA esin edip B02 TBepai; no 10 "KUIBCbK "KNIBCbKWI marepianis: 3MiHu | TUNY - 3MiHN peuenma | nidsnsie
combinatio | anbta- Kancyny 717 BITAMIHHUIA oo 6e3nekn/edpekTMBHOCTI Ta ae
n with 6pomisoBa 6nictepax; no BITAMIHH 3ABO" hapmakoHarnsagy. 3miHa y KopoTkili
other nepiaHoBO 10 kancyny 717 XapakTepucTuLi nikapcbkoro 3acoby,
drugs T KMcnoTK, 6nictepi; no 1 3ABOA" TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
theHo6apb abo 3 MeAMYHOro 3aCTOCyBaHHA Ha MiacTasi
iTan 6nictepu B perynsapHo OHOBJIHOBAHOIO 3BITY 3
nauui 6e3nekun nikapcbkoro 3acoby, abo

pocnimpkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B
nicnsipeecTpauiiHuii nepiog, abo sk
pe3ynbTaTt OLiHKV 3BITy 3 AOC/IIKEHb,
npoBeAeHVX BifgnoBigHO 40 niaHy
negiatpuyHux gocnimkeHsb (PIP)
(3MiHY Y3rof)XeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHoMm)
3MiHV BHECEHO [0 IHCTPYKUIT Ans
MeLMYHOro 3aCTOCYBaHHS NMiKapCbKOro
3acoby [0 posainy "B3aemogis 3
iHLWIMMK nikapcbkMMK 3acobamy Ta
iHLWIi BUAW B3aEMOAjin" BignNoBigHO 40
OHOBJ/IEHOT iHhopMaLii 3 6e3neku
3acToCyBaHHSA Ait040i pevoBUHN
(dbeHobapbiTan).
TepMiH BBEAEHHSA 3MiH - NPOTArom 6
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
MicsLiB nicns 3aTBepAKEHHS.
128. | KPAMMAJIIKA | levetiracet | nesetupa NO3A Tabnetku, MicTtpan AHrnis anbTepHaTVBHA Mpeuis BHECEHHS 3MiH 0 peecTpaviinHmx 3a He UA/18941/01/02
am uetam X14 BKPUTI Kenitan nepBuHHA marepianis: 3miHu | Tuny - 3miHn peyenmo | nionse
NNiBKOBOK MeHexm yrnakoBka, Loao 6e3nekn/edpeKTMBHOCTI Ta M ae
060/10HKOI0, eHT BTOPVHHA thapmakoHarnsgy. 3MiHn y KopoTkili
no 500 mr; no NimiTeq yrnakoBKa: XapakTepucTuLi nikapcbkoro 3acoby,
10 Tabnetok y PAPMATEH TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
6nictepi; no 3 IHTEPHELLHN MeANYHOro 3acToCyBaHHS
6nictepu B CA, peuist; reHepnyHuX/ribpuaHnx/6ionogibHmNx
KapTOHHIl BMPOGHMLTBO NikapcbKnx 3acobiB Micns BHECEHHS
nauui roToBol Tiel camoi 3MiHW Ha pedhepeHTHWA
nikapcbKoi npenapar (3miHa He NnoTpebye
chopmu, Ha/laHHS XXOAHWNX HOBUX A0AATKOBMX
nepBuHHA Ta AaHunx) 3MiHW BHECEHO A0 IHCTPYKL,I
BTOPUHHA O/15 MeANYHOr0 3acTOCyBaHHS
yrnakoBkKa, nikapcbKoro 3acoby y po3ain "rMobiuHi
KOHTPO/b cepil, peaxuii” 3rigHO 3 iHthopMauieto LWoao
BWMNYCK Cepil: MeAnYHOro 3acTocyBaHHs
dapmarteH CA, pedhepeHTHOro /likapcbKoro 3acoby
Ipeuis (Kennpa®, Tabnetku, BKpUTI

06010HKot0, No 250 mr Ta 500 mr).
BBeeHHs 3MiH NpoTAroM 6-Tn micAuis
nicns 3aTBepKeHHS - 3MiHu | Tuny -
3MiHN Wwopao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy. 3miHa y KopoTkili
XapakTepucTuL nikapcbkoro 3acooby,
TeKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynsipHo OHOBJIOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnigpkeHb 3 6e3neky 3acToCyBaHHsA
nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3 AOCNIAKEHD,
npoBeAeHWX BigNoBigHO A0 NaaHy
negiatpuyHux gocnimpkers (PIP)
(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3MiHu
BHECEHO A0 iHCTPYKLi 415 MeguyHoro
3aCTOCYyBaHHS iKapcbKoro 3acoby y
po3ain "3acTtocyBaHHSA y nepiog
BariTHOCTi abo rogyBaHHs rpyaat”
BiZNOBIAHO [0 OHOBAEHOI iHdhopmauii
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
3 6e3neku Ailo4oi peyoBUHY.
BBefeHHs1 3MiH NPOTAroM 6-Tu Micsauis
nicns 3aTBepmKeHHs
129. | KPAMMAJIKA | levetiracet | nesetupa NO3A TabneTku, MicTtpan AHrniA anbTepHaTVBHa peuis BHECEHHS 3MiH 0 peecTpaLiitHmx 3a He UA/18941/01/01
am uetam X14 BKPWUTI Kenitan nepBuHHA mMartepianis: 3miHu | TUny - 3MiHK peuyenmo | nionsie
NNiBKOBOIO MeHemxm yrnakoBKa, oo 6e3nekn/edhekTMBHOCTI Ta M ae
060/10HKOH, eHT BTOPVHHA thapmakoHarnsgy. 3MiH1 y KOpoTKili
no 250 mr; no NimiTen yrnakoBKa: XapakTepucTuL nikapcbkoro 3acooby,
10 Tabnetok y PAPMATEH TeKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
6nicTepi; no 3 IHTEPHELUHN MeANYHOro 3acToCyBaHHS
6nictepu B CA, Ipeuis; reHepuyHMX/ribpuaHnx/6ionodibHMX
KapTOHHIf BMPOGHMLITBO Nikapcbkux 3acobiB Micns BHECEHHS
nauuj roToBo| Tiel camoi 3MiHW Ha pedhepeHTHW
nikapcbkoi npenapar (3miHa He noTpebye
hopmu, HafaHHS XXOAHWNX HOBUX AOAATKOBUX
nepBuHHa Ta AaHunx) 3MiHW BHECEHO A0 IHCTPYKL,i
BTOPVHHA AN MeAUYHOro 3aCTOCYBaHHS
yrnakoBKa, niKkapcbKkoro 3acoby y po3ain "MobivHi
KOHTPO/b cepil, peaxuii” 3rigHo 3 iHchopmMauieto LWoao
BUMyCK cepii: MeAMYHOrO 3aCTOCYBaHHS
dapmateH CA, pediepeHTHOr0 JlikapCbKoro 3acoby
Ipeuis (Kennpa®, Tabnetku, BKpUTI

060/10HKO10, M0 250 mr Ta 500 mr).
BBefeHHs 3MiH NpoTArom 6-T MicauiB
nicns 3aTBepkeHHs - 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnisgy. 3miHa y KopoTkili
XapakTepucTuL,i Nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAUYHOro 3aCToCcyBaHHA Ha nigcTasi
perynspHO OHOBJIOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
pocnimpkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B
nicnsipeecTpauiiHuii nepiog, abo sk
pe3ynbTaTt OLiHKV 3BITy 3 AOC/IIKEHb,
npoBeAeHVX BignoBigHO 40 niaHy
negiatpuyHux gocnimkeHsb (PIP)
(3MiHY Y3rof)XeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3miHu
BHECEHO A0 IHCTPYKLiT 4151 MeANYHOro
3acToCyBaHHS NikapcbKoro 3acoby y
po34in "3acTtocyBaHHs y nepiog,
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
BariTHOCTi abo rogyBaHHs rpyaatw”
BiANOBIAHO A0 OHOBNEHOT iHChopMaLi
3 6e3neku Ai4oi peyoBUHY.
BBefeHHs1 3MiH NpOTArom 6-T MicsALUiB
nicns 3aTBepAKeHHs
130. | KCAPE/ITO® rivaroxaba | pvBapokca | BO1AF | Tabnetku, Baiiep Al HimeuumnH BMPOBHULITBO Himeuun BHECEHHS 3MiH 40 peecTpavLiiHnx 3a He UA/9201/01/03
n 6aH 01 BKPWUTI a npoaykuii in- Ha mMaTtepianis: 3miHu | TUNy - 3MiHK 3 peyenmo | nionse
NNiBKOBOIO bulk, nepBuHHe siKocTi. FoToBWMIA Nikapcbkuii 3aci6. M ae
060/10HKOIO, nakyBaHHs, Cuctema
no 20 wr; Ne BTOPUHHE KOHTeliHep/3akKynopoBasibHWii 3acib.
28 (14x2); no nakyBaHHs, 3MiHa po3Mipy ynakoBk/ roTOBOro
14 TabneToK y KOHTPO/b Cepil, NiKapcbKoro 3acoby (3MiHa KisibKOCTi
6nicTepi; no 2 BUNYCK cepil: oavHULb (Hanpvknag TabneTok,
6nictepn y Baiiep AT, amny/ TOLLO) B ynakoBLi:) - 3miHa y
KapTOHHIf HimeuumnHa; AianasoHi 3aTBepAKEHNX PO3MIpIB
nauu; BUPOGHMLITBO yNaKkoBKM - peecTpavis f04aTKOBOT
Ne 100 npoaykuii in- ynakoBku Ne98 (14x7) ans BupobHuka
(10x10): mo 10 bulk, nepBuHHE Baliep bittepcensg MoX,
TabneTok y nakyBaHHs, HimeuuunHa gnsa gosysaHHA 20 Mr.
6nictepi; 10 BTOPVHHE 3arBepaKeHo:
6nictepiB y nakyBaHHs1, Mo 10 a6o no 14 TabneTtok y 6nictepi.
KapTOHHIl KOHTPO/b cepil, Mo 10 (10x10), 2 (14x2) 6nicTepis
nauu; BUMyCK cepii: YyNaKoBYETLCS B KAPTOHHY Nauky
Ne 98 (14x7): Baiep pa3oM 3 iHCTPYKLi€0 415 MegnyHoro
no 14 BitTepthensbg, 3acTocyBaHHs.
TabneToky m6X, 3anponoHoBaHo:
6nictepi; no 7 HimeuunHa YnakoBka
6nictepiB y Ne 28 (14x2): no 14 TabneTok y
KapTOHHIi 6nicTepi; No 2 61icTepn y KapTOHHIi
nauui nauui

Ne 100 (10x10): no 10 TabneTok y
6nictepi; no 10 6nicTepiB y KAPTOHHIl
nauui
Ne98 (14x7): no 14 TabneToK y
6nicTepi; No 7 6aicTePIB Y KAPTOHHIN
nauj.
3MiHV BHECEHO B IHCTPYKL,i0 AN
Me[MYHOro 3aCTOCYBaHHSA NIKapCbKOro
3acoby, ska € CniNibHOK AN ABOX
[103yBaHb, Y PO34in «YnakoBka» L0A0
BBE[IeHHS 04AaTKOBOro PO3mipy
yNaKoBKW A1 f03yBaHHA 20 Mr, AK
HacnifoK — 3aTBEPAKEHHSA TEKCTY
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Hassa

MixHapoo

Hassa

Koo

Popma 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
MapKyBaHHS YNakoBKW NiKapCbKoro
3acoby A1a [04aTKOBOI yNakoBKM.
BBefeHHs 3MiH NpoTArom 6-T MicsauiB
nicnsa 3aTBepayKeHHs.
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn) - 4ns
[03yBaHHA 20 Mmr.
BHeceHO pefakuiiHi npaBku B TEKCT
MapKyBaHHSA BTOPVWHHOT ynakoBku (415
BCiX 3aTBEPKEHUX PO3MIpIB
yMakoBOK) Ta OHOBJ/IEHHS TEKCTY
MapKyBaHHS NepBMHHOT yNakoBKu
nikapcbKoro 3acoby po3mipom Ne 28.
BBefeHHs 3MiH NpoTarom 6 micsuis
nicnsa 3aTBepagKeHHs.
131. | KCAPENTO® | rivaroxaba | pusapokca | BO1AF | Tabnetku, Baiiep Al HimeuunH BMPOGHMLITBO Himeuun BHECEHHS 3MiH j0 peecTpaviinHmx 3a He UA/9201/01/02
n 6aH 01 BKPUTI a npoaykuii in- Ha marepianis: 3MiHu | TUny - 3MiHK 3 peyenmo | nionse
NNiBKOBOIO bulk, nepsuHHe [KocTi. FoToBwWIA Nikapcbkuii 3aci6. M ae
060/10HKOI0, nakyBaHHS, Cucrema
no 15 wr; Ne BTOPUHHE KOHTeliHep/3aKynopoBasibHWi 3acib.
14 (14x1); Ne nakyBaHHs, 3MiHa po3Mipy ynakoBK/ roToBOro
42 (14x3): no KOHTPO/b cepil, nikapcbKoro 3acoby (3MiHa KisibKoCTi
14 Tabnetok y BWMNYCK Cepil: oavHULb (Hanpuknag TabneTok,
6nicTepi, no 1, Baiiep AT, amnys TOLLO) B ynakoBLi:) - 3MiHa y
abo no 3 HimeuuunHa; [LianasoHi 3aTBepKEeHNX PO3MipiB
6nictepu B BMPOGHMLITBO ynaKkoBku - ins fo3yBaHHA 15 mr:
KapTOHHIl npoaykuii in- 3MiHV BHECEHO B IHCTPYKLil0 4NA
nauui bulk, nepBuHHe MeAMYHOro 3acCTOCYBaHHSA NikapCbKoro
nakyBaHHs, 3acoby, ska € CniNibHOK AN ABOX
BTOPVHHE [103yBaHb, Y PO34in «YnakoBka» L0A0
nakyBaHHS, BBe/IeHHs 10AaTKOBOro po3mipy
KOHTpOnb cepii, ynaKoBKW A1 f03yBaHHA 20 Mr, AK
BUMYyCK cepii: Hacnifok — 3aTBepAKEHHA TEKCTY
Baiiep MapKyBaHHS YNakoBKW NiKapcbkoro
BitTepdensg, 3acoby A4Ns 404AaTKOBOI YNakoBKW.
mM6X, BBefeHHA 3MiH NpoTArom 6 Micsuis
HimeyunHa nicns 3aTBepAKEeHHS
132. | KCEHIKAN® orlistat opnictart AO0BA Kancysm no YEMADA | HimeyumnH BupobHMuTBO ITanis/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/10540/01/01
BO1 120 mr, no 21 PM a Hepo3sghacoBaHo | Himeyun martepianis: 3miHu | TUny - 3MiHn peyenmo
Kancyni'y ApuHaimiT T npoAyKuji, Ha oo 6e3snekn/edekTMBHOCTI Ta tap- M
6nicTepi; no 1, Tenb nepBuHHE Ta MakoHarnsigy. BeegeHHs abo 3miHn go
2 abo 4 m6X BTOPUHHE y3arajibHeHnX fa-HuX Npo CUCTemy
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
6nictepu B nakyBaHHs, thapmakoHarnsgy (BBefeHHs y3arasb-
KapTOHHiiA BUNPOOYBaHHSA HEeHUX JaHuX Npo cucTemy
ynakoBLi KOHTPO/O hapmakoHarnsgy, 3miHa yrnos-
SKOCTI: HOBaXXeHOI 0co6u, BiANOBIAa/IbHOI 3a
Lenbchapm 3[iiCHEeHHs1 hapMa-KoHarnsay;
Minaxo C.P.J1., KOHTaKTHOI 0co6U 3 chapmakoHarnsay
ITanis; 3as1BHU-Ka ANS1 34iCHEHHS
Bunyck cepii: thapmakoHarnagy B YkpaiHi, kLo
YEMNNTADAPM BOHa BifMiHHA Bif, yNIOBHOBa&XEHOI
ApuHaiimitTTens 0cobu, BignoBiganbHOI 3a 3A4iACHEHHS
m6X, thapMakoHarnsagy (Bkirouaroum
HimeuunHa KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsagy) 3miHa
YNOBHOB&XeHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a hapMako-Harnsg,.
[Oitova pepakuis: Dr. Juliane Niessen-
Erkel. MponoHoBaHa pegakuis: Dr.
Thomas Emmrich. 3miHa KOHTaKkTHUX
[aHuX YyNoBHOBaXKEHOT 0co6u
3a8BHVKa, BiANOBIA&IbHOI 3a
hapMakoHarng,
133. | TIAKO3AM® lacosamid | nakocamig | NO3A TabneTku, TOB YkpaiHa Brpo6HMuTBO, Ipevys BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/18538/01/02
e X18 BKPUTI "ACIHO nepBuHHE Ta marepianis: 3mMiHu | Tuny - 3MiHM 3 peyenmo
NNiBKOBOIO YKPAIHA" BTOPVHHE AKocTi. CepTuddikar BignosigHocTI/TE- M
060/10HKOI0, nakyBaHHs, cepTudikaT BiAnNoBigHOCTI €EBponeiick-
no 100 mr; no KOHTPO/b Ta Kili papmakonei/moHorpadii. MogaHHs
14 Tabnetok y BUNYyCK cepii HOBOro abo OHOB-NIEHOrO cepTudikaTa
6nictepi; no 4 NiKapcbkoro BiANOBIAHOCTI ab0 BUYyUYEHHS cep-
6nictepn y 3acoby: TudpikaTa BigNOBIAHOCTI EBPONECHKIi
KapTOHHIl [bxeHedapm thapmakonei: gna A®l; ans BUXigHoro
nauui CA, Ipeuis martepiany/peareHTy/npoMiKHOro npo-

KoHTponb cepii:
KwoEKCiEc NiTa,.,
Ipeuis

[OYKTY, L0 BUKOPUCTOBYIOTLCS Y
BUPOGHMLTBI A®I; Ans [,0-NOMDKHOT
peyoBuHM (cepTuddikaT BIANOBIAHOCTI
€Bponeii-cbkili hapmakoner) -
OHoBneHwWit cepTudikar Big yxe 3a-
TBEPKEHOr0 BUPOOHUKA - MogaHHs
OHOBJIEHOrO cepTudlikaTa
BiANOBIAHOCTI E€BpPONECbKOI
thapmakonei Ne CEP 2018-276-Rev 02
(3aTBEpAXeHO: RO-CEP 2018-276-Rev
01) A®Il nakocamif Bif BXe
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
3aTBepmxeHoro BupobHuka ALEMBIC
PHARMACEUTICALS LIMITED, IHgis.
134. | NTAKO3AM® lacosamid | nakocamig | NO3A Tabnetku, TOB YkpaiHa Bupo6bHMLTBO, Mpeuis BHECEHHS 3MiH 4O peecTpavLiiHnx 3a UA/18538/01/03
e X18 BKPWUTI "ACIHO nepBuHHE Ta mMaTtepianis: 3miHu | TUny - 3MiHK 3 peyenmo
NNiBKOBOIO YKPAIHA" BTOPVHHE saKocTi. CepTudikat signosigHocTi/TE- M
060/10HKOI0, nakyBaHHs, cepTudiikaT BiAgnNoBigHOCTI €Bponeich-
no 200 mr; no KOHTpO/b Ta Kili papmakonei/moHorpadii. MogaHHsA
14 TabneToK y BMNYyCK cepii HOBOro abo OHOB-/IEHOTO cepTudikaTa
6nictepi; no 2 NiKapcbkoro BiAMNOBIAHOCTI ab0 BU/TyUYEHHS cep-
a6o 4 3acoby: TudpikaTa BiANOBIAHOCTI EBPONECHKIi
6nictepn y [bxeHedhapm thapmakonei: gna A®l; ans BUxigHoro
KapTOHHIf CA, lpeuis marepiany/peareHTy/npomikHOro npo-
nauui KoHTponb cepii: [YKTY, L0 BUKOPUCTOBYHOTHLCSA Y
KioEnCiEc N1a., BUPOGHMLUTBI A®I; ANna A0-NOMIKHOT
Ipeuis peyoBuHM (cepTudiikat BiANOBIAHOCTI
€Bponeii-cbkili hapmakonei) -
OHOBNEeHWit cepTudikaT Big yxe 3a-
TBEPAKEHOr0 BUPOOHUKA - MNogaHHs
OHOBJIEHOr0 cepTudikaTa
BiANOBiAHOCTI €BpONEecbKOI
hapmakonei Ne CEP 2018-276-Rev 02
(3aTBEepxeHo: RO-CEP 2018-276-Rev
01) A®l nakocamig Big, Bxe
3aTBEpAXEeHOro Bupo6Hnka ALEMBIC
PHARMACEUTICALS LIMITED, IHgis.
135. | IAKO3AM® lacosamid | nakocamig | NO3A Tabnetku, TOB YkpaiHa BupobHnuTBO, Mpeuis BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/18538/01/01
e X18 BKPUTI "ACIHO nepBuHHE Ta MaTtepianis: 3miHn | TMny - 3MiHK 3 peyenmo
NNiBKOBOIO YKPAIHA" BTOPVHHE AKocTi. CepTudpikar signosigHocTi/TE- M
060/10HKOIO, nakyBaHHs, cepTudikar BignoBigHOCTI €Bponeiich-
no 50 wr; no KOHTPO/b Ta Kii papmakonei/moHorpadii. NMogaHHs
14 TabneTok y BUNYyCK cepii HOBOro abo OHOB-NIEHOrO cepTudikaTa
6nicTepi; no 4 nNiKapcbkoro BiANOBIAHOCTI ab0 BUYyUYEHHS cep-
6nictepn y 3acoby: TudpikaTa BigNOBIAHOCTI €BpONeNchbkKil
KapTOHHIl [bxeHedapm thapmakonei: ana A®l; ans BUxigHoro
navui CA, peuis marepiany/peareHTy/npomiHOro rnpo-

KoHTposb cepii:
KioEnCiEc N1a.,
Ipeuis

JYKTY, L0 BUKOPUCTOBYHOTLCSA Y
BUPOGHMLTBI A®I; Ans A,0-NOMKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponeii-cbkiin hapmakoner) -
OHoBneHWit cepTudikar Big yxe 3a-
TBEPKEHOr0 BUPOOHUKA - MogaHHA
OHOBJIEHOTO cepTudikaTa
BiANOBiAHOCTI €BponeiicbKoi
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
thapmakonei Ne CEP 2018-276-Rev 02
(3aTBEpAXEHO: RO-CEP 2018-276-Rev
01) A®l nakocamig, Bif BXe
3aTBepaxeHoro BupobHuka ALEMBIC
PHARMACEUTICALS LIMITED, IHgis.
136. | IEBOAAP levofloxaci | nesoconok | JOIM Tabnetku, AAP O6'egHaHi | 3im JlabopaTopi3 IHgis BHECEHHS 3MiH 40 peecTpavLiiHnx 3a He UA/17911/01/01
n cauuHy Al12 BKPWUTI PAPMA Apabebki Nimiten martepianis: 3miHu | TUny - 3MiHn peyenmo | nionse
remirigpat NNiBKOBOIO ®3-N1C Emipatun woao 6e3nekn/edpekTMBHOCTI Ta M ae
060/10HKOI0, thapmakoHarnsgy. 3MiHM y KOpOTKili
no 250 mr, no XapakTepucTuLi nikapcbkoro 3acoby,
6 a6o 10 TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ANs
Tabnetok y MeJMYHOro 3aCTOCYBaHHS
6nicTepi; no 1 reHepnyYHuX/ribpuaHNx/6ionogibHNX
6nictepy B nikapcbknx 3acobiB nicns BHECEHHS
KapTOHHIf Tiel camoi 3MiHN Ha pedbepeHTHW
nauuj npenapar (3MiHa He NoTpebye
Ha/laHH$ XOAHWNX HOBWX AOAATKOBMX
AaHvx) 3MiHN BHECEHO A0 IHCTPYKL,i
ON19 MeAUYHOro 3acTOCYBaHHS
niKapcbKoro 3acoby y po3ainv
"Oco06/1MBOCTI 3aCTOCYBaHHS",
"MobiuHi peakyii” BigNoBigHO A0
iHbopMmaLii woao MeguyHoro
3acTocyBaHHs pethepeHTHOro
nikapcbkoro 3acoby (Tavanic 500 mg
film-coated tablets)
137. | NNEBOAAP levofloxaci | nesocdonok | JOIM TabneTku, AAP O6'egHaHi | 3im JlabopaTopi3 IHgis BHECEHHS 3MiH 40 peecTpauiiHnx 3a He UA/17911/01/02
n cauuHy Al12 BKPWUTI PAPMA Apabebki NimiTen martepianis: 3miHu | TUny - 3MiHn peuyenmo | nionse
remirigpar nNiBKOBOO ®3-711C Ewmipatn Loao 6esnekn/edeKkTBHOCTI Ta Y] ae
060J10HKOI0, hapMakoHarnsgy. 3mMiH1 y KopoTkil

no 500 wmr, no
10 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHiiA
nauuj

XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeZJMNYHOro 3aCTOCYBaHHS
reHepnyYHuX/ribpuaHNx/6ionoaioHNX
nikapcbknx 3acobiB nicns BHECEHHS
TiET camoi 3MiHM Ha pethepeHTHMI
npenapar (3MiHa He nNoTpebye
Ha/JaHHS XOOHWNX HOBUX AOAATKOBMX
AaHnx) 3MiHW BHECEHO A0 iIHCTPYKL,i
051 MeAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"Oco06/1MBOCTI 3aCTOCyBaHHS",
"Mo6iyHi peakuii" BignoBigHO A0
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
iHchopmawuii LWwoao meanyHoro
3acTocyBaHHs pethepeHTHOro
nikapcekoro 3acoby (Tavanic 500 mg
film-coated tablets)
138. | NEBONET levofloxaci | nesodpnok | JOIM TabneTku, - IHAisa [O-p Peppi'c IHAis BHECEHHS 3MiH 0 peecTpaviintHmx 3a UA/9474/01/02
n cauuHy Al12 BKPUTI Peppi'c NabopaTtopic marepianis: 3mMiHu | Tuny - 3MiHM 3 peyenmo
Hanisrigpa NNiBKOBOO Na6opato NTp, ®TO -1 [KocTi. FoToBwWIA Nikapcbkuii 3aci6. M
T 060/10HKOI0, pic itg KOHTpO/b rOTOBOrO /liKapCbKoro
no 500 mr, no 3aco6y (iHwi 3miHN) nepeknag MKA 3
10 TabneTtok B pOCilicbKOi MOBM Ha YKpPaiHCbKy MOBY
6nictepi; no 1 0151 NPUBELEHHA Y BIAMNOBIAHICTD i3
6nictepy y BMMOraMun YnMHHOI pedakuii Hakasy
KapTOHHIl MO3 Ykpainu Ne 426 Big 26.08.2005.
KopoobLi BBeneHHs1 3MiH NpoTAroM 3-x MicsiLiB
nicns 3aTBepmAKeHHs
139. | NEBONET levofloxaci | nesochnok | JO1IM TabneTku, O-p IHais O-p Peppi'c IHais BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/9474/01/03
n cauuHy Al12 BKPUTI Peppi'c Na6opaTtopic mMarepianis: 3MiHu | TUny - 3MiHK 3 peyenmo
Hanierigpa NNiBKOBOIO Nab6opaTo Nitp, ®TO -1 SKOCTi. [OTOBWIA Nikapcbkuii 3aci6. M
T 060/10HKOI0, pic /itg KOHTpO/b rOTOBOrO MiKapCbKoro
no 750 mr, no 3acoby (iHLwi 3miHn) nepeknag MKA 3
5a6o 10 POCICbKOI MOBM Ha YKpaiHCbKY MOBY
TabneTok y 015 NPUBELEHHA Y BIANOBIAHICTD i3
6nicTepi, no 1 BMMOraMun YnMHHOI pefakuii Hakasy
6nictepy y MO3 Ykpainu Ne 426 Big 26.08.2005.
KapTOHHIl BBeneHHs 3MiH NpoTAroM 3-x Micsilis
Kopoo6Li nicns 3aTBepAKeHHs
140. | NEBONET levofloxaci | nesodpnok | JOIM TabneTku, O-p IHais [O-p Peppi'c IHgis 3MmiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA 3a UA/9474/01/01
n cauuHy A12 BKPUTI Pepgi'c Na6opaTtopic nikapcbkuii 3aci6. KOHTpob roToBoro peyenmo
Hanisrigpa NAiBKOBOO Na6oparto Nrtp, @TO -1 nikapcbKoro 3acoby (iHLwi 3MiHu) M
T 060/10HKOH, pic NIt nepekniag MKS 3 pocilicbkoi MOBM Ha
no 250 wmr, no YKpaiHCLKY MOBY AN NPUBEAEHHSA Y
10 TabneTok B BIANOBIAHICTb i3 BUMOramut YNHHOI
6nicTepi; no 1 pepakuii Hakazy MO3 Ykpainn Ne 426
6nictepy y Bif, 26.08.2005. BBeAeHHS 3MiH
KapTOHHilA npoTArom 3-x MicAuiB nicns
Kopo6bui 3aTBEPKEHHS
141. | NEPNHOTAB leflunomid | nedpntoHo LO4AK | Tabnetku Mepak HimeuuunH Brpo6HuK, L0 Himeuuu BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/12013/01/02
e Mig, 01 BKPUTI lesenblua a Bignosigae 3a Ha marepianis: 3miHu | Tuny - 3MiHn 3 peyenmo
060/10HKOH0, T dhrop MapKyBaHHs1, [KocTi. [oToBWIA Nikapcbkuii 3aci6. M
no 20 mr; no KniHiwe BTOPWHHE KOHTpO/b rOTOBOrO /iKapCbKoro
15 a6o no 30 Lneuianb nakyBaHHs1, 3acoby. 3miHa y meTogax
TabneTok y npenapar KOHTPO/b/BUNPO BUMPOOYBaHHA rOTOBOTO NiKapCbKOro
KOHTeliHepi; e M6X 6yBaHHs cepii Ta 3acoby (iHWi 3mMiHK) 3MiHa npoueaypu
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
nol BUMYyCK cepii: BUNPOOYBAHHSA BU3HAYEHHSA CYNYTHIX
KOHTEliHepy B Mepak nomiwok ans N3 3 metoto
nauui lesenbwadT NiABULLEHHSA MeXi Ki/TbKiICHOTO
chrop KniHiwe BM3Ha4YeHHs LoQ 3 notouHux 0,01 %
Lneuiansnpena 00 0,05 %. TakoxX BHECEHHSA
paTte M6X, pefakLiiHoi NpaBkn B po3ain
HimeuumnHa; 3.2.P.5.1. Cneuundikauis 3a
Brpo6HuK, L0 nokasHukoM «CTilKicTb [0
Bignosigae 3a pO34aB/toBaHHA» (B KpUTEpIl
BMPOGHMLTBO NPUAHSATHOCTI JOA4AHO C/I0BO
roToBol (cepepnHe)). BBefeHHA 3MiH NPOTArom
niKapcbKi 6-TV MicALIB NiCNSA 3aTBEPAYKEHHS.
hopmu,
nepBuHHe
nakyBaHHs,
MapKyBaHHS,
BTOPVHHE
nakyBaHHs,
KOHTPO/b/BUNPO
6yBaHHs cepii Ta
3a BUMNYCK Cepii:
XaynT ®apma
MioHcTep M'vmbX,
HimeuyunHa
142. | NEPNHOTAB leflunomid | nednoHo LO4AK | Tabnetkm Mepak HimeuuunH B1po6GHMK, WO Himeyuun BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/12013/01/01
e Mig 01 BKPWUTI lesenba a Bignosigae 3a Ha MaTepianis: 3miHu | TMny - 3MiHK 3 peuyenmo
060/10HKOI0, T drop MapKyBaHHS, SKOCTi. [OTOBWIA Nikapcbkuii 3aci6. M
no 10 mr; no KNiHiwe BTOPVHHE KOHTPO/1b rOTOBOIO NiKapcbkoro
30 Tabnetok y Lneuianb nakyBaHHs, 3acoby. 3miHa y meTofax
KOHTeliHepi; npenapar KOHTPO/1b/BMMNPO BMNPOGYBaHHSA rOTOBOrO NiKapCbKOro
nol e M6X 6yBaHHs cepii Ta 3aco06y (iHWi 3MiHK) 3MiHa NpoLeaypu
KOHTelHepy B BUMyCK cepii: BUNPOOYBaHHA BU3HAYEHHSA CYNYTHIX
nauui Megpak Jomiwok ansa N3 3 metoto
lesenbladpt NiABULLLEHHSA MEXi KiflbKiCHOro

dotop KAiHiwe
LLineujanbnpena
paTte M6X,
HimeuuunHa;
Brpo6HuK, Lwo
Bignosigae 3a

BM3Ha4veHHs LoQ 3 notoyHmx 0,01 %
00 0,05 %. TakoXX BHECEHHSA
pejakuiiHoi NpaBkK B po3fin
3.2.P.5.1. Cneuudikauis 3a

nokasHNKom «CTilKiCTb 80
po34aBoBaHHA» (B KpUTEPIi

BMPOGHMLTBO NPUAHSATHOCTI 0A4aHO C/I0BO
roToBo| (cepepHe)). BBefeHHs 3MiH NpoTsArom
JNiKapCbKi 6-TV MicALiB MiCNA 3aTBEPMKEHHS.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
hopmu,
nepBuHHe
nakyBaHHs,
MapKyBaHHS,
BTOPWHHE
nakyBaHHs,
KOHTPO/b/BUNPO
6yBaHHs cepii Ta
3a BUMNYCK Cepii:
XaynT ®apma
MioHcTep M'vbX,
HimeuyunHa
143. | NIHE3ONIA- linezolid niHe3onig, JO1XX | po3uuH ans ToBapucTs YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 0 peecTpaviitHmx 3a He UA/19969/01/01
HOBO®APM 08 iHdpysin, 2 03 06MEXEHO martepianis: 3miHu | TUny - 3MiHK peuyenmo | nionsie
mr/mn; no 300 obmexeHo BiANOBIga/IbHICT oo 6e3snekn/edekTMBHOCTI Ta dap- M ae
M1y NakeTi; 10 10 thipma MakoHarnsay. 3miHa y KopoTkiii
no 1 nakety B Bignosiga "HoBodhapm- XapaKTepucTuLi nikapcb-koro 3acoby,
nakeri 3 NbHICTIO BiocuHTes" TeKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeTas1i30BaHun hipma MeMY-HOro 3aCTOCYBaHHA Ha nigcTasi
M NOKPUTTAM "HoBodhap perynsipHo OHOB/IOBAHOIO 3BITY 3
M- 6e3nekun nikapcbkoro 3acoby, abo
BiocuHTes JocnigpkeHb 3 6e3neky 3acToCyBaHHsA
" nikapcbKoro 3acoby B nicns-
peecTpavuiiiHnii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3 AOCNIAKEHD,
npoBeAeHWX BigNoBigHO A0 NaaHy
negiatpuyHux gocnimpkers (PIP)
(3MiHy y3ropkeHo 3 KOM-NeTEHTHUM
YNOBHOB&XXEHVNM OpraHom)
3MiHN BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHA /likapCbKOro
3acoby fo po3ainy "Mo6iyHi peakuii”
BiANOBIAHO [0 OHOBMEHOT iHdhopmaLyi
3 6e3neKkun 3acTocyBaHHs gitoyol
peyosuHu (eCTD Bepcis 0000).
TepMmiH BBEEHHS 3MiH - NpOTArom 6
MicSLIB MiCNsA 3aTBEPAKEHHS.
144. | NIHECCA linezolid niHesonig, JO1XX | po3uuH ans AHaHTa Benuka €sponaiic IHAis BHECEHHS 3MiH [JO peecTpaLiiiHnX 3a He UA/17877/01/01
08 iHdhysilA, 2 Megikeap BpuTaHia XenTtkeap lBT. martepianis: 3miHu | Tuny - 3MiHn peuyenmo | nionsie
mr/mn; no 300 nra. nra. Loao 6e3nekn/edpeKTMBHOCTI Ta M ae
My chapmakoHarnsgy. 3MiHW y KOpoTKili
nonieTuneHoB XapaKTepuCTUL NiKapcbKoro 3acooby,
oMy abo TEKCTi MapKyBaHHs Ta iIHCTPYKUIT Ans
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
noninponineHo MeAMYHOr0o 3acTOCYBaHHs
BOMY reHepuyHMX/ribpuaHNX/6ionodibHMX
KOHTeliHepi; NiKapCcbKnx 3aco06iB MiCNs BHECEHHS
nol Tiel camoi 3MiHW Ha pedhepeHTHW

KOHTEliHepy B
cpibnsctomy
nakeTi B
KapTOHHIl
Kopoo6Li

npenapar (3miHa He noTpebye
Ha/JaHH$! XOAHWNX HOBUX AOAATKOBMX
AaHvx) 3MiHU BHECEHO A0 IHCTPYKL,i
AN MeAUYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainv
"PapmakoTepanesTnyHa rpyna. Kog,
ATX" (wopno Ha3Bu 6e3 3MiHU Koy
ATX), "®apmakosioriyHi BAacTMBocTi",
"MpoTunokasaHHs", "OcobmBoOCTI
3acTocyBaHHs", "Cnoci6 3acTocyBaHHS
Ta gosun”, "MepenosyBaHHA", "MO6IYHI
peakujii 3rigHo 3 iHdhopmaLjieto Wwoa0
MeAMYHOr0o 3acTOCYBaHHS
pediepeHTHOrO JiKapCbKOro 3acoby
(3vBOKC, pO34nH ANs iHdysil, 2
Mr/mn). BBeeHHs 3MiH NpoTAroMm 3-x
MiCALIB MiCNA 3aTBEPKEHHS. 3MiHM |
MRy - 3MiHK WoAao
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAUYHOro 3acToCcyBaHHs Ha nigcTasi
perynsipHo OHOBJIOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B
nicnsipeecTpauiiHuii nepiog, abo sk
pe3ynbTaTt OLiHKV 3BITy 3 AOC/IKEHb,
npoBefeHnX BiANOBIAHO A0 NaHy
negiatpuyHux gocnimxkeHsb (PIP)
(3MiHY Y3rof)XeHo 3 KOMNETEHTHUM
YMOBHOB&XEHVM OpraHoM) 3MiHu
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3acToCyBaHHSA NikapCcbKoro 3acoby y
po3gain "MobiuHi peakwii" BignoBigHO
[0 OHOB/EHOI iHGhopMaLii 3 6e3neku
AiY40i peyoBrHN. BegeHHs 3MiH
npoTsirom 3-X MicsAwiB nicas
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
3aTBEPAKEHHSA
145. | NMICOBAKT® - nisoyumy RO2A NbOASHUKN BocHanek BocHist i BocHanek a.4. BocHis i BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 UA/2790/01/01
rigpoxnop | A20 npecosaHi; no a.4. I'epuerosun lepuero marepianis: 3MiHu | TUny - 3MiHM 3 peyenma
na, 10 nbopgsAHVKIB Ha BUHA AKocTi. CepTuddikar signosigHocTi/TE-
nipnaokcm y 6nicTepi; no cepTudikaT BiANOBIAHOCTI
HY 1 a6o 3 €Bponeiicbkii
rigpoxsop 6nictepu y thapmakonei/moHorpadii. NMogaHHs
ng, KapTOHHIi HOBOro abo OHOBNEHOro cepTudpikata
Kopoo6Li

BiANOBIAHOCTI @60 BUNYYEHHS
cepTudikaTa BignoBigHOCTI
€Bponelicbkiit hapmakonei: ana Adl;
ANsa BUXigHOro
marepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; ANt 4ONOMIXHOT
peyoBUHU (cepTuddikar BiANOBIAHOCTI
€Bponeiicbkiil hapmakonei) -
OHoBReHwnin cepTuddikaT Bif yxe
3aTBEPAXEHOro BUPOGHUKa - MogaHHA
oHosneHoro CEP ansa gitovoi
PEeYoBUHM MiPUAOKCUHY Tigpoxnopug,
Bif} BXXE 3aTBEPAKEHOIO BUPOOHMKA
Jiangxi Tianxin Pharmaceutical CO.,
LTD., China (CEP 2013-165-Rev 01).
[litova pepakuis
R1-CEP 2013-165-Rev 00
Name of holder:

Jiangxi Tianxin Pharmaceutical Co.,
Ltd.

Le’'anjiang Industrial Zone
China-333 300 Leping, Jiangxi
province
Production of Pyridoxine
hydrochloride:

Jiangxi Tianxin Pharmaceutical Co.,
Ltd.

Le’anjiang Industrial Zone
China-333 300 Leping, Jiangxi
province
MponoHoBaHa pefakuis
CEP 2013-165-Rev 01
Name of holder:

Jiangxi Tianxin Pharmaceutical Co.,
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
Ltd.
Leping Industrial Zone
China-333 300 Leping, Jiangxi
province
Production of Pyridoxine
hydrochloride:
Jiangxi Tianxin Pharmaceutical Co.,
Ltd.
Leping Industrial Zone
China-333 300 Leping, Jiangxi
province
146. | NO3APTAH losartan nosaptaH Cc09C Tabnetku, KPKA, CnoseHis BignoBigasibHWin | CnoBeHi BHECEHHS 3MiH 4O peecTpavuiiHnx 3a He UA/14818/01/01
KPKA Kauito AO01 BKPWUTI n.4., Hoso 3a BUPOGHMLTBO al martepianis: 3miHu | TUny - 3MiHn peyenmo | nionse
NNiBKOBOIO MecTo "in bulk", Kutaii oo 6e3nekn/edpekTMBHOCTI Ta M ae
060/10HKOI0 MO nepBuHHE Ta thapmakoHarnsgy. 3MiHM y KOpOTKili
100 mr; no 10 BTOPVHHE XapakTepucTuLi nikapcbkoro 3acoby,
TabneToky nakyBaHHs, TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
6nicTepi; no 3 KOHTpPO/b cepili MeJMYHOro 3aCTOCYBaHHS
abono 9 Ta BUMYCK cepiii: reHepnyYHUX/ribpuaHNx/6ionogibHmNx
6nictepiB y KPKA, a.4., nikapcbknx 3acobiB nicns BHECEHHS
KapTOHHIf Hoso mecTo, Tiel camoi 3MiHN Ha pedbepeHTHWi
Kopoo6Li CnoBeHis; npenapar (3MiHa He NoTpebye
KOHTPO/Ib Cepii: Ha/JaHHS XOAHWNX HOBWX AOAATKOBMX
KPKA, a.4., AaHnx). 3MiH1 BHECEHO A0 iIHCTPYKL,i
Hoso mecTo, AN19 MeAUYHOro 3acTOCYBaHHS
CnoBeHis; niKapcbKoro 3acoby y po3ainv

KOHTpO/b cepii:
NlabeHa g.0.0.,
CnosBeHis;
BiANOBiAaNbHWI
3a BUPOGHMLTBO
«in bulk»:
Hinréo MeHoBo
TiaHkaHr
PapmacboTvKan
¢ Ko., NITa,.,
Kutai

"®apmakonoriyHi BnactneocTi”,
"MpoTunokasaHHs", "OcobmBoCTi
3aCcTocyBaHHSA", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaAar”, "Cnocib 3actocyBaHHs Ta
nosun", "Mepeno3syBaHHA", "Mo6IYHI

peakuii" 3rigHo 3 iHhopmaLjieto Wwoa0
MeZMYHOro 3aCToCyBaHHA
pedyepeHTHOro fikapcbKoro 3acoby

(Cozaar 100 mg Film-Coated Tablets).

BBE[EHHS 3MiH NPOTAroM 6-Tn MicsLIB
nicns saTBepmkeHHs. 3MiHu | Tuny -
3MiHM Wwopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHum).
OHoBneHHA n.3, n.5, n.8, n.12. n.14
TEKCTY MapKyBaHHS BTOPUHHOI
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
yMakoBKU NiKapcbKoro 3acoby.
BBefeHHs1 3MiH NPOTAroM 6-Tu Micsauis
nicns 3aTBepmKeHHs
147. | NO3APTAH losartan nosapraH Cc09C TabneTku, KPKA, CnoseHis BignoBigasibHWii | CnoBeHi BHECEHHS 3MiH 0 peecTpaLiitHmx 3a He UA/14818/01/02
KPKA Kanito AO01 BKPWUTI n.4., Hoso 3a BMPOGHULITBO al mMartepianis: 3miHu | TUny - 3MiHK peuyenmo | nionsie
NNiBKOBOIO MecTo "in bulk", Kutaii oo 6e3nekn/edhekTMBHOCTI Ta M ae
060/10HKOH, nepBuHHE Ta thapmakoHarnsgy. 3MiH1 y KOpoTKili
no 50 mr, no BTOPVHHE XapakTepucTuL,i nikapcbkoro 3acoby,
10 Tabnetok y nakyBaHHs, TeKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
6nicTepi, no 3 KOHTpO/b cepili MeANYHOro 3acToCyBaHHS
abono9 Ta BUNYCK cepiii: reHepuyHMX/ribpuaHnx/6ionodibHMX
6nicTepiB y KPKA, a.4., Nikapcbkux 3acobiB Micns BHECEHHS
KapTOHHIl Hoso mecTo, Tiel camoi 3MiHW Ha pedhepeHTHW
KopoobLi CnoBeHis; npenapar (3miHa He noTpebye
KOHTpO/b cepii: HafaHHS XXOAHWNX HOBUX AOAATKOBUX
KPKA, a.4a., [aHnx). 3MiHW BHECEHO [0 IHCTPYKLUIT
HoBo mecTo, AN MeAUYHOro 3aCTOCYBaHHS
CroBeHis; nikapcbKoro 3acoby y po3ginu
KOHTPO/b Ccepil: "®apmakonoriyHi B1acTnsocTi”,
NabeHa p.0.0., "MpoTunokasaHHs", "OcobanBoCTi
CnoseHis; 3acTocyBaHHSA", "3acTocyBaHHs Y
BiANOBiAA/IbHWIA nepiog, BariTHOCTi abo rogyBaHHs
3a BMPOGHULITBO rpyaato”, "Cnocib 3actocyBaHHA Ta
«in bulk»: posn", "MepeposysaHHs", "Mob6iuHI
HiHréo MeHoBo peaxuii” 3rigHo 3 iHchopmMauieto LWoao
TiaHkaHr MeAMYHOrO 3aCTOCYBaHHS
dapmacboTukan pediepeHTHOrO JlikapCbKoro 3acoby
¢ Ko., NiTq,, (Cozaar 100 mg Film-Coated Tablets).
KnTaii
BBEJEHHS 3MiH MPOTAroM 6-Tu MicsLiB
nicnsa 3aTBepkeHHs. 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHu).
OHoBrieHHs n.3, n.5, n.8, n.12. n.14
TEKCTY MapKyBaHHSA BTOPUHHOT
yMakoBKU NiKapCbKOro 3acoby.
BBefeHHs 3MiH NpoTAroM 6-Tn micAuis
nicns 3aTBepAKEeHHs
148. | NOKOIp, hydrocorti rigpokopt | DO7A eMy/ibCist YEMJADA | HimeuunH | Temmnep ITania ITanis BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/4471/03/01
KPENO sone 30Hy 17- B02 HawkipHa, 1 PM a C.p.n. martepianis: 3miHu | TUny - 3MiHn peyenmo
butyrate 6yTupar mr/r;no 30ry | ApuHaimit Loao 6esnekn/edeKkTMBHOCTI Ta M
cdnakoHi; no 1 Tenb thapmakoHarnisgy. BeegeHts abo
ch/1akoHy B m6X 3MiHW [0 y3ara/lbHEHNX AaHnX Npo
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

KapTOHHIl
nauui

cuctemy thapmakoHarnagy (sBegeHHs
y3arasisHeHUX faHux Npo cucTemy
hapmakoHarnsgy, amiHa
yMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 32 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
chapmakoHarnsgy 3asaBHuka gis
3pificCHeHHs1 hapMakoHarnsay B
YKpaiHi, AKLLO0 BOHA BigMiHHA Bif,
yMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 32 3AiAiCHEHHS
hapmakoHarnsay (Bkirovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MiLLeHHI MacTep-ghaiina cuctemu
thapmakoHarnagy) 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsg.
[Litova pepgakuis: Dr. Juliane Niessen-
Erkel. MponoHoBaHa pegakuis: Dr.
Thomas Emmrich. 3miHa KOHTaKTHUX
[AaHVX YNOBHOB&XeHOI 0co6u
3as1BHYIKa, BignoBigabHOT 3a
hapmakoHarniag,

149.

NOKOIA®

hydrocorti
sone
butyrate

rigpokopTH
30HYy 17-
6ytupat

DO7A
BO2

Kpem, 1 mr/r;
no 30 r B Ty6i;
no 1 1y6i B
KapTOHHIf
navui

YEMNADA
PM
ApuHaimit
Tenb
mM6X

HimeyunH
a

Temmnep Itania
C.p.n.

ITanis

BHECEHHS 3MiH 0 peecTpavinHmx
martepianis: 3miHu | TUny - 3MiHn
wofo 6e3nekn/edekTMBHOCTI Ta doap-
MakoHarnsay. BeegeHHs abo 3miHv o
y3araJibHeHuX fia-Hux npo cuctemy
hapmakoHarnsgy (BBefeHHs y3arab-
HEHWX JaHUX Npo cuctemy
hapmakoHarnsgy, 3miHa ynos-
HOBaXXeHOI 0cobu, BiANOBIAa/ILHOT 3a
3[iiCHeHHs hapmMa-KoHarnsgy;
KOHTaKTHOI 0cobu 3 dhapmakoHariagy
3asBHU-Ka AN 3AiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, yNOBHOBaXeHOT|
ocobu, BignoBigasibHOI 3a 3AiCHEHHST
hapMakoHarnsay (Bkioyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy) 3miHa
YNOBHOBaXEHOT 0COOM 3asBHUKA,

3a
peyerimo
M

UA/4471/04/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

BiANOBIAa/IbHOI 3a hapMako-Harnsg,.
[Oitova pepakuis: Dr. Juliane Niessen-
Erkel. MponoHoBaHa pegakuis: Dr.
Thomas Emmrich. 3miHa KOHTaKTHMX
[aHuX YyNoBHOBaXKEHOT 0co6u
3a8BHMKa, BiANOBIA&IbHOI 3a
hapmakoHarnsg.

150.

NOKOIA®

Hydrocorti
sone
butyrate

rigpokopTH
30HY 17-
6yTupat

DO7A
B0O2

Masb, 1 mr/r;
no 30 r masiy
Ty6i; no 1 Ty6i
Y KapTOHHil
Kopoo6Li

YEMNADA
PM
ApuHaimit
Tenb
6X

HimeyunH
a

Temmnep Itania
C.p.N.

ITanisa

BHECEHHS 3MiH 0 peecTpaviintHmx
marepianis: 3miHu | Tuny - 3miHn
woao 6e3nekn/edeKTUBHOCTI Ta dap-
MakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHuX fa-Hux Npo cuctemy
hapmakoHarnsagy (BBefeHHs y3araib-
HEHVX JaHuX Npo cuctemy
hapmakoHarnsgy, 3MmiHa yrnos-
HOBaXXKeHOI 0co6u, BiANOBIAa/IbHOI 3a
3[jiCHEeHHs1 hapMa-KoHarnsay;
KOHTaKTHOI 0co6U 3 chapmakoHarnsay
3asBHU-Ka 419 3AICHEHHA
hapmakoHarnagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNOBHOB&XEHOI
0ocobu, BignoBiganbHOI 3a 3A4iACHEHHS
hapmakoHarnsay (Bkirouaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsagy) 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHMKA,
BiANoBigasIbHOI 3a papMako-Harnsg,
[Oitova pepakuis: Dr. Juliane Niessen-
Erkel. MponoHoBaHa pegakuis: Dr.
Thomas Emmrich. 3miHa KOHTaKTHUX
LaHnX YNOBHOBaXKEHOT 0co6U
3asBHWKa, BiANOBIAaIbHOI 3a
hapmakoHarnsg.

3a
peyenmo
M

UA/4471/01/01

151.

NOKPEH®

betaxolol

6eTakcono
ny
rigpoxnop
na

CO7A
BO5

Tabnetku,
BKPUTI
060/10HKOH,
no 20 mr, Ne
28 (14x2): no
14 TabneTok y
6nicTepi; no 2
6nictepn B
KapPTOHHIMN

YEMNADA
PM
ApuHaimit
Tenb
M6X

HimeyunH
a

CaHodi BiHTpon
IHgacTpia

PpaHuis

BHECEHHS 3MiH [JO peecTpaLiiiHnX
martepianis: 3miHu | Tuny - 3MiHn
Loao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3ara/ibHEHNX JaHuX Mpo
cucTemy chapmakoHarnsgy (BBefieHHs
y3araslbHeHVX gaHunx npo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0cobH,

3a
peyenmo
M

UA/4199/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
KOpoo6Li BigNoBiAa/IbHOI 3a 3[jACHEHHSI
thapmakoHarnsgy; KOHTaKTHoi 0cobm 3
thapmakoHarnsgy 3asiBHuka ans
3pjiicHeHHs hapMakoHarnsay B
YKpaiHi, AKLW0 BOHa BiAMIHHA Bif
YMOBHOBaXEHOI 0Cco6M,
BigNoBiAa/IbHOI 3a 3[jACHEHHSI
thapmakoHarnsagy (Bkiouaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsagy) 3miHa
YNOBHOB&XeHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a chapmakoHarnsg,.
[Oitova pepakuis: Dr. Juliane Niessen-
Erkel. MponoHoBaHa pegakuis: Dr.
Thomas Emmrich. 3miHa KOHTaKkTHUX
[aHuX YyNoBHOBaXKEHOT 0co6u
3a8BHMKA, BiANOBIA&IbHOI 3a
hapMakoHarng,
152. | NNOPAHTIIH - rekcetugn | RO2A cnpei ans TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 UA/14801/01/01
H, XOniHy A20 poToBoi "Mikpocha "Mikpocpapm" marepianis: 3MiHu | TUny - 3MiHM 3 peyenma
caniyuna, NOPOXHUHW; pm” AKocTi. CepTuddikar signosigHocTi/TE-
xnopbyTaH no 50 mny cepTudikaT BiANOBILHOCTI
ony chnakoHi Ta €Bponeiicbkiii
remirigpar posnunoBaye thapmakonei/moHorpadii. NMogaHHs
M; no 1 HOBOro abo OHOBNEHOro cepTudpikata
1akoHy B BiAMNOBIAHOCTI @60 BUNYYEHHS
nauui 3 cepTudikaTa BifnoBigHOCTI
KapTOHY €Bponelicbkiit hapmakonei: ana Adl;

ANsa BUXigHOro
marepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPO6HULTBI A®I; AN AONOMIXHOT
peyoBUHU (cepTuddikar BiANOBIAHOCTI
€Bponeiicbkiil hapmakonei) -
OHoBReHwnin cepTuddikaT Bif yxe
3aTBEPAXEHOro BUPOGHUKa - MogaHHA
OHOBJIEHOrO cepTudikaTa
BiANOBIAHOCTI EBpONENChbkil
thapmakonei R1-CEP 2005-238-Rev
03 (3atBepaxeHo: R1-CEP 2005-238-
Rev 02) ansa [ito4oi pevoBrHM
ekceTWAVH Bif 3aTBEpKEHOr0
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Hassa

Hassa

Koo

MixHapoo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
Brpo6HuKa "CURIA FRANCE S.A.S.",
PpaHujs.
153. | MAXXE3UK- flurbiprofe | cnyp6inp MO1A | Tabnetku, CaHoBenb | TypeuunH CaHoBenb Inau | Typeyun BHECEHHS 3MiH 0 peecTpavinHmx 3a UA/10349/01/01
CAHOBE/b n odpeH E09 BKPWUTI Inay Canai a CaHai Be Ha mMaTtepianis: 3miHu | TUny - 3MiHK 3 peyenmo
NNiBKOBOIO BE Tupxapet A.LL. siKocTi. FoToBWIA Nikapcbkuii 3aci6. M
060/10HKOI0, Tumxaper KOHTpO/1b rOTOBOrO NikapCbKoro
no 100 mr, no A.LL. 3ac006y (iHLWi 3MiHN) YTOYHEHHS
5 TabneTok y NpuUroTyBaHHs BUNPo60ByBaHOro Ta
6nicTepi; no 1 CTaHAapTHOro PO34YunHIB y MeToauL,i
abo 2, abo 6 KOHTPO/II0 3@ NOKa3HUKOM «KifnbKicHe
6nictepiB y BU3HayeHHs1» B MKA /13 BignoBsigHO
KapTOHHIf [,0 OpUriHaUTbHOI JOKyMeHTaLil
Kopoo6Li BMpOGHUKa /3. B 3B’A3Ky 3
3ayBaxeHHAM Bif [epxnikcnyxoéu, a
came: B METOAML MPUroTyBaHHS
CTaHfapTHOro Ta B1Npo6yBaHoro
pO34uMHy (nepLue po3BeaeHHs) He
BKa3aHo, L0 pO34MH NOTPIOGHO
[0BOAMUTU A0 MITKN.
154. | MENCI meloxicam | mMenokcuk MO1A | Tabnetku no ToBapucTs YkpaiHa TOB Ykpaina BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/8397/01/01
am Co06 7,5 mr, no 10 03 "ACTPAGAPM" mMaTtepianis: 3miHn | TMNy - 3MiHK 3 peyenmo
TabneTok y obMexeHo AKocTi. CepTudikar signosigHocTi/TE- M
6nicTepi; no 2 10 cepTudikart BiANOBIAHOCTI
6nictepn y BignoBiga €Bponeiicbkiii
KOpoo6Li NbHICTIO thapmakonei/moHorpadii. NMogaHHs
«[peacta HOBOro abo OHOBNEHOro cepTucpikata
BHULTBO BiA4NOBIAHOCTI 260 BUTyYEHHS
BAYM cepTudikaTa BignoBigHOCTI
PAPM €Bponeiicbkiii hapmakonei: ans Adl;
TMBX>» 0151 BUXIZHOTO

marepiany/peareHTy/npoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPO6HMUTBI ADI; 415 AONOMDKHOT
peyoBUHU (cepTuddikar BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei) - Hoswi
cepTugikaT Bi HOBOr0 BMPOOHUKA
(3amiHa abo [ONOBHEHHS)
nofaHHsa HOBOro cepTuddikara
BiAMNOBIAHOCTI EBpPONENChKil
thapmakonei Ne CEP 2014-261 - Rev
02 ans pjtoyoi pevosrHU Meloxicam
Bi, HOBOro BMpOGHMKa Swati Spentose
PVT. LTD., India (3amiHa BMpo6HUKa
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
SHANDONG XINHUA
PHARMACEUTICAL CO., LTD.,
Kutai)
155. | MENCI meloxicam | MenoKcuk MO1A | TabneTku no ToBapucTs YkpaiHa TOB Ykpaina BHECEHHS 3MiH 0 peecTpaLiitHmx 3a UA/8397/01/02
am Co06 15 mr, no 10 03 "ACTPAGAPM" MaTepianis: 3miHu | TMny - 3MiHK 3 peuyenmo
Tabnetok y obmexeHo sikocTi. CepTudikaTt BignosigHocTI/lE- M
6nicTepi; no 2 10 cepTudikaT BiANOBIAHOCTI
6nictepu y Bignosiga €Bponeiicbkiit
Kopoo6Li NbHICTIO thapmakonei/moHorpadii. NMogaHHs
«MpepfcTa HOBOro abo OHOB/IEHOrO cepTudikaTa
BHULTBO BifNOBIAHOCTI 260 BUYyYEHHS
BAYM cepTudiikaTa BignoBiAHOCTI
DAPM €Bponelicbkin hapmakonei: ana Adl;
TMBX» ONs BUXIAHOTO
matepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BUPO6HUUTBI ADI; Ana AONOMDKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) - HoBuii
cepTugikaT Bif HOBOro BUPOOHUKA
(3amiHa abo [OMNOBHEHHS)
noJaHHa HoBOro cepTudpikara
BiANOBIAHOCTI EBpONeichbkili
thapmakonei Ne CEP 2014-261 - Rev
02 ans pjtoyoi pevoBrHN Meloxicam
Bi, HOBOro BUPOGHMKa Swati Spentose
PVT. LTD., India (3amiHa BMPOGHMKa
SHANDONG XINHUA
PHARMACEUTICAL CO., LTD.,
Kutai)
156. | MENIbAOHIA meldoniu mMenbAoHii | CO1lE pO34nH Ans TOB YkpaiHa TOB "lOpis- Ykpaina BHECEHHS 3MiH 0 peecTpaviiiHmx 3a UA/14638/01/01
m (3-(2,2,2- B22 iH ekujin, 100 "Opis- Papm"” marepianis: 3miHu | Tuny - peyenmo
TpUMETUAr mr/mn, no 5 dapm"” AOMIHICTpaTVBHI 3MiHW. BuyyeHHs M
inpasvHii) M/1 B amnyni; BMPOGHMWYOI AinbHML (BKIKOYAKUN
nponioHat no5amnyny AinbHuui ans A®l, npoMixHoro
y KOHTYPHil NpoAyKTy abo roToBOro Nikapcbkoro
avrigpar) YapyHKOBIli 3acoby, AiNbHULI A58 NPOBeAEHHS
ynakosLi; no 2 nakyBaHHs, BUPOBHYIKa,
KOHTYPHI BiANOBIAA/IbHOIO 3a BUMYCK CEpild,
YapyHKOBI MicLle MPOBEeAEHHSI KOHTPOSIIO cepii)
ynakoBku B abo noctavasibHMKa BUXiAHOrO
nauuj martepiany, peareHTy abo fOMOMKHOT

PeYoBUHM (SIKLLLO 3a3HAYEHO Y 10ChE)
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JliKapcbKo20
3acoby

Ha
HernameH
mosaHa
Ha3ssa*

oditoyoi
pe4yosuHuU

ATX

BUMNYCKY

¢hopma,
ynakoska)

(nikapcbka

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep

20

157.

