MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

26 6epe3sHst 206 poKy Kwuis Ne 401

IIpo jep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHUX
iMyHO0Oio/T0riYHUX NpenapaTiB) Ta BHeCEHHs 3MiH /I0 peecTpaljiiHUX MaTepiajiB

BignosiaHo fo crarti 9 3akoHy Ykpainu «IIpo jsiikapchbKi 3acobu», MyHKTIB 3,
26, 30, 49 Ilopsiaky mepskaBHOI peecTpariii (repepeecTpaiiii) giKapCcbKuX 3acobiB,
3aTBep/pKeHoro moctaHoBoro Kabinety MinicTpiB Ykpaiau Bif 26 tTpaBHs 2005 poKy
Ne 376 (B pemakiii mocraHoBu Kabinety MiHicTpiB Ykpaiaum Big 26 kBitHs 2024
poky Ne 529), aG3aily gBafLATh I1’SITOr0 MiANMYHKTY 12 TyHKTY 4 ITOM0KeHHS Tpo
MiHicTepcTBO OXOpPOHM 37I0pOB’ST YKpaiHH, 3aTBep/pKeHOoro rnocrtaHoBoro KabiHery
MinictpiB Ykpainu Bim 25 OGepe3ns 2015 poky Ne 267 (B pefakiiii mocTaHOBU
Kabinery MinictpiB Ykpainu Bim 24 ciuas 2020 poky Ne 90), Ha migcraBi
pe3y/IbTaTiB eKCIIePTHU3M peecTpalfifHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeAUUHUX
iMyHOOio/loTiuHMX ~ TIperapariB), 110 TIOflaHi Ha [Iep’KaBHY  peeCTpariifo
(mepepeecTpallito) Ta BHeECEHHs 3MiH [0 peeCcTpalliiHUX MarepiasiB, TNpPOBeJeHOl
Jlep>KaBHUM  TTiIMPUEMCTBOM  «Jlep>KaBHUM eKCepTHUM 1ieHTp MiHicTepcTBa
OXOPOHHU 37I0pOB’Sl YKpaiHW», BHUCHOBKIB 1110710 eheKTUBHOCTi, Oe3reuyHOCTi Ta
AKOCTI, WJOAO0 €KCIIePTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTh/PU3MK JIIKAPCHKOrO
3aco0y, 1110 TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpallii (mepepeecTpailii), 070
BHECEHHS1 3MiH [0 peeCcTpaljiiHuX MaTepiaiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (epepeectpariii) abo BHeCeHHS 3MiH /10 peeCcTpaIjiiHuX MaTepiasiB, II[0
Hagiunum o MiHicTepcTBa OXOpPOHU 3[0pOB’ST YKpaiHW JIUCTOM [I€P>KaBHOTO
nignpueMcTBa «/lep)kaBHUM eKCIepTHUM LieHTp MiHicTepcTBa OXOPOHU 3[0pPOB’A
Ykpaian» Big 20 6epe3nst 2026 poxy Ne 913/5.2-26,

HAKA3YIO:

1. 3apeecTpyBaTH JiKapchKi 3acobu (MeguuHi iMyHOOiosOTiuHI TIperapaTy) Ta
BHECTH /10 /]ep>KaBHOTO PeeCTpy JTiKapChbKUX 3aco0iB 3rifHO 3 AoAaTKoM 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 JIAIIKO



3APEECTPOBAHUX JITIKAPCBKHUX 3ACOBIB (MEAVNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCATBHCHA 1O AEP)KABHOI'O PEECTPY JIIKAPCBKHUX 3ACOBIB

ITEPEJIIK

Aopatok 1
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Bif, 26 6epe3Hs 2026 pokyNe 401

Ne Hassa MiXHapooH Hassa Koo Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina Ymosu Peknamys Homep
n/n JliKapcbKo20 a diroyoi ATX (nikapcbka 3asiBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HenameHm | pe4yosUHU ¢hopma, 20
oBaHa ynakoska) nocsioYeHHs1
Hassa*
1. | ACCAHA®AP | Cannabis KoHonesb - pianHa TOB YkpaiHa BUNYCK cepil; IcnaHis peecTpavuis Ha 5 - He UA/21189/01/01
M EKCTPAKT eKcTpakT (cybcTaHuis) no "ACCAHA Pi3nKO-XiMIYHWIA pokis nionsizae
TrK, cTaHjaptv 10 mn a6bo no 30 " KOHTPO/Ib SIKOCTI
CTAHAAPTU 30BaHui M/TY CKISHUX Adl;
30BAHUI (Cannabis chnakoHax 3 BMPOLLLYBaHHS,
HA MCT ofii sativa L.) 6YPLUTUHOBOTO 36MpaHHs,
25 Mrimn ckna (knac Il1), CYLUIHHS,
3aKyMopeHnNx 06pobka Ta
TBUHTOBVMU KOHTPO/Tb AKOCTI
KpuLwkamu 3 BUXIAHOT
nonietTuneny CMPOBUHYU
BMCOKOT LLiSIbHOCTI Cannabis sativa
(HDPE) 3 L:
BHYTPILLHIM NIHHEO XEJIC,
BKnaguwem 3 C.J1., IcnaHis;
nonieTnneny BMPOBOHULITBO
HW3bKOI LLiSIbHOCTI (excTpakuis,
(LDPE) ansa Aexapbokcuos
dhapmaveBTUYHOT aHHs,
0 3aCTOCyBaHHsA cTaHgapTv3auis)
Ta KOHTPO/Ib
axkocTi APl Ta
noro
MPOMiXXHOr0
NPOAYKTY:
MEOANKEMI, C.
., Icnaxis
2. | ACCAHA®AP | Cannabis KoHonenb - pianHa TOB YkpaiHa Bunyck cepii; IcnaHis peecTpavuis Ha 5 - He UA/21203/01/01
M EKCTPAKT eKcTpakT (cybcTaHuis) no "ACCAHA hi3nKO-XiMiYHWNIA pokiB nionsizae
TrK, cTaHgaptm 10 mn a6o no 30 " KOHTPO/1b AKOCTI
CTAHAAPTU 30BaHui M/1 Y CKISHUX AdI;
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Ne Hassa Mi)xHapOOH Hassa Koo ®dopma sunycky 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamys Howmep
n/n JliKapcbK0O20 a ditoyoi ATX (nikapcbka 3asBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HenameHm | pe4yosuHU ¢opma, 20
oBaHa ynakoska) nocsioYyeHHs
Hassa*
30BAHU (Cannabis chnakoHax 3 BMPOLLLYBaHHS,
HA MCT onii sativa L.) 6YPLUTUHOBOIO 36MpaHHs,
50 Mr/iMn ckna (knac Il1), CYLUIHHS,
3aKynopeHnx 06pobka Ta
TBYHTOBMMU KOHTPO/Tb AKOCTI
KpuLKamu 3 BUXIAHOT
nonieTuneny CMPOBUHU
BMCOKOT LLiSIbHOCTI Cannabis sativa
(HDPE) 3 L:, lcnanis;
BHYTPILLHIM Brpo6HMUTBO
BKNaguwem 3 (excTpakuis,
nonietunexy AekapbokcunioB
HW3bKOI LLiSIbHOCTI aHHA,
(LDPE) ansa cTaHgapTv3auis)
dhapmavieBTUYHOT Ta KOHTPO/b
0 3aCTOCyBaHHA akocTi Adl Ta
noro
NPOMIXXHOro
NPOAYKTY:
MEOANKEMI,
C.J1., IcnaHia
3. | AOUETAKCE | docetaxel pouetakce | LO1CDO | koHueHTpaT ans HOmkuns IHAjs BignosiganbHuii Manbta/ peecTpauis o 3a He UA/21213/01/01
n2o n 2 PO34mnHy Ans dapma 3a BUMNYCK Cepii: IHAjsa BBE/EHHS B fijt0 peyenmo nionsizae
iHdpy3iin 20 mr/m; Cnewmani Al CeichT 3aKkoHy YkpaiHu Big, M
no 1 conakoHy y Tic Nlimiteq, Cepsices 28 nunHa 2022 p. Ne
KapTOHHii (MasnbTa) 2469-1X “INpo
ynakoBLi Nimiten, nikapcbki 3acobun”
ManbTa; Pestome nnany
BMPOGHMLTBO, yrpaBniHHSA
nepeBuHHe pusmkamm Bepcisa 0.1
nakyBaHHS, [0Aa€ETbCA.
BTOPUHHE MepiognyHicTb
nakyBaHHs, nojaHHA perynsapHo
KOHTPO/b AKOCTI: OHOBJIHOBAHOrO 3BITY
Opxia apma 3 6e3neku,
Cnewienitia Bi4NoBigHO A0
Nimviten, Mopsaaky 3aiicHeHHA
IHAis hapmakoHarnsgy,
3aTBEPAXEHOrO
Haka3oM

MiHicTepcTBa
OXOPOHU 340pPOB’A
Ykpainu Big 27

rpyaHa 2006 poky Ne

898,

3apPEECTPOBAHOIO B
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Ne Hassa Mi)xHapOOH Hassa Koo ®dopma sunycky 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamys Howmep
n/n JliKapcbKo20 a ditoyoi ATX (nikapcbka 3asBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HenameHm | pe4yosuHU ¢opma, 20
oBaHa ynakoska) nocsioYyeHHs
Hassa*
MiHicTepcTBi rocTuULil
YkpaiHu 29 ciuns
2007 poky 3a Ne
73/13340 (y
pepakuii Hakasy
MiHicTepcTBa
OXOPOHU 3[10POB'A
Ykpainu Big 26
BepecHs 2016 poky
Ne 996), cTaHOBUTb:
3riHO 3i CTpOKamu,
3a3HavYeHMn y
nepioguyHocCTi
nofaHHa
perynsipHux 3BiTiB 3
6e3neku.
4. | AOUETAKCE | docetaxel pouetakce | LO1CDO | koHueHTpar ans O pxkus IHgis BignosigansHuii ManbTta/ peecTpauis go 3a He UA/21213/01/02
nso n 2 pPO34nHy NS dapmva 3a BMNyCK cepil: IHais BBEJEHHS B [it0 peyenmo nionsieae
iHdpy3in 80 mr/4 Cnewwvani AN CeidT 3akoHy YkpaiHu Big, M
m; no 1 conakoHy | Tic JlimiTeq, Cepgices 28 nunHa 2022 p. Ne
Y KapTOHHiii (ManbTa) 2469-1X “MNpo
ynakoBLi Nimviten, nikapcbki 3acobun”
ManbTa; Pestome nnaxy
BUPOGHULTBO, ynpasiHHA
nepBuHHE pu3nkamm Bepcia 0.1
nakyBaHHS, [ofaeTbesa.
BTOPVHHE MepiognyHiCTb
nakyBaHHS, NoAaHHsA perynsipHo
KOHTPO/b IKOCTI: OHOB/IIOBAHOTO 3BITY
Opkia ®apma 3 6esneku,
Cnewieniti3 BIANOBIAHO A0
Nimiteq, Mopsaaky 3aiicHeHHS
IHais thapmakoHarnagy,
3aTBEPKEHOr0
Haka3oMm

MiHicTepcTBa
OXOPOHW 3,0POB’A
Ykpainu Big 27
rpyaHa 2006 poky Ne
898,
3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii
Ykpainm 29 ciuHs
2007 poky 3a Ne
73/13340 (y
pejakLii Hakasy
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Ne Hassa Mi)xHapOOH Hassa Koo ®dopma sunycky 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamys Howmep
n/n JliKapcbK0O20 a ditoyoi ATX (nikapcbka 3asBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HenameHm | pe4yosuHU ¢opma, 20
oBaHa ynakoska) nocsioYyeHHs
Hassa*
MiHicTepcTBa
OXOPOHW 340POB'A
Ykpaiuu Big 26
BepecHsa 2016 poky
Ne 996), cTaHOBUTb:
3riHO 3i cTpoKamu,
3a3HayYeHUMn y
nepiognyHoCTI
nofaHHa
perynsipHux 3BiTiB 3
6e3neku.
5. | KACAPK® A candesarta | kaHgecapT | CO9DBO | kancynu TBepai, Kopropauij YkpaiHa BMPOBHUK, LLLO MonbLia peecTpavuis Ha 5 3a He UA/21197/01/02
n and aHy 7 no 16 mr/10 mr; no A Bignosigae 3a pokiB peyenmo nionseae
amlodipine | uunekcetu 10 kancyn y «APTEPIY rpaHy/itoBaHHsA Pestome MYP Bepcis M
n, 6nictepi, no 3 M> Ta 3MilllyBaHHS, 0.1 popaeTbes.
amioauni 6nicTepu B nayw, BMPOGHMKM, MepiognyHicTb

BiANOBiAa/IbHI 3a
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
BUPOBHUKN,
BiANOBIAa/bHI 3a
KOHTpO/b cepii
NiKapcbkoro
3acoby, Bunyck
cepii:
Apavepg ®apma
C.A,
MonbLa;
BMPOBHUK, LLLO
Bignosigae 3a
iHkancynsujto,
BUPOBHUKM,
BiANOBIAa/bHI 3a
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
BWMNYCK Cepil:
Apavepg ®apma
C.A,
Monbwa

nofJaHHA perynspHo
OHOB/IIOBAHOTO 3BITY
3 6e3neku,
BigMNoBiAHO A0
Mopsiaky 34ifCHeHHs
hapmakoHarnsgy,
3aTBEPAKEHOro
Haka3oMm
MiHicTepcTBa
OXOPOHU 30POB’A
Ykpaiuu Big 27
rpyaHa 2006 poky Ne
3apeecTpoBaHoro B
MiHicTepcTBi rocTuuii
YkpaiHu 29 ciuHs
2007 poky 3a Ne
73/13340 (y
pepakuii Hakasy
MiHicTepcTBa
OXOPOHU 3[10POB'A
Ykpainu Big 26
BepecHs 2016 poky
Ne 996), cTaHOBUTb:
3rigHO 3i CTpOKamu,
3a3HavYeHMn y
nepiognyHocCTi
nofaHHa
perynsipHux 3BiTiB 3
6e3neku.



https://atcddd.fhi.no/atc_ddd_index/?code=C09DB07
https://atcddd.fhi.no/atc_ddd_index/?code=C09DB07
https://atcddd.fhi.no/atc_ddd_index/?code=C09DB07
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Ne Hassa Mi)xHapOOH Hassa Koo ®dopma sunycky 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknamys Howmep
n/n JliKapcbK0O20 a ditoyoi ATX (nikapcbka 3asBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HernameHm | peyosUHU ¢opma, 20
oBaHa ynakoska) nocsioYyeHHs
Hassa*
6. | KACAPK® A candesarta | kaHgecapt | CO9DBO | kancynu TBepai, Kopnopaui YkpaiHa BMPOBHUK, LLLO Monbwa peecTpadist Ha 5 3a He UA/21197/01/01
n and aHy 7 no 16 mr/5 mr; no A BiAgnoBigae 3a pokiB peyenmo nionsizae
amlodipine | uunekcetu 10 kancyn y «APTEPIY rpaHy/IHoBaHHs Pestome MYP sepcis M
n, 6nicTepi, no 3 M> Ta 3MiLLyBaHHS, 0.1 gopaeTbes.
amo4MniH 6nicTepy B navw, BMPOGHMKM, MepiognyHicTb

BignoBiAasbHI 3a
nepBuHHE Ta
BTOPWHHE
nakyBaHHS,
BMPOGHMKM,
BiANOBiAa/IbHI 3a
KOHTPO/Ib cepil
NiKapcbkoro
3acoby, BMnycK
cepi:
Apameq dapma
C.A.,
MonbLua;
BMPOBHUK, LLLO
BignoBigae 3a
iHKancynsuito,
BMPOGHMKM,
BiANOBiAa/IbHI 3a
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
BUNYCK cepil:
Apaveg ®apma
C.A.,
MonbLua

nofaHHsa perynsapHo
OHOBJ/1OBAHOTO 3BITY
3 6esneku,
Bi4NoBigHO A0
Mopsaaky 3aiicHeHHs
thapmakoHarnsgy,
3aTBEPAXEHOr0
Haka3om
MiHicTepcTBa
OXOPOHU 30pPOB’A
Ykpainu Big 27
rpyaHa 2006 poky Ne
898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
YKpainu 29 ciuHs
2007 poky 3a Ne
73/13340 (y
pepakuii Hakazy
MiHicTepcTBa
OXOPOHW 340POB'A
Ykpaiuu Big 26
BepecHa 2016 poky
Ne 996), cTaHOBUTb:
3riHO 3i cTpoKamu,
3a3HayYeHUMn y
nepiognyYHoCTI
nofaHHa
perynsipHux 3BiTiB 3
6e3neku.

* BionosidHo 0o iHghopmayii ogiyitiHozo catimy LieHmpy BOO3 rio criisnpayi 8 Memodosioaii cmamucmuyrux docnioxens (https://www.whocc.no/atc_ddd_index/)

B.o. Haua/IbLHUKAa

dapmaneBTUYHOr0 yNpaB/IiHHSA

Onexkcanap I'PIHEHKO



https://www.whocc.no/atc_ddd_index/
https://atcddd.fhi.no/atc_ddd_index/?code=C09DB07
https://atcddd.fhi.no/atc_ddd_index/?code=C09DB07
https://atcddd.fhi.no/atc_ddd_index/?code=C09DB07

ITEPEJIIK

Aopartok 2

[0 Hakasy MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu «[po aepxaBHY

peecTpauito (nepepeecTpauito)
NiKapcbK1UX 3aco06iB (MeguYHUX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpavliiiHux
marepianis»

Bij 26 Gepe3nst 2026 poky _ Ne 401

INEPEPEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEJNYHUX IMYHOBIOJIOI'TYHHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKMX 3ACOBIB YKPAIHU

Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HuUK Kpaina Peecmpayjitina Ymosu Peknam Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUK npoyeoypa BiONMycKy | yBaHHsi | peecmpayiliHO
3acoby HerameH | peyosUHU ynakoska) a 20
mosaHa nocsioYyeHHs
Hassa*
1. | ALUETUNUUC | Acetylcyst | auetunum - KpucTanivyHmii MpAT YkpaiHa YxaHb 'paHg Kutaii MepepeecTpaLis Ha - He UA/19092/01/01
TEIH eine CTeiH nopoLLoK abo "®apmauesT Xoio Ko., N14. HeobMeXeHuin TepMiH nionsizae

Kpuctanu n4yHa thipma
(cybeTaHuis) y "NapHuus”
noABINHNX
nonieTMNeHoBUx
naketax gns
hapMaLeBTUYHOTO
3acToCyBaHHsA

2. | BPAYHOAWH | povidone- MoBigoH- DO8AGO | pO34uMH HaLLKIpHWIA, B. BpayH HimeuunH BMNYCK cepil: HimeuunH MepepeecTpavis Ha 6e3 nionseae | UA/18496/01/01

iodine nog 2 7,5 %, no 100 mny Menb3yHreH a B. BpayH a/ Heo6MeXeHU TEPMIH. peuyenma

noslieTuIeHoBMX Al Menb3yHreH Al LBeiiuapi
dhnakoHax, no 250 HimeuunHa,; A OHoBNEHO
My iHchopmawito y
nosieTuIeHoBMX BMPOGHMLTBO "in po3ginax
thnakoHax 3i cnpeii- bulk", neperHHe "PapMaKonorivHi
Hacocom; no 100 mn Ta BTOPUHHE BNacTUBOCTI",
y NoNieTUIeHOBNX nakyBaHHs, "MMoka3aHHA",
donakoHax, no 250 KOHTPO/b cepii: "MpoTunnokasaHHa",
My b. bpayH "B3aemogis 3 iHWyMK
noslieTuIeHoBMX Megikan Al niKkapcbknmu
thnakoHax 3i cnpeii- Lseiiapis 3acobamu Ta iHwWi

Hacocom, no 20
dhnakoHiB y
KapTOHHI KOpooLi

BWAW B3aeMogjin",
"OcobnnBOoCTi
3acToCyBaHHS",
"3parHicTb BNAMBaTH
Ha WBUAKICTb peaku;i
npu KepyBaHHi
aBTOTpPaHCMOPTOM abo
IHWKMKN
MexaHismamu",
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Ne Hassa MixxHapoo Hassa Koo ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknam Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka gpopma, 3asB8HUKa BUPOGHUK npoyedypa BiOnycky | yBaHHs | peecmpayiliHO
3acoby HernameH | pe4oBUHU ynakoska) a 20
mosaHa nocsioyeHHs1
Hassa*

"Cnoci6 3acTocyBaHHs
Ta gosun”, "Aitn",
"MNepepo3yBaHHA",
"Mo6iuHI peakwi"
IHCTpYKLii gns
MeAMYHOro
3acTocyBaHHsA
nikapcbKoro 3acoby
BiANoBiAHO A0
6e3neku
3aCTOCYyBaHHS
niKkapcbKoro 3acooby,
Ta 'y po3gini "Mo6iyHi
peakujii" woao
BavK/IMBOCTI
3BiTYyBaHHA Npo
noGiyHi peakuii.

Pestome nnaHy
ynpaeniHHA pu3viKamm
Bepcia 2.0 jofaEeTbes.

MepiognyHicTb

nofaHHA perynsapHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO
Ao lNopsaaky
3[iACHEHHS
hapmakoHarnsgy,
3aTBEPAKEHOr0
Haka3om MiHicTepcTBa
OXOPOHW 34,0POB’A
Ykpainu Big 27 rpygHs
2006 poky Ne 898,
3apPeECcTPoBaHOro B
MiHicTepcTBi tocTuuii
YkpaiHnu 29 ciuHs 2007
poky 3a Ne 73/13340
(y pepakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
3rigHO 3i cTpokamu,
3a3HayeHumn y
nepioguyHocCTi
NoAAHHS PerynsipHuX
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Ne Hassa MixxHapoo Hassa Koo ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknam Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka gpopma, 3asB8HUKa BUPOGHUK npoyedypa BiOnycky | yBaHHs | peecmpayiliHO
3acoby HernameH | pe4oBUHU ynakoska) a 20
mosaHa nocsioyeHHs1
Hassa*
3BITIB 3 6e3neKku.
3. | BITAMIH D3 colecalcife | xonekanb A11CCO | po34vH opanbHuii TOB YkpaiHa MAT YkpaiHa MepepeecTpauis Ha 3a He UA/18599/01/01
rol uuncpbepon 5 BOAHMIA, 15 000 "APTEPIYM "Tanuudapm" HeoOMeXeHuin TepMiH. | peyernmo | nidsseae
MO/1 mn, no 10 mn nTaor M

y donakoHi, no 1
donakoHy B nauuj

OHoBNEeHO
iHhopmalito B
IHCTpYKUiT Ans

MeAMYHOro
3aCTOCYyBaHHSA

nikapcbKoro 3acoby y
po3ginax "B3aemogis 3
IHLIMMK NiKapCbKMn
3aco6amu Ta iHwWi
BMAM B3aeMoSjin",
"Oco6nmBoCTi
3acTocyBaHHA"
BiANOBIAHO A0
iHbopmauii
pedepeHTHOro
nikapcbKoro 3acoby
AKBAIETPVM®
BITAMIH D3 Ta po3gin
"Mo6iuHi peakwyji"

[I0MOBHEHO

iHchopmauieto woao
3BiTyBaHHS Npo
no6iyHi peakwi.

Pestome nnany
ynpaBniHHA pu3vKamm
Bepcisa 1.0 gogaetbes.