MEPOMNEHEM

meropene

MeponeHe

JO1DH

BW/TyYEHHS BUPOOHMKA Aitoyoi
peyoBUHN MeNbAOHI0 aurigpaT
SHANDONG DONGE KEYUAN
PHARMACEUTICAL CO., LTD,

Kutaii. 3miHu | Trny - 3MiHW 3 AKOCTI.
CeprtucpikaT BignosigHocTI/lE-
cepTudiikart BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOTO cepTudikara
BifNOBIAHOCTI 260 BUTyYEHHS
cepTudiikaTa BignoBIAHOCTI
€Bponelicbkin hapmakonei: ans Adl;
4N BUXiAHOTO
martepiany/peareHTy/npoMiXKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BUPO6HUUTBI ADI; Ana LONOMDKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) - Hosuit
cepTuagikaT Bif HOBOro BUPOOHUKA
(3amiHa abo [OMOBHEHHS) NoAaHHSA
HOBOrO cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei No CEP
2022-113 - Rev 01 ans gitoyoi
peyoBMHM MenbaoHuiA AUrnapar Big,
HOBOro BMpo6HUka Shandong
Chenghui Shuangda Pharmaceutical
Co., Ltd, Kutaii. 3miHu | Tvny - 3miHun 3
siKocTi. FoTOBWIA Nikapcbkuii 3aci6.
3MiHM y BUPO6GHMLTBI. 3MiHa po3mipy
cepii (BKIHOYaOuM dianasoH po3mipy
cepil) roToBOro Nikapcbkoro 3acoby
(IHLWi 3MiHK)

BUTy4EHHS po3MipiB cepiii 13 40 n,

750 n

3arsepaxeHo: 40 n, 80 n, 160 1, 200

n, 300 n, 500 n1, 600n, 750 n

3anponoHosaHo: 80 n, 160 1, 200 n,

300 n1, 500 71, 600 1.

-Mb

m

My
Tpurigpat

02

MOPOLLOK A/1A
pO34nHy Ans
iH'ekujin Ta

iHdpy3iii no

M.BIOTEK
NIMITELQ

Benuka
BpuTaHis

BMPOGHUK
roTOBOrO
NiKapcbkoro
3acoby, Wwo

peuis/
Kutaii

BHECEHHS 3MiH 0 peecTpaLiinHmx
mMartepianis: 3miHu | TUny - 3MiHK
LoAo 6e3snekn/edeKTBHOCTI Ta

3a
peyenmo
]

hapMakoHarnsay. 3MiH1 y KOpoTKil

He
nionsie
ae

UA/19378/01/01

peecmpayiliHo

nocsio4eHHs
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
1000 mr, no 1 3[iCHI0E XapakTepucTuLi nikapcbkoro 3acoby,
hnakoHy abo BUPOBHMLTBO, TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
no 10 nepBuHHE Ta Me[MYHOro 3actocyBaHHA
b1aKoHIB 3 BTOPUHHE reHepnyHuX/ribpuaHnx/6ionogibHNx
MOpOLLKOM B nakyBaHHs, NiKapcbKux 3aco06iB Mic/1s BHECEHHS
KapTOHHIi KOHTPO/Ib AKOCTI Tiel camoi 3MiHW Ha pedhepeHTHWi
Kopoo6Li Ta BUNyCK cepii: npenapar (3MiHa He NoTpebye

PEMEJIHA CA,
pevjs;
BMPOGHUK
Hepo3gacoBaHO
ro NpoaykTy
nikapcbkoro
3acoby -
CTepu/IbHOT
cymiLi
mMeponeHemy
Tpurigpaty Ta
HaTpito
KapboHaty
(cTepunbHwuin
bulk):
LLieHbYKeHb
XalibuHb
dapmacbloTuKan
Ko., NiTg., Kutaii

Ha/jaHHS XOOHWNX HOBUX A0AATKOBMX
AaHnx). 3MiH1 BHECEHO A0 iIHCTPYKL,i
AN8 MeANYHOro 3aCTOCYBaHHS
niKapcbKoro 3acoby y po3ainv
"apmakonoriyHi BnactneocTi”,
"Moka3aHHs", "B3aemogisi 3 iHWnMn
nikapcbknmy 3acobamu Ta iHLWi BUAN
B3aemogiin", "OcobamBocCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs
Ta nosun”, "MepenosyBaHHs", "MOGIYHI
peakujii" 3rigHo 3 iHhopmaLjieto Wwoa0
MeAMYHOr0o 3acTOCYBaHHs
pediepeHTHOro JikapcbKoro 3acoby
(Meronem IV 500 mg 1000 mg Powder
for solution for injection or infusion).
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuL nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynsipHoO OHOB/IOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnigpKeHb 3 6e3neky 3acToCyBaHHsA
nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaTt OLiHKV 3BITy 3 AOC/iIKEHb,
npoBeAeHnX BignoBigHO A0 NaaHy
negiatpuyHunx gocnimkers (PIP)
(3MiHy y3rokeHO 3 KOMMETEHTHUM
YNOBHOB&XEHUM OpraHom). 3MiHu
BHECEHO [0 iHCTPYKLi 415 MeguyHoro
3aCTOCYyBaHHS NiKapcbKoro 3acoby y
po3ainm "Oco6/MBOCTI 3aCTOCYBaHHS",
"Mo6iuHi peakuii" BigNOBIAHO A0
OHOB/EHOI iHchopMaLlii 3 6e3nekn
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
AiK040T PEYOBUHN.
158. | MIKAPOAUNC® telmisarta Tenmicapt | C09C TabneTtkn no BepiHrep HimeuuunH BepiHrep Himeuun BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/2681/01/01
n aH AQ07 80 mr; no 7 IHrenbxai a IHrenbxanm Ha/ martepianis: 3miHu | Tuny - 3MiHn peyenmo
TabneTok y M dapma M'vbX i peuis woao 6e3nekn/edekTUBHOCTI Ta dhap- M
6nictepi; no 2 IHTEepHeLw Ko. KT, MakoHarnsgy. 3miHa YyactoTu Ta/abo
abono 4 HA TM6X HimeuumnHa; TEPMiHiB NOAAHHA pe-TynsipHO
6nictepu B BepiHrep OHOBJIHOBaHUX 3BITIB 3 6e3MneKku
KapTOHHIi IHrenbxanmv nNiKapcbknx 3a-co6iB - 3MiHW 4acTOTU
Kopoo6Li Xennac CviHrn Ta TepPMiHiB NOAAHHA perynsipHo
Mewm6ep C.A., OHOBJ/IIOBAHOrO 3BITY 3 6e3neku.
Ipeuis [Litova pepakuin: Yactota nogaHHA
perynsipHoO OHOB/IOBAHOTO 3BiTY 3
6e3nekn 3 poku.
KiHueBa faTta A1 BKIOYEHHS AaHNX
[0 perynspHo OHOBJ/IHOBAHOIO 3BITY 3
6e3neku - 31.03.2025 p.
[Jata nogaHHsa - 29.06.2025 p.
[MponoHoBaHa pegakuis: Yactota
nofAaHHA PerynspHoO OHOB/IHOBAHOTO
3BiTYy 3 6e3nekn 5 pokiB.
KiHueBa fata 415 BK/IHOYEHHS AaHNX
[0 perynspHo OHOBJIIOBAHOIO 3BIiTY 3
6e3neku - 31.03.2030 p.
[Jata nogaHHs - 29.06.2030 p.
PekomeHA0BaHO [0 3aTBEPKEHHS
Bi4NOBIAHO A0 NepioAnYHOCTI No-
[aHHS perysisipHoO OHOBJTHOBaHWX 3BITiB
3 6e3nekn nikapcbknx 3acobiB y €C.
159. | MIKAPANC® telmisarta Tenwvicapt | C09C Tabnetku no BepiHrep HimeuunH BepiHrep Himeuun BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a He UA/2681/01/01
n aH A07 80 mr;no 7 IHrenbxa a IHrenbxanm Ha/ martepianis: 3miHu | Tuny - 3MiHn peuyenmo | nionsie
TabneTok y M dapma M'vbX i peuis Loao 6e3nekn/edpeKTMBHOCTI Ta M ae
6nicTepi; no 2 IHTepHeLw Ko. KT, thapmakoHarnsgy. 3MiHa y KopoTkili
abo no 4 HN TM6X HimeuumnHa; XapaKTepuCTUL NiKapcbKoro 3acooby,
6nictepu B BepiHrep TEKCTi MapKyBaHHS Ta iHCTPYKUiT AN
KapTOHHiiA IHrenbxaim MeJMYHOro 3acToCyBaHHA Ha MigcTasi
KOpo6Li Xennac CuHrn perynsipHo OHOBJIOBAHOIO 3BITY 3
Membep C.A., 6e3nekun nikapcbkoro 3acoby, abo
Ipeuis pocnipkeHb 3 6e3nekn 3acTocyBaHHS

niKkapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk
pesynbTaTt OLiHKV 3BITy 3 AOCAIKEHD,
NnpoBeAeHVX BigNoBigHO 40 NiaHy
negiatpuyHnx gocnimkexs (PIP)
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
(3MiHy y3rokeHO 3 KOMMETEHTHUM
YNOBHOB&XEHUM OpraHom). 3MiHu
BHECEHO [0 iHCTPYKLi 415 MeguyHoro
3acToCcyBaHHS Nikapcbkoro 3acoby Ao
po3ainy "Mo6iyHi peakuii” BigNOBIAHO
[0 OHOB/EHOT iHdhopmaLii 3 6e3nekun
3aCTOCYBaHHS fjil040i PEUYOBUHM.
TepMiH BBEAEHHS 3MiH NPOTAroM 6
MicsILiB Nicns 3aTBEPAKEHHS
160. | MIKAPAUCIH telmisarta Tenmicapt | C0O9D Tabnetku, 80 BepiHrep HimeuuunH Brpo6HMUTBO, Himeyuun BHECEHHS 3MiH 0 peecTpaLiiniHmx 3a UA/0465/01/02
nce n and aH Ta AO07 mr/12,5 mr; no IHrenbxa a nepBuHHE Ta Ha/ martepianis: 3miHu | TUny - 3MiHK peuyenmo
diuretics rigpoxnop 7 TabneTok y M BTOPUHHE pevis oo 6e3snekn/edekTMBHOCTI Ta tap- M
Tiaang 6nicTepi; no 4 IHTEepHeLw nakyBaHHs, MakoHarnsgy. 3miHa yactotu Ta/abo
6nictepn y HN TM6X KOHTPO/Ib SAKOCTI TEepPMiHIB NofaHHA pe-rynspHo
KapTOHHIf Ta BMUNycK cepii: OHOB/IHOBaHUX 3BITIB 3 6e3neku
Kopoo6Li BepiHrep niKapcbKnx 3a-cobiB - 3MiHN YacToTH
IHrenbxaiim Ta TEPMiHIB NOAAHHSA PerynsipHo
dapma M'vbX i OHOBJ/IOBAHOIO 3BiTYy 3 6e3neku.
Ko. KT, [Litova pepakuin: Yactota nogaHHA
HimeyunHa perynsipHo OHOB/IOBAHOIO 3BITY 3
abo 6e3nekn 3 poku.
BepiHrep KiHueBa fata A1a BKIOYEHHSA AaHuX
IHrenbxaiim [0 perynspHo OHOB/OBAHOIO 3BIiTY 3
Xennac CviHrn 6e3nekm - 31.03.2025 p.
Membep C.A., [ara nogaHHs - 29.06.2025 p.
Ipeuis [MponoHoBaHa pepakuis: Yactota
NOAAHHS PerynsipHO OHOB/TIOBAHOIO
3BiTYy 3 6e3nekn 5 pokiB.
KiHueBa faTta A1 BKIOYEHHS AaHNX
[0 perynspHo OHOBJ/IHOBAHOIO 3BITY 3
6e3neku - 31.03.2030 p.
[Jata nogaHHsa - 29.06.2030 p.
PekomeHA0BaHO [0 3aTBEPAKEHHSA
BiANOBIAHO A0 NepioAnYHOCTI No-
[aHHsA perynspHo OHOB/IOBAHMX 3BITiB
3 6e3neku nikapcbknx 3acobis y EC.
161. | MIPANEKC® pramipexo | npaminekc | NO4B Tabnetku no 1 BepiHrep HimeyunH | KOHTpOsb AKOCTi | Himeyun BHECEHHS 3MiH 0 peecTpaviiiHmx 3a He UA/3432/01/02
le ony CO05 mr, no 10 IHrenbxai a (hizmKO-xiMiuHi Ha/ marepianis: 3miHu | Tuny: 3miHun 3 peyenmo | nionse
aurigpoxn TabneTtok y M BUNPOGYBaHHS) LBelina | skocTi. CepTudikaT BignosigHocTi/l'E- M ae
opuay 6nicTepi; no 3 IHTEepHeLw npu BUNycKy Ta pist cepTudikaT BiANOBIAHOCTI
MOHorigpa 6nictepu B HN TM6X npwm €Bponeiicbkiit
T KapTOHHIM LOCHIMKEHHI thapmakonei/moHorpadii. 3miHu,
Kopo6Li CTabiNbHOCTI: noB'si3aHi 3 HEOOXIAHICTIO NPUBEAEHHS
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH gionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
A eHpg Em y BignoBigHICTb A0 MoHorpadii AdY
WTABTECT abo €sponeiicbkoi hapmakonei, abo
Na6op dyp iHLWOI HaLioHabHOT hapmakonei

AHamITUK yHA,
Crab6initatcnpy
hyHr TM6X,
HimeuumnHa;
BUPOGHULTBO,
nepBuHHE Ta
BTOPVHHE
nakyBaHHs,
MapKyBaHHS,
KOHTPO/Tb AKOCTI
(disnko-ximiyHi
BMNPO6GOBYBaHH
1) Npy BUMYCKY
Tanpu
LOCAIMKEHHI
cTabinbHoCTI,
BUNYCK cepil:
BepiHrep
IHrenbxanmv
dapma 'M6X i
Ko. KT,
HimeuumnHa;
KOHTPO/b AKOCTI
(chizmKO-ximiuHi
BMMNPOOYBaHHS)
npv BUNYyCKy Ta
npu
LOCNiMKEHHI
cTabinbHoCTI:
EBpodpinc PACT
rv6X,
HimeuuunHa;
nepBuHHE Ta
BTOPVHHE
nakyBaHHs,
MapKyBaHHS:
PotTengopd
dapma 'M6X,
HimeuumnHa;
BUPOBHMUTBO,

aepxasu €C (iHWi 3MiHN) - BHeceHHs
3MiH go n.3.2.P.1.0nuc i cknag 113, a
came [oJaHo nocuniaHHsa Ha Ph.Eur.
Ans gilyoi peyoBuHU. BBeeHHs 3MiH
npoTsrom 6 micsuis nicns
3aTBEPAKEHHS. 3MiHM | TMNY: 3MiHK 3
[KocTi. [oToBWIA Nikapcbkuii 3aci6.
3MiHV Yy BUPOOHMUTBI. 3MiHK Y npoLieci
BMPOOHULITBA FOTOBOTO NiKapCbKOro
3ac006y, BK/1I0HAKUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOGHULITBI FOTOBOrO /iKApCbKOro
3ac00y (He3HayHa 3MiHa y npoueci
BUPOGHMLTBA) - 3MiHW B po3ini
3.2.P.3.3.0nuc BMpOGHMYOro npoecy
Ta i0ro KOHTPOSI0, Yepes He3HauHi
3MiHW B MOAENAX | NOTY>XHOCTAX
o6nagHaHHA Ha AinbHuyi Rottendorf
Pharma GmbH gesiki napameTtpu
npoLiecy foBenocs agantysaTtu,
30Kpema npuroTyBaHHs nactu
KPOXMauto KyKypyZ3saHoro. BeegeHHs
3MiH NPOTArom 6 MicsuiB nicns
3aTBEPAKEHHS. 3MiHM | TMNY: 3MiHK 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6.
3MiHV Yy BUPOOHMUTBI. 3MiHK Y npoLieci
BMPOOHULITBA FOTOBOTO NiKapCbKOro
3ac006y, BK/1I0HAKUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOGHULITBI FOTOBOrO NiKApCbKOro
3ac00y (He3HayHa 3MiHa y npoueci
BUPOGHMUTBA) - 3MiHM po3ainy
3.2.P.3.3 Onuc BMpOGHMYOro npotecy
Ta i0ro KOHTPOJSI0, Yepes He3HauHi
3MiHW B MOAENAX | NOTY>XHOCTAX
o6nagHaHHA Ha AinbHuyi Rottendorf
Pharma GmbH gesiki napameTtpu
npoLiecy foBenocs agantysaTtu,
30Kpema napameTpy 415 3MillyBaHHS
Ha pi3HUX eTanax TEXHOOrYHOro
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
KOHTPO/Tb AKOCTI npouecy. BeefeHHs 3MiH npoTarom 6

npy BUMYyCKy
(chizmKo-ximiuHi
BMMNPOOYBaHHS)
Ta BMNyCK cepil:
PotTeHgopd
dapma 'mbX,
HimeuumnHa,;
KOHTPO/Ib AKOCTI
(BunpoboByBaHH
A1 38 NOKA3HNKOM
"Mikpob6ionoriuH
a yucrtora" ans
HeCTepUIbHNX
NiKapCbKnX
3aco6iB) npu
BUMYCKy Ta npu
LOCAIMKEHHI
CTabiNbHOCTI:
CI'C IHcTUTYT
dpe3seHiyc
v6X,
HimeuumnHa;
KOHTPO/Ib AKOCTI
(chizmKO-XiMiuHi
BUNPOGYBaHHS)
npv BUNycKy Ta
npu
LOCNIMKEHHI
cTabinbHOCTI:
Consiac AT,
LBeiiLapis

MicaLiB nicna 3aTBepaKeHHs. 3MiHu |
TMNy: 3MiHK 3 SKOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOBHULTBI. 3MiHU Y npoLeci
BMPOOHULITBA FOTOBOTO NiKapCbKOro
3ac006y, BK/1I0YAKUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOGHULITBI FOTOBOrO /liKApCbKOro
3ac00y (He3HayHa 3MiHa y npoueci
BUPOGHMUTBA) - 3MiHM po3ainy
3.2.P.3.3 Onuc BMpOGHMYOro npotecy
Ta i0ro KOHTPOJSI0, Yepes He3HauHi
3MiHM B MOAENAX | NOTY)XHOCTAX
o6nagHaHHA Ha AinbHuyi Rottendorf
Pharma GmbH gesiki napameTtpu
npoLecy foBenocs agantysaTtu,
30Kkpema napameTpu A1 nogpibHEHH:
Ha pi3HNX eTanax TeXHOMNOr4YHOro
npouecy. BeBeAeHHs 3MiH NpoTarom 6
MiCALIB MiC/1A 3aTBEPKEHHS. 3MiHu |
TMNy: 3MiHW 3 AKOCTi. [0TOBMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOBGHMLTBI. 3MiHU y npoveci
BUPOGHMLITBA FOTOBOIO /iKapCbKOro
3ac006y, BK/1HOHAKUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETLCSA MpU
BMPOGHULITBI FOTOBOrO NiKapCbKOro
3acoby (He3HauHa 3MiHa y npoueci
BMPOGHMLTBA) - 3MiHN po3giny
3.2.P.3.3 Onuc BMpo6HUYOro npotecy
Ta A0ro KOHTPO/H0, Yepes He3HauHi
3MiHV B MOZENSAX | MOTY)XXHOCTSAX
ob6nagHaHHA Ha AinbHuui Rottendorf
Pharma GmbH gesiki napameTpu
npouecy AoBenocs agantysatw,
30KpemMa BK/IHOYEHO HOBI MoAeni
o6nagHaHHA. Knac Ta nigknac
06nafHaHHA 3a/MLIAETbCSA
He3MiHH1M. BBefileHHs 3MiH NPOTAroM
6 MicAauiB nicnsa 3aTBepAKEHHS. 3MiHN
| Tuny: AOMIHICTpaTMBHI 3MiHN. 3MiHa

HaliMeHyBaHHs Ta/abo agpecu micus
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

NPOBaPKEHHS AISNbHOCTI
BMpPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOUaum
OinbHWL BUMYyCKy cepii abo micue
NpoBeeHHS KOHTPO/O AKOCTI.
(@isnbHicTb, 3a AKy BignoBifae
BMPOGHUK/IMNOpTEp, He BKIKOYaK4mn
BUMYCK Cepiii) - 3MiHa HaliMeHyBaHHs
Ta agpecu GinbHUL, Ha SKiR
3[iICHIOETLCA KOHTPOSIb SKOCTI
(thi3nko-ximidHi BUNPO6YBaHHSA) Npu
BWMYCKY Ta NpW AOC/iIKEHHI
CTabiNIbHOCTI NikapcbKoro 3acoby 3
®ACT 'm6X, HimewunHa/PHAST
GmbH, Germany Ha €BpodpiHc PACT
mM6X, HimeuunHa/Eurofins PHAST
GmbH, Germany. ®akTuyHa agpeca
MiCLiSi NPOBEAEHHS AiSNbHOCTI Ta
onepaviiiiHi npolecy 3a/LIaTbCs
6e3 3MiH. BBeieHHs1 3MiH NpoTArom 6-
! MiCALIB NiCNA 3aTBEPMXKEHHS.
3MiHu | TMRY: 3miHK 3 AKkocTi. [oToBWIA
nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo
[0MyCTUMUX MEX rOTOBOro
nNikapcbKoro 3acoby (BUyYeHHS
HEe3HaYyHOro MokasHuka (Hanpukiag,
3acTapifioro NokasHWKa, Takoro sk
3anax Ta cMak, abo igeHTudikauisa
6apBHUKIB UM CMAKOBMX [06ABOK)) -
3MiHa 0 MaTepiasliB peecTpaviiiHoro
nocbe, a came go p. 3.2.P.5.1
Cneuudikauisi(-1), SK HacnigoK 3miHa y
MKSA /13, 30Kpema: BUyYeHHs
noKasHuKa «3anax», OCKiNbK1 AKICHUI
TECT He € cneuniyHum i He €
NOKa3HWMKOM SKOCTi 4151 AaHOro
nikapcbKoro 3acoby. BeefeHHs 3MiH
NpoTArom 6-Tm MicALIB micns
3aTBEPAKEHHSA. 3MiHN | TUny: 3MiHU 3
AKocTi. [0TOBWIA Nikapcbkuii 3acib.
KOHTpO/1b TOTOBOrO J1iKapCbKOro
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Hassa

MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

3acoby. 3miHa napameTpis
cneumdikadin Ta/abo gonycTummx
MEXX rOTOBOrO /ikapCbKOro 3acoby
(iHWi 3miHW) - 3miHa BUMOT
crneuudikaLii Ha BUNYCK, N8 NPOAYKTY
po3nagy Z, 3 BepxHboi mexi 0,3 % ao
0,6 %. 3aTBepaKeHa mexa
crneundikaLii Ha TepMiH NpUAaTHOCTI
He Ginblue 2,0% 3aMaeTbes
He3MiHHOW. BBefieHHS 3MiH NpoTAroM
6-Tn MicAaUiB NicNsA 3aTBEPKEHHS.
3MiHn | TUNY: 3MiHK 3 AKkocTi. FoToBWMi
nikapcbkuii 3aci6. 3MiHn y
BUPOGHMUTBI. 3amiHa abo BBeAeHHS
[0[AaTKOBOI [i/TbHUL BUPOGHMLTBA
AN YacTUHK abo BCbOro BUPOGHNYOTO
npoLiecy roToBOro flikapCbKoro 3acoby
(4inbHULA NS BTOPUHHOIO
nakyBaHHs) - BBefieHHS f0AaTKOBOI
OinbHULI BUPOBHULTBA /1A
BTOPVHHOIO NakyBaHHSA, MapKyBaHHS -
PoTtTtengopd ®apma MNmbX, Am
dngaireHgans 3, 59320 EHHirepnox
HimeyumHa /Rottendorf Pharma
GmbH, Am Fleigendahl 3, 59320
Ennigerloh, Germany. BBeeHHs 3MiH
NPOTArom 6-T1 MicALIB Micns
3aTBEpMKEHHS. 3MiHuM | Tuny: 3MiHu 3
siKocTi. FoTOBWIA Nikapcbkuii 3aci6.
3MiHN y BUpO6HMLTBI. 3amiHa abo
BBEEHHS OAATKOBOI AiNlbHUL,
BMPOBHMLTBA 151 YaCTUHM abo BCbOro
BMPOBGHNYOrO NpoL,EeCy roToBOro
nikapcbKoro 3acoby (AinbHUUSA ans
NepBUHHOTO NakyBaHHA) - BBegeHHs
[0[AaTKOBOI [i/TbHUL BUPOGHMLUTBA
NS NePBUHHOTO NaKyBaHHS -
PotteHgopd ®apma MM6X, AM
dnairengans 3, 59320 EHHirepnox
HimeyumHa /Rottendorf Pharma
GmbH, Am Fleigendahl 3, 59320
Ennigerloh, Germany. BBefieHHs1 3MiH
NpoTAroM 6-Tu MicAuiB nicas
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
3aTBEpMKEHHS. 3MiHuM | Tuny: 3MiHu 3
siKocTi. FoTOBWIA Nikapcbkuii 3aci6.
3MiHN y BUpO6HMLTBI. 3amiHa abo

BBEEHHS OAATKOBOI AiNlbHML,
BMPOBHMLTBA 151 YaCTUHM abo BCbOro
BMPOBGHNYOrO NpoL,EeCy roToBOro
nikapcbKoro 3acoby (AiNbHMUA, Ha AKil
npoBoAATbLCA ByAb-Ki BUPOOHMUI
cTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPO/IH0 AKOCTi, NEePBUHHOTO Ta
BTOPVHHOTIO NakyBaHHS, A1
HecTepuIbHUX Nikapcbkrx 3acobiB) -
BBeneHHs 1oAaTKoBOl AiNbHML
BMPOBGHULTBA NiKapCbKOro 3acoby
PotteHgopc ®apma MvbX,
OcTteHdbenbaep LTpacce 51-61,
59320 EHHirepnox,
Himeuunna/Rottendorf Pharma GmbH,
Ostenfelder Strasse 51-61, 59320
Ennigerloh, Germany.
BBefeHHs 3MiH NpoTarom 6 micsuis
nicns 3aTBepmkeHHs. 3MiHu | Tuny:
3MiHu 3 siKoCTi. FoTOBWMIA NiKapCbKuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3MiHu, Lo CTOCYThCS
BUNYCKY cepii Ta KOHTPOJIO AKOCTI
roTOBOrO /liKapcbkoro 3acoby (3amiHa
abo foJaBaHHS BUPOOHMKA, LU0
BignoBigae 3a BBe3eHHA Ta/abo
BWMNYCK Cepii) - Bknovaroun
KOHTPO/Ib/BUNPOBYBaHHSA cepil -
BBeeHHs1 OAATKOBOrO BUPOBHNKa,

BUMYCKy (hi3nko-XimiuHi
BMNPO6YBaHHA) Ta BMMNYCK cepii
PotteHgopc ®apma MvbX,
OcTteHdbenbaep LTpacce 51-61,

59320 EHHirepnox,

Ostenfelder Strasse 51-61, 59320

LLIO BiAMOBIAAE 3a KOHTPO/Ib AKOCTI Npwn

Ennigerloh, Germany. 3a3Ha4yeHHs1 B

HimeuunHa/Rottendorf Pharma GmbH,

npoekTi MKA BCix 3aTBEpAXEHUX

BMPOBHNYMX Ai/TbHULb, BKIKYaUM
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
nabopatopii KOHTPO/IO SKOCTI, a TaKoX
BMHECEHHS BUPOOHUUMX CPYHKLA

3aTBEPAKEHOro BMPOGHMKa BepiHrep
IHrenbxaim ®apma M'mbX i Ko. K,
HimeuyumnHa. 3MiHN BHECEHO B
IHCTPYKLil0 ANns MeguyHoro
3aCTOCYyBaHHS NiKapcbKoro 3acoby y
po3ainu «BUpoBHUK» Ta
«Micue3HaxomkeHHs BUPOGHMKa Ta
agpeca MicLa NpoBaXeHHs Moro
LiSIbHOCTI», IK HACNILOK —
3aTBEPMKEHHS TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby ans
[04aTKOBOro BUPOo6HMKa. BBeAEHHS
3MiH NpoTArom 6 MicAuiB nicns
3aTBEpMXEHHS. 3MiHuM | Tuny: 3MiHu 3
siKocTi. FoTOBWIA Nikapcbkuii 3aci6.
3MiHn y BUPOGHMLTBI. 3MiHK Y nNpoLeci
BUPOGHMLITBA FOTOBOIO /iKapCbKOro
3ac006y, BK/1HOHAKUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOGHULITBI FOTOBOrO NiKapCbKOro
3aco6y (iHLWi 3MiHK) - BBeAeHHs
[04aTKOBOro NakyBaHHs, a came
KOHTEeWHepy, SK1i BUCTeNeHWiA
noABiiHAM NONIETUIEHOBUM NaKeTOM,
Ansa Tabnetok bulk, BUpo6Huka
PotTengopd ®apma MvbX,
Himeuunna/Rottendorf Pharma
GmbH, Germany. BBefeHHs 3MiH
npoTsArom 6 micsAuis nicns
3aTBEPAKEHHSA. 3MiHN | TUny: 3MiHU 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHM y BUPOGHMLTBI. 3MiHa po3mipy
cepil (BKIOYaoUM dianasoH po3mipy
cepii) roToBOro NikapcbKoro 3acoby
(36inbLeHHs Ao 10 pasiB NOPIBHSHO i3
3aTBEPLKEHNM PO3MIPOM) - 3MiHa
po3mipy cepii flikapcbkoro 3acoby,
06yMOB/IEHA HE3HAYHOK BiMIHHICTHO
B po3Mipax 06nafHaHHA Ha
BMPOGHWUIN AinbHULI PoTTeHgopd
dapma 'm6X, HimevyumnHa.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

[itoua pepaxuis:

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 IHrenbxavim ®apma Mv6X i
Ko. KI)

840, 0 kr Approx. 8 000 000
tablets/batch
(PotTeHgopc ®apma Mv6X,
HimeyunHa)

1 mr/tabn:

210,0 kr Approx. 1 000 000
tablets/batch
840,0 kr Approx. 4 000 000
tablets/batch
(BepiHrep IHrenbxaiim ®apma Mv6X i
Ko. KI)

567.0 kr Approx. 2 700 000
tablets/batch
(PoTtTeHgopd ®apma Mm6X,
HimeuunHa)

BBefeHHA 3MiH NpoTArom 6 Micsuis
nicns 3aTBepmKeHHs. 3miHu | Tuny:
3MiHu 3 sKoCTi. FoTOBWMIA NiKapCbKuii
3aci6. 3MiHM y BUPOBHULTBI. 3MiHK
BMNPOGYyBaHb abo AOMYCTUMUX MEX,
BCTAHOBJIEHVX Y cneuudikauisx, nig,
yac BMPOGHMLTBA FOTOBOTO
nNiKapcbKoro 3acoby (iHLi 3MiHN) -
BHeceHHs 3mibn go n.3.2.P.3.3.0nuc
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

BMPOGHMYOro npouecy Ta/abo inoro
KOHTpoNto, N.3.2.P.3.4.KoHTpO/b
KPUTUYHMX CTagji Ta NPOMKHOT

npoaykuii, n.3.2.P.4.KoHTponb
[OMOMIKHUX PEYOBVH, a came
KOPWryBaHHS MEXi LjiIbOBOro
3HaYEeHHS KOHTPO/THO TOBLLMHN
TabneTok Ta AonycTUmi mexi
BiAXMNEHb TOBLUMHY TabneTok Ans
no3yBaHb 0.25 mr ta 1 mr. [lo po3giny
3.2.P.4.1. BHeceHO nocravasibHuKa
[OMOMDKHOT peyoBUHY MaHiTony. Mpu
LibOMY nocTavasibHUK 3a/IMLIAETLCA
He3MiHHUM - Merck KGaA, Germany.
BBefeHHs 3MiH NpoTarom 6 micsuis
nicns 3aTBepmkeHHs. 3MiHu | Tuny:
3MiHu 3 siKoCTi. FoTOBWMIA NiKapCbKuii
3aci6. KoHTpob roToBOro nikapcbkoro
3acoby. 3miHa napameTpis
cneumdikadin Ta/abo gonycTummx

MEXX rOTOBOrO /ikapCbKOro 3acoby

(nonoBHeHHst 260 3amiHa NokasHUKa
cneumaikauii 3a pesynbtatamu

JocnigpkeHb 3 6e3nekn abo AkocTi (3a
BVHSITKOM JliKapCbknX 3aco6iB
6ionoriyHoro/iMyHoN0rYHOro
NOXOLKEHHS)) - [lONOBHEHHSA

cneuudikauii /13 HOBUM NOKA3HUKOM

«N- HiTpo3onpaminekcon» (HRAM-
LC/MS) 3 HopmyBaHHAM <89 ppm.

BBefeHHs1 3MiH NpoTsArom 6 micsuis

nicns 3aTBepKeHHs. 3MiHu | Tvny:

3MiHu 3 sKocTi. FoTOBMIA NiKapCbKuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3MiHu, WO CTOCYTbCSA
BWMYCKY Cepii Ta KOHTPO/IHO SKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa
ab0 gofaBaHHA AiNbHUL, Ha SKii
3[iiCHIOETbCSA
KOHTpPO/b/BMNpOGYBaHHSA cepil) -
BBeneHHs anbTepHaTUBHOT AiNbHULL,
Consiac Al, LLseiiuapis,
BifNOBigaIbHOI 32 KOHTPO/Tb SIKOCTI
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH gionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
(thizmko-ximiuHi BUNpobyBaHHA) npu
BMNYCKY Ta NpW AOCIXKEHHI
cTabinbHOCTI. BBEAEHHS 3MiH
npoTsArom 6 micsAuis nicns
3aTBEPAKEHHS.
162. | MIPAMNEKC® pramipexo | npaminekc | N04B Tabnetkv no BepiHrep HimeuunH | KOHTpONb AKoCTi | Himeuun BHECEHHS 3MiH 0 peecTpavinHmx 3a He UA/3432/01/01
le ony CO05 0,25 mr, no 10 IHrenbxa a (chi3nko-ximiyHi Ha/ marepianis: 3MiHu | TUNy: 3MiHK 3 peyenmo | nionse

avrigpoxn TabneToky M BUNPOGYBaHHS) LBeiiua | skocTi. CepTudpikat BignosigHocTi/lE- M ae

opuay 6nicTepi; no 3 IHTEepHeLw npwn BUMNYyCKy Ta pis cepTudikart BiANOBIAHOCTI

MOHorigpa 6nictepu B HA TM6X npu €Bponelicbkii

T KapTOHHIi LOCAIMKEHHI hapmakonei/moHorpadii. 3mMiHu,

Kopoo6Li cTabinbHOCTI: noB'sA3aHi 3 HeOOXiAHICTIO NPYBEAEHHS
A eHp Em y BiANOBIAHICTb A0 MOHOrpadii 4PY
WTABTECT abo €sponeiicbkoi hapmakonei, abo
Na6op dyp iHLWOI HaLjoHabHOT hapmakonei

AHaNITUK YHA,
Crab6initatcnpy
hyHr Tm6X,
HimeuunHa,;
BUPOBHMLTBO,
nepBuHHE Ta
BTOPVHHE
nakyBaHHS,
MapKyBaHHs,
KOHTPO/Tb AKOCTI
(di3nko-ximiyHi
BMNPO6GOBYBaHH
A1) NPV BUNYCKY
Tanpu
LOCAIAKEHHI
CTabiNbHOCTI,
BUNYCK cepil:
BepiHrep
IHrenbxaim
dapma 'M6X i
Ko. KT,
HimeuumnHa,;
KOHTPO/b SKOCTI
(chizmKo-ximiuHi

nepxasun €C (iHWi 3miHW) - BHeceHHs
3MiH go n.3.2.P.1.0nuc i cknag 113, a
came [oJaHo nocuiaHHsa Ha Ph.Eur.
0N [ito4vol peqyoBuHN. BBeaeHH:A 3MiH
npoTsrom 6 micsuis nicns
3aTBEPAKEHHS. 3MiHM | TMNY: 3MiHK 3
[KocTi. FoToBwWIA Nikapcbkuii 3aci6.
3MiHV Y BUPOOHMUTBI. 3MiHK Y npoLieci
BMPOOHULITBA FOTOBOTO NiKapCbKOro
3aco06y, BK/1K0YAKUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOGHULITBI FOTOBOrO MiKapCbKOro
3aco6y (He3HayHa 3MiHa y npoueci
BUPOGHMLTBA) - 3MiHW B po34ini
3.2.P.3.3.0nuc BMpOGHMYOro npoiecy
Ta oro KOHTPO/H0, Yepes3 He3HauHi
3MiHM B MOAENAX i NOTY>XHOCTAX
o6nagHaHHA Ha AinbHuui Rottendorf
Pharma GmbH geski napameTpu
npoLiecy foBenocs agantysaTtu,
30Kpema NpuroTyBaHHs nactu
KPOXMauto KyKypyZ3saHoro. BeegeHHs
3MiH NpOTArom 6 MicsuiB nicns
3aTBEPAKEHHS. 3MiHM | TMNY: 3MiHK 3

BMMNPOOYBaHHS) [KocTi. FoToBWIA Nikapcbkuii 3aci6.
npu BUNycKy Ta 3MiHV Y BUPOOHMUTBI. 3MiHK Y npoLieci
npu BMPOOHULITBA FOTOBOTO NiKapCbKOro
LOCiDKEHHI 3aco6y, BK/IOYAKYM MPOMIKHUIA
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH gionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
cTabinbHOCTI: NPOAYKT, L0 3aCTOCOBYETLCS MpY
EBpochiHc PACT BMPOBHULTBI TOTOBOTO J1iKapCbKOro
m6X, 3acoby (He3HayHa 3miHa y npoueci
HimeuumnHa; BMPOGHMLTBA) - 3MiHU po3giny
nepBuHHe Ta 3.2.P.3.3 Onuc BUpOoGHMYOro npoLiecy
BTOPUHHE Ta i0ro KOHTPOSI0, Yepes He3HauHI
nakyBaHHS, 3MiHU B MOZENAX i MOTYXHOCTAX
MapKyBaHHS: o6nagHaHHA Ha AinbHuui Rottendorf
PotTeHgopd Pharma GmbH gesiki napameTpu
dapma 'mbX, npoLecy [oBesiocs ajantysaTu,
HimeyumnHa; 30Kpema napameTpu 418 3MillyBaHHA
BMPOGHWLTBO, Ha pi3HNX eTanax TEXHOOrIYHOro

KOHTPO/Tb AKOCTI
npy BUMYyCKy
(chizmKO-ximiuHi
BMMNPOOYBaHHS)
Ta BMNyCK cepil:
PotTeHgopd
dapma 'mbX,
HimeuumnHa,;
KOHTPO/Ib AKOCTI
(BunpoboByBaHH
A1 38 NOKA3HNKOM
"Mikpo6ionoriuH
a yucrtora" ans
HeCTepUIbHNX
NiKapCbKnX
3aco6iB) npu
BUMYCKy Ta npu
LOCNIMKEHHI
CTabiNbHOCTI:
CI'C IHcTUTYT
dpe3seHiyc
v6X,
HimeuumnHa;
KOHTPO/Ib AKOCTI
(chizmKO-XiMiuHi
BUNPOGYBaHHS)
npv BUNycKy Ta
npu
LOCNIMKEHHI
cTabinbHOCTI:
Consiac Al,

npouecy. BeefeHHs 3MiH npoTarom 6
MicaLiB nicna 3aTBepaKeHHs. 3MiHu |
TMNy: 3MiHK 3 SKOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOBHULTBI. 3MiHU Y npoLeci
BMPOOHULITBA FOTOBOTO NiKapCbKOro
3ac006y, BK/1I0YAKUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOGHULITBI FOTOBOrO /iKApCbKOro
3ac00y (He3HayHa 3MiHa y npoueci
BUPOBHMUTBA) - 3MiHM po3ainy
3.2.P.3.3 Onuc BMpOGHMYOro npotecy
Ta i0ro KOHTPOJSII0, Yepes He3HauHi
3MiHW B MOAENAX | NOTY>XHOCTAX
o6nagHaHHA Ha AinbHuui Rottendorf
Pharma GmbH gesiki napameTpu
npoLiecy foBenocs agantysaTtu,
30Kpema napameTpu 418 nogpibHEHH:
Ha pi3HNX eTanax TeXHOMOrYHOro
npouecy. BeBeAeHHs 3MiH NpoTarom 6
MiCALIB MiC/1A 3aTBEPKEHHS. 3MiHu |
TMNy: 3MiHW 3 AKOCTi. [0TOBMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHN Y NpoLeci
BUPOGHML{TBA FOTOBOIO /iKapCbKOro
3ac006y, BK/1HOHAKUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETLCSA MpU
BMPOGHULITBI FOTOBOrO NiKapCbKOro
3acoby (He3Ha4Ha 3MiHa y npoueci
BMPOGHMLTBA) - 3MiHN po3giny
3.2.P.3.3 Onuc BMpOoGHMYOro npotecy
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
LBeiiuapis Ta i0ro KOHTPOSI0, Yepes He3HauHi

3MiHW B MOAENAX | NOTY>XHOCTAX
o6nagHaHHA Ha AinbHuyi Rottendorf
Pharma GmbH gesiki napameTtpu
npoLiecy foBenocs agantysaTtu,
30Kpema BK/1t0YEHO HOBI Mogeni
o6nagHaHHA. Knac Ta nigknac
obnafgHaHHA 3a1MLWaETbCA
He3MiHHUM. BBefeHHs 3MiH NpoTArom
6 micauiB nicns 3aTBepKeHHS. 3MiHN
| TMNy: AgMiHICTpaTUBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy Micus
NPOBaPKEHHS AISNbHOCTI
BMpPOGHMKa/iMnopTepa rotToBoro
NiKapcbKoro 3acoby, BKOYaum
OinbHWL BUMYyCKy cepii abo micue
NpoBeeHHS KOHTPO/O AKOCTI.
(@isnbHicTb, 3a AKy BignoBifae
BMPOGHMK/IMNOpPTEp, He BKIKOYa4n
BUMYCK Cepiii) - 3MiHa HaliMeHyBaHHS
Ta agpecu GinbHUL, Ha SKiR
3[iICHIOETLCA KOHTPOSIb SKOCTI
(thi3nko-ximidHi BUNPO6YBaHHSA) Npu
BWMYCKY Ta NpW AOC/iIKEHHI
CTabiNIbHOCTI NikapcbKoro 3acoby 3
®ACT 'm6X, HimewunHa/PHAST
GmbH, Germany Ha €spodiHc PACT
mM6X, HimeuunHa/Eurofins PHAST
GmbH, Germany. ®akTuyHa agpeca
MiCLiSi NPOBEAEHHS AiSNbHOCTI Ta
onepaviiiiHi npoLecy 3a/LIaTbCs
6e3 3MiH. BBeieHHs1 3MiH NpoTArom 6-
! MiCALIB NiCNA 3aTBEPMXKEHHS.
3MiHu | TMNY: 3miHK 3 AkocTi. [oToBWiA
nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo
[0MyCTUMUX MEX rOTOBOro
nNikapcbKoro 3acoby (BUyYeHHS
HEe3HaYyHOro MokasHuka (Hanpukiag,
3acTapifioro NokasHWKa, Takoro Ak
3anax Ta cMak, abo igeHTudikauisa
OapBHYKIB Y/ CMaKOBUX A06ABOK)) -
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

3MiHa [0 MaTepiasliB peecTpavjiiiHoro
[ocbe, a came go p. 3.2.P.5.1
Cneuudpikauisi(-1), SK Hacnigok 3miHa 'y
MKSA 13, 30kpema: BUTyYEHHS
nokasHuka «3anax», OCKiNlbKu sKiCHWI
TECT He € cneundiyHum i He €
MOKa3HWMKOM SKOCTi 415 AaHOro
nikapcbKoro 3acoby. BeegeHHs 3MiH
NpPOTAroM 6-T1 MicALIB nicns
3aTBEpMXEHHS. 3MiHM | Tuny: 3MiHu 3
siKocTi. FoTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro NikapCbKoro
3acoby. 3miHa napameTpis
cneumdikadin Ta/abo gonycTummx
MEXX rOTOBOrO /iKapCbKOro 3acoby
(iHWi 3miHW) - 3miHa BUMOT
crneundikaLii Ha BUNYCK, ANa NPOAYKTY
po3nagy Z, 3 BepxHboi mexi 0,3 % ao
0,6 %. 3aTBepaKeHa mexa
crneundikaLii Ha TepMiH NpUAaTHOCTI
He Ginblue 2,0% 3anaeTbes
He3MiHHOW. BBefeHHSA 3MiH NpoTAroM
6-Tn MicAUiB NicNsA 3aTBEPKEHHS.
3MiHn | TUNY: 3MiHK 3 AKkocTi. FoToBWMi
nikapcbkuii 3aci6. 3MiHn y
BUPOGHMUTBI. 3amiHa abo BBeAeHHS
[0[AaTKOBOI [i/TbHUL BUPOGHMLUTBA
AN YacTUHK abo BCbOro BUPOGHNYOTO
npoLiecy roToBOro flikapCbKoro 3acoby
(4inbHULA NS BTOPUHHOTO
nakyBaHHs) - BBefieHHS1 f0AaTKOBOI
OinbHULI BUPOBHULTBA /1A
BTOPVHHOIO NakyBaHHSA, MapKyBaHHS -
PoTtTteHgopd ®apma MNmbX, Am
dngiireHgans 3, 59320 EHHirepnox
HimeyumHa /Rottendorf Pharma
GmbH, Am Fleigendahl 3, 59320
Ennigerloh, Germany. BBeeHHs 3MiH
NPOTAroM 6-T1 MicALIB Micns
3aTBEpMXEHHS. 3MiHM | Tuny: 3MiHu 3
siKocTi. FoTOBWIA Nikapcbkuii 3aci6.
3MiHN y BUpO6HMLTBI. 3amiHa abo
BBEAEHHS 0AATKOBOI AiNbHUL
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
BMPOBHMLTBA [151 YaCTUHM ab0 BCbOro

BMPOGHMYOro NpoLiecy rotToBoro
nikapcbKoro 3acoby (AinbHWUUA ANns
NepBUHHOTO NakyBaHHs) - BBegeHHs
[0[aTKOBOT AiNbHULL BUPOBHULITBA

NSt NEPBUHHOTO NaKyBaHHS -
PoTtTtengopd ®apma MNmbX, Am
dngiireHgans 3, 59320 EHHirepnox

Himeuumna /Rottendorf Pharma

GmbH, Am Fleigendahl 3, 59320
Ennigerloh, Germany. BBeeHHs 3MiH

NPOTAroM 6-T1 MicALIB Micns
3aTBEpMXEHHS. 3MiHM | Tuny: 3MiHu 3
siKocTi. FoTOBWIA Nikapcbkuii 3aci6.
3MiHN y BUpO6HMLTBI. 3amiHa abo
BBEEHHS OAATKOBOI AiNlbHML
BMPOBHMLTBA 151 YaCTUHM abo BCbOro
BMPOBGHNYOrO NpoL,EeCy roTOBOro
nikapcbKoro 3acoby (AiNbHMUA, Ha AKil
npoBoAATLCA Byb-AKi BUPOOHMUI
cTagii, 3a BUHATKOM BUMYCKY Cepil,

KOHTPO/IH0 AKOCTi, NEePBUHHOTO Ta

BTOPVHHOTIO NakyBaHHS, A1
HecTepuIbHUX Nikapcbkyx 3acobiB) -
BBeneHHs 1oAaTKoBOl AiNbHML
BMPOBOHULTBA NiKapCbKOro 3acoby
PotteHgopc ®apma MvbX,
OcTteHdbenbaep Ltpacce 51-61,
59320 EHHirepnox,
HimeuunHa/Rottendorf Pharma GmbH,
Ostenfelder Strasse 51-61, 59320
Ennigerloh, Germany.

BBefeHHs 3MiH NpoTarom 6 micsuis

nicns 3aTBepmkeHHs. 3MiHu | Tuny:

3MiHu 3 siKoCTi. FOoTOBWMIA NikapcbKuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYThCH
BUNYCKY cepii Ta KOHTPOJIO AKOCTI
roTOBOrO /liKapcbkoro 3acoby (3amiHa
abo foJaBaHHS BUPOGHMKA, LU0
BignoBigae 3a BBe3eHHA Ta/abo
BWMNYCK Cepii) - Bknovaroun

KOHTPO/1b/BUNPOGYBaHHS cepil -
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
BBefieHHs1 4OAATKOBOrO BUPOBHNKA,
LLlO BIANOBIAAE 3a KOHTPO/b AKOCTI Npu

BUMYCKY (thi3nko-ximiuHi
BMNPOGYBaHHS) Ta BUMYyCK cepii
PotteHgopdh ®apma MvbX,
OcTeHgensaep LWtpacce 51-61,
59320 EHHirepnox,
Himeuunna/Rottendorf Pharma GmbH,
Ostenfelder Strasse 51-61, 59320
Ennigerloh, Germany. 3a3HaueHHs B
npoekTi MKA BCix 3aTBEpKEHMX
BVMPOGHNYMX AiIbHULb, BKIHOYAKUN
nabopatopii KOHTPO/IO SKOCTI, a TakoX
BMHECEHHS BUPOBHUUMX CPYHKLiA
3aTBEPAKEHOro BMPOGHMKa BepiHrep
IHrenbxaim ®apma MmbX i Ko. K,
HimeuyumnHa. 3MiHN BHECEHO B
IHCTPYKLil0 ANs MeguyHoro
3aCTOCYyBaHHS NiKapcbKoro 3acoby y
po3ainu «BUpoBHUK» Ta
«Micue3HaxomkeHHs BUPOGHMKa Ta
afpeca MicLa NpoBaXeHHs Moro
LiSIbHOCTI», IK HACNILOK —
3aTBEPMKEHHS TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby ans
[04aTKOBOro BUPOo6HYVKa. BBEAEHHS
3MiH NpoTArom 6 MicAuiB nicns
3aTBEpMKEHHS. 3MiHuM | Tuny: 3MiHu 3
siKocTi. FoTOBWIA Nikapcbkuii 3aci6.
3MiHn y BUPOGHMLTBI. 3MiHN Y nNpoLeci
BUPOGHMLITBA FOTOBOrO /iKapCbKOro
3ac006y, BK/1HOHAKUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETLCSA NpU
BMPOGHULITBI FOTOBOrO NiKapCbKOro
3aco6y (iHLWi 3MiHK) - BBeAeHHs
[04aTKOBOro NakyBaHHs, a came
KOHTEeWHepy, SK1i BUCTeNeHWiA
noABiiHAM NONIETUIEHOBUM NaKeTOM,
Ansa Tabnetok bulk, BUpo6Huka
PotTengopd ®apma MvbX,
Himeuunna/Rottendorf Pharma
GmbH, Germany. BBefeHHs 3MiH
npoTsirom 6 micsuiB micns
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

3aTBEpMKEHHS. 3MiHuM | Tuny: 3MiHu 3
siKocTi. FoTOBWIA Nikapcbkuii 3aci6.
3MiHM y BUPO6GHMLTBI. 3MiHa po3mipy
cepii (BKIHOYaOUM dianasoH po3mipy
cepil) roToBOro Nikapcbkoro 3acoby
(36inblueHHs Ao 10 pasiB NOPIBHSAHO i3
3aTBEPAKEHUM PO3MipoM) - 3MiHa
po3Mipy cepii Nikapcbkoro 3acoby,
06yMOB/IEHA HE3HAYHOK BiJMIHHICTHO
B po3mipax 06n1aHaHHsA Ha
BMPOGHMUIl AinbHULI PoTTeHaopd
dapma 'm6X, HimeuyumnHa.
[itoua pepaxuis:

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 Mv6X i
Ko. KI)

840, 0 kr Approx. 8 000 000
tablets/batch
(PotTengopc d®apma Mv6X,
HimeyunHa)

1 mr/tabn:

210,0 kr Approx. 1 000 000
tablets/batch
840,0 kr Approx. 4 000 000
tablets/batch
(BepiHrep IHrenbxaiim ®apma Mv6X i
Ko. KI)

567.0 kr Approx. 2 700 000
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
tablets/batch
(PoTtTeHgopd ®apma MM6X,
HimeuunHa)

BBefeHHs1 3MiH NpoTsArom 6 micsuis
nicns 3aTBepKeHHs. 3MiHu | Tvny:
3MiHu 3 sKocTi. FoTOBMIA NiKapCbKuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHM
BMNPO6YBaHb ab0 AONYCTUMUX MEX,
BCTAHOB/IEHVX Y cneundikauisx, nig,
yac BUPOBHMLTBA FOTOBOTO
nNiKapcbkoro 3acoby (iHWi 3miHu) -
BreceHHA 3miHM go n.3.2.P.3.3.0nuc
BMPOGHMYOro npouecy Ta/abo inoro
KOHTpoNto, N.3.2.P.3.4.KoHTpO/b
KPUTUYHMX CTagjil Ta NPOMKHOT
npoaykuii, n.3.2.P.4.KoHTponb
[OMOMIKHUX PEYOBVH, a came
KOPWryBaHHS MEXi LjiIbOBOro
3HaYEeHHS KOHTPO/THO TOBLLMHN
TabneTok Ta AonycTUMi mexi
BiAXMNEHb TOBLUMHY TabneTok Ans
no3yBaHb 0.25 mr ta 1 mr. [lo po3giny
3.2.P.4.1. BHeceHO nocravasibHuKa
[OMOMDKHOT peyoBUHY MawiTony. Mpu
LibOMY nocTavasibHUK 3a/IMLIAETLCA
He3MiHHUM - Merck KGaA, Germany.
BBefeHHs 3MiH NpoTarom 6 micsuis
nicns 3aTBepmkeHHs. 3MiHu | Tuny:
3MiHu 3 siKoCTi. FoTOBWMIA NiKapcbKuii
3aci6. KoHTpob roToBOro nikapcbkoro
3acoby. 3miHa napameTpis
cneumdikadin Ta/abo gonycTummx
MEXX rOTOBOrO /ikapCbKOro 3acoby
(nonoBHeHHst 260 3amiHa NokasHUKa
cneumnaikauii 3a pesynbtatamu
JocnigpkeHb 3 6e3nekn abo AkocTi (3a
BVHSITKOM JliKapCbknX 3aco6iB
6ionoriyHoro/iMyHoON0rYHOr0
NOXOLKEHHS)) - [lONOBHEHHSA
cneuudikayii /13 HOBUM NOKA3HUKOM
«N- HiTpo3onpaminekcon» (HRAM-
LC/MS) 3 HopmyBaHHAM <89 ppm.
BBegeHHs1 3MiH NpoTsrom 6 Micsiis
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

nicns 3aTBepmkeHHs. 3MiHu | Tuny:
3MiHu 3 siKoCTi. FoTOBWMIA NiKapCbKuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3MiHu, Lo CTOCYThCS
BUNYCKY cepii Ta KOHTPOJIO AKOCTI
roTOBOrO /liKapcbkoro 3acoby (3amiHa
ab0 foAaBaHHA AiNbHULI, Ha SKIR
3[iICHI0ETbCA
KOHTPONb/BUNPOGYBaHHSA cepii) -
BBefeHHs albTepHATUBHOI AiNbHUL,
Consiac Ar, LLBeiiuapis,
BiANOBIAA/TbHOI 3@ KOHTPO/1b SKOCTI
(thizmko-ximiuHi BUNpobyBaHHA) npu
BMNYCKY Ta NPy SOCIAXKEHHI
cTabinbHOCTI. BBEAEHHS 3MiH
npoTsArom 6 micsAuis nicns
3aTBEPAKEHHS.

163.

MOBIKCUKA
M®

meloxicam

MeJTIOKCUK
am

MO1A
C06

pO34nH Ana
iH'ekujn, 15
mr/1,5 mn, no
1,5mnB
amnyni; no 5
amnyny
n1acTUKOBOMY
KOHTeliHepi B
KapTOHHIi
Kopoo6Li

Mogi Xenc
meX

LLisenuapi
a

Xenn CA

pevis

BHECEHHS 3MiH 0 peecTpavinHmx
mMaTtepianis: 3miHu | TUny - 3MiHK 3
sakocTi. CepTudikat signosigHocTi/TE-
cepTudikart BiANOBIAHOCTI
€Bponelicbkii
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTucpikata
BiAMOBIAHOCTI 260 BUMYYEHHS
cepTudikaTa BifgnoBigHOCTI
€Bponelicbkin thapmakonei: ana Adl;
Onsa BuXigHoro
matepiany/peareHTy/npoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHULTBI A®I; ANt [ONOMIXHOT
peyoBuHM (cepTuddikaT BIANOBIAHOCTI
€Bponericbkin dhapmakonei) -
OHOBNeHWit cepTuddikaT Big yxe
3aTBEPPKEHOTO BUPOGHMKa. MogaHHA
OHOBJIEHOrO cepTudlikaTa
BiANOBIAHOCTI EBpONeiichbkil
hapmakonei CEP 2014-261-Rev 02
(3atBepaxeHo: R1-CEP 2014-261-Rev
00) Ha A®| menokcukam Bif BXe
3aTBEpPKEHOro BMPO6HMKa Swati
Spentose Pvt. Ltd., India.

3a
peyerimo
M

UA/14916/01/01

164.

MOMETAS3OH

mometaso

MomMeTaso

NOpPOLLUOK

Aypicko

Kutait

Aypicko

Kutaii

BHECEHHS 3MiH 10 peecTpaLiiH1X

UA/18975/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
Y ®YPOAT ne Hy dhypoat (cybeTaHuis) B | dPapmac'to dapmac'ioTiken Marepianis: 3miHu | Tuny - 3MiHn 3
MiLLKax Tiken Ko., Ko., NITa,. aKocTi. CepTudikat signosigHocTi/TE-
noABIHMX nrg. cepTudikart BiANOBIAHOCTI
nonieTuneHoB €Bponeiicbkii
nx ons thapmakonei/moHorpadii. NMogaHHa
thapmaueBTny HOBOro abo OHOBNEHOro cepTucpikata
HOro BiAMOBIAHOCTI 260 BUMYyYEHHS
3acTOCyBaHHS cepTudikaTa BignoBigHOCTI
€sponevicbkin thapmakonei: ana Adl;
0Nt BUXiAHOTO
martepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHULTBI A®I; AN [ONOMIXHOT
peyoBUHU (cepTuddikat BiAMNOBIAHOCTI
€Bponevicbkin dhapmakonei) -
OHoBReHWit cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - MogaHHA
OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI EBpONechkil
thapmakonei Ne CEP 2008-094 - Rev
05 (3atBepaxeHo: R1-CEP 2008-094 -
Rev 04) Ak Hacnigok 3MiHEHO nepiog,
peTecTyBaHHA 3 3 pokiB Ha 5 pokiB.
165. | MOHTEFEH monteluka | MoHTenyk RO3D Tabnetku, leTepo IHais leTepo /1a63 IHgis BHECEHHS 3MiH 40 peecTpavLiiHnx 3a UA/17104/01/01
st acT (y Cco3 BKPWUTI Na63 Nimiten mMaTtepianis: 3miHu | TUNy - 3MiHK 3 peyenmo
dopmi NNiBKOBOIO NimiTen siKocTi. FoToBWMIA Nikapcbkuii 3aci6. M
MOHTENyK 060/10HKOI0, 3MiHM y BUPOGHMLTBI. 3MiHa po3mipy
acTy no 10 wmr, no cepii (BKIoYaoum dianasoH po3mipy
HaTpito) 10 TabneTok y cepil) roToBOro Nikapcbkoro 3acoby
6nicTepi, no 3 (36inbLUeHHs 6inbL HiX y 10 pasis
6nictepu y NOPIBHAHO i3 3aTBEPXKEHUM PO3MIPOM
KopoobLi 015 TBepAnX Nikapcbknux hopm 3
HeramHuM BUBINIbHEHHSAM A/15
nepopasibHOro 3acTOCyBaHHS)
BBE/IEHHS OAATKOBMX PO3MIpiB cepiii
13 3 000 000 Tabnetok Ta 6 000 000
TabneToK B JONOBHEHHA [0 BXe
3aTBepAxeHoro po3mipy cepii 300 000
TabneTok
166. | MOHTY/IAP® | monteluka | MoHTeNyk - TabneTku, TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 0 peecTpaviiiHmx - UA/20953/01/01
st acT BKPUTI «KYCYM» XENTXKEP MNBT marepianis: 3miHu | Tuny -
HaTpito NNiBKOBOIO nTa AZMIHICTpaTMBHI 3MiHN. 3MiHa
060/10HKOH0, HaliMeHyBaHHs1 Ta/abo aapecu
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
no 10 wr, in 3asBHUKa (BNacHWKa peecTpaviiniHoro
bulk Ne 4900 noceifyeHHs). 3MiHa HaliMeHyBaHHS
(10x490): no 3as1BHMKA (B/1acHVKa peecTpaLiiiHoro
10 Tabnetok y nocBigyeHHs), 6e3 3MiHW pUaNYHOT
6nictepi, no ocobu. TepmiH BBEZLeHHS 3MiH -
490 6nicTepis npotsArom 6 micAuis nicns
Y KapTOHHIi 3aTBEPIKEHHS
Kopobui
167. | MOHTY/NIAP® | monteluka | MoHTenyk RO3D Tabnetku, TOB YkpaiHa KYCYM IHgis BHECEHHS 3MiH 4O peecTpavLiiHnx 3a UA/15649/01/01
st acT Cco3 BKPUTI «KYCYM» XENTXKEP NBT mMartepianis: 3miHu | Tuny - peyenmo
HaTpito NNiBKOBOIO nTa AAMIHICTpaTMBHI 3MiHW. 3MiHa M
060/10HKOI0, HalilmeHyBaHHs Ta/abo agpecwu
no 10 mr; no 3asBHUKA (BNacHWKa peecTpauiiiHoro
10 TabneTok y noceifyeHHs). 3MiHa HaliMeHyBaHHS
6nictepi; no 3 3as1BHMKA (B/1acHVKa peecTpaLiiHoro
6nictepu y nocBigYeHHs), 6e3 3MiHW pPUANYHOT
KapTOHHii ocobu. TepmiH BBELLeHHS 3MiH -
ynakoBLi npoTsArom 6 micAuis nicns
3aTBEPMAKEHHSA
168. | MOHTY/IAP® | monteluka | MoHTenyk RO3D Tabnetku TOB YkpaiHa KYCYM IHAis BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/18586/01/01
Kigc st acT Cco3 XyBaUlbHi Mo 4 «KYCYM» XENTXKEP NBT MaTtepianis: 3miHu | Tuny - peyenmo
Hatpito mr, no 10 nTa AIMIHICTpaTUBHI 3MiHN. 3MiHa M
Tabnetok y HaliMeHyBaH-Hs Ta/abo agpecu
6nictepi; no 3 3as1BHMKaA (B/1acHMKa peecTpaLiiiHoro
a6o 9 nocBeigyeHHs) 3MiHa HaliMeHyBaHHS
6nictepiB y 3asiBHUKA (BNacHUKa peecTpaviitHoro
KapTOHHIN NoCBIiA-YeHHS), 6e3 3MiHV opUANYHOT
ynakoBLj ocobu. 3aTBepaxeHo: TOB
"TNEAPAPM NTA", YkpaiHa;
3anponoHoBaHo: TOB "KYCYM",
YkpaiHa. TepMiH BBeE€HHS 3MiH
npoTArom 6 micsAuis nicns
3aTBEPAKEHHS.
169. | MOHTY/IAP® | monteluka | MoOHTeNyk RO3D Tabnetku TOB YkpaiHa KYCYM IHAis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/18586/01/02
Kiac st acT Co3 XyBaulbHi N0 5 «KYCYM» XENTXKEP MNBT marepianis: 3miHu | Tuny - peyenmo
HaTpito mr, no 10 nTa AAMiHICTpaTUBHI 3MiHW. 3MiHa M
TabneTok y HallMeHyBaH-Hsl Ta/abo agpecu

6nictepi; no 3
a6o 9
6nictepiB y
KapTOHHiiA
ynakoBLi

3as1BHMKa (BNacHvKa peecTpauiiHoro
noceigyeHHs) 3miHa HaliMeHyBaHHS
3aaBHUKa (BNacHUka peectpauiiHoro
nocsif-4eHHs), 6e3 3MiHV FopPUANYHOI
ocobu. 3aTBepmkeHo: TOB
"TNEAPAPM NITA", YkpaiHa;
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
3anponoHoBaHo: TOB "KYCYM",
YkpaiHa. TepMiH BBEEHHS 3MiH
npoTsArom 6 micAuis nicns
3aTBEPMAKEHHS.
170. | MOHTY/IAP® | monteluka | MoHTENykK - Tabnetku TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 0 peecTpaviintHmx - UA/21172/01/01
Kiac st acT XyBauibHi no 4 «KYCYM» XENTXKEP NBT marepianis: 3miHu | Tuny -
HaTpito Mr, in bulk: Ne nTa AIMIHICTpaTUBHI 3MiHW. 3MiHa
12000 HallMeHyBaH-Hs1 Ta/abo agpecu
(10x1200) 3as1BHMKA (B/1acHVKa peecTpaLiiHoro
TabneTok: no nocBeigyeHHs) 3MiHa HaliMeHyBaHHS
10 TabneTok y 3asiBHUKA (BN1acHUKa peecTpauiiiHoro
6nicTepi; no nocsif-yeHHs), 6e3 3MiHV FPUANYHOI
1200 ocobu. 3aTBepaxeHo: TOB
6nictepiB y "TNEAPAPM NTA", YkpaiHa;
KapTOHHIN 3anponoHoBaHo: TOB "KYCYM",
Kopoo6Li YkpaiHa. TepMiH BBeEHHS 3MiH
npoTsrom 6 micsuis nicns
3aTBEPAKEHHS.
171. | MOHTYNAP® | monteluka | MoHTenyk - Tabnetkn TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 0 peecTpaLiitHmx - UA/21172/01/02
Kiac st acT XyBaUlbHi N0 5 «KYCYM» XENTXKEP MNBT marepianis: 3miHu | Tuny -
HaTpito mr, in bulk: Ne nTa AMIHICTpaTMBHI 3MiHN. 3MiHa
10000 HalilMeHyBaH-Hsl Ta/abo agpecu
(10x1000) 3asiBHUKA (BNacHUKa peecTpauiiiHoro
TabneTok: no NocBigYEHHs) 3MiHa HaliMeHyBaHHS
10 TabneTok y 3aaBHUKa (BNacHUka peectpauiiHoro
6nicTepi; no nocsif-4eHHs), 6e3 3MiHV FopUANYHOI
1000 ocobu. 3aTBepakeHo: TOB
6nicTepiB y "TNEAPAPM NTA", YkpaiHa;
KapTOHHiiA 3anponoHosaHo: TOB "KYCYM",
Kopoo6ui YkpaiHa. TepMiH BBEAEHHS 3MiH
npoTsArom 6 micsuis nicns
3aTBEPAKEHHS.
172. | MYKANTUH - HenTpasib - NMOPOLLIOK TOB YkpaiHa TOB "[focnignuii | YkpaiHa BHECEHHS 3MiH 0 peecTpavliiiHmx - UA/5778/01/01
Hi (cybeTaHuis) y | “OocnigHn 3asog, "MHUAC" mMaTepianis: 3miHu | TUNy - 3MiHK 3
MOHOLYKP noAgiliHmx 1 3aBof AKocTi. A®l. KoHTposb A®l. 3miHa 'y
B nakertax i3 "rHyact napameTpax cneuudikauii Ta/abo
nepepaxy nniBKky [OMYCTUMUX MEX, BUSHAYEHUX Y
BaHHI Ha nonieTuneHoB crneundikauiax Ha A®l, abo
T0KO3Y oi ans BUXIiAHWA/NPOMDKHWIA
thapmaueBTuy NpoAyKT/peareHT, Wwo
HOro BMKOPUCTOBYIOTLCA Y MpoLeci
3aCTOCyBaHHSA BUPOGHMLTBA AD| (ONOBHEHHS

cneuunagikaLii HOBUM NOKA3HUKOM
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
SIKOCTi Ta BiANOBIgHUM METOA0M

BUNPO6YBaHHS). [JONOBHEHHS
cneuudikauii A®l MykanTuH, nopoLok
(cybcTaHuisi) HOBUM NMOKA3HUKOM
«lpeHTudikauis: 6inkvM, NEKTUHN,
pN1aBoHOIAM» Ta BiANOBIgHUM
MeTOoA0M BUNpobyBaHHA. BBegeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHSA. 3MiHM | TNy - 3MiHK 3
akocTi. A®Il. KoHTtponb A®I. 3miHa y
napameTpax cneuudikauiii Ta/abo
[OMYCTUMUX MEX, BUHAUYEHUX Y
cneuudikauisx Ha Adl, abo
BUXiAHWIA/NPOMDKHWIA
npogyKT/peareHT, LWo
BUKOPVCTOBYIOTHCS Y NPOLEC
BUpPO6HMLTBA AD| (LONOBHEHHSA
cneumaikaLii HOBUM NOKA3HUKOM
SIKOCTi Ta BiANOBIgHUM METOA0M
BUNPOGYBaHHS).
[onosHeHHs cnevymdikauii AdI
MykanTvH, nopoLuok (cybcTaHuis),
HOBUM MOKa3HNKOM «KiflbkiCHe
BM3Ha4eHHs. Monicaxapnan» ta
BiANOBIAHUM METOA0M BUMPOGYBaHHS.
BBefeHHs 3MiH NPOTAroM 6-Tn micsauis
nicns saTBepmkeHHs. 3MiHu | Tuny -
3MmiHu 3 sKocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikadiii
Ta/abo fonyCTUMUX MEX, BUSHAUYEHNX
y cneyudikauisix Ha Adl, abo
BUXiAHWIA/NPOMDKHWIA
npogyKT/peareHT, Wo
BUKOPVCTOBYIOTHCS Y NPOLEC
BUpPO6HMLTBA AD| (LONOBHEHHSA
cneumaikaLii HOBUM NOKA3HUKOM
SIKOCTi Ta BiANOBIAHNM METOA0M
BUNPO6YBaHHS). [JoNOBHEHHS
cneuudikauii A®l MykanTuH, nopoLok
(cybcTaHuis), HOBMM NOKa3HWKOM
«KinbkicHe B13HaueHHs. ETaHon» Ta
BiANOBIAHUM METOA0M BMNPOGYBaHHS.

BBefeHHs1 3MiH MPOTAroM 6-T1 MicsLiB
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

nicnsa 3aTBepKeHHs
3MiHu | TUNYy - 3MiHKM 3 AKocTi. AdL.
KoHTponb A®l. 3miHa y napameTpax
cneumdikauin Ta/abo gonycTummx
MeX, BU3HaYeHUX y cneuudikauisx Ha
A®I, ab60 BMXigHWIA/NPOMDKHWIA
npoAyKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS Y NpOLEC
BMPOGHMLTBA ADI (iHLLI 3MiHN).
YTOYHEHHS1 Ha3BM NoKasHMKa
«laeHTudikalia: HelTpasibHi
MOHOLLYKpH, noslicaxapuan» y
cneuudikauii Ailo4oi pevoBUHN
MykanTuH, nopoLuok (cy6cTaHLis), 6e3
3MiH Y METOANL| BUSHAYEHHS.
BBefeHHs1 3MiH NpOTArom 6-T MicsALUiB
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny -
3MiHu 3 aKocTi. A®l. KoHTponb AdPI.
3miHa y napameTpax cneuudikauii
Ta/abo JoNyCTUMUX MEX, BU3HAYEHUX
y cneyudpikauisix Ha A®l, abo
BUXIiAHWA/NPOMDKHWIA
NpOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTbCS Y MpoLeci
BMPO6HMLTBA AD| (BUIYYEHHS
He3Ha4yHOro NokasHuka sKocTi
(Hanpvknag, BUNy4YeHHs 3actapisnioro
nokasHuka)). BunyueHo nokasHuk
«lpeHTudpikauis: nonicaxapuau.
BBefeHHs 3MiH NpoTArom 6-T MicsauiB
nicns 3aTBepAKeHHs

173.

MYKANTUH

MYKaJTTUH

RO5C

Tabnetkn no
50 wmr; no 30
Tabnetok y
6aHLi abo
KOHTeliHepi;
no 1 6aHu,i
abo
KOHTEliHepy y
nauui 3
KapTOHY; No
10 TabneTok y
KOHTYPHUX

TOBAPUC
TBO 3
OBMEXE
HOKO
BIAMOBIA
ANbHICT
0
«KOPIMNOP
AUIA
«30POB
"A»

YKpaiHa

BCi cTagii
BMPOGHMLTBA,
KOHTPO/b AKOCTI,
BUNYCK cepil:
ToBapucTso 3
obmexeHo
BignoBigasIbHICT
10 "[locnigHwin
3asofg "
rHuacC,
YKpaina;

BCi cTagii

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviintHmx
marepianis: 3mMiHu | Tuny - 3MiHM 3
AKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
A0NYCTUMUX MEX, BUSHAUYEHUX Y
cneuudikauisx Ha Adl, abo
BUXIiAHWIA/NPOMIXHWIA
npoAyKT/peareHT, Wo
BUKOPVCTOBYIOTHCS Y NpoLeCi
BUPOGHMLTBA AD| (LONOBHEHHS
cneuungikaLii HOBUM MOKA3HUKOM
SAKOCTI Ta BignoBigHMM MeTo40M

6e3
peyenma

UA/5779/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH gionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
6e34apyHKOBM BMPOGHMLTBA, BMNpOGYyBaHHS) [ONMOBHEHHS
X YrakoBKax; KOHTPO/b SKOCTI, cneundikavii A®l MykanTuH, NOpoLLOK
no 30 BWMNYCK Cepil: (cybcTaHuis), HOBMM NOKa3HUKOM
TabneTok y TOBAPUCTBO «KinbkicHe B13HaueHHsi. ETaHon» Ta
6aHkax abo 3 BiANOBIAHUM METOA0M BUNPOBYBaHHS.
KOHTeliHepax; OBMEXEHOIO BBefeHHs 3MiH NpoTArom 6-T MicsauiB
no 10 BIANOBIAANBH nicns 3aTBepgkKeHHs. 3MiHu | Tuny -
TabneTok y ICTHO 3MiHu 3 siKocTi. A®I. KoHTponb AdI.
6nictepax; no «KOPTOPALIA 3MiHa y napameTpax cneuudikawli
10 Tabnetok y «3[10POB'A», Ta/abo foNyCTUMUX MEX, BUSHAYEHNX
6nicTtepi; no 1, YKpaiHa; y cneyudpikauisx Ha A®l, abo
abo no 3, abo BCi cTagil BUXIiAHWA/NPOMDKHWIA
no 10 BUPOGHMLITBA, NpoAyKT/peareHT, Wwo
6nictepis B KOHTPO/b AKOCTI, BMKOPUCTOBYIOTLCS Y NpoLECi
nauuj 3 BWMNYCK Cepil: BMPOGHMLTBA AD| (4ONOBHEHHSA
KapToHy (ans ToBapucTBO 3 cneuudikaLii HOBUM NMOKa3HUKOM
BUPOGHMKIB 06MEXEHO SAKOCTi Ta BiANOBIAHNM METOLO0M
TOBAPWNCTB BiANOBIgaUIbHICT BMNPOGYBaHHSA) [JONOBHEHHS
03 10 "®APMEKC cneuudikauii A®l MykanTuH, nopoLuok
OBMEXEHO FPYM", YkpaiHa (cy6CTaHuis), HOBMM NOKa3HUKOM
o «KinbKicHe BU3HAYEHHS.
BIAMNOBIAAN Monicaxapwau» Ta BiANOBIAHUM
bHICTHO MeTOA0M BUNPOOYBaHHA. BBeAeHHs
"KOPTTOPALII 3MiH NPOTArom 6-Tu MicaLiB nicns
A 3aTBEpMXEHHS. 3MiHuM | TMny - 3MiHK 3
"300POB A" AKocTi. A®l. KoHTponb A®I. 3miHa y
Ta napameTpax cneundikauii Ta/abo
ToBapuCTBO 3 [OMYCTUMUX MEX, BUSHAUYEHUX Y
06MEeXEHO crneundikauiax Ha A®l, abo
BiANOBIAaA/bHI BUXIiAHWA/NPOMDKHWUIA
CTI0 NpoAyKT/peareHT, Wwo
«[locnigHwnii BUKOPVCTOBYIOTHCS Y NpOLEC
3aB0[, BMPOGHMLTBA AD| (4ONOBHEHHSA

«HU/1C»); no
30 Tabnetok y
KOHTeliHepax
(ans
BUPOGHMKa
ToBapucTso 3
06MeXeHOH0
BignoBigasbHi
CTHO
«PAPMEKC

cneuudikaLii HOBUM NMOKa3HUKOM
SAKOCTi Ta BiANOBIAHNM METOL0M
BMNPOGYBaHHSA) [JONOBHEHHS
cneuudikauii A®l MykanTuH, nopoLuok
(cy6CTaHuis)) HOBUM NOKAa3HUKOM
«laeHTudikauis: 6inku, NeKTUHK,
hnaBoHOIAV» Ta BiANOBIgHAM
MeTOoA0M BUNpo6yBaHHA. BBegeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPAKEHHS.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
FPYT») 3MmiHu | TNy - 3MiHKW 3 AkocTi. ADI.

KoHTposib A®L. 3miHa y napameTtpax
crneungikauii Ta/abo gonycTnMmx
MeX, BU3HaueHux y cnewudikalisx Ha
A®I, a60 BUXigHWIA/NPOMIKXHWIA
npogyKT/peareHT, Wo
BUKOPVCTOBYIOTHCS Y NPOLEC
BUpO6HMUTBA AP (iHLWi 3MiHW)
YTOYHEHHS1 Ha3BMW NOKa3HMKa
«laeHTudikauis: HelTpasibHI
MOHOLIYKpW, nosicaxapuan» y
cneuudikaLii Ailo4oi pevoBUHN
MykanTvH, nopowok (cybcTaHuis), 6e3
3MiH Y METOAUL BU3HAYEHHS.
BBefeHHs 3MiH NpoTArom 6-T MicauiB
nicns 3aTBepgkKeHHs. 3MiHu | Tuny -
3MiHu 3 siKoCTi. FoTOBWMIA NiKapCbKuii
3aci6. KoHTpob roToBOro nikapcbkoro
3acoby. 3miHa napameTpis
cneumdikadin Ta/abo gonycTummx
MEXX rOTOBOrO /ikapCbKOro 3acoby
(monoBHeHHSA cneyudikavii HOBUM
NMOKa3HMKOM 3 BiNOBIAHUM METOAO0M
BMNPOBYBaHHS)

BHeceHHS HOBOro nokasHuka
«KinbkicHe BU3HaYEHHS.
Monicaxapuan» Ao MKA M3
MykanTuH, Tabnetku no 50 wr, 3
BiANOBIAHUM METOZOM KOHTPOJIHO.
BBefeHHs 3MiH NpoTArom 6-T MicsauiB
nicns 3aTBepgkKeHHs. 3MiHu | Tuny -
3MiHu 3 siKocTi. A®I. KoHTponb AdI.
3MiHa y napameTpax cneuudikadli
Ta/abo [oNyCTUMUX MEX, BU3HAUYEHUX
y cneyudpikauisx Ha A®l, abo
BUXIiAHWA/NPOMDKHWIA
NpoAyKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS Y NpoLeCi
BMPO6HMLTBA AD| (BUNYYEHHSN
HEe3HaYyHOro NokasHuka sKocTi
(Hanpuknag BUyYeHHs 3acTapiforo
nokasHuka)) BunyyeHHsi nokasHuka
«lgeHTudpikauis: nonicaxapngm» 3i
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Hassa

MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
cneuudikauii Ailo4oi pevoBUHN
MykanTuH, nopoLUok (cy6cTaHLis).
BBefeHHs 3MiH NpoTArom 6-T MicsauiB
nicns 3aTBepKeHHs.
174. | MYKANTUH althea root | MykanTuH - Tabnetkn no TOBAPUC YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpaviintHmx - UA/11488/01/01
50 mr in bulk: TBO 3 BMPOGHMLTBA, marepianis: 3mMiHu | Tuny - 3MiHM 3
no 1000 OBMEXE KOHTPO/b AKOCTI, AKocTi. A®l. KoHTponb A®I. 3miHa y
TabneToky HOKO BUNYCK cepil: napameTpax cneuudikauii Ta/abo
nakeTtax BIANOBIA ToBapucTBo 3 [ONYCTUMUX MEX, BUSHAYEHNX Y
nonieTuneHos ANbHICT 06MEeXeHO cneuudikauisx Ha Ad®l, abo
nx; in bulk: no 10) BignoBigasibHICT BUXIiAHWIA/NPOMIXHWIA
9000 abo «KOPIOP 10 "[locnigHwin npoaykT/peareHT, Lo
15000 AUIA 3aBog, " BMKOPUCTOBYIOTLCS Y NPOLECi
TabneToky «30POB rHunac", BMPO6HMLTBA AD| (JONOBHEHHSA
KOHTeliHepax " YkpaiHa; cneumdikaLii HOBUM NOKa3HUKOM
BCi cTagii SAKOCTi Ta BignoBiAHUM MEeTOA40M
BUPOOHMLTBA, BMNPO6YBaHHs) [JONOBHEHHS
KOHTPO/b AKOCTI, cneuudikauii A®l MykanTuH, nopoLlok
BUNYCK cepil: (cybcTaHLuisl), HOBMM NOKa3HUKOM
TOBAPUCTBO «KinbkicHe B13HaueHHsi. ETaHon» Ta
3 BiANOBIAHUM METOA0M BMNPOGYBaHHS.
OBMEXXEHORO BBeeHHs 3MiH NpoTAroM 6-Tn micAuis
BIANOBIAANTBH nicnsa 3aTBepAKeHHs. 3MiHu | Tuny -
ICTHO 3MiHu 3 aKocTi. A®l. KoHTponb AdI.
«KOPMOPAUJIA 3miHa y napameTpax cneuudikaLi
«300POB'A», Ta/abo fonyCcTUMUX MEX, BUSHAUYEHNX
YkpaiHa y cneyudpikalisix Ha Adl, abo

BUXIiAHWA/NPOMDKHWIA
NpoAyKT/peareHT, wo
BMKOPUCTOBYIOTbCS Y MpoLeci
BMPOGHMLTBA AD| (ONOBHEHHSA
cneumaikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifMNoBigHMM MEeTO0M
BUNpobyBaHHA) [loNOBHEHHS
cneundikavii A®l MykanTuH, NOpoLLOK
(cy6CTaHuis), HOBMM NOKAa3HUKOM
«KinbkicHe BU3HaYeHHs.
Monicaxapuan» Ta BiANOBIAHUM
MeToAOM BUNpobyBaHHs. BBegeHHs:
3MiH NPOTArOM 6-TW MicALiB nicns
3aTBEPAXKEHHSA. 3MiHM | TNy - 3MiHK 3
akocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneupdikauii Ta/abo
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
[OMYCTUMUX MEX, BUSHAUYEHUX Y

crneundikauiax Ha A®l, abo
BUXIiAHWA/NPOMDKHWUIA
NpoAyKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS Y NpoLeCi
BMPOGHMLTBA AD| (4ONOBHEHHSA
cneumdikaLii HOBUM NOKa3HUKOM
SAKOCTi Ta BiANOBIAHNM METOL0M
BMNPOGYyBaHHSA) [JONOBHEHHSA
cneuudikauii A®l MykanTuH, nopoLuok
(cy6cTaHuis)) HOBUM NOKAa3HUKOM
«laeHTudikauis: 6inku, NeKTUHK,
hnaBoHOIAV» Ta BiANOBIgHAM
MeTOoA0M BUNpo6yBaHHSA. BBegeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPAKEHHS.
3MiHu | TUNYy - 3MiHK 3 AKocTi. AdL.
KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTummx
MeX, BU3HaYeHUX y cneuudikauisx Ha
A®I, ab60 BMXigHWIA/NPOMDKHWIA
NpoAyKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS Y NpOLEC
BMPOGHMLTBA ADI (iHLLI 3MiHW)
YTOYHEHHS1 Ha3BM NoKasHMKa
«laeHTudikalia: HelTpasibHi
MOHOLYKpU, nonicaxapuam» y
cneuudikauii Ailo4oi pevoBUHN
MykanTuH, nopoLuok (cy6cTaHLis), 6e3
3MiH Y METOANL| BU3HAYEHHS.
BBefeHHs1 3MiH NpOTArom 6-T MicALiB
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny -
3MiHu 3 sKocTi. FoTOBMIA NiKapCbKuii
3aci6. KOHTposib roTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpis
crneungikauii Ta/abo gonycTnMmx
MeX rOTOBOrO /ikapCbKOro 3acoby
(8oNOBHEHHS cnevumdikayii HOBUM
NOKa3HUKOM 3 BiAMOBiIH/M METOAOM
BMNPOOYBaHHS)
BHeceHHS HOBOro NnokasHuka
«KinbKicHe BU3HAYEHHS.

Monicaxapuam» Ao MKA M3
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

MykanTuH, Tabnetku no 50 wr, 3
BIANOBIAHUM METOZOM KOHTPOJIHO.
BBefeHHs 3MiH NpoTArom 6-T MicsauiB
nicns 3aTBepgkKeHHs. 3MiHu | Tuny -
3MiHu 3 siKocTi. A®I. KoHTponb AdI.
3MiHa y napameTpax cneuudikadli
Ta/abo [oNyCTUMUX MEX, BU3HAUYEHUX
y cneyudpikauisx Ha A®l, abo
BUXIiAHWA/NPOMDKHWIA
NpoAyKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS Y NpOLEC
BMPO6HMLTBA AD| (BUNYYEHHSN
HEe3HaYyHOro NokasHuka sKocTi
(Hanpuknag BUyYeHHs 3acTapifioro
nokasHuka)) BunyyeHHsi nokasHuka
«lgeHTudikayia: nonicaxapngms 3i
crneundikavii Airo4oi pe4oBuHU
MyKanTvH, nopoLok (cybcTaHLis).
BBefeHHs1 3MiH NpOoTArom 6-T MicALUiB
nicns 3aTBepKEeHHS.

175.

MYKOTEK®

canbbyTa
mony
cynbart,
6pomrekcu
Hy
rigpoxnop
ma,
realipeHe
3UH,
MeHTON
(neBoMeHT
on)

R0O5C
Al10

cupon; no 100
mn a6o no 200
MY dO1aKOHi;
no 1 conakoHy
pasom 3
MipHUM
CTaKkaHYMKoM y
Kopob6ui 3
KapTOoHY

“FOHik
dapmachb
toTMKan
Nab6opaTo
pi3”
(BipgineHH
s hipmm
“Ox. B.
Kemikan3
eHg,
dapmachb
HOTUKaN3
nta.”)

IHais

HOHiK
dapmacboTuKan
Nab6opaTtopi3
(BipaineHHs
hipmn x. B.
Kemikans eHg,
PapmacbioTukan
3/114)

IHgis

BHECEHHS 3MiH 0 peecTpavinHmx
mMaTtepianis: 3miHu | TUny - 3MiHK 3
siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NikapCbKoro
3acoby. 3miHa y meTogax
BUNPOBYBaHHA rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeToAaxX
BUNPOBYBaAHHS) - HE3HAYHI 3MiHN A0
aHaniTnyHoi Metoankm «KinbkicHe
BM3HAYEHHS», & CaMe BHECEHO
[0[aTKOBI po3paxyHKoBi hopmynu
BM3HAYEHHS canbbyTamony,
realiheHe3nHy, 6POMreKCcuHy
rigpoxnopuay, HaTpito
MeTunnaparigpokcmbeHsoary, HaTpito
nponinnaparigpokcnbeHsoarty,
caxapviHy HaTpito, KUCNOTW cOpBIHOBOT
y Mr Ha 5 mn. BBeeHHS 3MiH
NPOTAroM 6-Tu MicAuiB nicns
3aTBEPAXKEHHS

3a
peyenmo
M

UA/11169/01/01

176.

HIBOPAN®

ketoconaz
ole

KETOKOHa3
on

DO1A
C08

wamnyHb, 20
Mr/r; no 25 mn

CTALA

ApuHaiimit

HimeuumnH
a

BUPOBHMLTBO,
nepBuHHe

Benbrisi/
Himeyun

BHECEHHS 3MiH 40 peecTpauiiHnx
Marepianis: 3MiHu | Tuny - 3miHun 3

6e3
peuenma

niosnsie
ae

UA/2753/02/01




203

Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH gionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
abo no 60 mn, Tens Al nakyBaHHs, Ha/ AKocTi. [oToBWIA Nikapcbkuii 3aci6.
ab6o no 100 BTOPVHHE Pecny6n Cuctema
M, abo no nakyBaHHs, iKa KOHTeliHep/3akynopoBasibHWi 3acib.
200 mny KOHTpO/b sikocTi | Cepbis/ 3MiHa po3mipy ynakoBKu roToBOro
nnswui; no 1 NiKapcbkoro PymyHis nikapcbKoro 3acoby (3miHa
nnswyi B 3acoby, BuUMycK mMacu/06'eMy BMICTY KOHTEHepa
KapTOHHIl cepii: 6araTto030B0Oro /ikapcbkoro 3acoby
Kopobuj; no AHcceH 0N HenapeHTepasibHOro
7.5Mny dapmaueBTUka 3acTocyBaHHs (a60 04HOL030BOrO,
calue; no 8 HB, Benbris; 4YacTKOBOrO BUKOPUCTAHHS)).
cawe B BTOPWHHE BBeaeHHs 40AaTKOBOro po3mipy
KapTOHHIi nakyBaHHs, ynakoBku, a came nasLuky no 100 mn,
Kopoo6Li KOHTPO/Ib SKOCTI 3 BHECEHHSIM BigNoBigHNX 3MiH A0

NiKapcbkoro
3acoby, Bunyck
cepii:
CTALA
ApuHarimiTTens
AT, HimeuunHa;
BUPOGHULTBO,
nepBuHHe
nakyBaHHS,
BTOPWHHE
nakyBaHHS:
«Xemothapm»
A, Bpwau,
Bigain
BMPOGHMYa
AinbHUUA
Lla6au,
Pecny6nika
Cepbis;

KOHTPO/b Cepili:

CTAOA
Xemochapm
CP/1, PymyHis

METO/iB KOHTPO/IKO AKOCTI.
MepBYHHWIA NakyBasibHWIA MaTepian He
3MiHMBCS (NNSLWKa BATOTOB/IEHA 3 TOTO

camoro marepiay, Lo i
3aTBepAKeHa naswka (3 6inoro
HDPE) 3akynopeHa Takol camoto
KPWLLIKOO, LLO /i 3aTBepAKeHa KpuLlka
(3 6inoro PP). 3MiHM BHECEHO B
IHCTpYKLil0 ANs MeguyHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby y
po3gin "Ynakoska"y 3B'A3ky 3
[O0AHHAM NEBHOTO PO3MIpY YNakoBKW
(100 mn), SK HAcNiAoK - 3aTBEPIKEHHS
TEKCTY MapKyBaHHS BiANOBIAHOI
ynakoBku. BBefeHHs 3MiH NpoTarom 6
MicaLiB nicnsa 3aTBepAKeHHs. 3MiHu |
TUny - 3MiHM 3 AKOCTI. [0TOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi 3aci6.
3MiHa po3mipy ynakoBkv roToBoro
nikapcbKoro 3acoby (3miHa
mMacwn/o6'eMy BMICTy KOHTellHepa
6araTo030BOr0 J1iKapCbKOro 3acoby
0119 HenapeHTepasibHOro
3acTocyBaHHsA (abo 04HOL030BOrO,
4acTKOBOrO BUKOPUCTAHHS)).
BBegeHHs 40A4aTKOBOro po3mipy
ynakoBku, a came rno 200 My NasLwLi
005 N3 Hisopan®, wamnyHb 20 mr/r,
SKNIA Byae BUPOGASATMCSA Ha AiNbHULL
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
«Xemodchapm» All, Bpwad, Biagin
BUpo6HMYa ainbHuuA LLabau,
Pecny6nika Cepbis, L0 Bignosigae 3a
BUPOGHMLTBO, NEPBUHHE MaKyBaHHS,
BTOPWHHE NnakKyBaHHS1. MNepBUHHNI
nakyBaslbHWUI MaTepian He 3MiHMBCSA
(nNsAWwka BUroToB/IEHA 3 TOr0 CaMOro
martepiasny, Lo i1 3aTBEpPAXEHA
nnsweka (3 6inoro HDPE) 3akynopeHa
TaKOK CaMOH KPULLKOHO, LLO
3aTBepxeHa KpuLuika (3 6inoro PP).
TakvM YnHOM, MaTepiany NePBUHHOT
yMakoBKM Ta cuctema 3akpuTTs
MOBHICTIO BIAMNOBIAAKTL BXE
3apeecTpoBaH/M napamerpam. Ak
HacnigoK BHOCATLCA BiANOBIAHI 3MiHN
[0 p. «YNakoBKa» MeTOAiB KOHTPO/IHO
AKOCTI NTIKapCbKOro 3acoby. 3MiHu
BHECEHO B iHCTPYKLIito A1 MEeAUYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby y
po3gin "Ynakoska"y 3B'A3ky 3
[O0AaHHAM NEBHOTO PO3MIpY YNakoBKW
(200 mn), SK HACNIAOK - 3aTBEPIKEHHS
TEKCTY MapKyBaHHS BiANOBIAHOI
yNaKkoBKM.
BBefeHHA 3MiH NpoTArom 6 Micsuis
nicns 3aTBepAKeHHs.
177. | HIKOPETTE® | nicotine HIKOTUHY NO7B NbOASHUKN MakHin LBeuis MakHin Ab LBeuis BHECEHHS 3MiH 0 peecTpaLiitHmx be3s UA/14535/01/01
KP/MKAHA pesuHat AO01 npecosaHi no ABb mMaTtepianis: 3miHu | Tuny - peuyenma
M'ATA 2 mr; no 20 AAMIHICTpaTUBHI 3MiHW. BunyueHHs
NbOASHUKIB Y BMPOGHWYOI AinbHNL (BKIHOYAKYN
dnin- AinbHuui ans A®Il, npoMixHoro
ynakoBLi; No NpoAyKTy abo roToBOro Nikapcbkoro
40 NboAsAHMKIB 3aco6y, AiNbHULI A58 NPOBeAEHHS
y nakyBaHHs1, BAPOGHMKa,
6aratof030Biii BiANOBIAA/ILHOrO 3a BUNYCK cepii,
KapTOHHIl MicLLe NpoBeAEHHSI KOHTPO/IIO cepii)
Kopobui, no 1 a60 nocrtavyasibHMKa BUXiAHOTO
6araTo030Bili martepiany, peareHTy abo fOMOMDKHOT
KapTOHHIl PEYOBUHM (AKLLO 3a3HAYEHO Y [10CbE)
Kopobui y BunyueHHs Bupo6Huka A®l Cambrex
KapTOHHIN Charles City, Inc., U.S.A.,

Kopo6Ui

a/ibTepHaTUuBHUM BI/IpO6HVIKOM
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
3anumwaeTtben Siegfried Ltd,
Switzerland
178. | HIKOPETTE® | nicotine HIKOTUHY NO7B NbOAAHUKN MakHin Lseuis MakHin Ab Lseujis BHECEHHS 3MiH 0 peecTpavinHmx Ges UA/14535/01/02
KP/MKAHA pesuHar AO01 npecosaHi no Ab mMartepianis: 3miHu | Tuny - peyenma
M'ATA 4 mr; no 20 AAMIHICTpaTMBHI 3MiHW. BunyyeHHs
NbOASAHUKIB Y BMPOGHWYOI AinbHUL (BKIHOYAKUN
conin- AinbHuui ans A®Il, npoMixHoro
ynakoBLj; no NpoAyKTy abo roToBOro NikapcbKoro
40 nbopsHvKIB 3aco6y, AiNbHULI A58 NPoBeAeHHS
y nakyBaHHs1, BUPOGHMKa,
6araTof030Biii BiANOBiAA/ILHOIO 3a BUNYCK Cepiid,
KapTOHHIf MicLie NpoBeAEHHS KOHTPO/HO cepii)
Kopob6uj, no 1 abo nocrtavasibHMKa BMXigHOrO
6araTof030Biii martepiany, peareHTy abo 4OMOMDKHOT
KapTOHHIN PEYOBUHM (SIKLLO 3a3HAYEHO Y JOChE)
Kopoo6ui y BunyueHHsi BupobHuka A®l Cambrex
KapTOHHii Charles City, Inc., U.S.A.,
Kopoo6Li anbTepHaTUBHNM BUPOGHWUKOM
3anuwaeTtbes Siegfried Ltd,
Switzerland
179. | HICNA3M drotaverin | gpotaBep AO03A Tabnetku, TOB YkpaiHa Mi6e Mm6X Himeuun BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 UA/15658/01/01
POPTE® e NHY D02 BKPWUTI «MIBE ApuHaiimiTTens Ha marepianis: 3miHu Il Tuny - 3miHun 3 peyenma
rigpoxnop nNiBKOBOO YKPAIHA» aKkocTi. A®I. (iHLWi 3MiHX) OHOBNEHHSA
na 060/10HKOI0, ASMF gns gito4oi peyoBrHU
no 80 mr, no [ApoTaBepuHy rigpoxnopug,
10 TabneTok y 3aTBEpAXeHoro BUpo6Hvka Zhejiang
6nictepi; no 2 Apeloa Kangyu Pharmaceutical Co.,
6nictepu B Ltd.
KapTOHHiiA
Kopo6ui
180. | HYTPUHIN - L- BO5D PO34UH Ans BeHrTiB Ipnangis BeHTiB IpnaHgis BHECEHHS 3MiH [JO peecTpaLiiiHnX 3a UA/4981/01/01
na4 3 1,1% TUPO3NH, A neputoHeans | MeHydeku MeHyhekuypuHr marepianis: 3MiHu | Tuny - 3MiHM 3 peyenmo
BMICTOM L- HOTO Aianisy YPUHT Nimiteq AKocTi. [oToBWIA Nikapcbkuii 3aci6. M
AMIHOKUCH Tpuntoda no2ny Nimiten Cuctema
oT H, L-_ NNacTUKOBOM Kor!TeVlHep/3aKynop|osaanw‘/‘| 3e_10|6.
o:_)eHlnana y MiLLKy, 3MiHa byab-AKOT YaCTMHU MaTepiasty
HiH, L- 06naHaHOM MEePBUHHOT YNakoBKW, L0 He KOHTaKTYe
TPEOHIH, P 3 rOTOBMM JliKapCbKM 3ac060M
Y iH'EKUiNHNM B
L-cepuH, - (Hanpuknag Konip KpMLLEeYokK 3
L-nponiH, n,OpTOM ! KOHTPO/IEM NEPLLOro BIAKPUTTSA, KONip
rAiUnH, L- SefHyBadem, KOAOBYVX Kinelb Ha amnynax,
anaHiu, L- BKNaaeHoMy KOHTeliHepa [,19 ronok (pisHi Buav
BavliH, L- B nnactMacu) (3MiHa, sika He BI/IMBae
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
METIOHIH, iHOMBIgyanbH Ha KOPOTKY XapakTepucTuky
L- Wil NakeT; no nikapcbkoro 3acoby) [logasaHHsA
i3onenyunH 5 KOMMNAeKTiB a/1bTePHATMBHOIO NocTavyasibHMKa
L Y KapTOHHifi MILLKIB 415 fpeHaxy
neiumH, L- Kopo6uj; no 2
nisnHy ny
lr/:ﬂ.pﬁxnop N1acTVKoBOM
ricTMavH, Y MILLKY,
L-apriHiH, o6_n’a,qH_avHOM
KanbLjto Y iH'EKUiAHNM
xnopuay nopTom, 3
avrigpar, IHTEerpoBaHnm
MarHito 3a
xnopuay A0rnomororo
rexcarigpa L,BOX
T, HaTpito marictpane i
nakrar, Y-3'eaHyBaya
Hartpito NOPOXHIM
xnopug, MiLLKOM A5
ApeHaxy,
BKNageHnx B
iHAMBIoYyaNbH
nii NakeT; no
5 komnnekTiB
Y KapTOHHIi
Kopobui
181. | O3EMMIK® semaglutid | CemarnyT A10BJ | po34uH gnsa A/T Hoso [anis BupobHmuTBO [Janis BHECEHHS 3MiH 4O peecTpavLiiHnx 3a UA/19176/01/01
e na - 06 iH'ekuin, 1,34 Hopgaick NpOAYyKTY, martepianis: 3miHu | TUny - 3MiHn peyenmo
aHanor mr/mn; 0,25 HanoBHEHHS wofo 6e3nekn/edekTMBHOCTI Ta doap- M
noacbkor mr/0,5 mr: no KapTpuoxy ta MakoHarnsgy. 3miHa 4yactoTu Ta/abo
o} 1.5mny KOHTPO/Tb AKOCTI TepMIiHiB NOAaHHA pe-rynsipHoO
rNIOKaroHo KapTpuaKax, npoaykuii in OHOBJIIOBaHVX 3BITIB 3 6e3neku
nogiéHoro BKNafEeHUX y bulk; nNiKapcbKux 3a-cobiB - 3MiHN YacToTH
nentuay-1 nonepegHL0 XiMIYHI/i3nyHi Ta TEPMIiHIB NOAAHHSA pPerynsapHo
(rnn-1), 3anoBHEHY BMNPOGYBaHHS, OHOB/IOBAHOrO 3BITY 3 6e3neKu.
BUrOTOB/E 6araTofo30BY MiKPOGIONOriyHi - [itova pepakuin: MNMogaHHs perynspHo
HWiA B ofiHOpa3oBy CTepUIbHICTb Ta OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku 3
Saccharo LUNPUL-PYYUKY; MiKPOGIONOriyHi - nepioguYHICTIO BiANOBIAHO A0
myces 1 nonepefHbO Mikpo6ionoriyHa nignyHKTy 1 NyHKTY 2 rnasun 3 po3giny
cerevisiae 3anoBHeHa uuctoTa. Bunyck V MNopagky 34iliCHeHHA
3a Lnpuy-pyyKa cepii: A/T Hoso hapMakoHarnsay, 3aTBepKeHoro
TEXHONOTi Ta6 Hopgick, faHis; Haka3oM MiHicTepcTBa OXOPOHHM
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH gionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
€10 0/flHOpPa30BUX Brpo6HMLUTBO 340pOB’A YKpaiHu Bif 27 rpyaHa 2006
pekombiHa rofioK nNpoayKTY, poky Ne 898 (y pefak-Lii Hakasy
HTHOT AHK Hoso®daliH® HanoBHEHHA MiHicTepcTBa OXOPOHW 340POB'A
Mmoc B KapTpuaxy Ta Ykpainu Big 26 BepecHs 2016 poky Ne
KapTOHHIl nepe.ipka AKOCTi 996).
Kopob6ui; 1 mr: npoaykuii in MponoHoBaHa pepgakuis: Yactota
no3mny bulk; NoAaHHsA perynsipHo OHOBJ/THOBAHOIO
KapTpumKax, KOMNNIEKTYBaHHSA 3BiTy 3 6€3neKku 2 Poku.
BKNAfeHux y , MapKyBaHHs Ta KiHueBa fata 415 BK/IHOYEHHSA AaHNX
nonepeaHLo BTOPVHHE [0 perynspHoO OHOBJ1IOBAHOIO 3BIiTY 3
3anoBHeHy nakyBaHHs 6e3nekn — 31.05.2027 p.
6arartof030By roToBOro [ara nogaHHs - 29.08.2027 p.
0fiHOpPa3oBy nikapcbKoro PekomeHA0BaHO [0 3aTBEPIKEHHS
LUNPUL-PYYUKY; 3acoby Bi4NOBIAHO A0 NepioAnYHOCTI No-
1 nonepegHbLO (cemarnyTug, [JaHHsA perynsipHO OHOB/HOBaHWX 3BITIB
3anoBHeHa 1,34 mr/mn, 3 6e3neku nikapcbknx 3acobis y EC.
LUNpUYL-pyYKa pO34nH Ana
Ta 4 iH'eKUi, Wwnpuu-
0/flHOpPa30BUX pyyka PDS290),
ronku KOHTPO/b AKOCTI
Hoso®daliH® (XiMiuHI/i3nyHi
Mnioc B BMMNPOOYBaHHS)
KapTOHHIl npoaykuii in bulk
Kopoobui Ta rotoBOro
nikapcbkoro
3acoby:
AT Hoso
Hopgaick, [aHis
182. | OKCUKOAOH | oxycodone | okcukogoH | NO2A po34nH Ans AT Nartsis BCi cTagii Cnosau BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/18551/01/01
KANLUEKC y A05 iH'ekyjn, 10 "Kanuekc" BMPO6GHMYOro YynHa/ marepianis: 3miHu | Tuny - 3miHn peyenmo
rigpoxsop mr/mn: no 1 npouecy, Kpim NaTtBin Loao 6e3nekn/edpeKTMBHOCTI Ta M
ng, M1 abo 2 mn B BMNYCKyY cepil: thapmakoHarnagy. BeeneHHs abo
amnyni; no 5 XBM ®apma 3MiHV [0 y3ara/ibHEHUX AaHuX Mpo
amnyny c.p.o., cuctemy thapmakoHarnagy (BegeHHs
KOHTYpHIlA CnoBayuunHa; y3arasisHeHUX faHnX Npo cucTemy
YapyHKOBIli BMPOBHUK, KW hapmakoHarnsgy, amiHa

ynakosui; no 1
abo 2
KOHTYPHUX
YyapyHKOBUX
yNakoBOK B
nauuj i3
KapTOHY

Bignosigae 3a
KOHTPO/1b
cepii/sunpobysa
HHA: AT
"I'piHgekc",
Narsis;
BMPOGHUK, SKUIA

yMOBHOBaXeHOT 0cobw,
BiANOBIAa/IbHOI 3a 3AiICHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
hapmakoHarnsagy 3asiBHuKa a1s
3pjiicHeHHs hapMakoHarnsay B
YKpaiHi, AKLLO0 BOHa BigMiHHA Bif,
YNOBHOBaXEHOI 0co6H,
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
BignoBigae 3a BigNoBiAa/IbHOI 3a 3[jACHEHHSI
BUnyck cepii: AT thapMakoHarnsagy (Bkioyaroum
"Kanuekc", KOHTaKTHI AaHi) Ta/abo 3MiHn y
NaTBis pO3MilLeHHi MacTep-ghaiina cuctemu
thapmakoHarnagy). 3miHa
YNOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAa/IbHOI 3a chapmakoHarnsg,.
[itova pepaxkuisn: Mapis Bpiege / Marija
Briede. NponoHoBaHa pefakuisi: ApiHa
Bobposiya / Arina Bobrovica. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXEHOI
ocobw, BiANOBIAA/ILHOI 3a
hapMakoHarng,
183. | OKCMKOAOH | oxycodone | okcukogoH | NO2A po3yuH ans AT Nats.is BCi cTagil Cnosau BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/18551/01/02
KANLUEKC y A05 iH'ekyjnn, 50 "Kanuekc" BMPOGHMYOro YynHa/ marepianis: 3miHu | Tuny - 3miHn peyenmo
rigpoxsop mr/mn: no 1 npouecy, Kpim NaTtBis Loao 6e3nekn/edpeKTMBHOCTI Ta M
ng, M/ B amnyni; BMNYCKyY cepil: hapmakoHarnagy. BeeneHus abo
no 5 amnyny XBM ®apma 3MiHV [0 y3ara/ibHEHUX JaHuX Mpo
KOHTYPHIli c.p.o., cuctemy thapmakoHarnagy (BegeHHs
YapyHKOBI CnoBayyunHa; y3arasisHeHUX faHnX Npo cucTemy
ynakosui; no 1 BMPOGHUK, SKWNIA thapmakoHarnagy, amiHa
abo 2 Bignosigae 3a yMOBHOBaXeHOT 0cobwm,
KOHTYPHUX KOHTPO/b BiNOBIAANbHOI 3a 3[iICHEHHS
YapyHKOBUX cepii/sunpobysa hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
yNakoBOK B HHS: AT chapmakoHarnsgy 3asaBHuka gns
nauui i3 "I'piHgekc", 3pjiicHeHHs1 hapMakoHarnsay B
KapToHY Nartsis; YKpaiHi, AKLLO0 BOHA BigMiHHA Bif,
BMPOGHUK, KNI yMOBHOBaXeHOT 0cobwm,
Bignosigae 3a BiANOBIAA/IbHOI 32 3AiAICHEHHS
BUNYCK cepii: AT thapmakoHarnagy (Bkouarum
"Kanuekc", KOHTaKTHI AaHi) Ta/abo 3MiHn y
Nartsis pO3MiLLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy). 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BiAnoBigaIbHOI 3a hapmakoHarnsg.
[itoua pegakuis: Mapis Bpiege / Marija
Briede. MNponoHoBaHa pefakuis: ApiHa
Bo6posiya / Arina Bobrovica. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaKEHOI
oco6u, BiANOBiAa/IbHOI 3a
dhapmakoHarnag,
184. | ONIPEH® diclofenac | guknodeH | MO2A renb, 2 %; no TOB YkpaiHa BMPO6GHMLTBO 3a | Himeuun BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 nidnsie | UA/19922/01/01
DOPTE aky Al15 30r,a6050r, «TeBa NOBHUM LIMK/IOM: Ha Marepianis: 3MiHu | Tuny - 3miHun 3 peyenma ae
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
raPOrenb aieTunami a6o 100 r YkpaiHa» Mepkne 'm6X, AKocTi. [oToBWIA Nikapcbkuii 3aci6.
H rento y Ty6i; HimeuuunHa; KOHTPO/1b rOTOBOrO NiKapcbkoro
no 1 1y6i B BTOPUHHA 3acoby. 3miHa napameTpis
KapTOHHIl ynakoBKa: cneumdikauin Ta/abo gonycTummx
KopoobLi TpaHcdapm MeX roTOBOr0 /iKapCbKOro 3acoby
NoricTik TM6X, (nonoBHeHHs abo 3amMiHa NokasHMKa
HimeuunHa cneumdikauii 3a pesynbTatamm

nocnimpkeHb 3 6e3neku abo sKocTi (3a
BVHATKOM JliKapCbknX 3aco6is
6ionoriyHoro/iMyHos0r4YHOr0
NoxopkeHHs)). JoaasaHHs [0
cneungikauii /13 BUNpobyBaHHA Ha
AoMiLKy N-HITpo3o-avknodeHaky 3
Mexero BMICTy <420 ppm.
BBefeHHs 3MiH NpoTArom 6-T MicauiB
nicns 3aTBepgkKeHHs. 3MiHu | Tuny -
3MiHu 3 siKoCTi. FoTOBWMIA NiKapCbKuii
3aci6. KoHTpob roToBOro nikapcbkoro
3acoby. 3miHa napameTpis
cneumdikadin Ta/abo gonycTummx
MEXX rOTOBOrO /ikapCbKOro 3acoby
(nonoBHeHHst 260 3amiHa NokasHUKa
cneumaikauii 3a pesynbtatamu
JocnigpkeHb 3 6e3nekn abo AkocTi (3a
BVHSITKOM JliKapCbknX 3aco6iB
6ionoriyHoro/iMyHoN0rYHOro
NOXOKEHHS)). [lONOBHEHHSA
cneuudikauii /13 HOBMM NapameTpom
BMNpobyBaHHA Ha NDEA (N-
HITpO304ieTUIamiH) 3 MeXer BMICTY <
0,143 ppm. BBeeHHs 3MiH NPOTArom
6-Tn MicAUiB NicNA 3aTBEPKEHHS.
3MiHn | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbknii 3aci6. CtabinbHicTb. 3MiHa
y TepMiHax npuaaTHoCTi abo ymoBax
36epiraHHs rOTOBOTO J1iKapCbKOro
3aco6y (3MEHLUEHHS TEpPMiHY
NpYAATHOCTI FOTOBOTO NiKapPCbKOro
3acoby) - 118 TOproBoi ynakoBKM.
3MeHLLIEeHHS TepMiHY NpUAATHOCTI
roTOBOro Nikapcbkoro 3acoby ans
TOProBesibHOI YNakoBKW 3 2 pOKiB [0
1,5 poky. 3MiHM BHECEHO B pO34is
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

"TepMiH NpUAATHOCTI" B IHCTPYKLUI0
AN MeAUYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby. 3MiHn | Tuny -
3MiHu 3 sKoCTi. FOoTOBWMIA NiKapCbKuii
3aci6. CtabinbHICTb. 3MiHa y TepMiHax
npugatHocTi abo ymoBax 36epiraHHs
rOTOBOrO JliKapCbKoro 3acoby
(3MEeHLLEHHA TepMiHy NpuaaTHOCTI
roTOBOrO /liKkapCcbkoro 3acoby) - Micns
NepLLOro PO3KPUTTA. 3MEHLLEHHS
TepMiHy NpuaaTHOCTI 4151 FOTOBOrO
nikapcbKoro 3acoby nicns nepLuoro
PO3KpUTTA 3 2 pokiB A0 1,5 poky.
3MiHu | TMNY - 3MiHK 3 sIKOCTi. FoTOBUIA
nikapcbknii 3aci6. CTabinbHICTb. 3MiHa
y TepMiHax npugaTHocTi abo ymoBax
36epiraHHs roToBOrO JiKapCbKOro
3acoby (3miHa B ymoBax 36epiraHHs
roTOBOrO Jlikapcbkoro 3acoby abo
nicns po34YNHEHHS/BiILHOB/IEHHS).
3miHa B ymoBax 36epiraHHs roToBoro
nikapcbKoro 3acoby 3 “/likapcbkuii
3aci6 He noTpebye cneujanbHNUX YMOB
36epiraHHa" Ha "36epiratn npu
Temneparypi He Buwe 25°C". 3MiHn
BHECEHO B po3Zin "YMoBW 36epiraHHA"
B IHCTPYKLiO 4519 MeANYHOro
3acToCyBaHHSA Nikapcbkoro 3acoby Ta
AK HACMIAOK - Y TEKCT MapkKyBaHHS
YMakKoBKU NTiKapCbKOro 3acoby.