MepiogunyHicTb

nojaHHA perynsapHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BignoBigHO
Ao Mopaaky
3iiCHEHHSA
thapmakoHarnsgy,
3aTBEPAXEHOr0
Haka3om MiHicTepcTBa
OXOPOHU 30POB’A
YKpaiHu Big 27 rpyaHs
2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTsi tocTuuit
YKpainm 29 ciyHg 2007
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Ne Hassa MixxHapoo Hassa Koo ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknam Howmep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka gpopma, 3asB8HUKa BUPOGHUK npoyedypa BiOnycky | yBaHHs | peecmpayiliHO
3acoby HernameH | pe4yosUHU ynakoska) a 20
mosaHa nocsioyeHHs1
Hassa*
poky 3a Ne 73/13340
(y pepakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'sA YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
3riHO 3i cTpokamu,
3a3HayeHumn y
nepioguyHocCTi
NOAAHHA PerynsipHuX
3BITIB 3 6e3neku.
4. | TEKCUTEKC chlorhexidi | xnoprekcn | GO1AX necapii no 16 mr no CninbHe YkpaiHa CninbHe YkpaiHa MepepeecTpaLis Ha 6e3 nionseae | UA/15693/01/01
ne OVHY 5 necapiis y cTpuni; YKparHCbKO- YKparHCbKO- HeoOMeXeHWn TEPMIH. peyenma
GirntokoHa no 1 a6o 2 ctpunu y icnaHcbke icnaHcbke
T naJui i3 kKapToHy nignpuemMcTs nigNPUEMCTBO OHOB/IEHO
0 "Cnepko "Cnepko iHchopmavito y po3gini
YkpaiHa" YkpaiHa" "PapmakoTepanesTuy
NOBHUIA LMK Ha rpyna" wogao
BMPOGHMLTBA, MDKHapOAHOTro
BWMYCK Cepil; knacudpikatopa koais

KOHTPO/1b AKOCTI

BOO3 Tay po3gini
"Oco6nuBoCTi
3acTocyBaHHA"
IHCTPYKLT anA
MeLNYHOro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby
oo 6esnekn
3aCTOCYBaHHS Ajloyoi
PeYOoBUHM.
OHosneHo
iHchbopmavito y po3gini
"Mo6iuHI peakuii™
IHCTPYKLi gns
MeAMYHOro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby
LLLOA0 BaXKMBOCTI
3BiTyBaHHSA Npo
noGiyHi peakLiji.

Pestome nnaHy
ynpasiHHA pu3nkKamu
Bepcis 1.1 gogaetbes.

MepiognyHicTb

noAaHHsA perynsipHo
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n/n

Hassa
JliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyor
peqyosuHU

Koo
ATX

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUK
a

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayitiHo
20
nocsioyeHHs1

OHOB/IOBAHOTO 3BITY 3
6e3neku, BignNoBigHO
Ao Mopaaky
3[jiCHEHHS
thapmakoHarnsgy,
3aTBEPAXEHOr0
Haka3om MiHicTepcTBa
OXOPOHU 30POB’A
YKpaiHu Big 27 rpyaHs
2006 poky Ne 898,
3apeecTpoBaHOro B
MiHicTepcTsi tocTuUuit
YKkpainun 29 ciuHs 2007
poky 3a Ne 73/13340
(Y pepakuii Hakasy
MiHicTepcTBa 0OXOPOHU
300pOB'A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
3rigHO 3i CTpOKamm,
3a3HavYeHMn y
nepioguyHocCTi
nofaHHsA perynsapHmMX
3BITiB 3 6e3MeKu.

NOrekcon

iohexol

iorekcon

MOPOLLIOK
(cy6eTaHuis) y
noABiiHMX
nonieTuIeHoBmX
naketax gns
chapmaLeBTUYHOTO
3acTocyBaHHs

AT
"®apmak”

YkpaiHa

XesHr Xanwkoy

dapmacboTuKa

Ko., 114,

Kutaii

MepepeecTpavis Ha
HeobMeXeHWin TepMiH

He
nionsieae

UA/18751/01/01

KUCEHb
MEANYHUIA
FA30MNOAIEH
un

oxygen

KNCeHb

VO3ANO
1

ras,no40 ny
6anoHax cTaneBumx

AKLIIOHEP
HE
TOBAPUCT
BO
"HALIIOHAJ
bHA
ATOMHA
EHEPIOTE
HEPYIOUA
KOMMAHIA
"EHEPTOAT
om"

YKpaiHa

AKLIIOHEPHE
TOBAPUCTBO
"HAUIOHANBH
A ATOMHA
EHEPIOreHEP
YIOUA
KOMMNAHIA
"EHEPTOATOM

YKpaiHa

MepepeecTpauisa Ha
Heo0BMeXeHW TEPMIH.

OHoBrieHo
iHhopmadito B
IHCTpYKUiT Ans

MefUYHOro
3acTocyBaHHsA

nikapcbKoro 3acoby y
po3gini "OcobamBocTi
3acTocyBaHHA"
BiANOBIAHO A0
iHchbopmaw,ii 3 6esnekn
3acToCyBaHHSA Aitoyoi
peyoBUHM Ta po3aini

3a
peyenmo
M

He
nionsieae

UA/18733/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyor
peqyosuHU

Koo
ATX

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUK
a

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayitiHo
20
nocsioyeHHs1

"Mo6iuHI peakwi"
LLOA0 3BITYBaHHS NPO
noGiyHi peakuiii.

MepiogunyHicTb
nofaHHa perynsapHo
OHOB/IOBAHOTO 3BITY 3
6e3neku, BigNoBigHO
Ao Mopaaky
3[jiCHEHHS
thapmakoHarnsgy,
3aTBEPAKEHOr0
Haka3om MiHicTepcTBa
OXOPOHU 30POB’A
YKpaiHu Big 27 rpyaHs
2006 poky Ne 898,
3apeecTpoBaHOro B
MiHicTepcTsi tocTuuit
YkpaiHnun 29 ciuHs 2007
poky 3a Ne 73/13340
(Y pepakuii Hakasy
MiHicTepcTBa OXOPOHU
300pPOB'A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
3rigHO 3i CTpOKamm,
3a3HavYeHMn y
nepioguyHocCTi
nofaHHsA perynsapHmMx
3BITiB 3 6e3MeKu.

KNCEHb
MEANYHUIA
rA30MOAIEH
nn

oxygen

KnceHb

VO3A
NO1

ras, ras y crajieBux
6anoHax no 40 n

AKLUIOHEP
HE
TOBAPUCT
BO
"HALUIOHAN
bHA
ATOMHA
EHEPIOrE
HEPYIOYA
KOMMAHIA
"EHEPIOAT
OoM"

YKpaiHa

AKLIOHEPHE

TOBAPUCTBO

"HALIIOHAJIbH
A ATOMHA

EHEPIOreHeprP

YIOUA
KOMIMAHIA
"EHEPITOATOM

YKpaiHa

MepepeecTpavis Ha
HeobMeXeHW TEpPMiH.
OHoB/EHO
iHchopmawito B
IHCTpYKUIT Ans
MeAMYHOro
3acTocyBaHHsA
nikapcbKoro 3acoby y
po3zini "OcobnusocTi
3acTocyBaHHA"
BiANOBIAHO A0
iHhopmaLii 3 6e3neku
3aCTOCYBaHHS Ajiloyoi
peyoBUHM Ta po3aini
"Mo6iuHI peakui™
LLI0AO 3BITYBaHHSA Npo

3a
peyerimo
M

He
nionsieae

UA/18797/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyor
peqyosuHU

Koo
ATX

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUK
a

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayitiHo
20
nocsioyeHHs1

no6iyHi peakLiji.

MepiognyHicTb
nofaHHsA perynspHo
OHOB/IHOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO
Ao Mopaaky
3[iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHU 30POB’A
Ykpainu Big, 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi rocTuULil
Ykpainu 29 ciuHg 2007
poky 3a Ne 73/13340
(y pepakuii Hakasy
MiHicTepcTBa OXOPOHM
3[10pOB's YKpaiHu Bif
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
3riHO 3i CTpoKamu,
3a3HayYeHUMn y
nepiognyHocCTI
nofaHHsa perynsapHmMx
3BITIB 3 6e3neKku.

MEMOPWUH®
HEO

Ginkgo
folium

nncta
TiHKro
6ino6a

NO6DX0
2

Kancynu no 40 wmr,
no 10 kancyn y
6nictepi, no 3
6nictepun y nauui

TOB "OKN
"®apmauesT
NyHa
habpuka"

YkpaiHa

TOB "OKnM
"®apmaueBTUYH
a habpuka"

YkpaiHa

MepepeecTpauisa Ha
He0BMeXeHW TEPMIH.

OHoBrieHo
iHhopmalito B
IHCTpYKUiT Ans

MeAMYHOro
3aCTOCYyBaHHSA

nikapcbKoro 3acoby y
po3gaini "Mo6iyHi
peaxuii” wono
6e3neku
3aCTOCYyBaHHSA
niKapcbKoro 3acooby.

Pestome nnany
ynpas/iHHA pu3nkamu
Bepcisa 1.1 gogaetbes.

6e3
peuyenma

nionsieae

UA/18757/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HernameH
mosaHa
Ha3sa*

Hassa
diroyor
peqyosuHU

Koo
ATX

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUK
a

Peecmpayjitina
npoyeoypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayitiHo
20
nocsioyeHHs1

MepiognyHicTb
nofaHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO
Ao lNopsaaky
3[iiCHEHHS
hapmakoHarnsgy,
3aTBEPAKEHOr0
Haka3om MiHicTepcTBa
OXOPOHW 34,0pPOB’A
Ykpainuu Big 27 rpygHs
2006 poky Ne 898,
3apPeECcTPoBaHOro B
MiHicTepcTBi tocTuuii
YKkpaiHu 29 ciyHs 2007
poky 3a Ne 73/13340
(y pepakuii Hakasy
MiHiCTepcTBa OXOPOHU
370pOB'sA YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
3riHO 3i cTpokamu,
3a3HayeHumn y
nepioguyHocCTi
NOAAHHA PerynsipHuX
3BITIB 3 6e3neku.

®EHCTY],

fentanyl

heHTaHIN

NO1AHO
1

PO34UH ON15 iH et
50 MKr/mn, no 2 mn B
amnyni; no 10
amnyn B KOHTYPHIl
ynakosLi; no 1
KOHTYPHIli yrnakoBLi
Y KapTOHHIll kopobLyi;
no 10 mn B amnyni;
no 5 amnyn B
KOHTYPHIli ynakoBLi;
no 1 KOHTYpHIl
ynakoBLji y
KapTOHHIA Kopoo6Li

PycaH
®apma /114

IHais

PycaH ®apma
nrtp,

IHais

MepepeecTpavisa Ha
HeoOMeXeHWn TEPMIH.
OHoBrieHo
iHhopmalito B
IHCTPYKLi gns
MeAMYHOro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
po3sginax
"PapmakoTepanesTuy
Ha rpyna. Kog ATX"
(womo
hopMytoBaHHsA
rpynu, 6e3 3miHu kogy
ATX) Ta OHOBNEHO
iHbopmawito B po3gini
"Mo6iuHI peakwi"
iHCTpYKLii gns
MeAMYHOro
3aCcTOCyBaHHSA

3a
peyenmo
M

He
nionseae

UA/17919/01/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina Ymosu Peknam Howmep
n/n JliKapcbK0O20 Ha ditoyoi ATX (nikapcbka gpopma, 3asB8HUKa BUPOGHUK npoyedypa BiOnycky | yBaHHs | peecmpayiliHO
3acoby HernameH | pe4oBUHU ynakoska) a 20
mosaHa nocsioyeHHs1
Hassa*

nikapcbKoro 3acoby
LLLOA0 BaXKMBOCTI
3BiTyBaHHSA Npo
no6iyHi peakLiji.

Pestome nnaHy
ynpasiHHA pu3nkamu
Bepcis 2.2 gofaeTbes.

MepiognyHicTb

NoAaHHA perynspHo
OHOB/IHOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO
Ao Mopaaky
3[iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHU 30POB’A
Ykpainu Big, 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi rocTuULil
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340
(y pepakuii Hakasy
MiHicTepcTBa OXOPOHM
3[10pOB's YKpaiHu Bif
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
3riHO 3i CTpoKamu,

3a3Ha4YeHUMn y

nepiognyHoCTI
nofaHHsa perynsapHmMx

3BITIB 3 6e3neKku.

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

B.o. HauanLHUKA
dapMaieBTUYHOT0 yIIPaB/IiHHA

Onekcanap I'PIHEHKO



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

ITEPEJIIK
JIIKAPCBKHMX 3ACOBIB (MEJNUYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), IIO4O0 AKUX BYJ/IK BHECEHI
3MIHU /10 PEECTPAIIIMHNX MATEPIAJIIB, IKI BHOCATECS 10 JEPKABHOI'O PEECTPY JIIKAPCEKUX

Joparok 3

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauito (nepepeecTpalito)

NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»

Bij; 26 Gepesns 2026 poky _Ne 401

3ACOBIB
Ne Hassa MixHapod Hassa Koo dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Homep
n/n JNliKapcbKo20 Ha diroyoi ATX (nikapcbka popma, 3asiBHUKa BUPOGH BionyckKy MyBaH | peecmpayiliHo
3acoby HernmameH | pe4yoBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
1. | L-UET® levocetirizi | neeoueTn RO6AEQ | Tabnetku, BKpUTI TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH g0 6e3 UA/8612/01/01
ne pU3NHY 9 060/10HKOt, Mo 5 Mr; | "TNEAPA XENTXKEP MNBT peecTpavuiiHux maTepianis: peuyenma
avrigpoxn no 10 TabneTtok y PM NTAO" nTa 3MiHn | TURY - 3MiHN 3
opvg, 6nicTepi; no 1, abo

no 3, aéo no 10
6nictepiB y
KapTOHHI ynakoBLi

AKOCTI. [0TOBWIA NikapcbKuii
3aci6. 3MiHU Y BUPOGHULTBI.
3MmiHa po3mipy cepii
(BKtOvatouM gianasoH
po3Mipy cepii) roToBoro
nikapcbKoro 3acoby (iHwi
3MiHW).
BupaneHHs po3mipy cepii 4
000 000 Tabnetok, gns
BMPOGHMYOI AinbHuLi CrM-
289 (A), PIIKO IHgacTpian
apea, YonaHki, bxiBagj,
[ict. AnBap (PagxacTaH),
IHAis.
3arBepoKeHo:
Brpo6HMya ainbHuus:
Cr-289 (A), PIIKO
IHgacTpian apea, YonaHki,
BxiBagi, [icT. AnBap
(PapxacTtaH), IHais.
Po3wmip cepii:

500 000 Tabnetok, 2 000
000 Tabnetok, 3 000 000
Tabnetok, 4 000 000
TabneTok.
BupobHMYa AiibHMUA:




Hassa MixxHapoo

Hassa

Koo

3asBHUK
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n/n

JliKapcbK0O20 Ha

3acoby HenameH
mosaHa
Ha3sa*

diroyoi
peqyoBuUHU

ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

L-UET® levocetirizi

nesoueTu

TabneTkn, BKPUTI TOB

Mnot Ne M-3, IHgop Cnewuen
IkoHOMiK 30yH, Deirs-Il,
Mitamnyp, Aict. Axap,
Magxes Mpagew, MiH

454774, IHgjs.
Po3mip cepii: 150 000
Tabnetok, 1 500 000

TabneTok.
3anponoHoBaHo:
Brpo6Huya ainbHuus:
Cr1-289 (A), PIIKO

IHpacTpian apea, YonaHki,
Bxisagi, Aict. Ansap
(PapxacTaH), IHais.

Po3wmip cepit:

500 000 Tabnetok, 2 000

000 Tabnetok, 3 000 000

TabneTok.
Brpo6Huya ainbHuus:

Mnot Ne M-3, Ingop Cnewen
IkoHOMiK 30yH, Deiiz-Il,
MNitamnyp, Aict. xap,
Mapxes Mpagew, MiH
454774, Inpjs

Po3wmip cepii: 150 000
Tabnetok, 1 500 000

TabeTok.

ne

pV3NHY
aurigpoxn
opvg,

060/10HKO0, M0 5 Mr;
in bulk: no 10
TabneTtok y 6nictepi;
no 160 6nictepiB y
KapTOHHI kopobuyj;
in bulk: mo 10
TabneTok y 6nictepi;
no 200 6nictepiB y
KapTOHHI KOpOOL

"TNEOPA
PM NTAO"

Ykpaina

KYCYM

nTh

XENTXKEP MNBT

IHais

BHECEHHS 3MiH 0
peecTpauiiH1ux matepianis:
3MiHu | TUnNy - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbKuii
3aci6. 3MiHM Yy BUPOOHULITBI.
3MiHa po3mipy cepii
(BKtOvaroun gianasoH
po3mipy cepii) roToBoro
nikapcbKoro 3acoby (iHLi
3MiHW).
BupaneHHs po3mipy cepii 4
000 000 TabneTok, ons
BMPOGHMYOI AinbHuLi CI-
289 (A), PIIKO IHgacTpian
apea, YonaHki, bxiBagj,
[Oict. AnBap (PagxacTtaH),

IHAis.
3arBepaKeHo:

UA/20624/01/01

Brpo6Huya ginbHuus:



Hassa
n/n

MixxHapoo Hassa

Koo
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JliKapcbK0O20
3acoby

Ha
HernameH
mosaHa
Has3sa*

diroyoi
peqyoBuUHU

ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

uka

KpaiHa
BUPOGH

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

ASAPIrA®

timolol, 6prH30Na

SO01ED5

Kpanni o4Hi; no 5 mn

HoBaprTic

€n-289 (A), PIIKO
IHpacTpian apea, YonaHki,
Bxisagi, ict. AnBap
(PapxacTaH), IHais.
Po3wmip cepii:
500 000 Tabnetok, 2 000
000 TabneTtok, 3 000 000
Tabnetok, 4 000 000
TabneTtok.
Brpo6Huya ainbHuus:
Mnot Ne M-3, Ingop Cnewen
IkoHOMiK 30yH, Deiiz-Il,
MNitamnyp, Aict. xap,
Mapxes Mpagew, MiH
454774, IHgjn.
Po3wmip cepii: 150 000
Tabnetok, 1 500 000
TabneTtok.
3anponoHoBaHo:
Brpo6Huya ainbHuus:
Cn-289 (A), PIIKO
IHpacTpian apea, YonaHki,
Bxisagi, AicT. AnBap
(PapxactaH), IHais.
Po3wmip cepii:
500 000 Tabnetok, 2 000
000 Tabnetok, 3 000 000
TabneTok.
Brpo6Hnya ginbHuus:
Mnot Ne M-3, IHgop Cnewen
IkoHOMiK 30yH, Deiiz-Il,
MNitamnyp, dict. Axap,
Magxbs Mpagew, MiH
454774, Ingis
Po3wmip cepii: 150 000
Tabnetok, 1 500 000
TabneTok.

combinatio
ns

Mmia,
TMMoson

1

y hnakoHi-
KpanenbHuui; no 1
dhnakoHy-
KpanesibHuLj y
KOpOoO6Li 3 KAPTOHY

dapma Al

LLiseiiuapi
A

HoBaprTic
MaHyakTypiHr
HB

Benbris

BHECEHHS 3MiH 0
peecTpavuiiHux maTepianis:
3MiHn | TURY - 3MiHN 3
akocTi. CepTudpikar
BignosigHOCTI/TE-
cepTtudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MmoHorpadii.

3a
peyenmom

[MogaHHsA HOBOro abo

UA/10400/01/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*

OHOBJIEHOTO cepTudikaTa
BiANoBiAHOCTI ab0
BWUTyYEHHS cepTudikaTa
BiNOBIAHOCTI €Bponelickkilt
hapmakonei: ana Adl; gns
BMXiAHOTO
mMaTtepiany/peareHTy/npomix
HOro NPOAYKTY, L0
BUKOPVCTOBYIOTHCS Y
BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHMN
(cepTudpikat BiAMNOBIAHOCTI
€sponelicbkili hapmakoner)
- OHOBNEHWi cepTudikat
Bif} y)ke 3aTBEPAKEHOrO
BMPOGHUKA
MogaHHA OHOB/IEHOrO
cepTudikara BiAnNoBIAHOCTI
€Bponeiicbkiii hapmakonei
Ne CEP 1996-049 - Rev 07
(3aTBEpAXeEHO: R1-CEP
1996-049- Rev 06) ans
TUMOJIONY Masiearty Bif
3aTBEPAKEHOrO BUPOOHMKA
PCAS. 3MmiHu | Tvny - 3miHn
3 AKocTi. CepTudikar
BignosigHOCTI/TE-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
MopaHHA HOBOro a6o
OHOBJ/IEHOTO cepTudikaTa
BignosigHOCTI abo
BUYYEHHS cepTudikara
BiANOBIAHOCTI EBpPONENCHKIi
thapmakonei: ana Adl; ons
BUXiAHOrO
marepiany/peareHTy/npomix
HOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCSA Y
BMPOGHMLTBI A®I; ons
[0MNOMDKHOT peyoBUHU
(cepTudpikaT BIAMNOBIAHOCTI
€Bponelicbkiin dhapmakoner)
- OHoBNEHWi cepTudikaT
Bifl y)Ke 3aTBEepKEHOro
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BMPOGHUKa MogaHHs
OHOBJ/IEHOTO cepTudikaTa
BiANOBiAHOCTI EBpONEiiChKiit
hapmaxkonei Ne CEP 2014-
300- Rev 01 (3aTBEpPAXEHO:
CEP 2014-300- Rev 00) ans
TMMOJI0MTy Masiearty Big,
3aTBEPAKEHOI0 BUPOOHMKA
PCAS. 3MmiHu | Tuny - 3MiHn
3 aKocTi. A®l. KoHTposnb
A®l. 3miHa y napameTpax
cneyudikayin Ta/abo
LOMYCTUMUX MEX,
BU3HAYEHNX Y
cneumdikauisx Ha Adl, abo
BUXIZAHNA/NPOMiXHWIA
npoAyKT/pearexT, wo
BUKOPVCTOBYIOTHCS Y
npoteci Bupo6HuuTea AdI
(monoBHeHHs cnevudikavii
HOBUM MOKa3HUKOM SIKOCTi Ta
BiANOBIAHUM METOA0M
BMNpobyBaHHs). BBeageHHs B
crneuudikavito ajroyor
PEeYoBUHN TUMOSONY
Masnieaty KOHTPOJI0 AOMILLKN
t-6yTnamiHonponaHgiony 3
nimitom - NMT 0,15% Ta
BiAMNOBIAHMM aHa/TITUYHUM
MeTogom (LCMS)
BignosigHo o CEP.