185.

OMHITPON®

somatropi
n

comarponi
HY
pekombiHa
HTHWUIA
NOACHKNIA
TOPMOH

pocty

HO1A
co1

PO34MH Ana
iH'ekuji, 5
Mr/1,5 mn, no
1, 5a60 10
KapTpuaXiB y
KapTOHHIf
Kopoo6Li

CaHpo3
6X

ABCTpIA

BUNYCK cepil:
CaHpo3 'm6X -
Bupo6Huya
OinbHULA
AcenTuyHi
nikapcbki
3acobu
LWadteHay
(AcenTunuHi
N3L), AscTpis;
NOBHUIA LKA
BMPOGHMLTBA:
HoBapric

ABCTpIf

BHECEHHS 3MiH 0 peecTpaLiinHmx
MaTepianis: 3miHu | TMny - 3MiHK 3
skocTi. A®L. MNMpoekTHUiA NpocTip Ta
nicnsipeecTpauiiHnii NpoTOKo
ynpaB/iHHA 3MiHaMW. BnpoBamKeHHs
3MiH, L0 nepeAbaveHi y
3aTBEPAKEHOMY MPOTOKONI
ynpaB/iiHHA 3MiHaMy (BNPOBaKEHHS
3MiHW gns
6ionoriyHoro/iMyHos0r4YHOro
nikapcbKoro 3acoby). BnpoBamKeHHs
3MiH, nepegdayeHnx y
3aTBEPAKEHOMY NPOTOKONI

3a
peyenmo
M

UA/12754/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
dapmacbioTikan ynpas/iHHA 3MiHaMu A1 6ionoriyHoro
MaHyakTypiHr

'M6X, ABCTpis

nikapcbKoro 3acoby OmHiTpon, a
came: -BHYTpILIHE

npoLecy BUPOGHMLITBA aKTUBHOI

ninito 3 m* (3000 N1) AoAaTKOBO A0
NOTOYHOI CXBasIEHOI BUPOBHUYOT NiHiT
13 m* (13 000 n1), BK/IKOYAOUM
BiANOBIAHI aganTauii 3a/1eXHo Bif
MacLlTaby; -y paMkax BHYTPILLHLOro
nepeHeceHHs Ha BUPOBHUYIN NiHiT,
[0[aBaHHA NeluuHy A0 NOTOYHOI
METIOHIHOBOT CUPOBUWHY, LLIO
[0Ja€eTbCA M Yac OCHOBHOI
thepmeHTaLii, BBOAUTLCA HAa 060X
BMPOBHNYMX NiHISAX 4151 OTPUMAHHSA
KOMGiHOBaHOI cMpoBuHY Met/Leu
(npouec, SKnii Ha3uBaTb
«afanToBaHUM NpoLEecom 2-ro
MOKOMIHHS»), Ta 'y 3B'A3KY 3
[0AaTKOBUM A0AaBaHHAM NeliLyHy,
aflanTaBaHO TeCTYBaHHS APiKAXKOBOro
aBTO/i3aTy CUPOBUHM. A TakoX
BHECEHHS AeSKNX PeAakUiiHNX 3MiH.
3MiHu | TUNYy - 3MiHKM 3 AKocTi. AdL.
KoHTponb A®l. 3miHa y meTogax
BMnNpobyBaHHA APl abo BuXigHOro
MaTepiany/npomiKHOro
nNpoAaykTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NPOLIECI
BUPO6HMLUTBA AD| (HE3HAYHI 3MIHK Y
3aTBEPMAKEHUX MeTogax
BMNpPo6YyBaHHS). HesHauHi 3MiHN B
npoueaypi BUNpobyBaHHA Ha
3a/IMLLKOBY CEYOBUHY /19 aKTUBHOT
peyvoBMHM coMaTponiH. 3MiHu | Tuny -
3MiHu 3 siKocTi. A®I. KoHTponb AdI.
3MiHa y meTofax BunpobysaHHsa AdI
abo BMXigHOro martepiany/npomiKHOro
NpoAayKTy/peareHTy, Wwo
BMKOPUCTOBYETHLCS Y NPOLIECI

nepeHeceHHs (3MEHLLEHHS MacLuTaby)

pPeyoBMHM COMATPONiHY Ha BUPOGHUYY

BMPo6HMUTBA AD| (HE3HAYHI 3MiHK Y
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

3aTBEPMAKEHNX MEeToAaxX
BUNPOGYBaHHS). He3HauHi 3MiHM B
aHaniTMYHIN npoueaypi ans
BMNpPoOyBaHHA Ha GioHaBaHTaKEHHS
aKTMBHOT PeYOBVHM COMATPONIH 3
MeTOw afanTauii yacy iHkybauil
BignosigHo o Bumor Ph. Eur. 2.6.12
Ta USP <61>. A TaKoX BHECEHHSA
pefakuinHux 3miH: (1) oHOBUTK
hopMy/oBaHHS Y BUMPOOYBaHHi
30BHILUHLOIO BUMAAY (YITKICTb Ta
Konip) BignosigHo go Ph. Eur. 2.2.1 Ta
2.2.2; (2) 3anpoBagnTV HOBWIA
po6ounii pedpepeHTHUIA cTaHAapT
(EP2000.27WST, BUroTOB/IEHUI 3
cepii NeB668562) 3rigHo 3
MeXamu/ymoBamm 3aTBEPAXKEHOI0
npoTokony ksaniduikauii. 3MiHn | TUnY -
3MiHu 3 sKocTi. A®l. Bupo6HMLTBO.
3MiHa BUpOGHMKa
BWXIi4HOro/MPOMiXXHOro
npoayKTy/peareHTy, Wwo
BUKOPVCTOBYIOTLCS Y BUPOBHNYOMY
npoueci A®l, abo 3miHa BUpOBHKKa
(Brtovaroun, fe HeobxigHo, MicLe
npoBeAeHHs KOHTPOo AkocTi) Al (3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpONechkil
dhapmaxonei y 3aTBepAKeHOMY [0CbE)
(3MiHM po 3axopiB, MOB'A3aHNX 3
KoHTponem A®l, abo JoaaBaHHSA
OinbHUUI, fe NpoBOAUTLCA
KOHTPO/1b/BMNPOGYBaHHSA cepii).
[opaHo Novartis Pharmaceutical
Manufacturing GmbH,
Biochemiestrasse 10, Langkampfen,
6336, ABCTpIA SIK aflbTEepHATUBHWIA
MalifaHuuK, BignoBifanbHWIA 3a
NPOBeLEHHS KOHTPO/IHO SKOCTI
AKTMBHOI PEYOBMHM COMATPONMIH.

186.

OMHITPOMN®

somatropi
n

comarponi
HYy

pekombiHa

HO1A
co1

po3unH ans
iH'ekyjn, 10
Mr/1,5 mn, no

CaHpo3
6X

ABCTpist

BUNYCK cepil:
CaHpo3 'm6X -
Bupo6HMya

ABCTpist

BHECEHHS 3MiH 0 peecTpaviintHmx
marepianis: 3MiHu | TUny - 3MiHM 3
sKocTi. A®I. MNpoeKTHWIA NpocTip Ta

3a
peyenmo
M

UA/12754/01/02
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
HTHWIA 1,5a60 10 AinbHUUS nicnspeecTpauiiHnii NpoTOKos
NOACHKNIA KapTpuaxis y AcenTuyHi ynpaB/iiHHA 3MiHaMW. BnpoBamKeHHs
rOPMOH KapTOHHIf nikapcbki 3MiH, L0 nepefbaveHi y
pocTy KOpoo6Li 3acobu 3aTBEPAKEHOMY MPOTOKONI
WadteHay ynpaB/iiHHA 3MiHaMy (BNPOBaKEHHS
(AcenTnyHi 3MiHV gns

N3LW), ABcTpis;
NOBHUIA LMK
BMPOGHMLTBA:
HoBaprTic
dapmacbioTikan
MaHyhakTypiHr
M6X, ABCTpis

6ionoriyHoro/iMyHos0r4YHOr0
niKapcbKoro 3acoby). BnpoBamKeHHs
3MiH, nepegdayeHnx y
3aTBEPAKEHOMY MPOTOKONI
ynpaB/iiHHA 3MiHaMu 415 6i010riYHOro
nikapcbkoro 3acoby OmHiTpon, a
cawme: -BHYTPILLHE
nepeHeceHHs(3MeHLEeHHs MacLuTaby)
npouecy BUpOOHMLTBA aKTUBHOI
PEeyYoBMHN COMATPONiHY Ha BUPOOHWYY
ninito 3 m* (3000 1) AoAATKOBO A0
NOTOYHOI CXBasIEHOT BUPOBHNYOT NiHil
13 m* (13 000 1), BK/THOYAtOUU
BiANOBIAHI aganTauii 3an1exHo Bif
mMacLtaby; -y pamkax BHYTPiLLHbOrO
nepeHeceHHst Ha BUPOOHUYIN MiHil,
[ofaBaHHA NeiuuHy A0 NOTOYHOI
METIOHIHOBOI CMPOBUWHM, LLO
[OJa€ETbLCA Mif Yac OCHOBHOI
hepMmeHTaLil, BBOAUTLCA HAa 060X
BMPOGHNYUMNX MiHIAX A8 OTPUMaHHS
KOMGiHOBaHOT cMpoBuHY Met/Leu
(npouec, sKMiA Ha3nBaloTb
«afjanToBaHMm npoLecom 2-ro
MOKONIHHS»), Ta y 3B’A3KY 3
[04aTKOBUM A0AaBaHHAM NeliLyHy,
afiantaBaHo TeCTYBaHHS APiKAKOBOro
aBTONI3aTy CPOBUHU. A TakoX
BHECEHHS [eAKNX pefaKLiiHiX 3MiH.
3MiHn | TURY - 3MiHK 3 aKocTi. AL,
KoHTponb A®l. 3miHa y MeTogax
BUNpo6yBaHHsA APl abo BMXiZHOrO
mMarepiany/npoMixxHOro
npoayKTy/peareHTy, Wwo
BUKOPVCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MIHN Y
3aTBEPMAKEHNX METOAAX
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

BMNpPo6YyBaHHS). HesHauHi 3MiHN B
npoueaypi BUNpobyBaHHA Ha
3a/IMLLKOBY CEYOBUHY /19 aKTUBHOT
peyvoBMHM coMaTponiH. 3MiHu | Tuny -
3MiHu 3 siKocTi. A®I. KoHTponb AdI.
3MiHa y meTogax BunpobysaHHsa AdI
abo BMXigHOro martepiany/npomikHOro
npoAayKTy/peareHTy, Wwo
BMKOPUCTOBYETBLCS Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MIHN Y
3aTBEPMXEHNX METOoAaX
BMNpPo6yBaHHSA). HesHauHi 3MiHu B
aHaniTMyHIn npoueaypi ans
BUNPOBYBaHHS Ha BiOHaBaHTaXKEHHS
aKTVBHOI PEYOBMHY COMATPONiH 3
MeTOw afanTauii yacy iHkybauil
BignosigHo o sumor Ph. Eur. 2.6.12
Ta USP <61>. A TaKOX BHECEHHS
pefakuifiHux 3MmiH: (1) OHOBUTK
hOpPMY/OBAHHSA Y BUNPOGYBaHHI
30BHILUHLOrO BUMAAY (YITKICTb Ta
Konip) BignosigHo fo Ph. Eur. 2.2.1 Ta
2.2.2; (2) 3anpoBaanTV HOBWIA
po6ounii pechepeHTHW cTaHgapT
(EP2000.27WST, BUrOTOB/IEHUIA 3
cepii NeB668562) 3rigHo 3
Mexamu/ymoBamMu 3aTBepAKeHOro
npoTokony keBaniduikauii. 3MiHu | TURY -
3MiHu 3 sKocTi. APl. BUpOGHULITBO.
3MiHa BUpOGHMKa
BUWXi4HOro/MPOMiXKHOro
NpoAayKTy/peareHTy, Wwo
BUKOPVCTOBYIOTHLCS Y BUPOBHNYOMY
npoueci A®l, abo 3miHa BUpO6HMKa
(BKtOYatoum, oe HeobXxigHO, Micue
npoBefeHHs1 KOHTPOsI0 sikocTi) APl (3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpONEeichbkili
thapmakonei y 3aTBepg)KeEHOMY [0ChE)
(3MiHM po 3axogiB, MOB'A3aHNX 3
KoHTponem A®l, abo foaaBaHHs
AiNbHULI, fe NPOBOANTLCSA
KOHTPO/1b/BUNPOGYBaHHS cepil).
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
[opaHo Novartis Pharmaceutical
Manufacturing GmbH,
Biochemiestrasse 10, Langkampfen,
6336, ABCTpIA K aflbTepHATUBHWIA
MalifaHuuK, BignoBifanbHUIA 3a
NPOBeLEHHS KOHTPOJIHO SKOCTI
AKTMBHOI PEYOBMHM COMATPONMiH.
187. | OPBI/IOP - rekcetugn | RO2A cnpei ans MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaviintHmx 6e3 UA/20443/02/01
H, A20 poToBoi aKujioHepH akujioHepHe marepianis: 3mMiHu | Tuny - 3MiHn 3 peyenma
XONiHY NMOPOXHWHW, e TOBapuCTBO [KocTi. [oToBWIA Nikapcbkuii 3aci6.
caniyunat no 50 mny TOBapuCTB thapmaLeBTUYHa Cucrema
, donaKoHi o] habpuka KOHTeliHep/3akynopoBasibHWi 3acib.
Xxnop6yTaH CKNAAHOMY, MO thapmaues "Biona" 3miHa chopmun abo po3mipy
ony 1 chnakoHy TUYHA KOHTelHepa 4u 3aKyrnoproBasibHOro
remirigpat pasom i3 habpuka 3ac06y (NepBUHHOT yNakoBKM)
nynbBepunsaTo "Biona" (HecTepusbHI flikapcbki 3acobu) -
poM Yy nau; [ofaBaHHA [0 3aTBEP)KEHOro Tmny
no50 mny 3aKyMnopHBa/IbHOIO 3acoby
hnakoHi (nynbBepu3aropa) 4ns qpakony Tuny

nonimepHomy,
no 1 conakoHy
pasom i3
nynbBepun3aTo
poM y maui;
no 50 mny
hnakoHi
CK/ISIHOMY,
YyKynopeHomy
KpWLLKOtO, no 1
dnakoHy
pasom i3
nynbBepun3aTo
poM y maui;
no 50 mny
hnakoHi
noniMepHomy,
YyKynopeHomy
KpWLLKOto, no 1
dnakoHy
pasom i3
nynbBepun3aTo
poM y maui

$B-50-18 3aKkynoproBasibHOroO 3aco6y
HOBOT hopMK, & came: - KpULLOK Tuny
SC18-TE12-0022/FL Ta Tnny 1.4M.
3MiHM BHECEHO B po3Ain "Ynakoska" B
IHCTpYKLil0 ANns MeguyHoro
3acTocyBaHHA (eCTD Bepcis 0001) y
3B'A3KY 3 J04aBaHHAM HOBUX TUNIB
3aKynoproBasibHMX 3ac06iB Ta SK
HacnifokK - 3aTBEPAKEHHS TEKCTY
MapKyBaHHA 15 Lmx ynakosok (eCTD
Bepcis 0001). BBeAeHHS 3MiH
NPOTAroM 6-Tu MicAuiB nicns
3aTBEPAXKEHHSA. 3MiHM | TNy - 3MiHK 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6.
Cucrtema
KOHTeliHep/3akKynopoBasibHWiA 3aci6.
3MiHa nocTavasibHMKa NakyBaslbHUX
Marepianis abo KOMMIEKTYUUX (SKLLO
3a3HayeHo B 0CbE) (3amiHa abo
[oAaBaHHA nocTavyasibHUKA) -
[ofaBaHHA [10AATKOBUX
nocTtayasibHVKIB 3aKynopoBasbHOro
3acoby (nynbBepn3arTop), a came:
Zhejiang Sun-Rain Industryial Co.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

LTD, Kutaii Ta TOB "®dapmmau”,
YkpaiHa. 3miHn | Trny - 3MiHM 3 SKOCTI.
oTOBUIA Nikapcbkuit 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3acib.
3MiHa y NepBUHHIiA yNakoBL,i r0TOBOro
nikapcbkoro 3acoby (Tun KoHTeliHepa
abo gogaBaHHA HOBOTO KOHTeHepa) -
Teepai, M'siKi Ta HecTepusbHi piaki
nikapcbki hopmu - foAaBaHHSA HOBOrO
KOHTEliHepa, a came hriakoHy Tuny
®BI1-55. B pe3ynbTarti, y KOMNNEKTi i3
3aTBEPKEHVMY Ta 3anpPONOHOBaHUMM
TMNamuy 3aKynoploBasIbHUX 3ac06iB,
PEECTPYETLCA TPU HOBUX BUAN
nakyBaHHs. [liloua pegakuis:
MeTtoaun kKoHTponto sikocTi (eCTD
0000) YINMAKOBKA Mo 50 mn y cksHi
dhnakoHn 3 NynbBepusaTopom. Ha
dhakoH HakNeleTbCA eTUKeTKA.
KoxeH thniakoH pa3oM 3 iHCTPYKLiED
AN MeAUYHOTO 3aCTOCYBaHHS
MoMILLaI0Th y Nauky. MNponoHoBaHa
pepakuis: MeToam KOHTPOIO AKOCTI
(eCTD 0002) YIMAKOBKA Mo 50 mny
CKNsIHI @60 noniMepHi hnakoHu,
yKynopeHi nynbeepusaropom. Ha
(pNakoH HaKNEKETLCS eTUKeTKa.
KoxeH chnakoH pa3om 3 iHCTpyKLiet0
AN MeAUYHOro 3aCTOCYBaHHS
noMmiLLaloThb Y KApTOHHY nadky. Mo 50
MJ1y CKNsIHIi @60 noniMepHi hiakoHu,
yKynopeHi kpuiikamun. Ha donakoH
HaKNeeTbCS eTukeTKa. KoxeH
chnakoH pa3om 3 nysfibBepn3aTopomM Ta
IHCTPYKLI€EO ANA MeANYHOro
3aCTOCYBaHHSA MOMILLA0Tb Y KAPTOHHY
nauky. 3MiH1 BHECEHO B PO3S4iN
"YnakoBka" B IHCTPYKLUit0 Ans
Megu4YHoro 3actocyBaHHs (eCTD
Bepcis 0001) y 3B'A3Ky 3 AOAABaHHAM
HOBMX KOHTEHEpPIB Ta siK HaC/ifoK -
3aTBEPMKEHHS TEKCTY MapKyBaHHS
Ansi unx koHteliHepiB (eCTD Bepcis
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

0001). BBeaeHHs 3MiH MPOTAroM 6-Tu
MicaLiB nicnsa 3aTBepAKeHHs. 3MiHn |
TUny - 3MiHM 3 AKOCTI. [0TOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi 3aci6.
3MiHa napameTpiB cneuudikawi
Ta/abo foNyCTUMUX MeX NePBUHHOT
yNaKkoBKM rOTOBOTO NiKapCbKOro
3acoby (goaaBaHHsl abo 3amiHa
rokasHuka 3a pesynbraramm
nocnimpkeHb 3 6e3nekn abo sAKOCTI) -
3amiHa nokasHuka "CepefHs fgosa (3
BOZO0)" Ha NoKa3HUK "OfHopigHICTb
Macu npy po3nuieHHi" B cneuudikauit
BXiZJHOrO KOHTPO/IIO Ha
ny/bBEPU3ATOP, OCKISIbKM BU3HAYEHHS
came 3anponoHOBaHOrO NMOKa3HUKa
3abe3neyye BUKOPUCTAHHS Y
BMPOGHMLTBI 13 nynbBepu3aTopis,
AKi 3a6e3neuyloTb BUKOHAHHSA BUMOT
MeTogis KoHTposto sKkocTi 13
CTOCOBHO MokKa3Huka «OfHOPIAHICTb
mMacu» (BUMOrM [0 3anpornoHoBaHOro
nokasHuka «OgHOpIgHICTb Macy npu
pO3nueHHi» creumndikavii BXigHoro
KOHTPO/II0 Ha nynbBepu3aTop 6yayTb
rapmoHi30BaHi 3 BUMOramu 1o
nokasHuka «OgHopigHICTb Macu» MKA
N3. 3MiHuK | TUNY - 3MiHK 3 AKOCTI.
oTOBUIA Nikapcbkuit 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHuii 3aci6
(iHWi 3miHW) - MosiBa HOBOT
KOMMeKTaLii nakyBaHHs roToBOro
NikapcbKoro 3acoby 3a paxyHoK Toro,
LU0 NyNbBEpPU3aTOP MOXE
BUKOPVCTOBYBATUCS He TiNlbKn 5K
3aKyrnoproBasibHWii 3acib, a TakoxX K
KOMM/IEKTYOUMIA 3aci6, skuit
BK/1ala€TbCSA BO BTOPUHHE NaKyBaHHSA
rOTOBOrO Jlikapcbkoro 3acoby. 3miHu
BHECEHO B po3/in "YnakoBka" B
IHCTPYKLil0 ANs MeguyHoro
3acTocyBaHHs1 (eCTD Bepciss 0001) y
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
3B'A3KY 3 [OAATKOBUM TUMOM
KOMnneKTaLii BTOPUHHOI yNakoBKu Ta
AK HACNIAOK - 3aTBEPKEHHSA TEKCTY
MapKyBaHHS An15 uux ynakosok (eCTD
Bepcia 0001). 3miHn | TUNy - 3MiHK
LoAo 6esnekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
OHOB/IEHO TEKCT MapKyBaHHS
NepPBUHHOI Ta BTOPUHHOT YNaKkoBKN
nikapcbkoro 3acoby (eCTD Bepcis
0001). BBefieHHs 3MiH NPOTArom 6-Tu
MiCsLIB NiCNsA 3aTBEPAKEHHS.
188. | NAOUEB Enfortuma | eHdoptym | LOLIFX | mopowiok ans AcTtennac HigepnaH BMPOGHMLTBO Himeyuun BHECEHHS 3MiH 0 peecTpaviitHmx 3a UA/20431/01/01
b vedotin aby 13 NpUroTyBaHHs Papma on bulk, nepBuHHe Ha/ mMaTepianis: 3miHu | TMny - 3MiHK 3 peuyenmo
BeJOTUH KOHLleHTpary tOpon B.B. nakyBaHHs: Ipnangis SKOCTi. [OTOBWIA Nikapcbkuii 3aci6. M
ons CimTpa Cuctema
NpUroTyBaHHs [Loiiunang KOHTelHep/3aKynopoBasibHKiA 3aci6
PO34mMHYy Ans m6X, (iHWi 3mMiHM) OHOBNEHHS 3.2.P.7.
iHdpysiin no 20 HimeuuunHa; Cuctema
Mmr; no 1 BTOPUHHE KOHTelHep/3akynopoBasibHKiA 3aci6, a
1akoHy B nakyBaHHs, came BHECEHHS! YTOYHEHHS LL0A0
KapTOHHIl BUNYCK cepil: po3MmipiB NPO6KM Ta Ti MasTHOHKY An1S
nauui Actennac nikapcbKoro 3acoby MaaLes NopoLIok
Ipnang Ko. /114, 019 NPUTroTyBaHHA KOHLUEHTpaTy A1
IpnaHgis NPUroTyBaHHA PO34rHy A5 iHdy3ii no
20 wr, 30 Mr. OHOBNEHHS Bigobpaxae
nuvwe 6inbLl TOYHE NpeACTaBeHHsS
HOMiHa/IbHUX PO3MIpiB Ta [0MyCKiB,
[OCArHYTUX 3aBASAKA BUKOPUCTaHHIO
TEXHO/O0riT ONTUYHOTO BUMIPIOBaHHS.
MponoHyeTbcs 3MiHa cneuudikawii
npo6ku 3:
3aranbHa Bucora: 11,5 - 12,1 mm Ha
3aranbHa Bucota: 11,64 — 12,24 mwm;
BucoTta BepxHbOi yactuHu: 3,05 — 3,55
MM Ha Bucota BepxHbOi YacTuHu: 3,19
— 3,69 mm;
[JiameTp BepxHbOI YacTnHK: 18,6 —
19,0 mm Ha [iameTp BEPXHbLOI
YyacTuHu: 18,53 — 18,93 mMm.
189. | NAALEB Enfortuma | eHdoptym | LO1FX | nopowok ans Actennac Hinepnax BMPOGHMLITBO Himeuun BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a UA/20431/01/02
b vedotin aby 13 NPUroTyBaHHs dapma on bulk, nepBuHHE Ha/ MaTtepianis: 3miHu | TMny - 3MiHK 3 peyenmo
BeOTUH KOHUEeHTpaTy tOpon B.B. nakyBaHHS: IpnaHgis SIKOCTi. [OTOBMIA NiKapcbkuii 3aci6. M
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH gionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
ons Cimtpa Cuctema
NpUroTyBaHHs [Loiiunang KOHTelHep/3akynopoBasibHKiA 3aci6
PO34mMHy Ans m6X, (iHWi 3miHM) OHOBNEHHSA 3.2.P.7.
iHdpysiin no 30 HimeuumnHa; Cuctema
mrno 1 BTOPVHHE KOHTeliHep/3akynopoBasibHWiA 3aci6, a
dakoHy B nakyBaHHs, came BHECEHHS! YTOYHEHHS LL0A0
KapTOHHIl BWMNYCK Cepil: pO3MmipiB MPO6KM Ta Ti MasTHOHKY A5
nauui AcTtennac nikapcbKoro 3acoby Maaues NopoLLIoK
Ipnang Ko. /114, 019 NPUTroTyBaHHA KOHLUEHTpaTy 41
IpnaHgjs NPUroTyBaHHsA Po34rHy A5 iHdy3ii no
20 wr, 30 Mr. OHOBNEHHS Bifobpaxae
nvwe 6inbl TOYHE NpeACTaB/eHHS
HOMiHa/TbHUX PO3MIpiB Ta JOMNYCKIB,
[OOCATHYTUX 3aBAAKNA BUKOPUCTaHHIO
TEXHO/O0rT ONTUYHOTO BUMIPIOBaHHS.
MponoHyeTbcs 3miHa cneuudikawii
npo6ku 3:
3aranbHa Bucora: 11,5 - 12,1 mm Ha
3aranbHa Bucota: 11,64 — 12,24 mwm;
Bucota BepxHboi yactuHu: 3,05 — 3,55
MM Ha BucoTta BepxHbOi YacTuHu: 3,19
— 3,69 mMwm;
[JiameTp BepxHbOI YacTuHK: 18,6 —
19,0 mm Ha [iameTp BEPXHbLOI
yacTuHu: 18,53 — 18,93 mMm.
190. | MAHFACTPO | pantopraz naHtonpas | A02B Tabnetku CaHpo3 CnoseHis Nex CnoseHi BHECEHHS 3MiH 0 peecTpaviintHmx 3a UA/13512/01/02
® ole on(y Cco02 ractpopesuct dapmacb hapmaLieBTUYHA a/ MaTepianis: 3miHu | TMny - 3MiHK 3 peyenmo
BUNAI eHTHi no 40 oTikan3 KoMnaHisa A4.4., Typeyuu AKocTi. A®l. KoHTponb A®I. 3miHa y M
naHTonpas mr; no 7 o.a. CnoBeHis Ha/ mMeToAax BunpobysaHHa APl abo
ony Tabnetok y (Bunyck cepi; PymyHis/ BMXiAHOro Martepiany/npomiKHOro
HaTpito 6nicTepi; no 2 yrnakoBKa, Monbwa NpoAayKTy/peareHTy, Lo
ceckBiriap abo 4 BUNYyCK cepil); BMKOPUCTOBYETLCA Y MpoLeci
arty) 6nictepu B BVMPOGHMLTBO "in BMPOGHMLTBA AD| (HE3HAYHI 3MIHN Y
KapTOHHIl bulk", ynakoBka, 3aTBepKEeHMX MeTofax
Kopobui; no 14 TeCTyBaHHS: BUNPOGYBaHHS)
Tabnetok y "'eHBeoH lnak BHeceHHs 3MiH 10 METOAUKM
6nicTepi; no 1 CaHaii Be BMNpo6yBaHHA "CynpoBigHi AOMiLLKn"
abo 2 Tikapet A.C., npw KOHTPOANI Aito40i peyoBUHU
6nictepu B TypeuunHa, naHToMpaso/1 HaTpPIlo CeckBirigparT.
KapTOHHIl TeCcTyBaHHS: Takox BHOCUTLCA pefakLiiiHe
KopoobLi C.K. CaHpo3 YTOUYHEHHSA A0 po3ainy
C.P.J1., PymyHis; peecTpauiiHoro gocbe 3.2.5.4.2: y

KOHTPOJ1b

3aTBEeppKEHOMY PO3fiNi HaBefeHo
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
Mikpo6ionoriyHoi nocunaHHs Ha po3ain €sponencobkor
YNCTOTK: hapmakonei Ph. Eur. 2.5.29 ansa
HosaprTic meToay BEPX, Lo € TEXHIUHO
Carnuk Fipa Be (apykapcbkoto) noMuskor. KopekTHUm
Tapim YpyHnepi € nocunaHHa Ha po3gin Ph. Eur.
CaHaii Be 2.2.29. 3miHu | TNy - 3MiHKM 3 AKOCTI.
Tikapet A.C., [oTOBWIA Nnikapcbkuii 3aci6. KoHTponb
TypeyuunHa,; roToOBOro Nikapcbkoro 3acoby. 3miHa y
BMPOGHMLTBO "in MeToAax BUNpobyBaHHSA roToBOro
bulk", nikapcbKoro 3acoby (He3HayHa 3MiHa y
TeCTyBaHHS: 3aTBEPMXEHNX METOoAaX
Canpos 'pyn BMNpoGyBaHHA) BHECEHHS He3HauHKX
Carnvk 3MiH 10 3aTBEPAKEHOI METOANKM
YpyHnepi BMNPO6YBaHHA "PO34nMHeHHA" M13.
Ilnaknapi CaH.
Be Tik. A.C.,
TypeyuuHa; Jlek
C.A., Monbwa
(nepBuHHE i
BTOPWHHE
nakyBaHHs,
KOHTpOsb cepii,
BUNYCK cepil;
nepBUHHE i
BTOPVHHE
nakyBaHHs,
BMNYCK cepii)
191. | MAHFACTPO | pantopraz naHtonpas | A02B Tabnetkn CaHpo3 CnoseHis Nex CnoseHi BHECEHHS 3MiH 0 peecTpaLiitHmx 3a UA/13512/01/01
® ole on(y Cco02 ractpopesuct dapmacb hapmaLeBTuyHA al mMaTepianis: 3miHu | TNy - 3MiHK 3 peuyenmo
BUrIAAi €HTHi no 20 toTikan3 KomMaHia 4.4., Typeyun akocTi. A®Il. KoHTponb A®I. 3miHa y M
naHronpas Mmr; no 7 A.4. CnoseHis Ha/ mMeToAax BunpobyBaHHs A®I abo
ony TabneTok y (BUNyckK cepii; PymyHis/ BUXIAHOrO MaTepiany/npomMiKHOro
HaTpito 6nictepi; no 2 ynakoBka, Monblwa nNpoAaykTy/peareHTy, Lo
CeckBiriap a6o 4 BUNYCK cepil); BMKOPUCTOBYETLCA Y MPOLLECi
aty) 6nictepu B BUPOGHMLTBO "in BUPO6HMLTBA AD| (HE3HAYHI 3MiHK Y
KapTOHHIf bulk", ynakoBka, 3aTBepKeHNX MeTogax
Kopobuj; no 14 TeCcTyBaHHS: BUMPOOYBaHHS)
TabneTok y ['eHBeoH lnak BHeCeHHs 3MiH 10 MeTOAUKN
6nicTepi; no 1 CaHaii Be BMNpo6yBaHHA "CynpoBigHi AOMiLLKW"
a6o 2 Tikapet A.C., Nnpw KOHTPONI 40401 PeYOBUHU
6nictepu B TypeuuunHa,; naHTonpasosl HaTpito ceckairigpar.
KapTOHHIf TeCTyBaHHS: Takox BHOCUTLCA pefakLiiiHe
Kopo6Ui C.K. CaHgos YTOYHEHHS A0 po3ainy
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
C.P.J1., PymyHisi; peecTpauiiHoro gocke 3.2.5.4.2: y
KOHTPO/b 3aTBEpAKEHOMY po34ini HaBeAeHo
Mikpob6ionoriyHoi nocunaHHs Ha po3ain €sponencobkor
yncToTu: hapmakonei Ph. Eur. 2.5.29 ans
HosapTic mMeToay BEPX, L0 € TexHIYHO
Carnuk liga e (apykapcbkoto) NOMUIIKOK. KOpeKTHUM
Tapim YpyHnepi € nocunaHHs Ha po3sgin Ph. Eur.
CaHail Be 2.2.29. 3MiHn | TNy - 3MiHK 3 AKOCTI.
TikapeT A.C., [oToBUiA nikapcbkumii 3aci6. KOHTpob
TypeuuuHa; roTOBOrO Jlikapcbkoro 3acoby. 3miHa y
BUPOGHMLTBO "in MeTofax BUNPOo6yBaHHS roTOBOrO
bulk", nikapcbKoro 3acoby (He3HayHa 3miHa y
TecTyBaHHS: 3aTBEPAKEHNX MEeToAaxX
CaHpos N'pyn BMNPO6YBaHHS) BHECEHHS HE3HAYHNX
Carnuk 3MiH [0 3aTBEPMAXEHOI METOANKN
YpyHnepi BMNPOGYBaHHSA "Po3unHeHHs" N3.
Ilnaknapi CaH.
Be Tik. A.C.,
TypeuunHa; Jlek
C.A., MonbLa
(nepBuHHe i
BTOPWHHE
nakyBaHHs,
KOHTPO/b Cepil,
BWMNYCK Cepil;
nepBuHHE i
BTOPUHHE
nakyBaHHS,
BUNyCK cepii)
192. | NAPALETAM | paracetam | napaueTta NO2B Tabnetkv no MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx 6e3 UA/8334/01/01
on ol Mon EO1 200 wmr, no 10 "Tanuudpa "lanuudapm”, mMaTtepianis: 3miHu | TUny - 3MiHK 3 peyenma
TabneTok y pm" YkpaiHa; NAT saKocTi. CepTudikat signosigHocTi/TE-
6nictepax; no "KviBmegnpenap cepTudikart BiANOBIAHOCTI
10 Tabnetok y at", YkpaiHa €Bponelicbkii

6nictepi; no 2
6nictepu B
navui

hapmakonei/moHorpadii. 3miHu,
noB'sA3aHi 3 HeOOXiAHICTIO NPYBEAEHHS
y BiANOBIAHICTb A0 MOHOrpadii 4PY
abo €sponeiicbkoi hapmakonei, abo
IHLWOT HaLioHasTbHOT thapmakonel
nepxasun €C (3miHa y cnevumdikayisx,
nos'si3aHa 3i 3miHamu B 1Y, a60o
€Bponeiicbkiii hapmakonei, abo iHLwil
HauioHasIbHIN hapMakonei gepxasu
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
€C). NponoHYETLCA NPUBECTMN
cneumikalito Ta aHaniTUYHi
METOAMKN Ha AOMOMDKHY PEUYOBUHY
MoBifOH y BiANOBIAHICTL 4O BUMOT
MoHorpadii € 0685 «POVIDONE»,
[i040ro BMAaHHS.
193. | MENOHA caffeine KodheiHy NO06B po34nH Ans K'esi ABCTpIA BMPOGHMLTBO ITania/ BHECEHHS 3MiH 0 peecTpaLiitHmx 3a UA/15097/01/01
unTpat co1 iHdhysin Ta $apmac'io bulk, nepBuHHe ABCTpist MaTtepianis: 3miHu | Tuny - peuyenmo
OpasIbHOro Tiken3 Ta BTOPVHHE AAMIHICTpaTUBHI 3MiHW. BunyueHHs M
3aCTOCYBaHHs, M6X nakyBaHHs, BMPO6-HMYOT AiNbHULI (BKIHOYAKOUM
20 mr/mn; no 1 MapKyBaHHS, ninbHULi ans A®l, NpoMiXHO-To
M B amnyni; KOHTPO/b AKOCTI: npoaykTy abo roToBOro NikapcbKoro
no 5 amnyny 3aco0y, AiNbHULI NS NPOBEfEHHS
KOHTYpHilA Anbhacirma nakyBaHHs1, BUPOGHWMKa,
YapyHKOBIli C.n.A, Itanis; BiANOBIAA/ILHOrO 3a BUNYCK cepii,
ynakosLi, rno 2 MapKyBaHHsA Ta MicLLe NpoBeAEHHSI KOHTPO/IIO cepii)
KOHTYPHI BTOPVHHE a60 nocrtavyasibHMKa BUXiAHOTO
YapyHKOBI nakyBaHHs: MaTepiany, peareHTy abo f0-NoMiKHOT
ynaKkoBkn B IJ1. dapma PEYOBMHM (SKLLLO 3a3HAYEHO Y [OCHE)
KapTOHHil 'M6X, ABCTpIst; BunyueHHs BUPO6HMYOT AinbHUL TOB
Kopoo6Li 3 BWMNYCK Cepil: "®apma Mak XyHrapi", YroplimHa
MapKyBaHHAM K'esi BiANoBiAa/IbHOI 38 MapKyBaHHS Ta
iHO3eMHUMK dapmac'tioTikens BTOPVHHE NakKyBaHHS, BUPOGHWKM LLIO
MoBamu 3i 'M6X, ABCTpis 3a/IMLLATbCA BUKOHYHOTb Ti X cami
CTUKEPOM QOYHKLIT LLLO 7 BUNYYEHUIA.
YKpaiHCbKOI
MOBOIO; Mo 1
M/1 B amnyni;
no5amnyny
KOHTYPHIl
YapyHKOBIli
ynakosLii, no 2
KOHTYPHiI
YapyHKOBI
ynakoBkn B
KapTOHHIf
Kopob6ui 3
MapKyBaHHAM
YKpaiHCbKOIo
Ta
aHrniicbkoto
MoBaMu
194. | NIKOCEH® - HaTpito AOQB6A Kpanni TOB "OKI YKpaiHa TOB "OKI YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiH1X be3s UA/11154/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
nikocynb | B opanbHi; no 15 | "dapmaue "®apmavueBTUYH Marepianis: TexHiuyHa nomunka (3rigHo | peyenma
aT; Kacii abo no 25 mn BTUYHA a habpuka" Haka3y MO3 Big 23.07.2015 Ne 460),
nmcTA y donakoHi; no habpuka" BrinpaBneHo TeXHi4YHy NOMUKY B
eKCTpaKT 1 chnakoHy B IHCTPYKLii ANs MegnyHOro
Cyxuii nauui 3acTocyBaHHSA NikapcbKoro 3acoby y
(Cassiae Ha3Bi po3giny "Micue3HaxomkeHHs
folium BMPOGHMKa Ta agpeca Micus
extractum NpoBaXeHHS MOro AisnbHoCTI",
siccum) JonyLieHy npu npoueaypi
nepepeectpauisf (Hakaz MO3 Ykpainu
Ne 1843 Big, 11.08.2020 p.), a came:
NMOMMW/IKOBO NpoAy6boBaHe Ta
3aKpec/ieHe CI0BO «/0ro» BU/TYYEHO 3
Ha3BuW po3ainy. 3asHaueHe
BMNpaB/IEHHSA BiANOBifaE MaTepiasiam
peecTpaLiiiHoro Aocbe
195. | NK-MEPL, amantadin | amaHTagn | NO4B po34nH Ans Mepy, HimeuuunH npoaykuis in Icnanis/ BHECEHHS 3MiH j0 peecTpaviinHmx 3a UA/9031/02/01
e HYy BO1 indpysin, 0,4 dPapmachb a bulk, nepBuHHe Himeuun marepianis: 3miHu | Tuny - 3miHn peyenmo
cynbhar mr/mn; no 500 toTikanc Ta BTOPVHHE Ha/ Loao 6e3nekn/edpeKTMBHOCTI Ta M
M1y dO1aKOHi; 6X nakyBaHHs, NaTtBia hapmakoHarnaay (iHwi 3miHn) 3MiHn

no 2 dps1akoHn
Y KapTOHHIl
KopoobLi

KOHTPO/Ib SKOCTI
(XimiKo-pi3nyHi
BMNPOGYBaHHS,
MiKpOGiooriyHm
1 KOHTPO/b Ta
BMNPO6YBaHHA
Ha
€HOO0TOKCUHN):
B. bpayH
Megikan, C.A.,
Icnais;
KOHTPO/Ib AKOCTI
(Ximiko-pi3nyHi
BMNPOOYBaHHS)
Ta BMNyCK cepil:
Mepu, Papma
v6X i Ko.
KraA,
HimeuumnHa;
BTopuHHe
nakyBaHHs:
MpecTix
[pomoyLuH

BHeceHO y n. 5 1a n. 17 Tekcty
MapKyBaHHA BTOPVUHHOI YNakKoBKK
nikapcbKoro 3acoby. BeegeHHs 3MiH
NpPOTAroM 6-T1 MicALIB micns
3aTBEPIKEHHS.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
Bepkaydcchoep
LepyHr &
Bepb6ecepsic
rv6X,
HimeuuunHa;

KoHTposnb skocTi
(XimMikO-pi3nyHi
BUNPOBGYBaHHS,
MiKpOOGioIoriyHm
1 KOHTPO/Ib):
Nab6opaTtopi ¢o
AHanisic o
Bionomkukanni
EkTiB
KomnoyHac
NarsiaH
IHCTITLIOT Och
OpraHik
CinTesic, /latsis;
KOHTpOsb SiKOCTI
(ximiko-pi3nuHi
BMNPOGYBaHHS,
MiKpoG6ionoriyHu
1 KOHTPO/b Ta
BMNPOGYBaHHSA
Ha
€HOTOKCUHW):
Na6op /IC CE &
Ko. KT,
HimeuumnHa;
KoHTponb skocTi
(XimiKo-pi3nyHi
BMNPOBYBaHHSA):
'BA dapma
vmoéX,
HimeuumnHa;
EBOHiK
OnepeiiHe
'M6X — Nlabop
MpopakT NaviH
AHnanitikc,
HimeuumnHa;

EBOHIK
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
OnepefiwHc
vmoéX,
HimeuyunHa
196. | MPOMNAHOPM | propafeno | nponadgpeH | C01B TabneTku, NMPO.ME/L Yecbka BMPOGHMLTBO, Yecbka BHECEHHS 3MiH 0 peecTpaLiitHmx 3a UA/5421/01/01
® ne OHY Cco3 BKPWUTI .LUC Mpara | Pecny6nik nepBuHHE i Pecny6n MaTepianis: 3miHu | TMny - 3MiHK 3 peuyenmo
rigpoxnop NAiBKOBOO a.c. a BTOPVHHE ika/ AKocTi. [oToBWIA Nikapcbkuii 3aci6. M
ng, 060/10HKOI0, nakyBaHHs, Cnosalj Cuctema
no 150 mr, no KOHTPO/b SKOCTI, bka KOHTeliHep/3aKkynoptoBasibHWi 3aci6
10 Tabnetok y BWMNYCK Cepil: Pecny6n (iHLWi 3MiHW) OHOB/EHHS p. 3.2.P.7.
6nicTepi; no 5 MPO.MEA.LC ika Cuctema KoHTeliHep/
6nictepiB y Mpara a.c., 3aKynoproBasibHWIA 3acib, a came
KapTOHHIf Yecbka 3MiHeHo dhopmat nogadi iHhopmadii B
Kopoo6Li Pecny6nika; p. 3.2.P.7. fAkicH1x 3MiH y MaTepianax
BUPOBHMLTBO, NepBUHHOI Ta BTOPUHHOI YNaKoBKN He
nepBUHHE i BiAbynocs. HagaHi aktyanbHi gaHi
BTOPWHHE LLOSI0 BUBYEHHS CTabiNIbHOCTI
nakyBaHHs, BIANOBIAHO 4O NPOTOKONIB
KOHTPO/b AKOCTI: nicnsipeecTpauiiHoro BUBYEHHS.
CaHeka BBefeHHs1 3MiH NpoTAroM 6-t1 micAuis
dapmacbloTukan nicns 3aTBepKeHHs.
3a.c.,
CnoBaubka
Pecnyb6nika;
KOHTPO/b AKOCTI:
AJIC Yecbka
Pecny6nika
C.p.o., Yecbka
Pecny6nika
197. | NIPOMNAHOPM | propafeno nponadpeH | CO1B Tabnetku, NPO.MEL Yecbka BUPOBHMLTBO, Yecbka BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/5421/01/02
® ne OHY Cco3 BKPUTI .LC Mpara | Pecny6nik NepBUHHE i Pecny6n MaTtepianis: 3miHu | TMny - 3MiHK 3 peyenmo
rigpoxnop NNiBKOBOIO a.c. a BTOPVHHE ika/ sKocTi. [oToBWIA Nikapcbkuii 3aci6. M
na 060/10HKOIO, nakyBaHHs, Cnosal Cuctema
no 300 mr, no KOHTPO/b SIKOCTI, bka KOHTeliHep/3akynoptoBasibHUIA 3acio
10 Tabnetok y BUNYCK cepil: Pecny6n (iHWi 3miHW) OHOBMEHHSA p. 3.2.P.7.
6nictepi; no 5 NMPO.MEA.LIC ika Cuctema KoHTeliHep/
6nictepiB y Mpara a.c., 3aKynoproBaU/bHUIA 3acib, a came
KapTOHHIl Yecbka 3MiHeHo dhopmar nogadi iHhopmadii B
Kopoo6Li Pecny6nika; p. 3.2.P.7. AkicH1X 3MiH Yy MaTepianax
BUPOBHMLTBO, NepBUHHOT Ta BTOPUHHOI YNakoBKN He
nepBuHHE i BiAbynocs. HapaHi aktyancHi aaHi
BTOPUHHE LLIOA0 BMBYEHHSA CTabiNbHOCTI
nakyBaHHs1, BiAMOBIAHO 4O NPOTOKONIB

KOHTPOJb SKOCTi:

nicnsipeecTpauiiHoro BUBYEHHSI.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
XBM dapma BBefeHHs1 3MiH NpOoTArom 6-T MicALUiB
c.p.o., nicnsa 3aTBepKeHHS.
CnoBaubka
Pecny6nika;
KOHTPO/b SIKOCTI:
AJIC Yecbka
Pecny6nika
C.p.o., Yecbka
Pecny6nika
198. | PAMI ramipril paminpun CO09A Tabnetki no 5 CaHpo3 CnoseHis Nek C. A, Monbwa BHECEHHS 3MiH 0 peecTpaLiiniHmx 3a UA/11299/01/02
CAHAO3® AO5 mr; no 10 dapmacb Monbua martepianis: 3miHu | TUny - 3MiHK peuyenmo
TabneTok y 1oTiKan3 (BUPOGHMLTBO oo 6e3nekn/edhekTMBHOCTI Ta M
6nicTepi; no 3 o.a. 3a NOBHUM thapmakoHarnagy. 3miHa 4actoTu
6nictepun B uukiom); Jlek C. Ta/abo TepMiHIB NOLAHHS PerynsipHo
KapTOHHIf A., Monbwa OHOB/IHOBaHUX 3BITIB 3 6e3neku
Kopoo6Li (nakyBaHHs, nikapcbknx 3acobis/ 3miHa yactotu Ta
BUMYyCK cepii) TEPMIHIB NOAAHHS perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku:
[Litova pepakuin: Yactota nogaHHA
perynsipHo OHOB/IOBAHOIO 3BITY 3
6e3neku - 13 pokis. KiHueBa garta gns
BK/IOYEHHA gaHunx no PO3Bb -
10.01.2025 p. data nogaHHsA -
10.04.2025 p. MponoHoBaHa pegakuis:
YacToTa nofaHHs perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku - 6
pokiB. KiHueBa fata 415 BKIHOYEHHS
AaHux no PO3b - 03.08.2029 p. data
nogaHHa — 01.11.2029 p.
PekomeHA0BaHO [0 3aTBEPAKEHHSA
BiANOBIAHO 4,0 NepioAMYHOCTI NoAaHHSA
perynsipHo OHOBJ/IHOBaHWX 3BiTiB 3
6e3nekmn Nnikapcbkunx 3acobis y €EC
199. | PAMI ramipril paminpun CO09A Tabnetkv no CaHpo3 CnoseHis Nek C. A, Monbwa BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/11299/01/03
CAHAO3® A05 10 mr; no 10 dapmacb Monbla mMartepianis: 3miHu | TUny - 3MiHK peyenmo
TabneTtok y oTiKa13 (BUPOGHMLTBO oo 6e3nekn/edpekTMBHOCTI Ta M
6nicTepi; no 3 o.a. 3a NOBHUM thapmakoHarnagy. 3miHa 4actoTu
6nictepu B uuknom); Jlek C. Ta/abo TepMiHIB NoAaHHA perynsipHo
KapTOHHIM A., Monbwa OHOBJIHOBaHKX 3BITIB 3 6e3nekn
KOpoo6Li (nakyBaHHs, nikapcbknx 3acobis/ 3miHa yacTotu Ta

BUMNYCK cepil)

TepMiHiB NofaHHA perynspHo
OHOB/THOBAHOrO 3BITY 3 6e3neku:
[itoya pegakuin: Yactota nogaHHs
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

perynspHo OHOBJIOBAHOIO 3BiTY 3
6e3neku - 13 pokis. KiHueBa faTa Ans
BK/IIOYEHHA AaHunx fo PO3b -
10.01.2025 p. Aarta nogaHHs -
10.04.2025 p. MNponoHoBaHa pejakuis:
YactoTa nofaHHs perynsapHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku - 6
pokiB. KiHLueBa fgarta o151 BK/IYEHHS
gaHux go PO3b - 03.08.2029 p. fata
nofaHHa — 01.11.2029 p.
PekomeHA0BaHO [0 3aTBEPKEHHS
BiAMNOBIAHO A0 NepPioANYHOCTI MoJaHHA
perynsipHoO OHOB/IOBaHMX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y €C

200.

PAMI
CAHJ03®

ramipril

paminpun

CO09A
A05

Tabnetkv no
2,5 wmr; no 10
TabneToky
6nictepi; no 3
6nictepu B
KapTOHHil
Kopoo6Li

CaHpo3
dapmachb
oTikan3

a.a.

CnoBeHis

Nek C. A.,
Monba
(BUPOBHMLTBO
3a NOBHUM

uukiom); Jlek C.

A., Monblya
(nakyBaHHs,
BUNYCK cepii)

Monblwa

BHECEHHS 3MiH 0 peecTpavinHmx
martepianis: 3miHu | TUny - 3MiHn
oo 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHa 4acToTu
Ta/abo TepMiHIB MoAaHHSA perynsipHo
OHOB/IIOBAHUX 3BITIB 3 6e3neKkn
nikapcbkux 3acobis/ 3miHa yactotn Ta
TEPMIHIB NOAAHHSA perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku:
[Litova pepakuin: Yactota nogaHHs
perynsipHo OHOB/IOBAHOTO 3BiTY 3
6e3neku - 13 pokis. KiHueBa faTa Ans
BK/IIOYEHHA AaHunx fo PO3b -
10.01.2025 p. data nogaHHs -
10.04.2025 p. MNponoHoBaHa peAakLis:
YactoTa nofaHHs perysispHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku - 6
pokiB. KiHLueBa fata o151 BK/IHYEHHS
paHnx go PO3b - 03.08.2029 p. fata
nofgaHHa — 01.11.2029 p.
PekomeHA0BaHO [10 3aTBEPLKEHHS
BiANOBIAHO A0 NepioANYHOCTI MoJaHHSA
perynspHo OHOBJ/IHOBAHWX 3BiTiB 3
6e3nekun nikapcbkunx 3acobis y €C

3a
peyerimo
M

UA/11299/01/01

201.

PEMABIP

rimantadin
e

pumaHTag,
NHY
rigpoxnop
na

JO5AC
02

TabneTkn no
50 mr; no 10
TabneTok y
6nictepi; no 2
onictepn B

AT
«Ondpa»

Narteis

AT «Ondha»

NaTtBin

BHECEHHS 3MiH 40 peecTpauiiHnx
mMartepianis: 3miHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu micus
NPOBa/KEHHSA AisS/IbHOCTI BUPOGHUKA

bes
peyenma

UA/3777/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

KapTOHHIl
nauui

(BkntOUaKoUM, 3a HeObXigHOCTI, Micue
NpoBeAeHHS KOHTPOO AKOCTI), abo
B/lacHuka mactep-gaiina Ha A®l, abo
noctavyanbHuka Adl/BuxigHoro
martepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 3aCTOCOBYOTbCA Y
BMPO6HMLTBI API (SKLLO 3a3HaYEHO Y
[0CbE Ha Nnikapcbkuid 3acib) 3a
BiICYTHOCTI cepTucpikata
BiANOBIAHOCTI EBpONeichkil
thapmakonei y 3aTBepaXeHOMy [0CbE,
a60 BMPOGHMKA HOBOI AOMOMIXHOI
PEYOBMHM (SKLLIO 3a3HAYEHO Y [OCLE).
3MiHa Ha3BY Ta aZpecy BUPO6HMKa
A®| PumaHTaguny rigpoxnopug 3 AT
"OnaiiHdpapm", NlaTBist Ta agpecu
"Byn. PynHiyy 5, Onaiine, LV-2114,
NaTtBisa" Ha AT "Onda", Nlatis Ta
appecy "Byn. PynHiuy 5, OnaiiHe,
OnaliHcbKuii kpaid, LV-2114, Natsis.
MicuesHaxomkeHss BUPO6HUYOI
AiNbHULI HEe 3MiHWOCh.

202.