A30MT®

brinzolami
de

6prH30Na
Mmig

SO01ECO
4

Kpanni ouHi, 10
Mmr/mn; no 5 mny
doNakoHi-
KpanenbHuui; no 1
hnakoHy-
KpanenbHuLi y
KOpOO6L|i 3 KapTOHY

HoBaprTic
dapma Al

LLiseiiuapi
A

HoBaprTic
MaHyhakTypiHr
HB

Beneris

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHn | TURYy - 3MiHN 3
akocTi. A®l. BupobHuuTBO.
3MiHM B npoveci
BMPOGHMLTBA ADI
(He3HayHa 3miHa y npoueci
BUpO6HULUTBA ADI).
He3HauHi 3miHn y
BMPOGHMYOMY NpoLieci
Lit040i pevoBUHU
6punH301aMig — OHOB/IEHHS
onucy cragii 1
BMPOGHMLITBA, a came:
3amiHa giana3oHy po3mipy

3a
peyenmom

UA/2300/01/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*

cepii BUXxigHoro matepiany
(PS -4998) Ha gianasoH
po3Mipy cepii BXiAHOro
matepiany (AM-1001), sikuii
BUKOPWUCTOBYETLCSA AN1A
peaxuii; yTOYHEeHHS onucy
o6nagHaHHA Ta eTanis
OVCTUAALT; BUNPaB/IEHHS
MOMWIIKW Y 3a3HaYeHHi
KOHUEeHTpaL,ii po3unHy
Komnnekcy borane-
tetrahydrofuran complex in
tetrahydrofuran 3 1,0
monb/mn Ha 1,0 monb/n.
3MiHu | TUNYy - 3MiHK 3
akocTi. A®l. BupobHuuTso.
3MiHKM B npoueci
BMPOGHMLTBA ADI
(He3HayHa 3MiHa y npoleci
BMPOGHULTBA ADI).
HesHauHi 3MiHn y
BMPOGHNYOMY NPOLIECi
Lit040i peyoBYHN
6pnH30NaMmifg — OHOB/IEHHS
npowecy AofasaHHA
eTunauetary Ta rentaHy
(cTagis 2 BupobHMLUTBA), a
came: OHOBJIEHHS fliana3oHy
Temnepartypu AoAaBaHHSA
eTunauerary Ta rentady fjo
3a/mwky 3 10-50 °C Ha 25—
50 °C; yTOUYHEHHs onucy
npouecy AoAaBaHHsA
rentaHy; 3amiHa 3asHayeHHs
gianasoHy po3mipy cepii
BuxigHoro matepiany (PS-
4999) Ha fiana3oH po3mipy
cepii BXigHOro matepiasny
(PS-4998), skuii
BVIKOPWCTOBYETLCA AR
peakuii. 3MiHu | TURY - 3MiHN
3 aKocTi. A®l. BUpo6HMLTBO.
3MiHV B npoveci
BMPOGHMLTBA ADI
(He3HayHa 3MiHa y npoleci
BUpo6HMUTBA ADI).
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*

Hes3HauHi 3miHn y
BMPOGHMYOMY NpOLIECi
LYol pevoBUHU
6puH301aMi4 — OHOBMIEHHS
onucy cragii 3
BMPOOHMLTBA, & came: 3MiHa
yacy auctunauii nicns
fofaBaHHSA
TpumeTunopToaueTary Ha
cTagii 3 3 «2—4 roguHM» Ha
«He MeHLe 3,5 rognHn»;
3aMiHa 3a3HayeHHs
AianasoHy po3mipy cepii
BMXigHoro matepiany (AL-
4862, cupwuii) Ha fiana3oH
po3mipy cepii BXifHoro
matepiany (PS-4999), skuii
BWKOPWUCTOBYETHCSA ANA
peakuii. 3MiHn | TURY - 3MiHK
3 aKkocTi. A®l. Bupo6HMUTBO.
3MiHV B npoveci
BMPOGHMLTBA ADI
(He3HayHa 3miHa y npoueci
BUpO6HUUTBA ADI).
He3HauHi 3miHn y
BMPOGHNYOMY NpOLIECi
LYol pevoBUHU
6puH30Namig, Ha ctagii 3
BMPOGHMLTBA, L0
nepef6ayaloTb BUNYyUYEHHA
BWUKOPWCTaHHS AONOMIXXHOIO
hiNbTpyBasIbHOTO
matepiany (Kieselgur Hyflo
Supercel PH) (Ha npakTui
LIl CMPOBWHA HIKONW He
3acTocoByBanacs y
BMPOGHMYOMY NPOLIECH).
3MiHn | TUny - 3MiHN 3
AKOCTi. A®l. BUpo6bHMLTBO.
3MiHV B npoveci
BMPOGHMLTBA ADI
(He3HayHa 3MiHa y npoleci
BUpO6HMUTBA ADI).
BrinpaBneHHs KinbKicTi

TeTparigpodypany, Lo

BUVKOPUCTOBYETbLCA Ha
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*

nofgaTtkoBomy eTani
NPOMMBAaHHS Ha cTagii 3, 3
«20 Kr» Ha «30 Kr», a Takox
YTOUHEHHS onucy npouecy
fofaBaHHSA
TeTparigpodypaHy. 3MiHu |
TMny - 3MiHK 3 aKocTi. ADI.
Bvpo6HMLUTBO. 3MiHM B
npoteci BUpo6HuLTBa AdI
(He3HayHa 3MiHa y npoleci
BMPOGHULTBA ADI).
HesHauHi 3MiHn y
BMPOGHNYOMY NpOLLECi
Lit040i peYOBYHN
6prH30NaMmifg — OHOB/IEHHS
onucy cragii 4
BMPOGHMLITBA, & came:
NigBULLEHHS PiBHA
netanisauii onucy
BMPOGHMYOro npoLecy;
3aMiHa 3a3HayeHHs
AianasoHy po3mipy cepii
BMXigHoro matepiany (AL-
4862) Ha giana3oH po3mipy
cepii BxigHOro matepiasny
(AL-4862, cupwii), akuii
BWKOPWUCTOBYETHCSA ANA
peakuii. 3minu | Tuny -
AAMIHICTPaTUBHI 3MiHN.
3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaKEHHS Ais/IbHOCTI
BMpOGHUKa (BK/IOYaKoun, 3a
HeobXxigHOCTI, Micue
NpoBefAeHHs KOHTPO/0
AKOCTi), ab0 BnacHuKa
macTep-haiina Ha A®l, abo
noctayasibHuKa
Adl/BnxigHoro
mMaTtepiany/peareHTy/npomix
HOro NPOAYKTY, L0
3aCTOCOBYHOTLCA Y
BMPOGHULTBI AP (SKLLLO
3a3HayeHo y OCbE Ha
nikapcbkuii 3acib) 3a
BifICYTHOCTi cepTudikara
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BiANOBIAHOCTI €Bponelickkilt
thapmakonei y
3aTBEPAKEHOMY AOCbE, ab0
BMPOGHMKA HOBOI
[0MOMDKHOT PEYOBUHHN
(AKLLO 3a3HAYEHO Y [10CLE).
3MiHa HaliMeHyBaHHs
BMPOGHMKA BUXIAHOrO
martepiany
X/I0pOKeTOTioheHy
cynbhoHamigy (AM-1001) 3
«Dishman Pharmaceuticals
and Chemicals» Ha
«Dishman Carbogen Amcis»
Survey No. 47 & 48, Paiki
Sub Plot. 1, Village
Lodariyal, Taluka Sanand
Dist.: Ahmedabad — 382 220
India». MicLe3HaxomKeHHs
BMPOBGHNYOro MangaHumka
He 3MiHoBas10CA. 3MiHu |
™Mny - AOMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo afpecu micus
NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa (BK/IOYaouu, 3a
HeobXigHoCTI, Micue
NpoBeAEHHsI KOHTPOSO
AKOCTI), @60 BnacHuka
macTep-gaiina Ha Adl, abo
noctavasibHuKa
Adl/BMXigHOrO
mMartepiany/peareHTy/npomix
HOro NPOAYKTY, LU0
3aCTOCOBYHOTLCA Y
BMPOGHULTBI A®I (KO
3a3HayeHo y [J0Cbe Ha
nikapcbkuii 3acib) 3a
BiiCYTHOCTI cepTudikaTta
BiNOBIAHOCTI €Bponelickkilt
thapmakonei 'y
3aTBEPAKEHOMY AOCbE, 860
BMPOGHMKA HOBOIT
[0MOMDKHOT PEYOBUHMN
(AKLLO 3a3HAYEHO Y [10CLE).
3MiHa HaliMeHyBaHHs
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*

BMPOGHMKA BUXIAHOMO
marepiany AioKkcuay Cipku 3
«Carba Gas» Ha «Multigas».
3Minn | Tuny -
AAMIHICTPaTUBHI 3MiHN.
BunyyeHHsi BUPO6HUYOI
AinbHUUI (BKIOYAOUM
OinbHuui gns Adl,
NPOMIXHOr0 NPoAYKTY abo
roTOBOrO liKapCbKOro
3acoby, AinbHuULi Ans
NpoBefeHHs NakyBaHHS,
BMPOGHVKa,
BiANOBIA&/ILHOIO 3a BMMNYCK
cepiid, Mmicue NpoBefeHHs
KOHTPONIO cepii) abo
noctadyasibH1Ka BUXifHOTo
mMaTtepiany, peareHTy abo
[OMOMDKHOT pEYOBUHM
(AKLLLO0 3a3HaYEHO Y [0CHE).
BupganeHHs Sigma Aldrich
Fine Chemicals (SAF) USA
3i CMMCKy nocTavanbHuKIB
BUXiAHOro MaTepiany
rigpokcunamid O-
CynbHOHOBOT KUC/IOTW.
3MiHu | TUNYy -
AAMIHICTPaTUBHI 3MiHN.
3MiHa HaliMeHyBaHHS
Ta/abo afpecu micus
NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa (BK/IOYaouM, 3a
HeobXigHoCTI, Micue
NpoBefEHHS KOHTPO/HO
AKOCTI), @60 BnacHuka
macTep-caiina Ha Adl, abo
noctavasibHuKa
Adl|/BMXigHOrO
mMartepiany/peareHTy/npomix
HOro NPOAYKTY, LU0
3aCTOCOBYHOTLCA Y
BMPOGHULTBI A®I (SKLLO
3a3HayeHo y [JoCbe Ha
nikapcbkuii 3acib) 3a
BiiCYTHOCTI cepTudikaTta
BiJNOBIAHOCTI €Bponeiichkil
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*

thapmakonei 'y
3aTBEPAKEHOMY [OCbE, ab0
BMPOGHMKA HOBOIT
[OMOMDKHOT PEYOBUHM
(AKLLLO0 3a3HAYEHO Y [,0CHE).
3MiHa HaliMeHyBaHHs
BMPOGHMKA BUXIAHOMO
marepiany etwi aminy 70 %
3 «Thommen» Ha
«Thommen- Furler». 3MmiHn |
TUny - 3MiHK 3 aKocTi. ADI.
Brpo6HMLUTBO. 3MiHa
BMPOGHUKA
BVIXiZLHOr0/MPOMiXXHOr0
npoAayKTy/peareHTy, Lo
BUKOPVCTOBYHOTHCS Y
BMPOGHMYOMY npotieci AdI,
a60 3MiHa BUPOGHMKa
(BKnOYarOuM, Ae Heo6XiaHO,
MicLie NpoBeAeHHSA
KOHTpOsIt0 siKocTi) AdI (3a
BifICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpPONECHKIi
thapmakonei y
3aTBEpAKEHOMY [OCLE)(iHLUi
3MiHn). JogaBaHHs BASF
SE, Carl-Bosch-Strasse 38,
67056 Ludwigshafen,
Germany, ik BUPOGHUKA
BUXiAHOrO MaTepiany
eTunaminy 70%, wo
BUKOPVCTOBYELCSH Y
BMPOBHUYOMY NpOLLeCi
Lit040i pevyoBUHN
6pwH30Namig. 3miHu | Tuny -
3MiHu 3 aKocTi. API.
KoHTponb A®I. 3miHa y
napameTpax cneuudikauii
Ta/abo AonyCTUMUX MEX,
BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BUXiHWIA/MPOMIXHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Y
npoteci BUpo6HuLTBa AdI
(3BYXKEHHS ONYCTUMUX
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*

MeX, BU3HAUEHNX Y
cneuudikayii). 3By>KEHHS
[OMYyCTUMUX MEX A/1S
nokasHuka «Purity (HPLC)»,
BM3HAYEHUX Y cneumdikauii
BUXiAHOro MaTepiany
X/I0pOKeTOTioheHy
cynbghoHamigy (AM-1001),
AN HACTYMHMX AOMILLOK:
Impurity 1, Impurity 2,
Impurity 3, PS-4997 Ta
Chloride analogue of PS-
4997. 3MiHn | TUNY - 3MiHK 3
akocTi. A®l. KoHTposnb AdL.
3MiHa y meTogax
BMNpobysaHHA Ad| abo
BUXiAHOTO
mMartepiany/npomiKHOro
nNpoAaykTy/peareHTy, L0
BUKOPUCTOBYETLCA Y
npoteci BUpo6HuLTBa AdI
(He3HauHi 3mMiHn y
3aTBEPMKEHNX MeToAax
BUNpPoOYBaHHS). HesHauHi
3MiHV go meToankn GC-
Headspace ansa Bu3HaueHHs
3a/TULLKOBUX PO3UUHHWIKIB
(Residual Solvents by GC) y
BMXigHOMY matepiani
X/I0pokKeToTioheH
cynboHamig (AM1001).
3MiHn | TUny - 3MiHn 3
AKocTi. A®I. KoHTponb AdI.
3MiHa y napameTpax
cneuudikauin Ta/abo
LOMYCTUMNX MEX,
BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BUXiHWIA/MPOMIXHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYIOTBCS Y
npoteci BUpo6HuLTBa AdI
(BUYYEHHS HE3HAYHOrO
MoKa3HMKa AKOCTI
(Hanpvknag BUAYyYeHHN

3aCTapisioro NokasHuka)).
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
BunyyeHHA He3Ha4Horo

MoKa3HMKa AKOCTI
«Odor/3anax» 3i
cneumdikauii BUXigHoro
maTepiasly «rekcaH», Lo
BUKOPVCTOBYETLCA B
npoweci BUpo6HMLTBa
Lit040i peyoBYHN
6pvH3onamia. 3MiHu | Tuny -
3MiHu 3 aKocTi. API.
KoHTponb A®I. 3miHa y
napameTpax cneuudikauiii
Ta/abo [onyCcTUMNX MEX,
BU3HAYEHNX Y
cneumdikauisx Ha Adl, abo
BUXIZAHNA/NPOMiXHWIA
npoAyKT/pearexT, wo
BUKOPVCTOBYIOTHCS Y
npoteci Bupo6HuuTea AdI
(BWNYyYEHHSI HE3HAYHOTO
NOKa3HMKa AKOCTi
(Hanpuknag BUNy4YeHHs
3aCTapifioro NokasHvka)).
BunyyeHHs1 He3HauHOro
napametpa «Odor/3anax» 3i
cneuudikauii BUXigHoOro
maTepiany kucnota
xnopuctosoaHesa 32%
peareHty , Lo
BMKOPWCTOBYETLCA Y
BMPOGHNYOMY NpOLLECi
Lit040i peyoBYHN
6pvH3onamig. 3MiHu | Tuny -
3MiHu 3 aKocTi. API.
KoHTponb A®I. 3miHa y
napameTpax crneuudikauiii
Ta/abo [onyCcTUMNX MEX,
BU3HAYEHNX Y
cneumdikauisx Ha Adl, abo
BUXiZAHNA/NPOMiXHWIA
npoAyKT/peareHT, wo
BUKOPVCTOBYIOTHCS Y
npoteci Bupo6HuuTea AdI
(iHWi 3miHW). 3miHa Yy
napameTpi

«Appearance/30BHiLLHii
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
BUrNAA» cneundikauii

kaTanisaropa (S)-Me-CBS,
LL|0 BUKOPUCTOBYETHCSA Y
BMPOGHNYOMY NPOLIECi
Lit040i peyoBYHN
6pVH30M1aMif, OCKiSIbKU
hakTMYHO BOHA 3aBXaun
Bignosigana “colorless-
brownish liquid”, ane uga
iHhopmauis byna
NOMW/IKOBO BifjobpaxkeHa y
peecTpauiiiHoMy A0CbE K
“colorless-yellowish liquid”
3MiHn | TURYy - 3MiHn 3
AKOCTi. A®l. BUpo6HMLTBO.
3MiHn BUNpobyBaHb abo
[OMYyCTUMUX MeX Y npoueci
BUpo6HULUTBa APl WO
BCTaHOB/EHI Y
cneumdikauisx (iHLWi 3miHK).
HesHauHi 3MiHn go
MEeTOAVKN BUMPOGYBaHHSA
TLC pNnst KOHTPONO B
npoteci BUpo6HMLTBA (in-
process control), wo
3aCTOCOBYETbCS Ha cTagii 1
BUPOBHULTBA AitoyOi
peyoBuHM GpuH3onamig,
OHOBJ/IEHHS OMUcy
niAroToBKM 3paska Ta
€Ta/IOHHOT0 CTaHAapTy.
3MiHn | TUny - 3MiHn 3
AKOCTi. A®l. BUpo6HMLTBO.
3MiHn BUNpobyBaHb abo
[OMYyCTUMUX MeX Y npoLeci
BUpo6HULUTBa APl WO
BCTaHOB/EHI Y
cneundikauisix (BUMTyYeHHs
HecyTTeBOro
BMNPOGYBaHHS). BunyyeHHs
HECYTTEBOI METOAMKN
BunpobyBaHHA 1H-NMR ans
KOHTPO/O B NpoLieci
BMPObOHMLTBA Ha cTagii 1
BUpo6HUUTBA APL. 3MiHK |
TMny - 3MiHK 3 aKocTi. ADL.
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*

B1po6HMLTBO. 3MiHN
BMNpoGyBaHb abo
[OMYyCTUMUX MEX Y npoLeci
BMPOGHMLUTBA ADI, WO
BCTaHOB/IEHI Y
crneundikauiax (iHWi 3mMiHW).
HesHauHi 3miHn Ao
METOAVKN KOHTPOSIIO Ta
ponyctummnx mex ana TLC
BMNPOGYBaHHA B NPOLIECI
BMPOGHMLTBA (in-process
control), L0 3aCTOCOBYETLCA
Ha cTagii 2 BUpobHuLTBa
Lit040i peYOBYHN
6pvH3onamia. Jonyctuma
Mexa 3MiHeHa 3 «<5%
3a/MLLKOBOro PS-4998» Ha
«nnama PS4998 6inblue He
Bi3yanisyerbca, a nnsMa
“Des-chlor” negb nomiTHa».
3MiHu | TUnNYy - 3MiHK 3
akocTi. A®l. BupobHuuTso.
3MiHn BUNpobyBaHb abo
[OMYyCTUMMX MEX Y npoLeci
BMPOGHUMLUTBA ADI, WO
BCTaHOB/IEHI Y
cneumdikayisx (oogasaHHA
HOBOroO BMNPOGYyBaHHA Ta
[OMyCTUMUX MEX).
JopasaHHA apyroi
MEeTOAVKN BUMPOGYBaHHSA
TLC pNnst KOHTPONO B
npoteci BUpo6HMLTBA (in-
process control), wo
3aCTOCOBYETbCS Ha cTagii 3
NS MOHITOPUHTY 3HWKEHHS
PS-4999 nig yac 3axucty
cynbhoHamigHoT rpynu, a
TaKoX BUNPaB/IEHHA
iHchopmauii wopo
PO3YMHHMKA, KNI
BWKOPWUCTOBYETHCSA ANA
NPUroTyBaHHA CTaHAAPTHOrO
po3umnHy. Kpim TOro,
BUMPaB/IEHO iCTOPUYHY
HETOYHICTb: PO34YNHHUKOM
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*

[ANA NPUroTyBaHHsA
€Ta/IOHHOT0 PO3UnNHYy
3aBxav 6yB eTunauerar,
TOAi SIK Y AOCbE NOMU/IKOBO
BkasyBasca THF.
3MiHu | TUnNYy - 3MiHK 3
akocTi. A®l. BupobHuuTso.
3MiHn BUNpobyBaHb abo
[OMYyCTUMMX MEX Y npoLeci
BMPOGHUMLUTBA ADI, WO
BCTaHOB/IEHI Y
cneundikayisax (iHwi 3MiHw).
HesHauHi 3miHn Ao
METOAVKN BUNPOGYBaHHSA
TLC ANs KOHTPOSIO B
npotieci Bupo6HuuTea (in-
process control), wo
3aCTOCOBYETLCA Ha cTagii 3
(HykneodinbHe 3aMmillleHHs),
3 MeTOI0 BAOCKOHA/IEHHS
NiAroTOBKW eTasoHHOro
PO34MHY Ta YyTOUHEHHS
cknagy Cymilli MPOMIXHMX
NPOAYKTIB Y LibOMYy
E€Ta/IOHHOMY PO34MHi. Mexy
NPUAHATHOCTI 3MIHEHO 3 «<
5% 3a/11LLIKOBOro
Hei30/1bOBaHOr0 NMPOMIXXHOIoO
npoaykTy-tosylate» Ha
«nnsamMa ans HeisosiboBaHol
cymiLLi tosylate NpOMiXXHUX
NPOAYKTIB BiACYTHS». 3MiHM
| TMNy - 3MiHK 3 AkocTi. API.
KoHTponb A®I. 3miHa y
MeToAax BunpobysaHHs Ad|
abo BuxigHoro
mMartepiany/npombKHOro
npoAayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y
npoteci Bupo6HuuTea AdI
(He3HauHi 3mMiHn y
3aTBEpPAKEHNX METOAAX
BMNpobyBaHHsA). HesHauHi
3MiHU [0 METOANKN «Assay
by HPLC», wo
3aCTOCOBYETLCA ANA
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*

NMPOMiXHOro NpoAaykTy PS-
4998, a came: OHOBJ/IEHHSA
onuncy NpUroTyBaHHA
CTaHAAPTHOrO PO3UMHY,
PO3Mipy KOMOHKM Ta
fofaBaHHA dhopmyn
po3paxyHky. 3miHu | Tuny -
3MiHKM 3 sKoCTi. AdI.
KoHTposnb A®I. 3miHa y
mMeTodax BunpobysaHHs Ad|
abo BuUXigHoro
mMartepiany/npomiKHOro
NpoAyKTy/peareHTy, Lo
BUKOPUCTOBYETLCA Y
npoteci BUpo6HuLTBa AdI
(He3HauHi 3mMiHn y
3aTBEPMKEHNX MeToAax
BMNpPOoOYBaHHS). HesHauHi
3MiHV A0 METOAVKM
BMNpo6yBaHHSA «Optical
purity by HPLC», wo
3aCTOCOBYETLCA ANA
NPOMIXXHOro nNpoaykty PS-
4999, a came: OHOBJ/IEHHA
onucy NpUroTyBaHHA
CTaHAapPTHOTO PO3YnNHY Ta
PO3Mipy KO/TOHKMN. 3MiHN |
TMny - 3MiHK 3 aKocTi. AdI.
KoHTponb A®I. 3miHa y
MeTofax BunpobyBaHHsa AdI
ab6o BuxigHoro
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, Lo
BVIKOPUCTOBYETLCS Y
npoteci Bupo6HuuTea Adl
(He3HauHi 3MiHN y
3aTBEPMKEHUX MeToAax
BMNpo6yBaHHs). HesHauHi
3MiHW [0 METOAUKN
BMNpo6yBaHHA «Optical
purity by HPLC», wo
3aCTOCOBYETHCS AN1A
NMPOMIXHOro NpoAykTy PS-
4998, a came: BUNPaB/IEHHSA
onuncy NpUroTyBaHHA
CTaHAAPTHOrO PO3YMHY.
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uKa HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
3MiHn | TURY - 3MiHN 3
akocTi. A®I. (iHwwi 3miHK).
BHeceHHs pefakLiiiHuX 3MiH
Ta OHOBJIEHHS CYNPOBIAHOT
iHchopmawuii y posginax
3.28.22,32S523Ta
3.28.24
5. | AAPIHK® paraceta | napaueta | NO2BE5 | nopouiok gns AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 0 6e3 UA/14813/01/01
mol, morn, 1 OpasIbHOro PO34nHY "®apmak” peecTpavuiiHux maTepianis: peyenma
combinat | dheHinedp 3i CMaKoM JIMMOHY; 3MiHn |l TUny - 3MiHn 3
ions excl. | uHy no 4,8 r B cawe; no AKoCTi. A®I. (iHLWi 3MiHW).
psychole rigpoxnop 10 cawe B nauyuj 3 MopaHHA OHOBNEHOT Bepcil
ptics na KapTOHY DMF EDMF-PEH-202412
(V3) December 2024
(3aTBepmxeHo: DMF Oct-
2020 October 2020) ans
Ad| deHinedpuHy
rigpoxnopug BUpo6HMKa
Shenzhen Oriental
Pharmaceutical Co., Ltd.,
Kntaii.
6. | AAPIHK® paraceta | napaueta | NO2BE5 | nopoluok gns AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 40 6e3 UA/14814/01/01
mol, morn, 1 Opas1bHOro PO34UHY "®apmak” peecTpauiiHnux maTepianis: peyenma
combinat | deHinedp 3i CMakoM YOpHOI 3MiHu 1l TUny - 3MiHu 3
ions excl. | uHy CMOPOAVHN N0 5,2 T AKOCTi. A®I. (iHWi 3MiHW).
psychole | rigpoxnop B calle; no 10 cawe MopaHHA OHOBNEHOT Bepcil
ptics na, B nayLi 3 KApTOHY DMF EDMF-PEH-202412
(v3) December 2024
(3aTBepmxeHo: DMF Oct-
2020 October 2020) ans
A®| deHinedpuHy
rigpoxnopwg BUpobHuKa
Shenzhen Oriental
Pharmaceutical Co., Ltd.,
Kntaii.
7. | AKCETUH® cefuroxim uedypokc | JO1DCO | nopollok gns Mepokemi Kinp BMPOGHULITBO 3a Kinp/ BHECEHHS 3MiH [0 3a He UA/8714/01/01
e UM HaTpito | 2 PO3UMHY A5 iH KL nTa NOBHMM LMKIOM: | B’eTHam peecTpauiiHMX MaTepiasnis: peuyenmom | nidnse
no 0,750 r; Ne 1, Ne Megokemi 3MiHu | TUnNy - 3MiHK 3 ae
10, Ne 100 (10x10) Nimitea, Kinp; AKOCTI. FOTOBUIA Nikapcbkuii
no 1, 10 a6o no 100 3aci6. Cucrtema
hN1aKoHiB 3 BUPOGHMLTBO KOHTelHep/3aKynopoBasibHY
NOPOLLKOM Y roToBOro 11 3aci6. 3MiHa po3mipy
KapTOHHI KOpooL;j niKkapcbKoro yNakoBKM FOTOBOTO
3acoby, nikapcbKoro 3acoby (3MiHa