PUBABIPUH-
ACTPA®APM

ribavirin

pubasipvH

JO5AB
04

Kancynwv no
200 wmr, no 10
Kancyny
6nictepi; no 3
abo 6
6nictepiB y
Kopobui 3
KapTOoHY

TOB
"ACTPA®
APM"

YKpaiHa

TOB
"ACTPAGAPM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu Il Tuny - 3miHKn 3
akocTi. A®l. Bupo6HMLTBO. 3MiHa
BMPOOHUKA BUXiAHOrO/MPOMIXHOIO
nNpoAaykTy/peareHTy, Lo
BUKOPVCTOBYIOTHCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpOGHMKa
(BKtovaroun, ae HeobxigHo, MicLe
npoBeAeHHSA KOHTPO AkocTi) Al (3a
BIACYTHOCTI cepTucpikata
BiANOBIAHOCTI EBpONENChbkil
dhapmakonei y 3aTBepKeHOMY [0CbE)
(BBEAEHHSA HOBOrO BUPO6GHMKA AdPI 3
HagaHHAM macTep-ghaiina Ha API)
3amiHa BUpo6Huka Ad| (pnbasiprHy) 3
«STAR LAKE BIOCHEMICAL
PHARMACEUTICAL FACTORY»,
China Ha « Jinan Mingxin
Pharmaceutical Co., Ltd », Kutaii 3
HajaHHAM macTep-gaina.
BBefeHHS 3MiH NpoTSAromM 6-1u MicsauiB

3a
peyenmo
M

UA/8369/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
nicns 3aTBepAKeHHs
203. | PIHOCAH xylometaz | kcunomeTt RO1A cnpeii TOB Nartsiicbk Basik ®apma Higepna BHECEHHS 3MiH 0 peecTpaviinHmx bes UA/19254/01/01
oline asoniHy A07 HasasTbHUIA, "IHPAPM a MaHyhakTypiHr HAY marepianis: 3MiHu | TUny - 3MiHM 3 peyenma
rigpoxsop po3uvH, 1 A Pecny6nik B.B. AKocTi. CepTuddikar signosigHocTi/TE-
ng, mr/mn; no 10 TpengiHr" a cepTudikaT BiANOBIAHOCTI

My doNakoHi;
no 1 dpnaxkoHy
B KapPTOHHii
nauui

€Bponeiicbkiii
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBNEHOro cepTudpikata
BiANOBIAHOCTI @60 BUNYYEHHS
cepTudikaTa BignoBigHOCTI
€Bponelicbkiit hapmakonei: ana Adl;
ANsa BUXigHOro
marepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; ANt 4ONOMIXHOT
peyoBUHU (cepTuddikar BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) - Hosuii
cepTudikaT Bif HOBOro BUPOGHMKA
(3amiHa abo JOMOBHEHHS) NoAaHHSA
HOBOro cepTtudpikata BiaNoBiAHOCTI
€poneiicbkili hapmakonei Ne RO-
CEP 2017-054-Rev 00 ans
KCUNIoMeTas3oniHy rigpoxsiopuay Big,
HOBOTO a/IbTEPHATUBHOIO BUPOGHMKA
Ipochem Sp. z 0.0., Warsaw, Poland.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
CeprtucpikaT BignosigHocTi/l'E-
cepTuaikaT BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO cepTudikaTa
BifNOBIAHOCTI 260 BUTYyYEHHS
cepTudiikaTa BignoBiAHOCTI
€Bponelicbkin hapmakonei: ana Adl;
ONs BUXIAHOTO
matepiany/peareHTy/npoMiXKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BUPO6HUUTBI ADI; Ana ONOMDKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) -
OHoBNeHWit cepTuddikaT Big yxe
3aTBEPAKEHOrO0 BUPOOHYMKA - MOAAHHS
OHOBJ/IEHOIO cepTudpikaTa
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

BiANOBIAHOCTI EBpONechkil
hapmakonei Ne R1-CEP 2017-054-
Rev 00 ans kcunomeTasoniny
rigpoxnopuay Bifg BUpo6HMKa Ipochem
Sp. z 0.0., Warsaw, Poland npu ubomy
Ha3Ba LibOro BUpOOHMKa 3MiHWMacs Ha
Warszawskie Zaklady
Farmaceutyczne Polfa S.A. (W.Z.F.
Polfa S.A.), Poland. 3minu | Tuny -
3miHu 3 skocTi. CepTudikar
BignosigHocCTI/TE-cepTucpikat
BiANOBIAHOCTI EBPONENChKil
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTudpikata
BiANOBIAHOCTI 260 BUNYyYEHHS
cepTudpikaTa BignoBiAHOCTI
€Bponelicbkiit hapmakonei: ana Adl;
ANsa BUXigHOro
marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPO6HULTBI ADI; ANst 4ONOMIXHOT
peyoBUHM (CepTudiikat BiAMNOBIAHOCTI
€Bponelicbkiit hapmakonei) -
OHoBneHnn cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOBGHUKA - NOAAHHSA
OHOBJIEHOrO cepTudikaTa
BiANOBIAHOCTI EBPONENChKil
thapmakonei Ne CEP 2017-054-Rev 01
ANA KcunomeTasoniHy rigpoxnopuay
Bif BUpo6HMKa Warszawskie Zaklady
Farmaceutyczne Polfa S.A. (W.Z.F.
Polfa S.A.), Poland npu ubomy Ha3sa
LibOro BUPOGHMKA 3MiHMNAcs Ha
ZAKLADY FARMACEUTYCZNE
POLPHARMA S.A., Poland. 3minu |
Tmny - 3MiHK 3 aKkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONEeichbkili
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOTO cepTudikata
BifNOBIAHOCTI 260 BUTyYEHHS
cepTudiikaTa BignoBIAHOCTI
€Bponelicbkii hapmakonei: s Adl;
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
0Nt BUXiZHOTO
martepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHULTBI A®I; AN [ONOMIXHOT
peyoBUHU (cepTuddikat BiANOBIAHOCTI
€Bponevicbkin dhapmakonei) -
OHOBReHWit cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOGHUKA - NOAAHHSA
OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI EBpONeichkil
thapmakonei Ne CEP 2008-255-Rev 03
(3aTBEpAXeEHO: R1-CEP 2008-255-Rev
02) onsa KcunomeTasosiHy
rigpoxnopuay Bif yXe 3aTBepAKeHoro
BMpo6Huka CTX LIFE SCIENCES
PVT. LIMITED, India
204. | PO3ANH dorzolami nopsonami | SO1E Kpanni OuHi, dapmacen ABCTpist BMPOBHMUTBO 3a Ipeuis/ BHECEHHS 3MiH j0 peecTpaviinHmx 3a He UA/14388/01/01
de 4 (y chopmi | CO3 po3uuH, 20 ekt MOBHWUM UMKIOM: | ABCTpIS marepianis: 3miHu | Tuny - 3miHn peyenmo | nionse
aop3sonami Mmr/mn; no 5 IHTEepHeLw Padapm AT, Loao 6e3nekn/edpeKTMBHOCTI Ta M ae
ay MYy hnakoHi HN Ipeuis; hapmakoHarnsgy. 3miHa y KopoTkili
rigpoxniop 3 BeteniraH BMPOGHUK, SKWNIA XapakTepucTuLi nikapcbkoro 3acoby,
nay) KpanesbHuue r3 'm6X Bignosigae 3a TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
10 Ta 6in10t0 BUNYCK cepil: MeAUYHOro 3acTocyBaHHA Ha niacTasi
KpULLIEYKOHO; dapmacenekt perynsipHo OHOB/IOBAHOTO 3BiTY 3
no 1 cdonakoHy IHTepHeLHN 6e3nekn nikapcbkoro 3acoby, abo

Y KapTOHHil
Kopoobui

BeteniraHra
M6X, ABCTpis

focnifpkeHb 3 6e3neky 3acToCyBaHHsA
nikapcbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIAKEHD,
npoBefeHnX BiANOBIAHO J0 NnaHy
negiatpuyHux gocnimkeHsb (PIP)
(3MiHy y3rokeHO 3 KOMMNETEHTHUM
YNOBHOB&XEHNM OpraHoM). 3MiHu
BHECEHO B iHCTPYKLIito A1 MeAUYHOro
3acTocyBaHHS Nikapcbkoro 3acoby B
po3gain "MobiuHi peakw,ii" BignoBigHO
[,0 OHOBNEHOI iHChopMaLi LWoao
6e3nekun 3acTocyBaHHA Ajitoyol
peyoBuHW. 3MiHu | TNy - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn). 3MiHK
BHECEHO B iHCTPYKLiO 4519 MEANYHOro
3aCcTOCyBaHHSA Nikapcbkoro 3acoby B
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Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
po3ain "Mo6iyHi peakyii woao
BaX/IMBOCTI 3BITYBaHHs Npo
nigo3proBaHi NobiuHi peakuii Ta
BHECEHO pejakLiiiiHi NpaBku y po3ginu
"®apmakonoriyHi BnactnsocTi”,
"MNoka3zaHHA", "TpoTMnoKasaHHsa",
"B3aemogis 3 iHWMMMU JliKkapCbKUMM
3aco6amu Ta iHWi BUAM B3aeMoSiid",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiof BariTHOCTI
a6o rogysBaHHa rpyaa”, "3aaTHicTb
BMAVBaTV Ha LWBMAKICTb peakLii npu
KepyBaHHi aBTOTpaHcnopToM abo
IHLIMMK MexaHi3mamu”, "Crocio
3acTocyBaHHs Ta gosn", "fitn",
"Mepepo3yBaHHsa", "Mo6iyHI peakuii”,
"TepmiH npugaTHocTi", "YMOoBU
36epiraHHs", "Ynakoska", "Kateropis
Bignycky", "BMpPOGHMK",
"Micue3HaxoXeHHs BUPOOHUKa Ta
ajipeca MicLa NpoBaXeHHs noro
nisnbHOCTI", "[laTa 0OCTaHHbLOro
nepernagy".
205. | POMALLUKN - poMaLLKu A16A KBITKM, N0 40 1 AT YkpaiHa AT Ykpaina BHECEHHS 3MiH 40 peecTpavLiiHnx 6e3 UA/8288/01/01
KBITKA KBITKM X abono50ry "Nly6Hndha "Nly6Hnchapm" matepianis: 3MiHu Il Tuny - 3MiHu 3 peyenma
(Matricaria naykax 3 pm" AKocTi. A®l. Bupo6HMLTBO. 3MiHa
e flores) BHYTPILLHIM BMPOGHMKA BUXiAHOro/NnpoMKHOro
nakeTom; no npoayKTy/peareHTy, Wwo
1,51y inbTp- BMKOPUCTOBYIOTLCS Y BUPOBHUYOMY
nakeri, no 20 npoueci A®l, abo 3miHa BUpOBHMKa
inbTp- (Brtovaroun, fe HeobxigHo, MicLe
naketiB y npoBeAeHHs KOHTPOAo AkocTi) Al (3a
nauui 3 BiACYTHOCTI cepTucpikata
KapToHy, Nno BiANOBIAHOCTI EBpONeiichbkil
1,51y inbTp- thapmakonei y 3aTBepKEHOMY [0ChE)
nakeri, no 25 (BBEAEHHSA HOBOTO BUPOGHMKa AdI 3
inbTp- HaZaHHAM mMacTep-ghaiina Ha AdI)
naketiB y BBEJEHHS HOBOro BMPOOHUKa Ad|
nauuj 3 pomaLuku kBiTkn: AnbdhaHap Ko cop
KapToHYy iMNopT eHA ekcnopT AboluaHab,

Enbxangisn, E6wosai, ®alitom.
Apabebka Pecny6nika €rvnet /
AlFanar Co For Import & Export,
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
Aboshanab, Elkhaldia, Ebshowai,
Fayoum Arab Republic of Egipt 3
HajaHHAM macTep-chainna Ha API
(Version 02, September 2025).
3arBepgxeHo: TOB
«Cymndpitodpapmadis», Ykpaina MNri
«Ennic-Ykpaita», YkpaiHa.
3anponoHosaHo: TOB
«Cymndpitodpapmadis», Ykpaina MNri
«Ennic-YkpaiHa», YkpaiHa AnbcaHap
Ko ¢hop iMnopT eHz, ekcnopr,
Apabcebka Pecnybnika €rvnet
206. | POMALLKN - pomaLlku A16A KBITKM; N0 40 1 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 0 peecTpaviitHmx 6e3 UA/6610/01/01
KBITKA KBITKM X abono50ry dapmaues $apmaueBTUYHA martepianis: 3miHu | TUny - 3MiHK peuyenma
(Matricaria naykax 3 TMYHa habpuka oo 6esnekun/edekTMBHOCTI Ta doap-
e flos) BHYTPILLHIM habpuka "Biona" MakoHarnaay (iHwi 3miHn) OHOBEHHS
naxkeTom; no "Biona" TEKCTY MapKyBaHHA yNakoBKn
1,51y dinbTp- nikapcekoro 3acoby (eCTD Bepcis
nakeri; no 10 0002). BBefieHHs 3MiH NpOTArom 6
abo 20 MiCALiB Nicnsa 3aTBepPOAXEHHS.
inbTp-
naketiB y
nauuj
207. | CAPIIH Arginine L-apriHiHy BO5X pO34nH ans AT YkpaiHa NOBHWIA UMK Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/16480/01/01
hydrochlor | rigpoxnop | BO1 iHdpysin, 42 "®papmak” BMPOGHMLTBA: martepianis: 3miHu Il Tuny - 3MiHu 3 peyenmo
ide ng mr/mn; no 100 AT "®apmak”, aKkocTi. A®l. BupobHuLTBO. 3MiHa M
MY dh/1aKOHi; YKpaiHa; BMPOGHUKA BMXiAHOTO/MPOMIXXHOIO
no 1 dpnakoHy Bi3yasibHa npoAayKTy/peareHTy, Lo
B nauu 3 iHCrekuis BMKOPUCTOBYHOTLCS Y BUPOOHUYOMY
KapTOHY hnakoHiB, npoueci Ad®l, abo 3miHa BUpO6HMKa
MapKyBaHHs (Bktovaroun, fe HeobxigHo, MicLe
nakoHiB Ta npoBefeHHs1 KOHTPOsI0 AkocTi) API (3a
BTOPVHHE BiJCYTHOCTI cepTucpikata
nakyBaHHs: BiANOBIAHOCTI EBpONeiichbkili
MpAT "lHdoysia", thapmakonei y 3aTBepyKeHOMY [JOCbE)
YKpaiHa (BBEAEHHS HOBOTO BUPOGHMKA ADI 3

HafaHHAM macTep-gaiina Ha Adl).
BeefeHHss AD| L-apriHiny rigpoxnopug,
aNbTepHATMBHOIO BUPOGHMKA AT
«PapmMak», YkpaiHa. (3aTBepKeHi
BMPOGHMKM «Ajinomoto Co.Inc.»,
AnoHis Ta «Shanghai Kyowa Amino
Acid Co., Ltd», Kutait).
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Hassa

MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH gionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
208. | CENEHA3A® | sodium HaTpito Al2C po3uuH ans 6iocuH HimeuunH Baccepbyprep Himeuun BHECEHHS 3MiH A0 peecTpaviiHmx 3a UA/8796/02/01
selenite CesieHiTy EO02 iH'ekwjn, 50 ApuHaiimit a ApuHaiimiTTeNbB Ha mMartepianis: 3miHu | TUNy - 3MiHK peuyenmo
neHTarigp MKr/mn; no 10 Tenb epk M'mbX, oo 6esnekn/edhekTMBHOCTI Ta M
at M a6o no 20 M6X HimeuunHa hapmakoHarnsgy. 3miHa 4acToTu
M1y h1aKOHi; (BMpo6HULITBO Ta/abo TepMiHIB NOLAHHS perynsipHo
no 10 Hepo3giacoBaHO OHOBJIHOBaHKX 3BITIB 3 6e3nekn
o1aKoHIB Yy ro NpoaykTy, nikapcbKknx 3acobis - 3MiHa YacToTn Ta
KapTOHHIl nepBuHHE TEPMIHIB NOAAHHS perynsipHo
Kopoo6ui nakyBaHHs); OHOBJ/IOBAHOrO 3BITY 3 6e3NeKu:
BTopuHHe [itoua pepakuis: YactoTta nogaHHs
nakyBaHHA Ta perynsipHoO OHOB/IOBAHOIO 3BITY 3
BWMNYCK Cepil: 6e3nekn 13 pokis.
6ioCHH KiHueBa gata Ans BK/IIOUYEHHST AaHNX
ApuHaiimiTTens no PO36 - 01.01.2025 p.
rv6X, [Jata nofaHHs - 01.04.2025 p.
HimeuunHa MponoHoBaHa pepakuis: Yactota
noAaHHA perynspHo OHOB/IHOBAHOTO
3BiTy 3 6e3nekun 8 pokis
KiHueBa fata An1a BKIOYEHHS AaHNX
8o PO3B - 01.12.2026 p.
[Oara nogaHHa — 01.03.2027 p.
PekomeHA0BaHO [0 3aTBEPIKEHHS
BiANOBIAHO A0 NepioAMYHOCTI NoAaHHSA
perynsipHoO OHOB/IHOBAHUX 3BITiB 3
6e3nekun nikapcbknx 3acobie y EC.
209. | CENNEHA3A® | sodium HaTpito Al12C pPO34nH 6ioCuH HimeuuunH Bupo6bHmuTBO Himeuun BHECEHHS 3MiH 0 peecTpaviintHmx 3a UA/8796/01/01
selenite cenexity E02 opanbHuii, 50 ApuHaimiT a He Ha marepianis: 3miHu | Tuny - 3miHn peyenmo
neHrarigp MKr/MA; No 2 Tenb po3dacoBaHoOro Loao 6e3nekn/edpeKTMBHOCTI Ta M
aT M/ B amnyni; 6X NpoAayKTY, hapmakoHarnsgy. 3miHa 4actoTu
no 20 amnyny nepBUHHE Ta Ta/abo TepMiHiB MOSAHHS PErynsipHO
KapTOHHIl BTOPVHHE OHOBJIIOBAHWX 3BITiB 3 6e3neku
Kopo6ui, no 10 nakyBaHHs: nNiKapcbKknx 3acobis - 3MiHa YacToTh Ta
M1y dh1aKOHi; Xononak TEPMIHIB NOAAHHS PeryssipHo
no 10 depnakyHrcTexH OHOB/IIOBAHOTO 3BITY 3 6e3Mneku:
hnakoHiB y ik TM6X, [Jitova pepakuis:
KapTOHHIf HimeuumnHa; YactoTa nofaHHs perynispHo
Kopoo6Li BTopuHHe OHOB/IHOBAHOrO 3BITY 3 6e3nekn 13
nakyBaHHA Ta poki. KiHLeBa faTa 15 BKIOYEHHS
BWMNYCK Cepil: AaHunx go PO3b - 01.01.2025 p. fata
6iocuH nogaHHs - 01.04.2025 p.
ApuHaiimiTTeNnb MponoHoBaHa pefakuis:
m6X, YacTtoTa nogaHHs perynspHo
HimeuynHa OHOB/1OBAHOrO 3BiTY 3 6e3nekun 8 pokis
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
KiHueBa fata An1a BKIOYEHHS AaHNX
0o PO3b - 01.12.2026 p. JaTa
nofaHHa — 01.03.2027 p.
PekomeHA0BaHO [0 3aTBEPIKEHHS
BiANOBIAHO 4,0 NepioAMYHOCTI NoAaHHSA
perynsipHoO OHOB/IHOBAHUX 3BITiB 3
6e3nekun nikapcbknx 3acobie y €C.
210. | CENTABION ethanol eTaHon DO8A po34nH Ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaviintHmx 3a UA/15963/01/02
NC 96% X08 30BHILUHLOTO dapmaves PapmaueBTUYHA marepianis: 3miHu | Tuny - 3miHn peyenmo
3acToCyBaHHS TMYHa habpuka woao 6e3nekn/edeKTUBHOCTI Ta dap- M
96 %; no 50 habpuka "Biona" MakoHarnsay (iHwi 3miHn) OHOBNEHO
My "Biona" TEKCT MapKyBaHHsI NePBUHHOI
hnakoHax yMakoBKM fikapcbkoro 3aco-6y (eCTD
CKNAHMX abo Bepcis 0001). BBeaeHHS 3MiH
noniMepHuXx, NpPOTAroM 6-T1 MicALIB micns
YKyMOpeHnx 3aTBEPAKEHHS.
npo6ko Ta
KpULLKO abo
KPWLLIKOIO 3
KOHTpPO/IEM
nepLuoro
PO3KpUTTS; NO
100 mny
dhnakoHax
CKNsiHMX abo
noniMepHuXx,
YKYNopeHux
npo6koto Ta
KPULLKOK ab0o
KPULLIKOHO 3
KOHTpOsIEM
nepLuoro
pPO3KpUTTS abo
a/TIOMIHIEBUMU
KoBnaykamu;
no 0,5na6o1
n,abono2n,
abono 5 n,
a6o no 10 n,
abono20ny
KaHicTpax
211. | CEPETUA Salmeterol | canbmeTte RO3A NOPOLLOK A5 InakcoCmi Benvka [nakco dpaHuis BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/8524/01/02
ANCKYC and pon (y K06 iHransaujin, TKnsiiH BputaHis Bensikom MaTepianis: 3MiHu |l TMNy - 3miHK 3 peyenmo
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
fluticasone | chopmi [o3o0BaHuit, 50 Ekcnopt MpogakLwH AKocTi. [oToBWIA Nikapcbkuii 3aci6. M
casibMeTe MKr/250 NimiTen KOHTPO/1b rOTOBOrO NiKapcbkoro
pony MKr/A03y; no 3acoby. 3miHa napameTpis
KcuHadhoa 60 go3y cneumdikauin Ta/abo gonycTummx
TY) auckyci; no 1 MeX roTOBOr0 /iKapCbKOro 3acoby
MiKpPOHI30B [OVCKyCY B (3miHa 3HaxoauTbCA nosa
aHwin Ta KapTOHHIl 3aTBEPMKEHUMU AOMYCTUMUMMN
dnoTnKas ynakoBLj Mexamu cneuudikaiii)
OHY 3MiHa KpuTepiiB NPUAHATHOCTI 3a
nponioHar nokasHukamm "OfHOPIAHICTE BMICTY
(MiKpoHi30 003, Lo A0CTaBNATLCA, METOA0M
BaHWi) BEPX" y cneuudikauii rotroBoro
nikapcbkoro 3acoby Ha MOMEHT
BMNYCKy 3a o6oma Aitounmm
peyoBUHaMU - canbbyTamony
KcrHadboar i hsiroTMKa3oHy nponioHar.
3aTBepmxeHi KpuTepii nepeabayaloTb
npoBefeHHs BUNPOOYBaHHA Ha AeCATH
6nictepax Ha napTito (n=10, PiBeHb 1)
i lopaTkoBO Ha ABaausaTn baictepax
Ha napTito (n=20, PiBeHb 2, 3a
HeoObXigHOCTI). 3anponoHoBaHwi
metopg, PTI-TOST Bumaratume
TecTyBaHHS Ha ABaauaTh bnaictepax
Ha naprito (n=20, PiBeHb 1) i
nopatkoso (n=40, Ha napTito PiBeHb 2,
3a HeobXigHOCTI)
212. | CEPETUA Salmeterol | canbmete RO3A NOpPOLUOK ANA nakcoCwmi Benuka nakco PpaHuis BHECEHHS 3MiH 0 peecTpaLiitHmx 3a UA/8524/01/03
ANCKYC and pon (y K06 iHransuin, TKNsiiH BpuTaHin Bennkom matepianis: 3miHu Il Tuny - 3MiHu 3 peuyenmo
fluticasone | dopmi [o30BaHui, 50 Ekcnopt MpoaakwH SKOCTi. [OTOBWIA Nikapcbkuii 3aci6. M
ca/ibMeTe MKr/500 Nimiten KOHTPO/1b rOTOBOIO NiKapcbkoro
pony MKr/f03y; no 3acoby. 3miHa napameTpis
KcuHadhoa 60 o3y cneumdikauin Ta/abo gonycTummx
TY) auckyci; no 1 MEX roTOBOrO JliKapcbKoro 3acoby
MiKPOHi30B OVCKyCY B (3miHa 3HaxoAnTbLCS No3a
aHwin Ta KapTOHHIf 3aTBEpXEeHMU JOMYCTUMUMU
donoTnkas ynakoBLj Mexamu cneuudikaiii)
OHY 3MiHa KpuTepiiB NPUIAHATHOCTI 3a
nponioHar nokasHukammn "OfHOPIAHICTb BMICTY
(MiKpoHi30 003, WO A0CTaBAsaTbCHa, METOA40M
BaHWiA) BEPX" y cneuudpikadii rotoBoro

nikapcbKoro 3acoby Ha MOMEHT
BUMNYCKY 33 060Ma filo4nMu
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

peyoBMHamK - canbbyTamony
KcuHadpoart i oNITMKa3oHy nponioHart.
3aTBepaKeHi kpuTepii nepegbavaoTb
npoBefieHHA BUNPO6yBaHHA Ha AecATn
6nictepax Ha napTito (n=10, PiseHb 1)
i foAaTKOBO Ha ABaauaTK braictepax
Ha naprito (n=20, PiBeHb 2, 3a
HeoObXiHOCTI). 3anponoHOBaHwi
metog PTI-TOST Bumaratvve
TecTyBaHHs Ha fBafAuATy 6ricTepax
Ha naprTito (n=20, PiBeHb 1) i
nogatkoBo (n=40, Ha napTito PiBeHb 2,
3a HeobXxigHOCTI)

213.

CEPETWJ,
JAMNCKYC

Salmeterol
and
fluticasone

canbmeTe
pon (y
dhopmi
canbmeTe
pony
KcuHadhoa
R
MiKpPOHi30B
aHuii Ta
onoTnkas
OHYy
nponioHat
(MiKpoHi30
BaHWi)

RO3A
K06

NMOPOLLOK A5
iHranauin,
[o30BaHuiA, 50
MKr/100
MKr/A03y; no
60 o3y
auckyci; no 1
AVCKycy B
KapTOHHIl
ynakoBLi

nakcoCwmi
TKNsiiH
Excnopt
NimiTen

Benuka
BputaHis

nakco
Bensikom
MpoaakLuH

PpaHuin

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu Il Tuny - 3miHun 3
[KocTi. FoToBWIA Nikapcbkuii 3aci6.
KOHTpO/b rOTOBOrO /liKapCbKoro
3acoby. 3miHa napameTpis
cneumdikauin Ta/abo gonycTummx
MeX rOTOBOr0 NikapCbKOro 3acoby
(3miHa 3HaxoauTbCA nosa
3aTBEPAKEHNMUN JONYCTUMUMM
Mexamu cneumdikaiii)
3MiHa KpuTepiiB NPUAHATHOCTI 3a
nokasHvkamu "OgHOPIAHICTE BMICTY
[103, L0 JOCTaBNATLCA, METOAOM
BEPX" y cneuudikauii roroBoro
NikapcbKoro 3acoby Ha MOMEHT
BMNYyCKy 3a o6oma Aitounmm
peyoBUHaMK - caniboyTamony
KcuHadpoart i onioTMKa3oHy nponioHar.
3arBepmKeHi kpuTepii nepeg6ayatoTb
npoBefeHHs BUNPOGYBaHHA Ha AecATH
6nictepax Ha napTito (n=10, PiBeHb 1)
i lopaTkoBO Ha ABaausaTu baictepax
Ha napTito (n=20, PiBeHb 2, 3a
HeoObXiZHOCTI). 3anponoHoBaHwi
metog, PTI-TOST Bumaratnume
TecTyBaHHS Ha ABaAuaTn bnictepax
Ha naprTito (n=20, PiBeHb 1) i

nopatkoso (n=40, Ha napTito PiBeHb 2,

3a HeObXigHOCTI)

3a
peyenmo
M

UA/8524/01/01

214.

CEPETNA

Salmeterol

ca/ibmeTe

RO3A

NOPOLLOK 4715k

nakcoCwmi

Benvka

[nakco

dpaHuis

BHECEHHS 3MiH 10 peecTpaLiiH1X

3a

UA/8524/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
ANCKYC and pon (y K06 iHransauin, TKnsiH BputaHis Bennkom Marepianis: 3miHu | Tuny - 3MiHn 3 peyenmo
fluticasone | dopmi no3oBaHuit, 50 Ekcnopt MpoaakLwH aKocTi. CepTudikat signosigHocTi/TE- M
caslbmeTe MKr/100 Nimiteq cepTudikart BiANOBIAHOCTI
pony MKr/g03y; no €Bponeiicbkii
KcuHadhoa 60 pno3sy thapmakonei/moHorpadii. NMogaHHa
TY) anckyci; no 1 HOBOro abo OHOBNEHOro cepTucpikata
MiKpPOHi30B OVcKycy B BiAMOBIAHOCTI 260 BUMYyYEHHS
aHwin Ta KapTOHHIl cepTudikaTa BignoBigHOCTI
hnoTrkas ynakoBLi €sponevicbkin thapmakonei: ana Adl;
OHYy NS BUXigHOTO
nponioHat martepiany/peareHTy/npoMiXHOro
(mikpoHi30 NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y
BaHWiA) BMPOGHULTBI A®I; AN [ONOMIXHOT

peyoBUHU (cepTuddikat BiAMNOBIAHOCTI
€Bponevicbkin dhapmakonei) -
OHoBReHWit cepTuddikaT Bif yxe
3aTBEPAKEHOTO BUPOGHMKa. MogaHHSA
OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI EBpONechkil
thapmakonei ana APl paTrkasoHy
nponioHar Bif yXe 3aTBepXeHOro
BMpo6HMKa GLAXOSMITHKLINE
RESEARCH & DEVELOPMENT
LIMITED, 6yno: RO-CEP 2018 -229-
Rev 01, ctasnio: CEP 2018 -229-Rev
02. 3MiHu | TUNY - 3MiHKM 3 AKocTi. AdL.
KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTummx
MeX, BU3HaYeHUX y cneuudpikauisx Ha
A®I, ab60 BMXigHWIA/NPOMDKHWIA
NpoAyKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS Y NpOLEC
BMPOGHMLTBA AD| (4ONOBHEHHSA
cneuudikaLii HOBUM NMOKa3HUKOM
SAKOCTi Ta BiANOBIAHNM METOL0M
BMNPOo6yBaHHSA). [JoNOBHEHHSA
cneuudikauii A®I choTMkasoHy
nponioHaT HOBUM NOKa3HUKOM SIKOCTi 3
BiANOBIAHUM METOA0M BMNPOGYBaHHS.
Cyma GSK 3003527 A ta GR 57970 X
He nosuHHa nepesuLlysatu 0,15 %.
3MmiHu | TUny - 3MiHK 3 SKOCTI.
CepTudoikat BignosigHocTi/l E-
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
cepTudiikaTt BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOTO cepTudiikata
BifNOBIAHOCTI 260 BUYyYEHHS
cepTudiikaTa BignoBiAHOCTI
€Bponelicbkin hapmakonei: ans Adl;
4N BUXiAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BUPO6HUUTBI ADI; Ana LONOMDKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) -
OHOBNEeHWit cepTudikaT Big yxe
3aTBEPKEHOr0 BUPOOHYMKa. MogaHHA
OHOBJ/IEHOTO cepTudikata
BiANOBIAHOCTI EBpONEeichbkili
hapmakonei ana APl dTrKasoHy
nponioHar Bif y)XXe 3aTBepXeHOro
BUpo6HUKa 6yno: RO-CEP 2018 -229-
Rev 00, ctano: RO-CEP 2018 -229-
Rev 01
215. | CEPETUA Salmeterol | canbmete RO3A NOpPOLLOK AN nakcoCmi Benvka Inakco PpaHuin BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/8524/01/02
ANCKYC and pon (y K06 iHranauin, TKnsiH BputaHis Bennkom marepianis: 3mMiHu | Tuny - 3MiHM 3 peyenmo
fluticasone | dopmi n[o30BaHuit, 50 Ekcnopt MpoaakLwH AKocTi. CepTuddikar BignosigHocTI/TE- M
casibmeTe MKr/250 NimiTen cepTudikaT BiANOBIAHOCTI
pony MKr/A03y; no €Bponeiicbkii
KcuHadhoa 60 o3y thapmakonei/moHorpadii. NMogaHHs
TY) auckyci; no 1 HOBOro abo OHOBNEHOro cepTudpikata
MiKpPOHi30B [OVCKyCY B BiANOBIAHOCTI @60 BUNYYEHHS
aHwin Ta KapTOHHIl cepTudikaTa BifnoBigHOCTI
onoTnkas ynakoBLi €Bponelicbkiit hapmakonei: ana Adl;
OHY ANsa BUXigHOro
nponioHat marepiany/peareHTy/npoMiXHOro
(MiKpoHi30 NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BaHWi) BMPOGHULTBI A®I; AN AONOMIXHOT

pevoBUHU (cepTuddikar BiANOBIAHOCTI
€Bponeiicbkiil hapmakonei) -
OHoBReHwni cepTuddikaT Bif yxe
3aTBEPPKEHOr0 BUPOGHUMKa. MogaHHA
OHOBJIEHOrO cepTudikaTa
BiANOBIAHOCTI EBpONENChbkil
hapmakonei ans AP lTUKa3oHy
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Hassa

MixHapoo

Hassa

Koo

3asaBHUK

Popma Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

nponioHar Bif y)XXe 3aTBepXeHOro
BUpo6HMKa GLAXOSMITHKLINE
RESEARCH & DEVELOPMENT
LIMITED, 6yno: RO-CEP 2018 -229-
Rev 01, crano: CEP 2018 -229-Rev
02. 3MiHu | Tuny - 3miHK 3 akocTi. AdL.
KoHTposnb Adl. 3miHa y napameTpax
cneumdikauin Ta/abo gonycTummx
MeX, BU3HaueHux y cnewudikalisx Ha
A®I, ab60 BMXigHWIA/NPOMKHWIA
NpoAyKT/peareHT, Wwo
BMKOPUCTOBYHOTbCS Y NpoLeci
BMPOGHMLTBA AD| (ONOBHEHHS
cneumaikaLii HOBUM MNOKA3HUKOM
AKOCTI Ta BifMNoBigHMM METOA40M
BMNPO6YBaHHS). [JoNOBHEHHS
cneuundikauii A®I donoTUKasoHy
nponioHaT HOBMM MOKa3HUKOM SIKOCTi 3
BiANOBIAHUM METOA0M BMNPOGYBaHHS.
Cyma GSK 3003527 A Ta GR 57970 X
He noBuHHa nepesuysatn 0,15 %.
3MmiHu | TUNY - 3MiHK 3 SKOCTI.
CepTudpikat BignosigHocTi/lE-
cepTudikart BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/moHorpadii. NMogaHHa
HOBOro abo OHOBNEHOro cepTucpikata
BiAMOBIAHOCTI 260 BUMYyYEHHS
cepTudikaTa BifgnoBigHOCTI
€sponevicbkin hapmakonei: ana Adl;
0Nt BUXiAHOTO
martepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHULTBI A®I; AN [ONOMIXHOT
peyoBUHU (cepTuddikat BiANOBIAHOCTI
€Bponevicbkin dhapmakonei) -
OHoBReHWit cepTuddikaT Bif yxe
3aTBEPAKEHOTO BUPOGHMKa. MogaHHA
OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI EBpONechkil
hapmakonei ana APl paTrkasoHy
nponioHar Bif y)Xe 3aTBepXeHOro
BMpo6HMKa 6yno: RO-CEP 2018 -229-
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
Rev 00, ctasio: RO-CEP 2018 -229-
Rev 01
216. | CEPETUA Salmeterol | canbmeTte RO3A NOPOLLOK AN InakcoCmi Benvka Inakco dpaHuis BHECEHHS 3MiH 4O peecTpavLiiHnx 3a UA/8524/01/03
ANCKYC and pon (y K06 iHransauin, TKNsiH BpuTaHia Bennkom mMaTtepianis: 3miHu | TUny - 3MiHK 3 peyenmo
fluticasone | dopmi [no30BaHuit, 50 Ekcnopt MpoaakLwwH saKocTi. CepTudikat signosigHocTi/TE- M
caslbmeTe MKr/500 Niviteq cepTudikart BiANOBIAHOCTI
pony MKr/go3y; no €Bponelicbkii
KcuHadhoa 60 po3zy thapmakonei/moHorpadii. NMogaHHs
TY) anckyci; no 1 HOBOro abo OHOBNIEHOro cepTucpikata
MiKPOHi30B [OVCKyCY B BiAMOBIAHOCTI 260 BUMYyYEHHS
aHwin Ta KapTOHHIi cepTudikaTa BignoBigHOCTI
hnoTmkas ynakoBLi €Bponelicbkin hapmakonei: ana Adl;
OHYy Ans BUXigHOro
nponioHat matepiany/peareHTy/npoMiXXHOro
(mikpoHi30 NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BaHWiA) BMPOGHULTBI A®I; ANt [ONOMIXHOT

peyoBUHU (cepTuddikaT BIANOBIAHOCTI
€Bponelicbkin dhapmakonei) -
OHOBNeHWit cepTuddikaT Big yxe
3aTBEPKEHOTO BUPOGHMKa. MogaHHA
OHOBJIEHOrO cepTudlikaTa
BiANOBIAHOCTI EBpONeiichkil
hapmakonei ana APl paTrkasoHy
nponioHar Bif yXe 3aTBepXeHoro
BMpo6HMKa GLAXOSMITHKLINE
RESEARCH & DEVELOPMENT
LIMITED, 6yno: RO-CEP 2018 -229-
Rev 01, ctasnio: CEP 2018 -229-Rev
02. 3MiHn | TMNY - 3MiHKn 3 aKocTi. AdL.
KoHTponb Adl. 3miHa y napameTpax
cneumdikauin Ta/abo gonycTummx
MeX, BU3HaYeHUX y cneuudikauisx Ha
A®I, ab60 BMXigHWIA/NPOMDKHWIA
NpoAyKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS Y NpOLEeCi
BMPOGHMLTBA AD| (4ONOBHEHHSA
cneuuaikaLii HOBUM NOKa3HUKOM
SKOCTi Ta Bi4NOBIAHNM METOAOM
BMMNPO6YBaHHS). [JoNOBHEHHS
cneumnadikauii A®I donoTKasoHy
nponioHaT HOBUM MOKa3HUKOM SIKOCTi 3
BiANOBIAHUM METOA0M BMNPOGYBaHHS.
Cyma GSK 3003527 A ta GR 57970 X
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
He noBuHHa nepesuwysatn 0,15 %.
3MiHuM | TUNY - 3MiHK 3 AKOCTI.
CeprtuchikaT BignosigHocTI/lE-
cepTudiikart BiANOBIAHOCTI
€Bponeiicbkiii
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOTO cepTudiikata
BifNOBIAHOCTI 260 BUTYyYEHHS
cepTudiikaTa BignoBIAHOCTI
€Bponelicbkin hapmakonei: ans Adl;
4N BUXiAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BUPO6HUUTBI ADI; Ana LONOMDKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) -
OHoBNEeHWit cepTuddikaT Big yxe
3aTBEPKEHOro BUPOOHYMKa. MogaHH:A
OHOBJ/IEHOTO cepTudikata
BiANOBIAHOCTI EBpONEeichbkili
hapmakonei ana APl dTrKasoHy
nponioHar Bif y)XXe 3aTBepXeHOro
BUpo6HUKa 6yno: RO-CEP 2018 -229-
Rev 00, ctano: RO-CEP 2018 -229-
Rev 01
217. | CEPPATA® - ceppaTtion | MO9A | Tabnetku, TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 0 peecTpaviintHmx 3a UA/7966/01/01
entugasa B BKPUTI "KYCYM" XENTXKEP NBT marepianis: yTouHeHHA kogy ATX B peyenmo
060/10HKOI0, NTA, IHAis Hakasi MO3 YkpaiHu Ne 822 Bipg, M
KULLKOBOPO34K a6bo 17.06.2026 B npoLeci BHeCEeHHs
HHi no 10 mr, KYCYM 3MiH (3MiHKW | TNy - AOMiHICTpaTWBHI
no 10 XENTXKEP MBT 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
TabneTok y NTA, IHgisa afpecu 3asBHUKa (BNacHuKa
cTpuvni, no 1 peecTpauiiHoro NocBigyeHHs). 3miHa
cTpuny B HaliMeHyBaHHS 3asBHVKa (BNacHWka
KapTOHHIi peecTpauiiiHoro nocig4eHHs), 6e3
ynakoBLij; no 3MiHV HOpUANYHOI 0co6u. BBeaeHHs
10 Tabnetok y 3MiH NPOTArOM 6-TW MicALiB nicns
cTpuni, no 1 3aTBepAXeHHs). Pefakuis B Hakasi -
cTpuny B "-". BipHa pefakuis - MO9AB.
KapTOHHIl
ynakoBLi, no

10 ynakoBOK y
Kopo6ui; no 10
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
TabneTok y
cTpuni, no 3
cTpunn y
KapTOHHIl
ynakoBLi; no
30 Tabnetok y
6nictepi abo
cTpuni; no 1
6nictepy abo
cTpuny y
KapTOHHIl
ynakoBLij; no
30 TabneTtok y
cTpuni, no 5
cTpunis y
KapTOHHIl
ynakoBLi
218. | CUHYMNPET® - BUCYLUEHI RO5X Tabnetku, BioHopuka | HimeuuunH MepBuHHE Ta Himeuun BHECEHHS 3MiH 40 peecTpavLiiHnx 6e3 nionsie UA/4373/04/01
POPTE nikapcbki BKPWUTI CE a BTOPVHHE Ha martepianis: 3miHu | TUny - 3MiHn peyenma ae
pocnvHu y 060/10HKOI0, nakyBaHHs, wofo 6e3nekn/edekTMBHOCTI Ta doap-
BUrIAAi no 20 KOHTPO/b Ta MakoHarnsgy (iHLwi 3miHw)
MOPOLLKY: TabneTok y BUMYCK cepii: 3MiHV BHeCeHO B IHCTpyKUito Ans
Tpasu 6nictepi; no 1 BioHopuka CE, MeLUYHOro 3acToCyBaHHSA NikapCcbKo-
LLaBo 6nictepy B HimeuumnHa; ro 3acoby fo po3giny «MobiyHi
(Herba KapTOHHIl MepBuHHE Ta peakuji» 040 3BiTyBaHHSA NPO NOGIYHI
Rumicis); Kopobui; no 25 BTOPVHHE peaxuii. (eCTD 0004) BBefeHHs 3MiH
Tpasu Tabnetok y nakyBaHHs: NpPOTAroM 6-T1 MicALIB micns
BepbeHu 6nicTepi; no 2 PotteHgopd 3aTBepMKeHHs. 3MiHu Il Tuny - 3MiHK 3
(Herba abo 4 dapma 'v6X, AKOCTi. 3MiHM 0 peecTpaLiitHoro
Verbenae; 6nictepn y HimeuumnHa; nocBiA-YeHHs BHAC/IAOK iHLWMX
KopeHs KapTOHHIl BiBenbxose perynatopHux npoueayp (iHWwi 3miHK)
ropeyasku KopoobLi m6X, 3miHn Mogyns 3 peectpauiiiHoro
(Radix HimeuuunHa; [ocbe (3MiHn B S-yacTuHi Ta P-
Gentianae Brpo6HMUTBO YyacTuHI) NoAaHi i3 MeTo rapMoHisaw,i
); in-bulk: Mogayns 3 i3 gocbe BUPOOHMKA. 13
KBITOK TNomadhapm nocnifoBHUMN 3MiHaMK Y p.
6y3VHN rv6X, Bupo6HWK(-1), TEepMiHY NpuaaTHOCTI
(Flores HimeuuunHa; N3, cneungikalisx Ta MeTogax
Sambuci); PoTTengopd BMNpobyBaHHA /13. 3aTBepAKeHoO:
KBITOK dapma 'mbX, TEPMIH NPUAATHOCTI: 4 POKK;
nepsouBIT HimeuuunHa; 3anponoHoBaHO: TEPMiH NPUAATHOCTI
y3 BiBenbxose 3 poku. BBeAeHHS 3MiH NpOTArom 6-Tu
yalueykor 'M6X, MiCSLB MiCNsA 3aTBEPAKEHHS.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
(Flores HimeuunHa Bepcis MKA eCTD 0005.
Primulae
cum
Calycibus)
219. | cPoON BIA - eKcTpakT R0O5C cupon no 50 [p. Talicc HimeuuunH [Op. Talicc Himeuun BHECEHHS 3MiH 0 peecTpaviintHmx 6e3 UA/2336/01/01
KALUMKO AP. NoJoOpOXH | A w1, abo no Harypsap a HatypsapeH Ha MaTtepianis: 3miHu | Tuny - peyenma
TANCCA uKa pigKunia 100 mn, abo eH 'mbX M6X AAMiHICTpaTUBHI 3MiHW. 3MiHa
(Plantagini no 250 mny HalilMeHyBaHHs1 Ta/abo agpecy Micus
S donakoHi; no 1 NPOBa)KEHHS AiS/IbHOCTI BUPO6HUKA
lanceolata hnakoHy 3 (BkNtOUaKOUM, 3a HeO6XigHOCTI, Micue
e folium) MipHUM NpoBeAEeHHS KOHTPOIO AKOCTI), abo

CTakaH4yMKoM 3
noninponinery
B KapPTOHHii
Kopoo6Li

BacHuka mactep-ghaiina Ha A®l, abo
noctavasnbHvka A®Il/BuxigHoro
matepiany/peareHTy/npoMiXXHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPO6HMLTBI API (SKLLO 3a3HaYEHO Y
[0CbE Ha Nnikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpONeiichbkil
thapmakonei y 3aTBepaXeHOMY [0CbE,
a60 BMPOGHMKA HOBOI AOMOMIXHOT
PEYOBMHM (SKLLIO 3a3HAYEHO Y [OCLE).
3MmiHa Ha3BW nabopaTtopii 3
MiKpO6ionoriYHMX BUNPO6yBaHb ANs
POC/IMHHOT CUPOBWHY Ta POC/IMHHOIO
ekcTpakTy 3 Wessling GmbH
(Beccninr I'M6X) Ha ALS Germany
GmbH (ANIC OxemaHi FTM6X). XXogHux
3MiH BMPOBGHUKA Ta BUPOBHNYOT
AinbHULU He Bigbynocs. PepakuiiHi
3MiHun: 3.2.S.2.1 KopuryBaHHsl Ha3Bu
BUPOGHMKA POCAIMHHOT CUPOBUHU 3
Natura Ekspert Ha Natura Ekspert
Krzysztof Gruszczyk. 3miHu | Tuny -
3MiHu 3 siKocTi. APl. BUpo6GHULTBO.
3MiHM B npoLieci BUpo6HuuTBa AdI
(He3HayHa 3MiHa y npoueci
BUpo6HMLUTBa ADI). He3HauHi 3MiHK B
npoveci BUpobHULTBA Ajitoyol
PEYOBMHN EKCTPaKTy NOLOPOXHUKA.
3MiHeHO Temneparypy, 3a Kol
BiAOyBaETbCA ceAMeHTaLs
eKCTPakTy NOAOPOXHNMKA.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

[itoua pepakuis:
3.2.S.2.2 Onuc BUpOGHMYOro npoLiecy
Ta oro KOHTPO/IKO
CegymeHTauis: Yac: 2 TwkHi, npn
Temneparypi He Bule 8 °C
MponoHoBaHa pefakuis:
3.2.S.2.2 Onunc BMpo6HUYOro npotecy
Ta 0ro KOHTPO/0
CepumeHTauis: Yac: 2 TwkHi, npn
Temneparypi HaBKONMLLHLOTO
cepefoBuLLa.
3MiHn | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbknii 3aci6. KOHTpob roToBoro
niKkapcbKoro 3acoby. 3mMiHa
napameTpis cneuundikauiii Ta/a6o
[0MyCTUMUX MEX roTOBOro
NiKapcbKoro 3acoby (3BYXEHHs
LOMYCTUMUX MEX). 3BY)XEHHS
[OMyCTUMUX MEX MipoNi3naNHOBKX
ankanoigis B cneuudikauii npu
sunycky Ma3.

[itoua pepakuis: <0,006 ppm (EBp.
dapm. 2.2.29/2.2.43)
MponoHoBaHa pepgakuis: <0,005 ppm
(EBp. ®apm. 2.2.29/2.2.43)
3MiHu | TMNY - 3MiHK 3 sIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTpONb roToBOro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/a6o
[0MyCTUMUX MEX r0TOBOr0
nikapcbKoro 3acoby (40NOBHEHHS
cneumaikaLii HOBUM NOKa3HUKOM 3
BiANOBIAHUM METOA0M BMNPOBYBaHHS)
- JONOBHEHHSA cnevudikauii npm
BUMYCKY HOBMM NOKa3HVKOM
«OAHOPIJHICTb Macu [03, Lo
BUTAraloTbCs i3 6aratofo30BMx
KOHTEWHepIiB (MipHUX CTaKaH4uKiB)»
(Esp. Papm. 2.9.27). PepakuiiHi
3miHu: B n. 3.2.P.5.2 AHanitnyHi
meToaukm Ta 3.2.P.5.3 Banigauis
aHasiTUYHNMX METOAMK 38 NOKA3HNKOM
«lgeHTudikauis Ta BMICT pigkoro
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

EKCTPaKTy NOAOPOXHMKA
NaHUEeToNNCTOro 3a BMiCTOM CyMu
akTeosmay/izoakreosnay, 3a
ponomoroto BEPX» BunpasneHHs
NOMWAKN APYKY Y dhopmMynax
po3paxyHKy BMICTY CyMu
akTeosupy/izoakteosmay B 113 Ta
Aitodili pe4yoBUHi. 3MiHK | TUNY - 3MiHK
3 AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrtema
KOHTeliHep/3aKkynoptoBa/ibHWI 3aci6
(iHwWi 3MiHW) BBEAEHHS A04ATKOBOIO
marepiany 3 noninponineny (PP)
Repsol Healthcare HPP08G ans

TBUHTOBOT KPULLIKA.

[itoua pepaxuis:
3akynoptoBasibHUIA 3aci6
BMHTOBA KpULLIKa, YOpHA

Martepian: Moninponinex (PP)
Hanp.,
- ExxonMobil PP1013H1
MponoHoBaHa pefakuis:
3akynoptoBasibHUIA 3aci6
BMHTOBA KpULLIKA, YOpHA
Martepian: Moninponinex (PP)
Hanp.,
- ExxonMobil PP1013H1
- Repsol Healthcare HPP08G
3MiHu | TUNY - 3MiHK 3 AKOCTI.
CeprtuchikaT BignosigHocTI/lE-
cepTudiikart BiANOBIAHOCTI
€Bponeiicbkiii
thapmakonei/moHorpadii. 3miHu,
noB'sA3aHi 3 HeOOXiAHICTIO MPUBEAEHHS
y BiANOBiZHICTb A0 MOHOrpacdii 4dY
abo €sponelicbkoi hapmakonei, abo
iHLLIOI HaLjioHanbHOT dhapmakonei
nepxasun €C (3miHa y cneumdikayisx,
nos'si3aHa 3i 3miHamu B 1Y, a6o
€Bponeiicbkii hapmakonei, abo iHLwil
HaljioHasbHIli hapmakonei gepxasu
€C) aganTauia cneuudikauii Ha
POC/IMHHY CUPOBWHY (ICTS
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

NOAOPOXHMKA NTaHLIeTOIMCTOrO)
BiANOBIAHO A0 NepernsHyTol
MoHorpadii €BponencbKoi
dapmakonei 11.8 «Ribwort Plantain».
PepakuiiiHi 3miHu: 3.2.5.4.2
AHnanitnuHi metoguku Ta 3.2.5.4.3
Banigauisi aHaniTM4HNX MeToanK
(Onuc aHaniTUYHOT METOAUKN —
|AEHTUYHICTb Ta BMICT Cymu
akTeosmay/izoakteo3ungy 3a
nonomoroto BEPX) - BunpasneHHs
yacy 3ynuHkun 3 47 xB 0 43 xB
BiANOBIAHO [0 rpafieHTa;
BMNPaB/IEHHS APYKAPCbKOI NOMUKA Y
hopmyni po3paxyHKy BMICTy Cymu
akTeosupyl/izoakteosungy. B
No3HaYeHHi CTaH4apPTHOTO PO3YMHY,
LLIO0 BUKOPUCTOBYETLCSA NS
po3paxyHKy BMICTYy, Mae 6yTu
3a3HaYeHnn nuLe akTeo3ns, OCKiNbku
NMLLE BiH MiCTUTBLCA B CTaH4apTHOMY
PO34MHI.
3MiHY | TUNY - 3MiHK 3 AKOCTi. MeaunyHi
NPUCTPOI (iHLLI 3MiHK) 3anpONOHOBaHO
BBE/leHHS 0AaTKOBOro Martepiasy 3
noninponineHy (PP) INEOS 194-NA25
07151 MipHOTo CTakaHuymka.
[itoua pepaxuis:

MeanyHuii NnpucTpiii
MipHWIA cTakaHumK 3i LWKasIow
Martepian: Moninponinex (PP)
Hanp.,

- ExxonMobil PP1013H1
- Repsol Healthcare HPP08G
MponoHoBaHa pefakuis:
MipHWIA cTakaHumK 3i LWKasIow
Martepian: Moninponinex (PP)
Hanp.,

- ExxonMobil PP1013H1
- Repsol Healthcare HPP08G
- INEOS 194-NA25
3MiHn | TURY - 3MiHK 3 aKocTi. AL,
Bupo6HMLTBO. 3MiHM BUNpo6yBaHb
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
abo gonycTMmMmnx Mex y npoueci
BUPOGHMLTBA ADI, LLLO BCTAHOB/EHI Y
cneumdikauisx (iHLWi 3miHn). 3miHa
mMeToAy BUNPOByBaHb Ta A0NYCTUMUX
MEX aKTVBHOT PEYOBUHW aKTeosnay y
npoLeci BUPO6HMLITBA EKCTPaKTY
NOAOPOXHMKA.
[Jitova pepakuis:
3.2.S.2.2 Onuc BMpOGHMYOro npoLiecy
Ta 0ro KOHTPOS0
KoHTposib y npoveci BUpobHuLTBa
IPC 07
KoHTposnb npouecy: DER
determination/adjustment
Mpouegypa: HPLC
Cneuudpikanisa: 0.04 - 0.8 %
MponoHoBaHa pefakuis:
3.2.S.2.2 Onuc BMpOGHMYOro npoLiecy
Ta 0ro KOHTPOS0
KoHTposib y npoveci BUpobHuLTBa
IPC 07
KoHTponb npouecy: Assay Acteoside
Mpouepypa: Ph. Eur. 2.2.25
Cneuudpikauis: Minimum 0,5 %,
calculated for the finished product.
220. | CMEKTA® diosmectit | giocmektn | AO7B NOpPOLLOK AN INCEH PpaHuin BO®YP INCEH PpaHuis BHECEHHS 3MiH 0 peecTpaviintHmx bes UA/7660/01/01
AMNENbCUH- e T (cmektnt | CO5 opasibHOT KOHCbIO IHOAYCTPI MaTepianis: 3miHu | TMny - 3MiHK 3 peyenma
BAHI/Tb niokTaegp cycneHrsii no 3 MEP [KocTi. FoToBwWIA Nikapcbkuii 3aci6.
WNYHWIA) r,no3,76r XEJICKEA 3MiHM Y BUPOOHULITBI. 3MiHa po3Mipy
NOPOLLIKY Y , cepii (BKIHOYaOUM dianasoH posmipy
nakeTuky; no AKLiOHepH cepii) roToBOro fikapcbKoro 3acoby
10, 12 a6o 30 e (36inbLUeHHs A0 10 pasiB NOPIBHAHO i3
nakeTvkis y TOBapucTB 3aTBEPIAXEHUM PO3MIPOM).
KapTOHHIl o] 36isbLUEHHS pO3Mipy cepii roToBOro
KopoobLi cnpoLleHo nikapcbkoro 3acoby 3 1353,600 kr o
ro Tuny 1598,000 «kr 3 BignoBigHUM

36iNbLUEHHSM KisbkoCTi 06epTiB 3 300
0o 360 Ha eTani 3mMilyBaHHSA. 3MiHu |
TUMy - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHn y
BUPOBGHMUTBI. 3MiHM BUNpobyBaHb abo
[OMNYCTUMUX MEX, BCTAHOB/IEHUX Y
cneumdikauisx, nig yac BUpo6bHMUTBA
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
rOTOBOrO JliKapCbKoro 3acoby

(BMNYyYEHHSI HECYTTEBOTO
BMNPo6YyBaHHA B NpoLeci
BMPOGHMLTBA). BunyueHHs
HecyTTeBOro BUNpobyBaHHsA B NpoLeci
BMPOGHULITBA, @ came MepeBipKu
cepepfHbOi Macu 10 nakeTukis B
npoLeci BUPOGHULITBA, OCKi/TbKN
O[HOPIZHICTb NpoLecy po3noainy
nepeBipseTbCA aBTOMaTUYHO
COpTYBa/IbHUM MPUCTPOEM MaLLUVHN
[ONA HANOBHEHHS NakeTuKiB Mif vyac
BMPOGHMLUTBA. 3MiHM | TURNY - 3MiHK 3
siKocTi. FoTOBWIA Nikapcbkuii 3aci6.
3MiHM y BUPO6GHMLTBI. 3MiHa po3mipy
cepii (BKIHOYaOUM dianasoH po3mipy
cepil) roToBOro Nikapcbkoro 3acoby
(36inbLlueHHs Ao 10 pasiB NOPIBHSAHO i3
3aTBEpPAXEHVM PO3MIpOM). BBeaeHHS
[04aTKOBOro 36i/1bLLEHOr0 PO3Mipy
cepii, a came — po3mip cepii
cTaHoBUTb 1598,000 Kr MopoLUKy Ta
MICTUTBLCS B OAHOMY KOHTelHepi Ans
3MiLLyBaHHS, LLO BignoBifae
npn6unsHo 425 000 nakeTukiB,
3anponoHoOBaHO: po3Mipu cepili
cTaHoBNATbL 1598,000 kr a6o 3196,000
Kr MOPOLLKY Ta MICTATLCA Y ABOX
KOHTeliHepax, LU0 Bignosifae
npn6am3Ho 425 000 a6o 850 000
nakeTuKiB Ta He3Ha4yHa 3MiHa nif vac
eTany nakyBaHHs, TO6TO [0 ABOX
KOHTElHepiB MOXYTb 6yT1 NOCiA0BHO
yrnakoBaHi Ha OAHil i Tiii camiit
nakyBaJIbHii NiHii. 3mMiHW | TUNYy -
3MiHu 3 aKocTi. A®l. KoHTponb AdPI.
3MiHa y meTofax BUnpobyBaHHs AdI
abo BuXigHoro martepiany/npoMiKHOro
nNpoAaykTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NPOLIECI
BUpo6HMLTBA AP (IHLWI 3MiHK Y
MeToax BUNpo6yBaHHS (BK/IHOHa0un

3aMiHy ab0 gonoBHeHHs!) A®I abo
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

BWXi4HOr0/MPOMIKHOIO NpoAyKTy).
[JlofaBaHHs anbTepHaTVBHOIO MeToAy
BUMNPOBYBaHHA 419 BUSHAYEHHS
napameTpy «Aacop6uiiiHa 34aTHICTb»
ana A®l giocmekTuty. Ha faHwii yac
BMNPOGYBaHHA aAcopouiliHOT
3]@THOCTi BU3HA4YaETbLCA METOA0M
Y®-cnekTpohoTOMETPIT NO KiNbKICTI
CTPUXHIHY cynbdaTy, afcopboBaHoOro
[I0OCMEKTUTOM. 3anponoHOBaHWiA
albTepHaTUBHUI aHaNiTUYHUIA MeTOS
TaKoX BU3HAYaETLCA METOA0M YO
cnekTpochoToMeTpIl, ane no
BM3HAYEHHIO rekcaaMiHKo6abTy
Tpuxnopuay, aacopboBaHoro 3paskom,
3a gonomorot Yo ta € metogom ISO.
3MiHu | TUNYy - 3MiHK 3 AKocTi. AdL.
KoHTponb A®l. 3miHa y meTogax
BMnNpobyBaHHA APl abo BuXigHOro
MaTepiany/npomiKHOro
nNpoAaykTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NPOLIECI
BUpo6HMLTBA AD| (IHLWI 3MiHK Y
MeTodax BUNpo6yBaHHS (BK/IHOYa0un
3amiHy abo JonoBHeHHs) Al abo
BUXIZAHOrO/NPOMIXHOr0 NPOAYKTY)
[JopaBaHHA afibTepHATUBHOIO
aHasliTUYHOro MeTody Ans
BMNpobyBaHHA napameTpy
«ApcopbuiliHa 34aTHICTb», Lo
NpoBOAMTLCS Ha MaTepiani raw clay 3
BMKOPWUCTaHHAM rekcaamiHokobanbTy
Tpuxnopugy. Ha gaHwin vac
BMNpOGYyBaHHA afcopbuiliHol
30aTHOCTI BU3HA4Ya€ETLCA METOA0M
Y®-cnekTpodoTOMETPIi MO KiNbKICTi
CTPUXHiHY cynbdaTy, afcopboBaHoro
[OioCMeKTUTOM Ha raw clay.
3anponoHoBaHwi anbTepHaTUBHUIA
aHaniTM4HuiA MeTog, nepenbavae
BU3HAYEHHSA Ki/IbKOCTi
rekcaamiHokobanbTy Tpuxiopuay,
acop6b0oBaHOro 3paskom, MeTOA0M
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
Y®-cnektpodpoTomeTpii. 3minu Il Trny
- 3MiHK 3 AkocTi. ADL. KoHTponb AdI.
3MiHa y napameTpax cneuudikadli
Ta/abo [oNyCTUMUX MEX, BU3HAUYEHUX
y cneyudpikauisx Ha A®l, abo
BUXIiAHWA/NPOMDKHWIA
npoAyKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS Y NpOLEC
BMPOGHMLTBA AD| (3miHa no3a
MeXamu 3aTBepPKEHOro fianasoHy y
cneuungikauii Ha A®I)
3miHa napameTpis cneuudikauii API
[IOCMeKTUTY AN aflbTEPHATUBHOIO
MeToAy BUNpobyBaHHA «Ancop6uiiiHa
3AaTHICTb» i3 nokasHukamu 80 - 150
MEKB/100 T.
221. | CONbBEHL| - CNnpTOBI - pPO34nH TOB YkpaiHa MpAT "Bionik" YkpaiHa BHECEHHS 3MiH j0 peecTpaviinHmx 6e3 UA/7882/01/01
" romeonartu opasibHuiA, No "YKpaiHCbK marepianis: 3MiHu | TUny - 3MiHK 3 peyenma
YHi 25mny a [KocTi. FoToBwWIA Nikapcbkuii 3aci6.
po3BefeH nakoHi; o1 | dhapmaves KOHTpPO/1b FOTOBOrO NiKapcbkoro
HA: ¢hnakoHy B TNYHA 3aco06y (iHLi 3MiHN) OHOB/IEHHSA BXE
KasnbLjito nauui 3 KOoMMaHia" 3aTBEPKEHNX METOZIB KOHTPOSIO
ropunay KapTOHY aKocTi [N13, a came BUKIaAEHHS
D12, cipku TEKCTY [lep)XaBHO MOBOHO 3riAHO
D12, Cy4acHMX BUMOT. TakoX BHECEHHA
nnayHa KOPEKTOPChKMX NPaBoK No TekcTy MKA
6ynaBono
nibHOro
D12,
6apbapuc
y ~
3BMYaHOr
o D6, 1yi
3axigHoi
D6
222. | COPOPU - HacToika DO8A HacTolika no MpAT YkpaiHa MpAT YKpaina BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 niosnsie UA/0366/01/01
AMNOHCbLKOI nnogis X 20 mn abo 25 dapmaues $PapmaueBTUYHA MaTtepianis: 3miHu | TUNy - 3MiHK 3 peyenma ae
HACTOWKA codhopu mn, abo no 40 TUYHa habpuka siKocTi. FoToBWIA Nikapcbkuii 3aci6.
SANOHCbLKOT MYy thabpuka "Biona" Cuctema
(Fructus hnakoHax "Biona" KOHTeliHep/3aKkynoptoBasibHuii 3aci6
Sophorae CKNAHKX, (iHLWwi 3miHK) a came KOHKpeTu3aLis
japonicae) YKYMOPEHNX martepiany piakoHy («dpiakoHn

nNpo6Kow Ta

CKNSHI» Ta «h/1akoHM NONIMEpPHI») Ta
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
KPWLLIKOIO; NO TNy 3aKynopoBasibHOro 3acoby, Lo
20 mn a6o 25 npu3BOANTbL [0 peecTpalii 4oAaTKoBOT
M, abo 40 mn ynakoBku (no 40 mn y donakoHax
y donakoHax noniMepHUX, YKynopeHnx KpuLikamum),
CKIAHUX, ane marepias ynakoBoK He
YKYMOPEHnX 3MIHIETBCS, (BCI KOMNAeKTauil
npo6bkoto- yMakoBKM CknajatTbes i3
KpanenbHuLe 3aTBEPMAKEHNX TUMIB NaKyBaslbHUX
10 Ta marepianis). Bepcia MKA N3 (0001).
KPWLLIKOIO; NO 3MiHM BHECEHO B po34in "YnakoBka" B
40 mny IHCTPYKLUit0 AN MeguyHoro
dhnakoHax 3actocyBaHHs (eCTD Bepcis 0001) y
noniMepHuXx, 3B'A3KY 3 BBEAleHHAM [04aTKOBOI
YKyMOpeHnx yNakoBKM Ta SK HACNIAO0K -
KPULLIKOHO; MO 3aTBEPMKEHHS TEKCTY MapKyBaHHS
20 mn abo 25 [04aTKOBOI YNaKoBKy JliKkapCbKOro
M, abo 40 mn 3aco6y (eCTD Bepcist 0002).
y donakoHax BBefeHHs 3MiH NpoTArom 6-T MicauiB
CK/IAHNX, nicnsa 3aTBepKeHHs. 3MiHu | Tuny -
YKYMNOPEHNX 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
npo6kKoto- hapmakoHarnsagy (iHwi 3miHu).
KpanenbHuLe OHOB/IEHO TEKCT MapKyBaHHs
10 Ta nepBuHHOT (N. 8, 17) Ta BTOPUHHOT (.
KpWLLKOIO, no 1 1, 2, 8, 13, 17) ynakoBK/ NikapCbKOro
h1akoHy B 3acoby (eCTD Bepcia 0002).
nauui 3 BBefeHHs 3MiH NPOTAroM 6-Tn micsauis
KapTOoHY; No nicns 3aTBepmKeHHs.
40 mny
hnakoHax
noniMepHuXx,
YKyMOpeHnx
KpuLLKoto, no 1
dakoHy B
nauuj 3
KapTOoHY
223. | CMA3MOJIK Pitofenone | meTtamizon | A0O3D Tabnetku, no MPAT YkpaiHa MPAT Ykpaina BHECEHHS 3MiH 40 peecTpavLiiHnx 6e3 UA/6840/01/01
C and y HaTpieBa | A02 10 Tabnetok y "XIMPAP "XIMOGAPM3AB mMartepianis: 3miHu | Tuny - peyenma
analgesics | cinb 6nictepax; no M3ABO[ OJ "YEPBOHA AAMIHICTpaTMBHI 3MiHW. BunyyeHHs
(aHanbrin) 10 tabnetoky | "UEPBOH 3IPKA" BMPOGHWYOI AinbHML (BKIOYAKUN
, 6nicTepi; no 1 A 3IPKA" AinbHuui ans A®Il, npoMixHoro
niTodpeHoH abo no 2 NpoAyKTy abo rotToBoro Nikapcbkoro
y 6nictepu B 3aco6y, AiNbHULI A58 NPoBeAeHHS
rigpoxsaop naui 3 nakyBaHHs1, BUPOGHMKa,
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
ua, KapTOoHY BiANOBIAA/ILHOIO 3a BUNYCK Cepii,
heHnisep MicLLe MPOBEeAEHHSI KOHTPOSIIO cepii)
WHIi0 ab0 nocTtavyasibHMKa BUXiAHOTO
6pomig, marepiany, peareHTy abo AONOMiXHOT

PEYOBMHM (SKLLO 3a3HAYEHO Y [OCHE)
BWYYEHHS 3aTBEPOXKEHOT AiNIbHULL
BMpo6HMLUTBa Ne 1 uexy Ne 2 3rigHo

nitovoro TP 64-00481241-179-22.
BWYYEHHS 3aTBEPOKEHOT AiNIbHULL
BMpo6HMLUTBa Ne 1 uexy Ne 2 3rigHo
nitovoro TP 64-00481241-179-22.