nepBUHHE Ta
BTOPUHHE

KiNIbKOCTi OAVHULb
(Hanpukiag TabneTok,



https://atcddd.fhi.no/atc_ddd_index/?code=N02BE51
https://atcddd.fhi.no/atc_ddd_index/?code=N02BE51
https://atcddd.fhi.no/atc_ddd_index/?code=N02BE51
https://atcddd.fhi.no/atc_ddd_index/?code=N02BE51
https://atcddd.fhi.no/atc_ddd_index/?code=N02BE51
https://atcddd.fhi.no/atc_ddd_index/?code=N02BE51
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
nakyBaHHs: amny/n TOLLO0) B yNakoBLyi:) -
Mepnokemi (Pa 3MiHa y Aiana3oHi
IcT) Kamnawi 3aTBEpPXEHNX PO3MIpIB
Nivites, ynakoBku. PeecTpauis
B’eTHam [04aTKOBOrO po3Mipy
ynakoBku no 1 dpnakoHy 3
MOPOLLKOM Y KapTOHHIl
Kopo6Li, 6e3 3mMiHK
martepiany nepBuUHHOT
yNakoBKu: 3aTBEPAXKEHO:
Ne10, Ne100 (10x10): no 10
a60 100 chnakoHiB 3
MOPOLLKOM Y KapTOHHIlA
KOpOoO6Lii. 3anponoHOBaHO:
Nel, Ne10, Ne100 (10x10):
no 1, 10 a6o 100 dhnakoHis 3
MOPOLLKOM Y KapTOHHIl
KOpOoO6Li. 3MiHN BHECEHO B
IHCTPYKLjO A8 MeanyHoro
3aCTOCyBaHHS NiKapCbKOro
3acoby B po3ain "Ynakoska"
Y 3B'A3KY 3 BBEEHHAM
[0[aTKOBUX YNakoBOK, 5K
HacnifokK - 3aTBEPAKEHHS
TEKCTY MapKyBaHHS
[0AATKOBMX YNakoBOK
niKkapcbKoro 3acoby.
BBefeHHs 3MiH NpoTarom 6-
TV MicsauiB nicas
3aTBEPAKEHHS.
8. | AKCETUH® cefuroxim uedypokc | JO1DCO | nopowlok gns Megokemi Kinp BMPOGHMLITBO 3a Kinp/ BHECEHHS 3MiH [0 3a He UA/8714/01/02
e UM HaTpito | 2 PO3YUHY NS iH'EKLi nTa NOBHUM UMKIOM: | B’eTHam peecTpauiiHnux maTepianis: peyenmom | nidnse
no1,5r; Ne 1, Ne 10, Megokemi 3MiHu | TUNYy - 3MiHK 3 ae
Ne 100 (10x10) no 1, Nimitea, Kinp; AKOCTI. [0TOBWIA NikapcbKuii
10 a6o no 100 3aci6. Cucrtema
hn1akoHiB 3 BUPOBHULTBO KOHTelHep/3aKynopoBasbHM
NOPOLLKOM Y roToBOro 11 3aci6. 3miHa po3mipy
KapTOHHI Kopo6Lyi nikapcbKoro yNakoBKM rOTOBOr0O
3acoby, nikapcbKoro 3acoby (3miHa
nepBrHHe Ta KiNIbKOCTi OAVHULb
BTOpPUHHE (Hanpvknag TabneTok,
nakyBaHHs: amny TOLLO) B yNakoBLi:) -
Mepokemi (Pa 3MiHa y gianasoHi
IcT) KamnaHi 3aTBEPMAKEHMX PO3MIpIB
Nimites, ynakoBku. PeecTpavis
B'eTHam [04aTKOBOrO po3Mipy
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

ynakoBkn no 1 donakoHy 3
MOPOLLKOM Y KapTOHHIl
KOpoO6Lii, 6e3 3MiHK
marepiasly nepBUHHOI
YNaKkoBku: 3aTBEPAXEHO:
Ne10, Ne100 (10x10): no 10
a60 100 dhnakoHiB 3
MOPOLLKOM Y KapTOHHIl
Kopo6Li. 3anponoHOBaHoO:
Nel, Ne10, Ne100 (10x10):
no 1, 10 a6o 100 chriakoHiB 3
MOPOLLKOM Y KapTOHHIl
Kopo6Lii. 3MiHN BHECEHO B
IHCTPYKLj0 A58 MegnyHoro
3acToCyBaHHS NiKapcbKoro
3acoby B po3ain "YnakoBka"
Yy 3B'A3KY 3 BBEL,EHHAM
[04aTKOBUX YNakoBOK, 1K
HacnifokK - 3aTBepKEeHHS
TEKCTY MapKyBaHHs
[0AaTKOBMX YNakoBOK
nikapcbKoro 3acooby.
BBegeHHs 3MiH npoTsArom 6-
TV MicAUiB nicns
3aTBEPKEHHS.

AN3ENIN

donepezil

fAoHenesn
ny
rigpoxnop
na

NO6DAO

2

TabneTku, BKpUTI
060/10HKO10, 10 5 Mr,
no 14 tTabneTtok y
6nicTepi; no 2 abo
no 4 6nictepn y
KapTOHHI KOpOOL;

3AT
dapmaueB
TUYHUIA
3aB0of,
Eric

YropumHa

3AT

dapmMaLeBTUYHN

1 3aBog ETIC

Yropm

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHn | TURYy - 3MiHN 3
akocTi. CepTudpikar
BignosigHOCTI/TE-
cepTtudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MmoHorpadii.
3MiHK, nos'aA3aHi 3
HEeOoOXiAHICTIO NPUBEAEHHS Y
BigNoBIgHICTbL A0
MoHorpadii AdY abo
€Bponelicbkoi hapmakonei,
a60 IHWOI HaLioHa/IbHOT
thapmakonei gepxasu €C
(3miHa y cneumdikauisx,
nos'sa3aHa 3i 3miHamu B
oY, abo €Bponeicbkin
thapmakonei, abo iHLwii
HaLjioHasbHIli hapmakonei

3a
peyenmom

nepxasu €C). NprBeaeHHs

UA/10701/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep

peecmpayitiHo

20
NnocsioYeHHs1

Cnevyucpikauii gitoyor
peyoBMHN JoHeNne3nny
rigpoxnopug komnaHii Egis
Pharmaceuticals PLC
BiANOBIAHO A0 MOHoOrpadii
€ "Donepezili
hydrochloridum".

10.

AN3ENIN

donepezil

AoHenesn

ny

rigpoxnop

na

NO6DAO
2

TabneTku, BKpUTI
060/10HKO0, N0 10
mr, no 14 TabneTok
y 6nictepi; no 2 abo
no 4 6nictepn y
KapTOHHI Kopo6Lyi

3AT
dPapmaueB
TUYHWUIA
3aB0of,
Eric

YropumHa

3AT
dapmMaLeBTUYHN
1 3aBog ETC

Yropm

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHn | TURY - 3MiHN 3
akocTi. CepTudpikar
BignosigHOCTI/TE-
cepTtudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MmoHorpadii.
3MiHK, nos'aA3aHi 3
HEeOoOXiAHICTIO NPUBEAEHHS Y
BigNoBIgHICTbL A0
MoHorpadii AdY abo
€Bponelicbkoi hapmakonei,
a60 IHWOI HaLioHa/IbHOT
thapmakonei gepxasu €C
(3miHa y cneumdikauisx,
nos'sa3aHa 3i 3miHamu B
Loy, abo €Bponeicbkin
thapmakonei, abo iHLwii
HaLjioHasbHIli hapmakonei
nepxasu €C). NprBeaeHHs
Cneuyudpikayii gitoyor
peyoBMHM JoHene3nny
rigpoxnopug KomnaHii Egis
Pharmaceuticals PLC
Bi4NOBIAHO A0 MOHOrpadii
€ "Donepezili
hydrochloridum".

3a
peyenmom

UA/10701/01/02

11.

ANNErPA®
180 MI

fexofenadi
ne

dekcoheH
afnHy
rigpoxnop

na

RO6AX2
6

TabneTku, BKPUTI
nAiBKOBOIO
060n10HKot0, Mo 180
mr, Ne 10, Ne 20
(10x2): no 10
TabneTok y 6nictepi;
no 1 a6o no 2
6nictepu B
KapTOHHI Kopo6Lyi

TOB
"Onenna
Xenckea
YkpaiHa"

YKpaiHa

CaHodpi BiHTpon
IHpacTpia

dpaHuis

BHECEHHS 3MiH 0
peecTpavuinHMx MaTepianis:
YTOYHEHHSA HanncaHHsA
YMOB BignycKy B Hakasi
MO3 YkpaiHuu Ne 298 Big,
09.03.2026 B npoueci
BHECEHHSA 3MiH (3MiHu |
TMny - 3MiHK Woa0
6e3nekn/edeKTNBHOCTI Ta
chapmakoHarnsgy.
BBefeHHst abo 3MiHn [0

6e3
peyenma

UA/8500/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

y3arasibHeHUX JaHuX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX
[aHux nNpo cuctemy
hapmakoHarnsgy, 3miHa
YMNOBHOBaXEHOT 0CcOo6Y,
BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
chapmakoHarnsgy;
KOHTaKTHOI ocobm 3
thapmakoHarnsgy 3asaBHUKa
[ANA 3ajiCHEHHS
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YMOBHOBaXEHOT 0cobY,
BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
thapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) 3miHa
MiCLIe3HaxXOpKEHHS macTep-
thaiina cuctemu
hapmakoHarnsgy Ta iioro
Homepa. 3MiHa Micus
3[iACHEHHSI OCHOBHOT
OiSNbHOCTI 3
hapmakoHarnagy).
Pepakuis B Hakasi - 3a
peuentom. BipHa peaakuis -
6e3 peuenTa.

12.

AJICOKAM

meloxicam

Menokcuk
am

MO1ACO
6

PO3YUH NS iH KL,
10 mr/mn; no 1,5 mn
B amny”ni; no 5
amnyn y énictepi; no
1 6nicTepy B nauui

Tosapuct
BO 3
06MeXeHo
10
Bignosiga
NBHICTIO
"OAPMAX
ENC"

YKpaiHa

MpusatHe
aKuioHepHe
TOBapuCTBO

"Jlekxim -

Xapkis"

YKpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3miHa 3asBHuka /13 (MIBIM)
(BnacHvika peecTpadiiHoro

noceigyeHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne
460). TepmiH BBe,EHHSA
3MiHY - NPOTArom 6 micsLiB
nicns 3aTBepApKeHHS. 3MiHu
| TMnNy - 3MiHK Woao
6e3nekn/edeKTNBHOCTI Ta
dhapmakoHarnsgy.
BBeneHHs abo 3MiHU A0
y3araJibHeHUX AaHnx npo

3a
peyenmom

UA/18067/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

cuctemy chapmakoHarnsgy
(BBEAEHHA Y3araslbHEHNX
[AaHuX nNpo cuctemy
thapmakoHarnagy, amiHa
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
3[jiiCHEHHSs!
dhapmakoHarnsgy;
KOHTaKTHOI ocobu 3
hapmakoHarnsgy 3asBHUKa
051 30iCHEHHS
hapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
3[jiiCHEHHS!
thapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLLEHHI
mMacTep-caiina cucremu
thapmakoHarnsagy). 3miHa
YNOBHOBaXeEHOI 0co6bu
3as1BHMKA, BifnoBigasibHOI
3a (papmakoHarnsg. fitova
pefakuis: JlebegmHelb IHHa
BacuniBHa. MNponoHoBaHa
pepaxuis: Masnosa Onis
CepriiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U
3asBHUKA, BiANOBIAA/IbHOI
3a hapmakoHarnag. 3miHa
MiCLIe3HaxopKeHHs macTep-
thaiina cuctemu
hapmakoHarnsgy Ta /ioro
HoMepa. 3MiHa Micus
3[iACHEHHSI OCHOBHOT
LisiNIbHOCTI 3
dhapmakoHarnsgy.

13.

ANTbBYBEH

albumin

anboyMmiH
NOANHN

BO5AA0
1

PO3unH ANs iHdysil
10 %; no 50 mn, 100
My hakoHi; no 1
dhnakoHy y nauuj 3
KapTOHY

TOB
"BIO®AP
MA
MNA3MA"

Ykpaina

TOB
"BIO®APMA
MAA3SMA"
(BpO6HMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,

Ykpaina

BHECEHHS 3MiH [0
peecTpauiiHnux maTepianis:
3MiHu | TUnNy - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbKuii
3aci6. KoHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa y
MeTofax BUNPo6yBaHHs

3a
peyerimom

UA/15875/01/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
KOHTPO/b SKOCTI, rOTOBOrO NiKapCbKOro
BWMYCK CepiiA) 3acoby (He3HayHa 3MiHa y
3aTBEpPAKEHNX METOAAX
BUNPOOYBaHHSA). YTOYHEHHS
Jiana3oHy KOHUeHTpavii B
NPUAHATHOCTI METOAVKM NpU
BW3HAYEHHI NOKa3HuKa
«Kanili» y meTogax
KOHTPO/10 SKOCTi FOTOBOTO
NikapcbKoro 3acoby.
14. | ANIbBYBEH albumin anbOyMmiH BO5AAQ | po3uunH Ans iHdysii TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 3a UA/15875/01/02
NIOANHN 1 20 %; no 50 mn, 100 "BIO®AP "BIO®PAPMA peecTpavuiiHux maTepianis: peyernmom
My donakoHi; no 1 MA MNA3MA" 3MiHn | TURY - 3MiHN 3
dhnakoHy y nauui 3 MNA3MA" (BpOGHMLTBO, AKOCTI. [0TOBWIA NikapcbKuii
KapTOHY nepBuHHe Ta 3aci6. KOHTponb rotoBoro
BTOPUHHE nNiKapcbKoro 3acoby. 3miHa y
nakyBaHHS, mMeToAax BUNPoGyBaHHSA
KOHTPO/b AKOCTI, roTOBOrO NiKapCbKoro
BWMYCK Cepii) 3acoby (He3HayHa 3MiHa 'y
3aTBEPMKEHNX MeToAax
BUMNPOOBYBaHHS). YTOUHEHHS
Aiana3oHy KOHUeHTpaui B
NPUAHATHOCTI METOAVKV Npu
BU3HAYEHHI NOKa3HUKa
«Kaniit» y meTogax
KOHTPOJH0 AKOCTi rOTOBOTO
NiKapCcbKoro 3acoby.
15. | AlIb®APEKI interferon IHTepchep LO3ABO | cynosutopii TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH 40 3a UA/15128/01/01
H® alfa-2b OH anbha- | 5 pekTasibHi no 250 "BANTAPTI BMPOGHMYA peecTpauiiHnx maTepianis: peyenmom
2b Tmc. MO; no 5 H KOMNaHis 3MiHu | TUnYy - 3MiHK 3
pekombiHa cynosuTopiiB y PAPMA" "IHTepchapmbioT AKOCTI. [0TOBWIA NikapcbKuii
HTHUIA CTpuni; No 2 cTpunu ek" 3aci6. 3MiHM Yy BUPOOHULITBI.
NI0ANHN B KapTOHHIi1 kopobui 3MmiHa po3mipy cepii

(BKtOvaroun gianasoH
po3Mipy cepii) roToBoro
niKapcbKoro 3acoby
(36inblueHHs go 10 pasis
NOPIBHAHO i3 3aTBEPKEHUM
po3mipom). BBefeHHs
36inbLUEHNX 06'eMIB cepiit
roTOBOrO /iKapCbKOro
3acoby 06yMOBEHO
BMPOGHNYO-EKOHOMIYHOO
HeobXifHicTto.
3arBepaKeHo:

Ans gosysaHHA 250 tuc.MO,
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep

peecmpayitiHo

20
NnocsioYeHHs1

500 tuc. MO, 1 maH. MO
po3mip cepii cknagae 7000
mA,
ouikyBaHuii BUxig, Big 5800
[0 6300 cynosmTopiis;
3anponoHoBaHo:
ona nosysaHHA 250 Tuc.
MO, 500 Tnc. MO, 1 MAH.
MO
po3mip cepii cknagae 7000
M,
TeopeTuyHili Buxig 7000
Cyno3uTopiis;
3MiHn | TURYy - 3MiHn 3
AKOCTi. [OTOBWIA NikapcbKuii
3aci6. 3MiHV Y BUPOOHULITBI.
3MiHM y npoueci
BMPOGHMLITBA FOTOBOMO
NiKapcbKoro 3acooy,
BK/TOYAI0UY MPOMIKHUN
NPOAYKT, WO
3aCTOCOBYETLCS NP
BMPOBGHULITBI FOTOBOrO
nikapcbkoro 3acoby
(He3HayHa 3MiHa y npoleci
BMPOGHMLTBA) HesHauHi
3MiHM B Npoueci
BMPOGHULITBA B 3B'SA3KY 3
MOJepHi3auieto 06agHaHHsA
4N BUpo6HMLTBA
36i/bLLIEHNX 06 EMIB Cepili -
3MiHM B po3ginax 3.2.P.3.3.
Onuc BUpo6HMYOro npoLecy
Ta KOHTPOJI0 MpoLecy,
3.2.P.3.4. KoHTpoO/b
KPUTUNYHMX CTagii i
NPOMDKHOI NPOAYKLUT,
Jopatok. MpumileHHs Ta
061aHaHHS.

16.

AJNTb®APEKI
H®

interferon
alfa-2b

IHTepcbep
OH anbda-
2b
pekombiHa
HTHUIA
NIOAMHM

LO3ABO
5

cynosuTopii
pekTanbHi no 500
Tmc. MO; no 5
CynosuTopiiB y
CTpuni; No 2 cTpunm
B KapTOHHI1 kopobui

TOB
"BAJIAPTI
H
PAPMA"

Ykpaina

TOB "HaykoBo-
BMPOGHMYA
KOMNaHis
"IHTepchapmbioT
ex"

Ykpaina

BHECEHHS 3MiH [0
peecTpauiiHnux maTepianis:
3MiHu | TUnNy - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbKuii
3aci6. 3MiHM Yy BUPOOHULITBI.
3MiHa po3mipy cepii
(BKIOMAKOUM fiana3oH

3a
peyerimom

UA/15128/01/02
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
po3Mipy cepii) roToBOro

nikapcbKoro 3acoby
(36inblueHHst go 10 pasis
MOPIBHAHO i3 3aTBEPAKEHUM
po3mipom). BeegeHHs
36iNbLUEHNX 06'EMIB Cepiii
roTOBOrO liKapCbKOro
3aco6y 06yMOBEHO
BMPOBHNYO-EKOHOMIYHOI
HeobXifHiCTHO.
3arBepKeHo:
Ana no3ysaHHA 250 Tnc.MO,
500 tuc. MO, 1 mnH. MO
po3mip cepii cknagae 7000
mA,
ouikyBaHuii BUxig Big 5800
[0 6300 cynosmTopiis;
3anponoHoBaHo:
ona nosysaHHA 250 Tuc.
MO, 500 Tnc. MO, 1 M/IH.
MO
po3mip cepii cknagae 7000
M,
TeopeTuyHili Buxig 7000
Cyno3uTopiis;
3MiHn | TUny - 3MiHn 3
AKOCTi. [OTOBWIA Nikapcbkuii
3aci6. 3MiHV Y BUPOOHULITBI.
3MiHM y npoueci
BMPOGHMLITBA FOTOBOMO
nNiKapcbKoro 3acooy,
BK/TOYAI0UY MPOMIKHUN
NPOAYKT, WO
3aCTOCOBYETLCS NpU
BMPOOGHULITBI FOTOBOrO
nikapcbkoro 3acoby
(He3HayHa 3MiHa y npoleci
BMPOGHMLTBA). He3HauHi
3MiHM B Npoueci
BMPOGHULITBA B 3B'A3KY 3
MOJepHi3auieto 061agHaHHsA
4N BUpo6HMLTBA
36iNbLUEHNX 06 eMIB cepil
- 3MiHM B po3ginax
3.2.P.3.3. Onuc

BMPOBHMYOro npouecy Ta
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
KOHTPO/II0 npouecy,
3.2.P.3.4. KoHTpoO/b
KPUTUNYHMX CTagii i
NMPOMiXHOI NPOAYKLi,
Jopatok. MpumileHHs Ta
061aHaHHS.
17. | ANIb®APEKI interferon IHTepcbep LO3ABO | cynosutopii TOB YkpaiHa TOB "Haykoso- YkpaiHa BHECEHHS 3MiH 0 3a UA/15128/01/03
H® alfa-2b OH anbtha- | 5 pekTanbHi no 1 MaH "BAJIAPTI BMPOGHMYA peecTpauiiHnux maTepianis: peyenmom
2b MO; no 5 H KOMNaHis 3MiHu | TUNY - 3MiHK 3
pekombiHa CynosuTopiiB y PAPMA" "IHTepcapmbioT AKOCTI. [0TOBWIA NikapcbKuii
HTHUIA CTpuni; No 2 cTpunu ek" 3aci6. 3MiHV Yy BUPOOHULITBI.
N0ANHN B KapTOHHI1 kopobui 3MiHa po3mipy cepii

(BKtOvaroun gianasoH
po3mipy cepii) roToBoro
niKkapcbKoro 3acoby
(36inblueHHs go 10 pasis
MOPIBHSHO i3 3aTBEPAXEHUM
po3mipom). BBefeHHs
36inbLUEHNX 06'eMiB cepiit
roTOBOrO /iKapPCbKOro
3acoby 06yMOB/EHO
BMPOGHNYO-EKOHOMIYHOO
HeobXifHicTto.
3arBepaKeHo:

Lna no3ysaHHA 250 Tnc.MO,
500 Tuc. MO, 1 msH. MO
po3mMip cepii cknagae 7000
M,
ouikyBaHuii BuXig, Big 5800
[0 6300 cyno3nTopiis;
3anponoHoBaHo:

Ons po3yBaHHA 250 Tuc.
MO, 500 Tnc. MO, 1 M/IH.
MO
po3mip cepii cknagae 7000
mA,
TeopeTuyHili Buxig 7000
Cyno3uTopiis;
3MiHu | TUnNy - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbKuii
3aci6. 3MiHM Yy BUPOOHULITBI.
3MiHM y npoueci
BMPOGHMLTBA rOTOBOIO
nikapcbkoro 3acoby,
BK/THOHAI0UN NPOMiXHWIA

NPOAYKT, o
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3aCTOCOBYETLCS NpU
BMPOBGHULITBI FOTOBOrO
nikapcbkoro 3acoby
(He3HayHa 3MiHa y npoleci
BMPOGHMLTBA). He3HauHi
3MiHM B Npoueci
BMPOGHULITBA B 3B'A3KY 3
MOJepHi3auieto 061agHaHHsA
4N BUpo6HMLTBA
36iNbLUEHNX 06 eMIB cepil
- 3MiHM B po3ginax
3.2.P.3.3. Onuc
BMPOBHMYOro npouecy Ta
KOHTPOJTI0 Npouecy,
3.2.P.3.4. KoHTponb
KPUTUYHKX CTagil i
MPOMiXXHOI MPOAYKLii,
Jopatok. MNpuMileHHsA Ta
061aHaHHS.

18.

ANb®APEKI
H®

interferon
alfa-2b

IHTepcep
OH anbha-
2b
pekombiHa
HTHWIA
NOANHN

LO3ABO
5

cynosuTopii
pekTasibHi Mo 3 M/IH
MO; no 5
CynosunTopiiB y
CTpvni; No 2 cTpunm
B KapTOHHIi kopobu

TOB
"BAJTAPTI
H
PAPMA"

YKpaiHa

TOB "HaykoBo-
BMpOGHUYa
KOMMaHis
"IHTepcapmbioT
ex"

YkpaiHa

BHECEHHS 3MiH O
peecTpavuiiHux maTepianis:
3MiHn | TURY - 3MiHN 3
AKOCTI. [0TOBWIA NikapcbKuii
3aci6. 3MiHU y BUPOBHULLTBI.
3MmiHa po3mipy cepii
(BKtOvatouM gianasoH
po3Mipy cepii) roToBoro
nikapcbKoro 3acoby
(36inblueHHs go 10 pasis
NOPIBHAHO i3 3aTBEPKEHUM
po3mipom). BeegeHHs
36iNbLUEHNX 06'eMIB cepiii
roTOBOrO NiKapCbKoro
3acoby 06yMOBEHO
BMPOGHNYO-EKOHOMIYHOO
HeobXifHiCTto.
3arBepoKeHo:
ons fosysaHHA 3 MsTH MO
po3mMip cepii cknagae 4500
M,
ouikyBaHuiA BuXig, Big 3600
[0 4000 cyno3nTtopiis;
3anponoHoBaHo:

Ons nosysBaHHA 3 MIH MO
po3Mip cepii cknagae 4500
M,

3a
peyenmom

UA/15128/01/04
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep

peecmpayitiHo

20
NnocsioYeHHs1

TeopeTuyHii Buxig 4500
cynosuTopii abo
[NS BCiX 403yBaHb
po3mip cepii cknagae 17000
M.
TeopeTuyHili Buxig 17000
cynosuTopiis, abo
po3mip cepii cknagae
28000mn,
TeopeTuyHili Buxig 28000
Cyno3unTopiiB.
3MiHu | TUNy - 3MiHK 3
AKOCTI. FoTOBUIA Nikapcbkuii
3aci6. 3MiHM Yy BUPOOHULITBI.
3MiHM y npoueci
BMPOGHULITBA FOTOBOIO
nikapcbKkoro 3acoby,
BK/THOHAI0UN NPOMiXHWIA
NPOAYKT, WO
3aCTOCOBYETLCS NP
BUPOGHULTBI FOTOBOrO
nikapcbKoro 3acoby
(He3HayHa 3miHa y npoueci
BMPOGHMLTBA). He3HauHi
3MiHM B NpoLecCi
BMPOGHMLITBA B 3B'A3KY 3
MofepHisalieto o6nagHaHHA
ANna BUpobHMLTBA
36iNbLUIEHNX 06 EMIB cepili
- 3MiHM B po3ginax
3.2.P.3.3. Onuc
BMPOBHMYOro npouecy Ta
KOHTPO/II0 Npouecy,
3.2.P.3.4. KoHTpO/b
KPUTUYHWX CTagii i
NPOMIXHOI NPOAYKLT,
[Jopatok. MpumileHHs Ta
o61afHaHHS.

19.

ANNb®APEKI
H®

interferon
alfa-2b

IHTepdep
OH anbha-
2b
pekombiHa
HTHWI
NOANHN

cynosuTopii
pekTanbHi no 250
T™Mc. MO; in bulk: no
5 cynosuTtopiis y
cTpwvni; no 100
CTPUNIB B KAPTOHHIl
KopooLi

TOB
"BAJIAPTI
H
PAPMA"

YKpaiHa

TOB "Haykoso-
BMPOGHMYA
KOMnaHis
"IHTepdhapmbioT
ex"

YKpaiHa

BHECEHHS 3MiH 0
peecTpavuinHMx MaTepianis:
3MiHn | TUny - 3MiHM 3
AIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHV Y BUPOOHULITBI.
3miHa po3mipy cepil
(BKNOYatoumM gianasoH
po3Mipy cepii) roToBoro

UA/15129/01/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
nikapcbKoro 3acoby

(36inblueHHs oo 10 pasis
NOPIBHSAHO i3 3aTBEPKEHUM
po3Mipom) - BBeaeHHs
36inbLUEHNX 06'eMIB cepiii
roTOBOrO NiKapCbKoro
3acoby 06yMOBEHO
BMPOGHNYO-EKOHOMIYHOO
HeoOXiZHiCTto.
3arBepaKeHo:
onsa posysaHHA 250 Tuc.MO,
500 tuc. MO, 1 mnH. MO
po3mip cepii cknagae 7000
M,
ouikyBaHuiA BuXig, Big 5800
[0 6300 cyno3nTopiis,;
3anponoHoBaHo:
ana nosysaHHA 250 Tuc.
MO, 500 Tnc. MO, 1 M/IH.
MO
po3Mip cepii cknagae 7000
M,
TeopeTunyHili Buxig 7000
Cyno3unTopiiB.
3MiHn | TURY - 3MiHN 3
AKOCTI. [0TOBWIA NikapCbKWii
3aci6. 3MiHV Y BUPOOHULITBI.
3MiHN y npoueci
BMPOGHMLITBA FOTOBOTO
nikapcbkoro 3acoby,
BK/THOHAK0UN NPOMiXHWIA
NPOAYKT, WO
3aCTOCOBYETbCS NP
BMPOOHULITBI FOTOBOrO
nikapcbKoro 3acoby
(He3HayHa 3MiHa y npoleci
BMPOOHULITBA).
HesHauHi 3miHM B npoueci
BMPOGHMLITBA B 3B'A3KY 3
MOAepHi3aLieto 061agHaHHA
ONns BUpo6HMLTBA
36iNbLUEHNX 06 EMIB cepili
- 3MiHV B po3ginax
3.2.P.3.3. Onuc
BMPOGHMYOro npouecy Ta

KOHTPOJ10 MpoLecy,
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
3.2.P.3.4. KoHTpO/b
KPUTUYHWX CTagii i
NPOMIXHOI NPOAYKLT,
[Jopatok. MpumileHHs Ta
ob61afHaHHS.
20. | ANIlb®APEKI interferon IHTepdep - cynosuTopii TOB Ykpaina TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH 0 - UA/15129/01/02
H® alfa-2b OH anba- pekTanbHi no 500 "BAJIAPTI BMPOGHMYA peecTpauiiHnx matepianis:
2b Tuc. MO; in bulk: no H KOMMaHis 3MiHn | TUny - 3MiHM 3
pekombiHa 5 cynosuTtopiis y PAPMA" "IHTepdhapmbioT AIKOCTi. FOTOBWMIA Nikapcbkuii
HTHUI cTpuni; no 100 ex" 3aci6. 3MiHVM Y BUPOOHULITBI.
NOANHN CTPUNIB B KAPTOHHIl 3miHa po3mipy cepil

KopoobLi

(BKNOYatoumM gianasoH
po3Mipy cepii) roToBOro
nikapcbKoro 3acoby
(36inbLueHHs fo 10 pasis
MOPIBHAHO i3 3aTBEPAXEHUM
po3mipom) - BBeeHHS
36iNbLUEHNX 06'EMIB Cepiit
roTOBOrO J1iKapCbKOro
3acoby 06yMOBIEHO
BMPOBHNYO-EKOHOMIYHOI
HEeOobXifHiCTHO.
3arBepKeHo:

Ana no3ysaHHA 250 Tnc.MO,
500 tuc. MO, 1 mnH. MO
po3mip cepii cknagae 7000
mA,
ouikyBaHuii BuXig, Big 5800
[0 6300 cynosmTopiis;
3anponoHoBaHo:
ona nosysaHHA 250 Tuc.
MO, 500 Tnc. MO, 1 MAH.
MO
po3mip cepii cknagae 7000
M,
TeopeTuyHili Buxig 7000
Cyno3unTopiis.
3MiHn | TUny - 3MiHM 3
AKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHVM Y BUPOOHULITBI.
3MiHM y npoueci
BMPOGHMLITBA FOTOBOMO
NiKapcbKoro 3acooy,
BK/1OYAI0UY MPOMIKHUI
NPOAYKT, WO
3aCTOCOBYETLCA Npy
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BMPOOHULITBI FOTOBOrO
nikapcbKoro 3acoby
(He3HayHa 3MiHa y npoleci
BMPOGHMLTBA). He3HauHi
3MiHV B NpoOLECi
BMPOGHMLITBA B 3B'A3KY 3
MOAepHi3aLieto 061agHaHHA
ONs BUpo6HMLTBA
36iNbLUEHNX 06 EMIB cepili
- 3MiHV B po3ginax
3.2.P.3.3. Onuc
BMPOGHMYOro npouecy Ta
KOHTPO/II0 npouecy,
3.2.P.3.4. KoHTpoO/b
KPUTUNYHMX CTagii i
NMPOMiXHOI NPOAYKLi,
Jopatok. MpumileHHs Ta
061aHaHHS.

21.

AJTb®APEKI
H®

interferon
alfa-2b

IHTepcbep
OH anbda-
2b
pekombiHa
HTHUIA
NIOAMHM

cynosuTopii
pekTanbHi no 1 MaH
MO; in bulk: no 5
CynosuTopiiB y
cTpuni; no 100
CTPUNIB B KAPTOHHiIl
Kopoo6Li

TOB
"BAJIAPTI
H
PAPMA"

Ykpaina

TOB "HaykoBo-
BMPOGHMYA
KOMNaHis
"IHTepchapmbioT
ex"

Ykpaina

BHECEHHS 3MiH 0
peecTpauiiHnx maTepianis:
3MiHu | TUnNy - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbKuii
3aci6. 3MiHM Yy BUPOOHULITBI.
3MiHa po3mipy cepii
(BKtOvaroun gianasoH
po3mipy cepii) roToBoro
niKapcbKoro 3acoby
(36inblueHHs go 10 pasis
MOPIBHSHO i3 3aTBEPAKEHUM
po3Mipom) - BBeeHHs
36inbLUEHNX 06'eMiB cepiii
roTOBOrO /iKapPCbKOro
3acoby 06yMOBEHO
BMPOGHNYO-EKOHOMIYHOO
HeoOXifHicTto.
3arBepaKeHo:

Lna no3ysaHHA 250 Tnc.MO,
500 tuc. MO, 1 msH. MO
po3Mip cepii cknagae 7000
M,
ouikyBaHuii BuXig, Big 5800
[0 6300 cyno3nTopiis;
3anponoHoBaHo:

Ons po3yBaHHA 250 Tuc.
MO, 500 Tnc. MO, 1 M/IH.
MO

UA/15129/01/03
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

po3mip cepii cknagae 7000
M,
TeopeTuyHili Buxig 7000
Cyno3unTopiis.
3MiHn | TUny - 3MiHn 3
AKOCTi. [OTOBWIA Nikapcbkuii
3aci6. 3MiHV Y BUPOOHULITBI.
3MiHM y npoueci
BMPOGHMLITBA FOTOBOTO
nNiKapcbKoro 3acooy,
BK/TOYAI0UY MPOMIKHUN
NPOAYKT, WO
3aCTOCOBYETLCS NpU
BMPOOGHULITBI FOTOBOrO
nikapcbkoro 3acoby
(He3HayHa 3MiHa y npoleci
BMPOGHMLTBA). He3HauHi
3MiHM B Npoueci
BMPOGHULITBA B 3B'SA3KY 3
MOJepHi3auieto 061agHaHHsA
4N BUpo6HMLTBA
36iNbLUEHNX 06 eMIB cepili
- 3MiHM B po3ginax
3.2.P.3.3. Onuc
BMPOBHMYOro npouecy Ta
KOHTPOJTI0 Npouecy,
3.2.P.3.4. KoHTponb
KPUTUYHKX CTagil i
MPOMiXKHOI MPOAYKLii,
Jopatok. MNpuMileHHsA Ta
061aHaHHS.

22,

ANb®APEKI
H®

interferon
alfa-2b

IHTepcep
OH anbha-
2b
pekombiHa
HTHWIA
NOANHN

cynosuTopii
pekTasibHi Mo 3 M/IH
MO; in bulk: no 5
CynosunTopiiB y
cTpwvni; no 100
CTPUNIB B KAPTOHHIl
Kopoo6Li

TOB
"BAJTAPTI
H
PAPMA"

YKpaiHa

TOB "HaykoBo-
BMpOGHUYa
KOMMaHis
"IHTepcapmbioT
ex"

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHn | TURYy - 3MiHN 3
AKOCTI. [0TOBWIA NikapcbKuii
3aci6. 3MiHU Y BUPOBHULTBI.
3MmiHa po3mipy cepii
(BKtOvatouM gianasoH
po3Mipy cepii) roToBoro
nikapcbKoro 3acoby
(36inblueHHs go 10 pasis
NOPIBHAHO i3 3aTBEPKEHUM
po3mipom). BeegeHHs
36iNbLUEHNX 06'eMIB cepiii
roTOBOrO NiKapCbKoro
3acoby 06yMOB/IEHO

UA/15129/01/04
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
BMPOGHNYO-EKOHOMIYHOO

HEeoOXifHicTto.
3arBepaKeHo:

Ans fosysaHHA 3 MiH MO
po3mip cepii cknagae 4500
mA,
ouikyBaHuii BUxig, Big 3600
[0 4000 cynosuTopiis;
3anponoHoBaHo:
ons nosysaHHsA 3 MiH MO
po3mip cepii cknagae 4500
mA,
TeopeTuyHii Buxig 4500
cynosuTopii abo
NS BCiX 403yBaHb
po3mip cepii cknagae 17000
M.
TeopeTuyHili Buxig 17000
cynosuTopiis, abo
po3wmip cepii cknagae
28000mn,
TeopeTuyHili Buxig 28000
CynosuTopiiB.
3MiHu | TUnNYy - 3MiHK 3
AKOCTI. FOTOBUIA Nikapcbkuii

3MiHM y npoueci
BMPOGHULITBA FOTOBOIO
nikapcbKkoro 3acoby,
BK/THOHAI0UN NPOMiXHWIA
NPOAYKT, WO
3aCTOCOBYETLCS NP
BUPOGHULTBI FOTOBOrO
nikapcbKoro 3acoby
(He3HayHa 3miHa y npoueci
BMPOGHMLTBA). He3HauHi
3MiHM B NpoLecCi
BMPOGHMLITBA B 3B'A3KY 3

ANna BUpobHMLTBA
36iNbLUIEHNX 06 EMIB cepili
- 3MiHM B po3gdinax
3.2.P.3.3. Onuc
BMPOBHMYOro npouecy Ta
KOHTPO/II0 Npouecy,

3.2.P.3.4. KoHTpoO/1b

3aci6. 3MiHM Yy BUPOOHULITBI.

MofepHi3zauieto o6nagHaHHA
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
KPUTUYHKX CTagil i
MPOMiXKHOI MPOAYKLii,
Jopatok. MNpuMileHHsA Ta
061aHaHHS.
23. | Aflb®OPT dexketopr | pekcketon | MO1AELl | po34uH opasibHWiA, Jenbta LLiseiiuapi CAIl Icnanis BHECEHHS 3MiH 0 3a UA/18992/01/01
CTIK ofen pocheHy 7 no 25 mr/10 mn; no Megiken A MEHY®EKUYPI peecTpavuiiHux maTepianis: peuenmom
TpomeTam 10 mny cawe, no 20 | MpomoyLu HI, C.LY. 3MiHn | TURY - 3MiHN 3
on calle B KapTOHHIi H3 Al akocTi. CepTudpikat

KopoobLi

BignosigHOCTI/TE-
cepTtudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MmoHorpadii.
MogaHHsA HOBOro abo
OHOBJ/IEHOTO cepTudikaTa
BignosigHOCTI abo
BW/yYEHHS cepTudikara
BiANOBIAHOCTI EBpONeiChKi
thapmakonei: ana APl ons
BUXiAHOTO
marepiany/peareHTy/npomix
HOro NPOAYKTY, LU0
BMKOPUCTOBYHOTbCSH Y
BMPOGHMLTBI A®I; ons
[0MNOMDKHOT peyoBUHU
(cepTudpikaT BiANOBIAHOCTI
€Bponelicbkiin dhapmakoner)
- OHOBNEHWi cepTudikaT
Bif Y€ 3aTBEepP)KEHOr0
BMPOOHYKa - MNoaaHHA
OHOBJIEHOrO cepTudikaTa
BiANOBIAHOCTI E€pOnenicbKoi
thapmakonei CEP 2003-136-
Rev 08 (3atBepmkeHo: R1-
CEP 2003-136-Rev 07) gns
MPOMDKHOIO NPOAYKTY
KeTonpogoeH, Lo
BVIKOPVCTOBYETLCS Y
BMPOGHULTBI A®I Bif B yxe
3aTBEPKEHNX BUPOOHUKIB
Zhejiang Jiuzhou
Pharmaceutical Co. Ta
Zhejiang Raybow
Pharmaceutical Co., Ltd.
3MmiHu | TNy -
AOMIHICTPaTVBHI 3MiHW.
3MiHa HaliMeHyBaHHs
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

Ta/abo agpecu micusa
NPOBaXEHHS Ais/IbHOCTI
BMpO6HUKa (BK/IOYaKoun, 3a
HeobXxigHOCTI, Micue
NpoBefAeHHs KOHTPO/0
AKOCTi), @60 BnacHuKa
macTep-haiina Ha A®l, abo
noctavasibHuKa
Adl/BnxigHoro
mMaTtepiany/peareHTy/npomix
HOro NPOAYKTY, L0
3aCTOCOBYHOTLCA Y
BMPOGHULTBI AP (SKLLLO
3a3HayeHo y OCbE Ha
nikapcbkuii 3aci6) 3a
BifICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpPONECHKIi
thapmakonei y
3aTBEpAKEHOMY AOCbLE, 260
BMPOGHMKA HOBOIT
[0MNOMDKHOT peyoBUHU
(AKLW0 3a3HAYEHO Y AOCLE)
3MiHa HaliMeHyBaHHS
BMpOGHMKa AdDI
LeKckeTonpodeHy
TpomeTamon 3 Saurav
Chemicals Limited Ha SCL
Lifesciences Limited
(oHoBnieHi MKA /13 0001).

24,

AMOKCUKNA
B® KBIKTAB

Amoxicilli
n and
beta-
lactamase
inhibitor

aMoKcuum
niH Ta
Kucnota
KnaBynaH
oBa

JO1CRO
2

Tabnetku, Lo
AvcnepryTbes, no
500 mr/125 mr; no 5
Tabnetok y 6nictepi;
no 2 a6o 4 6nictepu
Y KapTOHHIlA KopoobUi

CaHpo3
dapmacb
toTiKan3

a.a.

CnoBeHisa

CaHpo3 F'mM6X —
Brpo6Huya
AinbHUUA
AHTUIHDEKLAHI
N3 Ta XimiuHi
Onepauji
KyHanbe (AIXO
N3 KyHanb),
ABCTpIs

ABCTpIS

BHECEHHS 3MiH 0
peecTpavuinHMx MaTepianis:
YTOYHEHHSA HanncaHHsA
MHH, Ail040i pe4yoBMHU Ta
kogy ATX B Hakasi MO3
Ykpainu Ne 322 Big,
16.03.2026 B npoueci
BHECEHHS 3MiH (3MiHu |
TMMy - 3MiHM 3 AKOCTI.
CepTudikat
BignosigHocTi/lE-
cepTudikaT BigNoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOrO cepTudikaTa
BignosigHoCTi abo

3a
peyenmom

UA/3011/04/02
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uKa HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
BUYYEHHS cepTudikara
BiANOBIAHOCTI EBpPONECHKIi
thapmakonei: ana APl ons
BUXiAHOro
marepiany/peareHTy/npomix
HOro NPOAYKTY, L0
BUKOPVCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ons
[0MNOMDKHOT peyoBUHU
(cepTudpikaT BIAMNOBIAHOCTI
€Bponelicbkiin dhapmakoner)
- OHOBNEHWi cepTudikaT
Bif y)Xe 3aTBEepP)KEHOro
BUPOGHMKA - NOAAHHSA
OHOBJIEHOrO cepTudikaTa
BiANOBIAHOCTI €Bponelickkilt
thapmakonei CEP 2023 -
277 - Rev 01 (3aTBEpPA)XEHO:
CEP 2023 - 277 - Rev 00)
ans A®| amokeuuuniHy
TpurigpaTy Bif yxe
3aTBEPAKEHOr0 BUPOGHMKA
Sandoz GmbH, Kundl,
Austria). Peaakuis B Hakasi
- ByB BifCYTHili
25. | AHATPENIA anagrelide | amarpenig | LO1XX3 | kancynu TBepgino 1 3eHTiBa, Yecbka BMPOGHMUTBO "in | Icnanis/ BHECEHHS 3MiH 0 3a UA/17240/01/02
3EHTIBA y 5 mr; no 100 kancyn y K.C. Pecny6nik | bulk", nepsuHHe Yecbka peecTpauiiHux maTepianis: peuenmom
rigpoxnop naawui; no 1 a Ta BTOPVHHE Pecny6n 3MiHu | TURY - 3MiHK WoAao
na, NAALWLUI Y KAPTOHHIN nakyBaHHs, ika/ 6e3nekn/edeKTBHOCTI Ta
nauuj XiMiKo-pi3nyHe Himeyuun hapmakoHarnagy.
TeCTyBaHHH, Ha BeefeHHst abo 3MiHn [0
Bignosigae 3a y3arasibHeHUX faHux npo
BUNYCK cepii: cuctemy chapmakoHarnagy
CIHTOH (BBEAEHHSA Y3araslbHEHNX
XICNAHIA, [aHuX Npo cuctemy
C.J1., IcnaHisi; hapmakoHarnagy, amiHa
BTOPUHHE YMOBHOBaXeHOi 0cobw,
nakyBaHHs: BignoBigasibHOI 3a
PotTeHgopd 3[jiiCHEHHS!
dapma 'mM6X, thapMakoHarnsaay;
HimeuunHa; KOHTaKTHOI 0cobm 3
XiMiKo-piznyHe hapmMakoHarnagy 3asBHUKa
TEeCTyBaHHS: ONA 34jiCHEHHS
KBIHTA- thapmakoHarnagy B YkpaiHi,
AHANITUKA SKLLO BOHa BigMiHHa Bif,

C.p.0., Yecbka

YNOBHOBAXEHOI 0Ccoby,
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
Pecny6bnika BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
thapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy). 3miHa
YMOBHOBaXEHOI 0cobu
3asBHVKa, BifnoBigabHOT
3a (hapmakoHarnsg. fiova
pepakuis: dininosa
NMogmuna, MD / Ludmila
Filipova, MD. lNMponoHosaHa
pepakuis: Hikogemosa
Minocnasa, MD / Miloslava
Nykodemova, MD. 3miHa
KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U
3asBHUKA, BiANOBIAA/IbHOI
3a thapmakoHarnag.
26. | AHIAYNA®Y Anidulafun | aHigynad JO2AX0 | niogpinizat ans EnEnCi py3ia BupobHuuTeo Ta | PymyHis BHECEHHS 3MiH 0 3a UA/20202/01/01
HIH gin YHFiH 6 KOHLeHTparty A/1s Pomdapm nepBuHHE peecTpauiiHnx matepianis: peyenmom
POM®APM PO34mnHy Ans Komnawi nakyBaHHs 3MiHn | TUny - 3MiHM 3
iHdpysiin, no 100 wmr; Lbxopopxus nikapcbkoro AKOCTi. FOTOBWIA Nikapcbkuii
no 100 mry 3acoby: 3aci6. 3MiHVM Y BUPOOHULITBI.
dhnakoHi; no 1 K.T. POM®APM 3amiHa abo BBeAeHHS
hnakoHy B KOMMNAHI [04aTKOBOT AiNTbHUL
KapTOHHIN nayui C.P.J1., PymyHis; BMPOGHMLTBA A1 YACTUHM
KoHTponb ab0 BCbOro BMPOGHMYOro
i3NKO-XIMIYHNX npouecy rotoBoro
NoKasHUKiB NiKapcbKoro 3acoby
nikapcbKoro (ainbHULSA ON18 BTOPUHHOIO
3acoby Ta nakyBaHHs). 3amiHa
BUMYCK Cepii: BMPOGHWYOI fibHNL
K.T. POM®APM BTOPVHHOrO nakyBaHHsA 13
KOMTIAHI BUpo6HuKa K.T. POM®APM
C.P.J1., PymyHis; KOMMAHI C.P.J1. BBefeHHsA
BTOPUHHE 3MiH NpOTArom 6-Tu MicsuiB
nakyBaHHs Ta nicnsa 3aTBepKeHHs. 3MiHu
KOHTPONb | Tuny - 3MiHK 3 AKOCTI.