BBefeHHs1 3MiH NpoTarom 3-x MicAuiB
nicns 3aTBepgkKeHHs. 3MiHu | Tuny -
3MiHu 3 siKoCTi. FoTOBWMIA NiKapCbKuii

3aci6. 3MiHM Yy BUPOOHULITBI. 3MiHN Y

npoweci BUpo6bHMLITBA FOTOBOTO
NiKapcbKoro 3acoby, BKIUaum
NPOMDKHWUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOHULTBI
roTOBOro Nikapcbkoro 3acoby
(He3HayHa 3MiHa y npoueci
BUPOBHMNLITBA) BHECEHHA HE3HAYHUX
3MiH y npouec Bupo6HuLTBa NN3
yepes BHECeHHA A5 [04AaTKOBOI
OiNbHULI BUPOGHMLTBA 3i 3MIHOK TUMY
o6nafgHaHHsA, a came — TabneTtnpecy.
3MiHa 3B0/10XyBa4va noTpedye
[0AAaTKOBMX KOPUTyBaHb BUPOBHNYOrO
npoLecy Ta He BN/IMBAE Ha AKICHWIA Ta
KinibKicHUIA cknag, 13, oCKinibku
3HKKaE B NpoLeci BUPobHULTBA.
3anponoHoBaHuiA cknag 38010XyBaya
BBOAMTLCA Ha 3aMiHy 3aTBEPAXKEHOro
cknagy.
3aTBepakeHo: Bofa, Kpoxmanb

KapTonnsHuii (TP 64-00481241-179-
22). 3anponoHoBaHo: BoAa, eTaHosl

(96%) (TP 64-00481241-179-24)

BBefeHHs1 3MiH NpoTarom 3-x MicAuiB

nicns 3aTBepgkKeHHs. 3MiHu | Tuny -

3MiHu 3 siKoCTi. FOTOBWMIA NiKapcbKuii
3aci6. KoHTpob roToBOro nikapcbkoro
3aco6y. 3miHa napameTpis
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

cneuudikauin Ta/abo gonycTummx
MeX rOTOBOr0 NiKkapCbKOro 3acoby
(monoBHeHHA cnevudikavii HOBUM
MOKa3HMKOM 3 BifjNOBIAHUM METOAO0M
BUNPO6YBaHHS) BBEAEHHSA B
cneundikauito MNN3 gogatkosoro
MoKa3HMKa 3a MOKa3HNKOM "3a/NLLKOBI
KiNbKOCTi eTaHony" 3 KputepiMn
NPUAHATHOCTI He Ginblue 5000 ppm
(0,5%) BignoBIgHMM METOAOM
BUNPO6YBaHHA. [0 NokasHuka
O0Ja€ETbCA NPUMITKA * - "A0CIAKEHHS
NPOBOAATLCA Ha NePLUMX TPbOX
NPOMMCIOBKX CEPISX KOXHOrO POKy".
3Mminn Il Tuny - 3MiHK 3 akocTi. AL,
Brpo6HMLUTBO. 3MiHa BUPOOHMKA
BMXiZAHOrO/NPOMIXXHOro
nNpoAaykTy/peareHTy, Lo
BUKOPVCTOBYIOTbCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpOGHMKa
(BrtOvaroun, fe HeobxigHo, MicLe
npoBefeHHs KOHTposo sikocTi) APl (3a
BiCYTHOCTI cepTucpikata
BiANOBIAHOCTI EBPONENChKil
dhapmaxonei y 3aTBepkeHOMY [0CbE)
(BBEAEHHA HOBOrO BUPOGHMKA AdPI 3
HagaHHAM macTep-gaiina Ha API)
BBEJeHHA [J0AATKOBOrO BUPOOHNMKA
A®| MeTamizony HaTpieBoi coni
"Hebei Jihehg Pharmaceutical Co.
Ltd", KnTaii 3 HagaHHAM macTep-
paiina Ha A®I. Ak Hacnigok, 3miHa B
cneumnagikauii KoHTponto AdI Big
BMpOGHUKa 13 (BXigHWIA KOHTPO/b) 3a
MOKa3HUKOM "3a/IULLKOBI KifIbKOCTI
OpraHiYHUX PO3UYMHHUKIB".
3arBepaKeHo:

Shandong Xinhua Pharmaceutical Co.,
Ltd., Kutaii (3a/1MLLKOBI KiNibKOCTI
OpraHiYHUX PO3UYNHHWUKIB — €TaHO/: He
6inbLwe 5000 ppm) 3anponoHOBaHo:
Shandong Xinhua Pharmaceutical Co.,
Ltd., Knutait (3a/1MLLIKOBI KiNbKOCTi
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

OpraHiYHUX PO3UYNHHWUKIB — €TaHO/: He
6inbwe 5000 ppm) Hebei Jihehg
Pharmaceutical Co. Ltd., Kutaii
(3a/IMLLIKOBI KiNIbKOCTI OpraHiuyHux

PO3UYMHHWKIB — eTaHON: He BinbLue
2000 ppm; chopmanbaerif — He
GinbLie 500 ppm).

CynyTHSA 3MiHa- 3MiHM 3 AKOCTI. ADI.
KoHTposnb A®l. 3miHa y napameTpax
cneumdikauin Ta/abo gonycTummx
MeX, BU3HaYeHUX y cneuudikauisx Ha
A®I, ab60 BMXigHWIA/NPOMDKHWIA
NpoAyKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS Y NpOLEC
BMPOGHMLTBA AD| (4ONOBHEHHSA
cneuudikaLii HOBUM NMOKa3HUKOM
SAKOCTi Ta BiANOBIAHNM METOLO0M
BMNpobyBaHHs). 3miHn Il Tuny - 3MiHn
3 AkocTi. A®I. (iHLWi 3MiHW)
OHOB/EHHS Bepcia DMF ans Adl
deHniBepuHy 6pomia Bif BUPOGHMKA
R. L. Fine Chem Pvt. Ltd., IHgis 3
Bepcii Ne 009 (09/2023) Ha Bepcito
Ne009 (10/2024). OCHOBHi 3MiHK: -
3MiHM y TexHonorii BupobHuutea Adl:
CXema BMPOBHMLTBA 3 BUKOPUCTAHHAM
IHLLUMX OpraHiYHNX PO3YNHHUKIB; -
3MiHM Y cneuundikauii/meToais
BUNPo6yBaHHA A®I 3a NOKa3HUKOM
"3a/IMLLKOBI KifIbKOCTi OpraHiyHnx
PO34YMHHWKIB": AOoAaBaHHS BigNOBIAHOT
MEeTOAMNKM BUNPOBYBAHHS; - 3MIHWN Y
crneundikayii A®I 3a NokasHMKOM
"CynpoBigHi AOMiLIKW": 3MiHa KpUTepii
NPUAHATHOCTI ANA
AvdbeHinninepuanHy etunaueTtamig 3
"He 6inblue 1,0%" Ha "He Ginblue
0,15%". 3MiHu Il TUNY - 3MiHK 3 SKOCTI.
[FoToBMIA NiKapcbkunii 3aci6. 3miHM y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS
[0[aTKOBOT AiNbHULL BUPOBHULITBA
AN5 YacTUHU abo BCbOr0 BUPOOGHMYOro
npoLiecy roToBOro J1ikapCbKoro 3acoby
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Hassa

MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
(iHWi 3MiHW) BBELAEHHS HOBOT
BUPOGHMYOT AinbHUL MN3 Ne 4 fo Bxe
3aTBepMKeHol AinbHuui Ne 1 Ha
iCHytO4OMY BUPOBHNYOMY
MalifaHumKy.
224. | CMA3MOSIK Pitofenone | meTtamizon Tabnetky; in MPAT YkpaiHa MPAT Ykpaina BHECEHHS 3MiH 40 peecTpavLiiHnx - UA/13992/01/01
C and y HaTpieBa bulk: Ne 4000 "XIMPAP "XIMOGAPM3AB mMartepianis: 3miHu | Tuny -

analgesics | cinb (no 10 M3ABO[ OJ "YEPBOHA AAMIHICTpaTMBHI 3MiHU. BunyyeHHs
(aHanbrin) Tabnetok y "YEPBOH 3IPKA" BMPOGHWYOI AinbHUL (BKIHOYAKUN
, 6nicTepi; no A 3IPKA" AinbHuui ans A®l, npoMixHoro
niTodpeHoH 400 6nicTepis npoAayKTy abo rotToBoro Nikapcbkoro
y y kopobuj 3 3aco6y, AiNbHULI A58 NPoBeAEeHHS
rigpoxnop KapToHYy nakyBaHHs1, BUPOGHMKa,
na, BiANOBiAA/ILHOIO 3a BUNYCK Cepiid,
theHnisep MicLie NpoBeAEHHS KOHTPO/O cepii)
NHit0 ab0 nocrtavyasibHMKa BUXiAHOIO
6pomig, martepiany, peareHTy abo 4OMNOMDKHOT

PEYOBUHM (SIKLLO 3a3HAYEHO Y [0ChE)
BUTYYEHHS 3aTBEPMKEHOT AiNTbHUL
BUpo6HMuTBa Ne 1 uexy Ne 2 3rigHO

nitoyoro TP 64-00481241-179-22.
BUTYYEHHS 3aTBEPMKEHOT AiNTbHUL
BUpo6HMuTBa Ne 1 uexy Ne 2 3rigHO
nitoyoro TP 64-00481241-179-22.

BBefeHHs 3MiH NpoTAroM 3-x Micsuis
nicnsa 3aTBepAKeHHs. 3MiHu | Tuny -
3MiHu 3 sKoCTi. FoTOBWMIA NiKApCbKUii

3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHN Y

npoueci BUpoOHULITBA FOTOBOIO
NiKapcbKoro 3acoby, BKOUaum
NPOMDKHUIA MPOAYKT, WO
3aCTOCOBYETHCS MPU BUPOOHULTBI
roTOBOr0 NikapCbKoro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOGHMLITBA) BHECEHHS HE3HAYHUX
3MiH y npouec BupobHuuTtea M3
yepes BHECEHHA AN1A [OAATKOBOI
LiNbHAL BUPOGHULITBA 3i 3MIHOIO TUNy
obnagHaHHs, a came — TabneTnpecy.
3MiHa 3B010XyBaya noTpedye
[0AaTKOBUX KOPUryBaHb BUPOBHNYOrO
npouecy Ta He BM/MBae Ha SKiCHWI Ta
KinlbKiCHUIA cknag 13, OCKinbku
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
3HKKaE B NpoLeci BUPobHULTBA.
3anponoHoBaHuiA cknag, 38010XyBaya

BBOAUTLCS HA 3aMiHy 3aTBEPAKEHOrO
cknagy.
3aTBepakeHo: Bofa, Kpoxmanb
KapTonnsHuii (TP 64-00481241-179-
22). 3anponoHoBaHo: BoAa, eTaHos
(96%) (TP 64-00481241-179-24)
BBefeHHs1 3MiH NpoTarom 3-x MicAuiB
nicns 3aTBepgkKeHHs. 3MiHu | Tuny -
3MiHu 3 siKoCTi. FoTOBWMIA NiKapcbKuii
3aci6. KoHTponb roToBOro nikapcbkoro
3acoby. 3miHa napameTpis
cneumdikadin Ta/abo gonycTummx
MEXX rOTOBOrO /iKapCbKOro 3acoby
(monoBHeHHSA cnevudikavii HOBUM
NMOKa3HMKOM 3 BiNOBIAHUM METOAO0M
BMNPOOYyBaHHA) BBEAEHHS B
cneundoikauito N3 gogatkoBoro
noKasHuKa 3a NoKasHUKOM "3asInNLLKOBI
KiNIbKOCTi eTaHony" 3 kpuTepimu
NPUAHATHOCTI He Ginblue 5000 ppm
(0,5%) BignoBigHYM MeTOLOM
BMNPOBYBaHHS. [0 NoKasHuKa
[0[AaeTbCA NpUMITKA * - "AoCNigpKeHHS
NPOBOAATLCA Ha NEPLUMX TPbOX
NPOMUWCIOBUNX CEPIAX KOXHOro PoKy".
3MmiHu Il TUny - 3MiHM 3 skocTi. AL,
Brvpo6HMLTBO. 3MiHa BUPOGHMKA
BWXIi4HOro/MPOMiXXHOro
npoayKTy/peareHTy, Wwo
BUKOPVCTOBYIOTLCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpOBHKKa
(Brtovaroun, fe HeobxigHo, MicLe
npoBeAeHHs KOHTPOo AkocTi) Al (3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpONEechkil
dhapmaxonei y 3aTBepAKeHOMY [0CbE)
(BBEAEHHSA HOBOTO BMPO6HUKA AP| 3
HagaHHAM macTep-ghaiina Ha AdI)
BBeJEeHHA 10AaTKOBOro BUPOGHYMKa
A®| MeTamizony HaTpieBoi coni
"Hebei Jihehg Pharmaceutical Co.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

Ltd", KnTali 3 HagaHHAM mMacTep-
paiina Ha A®I. Ak Hacnigok, 3miHa B
cneumnagikauii KoHTponto AdI Big
BMPOGHUKa 13 (BXigHWIA KOHTPO/b) 3a
MOKa3HUKOM “3a/IULLKOBI KifIbKOCTI
OpraHiYHUX PO3UYMHHUKIB".
3arBepaKeHo:
Shandong Xinhua Pharmaceutical Co.,
Ltd., Kutaii (3a/MLLKOBI KiNlbKOCTI
OpraHiYHUX PO3UYUNHHWUKIB — €TaHO/: He
6inbLwe 5000 ppm) 3anponoHOBaHo:
Shandong Xinhua Pharmaceutical Co.,
Ltd., Kutaii (3a7MLLKOBI KiNIbKOCTi
OpraHiYHUX PO3UYNHHKKIB — €TaHO/: He
6inblwe 5000 ppm) Hebei Jihehg
Pharmaceutical Co. Ltd., Kutaii
(3a1MLLIKOBI KiNIbKOCTi OpraHivyHnx
PO3UYMHHWKIB — €TaHON: He BinbLue
2000 ppm; chopmanbaerig — He
6inbLue 500 ppm).

CynyTHSA 3MiHa- 3MiHK 3 AKOCTI. ADI.
KoHTposnb A®l. 3miHa y napameTpax
cneumdikadin Ta/abo gonycTummx
MeX, BU3Ha4eHux y cnewudikalisx Ha
A®I, ab60 BMXigHWIA/NPOMDKHWIA
NpOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTbCS Y MpoLeci
BMPOGHMLTBA AD| (4ONOBHEHHS
cneumaikaLii HOBUM NOKA3HUKOM
AKOCTI Ta BifMNoBigHMM METO40M
BMNpo6yBaHHs). 3miHu Il TUny - 3MiHK
3 AKOCTi. AP, (iHLLi 3MiHW)
OHOB/EHHS Bepcia DMF gns Adl
deHniBepuHy 6pomia Big BUPOGHMKaA
R. L. Fine Chem Pvt. Ltd., IHgis 3
Bepcii Ne 009 (09/2023) Ha Bepcito
Ne009 (10/2024). OCHOBHi 3MiHK: -
3MiHM y TexHonorii BupobHuuTea AdI:
cxema BMPOGHMLTBA 3 BUKOPUCTAHHAM

IHLLIMX OpraHiYHUX PO34YNHHUKIB; -
3MiHM Yy cneuudikauii/meTtosis
BMNpobyBaHHA A®| 3a NoKasHUKOM

"3aMWKOBI KiJIbKOCTi OpraHiyHmx
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Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
PO34YMHHVMKIB": AOoAaBaHHS BigNOBIAHOT
MEeTOAMNKMN BUNPOBYBAHHS; - 3MIHWN Y
crneundikayii A®I 3a NokasHMKOM
"CynpoBigHi AOMiLIKW": 3MiHa KpUTepii
NPUAHATHOCTI ANA
AvdbeHinninepuanHy etunaueTtamig 3
"He 6inblue 1,0%" Ha "He Ginblue
0,15%". 3MiHu Il TUNY - 3MiHK 3 SKOCTI.
[FoToBMIA NiKapcbkunii 3aci6. 3miHK y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS
[0[aTKOBOT AiNbHULL BUPOBHULITBA
AN5 YaCcTUHU abo BCbOr0 BUPOOGHMYOro
npoLiecy roToBOro /ikapCbKoro 3acoby
(iHLWi 3MiHV) BBEAEHHA HOBOI
BMPOGHMYOT AinbHuui 13 Ne 4 fo Bxe
3aTBepMKeHol AinbHuui Ne 1 Ha
iCHyto4OMy BMPOBHUYOMY
MalifaHumnKy.
225. | CTPYKTYM® chondroiti XoHgpoitn | MO1A Kancynu M'ep ®abp PpaHuis M'ep ®abp PpaHuis BHECEHHS 3MiH 0 peecTpaLiitHmx 6e3 UA/7504/01/01
n sulfate HYy X25 TBepai no 500 Meaukame MegumkameHT mMaTtepianis: 3miHu | TMny - 3MiHK 3 peuyenma
cynbghat mr, no 12 HT MpoAakLuH AKocTi. [0ToBWIA Nikapcbkuii 3aci6.
HaTpito Kancyny KOHTpO/b rOTOBOrO /1iKapCbKoro
6nictepi; no 5 3aco6y (iHwi 3miHK) nepeknag MKA 3
6nicTepiB y POCIiCbKOT MOBM Ha YKPAIHCbKY MOBY
KapTOHHIl 015 NPUBELEHHA Y BIANOBIAHICT i3
ynakoBLi; no BMMOraMu YMHHOT pefakuii Hakasy
20 kancyny MO3 Ykpainu Ne 426 Big 26.08.2005.
6nicTepi; no 3 BBefeHHs1 3MiH NpoTAroM 6-t1 micAuis
6nictepn y nicnsa 3aTBepikeHHs 3MiHn | Tuny -
KapTOHHIN 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta
ynakoBLj thapmakoHarnagy (iHwi 3MiHwn)
BUJTYYEHHA TEKCTY MapKyBaHHS
BTOPUHHOI Ta NEPBUHHOI YNaKoBOK
nikapcbkoro 3acoby 3 MeTogis
KOHTPO/IHO0 SIKOCTi NikapCbKoro 3acoby i
3a3HayeHHs B po3gini MapkyBaHHs
“3rigHo 3 3aTBEPIKEHUM TEKCTOM
MapKyBaHHs". BBeeHHs 3MiH
NpPOTAroM 6-T1 MicALIB micns
3aTBEPAKEHHSA
226. | CynbniPuA, sulpiride cynbnipug, | NOSAL | kancynu TOB YkpaiHa TOB TeBa MonbLwa BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a He UA/4832/01/01
01 TBepai no 50 «TeBa OnepeiH3 martepianis: 3miHu | Tuny - 3MiHn peuyenmo | nionsie
Mr, no 12 YkpaiHa» MNonaHg Loa0 6e3nekn/edpekTMBHOCTI Ta M ae
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
Kancyny thapmakoHarnsgy. 3MiHM y KOpOTKili
6nictepi; no 2 XapakTepucTuL nikapcbkoro 3acooby,
6nictepn y TEKCTi MapKyBaHHS Ta iHCTpyKLi Ans
KOpo6Li MeAMYHOro 3acTOCYBaHHS
reHepuYHMX/ribpuaHNX/6ionodibHMX
niKapcbknx 3acobiB nic/1si BHECEHHS
Tiel camoi 3MiHN Ha pedhepeHTHW
npenapar (3miHa He noTpebye
HafaHHS XXOAHWNX HOBUX AOAATKOBUX
AaHnx) 3MiHU BHECEHO A0 IHCTpyKui
AN MeAUYHOro 3aCTOCYBaHHS
nNiKapcbKoro 3acoby o po3ainis
"MpoTunokasaHHs", "B3aemogis 3
iHLWIMMK NikapcbkMMK 3acobamu Ta
iHWI BMAW B3aemogiin", "OcobmsocTi
3actocyBaHHs", "Mob6iuHi peakwyji
BiA4NOBIAHO A0 pedhepeHTHOro
nikapcbkoro 3acoby ErfoHin, kancynm
TBepai. BBeAeHHS 3MiH NpoTArom 6-Tu
MicALB Nicna 3aTBepAKEHHS
227. | cynbniPup, sulpiride cynbnipug, | NOSAL | kancynu TOB YkpaiHa TOB TeBa Monbwa BHECEHHS 3MiH 0 peecTpavinHmx 3a He UA/4832/01/02
01 TBEepAi no 100 «TeBa OnepeiwH3 martepianis: 3miHu | TUny - 3MiHn peyenmo | nionse
mr, no 12 YkpaiHa» Monaxg oo 6e3nekn/edpekTMBHOCTI Ta M ae
Kancyny thapmakoHarnsgy. 3MiHM y KOpOTKili
6nicTepi; no 2 XapakTepucTuLi nikapcbkoro 3acoby,
6nictepn y TEeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
Kopoo6Li MeJMYHOro 3aCTOCYBaHHS

reHepnyYHuX/ribpuaHNx/6ionoaibHmNx
nikapcbknx 3acobiB nicns BHECEHHS
Tiel camoi 3MiHN Ha pedbepeHTHWi
npenapar (3MiHa He NoTpebye
Ha/JaHHS XOAHWNX HOBWX AOAATKOBMX
AaHnx) 3MiHU BHeCeHO A0 IHCTpyKui
AN19 MeAUYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainis
"MpoTunokasaHHs", "B3aemogis 3
iHLWMMKU NikapcbkMK 3acobamu Ta
iHWi BMAW B3aemogiin", "OcobnmBocTi
3actocyBaHHs", "MobiuHi peakwji"
BiANOBIAHO [0 pedepeHTHOro
nikapcbkoro 3acoby ErnoHin, kancynm
TBEpAi. BBEAEHHSA 3MiH NpOTArom 6-Tu
MicSLIB NicNsa 3aTBEpPAKEHHS
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
228. | CynbniPup, sulpiride cynbnipug, | NOSAL | TabneTku no TOB YkpaiHa TOB TeBa Monbwa BHECEHHS 3MiH A0 peecTpaviiHmx 3a He UA/4832/02/01
01 200 mr no 12 «TeBa OnepeiiwH3 mMartepianis: 3miHu | TUNy - 3MiHK peyenmo | nionse
TabneTok y YKpaiHa» MonaHg oo 6esnekn/edhekTMBHOCTI Ta M ae
6nicTepi; no 1 thapmakoHarnsgy. 3MiHM y KOpOTKili
6nictepy B XapakTepucTuL nikapcbkoro 3acooby,
Kopo6ui; no 15 TEKCTi MapKyBaHHS Ta iHCTpyKLi Ans
TabneTok y MeAMYHOro 3acTOCYBaHHS
6nictepi; no 2 reHepuYHMX/ribpuaHNX/6ionodibHMX
6nictepu B NiKapCcbKnx 3acobiB MiCNs BHECEHHS
KopooLi Tiel camoi 3MiHW Ha pedhepeHTHW
npenapar (3miHa He noTpebye
Ha/JaHH$! XOLHNX HOBUX AOAATKOBMX
AaHnx) 3MiHU BHeCEeHO A0 IHCTpyKui
AN MeAUYHOro 3aCTOCYBaHHS
niKapcbKoro 3acoby fo po3ainis
"B3aemogis 3 iHWMMMU JTiKapCbKUMM
3aco6amu Ta iHWi BUAW B3aeMoSiii",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakuyii” BigNoBigHO A0
pediepeHTHOro JikapcbKoro 3acoby
Ernonin, Tabnetkn. BBefieHHs 3MiH
NpoTArom 6-Tm MicALIB micns
3aTBEPAXKEHHS
229. | CYNPINIEKC® | isoxsuprin | i3okcynpu CO4A TabneTkn no TOB YkpaiHa KYCYM IHgis BHECEHHS 3MiH 40 peecTpavLiiHnx 3a UA/9162/01/01
e HYy AO01 10 mr; no 10 «KYCYM» XENTXKEP NBT mMartepianis: 3miHu | Tuny - peyenmo
rigpoxnop TabneToky nTa AAMIHICTpaTMBHI 3MiHW. 3MiHa M
na, 6nictepi; no 1 HaliMeHyBaHHs Ta/abo agpecu
abo no 3 3asBHUKA (BNacHMKa peecTpauiiniHoro
6nictepu B noceifyeHHs). 3MiHa HaliMeHyBaHHS
KapTOHHIN 3as1BHMKA (B/1acHVKa peecTpaLiiiHoro
ynakoBLj nocBigYeHHs), 6e3 3MiHW pPUANYHOT
ocobu. TepmiH BBELLeHHS 3MiH -
npoTsArom 6 micAuis nicns
3aTBEPAKEHHS.
230. | CYNPINEKC® | isoxsuprin i3okcynpu - Tabnetku no TOB YKpaiHa KYCYM IHAis BHECEHHS 3MiH 0 peecTpaviinHmx - UA/21045/01/01
e HYy 10 wr; in bulk «KYCYM» XENTXKEP NBT MaTtepianis: 3miHu | Tuny -
rigpoxnop Ne 12600 nTa AIMIHICTpaTUBHI 3MiHN. 3MiHa
na (10x1260): no HaliMeHyBaHHS Ta/abo agpecu

10 TabneTok y
6nicTepi, no
1260
6nictepiB B
KapPTOHHIMN

3as1BHMKaA (B/1acHMKa peecTpaLiiiHoro
noceigueHHs). 3MiHa HaliMeHyBaHHS
3asiBHUKA (BNacHUKa peecTpaviitHoro
NOCBIAY€EHHS), 6€3 3MIHW PUANYHOT
0co6u. TepmiH BBeIEHHS 3MiH -
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Hassa

MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
KOpoo6Li npotsArom 6 micsAuis nicns
3aTBEPAKEHHS.
231. | CYCNPIH® ondansetr | oHgaHceT A04A Tabnetku, TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH 4O peecTpavLiiHnx 3a He UA/19927/01/02
on POHY AO01 BKPWUTI «KYCYM» PAPM", YkpaiHa mMartepianis: 3miHu | Tuny - peyenmo | nionse
rigpoxnop NNiBKOBOIO a6bo AAMIHICTpaTMBHI 3MiHU. 3MiHa M ae
nay 060/10HKOI0, TOB "KYCYM", HaliMeHyBaHHs Ta/abo agpecu
avrigpat no 8 mr, Ne10 YkpaiHa 3asBHUKA (BNacHWKa peecTpauiiiHoro
(10x1): no 10 nocBifyeHHs). 3MiHa HaliMeHyBaHHS
TabneTok y 3aaBHuKa 3 TOB "TNEAPAPM NTA",
6nicTepi; no 1 YkpaiHa Ha TOB "KYCYM", YkpaiHa
6nictepy y TepMiH BBEAEHHS 3MiH - NPOTArom 12
KapTOHHIf MiCALIB MiCNA 3aTBEPKEHHS. 3MiHM |
ynakosLj; TMny - AAMIHICTpaTVBHI 3MiHW. 3MiHa
Ne30 (10x3): HalilMeHyBaHHs1 Ta/abo agpecy Micus
no 10 NPOBaKEHHS AISNbHOCTI
TabneTok y BUPOGHMKa/iMnopTepa rotToBoro
6nictepi; no 3 nNiKapcbKoro 3acoby, BKIYaum
6nictepn y AinbHWL BUNYcKy cepii abo micue
KapTOHHIl NpOBefEeHHS KOHTPO/O AKOCTI.
ynakoBLi (aisnbHICTb, 3a Ky BignoBigae
BMPOGHUK/IMNIOPTEp, BKIKOYAKOUM
BUMYCK cepiid). 3MiHa Ha3BK
BUpo6bHuka 3 TOB "TNEAPAPM NTA",
YkpaiHa Ha TOB "KYCYM", YkpaiHa.
Micue3HaxomKeHHs BUPOGHMYOT
OiNbHULI HEe 3MIHWIOCh.
3MiHV BHECEHI B iHCTPYKLitO ANns
MeAMYHOro 3acTOCYBaHHA /likapCbKoro
3aco0by y po3ain «BupobHuMK» (3miHa
HaliMeHyBaHHS BUPOOHMKa,
BifNoOBIAAIbHOTO 3@ AiSNIbHICTD,
BK/tOYatoun Bunyck cepii, 3 TOB
«TNEA®APM NTA» Ha TOB
«KYCYM»), K HacnigokK —
3aTBEPMKEHHSA TEKCTY MapKyBaHHS
yNakoBKM NikapcbKoro 3acoby ans
BUPO6HMKA TOB «KYCYM>». TepMmiH
BBEJEHHS 3MiH - NPOTArom 12 micauis
nicns 3aTBepmAkeHHs.
232. | CYCNPIH® ondansetr | oHaaHceT AO4A TabneTku, TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH 0 peecTpaviiiHmx 3a He UA/19927/01/01
on pOHY AO01 BKPUTI «KYCYM» PAPM", YkpaiHa marepianis: 3miHu | Tuny - peyenmo | nionse
rigpoxsiop NNiBKOBOIO abo AZMIHICTpaTMBHI 3MiHN. 3MiHa M ae
nay 060/10HKOH0, TOB "KYCYM", HaliMeHyBaHHs1 Ta/abo aapecu
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
avrigpat no 4 mr, Ne10 YkpaiHa 3asBHUKa (BNacHWKa peecTpaviiniHoro
(10x1): no 10 noceifyeHHs). 3MiHa HaliMeHyBaHHS
TabneTok y 3anBHuKa 3 TOB "TNEAPAPM NTA",
6nicTepi; no 1 YkpaiHa Ha TOB "KYCYM", YkpaiHa
6nictepy y TepMiH BBEAEHHS 3MiH - NPOTArom 12
KapTOHHIi MiCALIB MiCNA 3aTBEPKEHHS. 3MiHM |
ynakoBLyj; TUny - AAMIHICTPaTMBHI 3MiHU. 3MiHa
Ne30 (10x3): HalilMeHyBaHHs Ta/abo agpecy Micus
no 10 NPOBaKEHHS AISANbHOCTI
TabneTok y BMPOGHMKa/imnopTepa rotoBoro
6nictepi; no 3 NiKapcbKoro 3acoby, BKIUaum
6nictepn y AinbHWL BUNYCKy cepii abo micue
KapTOHHIl NpoBefEeHHS KOHTPOJTH0 SKOCTI.
ynakoBLj (aisnbHICTb, 3a AKy BignoBifae
BMPOGHUK/IMNIOPTEP, BKIKOYAKOUM
BUMYCK cepiid). 3MiHa Ha3BK
BUpo6bHuka 3 TOB "TNEAPAPM NTA",
Ykpaina Ha TOB "KYCYM", YkpaiHa.
Micue3HaxomKeHHs BUpOGHMYOT
OiNbHULI HEe 3MIHWIOCh.
3MiHM BHECEHI B iHCTPYKLit0 ANns
MeAMYHOro 3aCTOCYBaHHA /liKkapCbKOro
3aco0by y po3ain «BUpo6HMK» (3miHa
HallMeHyBaHHS BUPOOHMKa,
Bi4NOBiAa/IbHOIO 3a Ajisi/IbHICTb,
BK/tOYaouM BUNyck cepii, 3 TOB
«TNEA®PAPM NTA» Ha TOB
«KYCYM»), 5K Hacnigok —
3aTBEPMKEHHSA TEKCTY MapKyBaHHS
yMNakoBKM NikapcbKoro 3acoby ans
BMpo6HMKa TOB «KYCYM». TepMmiH
BBEJEHHS 3MiH - NPOTArom 12 micauis
nicns 3aTBepmAKeHHs.
233. | CYCTAMAP® - CyXuii MO9A | Tabnetku, Ecnapma HimeuuunH ApsaHc ®apma Himeyuun BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/12869/01/01
ekcTpakT 3 | X BKPWUTI 6X a m6X, Ha MaTepianis: 3miHu | TMny - 3MiHK 3 peuyenmo
KOPIHHSA NAiBKOBOO HimeuunHa AKocTi. [oToBWIA Nikapcbkuii 3aci6. M
MapTiHii 060/10HKOH, (BMPOGHMLTBO KOHTPO/1b rOTOBOIO NiKapcbkoro
3analuHol no 480 mr; no Hepo3ghacoBaHO 3acoby. 3miHa napameTpis
(extractum 10 TabneTok y ro NpoaykTy, cneumdikauin Ta/abo gonycTummx
Harpagop 6nicTepi; no 2 nepBuHHE MEX roTOBOrO JliKapcbKoro 3acoby
hytum abo no 5 abo nakyBaHHs, (BUNYYEHHA HE3HAYHOr0 NoKasHMKa
procumbe no 10 BTOPUHHE (Hanpvknag 3acTapinoro nokasHvika,
ns siccum) onictepiB y nakyBaHHs, Takoro sik 3anax Ta cmak, abo
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
KapTOHHIl KOHTPO/b AKOCTI, iaeHTndikauis 6apBHYKIB UM CMaKOBUX
KopoobLi BUNYyCK cepil); [06aB0K)) BHECEHHS 3MiH A0

ecnapma ®apma
Cepgices 'M6X,
HimeuunHa
(BTOPUHHE
nakyBaHHs);
dapma
BepHirepoge
rv6X,
HimeyunHa
(koHTpO/b
AKOCTI)

Cneumdpikauii N3, 30kpema:
BU/Ty4a€ETbCA KOHTPO/b 6apBHMKa
niokewa, TUTaHy. KoHTposb 6apBHUKIB
B rOTOBOMY MPOAYKTi BU3HAHO
3acTapinmm 3rigHo variation guideline
Commission Regulation (EC) No
1234/2008. 3miHu | TMny - 3MiHK 3
[KocTi. [oToBWIA Nikapcbkuii 3aci6.
KOHTpO/b rOTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpis
cneumdikauin Ta/abo gonycTummx
MeX rOTOBOr0 NikapCbKOro 3acoby
(nonoBHeHHA ab0 3amMiHa NokasHMKa
cneuudikauii 3a pesynbTatamm
nocnimpkeHb 3 6e3neku abo sAKocTi (3a
BVHAITKOM JliKapCbknx 3aco6is
6ionoriyHoro/iMyHos0r4YHOT0
NOXo/KeHHs)) BBeaeHHA HOBOro
nokasHuka Cneuudikauii M3 Ha
Bunyck "TiponisnavHoBsi ankanoign's
KpUTEPIsSiMU NPUAHATHOCTI < 0,3 MKr/Kr
3 BiNOBIAHUM METOAOM KOHTPOIO,
Lo onucaHuii B p.3.2.5.4.2.
AHaniTMYHI MeToAVKM Ta [0faBaHHAM
NPUMITKN - "MOKa3HVK KOHTPOJIETHCA
y CMPOBUHI". 3MiHM | TUNY - 3MiHK 3
siKocTi. FoTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NikapCbKoro
3acoby. 3miHa napameTpis
cneumdikadin Ta/abo gonycTummx
MEXX rOTOBOrO /ikapCbKOro 3acoby
(BVNYYEHHS HE3HAYHOTO MOKa3HMKa
(Hanpviknag 3acTapinoro NokasHuka,
TaKoro siK 3anax Ta cmak, abo
iaeHTndikauis 6apBHYKIB UM CMaKOBUX
[06aB0K)) BHECEHHS 3MiH A0
Cneumdpikauii N3, 30kpema:
BU/Ty4a€ETbCA KOHTPO/b 6apBHMKa
3aniza okeug (Ill). KoHTponb 6apBHUKIB
B rOTOBOMY MPOAYKTi BU3HAHO
3acTapisimm 3rigHo variation guideline
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
Commission Regulation (EC) No
1234/2008.
234. | TAUTELUUKAL | tigecycline | Taireumkn | JO1AA | niocpinisar Mictpan AHrnis BEM Inau CaH. | Typeuun BHECEHHS 3MiH 0 peecTpavinHmx 3a He UA/18387/01/01
H-BICTA iH 12 L5 PO3YNHY Kenitan Be Tik. A.C. Ha martepianis: 3miHu | TUny - 3MiHn peyenmo | nionse
Ons iHy3il, MeHemxm oo 6e3snekn/edpekTMBHOCTI Ta M ae
no 50 mr; no eHT thapmakoHarnsgy. 3MiHM y KOpOTKili
10 dpnakoHis 3 Nimiten XapakTepucTuLi nikapcbkoro 3acoby,
NOPOLLKOM Y TEeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
KapTOHHIf MeANYHOro 3aCToCyBaHHSA
Kopoo6Li reHepnyYHuX/ribpuaHNx/6ionogibHNX
nikapcbknx 3acobiB nicns BHECEHHS
Tiel camoi 3MiHWN Ha pedhepeHTHWi
npenapar (3MiHa He NoTpebye
Ha/JaHHS XOAHWNX HOBWX AOAATKOBMX
AaHnx). 3MiH1 BHECEHO A0 iIHCTPYKL,ii
AN19 MeAUYHOro 3acTOCYBaHHS
niKapcbKoro 3acoby y po3ainv
"B3aemogis 3 iHWMMW fliKkapCbKuMu
3acob6amu Ta iHWi BUAy B3aEMogiii",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog BariTHOCTI
abo rogyBaHHsA rpyaar”, “robivHi
peakuii" BignosiaHO A0 iHGopMaLii
LL{0A0 MELMYHOTO 3aCTOCYBaHHS
pethepeHTHOro NikapcbKoro 3acoby
(Tygacil 50 mg powder for solution for
infusion) BBefeHHs 3mMiH NpoTArom 6-
TV MiCALIB 3 AATW 3aTBEPAYKEHHS.
235. | TA®IHNAP® dabrafenib | pabpadeH | LO1EC | kancynwu HosaprTic Lseliuapi BUPOGHWK 415 Icnanis/ BHECEHHS 3MiH [JO peecTpaLiiiHnx 3a UA/14420/01/02
i6 (y 02 TBepai no 75 dapma Al a nakyBaHHs Ta Benvka MaTtepianis: 3miHu | TMny - 3MiHK 3 peyenmo
dopmi mr, no 120 BUNYCKY cepil: BputaHi akocTi. A®l. BUpo6bHMLTBO. 3MiHM B M
fabpacheH Kancyny nakco al npoueci BupobHuuTea AP (iHwwi
ioy chnakoHax Bennkom C.A., CnoseHi 3MiHM) 3MiHX Y BUPOGHNYOMY NPOLECI
mesunarty) IcnaHis; il aKTVBHOI PeYOBUHN 3 METOIO
BMPOGHUK KOPUryBaHHS LiSIbOBOrO 3HaYEHHs B
Hepo3giacoBaHo Mexax 3aTBepmxeHoro PAR(Proven
T npoayku;i: Acceptable Range) ons
nakco 3aBaHTaXKeHHsA 2,2-

OnepeiiwHc OK
NimiTen, Benvika

BpuTaHis;
anbTepHaTMBHA
OinbHUUS

AvMeTuanponaHTioamigy
(GW441956X) Ha npomixHili cTagii 2,
a TaKoX A5 PO3LUMPEHHS Aiana3oHy

BMXOAY NPOMIiXHOI CMONyK/
GSK2127769A (ctagis 2). 3miHu |
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
BignoBigabHa MRy - 3MiHK 3 sKkocTi. AdI.
3a BUPOGHULITBO Bupo6HMLTBO. 3MiHW B npoLeci
Hepo3dacoBaHo BMPO6HMLTBA AP (iHLLI 3MiHW) 3MiHK Y
T npoAykuii Ta npoveci BUpobHMLTBA Ajtoyol
KOHTPO/b SIKOCTI: PEYOBMHMN 3 METOI BHECEHHS 3MiH [10
3irdopig, 3HayeHb PAR(Proven Acceptable
Bap6epa C.J1., Range) Ta UinboBMX 3HAYEHb
IcnaHisi; Temnepartypu NnociBHOro martepiany Ta
KOHTPO/Ib SAKOCTI NPOMUBAHHSA TigPOKCUAOM aMOHI0 Ha
(4acTkoBwUiA): cTagii 3
Nex
PapmacboTukan
ca.A.,
CrnoseHis;
BMPOGHWLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/Tb AKOCTI
(4acTkoBUiA),
BWMNYCK Cepil:
HoBaprTic
PapmacbioTuKan
MaHyhakTypiHr
NINIC, CnoseHis
236. | TA®IHNAP® dabrafenib | pabpadeH | LO1EC | kancynu HosaprTic Lseliuapi BUPOGHWK 15 Icnania/ BHECEHHS 3MiH 0 peecTpaviintHmx 3a UA/14420/01/01
i6 (y 02 TBepai no 50 dapmva Al A nakyBaHHA Ta Benuka marepianis: 3MiHu | TUny - 3MiHK 3 peyenmo
dhopmi mr; no 120 BUNYCKyY cepii: BputaHi akocTi. A®l. BUpo6bHMLTBO. 3MiHM B M
nabpadeH Kancyny Inakco al npoueci BupobHuuTBa AP (iHWi
i6y donakoHax Bennkom C.A., CnoBeHi 3MiHW) 3MiHM Y BUPOBHNYOMY MPOLECi
mesunarty) IcnaHis; a aKTVBHOI PEYOBUHN 3 METOIO
BUPOGHMK KOpPUryBaHHS LjiIbOBOr0O 3HAYEHHS B
Hepo3dacoBaHo Mexax 3aTsepmxeHoro PAR(Proven
T npoaykuji: Acceptable Range) gns
nakco 3aBaHTaXKeHHsA 2,2-

OnepeiiwHe OK
Nimiten, Benvka
BpuTaHis;
anbTepHaTMBHA
OinbHULA
BignosiganbHa
3a BUPOGHULTBO
Hepo3d)acoBaHo

AvMeTuanponaHTioamigy
(GW441956X) Ha npomixHili cTagii 2,
a TakoX 4151 PO3LUMPEHHSA Aiana3oHy

BVXOZY NPOMDKHOI CMOMYKM
GSK2127769A (cTagis 2). 3MiHu |
My - 3MiHK 3 AkocTi. API.
Brpo6HMLUTBO. 3MiHM B npoueci
BUpo6HMLUTBA AP (iHLWi 3MiHW) 3MiHN Y
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
T npoAykuii Ta npoveci BUpobHMLTBA Ajtoyol
KOHTPO/b SIKOCTI: PEYOBMHMN 3 METOI BHECEHHS 3MiH [10
3irdopig, 3HayeHb PAR(Proven Acceptable
Bap6epa C.J1., Range) Ta UinboBMX 3HAYEHb
IcnaHis; Temnepartypu NnociBHOro marepiany Ta
KOHTPO/Ib SAKOCTI NPOMUBAHHS TigPOKCUAOM aMOHI0 Ha
(4acTkoBwUiA): cTagii 3
Nex
PapmacbioTukan
cah.,
CnoseHis;
BMPOGHWLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/Tb AKOCTI
(4acTkoBUiA),
BWMNYCK Cepil:
HoBaprTic
dapmacbioTuKan
MaHythakTypiHr
NINIC, CnoseHis
237. | TEBANOP- - AeKBaniHi RO2A Tabnetku gns TOB YkpaiHa BankaHtapma- Bonrapi BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 UA/4271/01/01
TEBA o xnopug; | A20 CMOKTaHHs, no «TeBa Pasrpag AT, A marepianis: 3mMiHu | Tuny - 3MiHM 3 peyenma
KucnoTa 20 TabneTtoky YkpaiHa» Bonrapis; akocTi. CepTudpikar signosigHocTi/TE-
ackopbiHo 6nictepi; no 1 BankaHdapma- cepTudikaT BiANOBIAHOCTI
Ba abo 2 OynHunus AT, €Bponeiicbkii
6nictepu B Bonrapis thapmakonei/moHorpadii. NMogaHHs
KapTOHHIi HOBOro abo OHOBNEHOro cepTudpikata
nauui BiANOBIAHOCTI @60 BUNYYEHHS

cepTudikaTa BifnoBigHOCTI
€Bponelicbkiit hapmakonei: ana Adl;
ANsa BUXigHOro
marepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHCS Y
BMPOGHULTBI A®I; AN AONOMIXHOT
pevoBUHU (cepTuddikar BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) - Hosuii
cepTudikaT Bif BXe 3aTBepAKEHOr0
BUPOOGHMKA - NOAAHHS HOBOIO
cepTudikaTa BifgnoBigHOCTI
€poneiicbkiin hapmakonei Ne CEP
2022-066 - Rev 00 ans gitoyoi
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Hassa

Hassa

Koo

MixHapoo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
peuoBuHM Ascorbic acid Big Bxe
3aTBEPAKEHOrO BUPOBHMKA, SKWIA
3MiHMB Ha3By 3 Northeast
Pharmaceutical Group Co., Ltd.
(China) Ha NORTHEAST
PHARMACEUTICAL Group Company,
Limited (China) (3amiHa AMSF
Northeast Pharmaceutical Group Co.,
Ltd., 2020)
238. | TEJICAPTAH telmisarta Tenmicapt | C09C TabneTkn no O-p IHAjia O-p Peppi'c IHAjs BHECEHHS 3MiH 0 peecTpaLiiniHmx 3a UA/14589/01/02
n aH AO07 40 wmr; no 10 Pepgi'c Nab6opaTtopic mMaTepianis: 3miHu | TMny - 3MiHK 3 peuyenmo
TabneTok y Nab6opaTo Ntp, ®TO -1 SKOCTi. [OTOBWIA Nikapcbkuii 3aci6. M
6nicTepi; no 1 pic 114 KOHTPO/1b rOTOBOIO NiKapcbkoro

abo 3
6nictepu B
KapTOHHIl
KopoobLi

3acoby. 3miHa napameTpis
crneungikauii Ta/abo gonycTuMmx
MeX rOTOBOrO NiKapCbKOro 3acoby
(iHWi 3miHV) BBEAEHHA NepiognNYHOCTI
KOHTPO/IIO 3a NOKa3HUKOM
«MikpobionoriyHa uncToTa» B
Creuudikauito '3 (nig yac Bunycky),
a came gopaeTtbes npumiTka: «IMig vac
Bunycky (release specification):
KOHTPONIOETLCA 3 NepiognyHicTio 1
cepisi Ha KOoXHi 20 cepiin abo 1 cepis
Ha piK 3a/1eXXHO Bif, TOrO, Lo YacTile»
Ta B Cneuundikauito '3 (Ha TepMiH
npuaaTHOCTI), a came 404A€ETbCA
npuMmiTKa: «[1n1s CTPOKy NpUAATHOCTI
(shelf-life specification):
BMNPOGYBaHHA NPOBOAATb Y KiHLi
TepMiHy npuaaTHocTi abo BignoBiagHO
[0 NPOTOKO/Y». BBEAEHHSA 3MiH
NpPOTAroM 6-T1 MicALIB micns
3aTBepKeHHA. 3MiHW | TNy - 3MiHK 3
siKocTi. FoToBWMIA Nikapcbkuii 3aci6.
3MiHM y BUPOGHMLTBI. 3MiHa po3mipy
cepii (BKIoYaoum dianasoH po3mipy
cepil) roToBOro Nikapcbkoro 3acoby
(36inbLlueHHs Ao 10 pasiB NOPIBHSHO i3
3aTBepAXEHVIM po3mipomM) BBBeAeHHS
[ofaTkoBoro po3mipy cepii N3 ana
[o3yBaHHs 1o 40 mr (1,4 million
tablets (406.00 kg)) y AONOBHEHHSA A0
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
3aTBepxeHoro. Po3mip cepii ans
[03yBaHHSA no 80 Mr 3anuwaeTbes 6e3
3MiH.
3arBepaeHo:

Common Blend — 139.20 kg

Division options:
Telmisartan Tablets 40 mg — 39.15 kg
(135,000 Tablets)
Telmisartan Tablets 80 mg — 78.30 kg
(135,000 Tablets)

Common Blend — 406.00 kg
Division options:
Telmisartan Tablets 40 mg — 174.00
kg (600,000 Tablets)
Telmisartan Tablets 80 mg — 232.00
kg (400,000 Tablets)

Full conversion of 406.00 kg common
blend to Telmisartan 80 mg — 700,000
Tablets

3anponoHoBaHo:

Common Blend — 139.20 kg
Division options:

Telmisartan Tablets 40 mg — 39.15 kg

(135,000 Tablets)

Telmisartan Tablets 80 mg — 78.30 kg

(135,000 Tablets)

Common Blend — 406.00 kg

Division options:
Telmisartan Tablets 40 mg — 174.00
kg (600,000 Tablets)
Telmisartan Tablets 80 mg — 232.00
kg (400,000 Tablets)

Full conversion of 406.00 kg common
blend to Telmisartan 80 mg — 700,000
Tablets

Full conversion of 406.00 kg common
blend to Telmisartan 40 mg — 1,4
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

million Tablets
BBefeHHs1 3MiH NPOTAroM 6-Tu Micsauis
nicns 3aTBepmKeHHs.

3MiHu Il TUNYy - 3MiHU 3 AKOCTI.
loToBMIA NiKapcbkunii 3aci6. 3miHM y
BMPOGHMLTBI. 3MiHU BUNpobyBaHb abo
[0MNyCTUMUX MEX, BCTAHOB/IEHNX Y
cneundikauisix, nig yac BMpobHuLTBA
rOTOBOrO Jlikapcbkoro 3acoby (iHLwi
3MiHM) BHECeHHS 3MiH y Creuudikauito
nig vac supobHuuTea N3, a came
BW/TyYeHHs nokasHukis (Description,
Water by KF, Content Uniformity,
Assay) Ta 3MiHEHO KpuTepiii
NPUAHATHOCTI 4719 nokasHuka Water
by KF Ha cTagii 3miwysaHHs (blend
stage) (3aTBepAXEHO: He Ginble 5,0
% m/M; 3aNpoONOHOBaHO: He GifbLue
3,0 % m/m); 3 npumiTKoto: «Blend
stage analysis shall be performed only
for Validation/submission batches».
[onaTtkoBo 3MiHEHO KpUTepil
NPUAHATHOCTI 4719 NOKa3HuKa
Thickness Ha cTagii CTUCHEHHSs
(compression stage) ons f03yBaHHSA
40 wmr (3aTBepmkeHo: 4.80 £ 0,20 Mm
(4.60 — 5.00 Mm); 3anpoMNOHOBAHO:
4.80 + 0,30 mm (4.50 — 5.10 mm)); ons
[o3yBaHHsa 80 mr (3aTBepmxeHo: 5.90
+ 0,20 mm (5.70 — 6.10 mm);
3anponoHoBaHo: 5.90 + 0,30 mm (5.60
—6.20 mm)). BBEAEHHS 3MiH NPOTATOM
6-TW MicALIB Nic/is 3aTBEPAKEHHS

239.