MiKpo6ionoriyHu
X Ta 6i0N0oriyHnx
NnoKasHUKiB
nikapcbKoro
3acoby:

K.T. POM®APM

[oTOBWIA Nnikapcbknii 3aci6.
3MiHW Y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYOTbCS BUMYCKY Cepii Ta
KOHTPO/I0 SIKOCTi FOTOBOrO
NiKapcbkoro 3acoby (3amiHa
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

KOMIAHI
C.P.J1., PymyHis

abo gofasaHHsa AinbHULI, Ha
SKI 34iACHIOETBCSA
KOHTPOb/BUNPOGYBAHHS
cepii). 3amiHa ginbHULi Ha
AKIW 34IACHIOETBCS KOHTPO/Tb
AKOCTi (KOHTPO/1b
MiKpo6ionoriyHnx Ta
6i0N10riYHMX NOKa3HWKIB
nikapcbKoro 3acoby) M3
BUpobHuKa K.T. POM®APM
KOMIMAHI C.P./1. BBegeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepipkKeHHs. 3MiHu
| Tuny - AgMiHiCTpaTVBHiI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa
NPOBaKEHHS Ais/IbHOCTI
BMPOGHMKa/imnopTepa
roTOBOrO iKapCbKOro
3acoby, BK/IoYaum
AinbHULI BUNYyCKy cepii abo
MicLie NpoBeAeHHs
KOHTPO/O AKOCTI.
(8isnNbHICTb, 3a Ky
Bignosigae
BMPOGHUWK/iMNopTep, He
BK/IOUAK0UM BUMYCK CEpild).
3MiHa agpecu BUPOGHNYOI
AinbHULI BUpo6HMka K.T.
POM®APM KOMMAHI
C.P.J1. BignosigancHoi 3a
"BMPOBHULITBO Ta NEPBUHHE
nakyBaHHS Nikapcbkoro
3acoby", y 3B'A3Ky 3
npviBeAEeHHAM [0
OHOBJIEHOrO cepTudikaTa
EudraGMP. Bupo6Huia
OiNbHWUSA, Ha3Ba Ta yci
BMPO6GHUYI onepav,i
3UIMLIAKTHECSA HE3MIHHUMMU.

27.

APANET

letrozole

neTposon

L02BGO
4

TabneTkn, BKpUTI
NNiBKOBOKO
060/10HKOt0, No 2,5
mr; no 10 TabneTok
y 6nictepi; no 3
6icTepy y nayui 3

3eHTiBa,
K.C.

Yecbka
Pecny6nik
a

leHedpapm CA

Ipeuis

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHu | TURY - 3MiHK LWoAo
6e3nekn/edeKTBHOCTI Ta

chapmakoHarnsgy.

BBefeHHst abo 3MiHn [0

3a
peyenmom

UA/13659/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

KapTOHY

y3araslbHeHUX AaHux npo
cuctemy thapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX
[aHvX Npo cuctemy
hapmakoHarnsgy, 3miHa
YMNOBHOBaXEHOT 0CcOo6Y,
BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
chapmakoHarnsgy;
KOHTaKTHOI ocobu 3
thapmakoHarnsgy 3asaBHUKa
[ANA 3ajiCHEHHS
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YMOBHOBaXEHOT 0cobY,
BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
thapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy). 3miHa
YMOBHOBaXEHOI 0cobu
3asBHVIKa, BifgnoBigabHOI
3a (hapmakoHarnsg. fiova
pepakuis: dininosa
NMogmuna, MD / Ludmila
Filipova, MD. NMponoHosaHa
pepakuis: Hikogemosa
Minocnasa, MD / Miloslava
Nykodemova, MD. 3miHa
KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U
3asBHUKA, BiANOBIAA/ILHOI
3a thapmakoHarnag.

28.

APTELXA®
EMYNbIreEnb

chondroiti
n sulfate

XOHAPOITN
Hy HaTpito
cynbghat

MO1AX2
5

emynbrenb Ans
30BHILLHbOrO
3acTocyBaHHA 5 %
no25ra6o40ry
Ty6i; no 1 Ty6i B
nauyj 3 kKapToHy

Jenbta
Megiken
MpomoyL
H3 Al

LLiBeiiuapi
o

Bnpo6HMK,
BiANOBIgaIbHUI
3a
BMPOBHULTBO,
nepBUHHE,
BTOPVIHHE
nakyBaHHs1,

KOHTPO/Ib SIKOCTI:

MPAT
«PITOPAPM»,

YKpaiHa

BHECEHHSI 3MiH 10
peecTpavuinHMx maTepianis:
3MiHn | TUny - 3MiHM 3
AKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHVM Y BUPOOHULITBI.
3MiHa iMnopTepa/amiHu, Lo

CTOCYHTbCS BUMYCKY cepii Ta

KOHTPOJHO SIKOCTi FOTOBOro
nikapcbkoro 3acoby (3amiHa
a60 fofaBaHHA BUPOGHYKA,
LLIO BIAMOBIAAE 32 BBE3EHHS

6e3
peuyenma

nionsie
ae

UA/4699/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

YKpaiHa,;
BMPOGHUK,
BiANOBIga/IbHUIA
3a BUNycK cepii,
He BK/IoYatoun
KOHTPO/L/BMNPO
6yBaHHs cepii:
MPAT
"®ITODAPM",
Ykpaina

Ta/abo Bunyck cepii) - He
BK/IHOHAK0UMN
KOHTPOb/BUNPOGYBAHHS
cepii - 3miHa agpecu
BMPOBHUYOI AinbHULj ANs
Bunycky cepii MPAT
"OITOPAPM". 3MiHN
BHECEHO B iHCTPYKL,il0 AnA
MeAMYHOro 3acTOCYBaHHS
niKapcbKoro 3acoby y
po3ainv
"Micue3HaxomKeHHs
BMPOGHMKaA Ta agpeca Micus
NPOBaXEHHS 1ioro
LisinbHOCTI" 3 BigNOBIgHUMY
3MiHaMu B TEKCTi
MapKyBaHHS YNakoBOK.
PekomeHgoBaHi go
3aTBepKeHHs: - Metoau
KOHTPOJTHO AKOCTI
nikapcbkoro 3acoby (eCTD
Bepcis 0000). - IHCTPyKUiT
AN MeAuyHoro
3acTOCyBaHHS NikapcbKoro
3aco6y (eCTD sepcis 0000).
- TekcTy MapKyBaHHs
yNaKkoBOK NiKapCbKOro
3acoby (eCTD sepcis 0000).
BBegeHHs 3MiH npoTsarom 6-
TV MicAUiB nicns
3aTBEPKEHHS.

29.

ACMNAPKAM-
DAPMAK®

magnesi
um.
(different
salts in
combinat

ion)

MarHito
acnapariH
ar, kanito
acnapariH
art

A12CC3
0

PO3YUH ANS iH'EKLi;
no 5 mn a6o 10 mn,
a6o 20 mn B amnyni;
no 10 amnyn y nayui
3 KapTOHy; N0 5 mMn
a6o 10 mn, abo 20
M/ B amnyni; no 5
amnyn y énictepi; no
2 6nictepn y nauu;j 3
KapTOHY

AT
"®apmak”

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
YTOUYHEHHs peecTpauiiiHol
npoueaypu B Hakasi MO3

Ykpainu Ne 101 Big
28.01.2026 - 3miHu | TUNy -
AAMIHICTPaTUBHI 3MiHN.
3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaXEHHS Ais/IbHOCTI
BMpO6HUKa (BK/IOYaoUK, 3a
HeobXxigHOCTI, micue
npoBeAeHHs KOHTPO/0
AKOCTI), ab0 BnacHuKa
macTep-haiina Ha Adl, abo

3a
peyenmom

UA/0269/01/01



https://atcddd.fhi.no/atc_ddd_index/?code=A12CC30
https://atcddd.fhi.no/atc_ddd_index/?code=A12CC30
https://atcddd.fhi.no/atc_ddd_index/?code=A12CC30
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

nocTtavasibHuKa
Adl|/BMXigHOrO
mMartepiany/peareHTy/npomix
HOro NPOAYKTY, LU0
3aCTOCOBYHOTLCA Y
BMPOGHULTBI A®I (SKLLO
3a3HayeHo y A0CbE Ha
nikapcbkuii 3acib) 3a
BiiCYTHOCTI cepTudikaTta
BiNOBIAHOCTI €Bponelicbkilt
thapmakonei 'y
3aTBEPAKEHOMY AOCbE, ab0
BMPOGHMKA HOBOIT
[0MOMDKHOT PEYOBUHHN
(AIKLLO 3a3HaYeHOo y A0ChE) -
3MiHa Ha3BU BUPOGHUKa
A®I| acnapriHoBa Kucnota
Changzhou Shenlong Bio-
Engineering Co., Ltd,
Kutaii Ha Lanxi Beier
Biotechnology Co., Ltd,
China. Micue3HaxomkeHHs
BMPOGHUYOI AiNbHULi He
3MiHUNOCD.

30.

ATEHATUB
1000 MO

antithromb
inlll

AHTUTPOM
6iH 11l

BO1ABO
2

NMOpOLLOK Ta
PO3YMHHWK ANs
pO34nHY Ans
iHdysin, 50 MO/mn;
1 chnakoH 3
nopotukom (1000
MO) Ta 1 chnakoH 3
PO34nHHMKOM (20
MJ1) B KQPTOHHIl
Kopoo6Li

OkTadhapm
a
dapmaueB
TVKa
MpopykTio
Herec.
M.6.X.

ABCTpis

BMPOGHMLTBO
B, ns1asmu o in
bulk npoaykTy,
nepBuHHA
ynakoBka Ta
MapKyBaHHS
MOPOLLKY A5
pO34nHy Ans
iHdpysiit, BUNYyCK
cepii KiHLeBoro
NpoAyKkTy
(nopowwok ans
po3unHy Ans
iHdpysin Ta
PO3UYNHHNK):
OkTacdapma AB,
LLBeuist;
BUNPOBYBaHHSA
oo
Bi3yaslbHOro
KOHTpO/0,
nepesipku

Lseujis/
Himeuun
Ha/
ABCTpis

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHu | TUnNYy - 3MiHK 3
SKOCTi. 3MiHM g0
peecTpauiiHoro
NOCBIAYEHHS1 BHACNIL0K
HLUMX perynsiTopHuX
npoueayp. MM®/BA3®
(macTep-chaiin Ha
nnasmy/3arasibHuii paiin Ha
BaKLWHHUIA aHTUTEH).
BktoueHHsA HOBOrO,
OHOBJ/IEHOro abo 3mMiHeHoro
MacTep-aiina Ha nnasmy y
peecTpaljiiHe Aocbe Ha
nikapcbknii 3aci6
(npouegnypa 2-ro etany gns
MM®) (BKIOYEHHA
OHOBJ1EHOr0/3MiHEHOTO
macTep-gaiina Ha niasmy,
AKLLO 3MiHW He BMVBatoTb
Ha B/1AaCTMBOCTI FOTOBOrO

3a
peyerimom

UA/17557/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

yinicHocTi Ans
MOPOLLKY A1
pO34nHy Ans
iHdpy3ii,
MapKyBaHHS,
BTOPVHHE
nakyBaHHS
KiHLLeBOro
NpoAyKTYy
(nopowwok ans
pO34nHy Ans
iHdpysin Ta
PO3YNHHNK):
OkTadhapma
[eccay 'mM6X,
HimeuuunHa;
BMNPOOYBaHHSA
om0
Bi3yaslbHOro
KOHTPO/0,
nepesipku
yinicHocTi Ans
MOPOLLKY A1
pO34nHy Ans
iHdDy3ii:
OkTachapma
dapmaueBTuKa
MpopykTioHcrec.
M.6.X., ABCTpIS;
BUPOBHULTBO
PO3YMHHYIKA:
Contochapm
dapmauoiiTiwe
EpuoiirHicce
m6X,
HimeuunHa

nikapcbKoro 3acoby).
BK/1tOYEHHS! OHOB/IEHOTO
macTtep-haiina Ha nnasmy y
peecTpadjiiHe foCbE Ha
nikapcbkuii 3aci6: PMF
Certificate no:
EMEA/H/PMF/000008/05/11/
033/G.

31.

ATEHATUB
500 MO

antithromb
inlll

AHTUTPOM
6iH 11l

BO1ABO
2

NMOpOLLOK Ta
PO3YMHHVK ANs
pO34nHY Ans
iHdysin, 50 MO/mn;
1 chnakoHy 3
nopotukom (500 MO)
Ta 1 donakoH 3
po3umnHHMKOM (10
MJ1) B KQPTOHHIl
Kopoo6Li

OxkTadhapm
a

dPapmaueB
TUKa

MpopykTio
Herec.
M.6.X.

ABCTpis

BMPOGHMLTBO
Big, nsa3mu o in
bulk npoaykTy,
nepBuHHA
ynakoska Ta
MapKyBaHHS
MOPOLLKY AN
pO34nHy Ans
iHdpysiit, BUNYyCK
cepii KiHLeBoro

Lseujis/
Himeuun
Ha/
ABCTpis

BHECEHHS 3MiH [0
peecTpauiiH1ux matepianis:
3MiHu | TUnNy - 3MiHK 3
SIKOCTi. 3MiHM g0
peecTpauiiHoro
NOCBIAYEHHS1 BHACNIL0K
HLUMX perynsiTopHuX
npoueayp. MM®/BA3®
(mactep-chaiin Ha
nnasmy/3arasibHuii gaiin Ha

3a
peyerimom

UA/17557/01/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
NPOAYKTY BaKLUVHHUI aHTUTEH).
(nopowok gns BktoueHHsA HOBOrO,
pO34nHy Ans OHOB/IeHOro abo 3mMiHeHoro
iHchysii Ta MacTep-chalina Ha nnasmy y
PO3YUHHNIK): peecTpadujiiiHe JOCbE Ha
Oxtathapma AB, nikapcbkuii 3acio
LWsewis; (npouepnypa 2-ro etany gns
BMNPOOYBaHHSA MM®) (BkNOYEHHSA
ono OHOBJ1EHOr0/3MiHEHOTO
Bi3yaslbHOro macTep-gaiina Ha nniasmy,
KOHTPOS0, AKLLO 3MiHW He BMVBatoTb
nepes.ipkn Ha BNacTMBOCTi FOTOBOr0

yinicHocTi Ans
MOPOLLKY AN
pO34nHy Ans
iHdpy3ii,
MapKyBaHHS,
BTOPVHHE
nakyBaHHS
KiHLLeBOro
npoAayKTy
(nopowwok ans
pO34nHy Ans
iHdpysin Ta
PO3YNHHNK):
OkTachapma
[eccay 'mM6X,
HimeyuunHa;
BMNPOOYBaHHSA
om0
Bi3yaslbHOro
KOHTPO/0,
nepesipku
yinicHocTi Ans
MOPOLLKY A1
pO34nHy Ans
iHdDy3ii:
OkTadhapma
dapmaueBTuKa
MpopykTioHcrec.
M.6.X., ABCTpIS;
BUPOBHULTBO
PO3YMHHYIKA:
Contochapm
dapmavoliTiwe
EpuoiirHicce

nikapcbKoro 3acoby).
BK/tOYEHHS OHOB/IEHOTO
macTtep-haiina Ha nnasmy y
peecTpadiiiHe foCbE Ha
nikapcbkuii 3aci6: PMF
Certificate no:
EMEA/H/PMF/000008/05/11/
033/G.




61

n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

m6X,
HimeuyunHa

32.

AL-XENN

acetylcyst
eine

Auetnnum
CTEIH

RO5CBO
1

TabneTky Wwunyyi no
600 wmr, no 10
Tabnetok y Ty6i; 1
Ty6a B KapTOHHIlA
navui

TOB
"IHOPAPM
A
TpeigiHr"

Nartsilicbk
a
Pecny6nik
a

E-OAPMA
TPEHTO C.N.A.

ITanis

BHECEHHS 3MiH 0
peecTpauinHMx maTepianis:
3MmiHu | TNy -
AMIHICTPaTVBHI 3MiHW.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHSA AiSNIbHOCTI
BMpO6HMKa/iMnopTepa
roTOBOrO /iKapPCbKOro
3acoby, BKIOYaun
AiNbHULI BUNYCKy cepii abo
MicLie NpoBeAeHHSA
KOHTPO/O AKOCTI.
(oisnbHiCTb, 3a AKy
BignoBigae
BUPOGHMK/iMMNopTep,
BK/IO4AI0UM BUMYCK CEpIlf).
3miHa agpecu micus
[isIbHOCTI BUpOOHUKaA
roTOBOrO J1iKapCbKOro
3acoby E-©APMA TPEHTO
C.N.A., ITania, 6e3 3miHK
MicLs BUPO6HMLTBA. 3MiHK
BHECEHO B iHCTPYKL,il0 Ans
MeAMYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ain
"Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca Micus
NPOBaXXEHHS NOro
LisNbHOCTI" 3 BignoBigHNMK
3MiHamMu B TEKCTI
MapKyBaHHS ynakoBOK.

6e3
peyenma

nionsie
ae

UA/19079/01/01

33.

BAKTPOBAH

mupirocin

Mynipouu
H

DO6AX0
9

Masb 2 %; no 15 r
Masi B Ty6i; no 1
Ty6i B KQPTOHHIl
Kopoo6Li

nakcoCmi
TKnainH
Excnopt
Nimiteq

Benuka
BputaHis

"nakco
OnepeiiwHc HOK
Nimiten

Benvka
BpuTaHi
a

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHn | TURY - 3MiHN 3
AKocTi. CepTudikaT
BignosigHOCTI/TE-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii.
MogaHHsA HOBOro abo
OHOBJIEHOrO cepTudikara
BignosigHOCTI abo
BW/YYEHHS cepTudikata

3a
peyenmom

UA/4019/01/01




62

n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BiANOBIAHOCTI €Bponelickkilt
hapmakonei: ana Adl; gns
BMXiAHOTO
mMaTtepiany/peareHTy/npomix
HOro NPOAYKTY, L0
BUKOPVCTOBYIOTHCS Y
BUPOGHMLTBI ADI; Ans
[0MOMDKHOT PEYOBUHMN
(cepTudpikat BiAMNOBIAHOCTI
€sponelicbkili hapmakoner)
- OHOBNEHWi cepTudikat
Bifj y)ke 3aTBEPAKEHOr0
BMPOBHMKA - MOAaHHSA
OHOBJ/IEHOrO cepTudikaTy
BiANOBiAHOCTI EBpoONeliChKiit
dapmakonei CEP 2017-011-
Rev 01 gnsa gitovoi
pPevoBUHM MYNIPOLMH Bif
3aTBEPAKEHOr0 BUPOGHMKA
Teva Pharmaceutical Works
Private Limited Company y
3B’5A3KY 3i 3MiHOKO Ha3BYU
BVMPOGHWYOI AiNbHNL, Micue
BMPOBHMLTBA HE 3MiHWI0Ch
(3atBepmxeHo: R1- CEP
2017-011-Rev 00 Teva
Pharmaceutical Works
Private Limited Company;
3anpornoHosaHo: CEP 2017-
011-Rev 01 TAPI Hungary
Industries Kift).

34.

BAKTPOBAH

mupirocin

Mynipouu
H

DO6AX0
9

Masb HasasibHa 2 %;
no 3 r masi B
anomiHiesili Ty6i 3
nonieTVNeHoBo
KpuiLLeykoro; no 1
Ty6i B KQPTOHHIV
Kopoo6Li

'nakcoCmi
TKNnainH
Excnopt
NimiTen

Benuka
BputaHis

"nakco
OnepeiilwHe HOK
Nimiten

Benvka
BpuTaHi
]

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHn | TURYy - 3MiHN 3
akocTi. CepTudpikat
BignosigHOCTI/TE-
cepTtudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MmoHorpadii.
MogaHHsA HOBOro abo
OHOBJ/IEHOTO cepTudikata
BignosigHOCTI abo
BW/yYEHHS cepTudikara
BiANOBIAHOCTI EBpONENChKii
thapmakonei: ana APl ons
BUXi4HOTO

3a
peyenmom

UA/4019/02/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uKa HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
mMaTtepiany/peareHTy/npomix
HOro NPOAYKTY, L0
BUKOPVCTOBYIOTHCS Y
BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHHN
(cepTudpikat BiAMNOBIAHOCTI
€sponelicbkili hapmakoner)
- OHOBNEHWi cepTudikat
Bifj y)ke 3aTBEPAKEHOr0
BMPOBHMKA - MOAaHHSA
OHOBJ/IEHOrO cepTudikaTy
BiANOBiAHOCTI EBpoONeiichKiit
Papmakonei CEP 2008-158-
Rev 04 gnsa gitovoi
PeyoBMHN MyNipOLHY
KaubLyito Bif, 3aTBEPKEHOrO
BMPOGHMKa Teva
Pharmaceutical Works
Private Limited Company y
3B’'A3KY 3i 3MIHOI Ha3BM
BMPOGHMWYOI AiNbHNL, Micue
BMPOGHMLTBA HE 3MIHW/I0Ch
(3aTtBepaxeHo: R1- CEP
2008-158-Rev 03 Teva
Pharmaceutical Works
Private Limited Company;
3anponoHosaHo: CEP 2008-
158-Rev 04 TAPI Hungary
Industries Kift).
35. | BA/Ib3AMIY - ObOroThb DO8AX NiHiMeHT no 25 1 Ta MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 6e3 UA/6660/01/01
HWiA 6epe3oBu 50 r y KoHTeliHepax; PapmaueB PapmaueBTUYHA peecTpavuinHMx MaTepianis: peyenma
NIHIMEHT n, no20ra6omno 25, TUYHA thabpuka 3miHu | TYny - 3MiHK Woao
(3A Kcepocdhop a6o no 40 r y Ty6ax habpuka "Biona" 6e3nekun/edekTBHOCTI Ta
BULUHEBCBK M anomiHiesmx; no 20 "Biona" hapmakoHarnagy (iHwi
nwm) ra6ono 25r, abo 3MiHW)
no 40 r y Ty6i OHOBJIEHO TEKCT
anomiHiesiii; no 1 MapKyBaHHs NMepPBUHHOT Ta
Ty6i y mauui; no 20 r BTOPWHHOT YMaKoBKM
a6o no 25r, abo no nikapcbkoro 3acoby (eCTD
40 r y Ty6ax Bepcis 0001), 3o0kpema
namiHaTtHux; o 20 r BWyYEHO iHhopMaLlito,
a6o no 25, abo no BUKafeHy poCilicbKoo
401y TY6I MOBOI0. BBefeHHA 3MiH
namiHaTHiii; no 1 npoTArom 6-Tu MicAuiB micns
Ty6i y nayui 3aTBEPKEHHS.
36. | BENAHTEH® | dexpanth | gekcnanTe | DO3AX0 | cnpeii HaLKIpHWIA, Baviep LBeliuapi NixTeHxenbar Himeuun BHECEHHS 3MiH 10 6e3 UA/7805/02/01



https://atcddd.fhi.no/atc_ddd_index/?code=D03AX03
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uKa HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
nnoc enol Hon, 3 po34mH; no 30 My KoHcbtome a m6X Ha peecTpauiiHux matepianis: peyenma
X/oprekcu chnakoHi 3 p Kep Al dapmauoiiTiwe 3MiHn | TUny - 3MiHM 3
ONHY po3npuckyBayem Ta dabpik AKOCTI. [0TOBUIA NikapCbKuii
[OVTIOKOH nnacTUKoBOO 3aci6. KoHTposb roToBoro
aT KpuLleykoto; no 1 nikapcbKoro 3acoby (iHwi
hnakoHy B 3MiHK) - nepeknag MKA 3
KapPTOHHI Kopo6Lyi pocilicbkoi MOBY Ha
YKpaiHCbKy MOBY AN4
npvBefEeHHA y BiANOBIAHICTb
i3 BUMOraMu Y/HHOI pegakuii
Haka3y MO3 Ykpainu Ne
426 Big 26.08.2005.
37. | BO3SEHTAH bosentan 603eHTaH | CO2KXO | Tabnetku, BKpUTI AKKopA, Higepnax BignosiganbHuii | Monba BHECEHHS 3MiH [0 3a He UA/20790/01/01
AKKOPJ, 125 1 NniBKOBOIO Xenckea on 3a BUNyCK cepil: / peecTpauiiHnux matepianis: peyenmom | nidnse
Mr 06010HKO10, 125 Mmr, B.B. Akkoppg, Xesnckea IHais/ 3MiHu | TUNYy - 3MiHK Woa0 ae
TABNETKW, no 14 tabnerok, Moncka Cn. 3 Benvka 6e3nekn/edeKTNBHOCTI Ta
BKPUTI BKPUTUX MN/1IBKOBOIO 0.0., MonbLga; BpuTtaHi thapmakoHarnagy. 3miHa y
nniBKOBOKO 060/10HKOI0, Y BUPOBHULTBO a/ KOPOTKili XapakTepucTuLi
OBOJIOHKO 6nicTepi; no 4 nikapcbKoro Icnanis nNikapcbKoro 3acoby, TeKCTi
1o/ 6nictepy y nauui 3acoby, MapKyBaHHS Ta iHCTPYKLiT
BOSENTAN nepBuHHE Ta ONa MeguyHoro
ACCORD 125 BTOPUHHE 3acToCyBaHHSA Ha nigcTasi
MG FILM- nakyBaHHs: perynapHo OHOB/1OBaHOro
COATED IHTac 3BiTYy 3 6e3nekun Nikapcbkoro
TABLET dapmacboTikau 3acoby, abo gocnigkeHb 3
c Nimitepq, IHAis; 6e3nekn 3acTocyBaHHs
nofaTkose nikapcbKoro 3acoby B
BTOPUHHE nicnspeecTpauiiHuii nepiog,
nakyBaHHS: abo sk pe3ynbTar OLiHKKN
Akkoppg, Xesnckea 3BITY 3 AOCNISKEHD,
NimiTen, Benvka npoBeAeHX BignoBigHO 40
BputaHis; nnaHy negiatpuyHux
KOHTPO/Ib SIKOCTI: pocnigpkeHs (PIP) (3miHy
Na6opaTtopi Y3rOZPKEHO 3 KOMNETEHTHUM
dyHpaacio Jay, YNOBHOB&XXEHUM OpraHom) -
IcnaHis 3MiHV BHECEHO [0 IHCTPYKLUIT
AN MeauyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby y posginu
"Oco6numBocCTi
3actocyBaHHs", “INo6iuHi
peakuii” BignosigHoO A0
OHOB/IEHOT iHdopMmaLiii 3
6e3nekun 4ityoi Ppe4oBUHN.
38. | BPIAEKC sugamma | cyramagek | VO3A PO3YMH ANA iH'EKLN, K.T. PymyHis K.T. POM®APM | PymyHis BHECEHHS 3MiH 0 3a UA/20284/01/01
dex [ B35 100 mr/Mmnno2mny | POMDAP KOMMAHI peecTpauinHnx peyenmom
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
dnakoHi, no 5 M C.P.J. marepianis:3MiHu | Tuny -
dnakoHiB B KOMMAHI (BMPOGHMLTBO 3MiHu 3 sKocTi. [oToBWMIA
KOHTYpHilA C.P.J. Ta NepBUHHE nikapcbkuii 3aci6. 3MiHu y
YapyHKOBIl nakyBaHHs BMPOGHMLTBI. 3amiHa abo
ynakosLij, no 2 NikapcbKoro BBE/leHHs1 ,0AaTKOBOT
ynakoBkn B 3acoby; AiNbHUL BUPO6HNMLTBA ANA
KapTOHHIA navui KOHTPO/b 4yacTuHM abo BCbOro
i3MKO-XIMIUHMX BMPO6GHUYOro npoliecy
NMOKa3HWKiB roTOBOrO NiKapCbKoro
nNikapcbKoro 3acoby (ginbHUUA ans
3acoby Ta BTOPUHHOTIO NakyBaHHS).
BUNYCK cepil; 3amiHa BUPOGHMYOI AinbHNL
BTOPUHHE BTOPVHHOrO nakysaHHsA 13
nakyBaHHs Ta BMpo6Huka K. T. POM®APM
KOHTPONb KOMMAHI C.P.J1. 3MiHu |

6ionoriyHnx Ta
MiKpo6ionoriyHu
X MOKa3HUKIB
nikapcbKoro
3acoby)

MMy - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6.
3MiHW Y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHOTbCSl BUMYCKY Cepii Ta
KOHTPO/I0 SIKOCTi FOTOBOTO
niKkapcbkoro 3acoby (3amiHa
abo AofaBaHHA AifbHUL, Ha
SKilA 34iCHI0ETBCSA
KOHTPO/b/BUNPOBYBaHHSA
cepii). 3amiHa ginbHMLi Ha
SKI 3AIACHIOETLCA KOHTPO/Tb
AKOCTI (KOHTPOSIb
6ionoriyHmx Ta
MiKpPOGIO/IOrvYHNX NOKa3HUKIB
nikapcbkoro 3acoby) M3
BMpo6HuKa K.T. POM®APM
KOMMNAHI C.P.J1. 3MiHu |
T™Mny - AOMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo afpecu micus
NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa
roTOBOrO NiKapCbKoro
3acoby, BKIYaun
AiNbHULI BUNYCKy cepii abo
MicLie NpoBeAeHHS
KOHTPO/O AKOCTI.
(misnbHiCTb, 3a AKy

Bignosigae

BUpPO6HUK/iMNopTep, He
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
BK/THOHAK0UM BUNYCK Cepiit).
3MiHa agpecy BUPOGHMYOT
adinbHuui K.T. POM®APM
KOMMAHI C.P./.
BignoBigasibHOI 3a
BMPOGHMLITBO Ta NEPBUHHE
nakyBaHHs. BupobHunya
AiNbHUUSA Ta yCi BUPOOHNYI
onepauii 3annwarTbes
HE3MiHHUMMW.
39. | BPOHXO- - niogpinizoB | RO7AX Karcynv Teepgi no CaHpo3 CnoBeHis KOHTpPO/b cepii CnoBeHi BHECEHHS 3MiH 0 6e3 UA/14268/01/01
MYHAN® N aHwuin nisar 3,5 wr; no 10 kancyn dapmach (nMwe a/ peecTpavuiiHux maTepianis: peuyenma
6akTepiii y 6nictepi; no 1 abo t0TiKan3 Mikpo6ionoriynn | Llseliua 3MiHu | TURY - 3MiHK WoAao
Haemophil 3 6nictepuy 4.4, 1), BUNyCK cepil: pist 6e3nekn/edeKTBHOCTI Ta
us KapTOHHI KopooLli Nex hapmakoHarnsagy.
influenzae, PapmaueBTUYHA BBegeHHs abo 3MiHM A0
Streptococ KomnaHis A4.4., y3ara/ibHeHUX faHux npo
cus CnoseHis; cuctemy chapmakoHarnagy
(Diplococc nepBuHHE Ta (BBEAEHHSA Y3araslbHEHNX
us) BTOPVIHHE [aHuX nNpo cuctemy
pneumoni nakyBaHHs, hapmakoHarnagy, amiHa
ae, KOHTPO/Ib cepii YMOBHOBaXEHOI 0COo6M,
Klebsiella (okpim BiANOBIAa/IbHOI 32
pneumoni MiKpO6i0NoriYHO 3[jiiCHEHHS!
ae and ro) BMMYCK cepil: thapMakoHarnsaay;
ozaenae, HoBaprTic KOHTaKTHOI 0co6u 3
Staphyloc dapmacbloTikas hapmMakoHarnagy 3asBHUKa
occus MaHydhakTypuHr ONA 34jiACHEHHS
aureus, NNC, CnoseHis; thapmakoHarnagy B YkpaiHi,
Streptococ BMPOBHULTBO in SKLLO BOHa BigMiHHa Bif,
cus bulk, KoHTpONb yMOBHOBaXeHOi 0cobw,
pyogenes cepii: OM BiANOBIAa/IbHOI 32
and dapma CA, 3[jiiCHEHHS!
viridans, LLiseiiuapis hapmakoHarnsgy
Moraxella (BKIHOYAKOUN KOHTAKTHI faHi)
(Branham Ta/abo 3MiHWN Y PO3MILLEHHI
ella/Neiss macTep-caiina cucremu
eria) thapmakoHarnsgy). 3miHa
catarrhalis YNOBHOB&XXEHOT 0CO6U

3asBHVIKa, BignosiganbHOT
3a thapmakoHarnag.
Litova pepakuis: Jasig,
[xoH Nesic /
DavidJohnLewis, B.Sc
(Hons), Ph.D. MNMponoHoBaHa
pegakuis: Kotal Mohamed
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep

peecmpayitiHo

20
NnocsioYeHHs1

Ali / Kotan Moxamepg Ani.
3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0cobY,
BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
thapmakoHarnagy. 3miHa
KOHTaKTHOI 0CO6U 3asiBHUKA,
BignoBigasibHOI 3a
3[jiiCHEHHS
thapmakoHarnagy B Ykpaii.
[itoua pepakuis: Opnos
B'auecnas Biktoposuy /
Viacheslav Orlov, M.D.
MponoHoBaHa pegakuis:
TaHacosa 3opsaHa
MwukonaiBHa / Tanasova
Zoriana. 3miHa KOHTaKTHUX
[aHuX KOHTaKTHOI ocobu
3asBHUKA, BiANOBIAA/IbHOI
3a 3[iliCHEeHHS
hapmakoHarnagy B YkpaiHi.
3MiHa MicLus 34iiCHEHHS
OCHOBHOI Aisi/IbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLLe3HaxXOMKEHHS MacTep-
thaiina cuctemu
thapmakoHarnsgy Ta iioro
Homepa.

40.

BYMNPEH® IC

buprenorp
hine

6ynpeHop
thiny
rigpoxnop
na

NO7BCO
1

Tabnetku
cybniHrBaUibHi No
0,008 r, no 10
TabneTok y 6nictepi;
no 1 6nictepy B
nauj 3 KapToHy

Tosapuct
BO 3
[04AaTKOBO
10
Bignosiga
NbHICTIO
"IHTEPXI
M

YKpaiHa

ToBapucTBO 3
[04,aTKOBO
BiANOBIgaIbHICT
10 "IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0
peecTpavuiiHux maTepianis:
3MiHn | TURY - 3MiHN 3
akocTi. CepTudpikar
BignosigHOCTI/TE-
cepTtudikaT BigNoBigHOCTI
€Bponeiicbkili
thapmakonei/MmoHorpadii.
MogaHHsA HOBOro abo
OHOBJ/IEHOTO cepTudikaTa
BignosigHOCTI abo
BW/yYEHHS cepTudikara
BiANOBIAHOCTI EBpONeiChKii
thapmakonei: ana APl ons
BUXiAHOTO
marepiany/peareHTy/npomix
HOro NPOAYKTY, LU0
BUKOPVCTOBYHOTHCS Y

3a
peyenmom

UA/10202/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

41.

BYIMNPEH® IC

BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHHN
(cepTudpikat BiAMNOBIAHOCTI
€sponelicbkili hapmakoner)
- HoBwin ceptudikar Big,
HOBOro BMPOGHMKa (3aMiHa
ab0 JONOBHEHHS) NOAAHHSA
HOBOro cepTudikara
BiANOBiAHOCTI EBpoONeiiChKiit
apmakonei Ne CEP 2024-
011 - Rev 00 gnsa Aol
6ynpeHopdiHy
rigpoxnopuay Bif HOBOrO
a/lbTEPHATVIBHOIO
BMpobHuKa Siegfried
PharmaChemikalien Minden
GmbH, Germany ans 13
BynpeH® IC, TabneTtku
Cy6niHrBaubHi, [O3yBaHHSA
0,002 r 1a 0,008 .

buprenorp
hine

6ynpeHop
iHy
rigpoxnop
na

NO7BCO
1

TabneTtku
cybniHrBaUibHI NO
0,002 r, no 10
Tabnetok y 6nictepi;
no 1 6nictepy B
nauyj 3 KapToHy

Tosapuct
BO 3
[04aTKOBO
10
Bignosiga
NbHICTIO
"IHTEPXI
M"

YKpaiHa

ToBapucTBO 3
[04,aTKOBOO
BignoBiAa/IbHICT
0 "IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH 0
peecTpavuinHMx MaTepianis:
3MiHn | TUny - 3MiHM 3
aKocTi. CepTudpikat
BignosigHocTi/lE-
cepTudikaT BigNoBigHOCTI
€Bponeiicbkili
thapmakonei/mMoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOrO cepTudikaTa
BignosigHOCTI abo
BU/TyYEHHS cepTudikata
BiANOBiAHOCTI EBpONelichKiit
apmakonei: ana Ad®l; gna
BMXiAHOTO
mMartepiany/peareHTy/npomix
HOro MPOAYKTY, Lo
BUKOPVCTOBYHOTHCS Y
BUPO6HULTBI ADI; Ans
[OMOMDKHOT PEYOBUHN
(cepTudpikaT BigMOBIAHOCTI
€Bponelicbkiin hapmakoner)
- Hoswin ceptudikar Big,
HOBOroO BMPO6HUKa (3amiHa
a60 [ONOBHEHHSA) NoAaHHsA

HOBOro cepTucpikata

3a
peyenmom

UA/10202/01/03
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
BiANOBIAHOCTI €Bponelickkilt
hapmakonei Ne CEP 2024-
011 - Rev 00 ana A®Il
6ynpeHopdiny
rigpoxnopuay Bif HOBOrO
anbTepHaTVBHOIO
BMpo6HMKa Siegfried
PharmaChemikalien Minden
GmbH, Germany ans /13
BynpeH® IC, TabneTtku
Cy6niHrBasibHi, fO3yBaHHSA
0,002 1a 0,008 .
42. | BY®OMIKC formoterol | 6ygecoHig | RO3AKO | mopollok ans OpioH PiHNAHAIA OpioH PiHNAHS, BHECEHHS 3MiH [0 3a UA/14855/01/01
IBIXEWNEP and i 7 iHransauin 160 Kopnopei KopnopeWLuH is peecTpauiiHnux matepianis: peyenmom
budesonid | dopmoTtep MKr/4,5 mMkr/go3a, no LUH 3MiHu | TUNYy - 3MiHK 3
e ony 60 po3 abo 120 o3 sKocTi. CepTudpikat
dymapaty B iHrasiATOpI i3 BignosigHocTi/lE-
ourigpat 3aXUCHUM cepTudikar BianoBigHOCTI

KOBMAYKoM y
namMiHoBaHOMy
nakerti; no 1
namiHoBaHoOMy
nakeTy B KAPTOHHIl
Kopo6ui; no 60 o3
a6o 120 pos B
iHransaTopi i3
3aXMCHUM
KOBMAYKoM y
namMiHoBaHOMy
nakerti; no 1
namiHoBaHoOMy
nakety Ta
3aXMCHOMY
KOHTelViHepy Ans
iHransTopa B
KapTOHHI KopooLli

€Bponecobkin
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBiAHOCTI ab0
BWUTyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpPONENCHKI
hapmakonei: ana Ad®l; gns
BMXiAHOTO
martepiany/peareHTy/npomix
HOro NPOAYKTY, L0
BUKOPVCTOBYIOTHCS Y
BUPOGHMLTBI ADI; ans
[0MOMDKXHOT PEYOBUHMN
(cepTudpikat BIANOBIAHOCTI
€Bponelicbkin dhapmakoner)
- OHOBNEHWi cepTudikaT
Bifj y)ke 3aTBEPAKEHOr0
BMPOG6HUMKa. MogaHHa
OHOBJ/IEHOrO cepTudikaty
BiANOBIAHOCTI EBpONeiiChKiit
thapmakonei CEP 2015-215-
Rev 02 ans A®l
hopmoTepony ymapary
avrigpaTy Big, BXe
3aTBEPAKEHOIO BUPOOHMKA
Fermion OY, ®iHNaHais
(3aTBepmxeHo: R1-2015-
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uKa HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
215-Rev 01).
43. | BY®OMIKC formoterol | 6ygecoHig | RO3AKO | mopoilok ans OpioH ®iHNAHZIA | BMPO6HUUTBO 3a | PiHNAHA BHECEHHS 3MiH g0 3a UA/14855/01/02
IBIXENNEP and i 7 iHransuii 80 mkr/4,5 Kopnopei NOBHUM LMK/IOM: in peecTpavuiiHux maTepianis: peuenmom
budesonid | dopmoTtep MKr/go3a, no 120 LUH OpioH 3MiHu | TUny - 3MiHK 3
e ony 003 B iHranaTopi i3 KopnopefiwH, akocTi. CepTudpikar
dymaparty 3aXUCHUM PiHNaHgjN; BignosigHOCTI/TE-
avrigpat KOBMaykoM y KOHTPO/Ib SKOCTI ceptudikaT BigNoBigHOCTI
namMiHoBaHOMy (ximiko-cpiznuHe €Bponeiicbkili
nakeri, no 1 TECTYBaHHS): thapmakonei/MmoHorpadii.
namiHoBaHOMY Oi1 Mephaiinc MogaHHsA HOBOro abo
nakeTy B KAPTOHHIl Nta, PiHNAHgis; OHOBJ/IEHOTO cepTudikaTa
KopoobLi KOHTPO/b AKOCTI BignosigHOCTI abo
(mikpobionoriuHe BW/yYEHHS cepTudikara
TecTyBaHHs): O BiANOBIAHOCTI EBpONeNiChKii
Mepndpaiinc ftg, hapmakonei: ana APl ons
PiHNAHAIA BUXiAHOTO
marepiany/peareHTy/npomix
HOro NPOAYKTY, LU0
BMKOPUCTOBYHOTbCS Y
BMPOGHMLTBI A®I; ons
[0MNOMDKHOT peyoBUHU
(cepTudpikaT BiANOBIAHOCTI
€Bponelicbkiil dhapmakoner)
- OHOBNEHWi1 cepTudikaT
Bif y)e 3aTBEPL)KEHOr0
BUPOGHMKa. MogaHHsA
OHOBJIEHOTO cepTudikaTy
BiANOBIAHOCTI EBpPONENCHKI
thapmakonei CEP 2015-215-
Rev 02 ansa A®I
dhopmoTepony pymapary
OurigpaTy Big, BXe
3aTBEPAKEHOrO BUPOOHMKA
Fermion OY, ®iHnaHgis
(3aTBepmxeHo: R1-2015-
215-Rev 01).
44. | BY®OMIKC formoterol | 6ygecoHig | RO3AKO | mopollok Ans OpioH ®iHNAHgIA | BMPOOHUUTBO 3a | PiHNAHA BHECEHHS 3MiH 40 3a UA/14855/01/03
I3IXENNEP and i 7 iHransauii 320 mxr/9 Kopnopei NOBHUM LMK/TOM: i peecTpauiiHnx maTepianis: peyenmom
budesonid | dopmoTtep MKr/fo3a; no 60 o3 LUH OpioH 3MiHu | TUnYy - 3MiHK 3
e ony B IHranATopi i3 KopnopefiwH, akocTi. CepTucpikat
cthymaparty 3aXUCHUM PiHNAHZIA; BignosigHOCTI/TE-
ourigpat KOBMa4koM y KoHTposb siKoCTi cepTuduikat BignoBiAHOCTI

namMiHoBaHoOMy
naketi; no 1
namiHoBaHOMY
nakeTy B KAPTOHHIl

(ximiko-tpianure
TECTYBaHHS):
O Mepdaiinc
Nta, PiHNaHgis;

€Bponecokin
hapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOIO cepTudikaTa
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
Kopoo6Li KOHTPO/Ib AKOCTI BignosigHoCTi abo
(mikpobionoriuHe BW/TyYEHHS cepTudikata
TecTyBaHHs): Ol BiANOBiAHOCTI EBpONEiiChKiit
Megdaiinc NTa, thapmakonei: gna A®l; ons
DiHNAHAIA BMXiAHOTO
mMartepiany/peareHTy/npomix
HOro NPOAYKTY, LU0
BUKOPVCTOBYHOTBCS Y
BUPOOHULTBI ADI; Ans
[OMOMDKHOT PEYOBUHM
(cepTudpikaT BigMOBIAHOCTI
€Bponelicbkiin hapmakoner)
- OHOBNEHWIA cepTudikat
Bif} y)ke 3aTBEPAKEHOr0
BMPOGHMKa. MogaHHA
OHOB/IEHOTO cepTudikaTy
BiANOBIAHOCTI EBpPONECHKIi
thapmakonei CEP 2015-215-
Rev 02 ana A®l
chopmoTepony dymaparty
ourigpaty Bif Bxe
3aTBEPAKEHOr0 BUPOGHMKA
Fermion QY, ®iHnsHAjs
(3aTBEepmxeHo: R1-2015-
215-Rev 01).
45. | BABICMO faricimab hapuuym SO1LAO | po3uvH Ans iH'ekuidi, | TOB "Pow YkpaiHa Brpo6HMUTBO LLiBeliya BHECEHHS 3MiH g0 3a UA/20151/01/01
ab 9 120 mr/mn; no 0,24 YkpaiHa" nikapcbkoro pis peecTpauiiHux maTepianis: peuenmom
mn (28,8 mr) y 3acoby 3MiHn | TURYy - 3MiHN 3
dhnakoHi; pasosa (BkNtOYAKOUN AKOCTI. [0TOBWIA NikapcbKuii
no3a 0,05 mn (6 mr), HanoBHeHHs/nep 3aci6. KoHTposb rotToBoro
no 1 conakoHy y BVHHE nikapcbkoro 3acoby. 3miHa 'y
KOMMNJIEKTi 3 rO/IKOK0 nakyBaHHS), mMeToAax BUNPoGyBaHHSA
3 inbTPOM, BUNPOBYBaHHSA roTOBOrO J1iKapCbKOro
ynakoBaHo B KOHTPO/IO B 3acoby (He3HayHa 3MiHa 'y
6nicTep y KapTOHHii npoveci 3aTBEpMXEHUX MeToaax
KopoobLi BMPOOHULTBA, BUNPOGYBaHHSA) He3HaYHa
BMNPOBYyBaHHSA 3MiHa y 3aTBEPAKEHNX

KOHTPOIO AKOCTI
npy BUMyCKy Ta
cTabinbHoOCTI,
Kpim
MiKPOCKOMiYHOrO
meToay
BU3HAYEHHSA
4acToK,
36epiraHHs