TENCAPTAH

telmisarta
n

Tenmicapt
aH

co9oC
A07

Tabnetkv no
80 wmr; no 10
Tabnetok y
6nictepi; no 1
a6o 3
6nictepu B
KapTOHHIi
Kopoo6Li

a-p
Pegpgi'c
Na6opato
pic T4

IHais

[-p Peapi'c
NabopaTopic
nra, dTO -l

IHais

BHECEHHS 3MiH 0 peecTpaviintHmx
marepianis: 3MiHu | TUny - 3MiHK 3
[KocTi. FoToBWIA Nikapcbkuii 3aci6.
KOHTpO/b rOTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpis
cneumdikauin Ta/abo gonycTummx
MEeX rOTOBOr0 NikapCbKOro 3acoby
(iHWi 3MiHW) BBEAEHHS NEepPiogNYHOCTI
KOHTPOJIHO 3@ MOKa3HNKOM

3a
peyenmo
M

UA/14589/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

«MikpobionoriyHa yncrora» B
Cneuudikauito '3 (nig yac Bunycky),
a came gopaeTtbesa npumiTka: «Mig vac

Bunycky (release specification):
KOHTPONIOETLCA 3 NepiognyHicTio 1
cepisi Ha KOXHi 20 cepiin abo 1 cepis
Ha piK 3a/1eXHO Bif, TOrO, L0 YacTile»
Ta B Cneuundikavito 13 (Ha TepMiH
npuAaTHOCTI), a came f04A€ETbCA
npumiTka: «[n1s CTpoKy npugaTHoCTI
(shelf-life specification):
BMNPOGYBaHHA NPOBOAATb Y KiHLi
TepMiHy npugaTHocTi abo BifgnoBigHO
[10 NPOTOKONY>». BBEAEHHSA 3MiH
NPOTArom 6-T1 MicALIB Micns
3aTBepMXEHHS. 3MiHu Il Tvny - 3miHu 3
siKocTi. FoTOBWIA Nikapcbkuii 3aci6.
3MiHN Y BUPOGHULTBI. 3MiHK
BMNpoGYyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cnevundikauisx, nig
yac BMPOBHMLTBA FOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHu)
BHeCeHHs 3MiH y Cneuudikauito nig
yac BnpobHuyTea N3, a came
BW/TyYeHHs nokasHukis (Description,
Water by KF, Content Uniformity,
Assay) Ta 3MiHEHO KpuTepiii
NPUAHATHOCTI 4719 nokasHuka Water
by KF Ha cTagii 3miwysaHHs (blend
stage) (3aTBepAXeHO: He Ginble 5,0
% m/M; 3anNpoNoOHOBaHO: He GifnbLue
3,0 % m/m); 3 npumiTKoto: «Blend
stage analysis shall be performed only
for Validation/submission batches».

[onaTtkoBo 3MiHEHO KpUTepilt

NPUAHATHOCTI 4719 NOKa3HUKa

Thickness Ha cTagii CTUCHEHHSs
(compression stage) ons f03yBaHHSA
40 wmr (3aTBepmkeHo: 4.80 £ 0,20 Mm

(4.60 — 5.00 Mm); 3anpoOMNOHOBAHO:
4.80 + 0,30 mm (4.50 — 5.10 mm)); ons
[o3yBaHHa 80 mr (3aTBepmxeHo: 5.90
+ 0,20 mm (5.70 — 6.10 Mm);
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
3anponoHoBaHo: 5.90 + 0,30 mm (5.60
— 6.20 MM)). BBEei€HHS 3MiH NPOTAroM
6-T MicALIB MiC/1A 3aTBEPAKEHHS
240. | TEMOAOAN® temozolo TemMo30/10 LO1AX | nopoLuok ans Mepk LLiBeiuapi Brpo6HMUTBO Himeyun BHECEHHS 3MiH 0 peecTpaLiitHmx 3a UA/4893/02/01
mide Mig 03 pO34nHy ons Wapn i a Hepo3ghacoBaHO Ha/ mMaTtepianis: 3miHu | Tuny - peuyenmo
iHdpysin no Joym T npoAykuji, Benebris/ AAMiHICTpaTUBHI 3MiHW. 3MiHa M
100 mr; 1 IOEA nepBuHHE Higepna HaliMeHyBaHHs Ta/abo agpecy MicuA
hnakoH 3 6X nakyBaHHs Ta HAY NPOBaPKEHHS AiSNIbHOCTI
NOPOLLKOM Y KOHTPO/b AKOCTI: BMPOGHMKa/imnopTepa rotoBoro
KapTOHHIl CimTpa nikapcbKoro 3acoby, BKIOYaK4n
KopoobLi Loiunenn LOinbHUL BUNYCKY cepii abo micue
rvm6X, NpoBeLEeHHS KOHTPO/TIO AKOCTI.
HimeuuunHa; ([isnbHICTb, 3a Ky BignoBigae
BTopuHHe BMPOBHUK/IMNOpTEp, He BKIOYaKUN
nakyBaHHA Ta BUMYCK cepiid). 3MiHa Ha3BK
[03BiN Ha BMPOGHMKA rOTOBOTO NiKapCbKOro
BUNYCK cepil: 3acoby, L0 Bignosigae 3a
OpraHoH XeiicTt BMPOOGHULITBO HEpO3hacoBaHol
68, benbris; NPOAYKLUiT, NepBUHHE NakyBaHHA Ta
[o3Bin Ha KOHTPO/b SKOCTi NiKapCbKOro 3acoby,
BWMNYCK Cepil: 6e3 3mMiHn Micua BUpobHMLTBA. 3MiHN |
Mepk LWapn i TMny - AAMIHICTpaTBHI 3MiHW. 3MiHa
[oym B.B., HalilMeHyBaHHs1 Ta/abo agpecy Micus
HigepnaHgm NPOBa)XEHHS AiS/IbHOCTI BUPO6HUKA

(BkNtOUaKoUM, 3a HeObXigHOCTI, Micue
NpoBeAEeHHS KOHTPOIO AKOCTI), abo
BacHuka mactep-gaiina Ha A®l, abo
noctavasnbHuka A®Il/BuxigHoro
matepiany/peareHTy/npoMiXXHOro
NPOAYKTY, L0 3aCTOCOBYHOTbCS Y
BMPO6HMLTBI API (SKLLO 3a3HaYEHO Y
[0CbE Ha nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpONeiichbkil
thapmakonei y 3aTBepaXeHOMY [0CbE,
a60 BMPOGHMKA HOBOI AOMOMIXHOT
PEYOBMHM (SKLLIO 3a3HAYEHO Y [OCLE).
3MiHa Ha3BW BUPOOHUYOT AiNbHULL,
BiANOBIAaUIbHOI 3a MikpobionoriyHe
TEeCTyBaHHS fjilo40i pevyoBUHA
Temo30n0mig, i3 Baxter Oncology
GmbH, Germany Ha Simtra
Deutschland GmbH, Germany, 6e3
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
3MiHM MicLs BUPOOHMLTBA.
241. | TEPA®NIO Paracetam | napaueta NO02B NOpPOLLOK AN XaneoH LBeiiuapi | XaneoH Ankana IcnaHis BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 UA/5797/01/01
EKCTPA 3I ol, MO71, E51 opasibHOro KX CAPN A C.A. MaTepianis: 3miHu | TMny - 3MiHK 3 peyenma
CMAKOM combinatio | deHinedp po3uunHy; 1 [KocTi. [oToBwWIA Nikapcbkuii 3aci6.
NMMOHA ns excl. NHY naker 3 KOHTpPO/1b FOTOBOrO NiKapcbkoro
psycholept | rigpoxnop nopotukom; 10 3acoby. 3miHa y meToaax
ics ua, nakeTiB 3 BUMPOOYBaHHA rOTOBOrO NiKapCbKOro
oeHipamiH NOPOLLKOM Y 3acoby (He3HayHa 3miHa y
y Mmanear KapTOHHIN 3aTBEpPKEHUX MeTofax
Kopoo6Li BMNPOOYyBaHHA) HesHauHi 3MiHu y

3aTBEPMAKEHNX METOAAX KOHTPOSIO
npy BU3HaAYEHHI NapaueTamosny Ta
heHinedpuHy rigpoxniopuay Ta
NPOAYKTIB po3knagy napaveramony,
deHinedpuHy rigpoxnopuay Ta 4-
amiHodbeHosny, a caMe AoAaBaHHs
[ofaTkoBoro etany inbTpawii npu
NPUroTyBaHHI PO34YMHIB 3paskiB.
MeToauK/ KOHTPOS0 Ta napameTpu
crneundikaii J1I3 He 3MiHIOTbCSA
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuit 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOBYBaHHSA rOTOBOrO MiKapCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPMXKEHNX METOoAaX
BMNPO6YyBaHHA) HesHauHi 3mMiHn y
3aTBEPKEHNX METOAAX KOHTPOSO
npu BU3HaYeHHI heHipamiHy maneaty
Ta oro NpoaykTiB po3knagy, a came
[ofaBaHHA [0AaTKOBOro eTany
inbTpauii Npy NPUroTyBaHHI PO34KHIB
3paskiB. MeToAuKN KOHTPO/IIO Ta
napametpu crneyndikauii /13 He
3MiHIOIOTLCA 3MiHM | TUNY - 3MiHK 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6.
KOHTpO/b rOTOBOrO /iKapCbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHSA rOTOBOrO NiKapCbKOro
3acoby (He3HayHa 3MiHa 'y
3aTBEPMXEHNX METOoAaX
BUNPOo6YyBaHHA) HesHauHi 3mMiHn y
3aTBEPMKEHNX METOAAX KOHTPOJIO
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep

peecmpayiliHo

20
nocsio4eHHs

npy BU3HAYEHHI NPOAYKTY po3knagy
heHinedpuHy rigpoxsiopuay, a came
[loflaBaHHA [04aTKOBOrO eTarny
inbTpavii Npy NPUroTyBaHHI PO34MHIB
3paskiB. MeToAMKM KOHTPOSIO Ta
napameTpu cneyndikauii /13 He
3MiHIOIOTbCA

242,

TIOKONXIKO
3uma,
KPUCTANI3O
BAHUI 3
ETAHONY

tiocolchico
side

TIOKO/XIKO
3ng

KpUcTanivyHmi
NMOPOLLIOK
(cybcTaHuis) y
noAgiliHMx
nonieTuneHos
UX naketax
ansi
hapmaneBTuy
Horo
3aCTOCYyBaHHS

MpAT
"Papmaue
BTUYHA
hipma
"fapHuus”

YKpaiHa

Ankem
IHTepHelueHan
MpaiiBeTt
NimiTen

IHais

BHECEHHS 3MiH 0 peecTpaviintHmx
marepianis: 3mMiHu | Tuny - 3MiHn 3
AKocTi. CepTuddikar BignosigHocTI/TE-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBNEHOro cepTudpikata
BiAMNOBIAHOCTI @60 BUNYYEHHS
cepTudikaTa BignoBigHOCTI
€Bponelicbkiit hapmakonei: ana Adl;
ANsa BUXigHOro
marepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI A®I; AN 4ONOMIXHOT
peyoBuHU (cepTuddikat BiAMNOBIAHOCTI
€Bponeiicbkiil hapmakonei) -
OHoBReHn cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOBGHUKA - NOAAHHSA
OHOBJIEHOrO cepTudikaTa
BiANOBIAHOCTI EBpONENChbkil
thapmakonei CEP N° 2018-128-Rev
01 ans A®I Tiokonxikosua,
KpUCTasizoBaHWii 3 eTaHONy Bif, BXe
3aTBEpAKEHOro BUpobHuka Alchem
International Private Limited, India.
3MiHN, L0 CAPUYNHUAN PEBI3ito
BkasaHoro CEP € oHOB/eHHA
crneundikaLii 3a NOKa3HUKOM
«3a/IMLLKOBI PO3YMHHUKM» 6E3 3MiHK
METOAMKN Ta BHECEHHS APYKapCbKnX
YTOYHEHb.

UA/20531/01/01

243.

TPAMIKC®

Tranexami
c acid

TpaHeKca
MoBa
Kncnorta

BO2A
A02

po34nH AN
iH'ekujn, 100
mr/Mi; no 5
M/1 B amny i,
no 5 amnyny

NAT
"Tanuudpa
pu"

YKpaiHa

NAT
"Tanuudapm”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx

martepianis: 3miHu | TUny - 3MiHn

Loao 6esnekn/edeKkTMBHOCTI Ta
hapMakoHarnsgy. 3mMiH1 y KopoTkili
XapaKkTepucTuLi Nnikapcbkoro 3acoby,

3a
peyenmo
M

He
nionsie
ae

UA/14160/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

KOHTYPHIl
YapyHKOBIli
ynakosuj; no 1
abo no 2
KOHTYPHI
YapyHKOBI
ynakoBkn B
nauui

TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMYHOr0o 3aCTOCYBaHHs
reHepnyHuX/ribpuaHnx/6ionogibHmNX
NikapcbKnx 3acobiB Micns BHECEHHS
Tiel camoi 3MiHN Ha pedhepeHTHW
npenapar (3mMiHa He noTpebye
Ha/laHHS XXOAHWNX HOBUX A0AATKOBMX
naHnx). 3MiHW BHECEHO [0 IHCTPYKLIT
AN MeAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"®apmakonoriyHi BnactnsocTi”,
"MNoka3zaHHA", "TpoTMUnoKasaHHsa",
"B3aemogis 3 iHWMMW JliKapCbKUMM
3aco6amMu Ta iHWi BUAW B3aeMogiii",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepios BariTHOCTI
a6o rogysaHHa rpyaar”, "Cnocié
3acTocyBaHHs Ta gosn", "fitn",
"MepenosyBaHHa", "Mo6ivHI peakuii”
3rifHO 3 iHhopmaLieto Wwoao
MeAMYHOIO 3aCTOCYBaHHS
pedhepeHTHOro /likapcbkoro 3acoby
(Cyklokapron® 100 mg/ml solution for
injection). BeegeHHs 3MiH npoTsirom 6-
TV MicAUIB NicNa 3aTBEPAXEHHS.
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHu). 3MiHu
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3acToCyBaHHSA NikapCcbKoro 3acoby y
po3ain "Mo6iyHi peakyii” woao
BaX/IMBOCTI 3BITYBaHHS NpPo NobiyHi
peakLuii. BBeeHHs 3MiH NpoTArom 6-Tu
MiCALIB MiC/1A 3aTBEPKEHHS. 3MiHM |
My - 3MiHK WoA0
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
OHoB/eHHs iHdopmadii B n.5. n.8,
n.17 TeKCTy MapKyBaHHSA BTOPUHHOT
yMakoBKU NiKapcbKoro 3acoby.
BBefeHHs 3MiH NPOTAroM 6-Tn Micsauis
nicns 3aTBepmKeHHs

244,

TPENEAXA

Vilanterol,

oIr0TUKa3

RO3AL

NOPOLLOK A/1sk

nakcoCwmi

Benvka

[nakco

Benvka

BHECEHHS 3MiH 10 peecTpaujiiiH1X

3a

UA/21194/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
ENNINTA umeclidini | oHy 08 iHransauin, TKnsiH BputaHis OnepeiiwHc KOK | BputaHi | maTepianiB: TexHiuHa nomwska (3rigHo | peyenmo
um dypoar, [,030BaHwuiA, No Ekcnopt Nimites, wo a Haka3y MO3 Big 23.07.2015 Ne 460) M
bromide yMeKignH 92 mkr/55 Nimiteq Beje fisNbHICTb BrinpaBneHHs TEXHIYHNUX MOMWJIOK,
and iym (y MKr/22 Ak [nakco 3rigHo n.2.4. po3giny VI Hakasy MO3
fluticasone | dopmi MKr/f03y; no Bennkom YKkpaiHu Bif 26.08.2005p. Ne 426 (y
furoate 6pomigy) i 14 a6o 30 o3 OnepeiiHc, pepakuii Hakazy MO3 YkpaiHu Bif
BinaHTepo B Benvka 23.07.2015 p Ne 460) - BunpaBneHHs
n (y hopmi NOPOLLKOBOMY BpuTaHis TEXHIYHOT MOMW/IKK, MOB’A3aHO 3
TpudpeHat iHransaTopi; no HEKOPEKTHUM nepeknanom
arty) 1 iHransTopy B YKpaiHCLKOK MOBOK P03y
NOTKyY 3 3.2.P.5.1. a came: y cneyudikauii Ha
donbru; no 1 MOMEHT BUMYCKY Ta cneuudikauii Ha
NOTKY B TEepMiH MpPUAATHOCTI y TecTi
KapTOHHIl «MikpobionoriuHa siKicTb (6nicTepHuii
Kopoo6Li cTpun 3
YMeKNiAVHIyMOM/BiTaHTEPOsIOM)»
nepenik KOHTPObOBaHNX
cneundikoBaHMX MiKPOOPraHi3mis.
[itoua pepakuis: BigcyTHicTb
cnewumgikoBaHNX MiKpoopraHi3mis:
EHTepob6akTepii Ta iHWi rpaMHeraTvBHi
6akTepii Pseudomonas aeruginosa
Staphylococcus aureus MNponoHoBaHa
pefakuisi: XKOBYOCTIliKi rpaMHeraTvBHi
6akTepii Pseudomonas aeruginosa
Staphylococcus aureus 3a3HaueHe
BMNpaB/IEHHSA BiANOBifaE MaTepiasiam
peecTpaLiiiHoro Aocbe
245. | T-CENT® benzydami | 6eH3ngami | AO1A Tabnetkn ans Amakca Benuvka ACIEH Monbpa | Monbla BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 nidnsie | UA/13494/01/01
ne HYy D02 PO3CMOKTYBaH nrp, BputaHis XKewys Ec.EW. marepianis: 3miHu | Tuny - peyenma ae
rigpoxsop HA no 3 mr, no AOMIHICTpaTUBHI 3MiHW. 3MiHa
ng, 10 TabneTok y HaliMeHyBaHHs Ta/abo agpecu

6nictepi; no 1
abo 2
6nictepn y
KapTOHHIf
Kopoo6Li

3as1BHMKA (B/1acHVKa peecTpaLiiiHoro
NOCBIAYEHHS) BUNPaB/IEHHSA Ha3BU
3as1BHMKA J1iKapCbKOro 3acoby 3
Amakca IT[ Ha Amakca JITa
BHaCNiA0K NEPBUHHO HEKOPEKTHOrO
3a3HayeHHs popmu BNACHOCTI
opUANYHOT 0cobw Limited sk
abpesiatypu (LTD) 3amicTb
KOPEKTHOTrO 3a3HayeHHs K
cKopoyeHHs (Ltd) aHrnilicbkoto MOBOO
T4, BignoBigHo, i TpaHcniTepauii
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
YKPaiHCbKOK MOBO. 3MiHV BHECEHO

[0 IHCTPYKLUiT AN1a MeAnYHOoro
3acToCyBaHHSA NikapCcbKoro 3acoby y
po3ain "3asBHuK" 3 BigMOBIgHMU
3MiHaMW y TeKCTi MapKyBaHHS
yMakoBKU NiKkapcbKoro 3acooby.
BBefeHHs1 3MiH NpOTArom 6-T MicsALUiB
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny -
3MiHN Wwopao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuL nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpyKLi Ans
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnigpKeHb 3 6e3neky 3acToCyBaHHsA
nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaTt OLiHKV 3BITy 3 AOC/iIKEHb,
npoBeAeHnX BignoBigHO 40 NaaHy
negiatpuyHunx gocnimpkers (PIP)
(3MiHy y3ropkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom). 3MiHu
BHECEHO [0 iHCTPYKL,i 415 MeguyHoro
3aCTOCYyBaHHS NiKapcbKoro 3acoby y
po3ain "3acTtocyBaHHSA y nepiog
BariTHOCTi abo rogyBaHHs rpyaat”
BiANOBIAHO [0 OHOBMEHOT iHchopmaLii
3 6e3nekun Ajtoyol pevyoBuHN.
BBefeHHs 3MiH NpoTArom 6-T MicsauiB
nicns 3aTBepgkKeHHs. 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn). 3MiHun
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby y
po3ain "MobivHi peakuii” woao
B&X/IMBOCTi 3BiTyBaHHS NpPO MoGiyHi
peaxuii, a Takox 10 po3giny
"YnakoBka" (y3romxeHHs iHchopmauvii
3rigHO 3 peecTpauiiHimM
noceigyeHHsiM). OHOBJ/IEHHS
iHchopmawii B TEKCTI MapKyBaHHS

BTOPMHHOI YNaKoBKM JIKAPCbKOro
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

3acoby (n.8, n.12, n.13), a Takox
BW/IyYEeHO nepeknag iHdopmadii
pOCilicbKoo MOBO. BBefeHHs 3MiH
NpoTArom 6-Tm MicALIB micns
3aTBEepPMKEHHS. 3MiHK | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu MicuA
NPOBaPKEHHS AISNIbHOCTI
BMPOGHMKa/imnopTepa rotosoro
nikapcbKoro 3acoby, BK0YaK4n
OinbHULU BUNYCKY cepii abo micue
NPOBEAEHHSI KOHTPOJIO SKOCTI.
(@isnbHicTb, 3a AKy BigNoBifae
BUPOGHMK/IMMOpTEp, BKIOYA0UU
BWMYCK Cepiii) 3MiHa NOLLUTOBOrO
iHOeKcy B agpeci BUpo6HMKa
NiKapcbKoro 3acoby 3rigHo 3 MiCcLLEeBOIO
noLToBOK cnyx6oto (Poczta Polska)
— 35-105. 3MiHN BHECEHO [0
IHCTPYKUIT ANa MeguyHoro
3acToCyBaHHSA NikapCcbKoro 3acoby y
po3ain "Micue3HaxomKeHHs
BMpOGHMKa Ta agpeca Micus
NPOBaKEHHS MNOro Ais/IbHOCTI" 3
BiAMOBIAHMMN 3MiHAMK Y TEKCTi
MapKyBaHHS YNakoBKW NiKapCbkoro
3acoby. BBefeHHs 3MiH NpoTsArom 6-tu
MicsLiB nicns 3aTBepAKEHHS.

246.

T-CENT®

benzydami
ne

6eH3upami
Hy
rigpoxsop
na

AO1A
D02

cnpei ans
poToBOI
MOPOXHWHM,
po3umH, 1,5
mr/mn; no 30
MY do/1akoHi
3 NPUCTPOEM
ans
po3nuoBaHH
A, nol
1akoHy B
KapTOHHIl
KopoobLi

Amakca
nTAa

Benuka
BputaHis

AIACIEH Monba
XKewys Ec.EW.

Monbwa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TUny - 3MiHM 3
AKocTi. CepTuddikar signosigHocTi/TE-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBNEHOro cepTudpikata
BiAMNOBIAHOCTI @60 BUNYYEHHS
cepTudikaTa BifnoBigHOCTI
€Bponelicbkiit hapmakonei: ana Adl;
ANsa BUXigHOro
marepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHULTBI A®I; AN 4ONOMIXHOT
peyvoBuHK (cepTudpikaT BiANOBIAHOCTI

6e3
peyenma

UA/13494/02/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
€Bponelicbkin hapmakonei) -
OHoBNEeHWit cepTuddikaT Big yxe
3aTBEPKEHOr0 BMPOOHUKA - MNogaHHs
OHOBJ/IEHOTO cepTudikara
BiANOBIAHOCTI EBpONEeichbkili
thapmakonei CEP 2020-286 - Rev 02
(3atBepaxeHo: RO-CEP 2020-286-
Rev 00) ons A®l BeH3ngamiHy
rigpoxnopug Bif BXe 3aTBepAKEHOro
BMpO6HUKa LieHTaBp ®apmachloTikasic
MpaiiBart JlimiTeq,
247. | T-CENT® benzydami | 6eH3ngami | AO1A Tabnetkn ans Amakca Benvka ACIEH MNonbtha | Monbwa BHECEHHS 3MiH 4O peecTpavuiiHnx 6e3 UA/13494/01/01
ne HYy D02 PO3CMOKTYBaH nrp, BpuTaHia Xewys Ec.E. mMaTtepianis: 3miHu | TUny - 3MiHK 3 peyenma
rigpoxnop HSA no 3 mr, No saKocTi. CepTudikat signosigHocTi/TE-
na 10 Tabnetok y cepTudikart BiANOBIAHOCTI
6nicTepi; no 1 €Bponelicbkii
abo 2 thapmakonei/moHorpadii. NMogaHHs
6nictepn y HOBOro abo OHOB/IEHOro cepTucpikata
KapTOHHIl BiAMOBIAHOCTi 260 BUMYYEHHS
KopoobLi cepTudikaTa BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana Adl;
Onsa BUXigHoro
matepiany/peareHTy/npoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHULTBI A®I; ANt [ONOMIXHOT
peyoBuHM (cepTuddikaT BIANOBIAHOCTI
€Bponelicbkin dhapmakonei) -
OHOBNeHWit cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOGHUKA - MogaHHA
OHOBJIEHOrO cepTudlikaTa
BiANOBIAHOCTI EBpONeiichbkil
thapmakonei CEP 2020-286 - Rev 02
(3aTBepaxeHo: RO-CEP 2020-286-
Rev 00) gns A®l beH3npamiHy
TiAPOXN0PUA, Bif, BXE 3aTBEPLKEHOr0
BMpO6HUKa LieHTaBp ®apmacbloTikasic
MpaiBart JlimiTeq
248. | YNCENAH pantopraz naHtonpas | A02B Tabnetku TOB YKpaiHa YOPNA Typeuun BHECEHHS 3MiH 0 peecTpaviinHmx 3a He UA/12747/01/01
ole on(y Cc02 KMLLKOBOPO34M «YOPN[, MEOMUMH Ha MaTtepianis: 3miHu | TMny - 3MiHK 3 peuyenmo | nionsie
chopwmi HHi, no 40 wr; MEANLMN ITAY CAH. BE sKocTi. [oToBWIA Nikapcbkuii 3aci6. M ae
HaTpito no 7 TabneTok H» TIOK. A.LLL. Cuctema
naHTonpas y 6nicTepi; no KOHTelHep/3aKynoptoBasibHUI 3aci6.
ony 2 abo 4 3MiHa dhopmu abo po3mipy
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
cecksirigp 6nictepu B KOHTEelHepa 41 3aKynopioBasibHOro
aty) KapTOHHIl 3aco6y (NepBMHHOT yNakoBKM)
ynakoBLj a6o (HecTepunbHI nikapcbki 3acobm).
no 14 BBefeHHA A0AATKOBOI yNakoBKu
TabneTtok y nikapcbKoro 3acoby, a came no 14
6nictepi; no 1 Tabnetok y 6nictepi; no 1 a6o 2
abo 2 6nicTepy B KAPTOHHI/ ynakoBLi.
6nictepu B SAKiCHWIA Ta KinbKiCHUIA cknag
KapTOHHIN nakyBaslbHOrO MaTepiany 6nictepa He
yMakoBLi 3MiHMBCS. 3MiHM BHECEHO B IHCTPYKL,itO
AN MeAUYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby B po3gin
"YnakoBka" y 3B'A3Ky 3 BBEZl€HHAM
[0AaTKOBOT YNakoBKW, 1K HAacNifokK -
3aTBEPMKEHHS TEKCTY MapKyBaHHS
[04aTKOBOI YMakoBKW NiKapCbKOro
3acoby. BBefieHHs 3MiH NpoTsirom 6
MicsILiB Nicns 3aTBEPAKEHHS
249. | YHOEBIT - peTuHony Al11B npaxe, no 50 AT YkpaiHa AT “BITAMIHW” Ykpaina BHECEHHS 3MiH 0 peecTpaLiitHmx 6e3 UA/5605/01/01
auetart A npaxe B “BITAMIH mMaTtepianis: 3miHu | TMny - 3MiHK 3 peuyenma
(BiTaMiH KOHTeliHepi; n’ sikocTi. CepTudikaTt BignosigHocTI/lE-
A), a- nol cepTuaikaT BiANOBIAHOCTI
TOoKOhepo KOHTEliHepy B €Bponeiicbkiit
ny auertar nauui 3 thapmakonei/moHorpadii. NMogaHHs
(BiTaMiH KapToHy; Nno HOBOro abo OHOB/IEHOTO cepTudiikata
E), TiamiHy 50 gpaxe B BifNOBIAHOCTI 260 BUTYyYEHHS
rigpoxnop KOHTelHepi cepTudiikaTa BignoBiAHOCTI
na €Bponelicbkin hapmakonei: ana Adl;
(BiTamiH ONs BUXIAHOTO
By), matepiany/peareHTy/npoMiXKHOro
pubochnas NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
iH (BiTamiH BUPO6HUUTBI ADI; Ana ONOMDKHOT
B), peyoBUHM (cepTuddikaT BigMoBigHOCTi
nipugokcu €Bponelicbkiin hapmakonei) -
HYy OHoBNeHwnit cepTuddikaT Big yxe
rigpoxnop 3aTBEPKEHOr0 BMPOOHUKA - MNogaHHs
ng, OHOBJIEHOrO cepTudikaTa
(BiTaMiH BiANOBIAHOCTI EBpONeichbkili
Be), thapmakonei CEP 2013-165-Rev 01
LiaHoko6a (3aTBepaxeHo: R1-CEP 2013-165-Rev
namix 00) ana dito4oi pevoBUHM NipULOKCUHY
(BiTamiH rigpoXnopua Bif 3aTBEPLYKEHOTO

B1y),

BMpo6HUMKa Jiangxi Tianxin
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

kucnota
ackopbiHo
Ba
(BiTaMiH
Q)
HIKOTUHaMI
4, kuenota
dhoniesa,
PYyTVH,
KaUibLito
naHToTeHa
T

Pharmaceutical Co., Ltd. 3miHu | Tuny
- 3MiHu 3 AkocTi. CepTudikat
signosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechkil

hapmakonei/MoHorpadii. 3mMiHu,
noB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS

Yy BignoBigHICTb A0 MoHorpadii AdY

abo €sponeiicbkoi hapmakonei, abo

IHLWOT HaLioHas1bHOT thapmakonel
nepxasun €C (3miHa y cneuudikalisx,

nos's3aHa 3i 3miHamu B 1Y, a60
€Bponeiicbkii hapmakonei, abo iHLwil

HaujioHasnbHili hapmakonei gepxasu

€C) MNpuBeaeHHs cneuudikauii Ta

MeTogiB KOHTponto Ad| "BiTamiH B6" y

BiANOBIAHICTb 4O BMMOTI OHOB/IEHOT
MoHorpadii €®, sk Hacnigok
BW/Ty4a€ETbCA MOKA3HWK AKOCTI "Badkki
meTanu". 3MiHn | Tuny - 3MiHu 3
siKocTi. FoTOBWIA Nikapcbkuii 3aci6.
Cucrema

KOHTeliHep/3akynopoBasibHWiA 3acib.

3MiHa napameTpiB cneuudikadiii

Ta/abo fonyCTUMUX MEX NEPBUHHOT

YNaKoBKM rOTOBOTO NiKapCbKOro
3aco06y (iHLWi 3MiHK) Po3LlumpeHHs
[OMYCTUMUX MEX, BU3HAUYEHUX Y

cneuudikaLii NepBMHHOI YNakoBKu

N3 koHTeliHepn N1acTMacoBi

(nonimepHi) Ta KpULLKK Ans
3aKynoproBaHHSA NONIMEPHUX

KOHTelHepiB, a came BUCOTa KOpMycy

(H) (ans KoHTeliHepa) Ta 30BHILUHIi
npiameTp (D1) (ans KpULWKnN).

[MapameTpu NOKa3HWKIB 30BHILLHIi
adiameTp (D1) Ta BHYTpIWHIli giaveTp
(D2) ansa KoHTelHepiB N1acTMacoBux

(nonimepHux) Ta NnapameTpu
nokasHukis Bucota (H) Ta BHYTpPILWHIl
niameTp (D2) AN kpyLKK ans
3aKynoptoBaHHSA He 3MiHWAKCS.

250.

YHAEBIT

peTuHony
aueTart

Al1B

Apaxe, no 50
Apaxe B

AT
“BITAMIH

YkpaiHa

AT “BITAMIHW”

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
Marepianis: 3MiHu | Tuny - 3mMiHKn 3

6e3

peyenma

UA/5605/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
(BiTamiH KOHTeliHepi; n akocTi. CepTudikar BignosigHocTi/TE-
A), a- nol cepTudikaT BiANOBIAHOCTI
TOoKOhepo KOHTeliHepy B €Bponeiicbkiii
ny auerat nauuj 3 thapmakonei/moHorpadii. NMogaHHs
(BiTaMmiH KapToOHY; No HoBOro abo OHOB/MEHOro cepTudpikata
E), Tiaminy 50 apaxe B BiANOBIAHOCTI 260 BUNYyYEHHS
rigpoxnop KOHTeliHepi cepTudpikaTa BignoBiAHOCTI
na €Bponelicbkiit hapmakonei: ans Adl;
(BiTamiH ANsa BUXigHOro
B.), marepiany/peareHTy/npoMikHOro
pubochnas NPOAYKTY, L0 BUKOPUCTOBYHOTHCS Y
iH (BiTaMiH BMPO6HULTBI A®I; ANst 4ONOMIXHOT
B>), peyoBUHM (cepTudiikat BiAMNOBIAHOCTI
nipuaokcu €Bponelicbkiit hapmakonei) -
HYy OHoBneHn cepTudikaT Bif yxe
rigpoxnop 3aTBEPPKEHOr0 BUPOGHMKa. MogaHHA
ng, OHOBJIEHOrO cepTudikaTa
(BiTamiH BiANOBIAHOCTI EBPONENChKil
Be), thapmakonei CEP 2011-077-Rev 02
LiaHoko6a (3aTBEpAXeHO: R1-CEP 2011-077-Rev
namiH 01) ana fito4oi peyoBMHM TiaMiHy
(BiTamiH rigpoxnopwvy, Bif 3aTBEPAXKEHOrO
Bi12), BMpoO6HUKa Jiangxi Tianxin
KucnoTa Pharmaceutical Co., Ltd. 3miHn | Tuny
ackop6iHo - 3MmiHu 3 AkocTi. CepTudpikar
Ba BignosigHoCTI/IE-cepTucpikat
(BiTamiH BiANOBIAHOCTI EBPONENChKil
C), thapmakonei/moHorpadii. NMogaHHs
HiKOTUHaMI HOBOro abo OHOB/MEHOro cepTudpikata
4, kucnora BiANOBIAHOCTI 260 BUNYyYEHHS
choniesa, cepTudpikaTa BignoBiAHOCTI
PYTUH, €Bponelicbkiit hapmakonei: ans Adl;
KanbLijto ANsa BUXiZHOro
naHToTeHa marepiany/peareHTy/npoMikHOro

T

NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BMPO6HULTBI A®I; ANt AONOMIXHOT
peyoBUHM (cepTudiikat BiAMNOBIAHOCTI
€Bponelicbkiit hapmakonei) -
OHoBneHn cepTudikaT Bif yxe
3aTBEPPKEHOr0 BUPOGHMKa. MogaHHA
OHOBJIEHOr0 cepTudikaTa
BiANOBIAHOCTI EBPONENChKil
hapmakonei CEP 2011-077-Rev 03
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
ansa [ilo4oi peyoBMHY TiaMiHy
rigpoxnopua Bif 3aTBepKeHoro
BMpO6HMKa Jiangxi Tianxin
Pharmaceutical Co., Ltd. 3miHu | Tuny
- 3MiHu 3 AkocTi. CepTudikat
signosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeichbkil
hapmakonei/MmoHorpadii. 3mMiHu,
noB'sA3aHi 3 HEOOXiAHICTIO NPYBEAEHHS
Yy BignoBigHICTb A0 MoHorpadii AdY
abo €sponeiicbkoi hapmakonei, abo
IHLWOT HaLioHas1bHOT thapmakonel
nepxasun €C (3miHa y cneuudikalisx,
nos's3aHa 3i 3miHamu B ®Y, a60
€Bponeiicbkii hapmakonei, abo iHLwil
HaujioHasnbHili hapmakonei gepxasu
€C). NpuBeaeHHs cneyndikauii Ta
MeTogiB KOHTponto AD| TiamiHy
rigpoxnopuvg, "BiTamiH B1"y
BIANOBIAHICTb 4O BUMOI OHOB/IEHOT
MOHorpadii E®, sik HacnNifoK
BW/Ty4a€ETbCSA MOKA3HWK AKOCTI "Badki
MeTasin”.
251. | YPONNIECAH® - Anuui onis - Kpanni NAT YKpaiHa NAT YkpaiHa BHECEHHS 3MiH 40 peecTpavLiiHnx - UA/9517/01/01
(oleum opaJibHi in "Tanuudpa "Tannudapm” mMaTtepianis: 3miHu | TUNy - 3MiHK 3
Abies); bulk: no 25 mn pm" aKocTi. A®l. Cuctema
onis M'ATKn y donakoHi- KOHTeli-Hep/3aKynoptoBasibHUIA 3aci6.
nepuesoi KpanesbHuLj; 3miHa y 6e3nocepeHii yna-kosuji A®I
(oleum no 88 (iHLWi 3MiHW) BHECEHHSI YTOYHEHHSA A0
Menthae do1aKkoHiB- p. 3.2.5.6 "Cucrema
piperitae); KpanesibHULb KOHTelHep/3aKkynoptoBasibHuiA 3aci6”
MOPKBU y KOpoo6i Ad| Anunui onis, onia (cybeTaHuis) B
Ankoi KapTOHHOMY; N3 YponecaH®, kpanni opanbHi, a
nnoau in bulk: no 25 came BW/TyYeHHs (pikcoBaHOro
eKcTpakT MY hnakoHi- 3HaYeHHs1 Macu cybcTaHujiil y
pigkuii KpanenbHuLi, nonimepHii 6o4ui, 06ymoBneHe
(extractum 3aKpuToMy akTyasnisauiero BUMOr 0 NakyBaHHA 3
fructuum KPWLLIKOKO 3 ypaxyBaHHsIM creungiky BUpobHNYMX
Dauci KOHTpOIeEM npoLecis Ta BapiaTMBHOCTI BUXOAY
sativi nepLuoro macu cepiin A®l. MaTepian 6040k
fluidum); PO3KPUTTS; NO NOAIMEPHMX 3 KPULLKAMK 3aUIMLLIAETLCSA
XMento 88 chnakoHis- HE3MiHHWUM - NONIeTUNEH HU3bKOTO
LUMLLIOK KpanenbHuLb Tucky (HDPE).
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)

eKCTpaKT y KOpoo6i

piakvia KapTOHHOMY

(extractum

fructuum

Strobili

lupuli

fluidum);

MaTepuHK

1 Tpasun

eKCTpaKT

piakuii

(extractum

herbae

Origani

fluidum)
252. | YPOJIECAH® - anuuionis | G04B Kpanni NAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH j0 peecTpaviinHmx 6e3 UA/2727/02/01

(oleum X opasibHi no 25 "Tannuda "Tannudapm” marepianis: 3MiHu | TUny - 3MiHK 3 peyenma

Abies); MY dor1akoHi- pm” AKocTi. A®l. Cuctema

onis M'ATn KpanesbHuLj, KOHTeli-Hep/3akynoptoBasibHUiA 3aci6.

nepuesoi no 1 conakoHy- 3miHa y 6e3nocepeHiin yna-kosuji API

(oleum KpanesibHULi B (iHWi 3MiHW) BHECEHHSA YTOYHEHHSA [0

Menthae nauui; no 25 p. 3.2.5.6 "Cuctema

piperitae); My dh1aKkoHi- KOHTeliHep/3akynopioBasibHUIA 3acio”

MOpPKBU KpanesibHuLj, A®I| Anwnui onisa, onis (cybcTaHuis) B

OnKoT 3aKpuToMy 'N13 YponecaH®, kpanni opasibHi, a

nnoau KPULLIKOIO 3 came BW/TyYeHHs thikcoBaHOro

eKCTpaKT KOHTpOsIEM 3HaYeHHs1 Macu cybcTanLii y

piakuii nepLuoro noniMmepHii 6o4yui, 06ymMoBneHe

(extractum PO3KPUTTH, MO aKTyasisauieto BUMOr [0 nakyBaHHs 3

fructuum 1 donakoHy- ypaxyBaHHAM crneumdiky BUpoGHNYMX

Dauci KpanesibHULi B npouecis Ta BapiaTUBHOCTI BUXoA4y

sativi nauui macu cepiin A®l. Matepian 6040k

fluidum); NONMIMEPHUX 3 KPULLIKAMU 3aUIMLLIAETLCA

XMento HEe3MiHHUM - MOsieTUIEeH HU3bKOro

LLMLLIOK Tucky (HDPE).

eKCTpaKT

piakuii

(extractum

fructuum

Strobili

lupuli

fluidum);
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
MaTepuHK
1 Tpasun
eKCTpakT
pigkuii
(extractum
herbae
Origani
fluidum)
253. | YPOJIECAH® - AL - cupon in bulk: NAT YkpaiHa yci ctagii Ykpaina BHECEHHS 3MiH 0 peecTpaLiiniHmx - UA/9518/01/01
onis, no90 mny "Tanuucpa BUPOOHMLTBA, mMaTepianis: 3miHu | TMny - 3MiHK 3
M'ATU 6aHuj; no 48 pm” 3a BUHATKOM skocTi. A®l. Cuctema
nepuesoi 6aHoK y NepBUHHOIO KOHTeliHep/3akKynopoBasibHWii 3acib.
onis, Kopobax nakyBaHHs B 3MiHa y 6e3nocepegHiii ynakosLi Ad®|
MOPKBU KapTOHHUX; in cawe: MAT (IHLWi 3MiHK)
OVKOT bulk: no 180 "lanuudapm”, BHECEHHS YTOYHEeHHSA o p. 3.2.S.6
nnogis M1y dO1aKOHi; YKkpaiHa; "Cucrtema
eKCTpakT no 30 nepBuHHe KOHTeliHep/3akynopioBasibHUIA 3aci6”
pigkuii hnakoHiB y nakyBaHHs B A®I| Anwnui onisa, onis (cybcTaHuis) B
Extractum Kopobax cawe: TOB '3 YponecaH, cupon, a came
fructuum KapTOHHUX "dapmaueBTUUH BWyYEHHS (DIKCOBAHOTO 3HAYEHHS
Dauci a KoMnaHist macu cybcTaHLii y noniMepHin 6oudi,
sativi "3popos's", 06yMOB/IEHE akTyanisalieto BUMor 40
fluidum, YkpaiHa nakyBaHHS 3 ypaxyBaHHSAM crneundiku
XMento BMPOGHNUMNX NpoLieciB Ta
LUINLLIOK BapiaTUBHOCTI BUXOAY Macu cepiii
eKcTpakT Adl.Marepian 6040K NONIMEPHMX 3
piakvia KpULLKaMKN 3a/IMLLAETLCA HE3MIHHUM -
Extractum nonieTuneH H13bkoro Tucky (HDPE)
fructuum
Strobili
lupuli
fluidum,
MaTepuUHK
1 Tpasun
eKCTpakT
pigkuii
Extractum
herbae
Origani
fluidum
254. | YPOJIECAH® - AL G04B cupon no 90 NAT YkpaiHa yci cTagii YKpaina BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 UA/2727/01/01
onis, X My 6aHui; no | “"Fanudda BUPOBHMUTBA, Marepianis: 3MiHu | Tuny - 3miHun 3 peyenma
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
M’ATK 1 6aHujy pm" 3a BYHATKOM akocTi. A®l. Cuctema
nepuesoi nauui; no 90 NepBUHHOIO KOHTeliHep/3akKynopoBasibHWi 3aci6.
onis, mn abo no 180 nakyBaHHs B 3miHa y 6e3nocepeHiin ynakosui A®I
MOPKBY My doNakoHi; cawe: MAT (iHLWi 3MiHK)
OnKoi no 1 dpnakoHy "Tanuudapm”, BHECEHHSA YTOYHEHHs fo p. 3.2.S.6
nnogis B Mauuyj, abo YKpaina; "Cucrema
eKCTpaKT no5wmnB nepBrHHE KOHTelHep/3aKynoptoBasibHUIA 3aci6”
piakuii cawe, no 15 nakyBaHHs1 B AD| Anunui onis, onia (cybcTaHuis) B
Extractum abo 16 cawe B cawe: TOB 13 YponecaH, cupon, a came
fructuum navui "®apmavueBTUYH BWTyYEHHS (DIKCOBAHOTO 3HAYEHHS
Dauci a KoMnaHis Macu cybcTaHLii y nosiMepHin 6oy,
sativi "3popos's", 06YMOB/IEHE aKTyasli3aliero BUMor 4o
fluidum, YkpaiHa naKkyBaHHS 3 ypaxyBaHHSAM crneundiku
XMento BMPOBHMYMX NpoLeciB Ta
LLMLLIOK BapiaTUBHOCTI BUXOAY Macu cepiii
eKCTpaKT A®l.Marepian 6040k NoNiMEPHMX 3
piakvia KpULLIKaMKW 3a/IMLLAETLCA HE3MIHHUM -
Extractum nonieTuneH Husbkoro Tucky (HDPE)
fructuum
Strobili
lupuli
fluidum,
MaTepuHK
1 Tpasun
eKCTpaKT
piakuii
Extractum
herbae
Origani
fluidum
255. | ®ATOLUED cefotaxime | uecpbotakc | JO1DD | nopoLlok gns BPOC Ipeuis BPOC NTA peuis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a UA/0783/01/01
um HaTpito | 01 pO34nHy ons nTa mMartepianis: 3miHu | TUny - 3MiHK peuyenmo
iH'ekUin no oo 6e3nekn/edhekTMBHOCTI Ta M
1000 wmr; 1 hapmakoHarnagy (iHwi 3miHu).
ch/1akoH 3 OHOB/IEHHSI TEKCTY MapKyBaHHs
MOPOLLKOM Y NepBUHHOI Ta BTOPUHHOI YNaKoBOK
KapTOHHIl nikapcbkoro 3acoby, a came: -
KopoobLi BWIYYEHHHS iH(popmaLii, 3a3HaveHoT

POCIiCbKOIO MOBOIO, Ta BUKNAAEHHS Ti
aHrNIiCbKOK MOBOID; - YTOUHEHHS
iHbopmawii Wwoao norotuny
BMPOGHMKA Ta BHECEHHS HE3HAUYHUX
peAakuifiH1X NPaBoK MO TEKCTY.
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

256.

DEHOKIT

dimetinde
ne

OVUMETUHA,
eHy
masnear

RO6A
BO3

Kpanni
opasibHi, 1 mr/
M/, no 20 mn
Y KOHTelHepi;
nol
KOHTeliHepy B
nauuj 3
KapTOoHY

CninbHe
YKpaiHCbK
o.
icnaHcbke
nignpuemc
BO
"CNEPKO
YKPAIHA"

YKpaiHa

CninbHe
YKpPaiHCbKO-
icnaHcbke
niANpMEMCTBO
"Cnepko
YkpaiHa"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaviiHmx
mMaTtepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu MicuA
NPOBaPKEHHS AISNIbHOCTI
BMPOGHMKa/imnopTepa rotosoro
nikapcbKoro 3acoby, BK/0YaK4n
LOinbHUL BUNYCKY cepii abo micue
NPOBEAEHHSI KOHTPOJO SKOCTI.
(misnbHicTb, 3a AKy BigNoBifae
BUPOGHMK/IMMOpTEp, BKIOYA0UU
BWMYCK cepiin). 3MiHa agpecu Micua
npoBapKeHHs BUpobHuka 13
CnifibHe yKpaiHCbKO-icnaHCbke
nignpuemcTso "Cnepko YkpaiHa"y
po3gaini 3.2.P.3.1. Bupo6Huk(n), y
3B'A3KY 3 BiJOKPEM/IEHHAM
BMPOGHMYOro KOpnycy Bif pewTn
6yaiBens 3 fofaHHAM A04ATKOBOT
nitepu, T06T0 6€3 TepUTOpiasIbHOro
nepemillleHHs, a came 3 (21027,
YkpaiHa, M. BiHHuus, Byn. 600-piyus,
25) Ha (21027, YkpaiHa, M. BiHHMuS,
By/1. 600-piuus, 25-0).
Brpo6HWya AinbHUUSA Ta BCi BUPOOHUYI
onepawji 3a/IMwaloTbCA HE3MIHHUMN.
3MiHN BHECEHO B IHCTPYKL,ilO A4N1A
MeAMYHOro 3aCTOCYBaHHA /TiKapCbKoro
3acoby y po3gin "MicLe3HaxomKeHHs
BMPO6GHMKa Ta agpeca Micus
NPOBa)XEHHS OO Ais/IbHOCTI" 3
BiAMNOBIAHMMU 3MiHAMU B TEKCTI
MapKyBaHHs yNakoBOK. TepMiH
BBE/EHHS 3MiH- MPOTAroM 6-T1 MicsALiB
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny -
3MiHN Wwopao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHu). 3MiHun
BHECEHO Y TEKCT MapKyBaHHs
BTOPWHHOT (N. 5, 17) ynakoBku
nikapcbKkoro 3acoby. TepMiH BBeEeHHS
3MiH - NPOTAroM 6-Tu MicsLiB nicns
3aTBEPKEHHS

6e3
peyenma

niosnsie
ae

UA/16281/01/01

257.

PEHTAHIT M

Fentanyl

heHTaHIn

NO2A

TpaHcaepmMan

CaHpo3

CnoseHis

Brnpo6HMUTBO 3a

Himeyun

BHECEHHS 3MiH 10 peecTpaujiiiH1X

3a

He

UA/10842/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH gionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
CAHAO03® BO3 bHUIA MacTup, dapmacb MOBHUM LMK/IOM: Ha marepianis: 3miHu | Tuny - 3MiHn peyenmo | nionsi2
25 mkr/rog, no loTikan3 lekcan Al oo 6e3snekun/edpekTMBHOCTI Ta M ae
1 nnactupy B a.a. HimeuumnHa; thapmakoHarnsgy. 3MiHM y KOpOTKili
nakeTuky; no 5 KoHTponb XapakTepucTuL,i NikapcbKoro 3acoby,
nakeTukiB y aKocTi: CantoTac TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
Kopoobui dapma M'M6X, MeLUYHOro 3acToCyBaHHS
HimeuumnHa; reHepnyHuX/ribpuaHnx/6ionogibHNx
KoHTpO/b nikapcbknx 3acobiB Nicns BHECEHHS
akocTi: [TAC Tiel camoi 3MiHWN Ha pedhepeHTHWi
Na6op Ap. npenapar (3MiHa He NoTpebye
Xolicnep MM6X, HafaHHA XXO4HUX HOBUX A04aTKOBUX
HimeuunHa AaHnx) 3MiHN BHECEHO A0 IHCTPYKL,i
AN8 MeANYHOro 3aCTOCYBaHHS
niKapcbKoro 3acoby y po3ainv
"B3aemogis 3 iHWMMW fliKkapCbKuMu
3aco6amMu Ta iHWi BUAy B3aEMogiii",
"Oco61mBoCTi 3acTocyBaHHA", "Cnocio
3acTocyBaHHs Ta fo3u", "TobiuHi
peakujii" 3rigHo 3 iHdhopmaLjieto Wwoa0
MeAMYHOr0 3aCTOCYBaHHS
pedyepeHTHOrO JlikapCbKOro 3acoby
(OHOPOTE3IK®, nnacTtup
TpaHcaepMasibHWit). BBeAeHHs 3MiH
NPOTAroM 6-T1 MicALIB Micns
3aTBEPMKEHHS. 3MiHW | Tuny - 3MiHK
oo 6e3snekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHu
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby y
po3ain "MobivHi peakuii” woao
B&X/IMBOCTi 3BiTyBaHHS Npo MoGiyHi
peakuii. BBeieHHs 3MiH NPOTArom 6-Tu
MicsILiB Nicns 3aTBEPAKEHHS
258. | ®EHTAHIN M | fentanyl heHTaHIn NO2A TpaHcaepman CaHpo3 CnoBeHia | Brpo6HMUTBO 32 | Himeuun BHECEHHS 3MiH 0 peecTpaLiinHmx 3a He UA/10842/01/02
CAHAO3® BO3 bHUIA NnacTup, dapmacb NOBHWM LMK/IOM: Ha martepianis: 3miHu | TUny - 3MiHK peuyenmo | nionsie
50 mkr/rog, no toTikan3 lekcan AT, LoAo 6e3nekn/edpeKTBHOCTI Ta M ae
1 nnactupy B o.a. HimeuuunHa; thapmakoHarnsgy. 3MiH1 y KOpoTKili
nakeTuky; no 5 KoHTponb XapakTepucTuL,i nikapcbkoro 3acoby,
nakeTvkis y akocTi: Cantotac TeKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
Kopoo6Li dapma 'mbX, Me[M4YHOro 3acTocyBaHHsA
HimeuuunHa; reHepuyHMX/ribpuaHnx/6ionodibHMX
KoHTposib Nikapcbknx 3acobiB Micns BHECEHHS
AkocTi: [TAC TiET camoi 3MiHM Ha pedhepeHTHM
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
Na6op AOp. npenapar (3MiHa He NoTpebye
Xolicnep Mv6X, HafaHHA XXO4HUX HOBUX A0A4aTKOBUX
HimeuunHa AaHnx) 3MiHN BHECEHO A0 IHCTPYKL,i
AN9 MeANYHOro 3aCTOCYBaHHS
niKapcbKoro 3acoby y po3ainv
"B3aemogis 3 iHWMMW fliKkapCbKuMu
3aco6amu Ta iHWi BUAy B3aEMogii",
"Oco61mBoCTi 3acTocyBaHHA", "Cnocio
3acTocyBaHHs Ta fo3u", "TobiuHi
peakujii" 3rigHo 3 iHdhopmaLjieto Wwoa0
MeAMYHOr0 3aCTOCYBaHHs
pedyepeHTHOrO JlikapCbKOro 3acoby
(OHOPOTE3IK®, nnacTtup
TpaHcAepMasibHWiM). BBeAeHHs 3MiH
NPOTArom 6-T1 MicALIB Micns
3aTBEPMKEHHS. 3MiHW | Tuny - 3MiHK
oo 6e3snekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHu
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby y
po3ain "MobivHi peakuii” woao
B&X/IMBOCTi 3BiTyBaHHS NpPO MoGiyHi
peakuii. BBeieHHA 3MiH NPOTArom 6-Tu
MicsILiB Nicns 3aTBEPAKEHHS
259. | ®EHTAHIN M | fentanyl heHTaHIn NO2A TpaHcaepman CaHpo3 CnoBeHia | Brpo6HMUTBO 32 | Himeuun BHECEHHS 3MiH 0 peecTpaLiinHmx 3a He UA/10842/01/03
CAHAO3® BO3 bHUIA NnacTup, dapmacb NOBHWM LMK/IOM: Ha martepianis: 3miHu | TUny - 3MiHK peuyenmo | nionsie
75 mkr/rog, no 1oTiKan3 lekcan AT, oo 6e3nekn/edhekTMBHOCTI Ta M ae
1 nnactupy B o.a. HimeuuunHa; thapmakoHarnsgy. 3MiH1 y KOpoTKili
nakeTuky; no 5 KoHTponb XapakTepucTuL,i nikapcbkoro 3acoby,
nakeTvkis y akocTi: Cantotac TeKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
Kopoo6Li dapma 'mbX, Me[M4YHOro 3acTocyBaHHsA
HimeuuunHa; reHepuyHMX/ribpuaHnx/6ionodibHMX
KoHTposib Nikapcbkux 3acobiB Micns BHECEHHS
akocTi: [TAC Tiel camoi 3MiHWN Ha pedhepeHTHW
Na6op Ap. npenapar (3miHa He noTpebye
Xovicnep M'v6X, HafaHHA >XOAHUX HOBUX [OAATKOBUX
HimeyunHa AaHunx) 3MiHW BHECEHO A0 IHCTPYKL,i

AN MeAUYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainv
"B3aemopjs 3 iHWMMKN NiKapCbKUMun
3aco6amMu Ta iHWi BUAM B3aeMoSiii",
"Oco6anBoCTI 3acTocyBaHHA", "Cnocib

3acTocyBaHHs Ta Ao3un”, "MobiyHi
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep

peecmpayiliHo

20
nocsio4eHHs

peakujii" 3rigHo 3 iHdhopmaLjieto Wwoa0
MeAMYHOr0o 3aCTOCYBaHHs
pedyepeHTHOrO JlikapCbKOro 3acoby
(OHOPOTE3IK®, nnacTtup
TpaHcaepMasibHWit). BBeAeHHs 3MiH
NPOTAroM 6-T1 MicALIB Micns
3aTBEPMKEHHS. 3MiHW | Tuny - 3MiHK
oo 6e3snekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu1) 3MiHu
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby y
po3ain "MobivHi peakuii” Wwoao
BaX/IMBOCTi 3BiTyBaHHS NpPO MoGiyHi
peakuii. BBeieHHA 3MiH NPOTArom 6-Tu
MicsILiB Nicns 3aTBEPAKEHHS

260.

®OEHTAHINT M
CAHAO3®

fentanyl

heHTaHIn

NO2A
BO3

TpaHcaepman
bHUIA NnacTup,
100 wmkr/rog,
no 1 nnactupy
B NakeTuKy; no
5 nakeTukis y
Kopoo6Li

CaHpo3
dapmacb
toTikan3
A.a.

CnoseHis

B1po6HMLTBO 3a
MOBHVM LIK/IOM:

lekcan Al,
HimeuuunHa;
KoHTposb

sKocTi: Cantotac

dapma 'mbX,
HimeuunHa;
KoHTposib
AkocTi: [TAC

Na6op Ap.

Xoicnep MvbX,

HimeuunHa

Himeuun
Ha

BHECEHHS 3MiH 0 peecTpaLiinHmx
martepianis: 3miHu | TUny - 3MiHK
LoAo 6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpoTKili
XapakTepucTuL nikapcbkoro 3acooby,
TeKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeAMYHOr0 3aCTOCYBaHHS
reHepuyHMX/ribpuaHnx/6ionodibHMX
niKapcbknx 3acobiB nic/1si BHECEHHS
Tiel camoi 3MiHWN Ha pedhepeHTHW
npenapar (3miHa He noTpebye
HafaHHS XXOAHWNX HOBUX AOAATKOBUX
AaHunx) 3MiHW BHECEHO A0 IHCTPYKL,i
AN MeAUYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainv
"B3aemopjs 3 iHWMMKN NiKapCbKUMun
3aco6amMu Ta iHWi BUAM B3aeMoSiii",
"Oco6amBoCTI 3acTocyBaHHA", "Cnocib
3acTocyBaHHs Ta fo3u", "TobiuHi
peaxuii” 3rigHO 3 iHthopMauieto LWoao
MeJMYHOro 3aCTOCYBaHHS
pethepeHTHOro NikapcbKoro 3acoby
(AFOPOIE3IK®, nnactup
TpaHcaepmasibHWi). BBeAeHHS 3MiH
NPOTAroM 6-Tu MicAuiB nicns
3aTBEPLKEHHSA. 3MiHM | TRy - 3MiHK
LoAo 6e3snekn/edeKTBHOCTI Ta
thapmakoHarnsaay (iHwi 3miHu) 3MiHu

3a
peyenmo
M

He
nionsie
ae

UA/10842/01/04
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby y
po3ain "MobivHi peakuii” woao
B&X/IMBOCTi 3BiTyBaHHS NpPO MoGiyHi
peakuii. BBeieHHA 3MiH NPOTArom 6-Tu
MicsILiB Nicns 3aTBEPAKEHHS

261.

DIOKCAN®

ofloxacin

odpniokcay,
VH

SO01A
EO1

Kpansi ouHi,
po3umH 0,3 %,
nos5wvny
hnakoHi 3
KpanesnbHuLe
1o,nol
hnakoHy 3
KpanesnbHuLe
10 B KAPTOHHIl
Kopoo6Li

TOB
«BAYLU
XENC»

YKpaiHa

Ap. l'epxapp,
MaHH XeMm.-
thapm. dabpuk
m6X

Himeyun
Ha

BHECEHHS 3MiH 0 peecTpaLiitHmx
MaTepianis: 3miHu | TMny - 3MiHK 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHU Y NpoLeci
BMPOOHULITBA FOTOBOTO NiKapCLKOro
3aco6y, BKIOYAKUM NPOMDKHUIA
NMPOAYKT, L0 3aCTOCOBYETLCA Mpu
BMPOBHULTBI FOTOBOTO /iKapCbKOro
3aco0y (iHLWi 3miHW) 3 MeTolo
BMKOHaHHS1 pekomeHAauiin Jopatky 1
GMP woa0 cTepubHOI dinbTpauii
[04Aa€ETbCA NPOBefeHHA Apyrol
CTepu/bHOI hinbTpauii nepes,
PO3/IMBOM Ha MiHil po3nuBYy i3
3aCTOCyBaHHSM TOro CaMoro
QiIbTPYBa/ILHOIO MaTepiany, Lo
BUKOPWUCTOBYETLCA A/15 NepLuoi
cTepubHOI dhinbTpavii po3unHy B
Hepo3schacoBaHOMy BUMNALL. 3MiHN |
TUMy - 3MiHK 3 AKOCTi. [OTOBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
[OMNYCTUMUX MEX, BCTAHOB/IEHUX Y
cneundikauisix, nig yac BMpobHuLTBa
roTOBOrO /liKapCbKOro 3acoby
(mopasaHHA HOBOrO MeToAy
BMMPOGYBaHHS Ta AONYCTUMUX MEX)
BHaC/NifOK fofaBaHHA [0
BMPOBHUYOro npouecy apyroi
CTepWIbHOI iNbTpavi TakoX AoAaHo
nepe.ipKy UinicHOCTi goinbTpa fo Ta
nicnsa Apyroi cTepubHOT hinbTpaii, a
TakoX AOCAIAKEHHS PO3UMHY Ha
6ioHaBaHTaXXeHHS nepeg, Apyrow
dinbTpauieo

3a
peyenmo
]

UA/8528/01/01

262.

D/IOKCAN®

ofloxacin

odphniokcal,
WH

SO01A
EO1

Masb o4Ha 0,3
%, no3ry

TOB
«BAYLU

YKpaiHa

Ap. F'epxapg
MaHH XeM.-

Himeuun

Ha

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis: 3MiHu | TNy - 3MiHN

3a

He
nionsie

peyenmo

UA/8528/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
NaMiHOBaHiM XENC» thapm. ®abpuk Loao 6e3nekn/edpeKTMBHOCTI Ta M ae
Ty6i; no 1 Ty6i 6X hapmakoHarnsigy. 3miHa y KopoTkili
B KApPTOHHIl XapaKTepucTULi Nikapcbkoro 3acooby,
KOpoo6Li TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynsipHoO OHOB/IOBAHOTO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnigpkeHb 3 6e3neky 3acToCyBaHHsA
nikapcbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX Bi4NOBIAHO [0 NaHy
negjatpuyHux gocnimkerb (PIP)
(3MiHy y3rokeHO 3 KOMMETEHTHUM
YMNOBHOB&XEHNM OpraHoM) 3MiHu
BHECEHO A0 IHCTPYKLiT 4518 MeanyHOro
3acTocyBaHHS Nikapcbkoro 3acoby Ao
po3ginis "B3aemogis 3 iHWmnMu
nikapcbkMmn 3acobamu Ta iHWi BUuam
B3a€eMopiit", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs rpyaar”,
"3paTHICTb BN/MBATU Ha LWBUAKICTb
peaxuii npun kepyBaHHi
aBTOTPaAHCMOPTOM a60 iHWKMK
MexaHisMamu" woao 6e3neku
3acToCyBaHHSA Ait040i pevOBUHU
odp/iokcaumH. BBeaeHHs 3MiH
NpoTArom 6-Tm MicALIB micns
3aTBEPAKEHHS
263. | ®PJIOHOKCWUN | xylometaz | kcunomet RO1A cnpei T30B YkpaiHa CninbHe Ykpaina BHECEHHS 3MiH 4O peecTpavLiiHnx 6e3 nions | UA/20482/01/01
oline a3oniHy AO07 HasasTbHUIA, "Mpepacras YKpaiHCbKO- MaTepianis: 3miHa 3asaBHuka /13 peyenma 2ae
rigpoxnop no3oBaHuii 1,0 HULTBO icnaHcbke (MIBIM) (BnacHuka peecTpadiiiHoro
na mr/mn, no 8 BAYM nignpMeEMCTBO Y nocsigyeHHs) (3rigHo Hakasy MO3 Big,
mn a6o 10 mn, PAPM dhopmi 23.07.2015 Ne 460). 3miHV BHECeHO B
abo 12 mny rMBX" ToBapucTea 3 IHCTPYKLilO AN MeguyHoro
nonieTuneHoB 06MEXEHO 3acTOCyBaHHS MikapCcbKoro 3acoby, a
oMy BignoBsiganbHIiCT came: AofaHO Po3Ainn «3asaBHUK» Ta
KOHTEliHepi 3 10 "Cnepko «MicLe3HaxX04KeHHA 3asBHNKa» Ta SK
Hacocom i3 YkpaiHa" HacnigokK - y BignoBigHI pO34inn TekcTy
posnunioBaye (MoBHWIA KN MapKyBaHHS YNakoBKW NikapCbkoro
My nadui 3 BUPOOHMLTBA, 3acoby.
KapToHY BWMNYCK Cepil; TepMmiH BBEEHHS 3MiH - NpOTArom 6

KoHTposb

MicsLiB MicNsa 3aTBepMKEHHS. 3MiHu |
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
AKOCTI) MRy - 3MiHK Woao
6e3nekn/edeKkTBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy (BBegeHHs
y3araslbHeHVX gaHnx npo cuctemy
hapmakoHarnsgy, amiHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 32 3AiICHEHHSA
thapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asBHuka ans
3[iicHeHHs hapmakoHarnsgy B
YKpaiHi, AKLL0 BOHA BigMiHHA Bif,
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 32 3AiICHEHHSA
thapmakoHarnagy (Bkovarum
KOHTaKTHI faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy).
3MiHa yNnoBHOBaXXeHOT 0cobu
3a8BHVKa, BiANOBIA&IbHOI 3a
thapmakoHarnsag.

[Oitoua pepakuin: Ckpunka ApTyp
CepriioBuuy.
MponoHoBaHa pegakuis: Brucoubka
Onbra NpuropisHa.
3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0CO6W 3asBHIIKA,
BiAnoBiga/IbHOI 3a hapmakoHarnsg.
3MiHa MicLLe3Hax0omKEHHS MacTep-
thaiina cuctemun chapmakoHarnsgy Ta
ioro Homepa.

3MiHa Micusa 3[iCHEHHSI OCHOBHOT
OISNBHOCTI 3 dhapmakoHarnisay.
3MiHu | TUNY - AQMIHICTPATUBHI 3MiHW.
3MiHa HaliMeHyBaHHSA Ta/abo agpecu
MiCLii MPOBAKEHHS AiS/IbHOCTI
BMpPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOUaum
OinbHWL BUMYyCKy cepii abo micue
NpoBeeHHS KOHTPO/O AKOCTI.
(@isnbHicTb, 3a AKy BignoBifae

BMPOGHMK/iMIOpTEp, BKIYAKYM
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MixHapoo

Hassa

Koo

3asaBHUK
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n/n

JliKapcbKo20
3acoby

Ha
HernameH
mosaHa
Ha3ssa*

oditoyoi
pe4yosuHuU

ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep

peecmpayiliHo
2o

nocsio4eHHs

264.

DNYTICAN®

fluoxetine

dnyokceT

NO6A

Kancynum

TOB

BWMYCK cepiit). 3MiHa agpecu Micua
NPOBaKEHHSA AiSSIbHOCTI Ta
YTOYHEHHSI HanNMCaHHA Ha3Bu

BMPOGHMKa M13. 3MiHN BHECEHO B

IHCTPYKLUit0 AN MeguyHoro
3acToCyBaHHSA NikapcbKoro 3acoby y
po3ainv "BupobHuk" Ta

"Micue3Haxo4KXeHHS BUPOOHUKa Ta

ajipeca MicLa NpoBaXeHHs noro

OisNbHOCTI" 3 BigNOBIgHMMMN 3MiHAMK B
TEKCTi MapKyBaHHs ynakoBoK. TepMiH
BBE/EHHS 3MiH - NpOTArom 6 micauis
nicns 3aTBepgkKeHHs. 3MiHu | Tuny -
AMIHICTpaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaPKEHHS AISNbHOCTI
BUpPOGHMKa/iMnopTepa rotToBoro
NiKapcbKoro 3acoby, BKOHaum
OinbHWL BUMYyCKy cepii abo micue
NpoBeeHHS KOHTPO/O AKOCTI.
(@isnbHicTb, 3a AKy BignoBifae
BMPOGHMK/IMNOpPTEp, He BKIKOYa4n
BWMYCK Cepiil). YTOUHEHHA agpecu
MiCLA NPOBaKEHHS AiS/IbHOCTI Ta
HanvcaHHsa Ha3BW BUPOGHMKa M13.
TepMiH BBEEHHS 3MiH - NPOTArOM 6
MicsLIB NiCNsA 3aTBEPAKEHHS.

UHY
rigpoxnop
na

BO3

TBepai no 20
mr; no 10
Kancyny
6nictepi, no 3
abo 6
6nictepiB y
KapTOHHIi
ynakoBLi

«MFNEQ®A
PM NTAO»

YKpaiHa

BMPOGHMLTBO,
nepBrHHe
nakyBaHHS,
BTOPUHHE
nakyBaHHsl,

KOHTPO/b SIKOCTI,
BMMYCK cepii abo

BMPOBOHULITBO
npoaykuii in
bulk: KYCYM

XENTXKEP MNBT

NTA, Hajs;
BTOPVHHE

nakyBaHHA,KOHT

POsib SKOCTI,
BUMYCK cepii 3

IHAjia/
Ykpaina

BHECEHHS 3MiH 0 peecTpaLiitHmx
MaTepianis: TexHiuyHa nomuska (3rifHo
Haka3ly MO3 Big 23.07.2015 Ne 460).
BunpaBneHo TexHi4YHi NOMW/IKN B
posginax "OcobnmBocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs
Ta gosun", "MNepenosyBaHHs", "Mo6iYHi
peakuii” IHCTPYKLii Ana MeguyHoro
3aCcTOCYBaHHS MikapCbKOro 3acoby, siki
6ynu gonyLueHi Npu Npoueaypi 3MiH,
L0 3aTBepAXeHi Hakasom MO3 Big,

23.03.2026 Ne 386, a came
BUnNpasneHo opdporpadivHi Ta
rpaMaTtuyHi NOMUIKN. 3a3HaueHe
BMMNpaB/IEHHS BiANOBifae MaTepiasiam

peecTpaljiiHoro focke

3a
peyenmo
M

UA/18392/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
npoaykuii in
bulk: TOB
«FNEAPAPM
NTO», YkpaiHa
265. | ®PICTOM - rycTuii A16A Tabnetku, KYN®EP | J/lntoBcbka | [Johr-A CT Ko., Pecny6n BHECEHHS 3MiH 0 peecTpaviintHmx 6e3 nignar | UA/20643/01/01
cnuptoBuin | X BKPUTI BIOTEX, Pecny6nik nrg. iKa marepianis: 3mMiHu | Tuny - 3MiHM 3 peyenma ae
eKcTpakT NNiBKOBOIO YAB a Kopes [KocTi. FoToBwWIA Nikapcbkuii 3aci6.
6ynbL6 060/10HKOI N0 3MiHV Y BUPOOHMUTBI. 3MiHK Y npoLieci
pAacty 30 wmr; no 30 BMPOGHULITBA FOTOBOrO NliKapCbKoro
(Corydalis TabneTok y 3aco06y, BK/1K0YAKUN NPOMDKHUIA
tuber) y n1acTKoBOMy NPOAYKT, L0 3aCTOCOBYETLCA NpU
BUINAAI KOHTeliHepi; BMPOBGHULTBI TOTOBOTO J1iKapCbKOro
KopuganiH nol 3aco0y (He3HayHa 3MiHa y npoveci
y Ta KOHTEliHepy B BUPOGHMLTBA). 3MiHM NapameTpiB
HacCiHHSA nauui BMPOGHMYOro nMpoLecy Ha eTanax: 2.2
inomei MpuroTyBaHHA PO34nHY NiKapCbKoro
(Pharbitis 3acoby, 2.3 3millyBaHHS
semen) y HanoBHoBauiB, 2.4 paHynsuis, 2.5
BUNAI BucylwyBaHHs, 2.6 lMpocitoBaHHA y
X/TOPOreHo 3B'A3KY 3 ONTUMI3aLjiel0. BunyyeHo 3
BOI onucy etany 2.12 NMakyBaHHA peyeHHsA
KMcnoTu

3 iH(hopmaLieto WoA0 NakyBaHHA B
NAAWKA ANA BIANOBIAHUX PO3MIpiB
ynakoBoK. 3MiHu | Tuny - 3MiHn 3
[KocTi. FoToBWIA Nikapcbkuii 3aci6.
3MiHV Y BUPOOHMUTBI. 3MiHN
BMNPOGYyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/NEHUX Y cneuundikauisx, nig,
yac BMPOBHMLTBA FOTOBOTO
nNiKapcbKoro 3acoby (3BYXeHHS
[OMYCTUMUX MEX) 3BYXXEHHS
[OMYyCTUMUX MEX 3a NOKa3HWKOM
KOHTpON «BTpaTa B maci npu
BUCYLLYBaHHI» 3 2.0% A0 1.5 % npw iH-
npoLec KOHTPOSIO nicns eTany
BWCYLLYBaHHS rpaHy/ y 3B'A3KY i3
onTuMmi3alieto npoLecy BUPOOHMLTBA.
3MiHu | TMNY - 3MiHK 3 siKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/a6o
[0MNYCTUMUX MEX FOTOBOr0
NiKapCbKoro 3acoby (A0NOBHEHHSs
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

cneumdikauii HOBUM MOKa3HWKOM 3
BiANOBIAHUM METOA0M BUNPOOYBaHHS)
BK/IIOYEHHS B cneuyudikaLito SKocTi
N3 nokasHuka «PO3UMHEHHS» i3
BiANOBIAHUM METOA0M BUNPOBYBaHHS,
BiANOBIAHO A0 pekomeHaauin EMA go
cneuudikauin ansa N3, Wwo MicTaTb
aKTWBHI PEYOBWHY POC/TMHHOTO
NOXOKEHHSA. 3MiHM | TUMNy - 3MiHK 3
[KocTi. [oToBWIA Nikapcbkuii 3aci6.
KOHTpO/b rOTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpis
cneumdikauin Ta/abo gonycTummx
MeX rOTOBOr0 NikapCbKOro 3acoby
(BWNYYEHHSI HE3HAYHOTO MOKa3HMKa
(Hanpviknag 3acTapinoro NokasHuka,
TaKoro sk 3anax Ta cmak, abo
iaeHTudikauis 6apBHMKIB UM CMaKOBUX
[06aB0K))

BUTYYEHHA NoKasHMKa SIKOCTi
«Po3nagaHHsa» i3 cneymdikayii SKocTi
roTOBOrO /iKapCbKOro 3acoby npw
BUMYCKY Ta NPOTSAroM TepMiHy
npugaTHocTi. 3MiHu | Tuny - 3MiHK 3
[KocTi. [oToBWIA Nikapcbkuii 3aci6.
KOHTpO/b rOTOBOrO /iKapCbKoro
3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOTO NiKapCbKOro
3aco06y (iHLWi 3MiHM y MeToAax
BMNpoGyBaHb (BK/IOYaoUM 3amiHy abo
[LOMOBHEHHS)) 3MiHW Yy aHaNiTUYHIi
MeTOAWMLj 338 NOKa3HNKOM
«MikpobionoriyHa unctota», a came
3aMiHa B MeTofax BMCIBaHHA Ha
yaliku i3 MeToay rMbnHHoOro
BUCIBaHHA Ha MeTOo/ NOBEPXHEBOTO
BUCIBaHHS, @ TakOoX iHLLi 3MiHW B OMKCi
MeTOAY KOHTPOJSI0 3a NMOKa3HUKOM
«MikpobionoriyHa unctota». 3miHu |
TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWi 3acib.
3miHa dhopmu abo po3mipy
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

KOHTelHepa un 3aKyrnoproBasibHOro
3aco6y (NepBMHHOT yNakoBKM)
(HecTepunbHi Nikapcbki 3aco6u) 3MiHK
30BHILLHbOrO fiameTpa rop/10BMNHM
NASALWKN, BHYTPILLHLOIO AiamMeTpa
rOP/TIOBMHW MISILLKN, 30BHILLHBOIO
AdiameTpa NAsALWKW, Macu NAALWKN
3riAHO BUMOT BMPOGHMKA NAALWKA A5
NOKPAaLLEHHS SAKOCTi BiANTOI NASILLKA.
3MmiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHWI 3aci6
(iHLWi 3MiHW) PO3LWMPEHHS YaCTOTK
BXifJHOTO KOHTPOJIIO NaKyBaslbHWUX
maTepianis i3 3 micauis (Quarterly) go
6 micauis (Semi-annually) 3a
BIANOBIAHMMU MOKa3HMKaMU o1
3abe3neyeHHs BUKOHaHHA 3akoHy Npo
caHiTapilo Xxap4yoBUX NPOAYKTIB
Pecny6nikn Kopei. 3miHun | Tuny -
3MiHu 3 sKocCTi. FoTOBMIA NiKapCbKUi
3aci6. KOHTposib roTOBOrO NiKapCbKoro
3acoby. 3miHa y MmeTofax
BMNPOBYBaHHA roTOBOrO MiKapCbKOro
3acoby (He3HayHa 3MiHa 'y
3aTBEPMXEHNX METoAaX
BMNPOGYBaHHS) 3MiHW Y MeTofax
KOHTpoNto BEPX 3a nokasHMKOM
KinbkicHuii BMicT KopuganiHy Ta
XnoporeHoBoi Kucnotu. 3minu |l Tuny -
3MiHu 3 sKocTi. FoTOBWMIA NiKapCbKuii
3aci6. Onuc Ta cknag. 3miHa y cknagi
(BONOMDKHMX peYOBMHAX) FOTOBOrO
nikapcbKoro 3acoby (iHLWi AONOMKHI
peyoBUHM) - AKICHI @60 KiIbKiCHI 3MiHU
LLOA0 OAHIET 260 AEKiNbKOX
OOMNOMIKHMX PEYOBUH, SIKi MOXYTb
3HAYHO BNIMHYTW Ha 6e3neky, AKiCTb
a60 eheKTMBHICTb FOTOBOro
nikapcbkoro 3acoby. CynyTHS 3MiHa-
3MiHu 3 siKoCTi. FOTOBWMIA NiKapcbKuii
3aci6. Onuc Ta cknag,. 3miHa macu
NOKPUTTS Nlikapcbkux chopm ans
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
nepopasibHOro 3acTocyBaHHA abo
3MiHa Macy 060/10HKM Kancyn (TBepai
nikapcbki hopmMu Ans nepopasibHoro
3aCTOCyBaHHS) 3MiHa M/BKOBUX
060/10HOK TabneTku i3 Opadry Ha
Tabshield Ta BkItOUEHHS B cknag,
nonipyBasibHOI AOMNOMiXHOT PeYOBUHU
(Carnauba wax).36i/bLUEHHS Macn
NoKpUTTS TabneTkn y 3B'A3KY i3
BK/TIOYEHHSIM [OMOMDKHOI PEHOBUHM
Carnauba wax.3MiH1 BHECEHO B
IHCTpYKLil0 ANns MegnyHoro
3aCTOCYyBaHHS NiKapcbKoro 3acoby y
po3zin "Cknaa” (oo 3miHn cknagy
[OMNOMDKHUX PEYOBUH). BBEAEHHS 3MiH
npoTsArom 6 micsAuis nicns
3aTBEPAXKEHHS
266. | PPICTOM - ryctuii A16A Tabnetku, KYN®EP | /intoBcbka | [JoHr-A CT Ko., Pecny6n BHECEHHS 3MiH 40 peecTpavLiiHnx 6e3 nidnse | UA/20643/01/01
cnuptoBuin | X BKPWUTI BIOTEX, Pecny6nik nra. ika martepianis: 3miHu | TUny - 3MiHn peyenma ae
eKcTpakT NNiBKOBOIO YAB a Kopes oo 6e3nekn/edpekTMBHOCTI Ta
6ynb6 060/10HKOI0 MO thapmakoHarnagy (iHwi 3MiHu1) 3MiHu
pscty 30 mr; no 30 BHECEHO A0 IHCTPYKLUiT ANns MeAnYHOro
(Corydalis TabneToky 3acToCcyBaHHA NikapcbKoro 3acoby y
tuber) y nnacTyKoBoMy po3gin "MobiuHi peakwii”. BBegeHH:
BUNAI KOHTeliHepi; 3MiH NPOTArom 6 MicsuiB nicns
kopuganiv nol 3aTBEPAXKEHHS
y Ta KOHTeliHepy B
HaCiHHA navui
inomei
(Pharbitis
semen) y
BUrNAA
X/10pPOreHo
BOI
KMCNoTn
267. | XENINPO3AH | Vonopraza | BoHompas A02B TabneTku, AT YkpaiHa AT "dapmak” YKpaina BHECEHHS 3MiH 40 peecTpauiiHnx 3a He UA/21022/01/02
n aHy Cco8 BKPWUTI "®papmak” MaTtepianis: 3miHu | TUNy - 3MiHK 3 peuyenmo | nionse
hymapat nNiBKOBOO AKocTi. FOTOBMIA Nikapcbkuii 3aci6. M ae
060J10HKOI0, Onuc Ta cknag,. 3miHa abo AofaBaHHsA
no 20 mr; no LITamnis, NOTOBLLEHb @60 iHLWINX

10 TabneTok y
6nictepi, no 3
onictepn y

MapKyBaHb, YK/ouyatuu 3amiHy abo
[ofaBaHHsa hapb A4ns mapKyBaHHS
NiKapcbKoro 3acoby (3MiHa wramnis,
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

nauuj 3
KapTOHY

MOTOBLLEHb 260 IHLLINX MapKyBaHb)
BHeceHHA 3MiH B onuc TabneTku, a
came JoJa€ETbCA rpasitoBaHHA «10»
a60 «20», 3 BiANOBIgHNMY 3MiHAMY 3a
nokasHnkom «Onuc» B Cneyudikadiio
Ta METOAM KOHTPO/I0. 3MiHN BHECEHO
B po34in "OCHOBHI hi3nKo-XiMiuHi
BNACTUBOCTI" B IHCTPYKUjO AN
MeLMYHOro 3aCTOCYBaHHS NMiKapCbKOro
3acob6y. BBegeHHs 3MiH NpoTAarom 6-1m
MicaLiB nicnsa 3aTBepAKeHHs. 3MiHu |
T™Mny - 3MiHu WoAo
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) 3MiHn
BHECEHO Y M. 17 TeKCTy MapKyBaHHs
BTOPWHHOT yNakoBKM MiKapCbKOro
3aco6y. BBeieHHs 3MiH NpoTAromM 6-Tu
MiCALIB MiCNA 3aTBEPKEHHS. 3MiHM |
TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHN BUNpObyBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/IEHNX Y
cneumdikauisx, nig yac BUpo6bHMLTBA
rOTOBOrO /liKapCbKoro 3acoby (iHLwi
3MiHM) BHeceHHs 3MiH B onuc
TabneTkn, a came JOAAETHCA
rpaBitoBaHHsi «10» a60o «20», 3
BiANOBIAHVMMY 3MiHaMK B PO34in
3.2.P.3.4. KOHTPO/b KPUTUYHUX i
NPOMiXHOI NpoAykKuii (ans TabneTok-
Aanep Ta Hepo3dacoBaHUX TabreTok).
BBefeHHs 3MiH NPOTAroM 6-Tn Micsauis
nicns 3aTBepmAKeHHs.

268.

XENINPO3AH

Vonopraza
n

BOHOMpa3
aHy
hymapat

A02B
Cco8

TabneTku,
BKPWUTI
NNiBKOBOIO
060/10HKOI0,
no 10 mr; no
10 TabneTok y
6nicTepi, no 3
6nictepn y
nauui 3
KapToHY

AT
"®apmak”

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
MaTepianis: 3miHu | TMny - 3MiHK 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6.
Onuc Ta cknag,. 3miHa abo AofdaBaHHsA
LWTamnis, NOTOBLLEHb ab0 iHLWNX
MapKyBaHb, YK/touatuu 3amiHy abo
fofasaHHA dhapb ans mapKyBaHHA
nikapcbKkoro 3acoby (3MiHa Wwramnis,
MOTOBLLEHb ab0 IHLLINX MapKyBaHb)
BHeceHHA 3MiH B onuc TabneTtku, a

3a
peyenmo
]

He
nionsie
ae

UA/21022/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

came [0fa€eTbCA rpasitoBaHHA «10»
a60 «20», 3 BiANOBIAHNMY 3MiHAMY 3a
nokasHukom «Onunc» B Cneyndikadiito
Ta METOAM KOHTPO/H0. 3MiHN BHECEHO

B p0o32in "OCHOBHI (Pi3NKO-XiMiYHI
BNACTMBOCTI" B IHCTPYKLiO AnA
MeAMYHOro 3aCTOCYBaHHS /TiKapCbKoro
3aco6y. BBeieHHs 3MiH NpOTAromM 6-Tu
MiCALIB MiCNA 3aTBEPKEHHS. 3MiHM |
MRy - 3MiHM Woao
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHu

BHECEHO Y N. 17 TeKCTy MapKyBaHHA

BTOPWHHOT yNakoBKM MiKapCbKoro
3acoby. BBefeHHs 3MiH NpoTsArom 6-tu
MiCALIB MiC/1A 3aTBEPKEHHS. 3MiHM |
TUny - 3MiHK 3 AKOCTi. [OTOBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHU BUNpobyBaHb abo

[0MNyCTUMUX MEX, BCTAHOB/IEHNX Y
cneundikauisix, nig yac BMpobHuLTBA

rOTOBOrO JlikapcbKoro 3acoby (iHLwi

3MiH1) BHeCceHHs 3MiH B onuc

Tabnetkn, a came gofaeTbCca
rpaBitoBaHHs «10» abo «20», 3
Bi4NoBIAHMMM 3MiHAMKN B PO34in
3.2.P.3.4. KOHTPO/b KPUTUYHUX i

NPOMiXHOI Npoaykuii (ans TabneTok-
AAep Ta Hepo3gacoBaHux TabneTok).
BBefeHHs 3MiH NpoTArom 6-T MicsauiB

nicns 3aTBepKeHHs.

269.

LENICTA®
LYo

nekBaniHi
10 Xri0pu,
LMHXOKaiH
y
rigpoxnop
na
(anbykain
y
rigpoxnop
na)

RO2A

Tabnetkn ans
PO3CMOKTYBaH
HA, no 10
TabneToky
6nictepi; no 1
abo no 4
6nictepu B
nauui

MpAT
"Papmaue
BTUYHA
hipma
"fapHuus”

YKpaiHa

MpAT
"dapmaueBTUUH
a thipma
"fapHuus"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviintHmx
marepianis: 3mMiHu | Tuny - 3MiHM 3
AKocTi. CepTuddikar BignosigHocTI/TE-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOBNEHOro cepTudpikata
BiANOBIAHOCTI @60 BUNYYEHHS
cepTudikaTa BifnoBigHOCTI
€Bponelicbkiit hapmakonei: ana Adl;
ANsa BUXigHOro
MaTepiany/peareHTy/npomMi>KHOro

6e3
peyenma

UA/19330/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y
BUPO6HUUTBI ADI; Ana LONOMDKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI
€Bponelicbkin hapmakonei) -
OHOBNEeHWit cepTuddikaT Big yxe
3aTBEPAKEHOrO0 BUPOOGHYMKA - MOAAHHS
OHOBJ/IEHOTO cepTudikara
BiAANOBIAHOCTI EBpONEeichbkili
thapmakonei CEP 2007-117-Rev 03
(3aTtBepaxeHo: R1- CEP 2007-117-
Rev 02) ansa A®I uuHxokaiHy
rigpoxnopug (ambykainy
rigpoxnopuay) Big, 3aTBepAKEHOro
BupobHuka PHARMASYNTHESE,
France.

270.

LEPEIMIA®

Choline
alfoscerat
e

XONiHY
anbgocue
pat

NO7A
X02

Kancynm m'saxi
no 400 wmr, no
10 kancyny
6nicTepi; no 1
abo no 3
6nictepn y
nauui 3
KapTOHY

AT
"KNIBCbK
i
BITAMIHH
n
3ABOJ"

YKpaiHa

AT

"KNIBCbKWN

BITAMIHHWA
3ABOJ"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
mMaTtepianis: 3miHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. BunyueHHs
BMPOGHWYOI AinbHNL (BKIHOYAKUN
AinbHuui ans A®Il, npoMixHoro
NpoAyKTy abo roToBOro Nikapcbkoro
3acoby, AiNbHULI A58 NPOBeAEHHS
nakyBaHHs1, BAPOGHMKa,
BiANOBIAA/ILHOrO 3a BUNYCK cepii,
MicLLe NpoBeAEHHSI KOHTPO/IIO cepii)
abo nocrtavasibHMKa BUXiAHOrO

martepiany, peareHTy abo fOMOMDKHOT

PEYOBMHM (SKLLLO 3a3HAYEHO Y [OCHE)
BunyuyeHHs BUpo6Huka APl XoniHy
anbpocuepat «Lipoid GmbH»,
HimeyunHa 3aTBepxeHo: «Jiangsu
Weigida Pharmaceutical Co., Ltd»,
Kutaii
«Lipoid GmbH», HimeuunHa
3anponoHoBaHo: «Jiangsu Weigida
Pharmaceutical Co., Ltd», Kutaii

3a
peyenmo
M

UA/16976/01/01

271.

LE®A3ONIH

cefazolin

uechaszoni
H HaTpito

NOPOLLIOK ANst
PO34mnHy ans
iH'eKUin no
1000 wr; in
bulk: no 10
cdhnakoHIB 3
NOpOLLKOM B

[xeHoha
pm T4,

Benuka
BputaHis

HCIC Xebeit
XyamiH
dapmacbtoTikan
KomnaHi Nimiteq,

KuTtaii

BHECEHHS 3MiH 0 peecTpaviiiHmx
mMarepianis: 3MiHu | Tuny - 3MiHu 3
SKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTpO/b rOTOBOro NikapCbKoro
3acoby. 3miHa y meToax
BMNPOGYBaHHSA rOTOBOrO NiKapCbKOro
3aco6y (He3Ha4yHa 3miHa y

UA/20984/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
KapTOHHIl 3aTBEPMAKEHNX MEeToAaxX
KopoobLi BMNPOBYBaHHA) PO3AiNIeHHS METOAMK
«KinbkicHe BU3HaYeHHs» Ta
«OAHOPIAHICTb [030BAHNX OAVHULIb» 3
3aMiHOI0 OCTaHHBOTO 3 NPSMOro
MeTo4y Ha po3paxyHKOBO-BaroBuii
meTod. B metoauky «KinbkicHe
BM3HAYEHHS» BHECEHO HE3HAUHI 3MiHU
Yy BifnoBigHOCTi A0 MOHorpadii
«UedrazoniH gns iH'ekyin» dapm.
CLWA
272. | UE®PABONMIH cefazolin uedasoni JO1DB | nopoLuok Ans [xeHoa Benuka HCIC Xebeit Kutai BHECEHHS 3MiH 0 peecTpavinHux 3a UA/20983/01/01
H HaTpilo 04 pO34nHy oNns pm Tg, BpuTaHia XyaMiH mMaTtepianis: 3miHu | TUny - 3MiHK 3 peyenmo
iH'eKLjiin no dapmacbioTikan siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. M
1000 mr; no 1 KomnaHi Nimiteq KOHTPO/1b FOTOBOrO NiKapcbKoro
abo no 10 3acoby. 3miHa y meTogax
hnakoHIB 3 BMNPOGYBaHHS rOTOBOrO NiKapCbKOro
NOPOLLKOM Y 3acoby (He3HayHa 3miHa y
KapTOHHIl 3aTBEPMKEHNX MeToAaxX
KopoobLi BMNPOBYBaHHS) PO34ifIeHHS METOAMK
«KinbkicHe BU3HauYeHHs» Ta
«OfHOPIAHICTE A030BAHNX OAVHULb> 3
3aMiHOI0 OCTaHHBOTO 3 NPSIMOro
MeTo4y Ha po3paxyHKOBO-BaroBuii
mMeToA. B metoauky «KinbkicHe
BM3HAYEHHS1» BHECEHO HE3HAYHI 3MiHU
Yy BifnoBigHOCTI A0 MOHorpadii
«UedazoniH gns iH'ekyin» dapm.
CLA
273. | UE®A3ONMIH cefazolin uedasoni JO1DB | nopouwok gns [xeHoha Benvka HCIMC Xeb6eli Kutaii BHECEHHS 3MiH 40 peecTpauiiHnx 3a He UA/20983/01/01
H HaTpilo 04 pPO34nHy oNs pm NTg, BpuTaHis XyaMiH martepianis: 3miHu | TUny - 3MiHn peuyenmo | nionse
iH'eKLjiin no dapmacbioTikan woao 6esnekun/edpekTMBHOCTI Ta M ae
1000 mr; no 1 KomnaHi Mlimiteq, thapmakoHarnagy. 3miHa y KopoTkili
a6o no 10 XapakTepucTuL,i NnikapcbKoro 3acoby,
o1aKoHIB 3 TEKCTi MapKyBaHHS Ta iHCTPYKLi Ans
MOPOLLKOM Y MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
KapTOHHil perynsipHo OHOB/IOBAHOIO 3BiTY 3
Kopoo6Li 6e3nekun nikapcbkoro 3acoby, abo

JocnipkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnapeecTpavjiiiHuii nepiog, abo sk
pes3ynbTaT OLiHKM 3BIiTY 3 AOCAIAKEHD,
npoeeAeHnx BigNoOBIAHO A0 NnaHy
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH gionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
negjatpuyHux gocnimpkersb (PIP)
(3MiHy y3rokeHO 3 KOMMETEHTHUM
YNOBHOB&XEHNM OpraHoMm). 3MiHu
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby Ao
po3ginis "Ocob6/MBOCTI 3aCTOCYBaHHS"
Ta "MobiuHi peakuii" BignoBigHO A0
OHOBNEHOT iHthopMaLii 3 6e3neku
3aCTOCYBaHHS Ail040i PEe4YOBUHM.
274. | UE®A3ONIH- | cefazolin uedasoni JO1DB | nopoluok ans My6niyHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH 0 peecTpaLiiniHmx 3a He UA/4616/01/01
BX®3 H (Y 04 pO34nHy ons aKuioHepH akuioHepHe martepianis: 3miHu | TUny - 3MiHK peuyenmo | nionsie
BUrIAAi iH'exuili no e TOBapUCTBO LoAo 6e3snekn/edpeKTMBHOCTI Ta M ae
uedasoni 500 mr; 1 TOBapucTB "HaykoBo- hapmakoHarnsagy. 3miHa y KopoTkili
HYy hnakoH 3 o] BMPOGHUYUIA XapakTepucTuL nikapcbkoro 3acooby,
HaTpieBOi nopoLukom; 1 "HaykoBo- LEeHTp TeKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
coni) hnakoH 3 BMPOBHUY "BopuyariBcbKuii MeAMYHOro 3acTocyBaHHA Ha nigcTasi
NMOPOLLKOM Y nii LeHTp XiMiKo- perynsipHo OHOB/IOBAHOIO 3BITY 3
nauuj 3 "Bopuaris hapmaueBTUYHN 6e3nekmn nikapcbkoro 3acoby, abo
KapToHy; 1 CbKWiA 7 3aBog” JocnigpkeHb 3 6e3neky 3acToCyBaHHsA
hnakoH 3 XiMiKo- nikapcbKoro 3acoby B
NOPOLLKOM Y thapmaves nicnspeecTpauiiinii nepiog, abo sk
KOMNNeKTi 3 1 TUYHWI pe3ynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
amnynoto 3asop” npoBeeHuX BiANOBIAHO A0 NNaHy
PO3UMHHMKA negiatpuyHux gocnimkern (PIP)
(Boga ons (3MiHY Y3ro)XeHO 3 KOMMNETEHTHUM

iH'ekuili) no 5
M/1 B nauuj 3
KapTOHHOIO
neperoposKoto
; 10 chnakoHis
B nauyj (no 5
hnakoHiB y
KaceTi, no 2
KaceTun y nauuj
abo no 10
dN1aKoHIB y
KaceTi, no 1
KaceTi y nayui)

YMNOBHOBaXEHNM OpraHom)
3MiHN BHECEHO A0 IHCTPYKLiT Ans
Me[MYHOTO 3aCTOCYBaHHSA NiKapCbKOro
3acoby ao posginy "OcobnmsocTi
3acTocyBaHHs" Ta "lMo6iyHi peakui™
oo 6e3neku 3acToCyBaHHs Aitouoi
peyoBuHM LedasoniH BiANOBIAHO A0
pekomeHgauin PRAC. BBeAeHHs 3MiH
NPOTAroM 6-Tu MicAuiB nicns
3aTBEPLKEHHSA. 3MiHM | TNy - 3MiHK
LoAo 6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) 3MiHn
BHECEHO A0 [HCTpyKLii Ana MeanyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby Ao
po3giny "Mob6iuHi peakuii" woao
BaX/IMBOCTI 3BiTYBaHHS Npo NobiyHi
peakLii. BBeeHHs 3MiH NpoTArom 6-Tu
MiCSLIB MiCNs 3aTBEPAKEHHS.
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH gionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
275. | UE®PABOMIH- | cefazolin uedazoni JO1DB | nopoLuok ans My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH A0 peecTpaviiHmx 3a He UA/4616/01/02
BX®3 H (Y 04 pO34nHYy oNs akuioHepH akuioHepHe mMartepianis: 3miHu | TUNy - 3MiHK peuyenmo | nionsie
BUrIAA iH'exuili no e TOBapUCTBO LoAo 6e3snekn/edeKTMBHOCTI Ta M ae
uedazoni 1000 wr; 1 TOBapUCTB "HaykoBo- hapmakoHarnsgy. 3miHa y KopoTkili
HYy hnakoH 3 o] BMPOGHUYUIA XapakTepucTuL nikapcbkoro 3acooby,
HaTpieBoOi nopoLukom; 1 "HaykoBo- LEeHTp TEKCTi MapKyBaHHS Ta iHCTpyKLi Ans
coni) hnakoH 3 BMPOGHUY "BopuyariBcbKuii MeJMNYHOro 3acTOCyBaHHS Ha MigcTaBi
MOPOLLKOM Y nii LEeHTP XiMiKo- perynsipHoO OHOB/IOBAHOIO 3BITY 3
nauuj 3 "Bopuaris hapmaueBTUYHN 6e3nekmn nikapcbkoro 3acoby, abo
KapToHy; 1 CbKUi 1 3aBoa” pocnigpkeHb 3 6e3nekn 3acTocyBaHHs
hnakoH 3 XiMiKo- nikapcbKoro 3acoby B
NOPOLLKOM Y thapmaves nicnspeecTpauiiinii nepiog, abo sk
KoMMekTi 3 1 TUYHWI pe3ynbTaTt OLiHKV 3BITy 3 AOC/iIKEHb,
amnysnoto 3asog” npoBeeHuX BiANOBIAHO A0 NnaHy
PO3YMHHMKA negjiarpuyHux gocnimpkern (PIP)
(Boga ans (3MiHY Y3ropKeHO 3 KOMNETEHTHUM
iH'exuili) no 5 YNOBHOB&XXEHUM OpPraHom)
mn a6o no 10 3MiHN BHECEHO A0 IHCTPYKLiT Ans
M/ B nauLi 3 MeAMYHOro 3aCTOCYBaHHA /TiKapCbKoro
KapTOHHO 3acoby a0 po3sginy "OcobnmsocTi
neperopoaKoto 3acTocyBaHHs" Ta "lMo6iyHI peakuii™
10 chnakoHis B LoA0 6e3nekn 3acTocyBaHHS AjitoHoi
naJui (no 5 peyoBuHM LedasoniH BiANOBIAHO A0
d1aKkoHiB y pekomeHgauin PRAC. BBefieHHs1 3MiH
KaceTi, no 2 npoTArom 6-Tm MicALIB micns
KaceTun y nauuj 3aTBEPKEHHSA. 3MiHU | TNy - 3MiHK
abo no 10 oo 6e3snekn/edhekTMBHOCTI Ta
o1aKoHIB Yy thapmakoHarnagy (iHwi 3MiH1) 3MiHu
KaceTi, no 1 BHECEeHO A0 [HCTpyKLii Ana MmeanmyHoro
KaceTi y nauui) 3acTOCyBaHHS NikapCbKoro 3acoby Ao
po3giny "MobiuHi peaxuii" woao
BaX/IMBOCTI 3BITYBaHHS NpPo NobiyHi
peakLuii. BBeeHHs 3MiH NpoTArom 6-Tu
MicsiLiB nic/1s 3aTBepAKEHHS.
276. | UMNPONET® | Ciprofloxa | uunpocno | JO1RA | Tabnetku, O-p IHais [O-p Peppi'c IHais BHECEHHS 3MiH 0 peecTpaviintHmx 3a He UA/11851/01/01
A cin and KcauuHy 11 BKPUTI Peppi'c NabopaTtopic marepianis: 3miHu | Tuny - 3miHn peyenmo | nionse
tinidazole rigpoxsop NNiBKOBOIO Na6opato Nrtp, dTO -1 Loao 6e3nekn/edpeKTMBHOCTI Ta M ae
na; 060/10HKOI0; pic T4 hapmakoHarnsgy. 3miHa y KopoTkili
TUHIgason no 10 XapakTepucTuLi nikapcbkoro 3acoby,
Tabnetok y TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
6nictepi; no 1 MeAUYHOro 3acTocyBaHHA Ha nigcTasi
6nictepy B perynsipHo OHOB/IOBAHOTO 3BiTY 3

KapPTOHHIM

6e3nekun nikapcbkoro 3acoby, abo
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
KOpoo6Li JocnigpkeHb 3 6e3nekn 3acTocyBaHHs

nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iIKEHb,
npoBeAeHnX BignoBigHO 40 niaHy
negiatpuyHux gocnimpkern (PIP)
(3MiHy y3rokeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom). 3MiHu
BHECEHO [0 iHCTPYKLii 415 MeguyHoro
3acToCyBaHHSA Nikapcbkoro 3acoby Ao
po3zinis "Ocob/MBOCTI 3aCTOCYBaHHS"
Ta "MobiuHi peakuii" BignoBigHO A0
pekomeHgauii PRAC. TepMiH
BBEJEHHS 3MiH - MPOTAroM 6 micAuiB
nicns saTBepmkeHHs. 3MiHu | Tuny -
3MiHM Wwopo 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTUL Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynsipHoO OHOB/IOBAHOTO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnigpkeHb 3 6e3neky 3acToCyBaHHsA
nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo Ak
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX Bi4NOBIAHO 40 NnaHy
negiatpuyHux gocnimpkers (PIP)
(3MiHy y3rokeHO 3 KOMMETEHTHUM
YNOBHOB&XEHNM OpraHoMm). 3MiHu
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby Ao
po3gainy "Mo6iuHi peakwii" BigNoBigHO
[10 OHOB/EHOT iHdhopMmaLii 3 6e3neku
3aCTOCYyBaHHSA MikapcbKoro 3acoby.
TepMmiH BBELEHHS 3MiH - NPOTArom 6
MiCALIB MiC/1A 3aTBEPKEHHS. 3MiHM |
My - 3MiHN WoA0
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu). 3MiHu
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHS NikapcbKoro 3acoby Ao
po3ainy "Mo6iyHi peakuii” (BHECEHHS
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)

iHchopmawii wopo HeobxigHOCTI
NoBIAOMAATU MPO YCi BUNAAKN
nigo3proBaHnX NoGIYHUX peakLin Ta
BiICYTHOCTI eheKTUBHOCTI NikapCbKoro
3aco6y) Ta "Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca Micus
NPOBa)KEHHS NOro AisIbHOCTI"
(nepeHeceHHs iHdhopMaLii LWoao
HeoOXiAHOCTI NOBIAOMAATY NPO YCi
BMNaAKM Nig03poBaHNX NOBGIYHMX
peakLiiii Ta BiCyTHOCTi eDEKTUBHOCTI
nikapcbKoro 3acoby Ao posginy
"Mo6iuHi peakwyji"). TepmiH BBeAEHHS
3MiH - NpoTArom 6 Micsuis nicns
3aTBEPAKEHHSA. 3MiHM | Tvny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa kogy
ATX.
3MiHN BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHA /TiKapCbKoro
3acoby fo po3giny
"hapmakoTepanesTuyHa rpyna. Kog
ATX.".
3arBepoKeHo: "KombiHOBaHi
aHTubakTepiasibHi 3acobu.
®TOPXIHOMOHM Y KOMOGIHAUIT 3 iHLWIMMMK
aHTMb6akTepianibHUMK 3acobamun. Kog
ATX JO1R A04.". 3anponoHoBaHo:
"MpoTrMiKpo6HI 3acobu ans
CUCTEMHOTO 3aCTOCYBaHHS.
AHTMb6akTepianbHi 3acobu ans
CUCTEMHOTO 3aCTOCYBaHHS.
Kom6iHOBaHi aHTMb6akKTepianbHi
3acobu. LinnpodnokcaumH ta
TuHigason. Kog ATX JO1R A11.".
TepMiH BBEEHHS 3MiH - NPOTArOM 6
MiCALIB MiCNA 3aTBEPKEHHS. 3MiHM |
MRy - 3MiHK Woao
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo
3miHa(1) Ao 3060B'A3aHb Ta yMOB
BMAAui peecTpaviiHoro nocBigYeHHs,
BKoYatoum MNnaH ynpasniHHa
pu3nKamMm (iHLWi 3MiHK). 3asiBHUKOM




307

n/n

Hassa
JliKapcbKo20
3acoby

MixHapoo
Ha
HenameH
mosaHa
Hassa*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGH
uKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Pekna
myBaH
HS**

Homep
peecmpayiliHo
2o
nocsio4eHHs

HafiaHO OHOBJIEHUIA MNaH ynpas/iHHA
pusmkamu Bepcis 3.1.
3MiHM BHECEHO [0 YaCTVH:
| «3aranbHa iHhopmaLis»
Il «CreuundikaLis 3 6e3nekm»
Il «MnaH 3 hapmakoHarnsgy»
IV «MnaHwn wopo nicnapeecTpauiiHnx
nocnigpkeHb epeKTUBHOCTI»

V «3axoau 3 MiHiMizauii pusukis» VI
«Pestome nnaHy ynpasiHHA
pu3nkamm»

VIl «Qopatku» (goaatku 6,8)

Yy 3B’A3KYy 3 BBEAEHHAM [,0aTKOBUX
3axofiB 3 MiHiMi3auii pusvkis aAns
npo6nemun 6e3nekun "Perypritayis,
HeoCTaTHICTb CepUeBMX KnanaHis Ta
aHeBpu3Ma Ii AnceKLis aopTun"y
BWUINAAI OCBITHIX MaTtepianis ans
nikapis, SKi NPU3Ha4aloTb NiKyBaHHS
(DHPC) Ha nigcTasi piweHHs PRAC, a
TaKoX Y 3B'A3Ky 3i 3MiHOIO dhopmaTy
BiANoBiAHO A0 BuMor Evaluation
Guidance on the format of the risk
management plan (RMP) in the EU —
in integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2
Human Medicines). Pe3tome MNnaHy
ynpaB/iHHA pu3nkamu Bepcis 3.1
[0A3ETLCA

2717.

LMNPO®/IOK
CALMHY
rAPOXMOPU

i)

ciprofloxac
in

uunpodpno
KcauuHy
rigpoxnop
na

KpucTanivyHmi
NOPOLLIOK
(cybeTaHuin) y
noaBINHMX
nonieTuneHoB
MX nakeTax
ons
thapmavneBTny
HOro
3acTOCyBaHHS

AT
"®apmak”

YKpaiHa

YXEAHT
NAHIXYA
®APMACHIOTIK
ANTKO., T4,

Kutaii

BHECEHHS 3MiH 0 peecTpaLiinHmx
matepianis: 3miHu Il Tuny - 3MiHu 3
akocTi. A®I. (iHLWi 3MiHW) OHOBMEHHSA
DMF Ha A®I| LinnpodpriokcauuHy
rigpoxnopug Bupo6Hnkom Zhejiang
Langhua Pharmaceutical Co. Ltd.,
Kutaii 3 Bepcii HBOOE-GEN-00 no
Bepcii HBOOE-GEN-01. Ak Hacnigok,
npuegeHo MKA cybeTaHuii y
BiANOBIAHICTb 40 BMMOTr BUPOOHUKA 3a
nokasHukamn «laeHTudikadis»,
«30BHILWHIN BUMMAL PO3UNHY»,
«Jlomiwka A», «CynpoBigHi OMILIKM».

UA/14583/01/01
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuKk KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH Bgionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
BHeceHo 3MiHu B po34in1 «YMOBU
36epiraHHa»:
3arBepaKeHo:
B opuriHanbHii ynakosL,i npu
Temneparypi He Buwe 25° C
3anponoHoBaHo:
B opuriHanbHii ynakosLi npu
Temneparypi He BuLe 25° C.
3axuwiartu Big fii ceitna.
278. | UATIMAKC- Citicoline umtukoniH | NO6B po34nH Ans MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 0 peecTpaLiiniHmx 3a UA/13737/01/01
OAPHULUSA HaTpito X06 iH'ekwjin, 250 "papmaue "bapmaueBTUyH mMaTepianis: 3miHu | TMny - 3MiHK 3 peuyenmo
mr/mn, no 2 BTUYHA a thipma AKocTi. [oToBWIA Nikapcbkuii 3aci6. M
w1 (500 mr) hipma "NapHuus” 3MiHU Yy BUPOGHMUTBI. 3MiHU Y NpoLeci
abo no 4 mn "fNapHuus" BMPOOGHULITBA FOTOBOrO NiKapCbKoro
(1000 mr) B 3aco6y, BK/IOUAKUN MPOMDKHNIA
amnyni; no 3 NPOAYKT, WO 3aCTOCOBYETLCA NpU
aMmnynuny BMPOBHULTBI FOTOBOTO J1iKapCbKOro
KOHTYPHIl 3ac006y (iHLWi 3MiHN)
YapyHKOBIli OHOBJIEHHS iHhOpMaUT WoA0
ynakosLi; no 1 peinTuHry chinbTpiB nonepeaHbLOT
KOHTYPHIl inbTpavjii B onuci TEXHONOTIYHOro
YapyHKOBIli npouecy Ha Cragji 1. MpurotyBaHHsa
ynakoBLi B po3uMHy Ha eTani PinbTpauii po3unHy
nauuj; no 5 i3 (peinTuHr nop 0,6 MKM) Ha (PerTUHT
amnyn y nop He GinbLe 1,0 Mkm). PinbTp
KOHTYpHilA nonepeaHbOoi QinbTpauii
YapyHKOBIli BMKOPVCTOBYETHLCS Y BUPOBGHMLTBI, SIK
ynakosLij; no 1 fopatkouii enemeHT. MNpu upomy
KOHTYpHilA PENTUHI cTepunisytoyoi dinbTpauii
YapyHKOBIli 3a/mwaeTbesa 6e3 3miH (0,22 MKm).
ynakosLi B
nauui; no 5
amnyny
KOHTYpHIlA
YapyHKOBIli
ynakosLij; no 2
KOHTYPHI
YapyHKOBI
ynakoBkn B
navui
279. | APNHA® Drospiren 1 GO3A Tabnetku, Baiiep Al HimeuuunH MNepBuHHa Ta Himeuun BHECEHHS 3MiH 0 peecTpaviinHmx 3a He UA/12155/01/01
nnawc one and Tabnetka Al12 BKPUTI a BTOPVHHA Ha MaTtepianis: 3miHu | Tuny - peuyenmo | nionsie
ethinylestr | opaHxeBo 060/10HKOI0; yNakoBKa, AOMiHICTpaTUBHI 3MiHW. 3MiHa M ae
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH gionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynaKoska)
adiol ro Ne 28: no 21 [03BiN Ha HalilmeHyBaHHs Ta/abo agpecu Micud
KOnbopy Tabnetuj BUNYCK cepil: NPOBaPKEHHS AiSANIbHOCTI
MICTUTb opaHXeBoro Baiiep AT, BMPOGHMKa/imnopTepa rotosoro
eTuHinecT Konbopy i no 7 HimeuumnHa; nNikapcbKoro 3acoby, BK0YaK4n
pagion, TabneTok Bupo6bHuuTBO OinbHUL BUNYCKY cepii abo micue
ApocnipeH CBiTNO- Hepo3dacoBaHo NpoBeLEHHSA KOHTPOJTIO SKOCTI.
OH Ta 0paHXeBoro T npoAykuji: (@isnbHicTb, 3a AKy BigNoBifae
nesomeo KO/IbOpY B Baiiep Baiimap BUPOGHMK/IMMOpTEp, BKIOYA0UU
nar 6nicTepi; no 1 v6X i Ko. K, BWMNYCK Cepiii) - 3MiHa HanncaHHsA
Kanbuito; 1 6nictepy B HimeuunHa afjpecy aHrnincLKo MOBOK
Tabnetka KapTOHHIl BMPOGHMWYOI AinbHULi [13 Baiiep AT,
CBiTNO- nauui; Ne84: HimeuumnHa 3 (Mullerstrasse 178,
OpaHXeBo no 21 13353, Berlin, Germany) Ha
ro Tabnetuj (Muellerstrasse 178, 13353, Berlin,
Ko/bopy opaHXeBoro Germany). Micue3HaxogKeHHs
MICTUTb Konbopy i no 7 BVMPOGHWYOT AibHULI HE 3MIHWMOCh.
nesomeo TabneTok 3MiHu | TUNY - 3MiHK Woao
nart CBIiTNO- 6e3nekn/epeKTNBHOCTI Ta
KanbLjto 0OpaHXeBoro thapmakoHarnagy (iHwi 3MiHu) - 3MiHK
Konbopy B BHECEHO B iHCTPYKLIito 418 MeAUYHOro
6nicTepi; no 3 3aCTOCyBaHHS NikapcbKoro 3acoby Ao
6nictepu B po3ginis "BupobHuK" Ta
KapTOHHIl "Micue3Haxo4KeHHs BUPOOHUKa Ta
nauuj ajpeca Micusi NpoBadKEHHS 10ro
OiSNIBHOCTI", a came: BUMyYEHHS
TEKCTY, BUKNA[EHOro aHr/incbKo
MOBOI0. BBeieHHs 3MiH npoTAarom 6
MicsLiB nicns 3aTBepAKEHHS.
280. | APUHA® Drospiren 1 GO3A Tabnetku, Baiiep Al HimeuuunH MepBuHHA Ta Himeuun BHECEHHS 3MiH 0 peecTpaviinHmx 3a UA/12155/01/01
nnoc one and Tabnetka Al12 BKPUTI a BTOPUHHA Ha marepianis: 3miHu | Tuny - 3miHn peyenmo
ethinylestr | opaHxeBo 060/10HKOHO; yrnakoBKa, Loao 6e3nekn/edpeKTMBHOCTI Ta M
adiol ro Ne 28: no 21 [03BiN Ha hapmakoHarnagy (iHwi 3miHn) 3MiHn
KOMbopy Tabnetuj BUNYCK cepil: BHECEHO Y TEKCT MapKyBaHHS
MiCTUTb OpaHXeBoro Baiiep ®apma nepBuHHOI (M. 6) Ta BTOPUHHOT (N. 3,
eTuHinecT KONbopy i no 7 Al', HimeuunHa; 17) ynakoBKM NikapcbKoro 3acoby.
pagion, TabneTok Brpo6HMLUTBO BBefeHHst 3MiH NpoTArom 6-T MicauiB
apocnipeH CBITNO- Hepo3ghacoBaHO nicns 3aTBepKeHHs
OH Ta opaHXeBoro T npoaykuji:
nesomedo KONbOpY B Baiiep Balimap
nat 6nicTepi; no 1 v6X i Ko. KT,
KasibLito; 1 6nictepy B HimeyunHa
Tabnetka KapTOHHIf
CBIT/10- nayui; Ne84:
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Ne Hassa MixHapoo Hassa Koo Popma 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX Burnycky 3asiBHUKa BUPOGH gionycky | mysaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU (nikapcbka uKa HST** 2o
mosaHa ¢hopma, nocsi0O4YeHHs
Hassa* ynakoska)
OopaHXeBo no 21
ro Tabnetuj
Konbopy OpaHXeBoro
MICTUTb Konbopy i no 7
nesomeo TabneTok
nat CBiTNO-
KasbLjito OpaHXeBoro
Konbopy B
6nictepi; no 3
6nictepu B
KapTOHHIl
nau;

* BionosidHo Ao iHghopmayii ogiyitiHozo catimy LieHmpy BOO3 rio criisnpayi 8 Memodosioaii cmamucmuyrux docrioxens (https://www.whocc.no/atc_ddd_index/)
** pasi BHECEHHS 3MiH 00 IHCMPYKUiT PO MeouYHe 3acmocyBaHHs

HauanbHuUK

dapmaneBTUYHOr0 yNpaB/IiHHSA

Onexkcanap I'PINEHKO
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