MeToAax BUMPOOYyBaHHS; a
came fofaBaHHsi ALLETOHY
Ta ChemO013 sk 3acobiB
KOHTPO/I0 NPUAATHOCTI
cucTemMu 41 METOAVKN
BM3HAYEHHS BMICTY binka
Y®-metogom. BeegeHHsA
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepApKeHHS. 3MiHK
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uKa HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
nikapcbKoro | TMny - 3MiHK 3 AKocTi. ADI.
3acoby, KoHTponb A®I. 3miHa y
BTOPUHHE MeTofax BunpobyBaHHsa AdI
nakyBaHHs, abo BuxigHoro
BWMYCK rOTOBOr0 mMarepiany/npoMixXHOro
nikapcbkoro npoAayKTy/peareHTy, Lo
3acoby: BVIKOPUCTOBYETLCS Y
®.XohdpmaHH- npoteci Bupo6HuuTea Adl
Na Pow Nta, (He3HauHi 3MiHN y
LBeliuapis; 3aTBEPMKEHUX MeToAax
BunpobyBaHHs BMMNPOBYBaHHS) HE3HAYHI
KOHTPO/I0 AKOCTI 3MiHW Y 3aTBEePKEHUX
npy BUMycKy Ta MeTofax BUNPOGYyBaHHS; a
CTabi/IbHOCTi came fofaBaHHs ALETOHY
TiNbkn ons Ta Chem013 sk 3aco6iB
MiKpOCKONi4YHOro KOHTPO/I0 NPUAATHOCTI
meToay cucTeMun gns MeTOANKN
BU3HAYEHHS BU3HAYEHHSA BMICTY binka
yacTok: Consiac Y®-meTogom. BeefeHHs
AT, Wseiiuapis 3MiH NpOTArom 6-Tu MicsuiB
nicnsa 3aTBepAXeHHs. 3MiHN
| TMny - 3MiHK 3 AKocTi. ADI.
KoHTponb A®I (iHLWi 3MiHW)
BNPOBaXXEHHS HOBOrO
BTOPUHHOIO CTaHAAPTHOro
3paska 15 NikapCbKoro
3acoby Babicmo. BeeeHHs
3MiH NPOTArom 6-Tn Micauis
nicns 3aTBepAKEHHS.
46. | BEHK/IKCTO | venetoclax | BeHeTokna | LO1IXX5 | Tabnetku, BKpUTI E66BI LLiBeiiuapi E66BI AlipneHg, | IpnaHpgis BHECEHHS 3MiH 0 3a He UA/16667/01/01
® KC 2 naiBKOBOIO Biochapma A HNB.B., / peecTpauiiHnx matepianis: peyenmom | nidnse
060/10HKot0, 10 Mr cbloTikan3 IpnaHgis Himeuun 3miHu | TYny - 3MiHK Woao ae
Ne 14: no 2 6X (BUPOBHMLTBO Ha 6e3nekun/edekTBHOCTI Ta
Tabnetku y 6nictepi, nikapcbKoro hapmakoHarnagy (iHwi
no 7 6nictepis B 3acoby, 3MiHM) - 3MiHM BHECEHO [0
KapTOHHI KopooLli TeCTyBaHHS); IHCTPYKLUIT ANS MeaUYHOro
E668i [loiiuneHs, 3aCTOCyBaHHS NiKapCbKoro
v6X i Ko. KT, 3acoby Ao po3ginis
HimeuuunHa "PapmakoTepanesTuyHa
(BpO6HMLTBO, rpyna" (pegarosaHo
nakyBaHHs Ta TEKCTOBWiA onuc
TeCcTyBaHHs thapmakoTepaneBTUYHOI
NPOMIXXHOTO rpynu), "Oco6mMBOoCTi
ekcTpygary 3acTocyBaHHA" (AoaaHo
BEHETOK/1aKcy; iHhopMaLito 3 6e3neku

nepBuHHe Ta

[0NOMDKHOT pEYOBUHM
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
BTOPUHHE NikapcbKoro 3acoby). 3miHu
nakyBaHHs, BHECEHO [0 KOPOTKOI
BUMyCK cepil XapakTepucTuku NikapcbKoro
roToBOroO 3acoby Ao posginis "5.1.

niKapcbKoro
3aco6y); PypHbe
Nab6opaTopi3
AlipneHg,
Nimites,
IpnaHgis
(BpOGHMLTBO,
TecTyBaHHs
nikapcbKoro
3acoby)

dapmakogMHaMiyHi
BnacTuBocCTi" (pefaroBaHo
TEKCTOBWIA onuc
hapmakoTepaneBTUYHOI
rpynu), "4.5. Ocobnusi
3acTepeXeHHs Ta 3anobiKHi
3ax04M Npu 3acToCyBaHHI"
(pofaHo iHdopmadito 3
6e3nekn fOMOMKHOT
PEYOBMHMN NiKapCbKOro
3acoby). BBeeHHs 3MiH
npotArom 6 micAuis nicns
3aTBepMXEHHS. 3MiHu I
TMny - 3MiHK Woa0
6e3nekn/edeKkTUBHOCTI Ta
hapmakoHarnsgy. [Huwi
3MiHW, SIKi HE BBINLLAN Y Leit
po34in, AKi BKIYaTh
nofaHHa pesynbTartis
pocnigpkeHb Ao
KOMMNETEHTHOro opraHy -
3MiHM BHECEHO [0 KOPOTKOT
XapakTepucTuku NikapcbKoro
3acoby fo posginy "5.1.
dapmakogMHaMiyHi
BNacTUBOCTI" Bi4NOBIAHO A0
pesynbTaTiB gocnigkeHHs |l
hasn GO28667 (MURANO).
BBeneHHs 3MiH NpoTArom 6
MicAuiB nicns
3aTBEpPMKEHHA. B mexax
3MiHU HaZ,@HO OHOBEHWIA
nnaH ynpasniHHA pusnkamu,
Bepcis 9.0. 3minu Il Tuny -
3MiHV Wwoao
6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuL,i
NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT
ANA MeguyHoro
3aCTOCYBaHHA Ha nigcTasi
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

perynsipHo OHOB/IHOBAHOTO
3BiTYy 3 6€3Mekn Nikapcbkoro
3acoby, abo gocnigkeHb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog,
a60 K pe3ysbTaT OLiHKM
3BITY 3 JOCNIOXEHD,
npoBeAeHrX BignoBigHoO A0
nnaHy negiatpuyHux
pocnipxenb (PIP) (iHwi
3MiHW) - 3MiHV BHECEHO [0
IHCTPYKUiT 4Ns MeanyHoro
3aCTOCyBaHHS NiKapCbKOro
3acoby Ao po3ginis
"®apMaKonorivHi
BnactueocTi”, "Aitn",
"Mo6iyHI peakui™ BigNOBIgHO
00 pesynbTaTiB
pocnigpxeHHs | dpasm M13-
833. 3MiHM BHECEHO [0
KOPOTKOI XapakTepucTuKu
nikapcbkoro 3acoby Ao
po3ginis "4.3. Oitn.", "4.9.
Mo6iuHi peakui.”, "5.1.
dapmakogMHaMiyHi
BnactmsocTi", "5.2.
dapmaKkoKiHETUYHI
BMaCTUBOCTI" BigNoBigHO A0
pes3ynbTaTiB AOC/IIKEHHS |
a3 M13-833. BeefeHHSA
3MiH NpoTArom 6 micsuis
nicns 3aTBepAKEeHHs.

47.

BEHKNIKCTO
®

venetoclax

BEHeTOoKNa
KC

LO1XX5
2

TabneTkn, BKPUTI
nniBKOBOIO
060/10HKO10, 50 Mr
Ne 7: no 1 tabnetui
y 6nictepi, no 7
6nictepiB y
KapTOHHI Kopo6Lyi

E66BI
Biochapma
CbloTikan3

mM6X

LLseiuapi
b

E66BI AipneHsa
HN B.B.,
IpnaHgis

(BMpPOGHMLTBO

nikapcbKoro
3acoby,
TecTyBaHHs);
E66BI [ouneHg,
v6X i Ko. KT,
Himeuunna
(BpOGHMLTBO,
nakyBaHHs Ta
TECTyBaHHsI

Ipnangis
/
Himeuun
Ha

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHu | TUnNy - 3MiHK WoA0
6e3nekn/edeKTNBHOCTI Ta

hapmakoHarnsgy (iHwi
3MiHK) - 3MiHV BHECEHO A0
IHCTPYKUIiT 4Nns MeanmyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby [0 po3ginis
"apmakoTepanesTuyHa
rpyna" (pegaroBaHo
TEKCTOBWIA onuc
hapmakoTepaneBTU4YHOI

3a
peyerimom

He
nionse
ae

UA/16667/01/02
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nikapcbkoro
3aco6y); dypHbe
JNabopaTopis
AlipneHg
Nivites,
IpnaHgis
(BUpO6GHULTBO,
TECTyBaHHs
niKapcbKoro
3acoby)

dapmakogmMHamiYHi
BacTmBocTi" (pegarosaHo
TEKCTOBWI onunc
thapmakoTepaneBTUUHOT
rpynu), "4.5. Ocobnusi
3acTepexeHHs Ta 3anobixHi
3ax04u Npu 3acTOCyBaHHI"
(mopaHo iHdhopmaliito 3
6e3nekn AOMOMIKHOT
PEeyYOoBUHM NiKapCbKOro
3acoby). BBeaeHHs 3MiH
npoTArom 6 micsuis nicns
3aTBepKEHHS. 3MiHu I
TMny - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. IHwi
3MiHW, AKi He BBIlLLAN Y et
po3ain, siki BKIYaTb
nofjaHHa pesynbTartis
[ocnigpKeHb Ao
KOMMETEHTHOro OpraHy -
3MiHM BHECEHO [0 KOPOTKOI
XapaKTepucTuKn NikapcbKoro
3acoby go posginy "5.1.
dapmakogmMHaMmiYHi
BNaCcTUBOCTI" Bi4NOBIAHO A0
pe3ynbTraTiB gocnigpkeHHs |l
chasm GO28667 (MURANO).
BBefieHHs1 3mMiH npoTsArom 6
MicsyiB nicns
3aTBEPMKEHHA. B Mexax
3MiHV Ha,aHO OHOBJIEHWIA
nnaH ynpaeniHHA pu3vikamu,
Bepcia 9.0. 3miHu Il TNy -
3MiHV Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y

KOpOTKili xapakTepuctuui

Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uKa HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
NPOMIXXHOro rpynu), "Oco6/mMBOCTi
ekcTpygary 3acTocyBaHHA" (AoAaHo
BEHETOK/1aKcy; iHhopMmauito 3 6e3neku
nepBuHHE Ta [OMOMDKHOT PEYOBUHM
BTOPUHHE nikapcbKoro 3acoby). 3miHu
nakyBaHHs, BHECEHO [0 KOPOTKOT
BUNYCK cepii XapaKTepUCTUKMN NiKapCbKoro
roToBOro 3acoby Ao posginis "5.1.
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n/n

Hassa

3acoby

JliKapcbK0O20

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT
ANA MeguyHoro
3aCTOCyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6e3nekun Nikapcbkoro
3acoby, abo gocnigkeHb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog,
abo K pe3ynbTaT OLiHKK
3BiTY 3 AOCNIgKEHDb,
npoBefeHnX BigNoBiAHO [0
nnaxy negjiaTpuyHnX
pocnigpkeHb (PIP) (iHwi
3MiHW) - 3MiHN BHECEHO [0
IHCTPYKUIiT NS MeanyHoro
3acToCyBaHHS NiKapcbKoro
3acoby Ao po3ginis
"®apmakonorivHi
BnactusocTi", "4itn",
"Mo6iuHi peakuii" BiANOBIgHO
[0 pe3ynbTaTis
pocnigpkeHHs | hasn M13-
833. 3miHn BHeceHo [0
KOPOTKOI XapakTepucTuKn
niKkapcbkoro 3acoby o
posginis "4.3. fitn.", "4.9.
Mob6iuHi peaxwyii.”, "5.1.
dapmakogmMHaMmiYHi
BnactmeocTi", "5.2.
dapmaKkoKiHETUYHI
BNacTUBOCTI" Bi4NOBIAHO A0
pe3ynbTaTiB AOCIMKEHHS |
tha3n M13-833. BBeAeHHs
3MiH NPOTArom 6 Micsiuis
nicns 3aTBepAKeHHs.

48.

BEHKNIKCTO
®

venetoclax

BEHeTOoKNa
KC 2

LO1XX5

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKO0, 100 Mr
Ne 7, Ne 14: no 1
abo 2 Tabnetkn y
6nictepi, no 7
6nicTepiB y
KapTOHHI kopobuyj;
Ne 112: o 4

EG66BI
Biochapma
CblOTikaN3

M6X

LLiseiiuapi
A

E66BI AlipneHp,
HN B.B.,
IpnaHgis

(BMpOGHMLTBO

nikapcbkoro
3acoby,
TecTyBaHHs);

E668i [oiiuneHs

m6X i Ko. Kr,

Ipnangis

Himeuyun
Ha

BHECEHHS 3MiH 0
peecTpavuiiHux maTepianis:
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnagy (iHwi
3MiHW) - 3MiHN BHECEHO [0
IHCTPYKUIiT ANns MeanyHoro
3aCcTOCyBaHHS NiKapCcbKoro
3acoby Ao po3ginis

3a
peyenmom

He
nionsie
ae

UA/16667/01/03
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
Tabnetku y 6nictepi, Himeuunna "apmakoTepanesTuyHa
no 7 6nictepiB y (BpOGHMLTBO, rpyna" (pegarosaHo
KapTOHHI kopobuyj; nakyBaHHs Ta TEKCTOBWIA onuc
4 KapTOHHI KOPOOKYM TeCTyBaHHA hapmakoTepanesBTUYHOI
y TpynoBili ynakoBLi MPOMiXXHOrO rpynu), "Oco6amBoCTi
ekcTpygarty 3acTocyBaHHA" (AoaaHo
BEHETOK/IaKCy; iHdpopmauito 3 6esneku
nepBuHHe Ta [OMOMIKXHOI PeHOBWHM
BTOPUHHE nikapcbKoro 3acoby). 3MiHu
nakyBaHHs, BHECEHO [0 KOPOTKOT
BUMYyCK cepil XapakTepucTuKy NikapcbKoro
roToBOro 3acoby ao po3ginis "5.1.

nikapcbKoro
3aco6y); PypHbe
Nab6opaTtopi3
Alipneng,
Nimitea,
IpnaHgis
(BpO6HMLTBO,
TecTyBaHHs
nikapcbKoro
3acoby)

dapmakogMHaMiyHi
B/1acTmBoCTi" (pegaroBaHo
TEKCTOBWiA onuc
hapmakoTepaneBTUYHOI
rpynu), "4.5. Ocobnusi
3aCTepeXeHHs Ta 3anobixHi
3ax04u Npu 3acTOCyBaHHI"
(mopaHo iHdhopmaito 3
6e3nekn gONoOMiXHOT
PeyoBUHM NiKAPCbKOro
3acoby). BeegeHHs 3miH
npoTAarom 6 Micsuis nicns
3aTBEPAKEHHSA. 3MiHu I
UMy - 3MiHN LWoAo
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy. [Hwi
3MiHW, SiKi HE BBINLLAW Y el
po3ain, siki BKIYaloTh
noAaHHA pesynbTaTis
[ocnigpkeHb Ao
KOMNETEHTHOro opraHy -
3MiHM BHECEHO [10 KOPOTKOT
XapakTepucTuKn NikapcbKoro
3acoby fo posginy "5.1.
dapmakogMHamiyHi
BMaCTUBOCTI" BigNoBigHO A0
pesynbTaTiB gocnimxkeHHs |l
thasn GO28667 (MURANO).
BBegieHHs1 3MiH npoTsirom 6
MicaLiB nicns
3aTBepPAXXEHHSA. B mexax
3MiHM HaZaHO OHOB/EHUIA
nnaH ynpaeniHHA pyu3vKamu,
Bepcis 9.0. 3minu Il Tuny -
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3MiHV Wwoao
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOpOTKili xapakTepucTui
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLT
AN MeauyHoro
3aCcToCyBaHHSA Ha nigcTasi
perynsipHoO OHOB/IOBAHOIO
3BITY 3 6e3Mnekn Nikapcbkoro
3acoby, abo focnigKeHb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog,
a60 AK pe3ysibTaT OLiHKM
3BITY 3 AOCNIAKEHD,
npoBefeHnX BigNoBigHO f0
nnaHy negjiaTpuUyHnX
pocnigxenb (PIP) (iHwi
3MiHM) - 3MiHM BHECEHO [0
IHCTPYKUIT ANS MeanYHOro
3aCTOCYyBaHHS NikapCbKoro
3acoby Ao po3gainis
"®apMakonorivHi
BnactueocTi", "Aitn",
"Mo6iuHi peakuii" BigNoBIgHO
[0 pesynbTaTis
pocnigpkeHHs | chasn M13-
833. 3MiHM BHECEHO A0
KOPOTKOI XapaKTepucTuKn
niKkapcbKoro 3acoby o
po3sginis "4.3. fitn.", "4.9.
Mo6iuHi peaxuii.", "5.1.
dapmakogMHaMiyHi
BnacTtmsocTi", "5.2.
PapmMakoKiHETUYHi
BNaCcTUBOCTI" Bi4NOBIAHO A0
pe3ynbTaTiB [OC/iMHKEHHS |
thasm M13-833. BeefeHHSA
3MiH NpoTArom 6 micsuis
nicns 3aTBepKEHHS.

49.

BIANIb®

tetryzoline

TeTparigp
030/1iHY
rigpoxnop
na

S01GAO0
2

Kpanni o4Hi, 0,5
mr/mn; no 10 mny
donakoHi; no 1
hnakoHy B nayui 3
KapTOHY

AT
"dapmak”

YKpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHn | TUny - 3MiHM 3
[aKocTi. CepTudpikat
BignosigHocTi/lE-

6e3
peuyenma

UA/4228/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

cepTudikaT BignoBigHOCTI
€Bponeicbkili
thapmakonei/MoHorpadii.
3MiHK, nos'A3aHi 3
HEeOoOXiAHICTIO NPUBEAEHHS Y
BigNOBIgHICTb A0
MoHorpadii AdY abo
€Bponelicbkoi hapmakonei,
a60 iHWOI HaLioHa/IbHOT
thapmakonei gepxasu €C
(iHwWi 3miHK). MNprBeaeHHs
cneuudikavii 4ONOMiXHOT
peyoBuHu "Boga ans
iH'ekwin" y BiANOBIAHICTb A0
BVMOI OHOBJIEHOT
MOHorpagii €.

50.

BIHB/TIACTU
H-TEBA

vinblastine

BiHG6NacTn
Hy
cynbaty

LO1CAO
1

PO3YMH ANS iH'EKLN,
1 mr/mn, no 10 mn
nikapcbkoro 3acoby
Y CK/IAHOMY
chnakoHi; no 1
dnakoHy B
KapTOHHI Kopo6Lyi

TOB
«TeBa
YkpaiHa»

YKpaiHa

dapmaxewmi b.B.

Higepna
HAN

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHn | TURYy - 3MiHN 3
akocTi. A®l. KoHTposnb AdL.
3MmiHa y napameTpax
cneuudikauin Ta/abo
[OMYCTUMUX MEX,
BU3HAYEHNX Y
cneumdikauisx Ha Adl, abo
BVIXiAHWI/MPOMIXHWIA
NpoAyKT/peareHT, Wwo
BUKOPVCTOBYHOTHCS Y
npoteci Bupo6HuuTea AdI
(3BYXXEHHSA JONyCTUMUX
MeX, BU3HAUEHNX Y
cneuudikayii). 3By>KEHHS
MeXi napameTpa "3arasibHa
KINIbKICTb APDKIKOBMX i
nniceHeBux rpu6is (TYMC)"
y cneuudpikauii Adbl
BiH6nacTuHy cynbgar 3 "He
6inbwe 100 KYO/r" po
"MeHwwe 10 KYO/r". Takox
BHOCATbCSA pefakuilii
npaskv A0 po3ainy
3.2.S.4.1, a came iioro
octhopmNeHHs NpMBEAEHO [0
YMHHOro chopmaTy KoMnaHii.

3a
peyenmom

UA/20251/01/01

51.

FEKCAKCUM
® | HEXAXIM

diphtheria-
hemophilu

andpTepiit
HUIA

Jo7C
A09

cycneHsia gns
iH’ekuii no 0,5 mn (1

CaHodi
MNactep

dpaHuin

BUPOBHULTBO
roTOBOro

dpaHuis
/

BHECEHHS 3MiH 0
peeCTpaLiinHMX MaTepianis:

3a
peyenmom

UA/13080/01/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asiBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka HsT** 20
mosaHa nocgio4eHHs
Hassa*
BAKUUHA S aHaToKCUH [03a) B nonepesHbLo Hepo3acoBaHo | YropLym 3MiHn | TURY - 3MiHN 3
anda influenzae | ; 3aMoBHEHNX ro NpoayKTy, Ha akocTi. A®l. KoHTposnb AdL.
MPODINAKT B- npasLesu wnpuyax 3 1-eto BTOPUHHE 3MiHa y MeTogax
KU pertussis- n (abo 2-ma) nakyBaHHs BMNpobysaHHA Ad| abo
OUNDTEPII, poliomyelit | aHaTOKCUH OKPEMUMM FOIKamu, (wnpwyw), BUXiAHOIO
MPABLSA, is-tetanus- | ; no 1 wnpuuy B KOHTPO/1b SIKOCTI, mMartepiany/npomiKHOro
KALUTHOKY hepatitis B | aHTuUreHn KapTOHHIlA ynakoBLy; BUMYyCK cepili: npoaykTy/peareHty, Lo
(ALUENONAP Bordetella no 0,5 mn (1 go3a) B CaHodpi MacTep, BVIKOPVCTOBYETbLCS Y
HNA pertussis: nonepegHLo PpaHuis; npoteci BUpo6HuLTBa AdI
KOMMNOHEHT KaLL/TioKOB 3anoBHEHNX BUPOOHULTBO (iHWi 3miHM y meTogax
), TENATUTY nia wnpuuax 3 1-e10 roToBOro BMMNPOGYBaHHSA (BK/IKOYAOUM
B aHaToKCUH (abo 2-ma) Hepo3acoBaHO 3aMmiHy abo 4OMNOBHEHHS)
PEKOMBIHA ; OKPEMUMU rosikamu, ro NPOAYKTY, A®l abo
HTHA, hinameHT no 1 wnpuuy B 3anoBHEHHS, BVIXiZLHOr0/MPOMiXXHOr0
noniomien HWiA cTaHAapTHO- BTOPUHHE npoAaykTy). 3MiHa y MeTogi
TY remarnot EKCMOPTHIl nakyBaHHs, BuUNpobyBaHHA AdI 3a
IHAKTUBOBA WHIH; ynakoBLi, Aka KOHTPO/Ib SIKOCTI, nokKasHukom "BiAcyTHiCTb
HA TA iHaKTMBOB MIiCTUTBCA Y BUWMYCK Cepiii: 3a/I1LLKOBOrO
3AXBOPHOB aHwit KapTOHHI kopobui 3 CaHodpi Mactep, OEePMOHEKPOTUYHOTO
AHb, noniosipyc IHCTpYKLUi€0 Ans ®paHujs; TOKCUHY", LLIO0 BUKOHYETbCSA
CMNPUYUNHEH : MeanyHoro BTOPUHHE Ha MuLIax Ans o4mLweHoro
nx Tmny 1 3aCTOCYBaHHSA; Mo nakyBaHHs, npomixHoro npoaykty FHA,
HAEMOPHIL (wTtam 0,5 mn (1 gosa) B BUWMYCK Cepiii: a came BWIy4eHHs 3 TecTy
usTuny B Mahoney); nonepegHL0 CaHochi-ABeHTiC NO3UTUBHUX KOHTPOIB.
KOH'IOrOBA Tmny 2 3anoBHEHNX 3pT., YropluuHa; TepmiH BBEA,EHHS 3MiH-
HA, (wTtam wnpuuax 3 1-eto KOHTPO/Ib SKOCTI XO0BTeHb 2027. 3miHu Il TMny
AOCOPBOBA MEF-1); (abo 2-ma) (wnpuun): - 3MiHM 3 AKocTi. API.
HA, PIOKA Tmny 3 OKPEMUMU rosikamu, IHTepHeLLHN KoHTponb A®I. 3miHa y
(wTtam no 10 wnpwuuis B [Opar napameTpax cneuudikauii
Saukett); KapTOHHI ynakoBL; [eBenonveHT- Ta/abo [onyCcTUMNX MEX,
nosepxHe no 0,5 mn (1 gosa) B Excnepr, BU3HAYEHUX Y
BUIA nonepegHbL0 PpaHLis cneumdikauisx Ha Adl, abo
aHTuUreH 3anoBHeHNX BUXiHWIA/MPOMIXHWIA
Bipycy wnpuuax 3 1-e10 npoayKT/peareHT, Wwo
renaTuty (abo 2-ma) BMKOPUCTOBYIOTbCSH Y
B; OKpPeEMUMU rosikamu, npoteci BUpo6HuLTBa AdI
nonicaxap no 10 wnpwuis B (po3LUMpEHHS AoNyCTUMUX
na CTaHAapTHoO- MeX, BU3HAUEHNX Y
Haemophil €KCTMOPTHIl cneumaikalisax Ha BUXigHI
us ynakoBLij, sika marepiann/npomikHi
influenza MICTUTBCA Y NpoAyKTK, SKi MaloTb
Tuny b; KapTOHHI kopobui 3 iCTOTHWI BN/IMB Ha AIKICTb
(nonipn6o IHCTpyKLieto ans A®l Ta/abo rotoBoro
3unpubito MeANYHOro nikapcbKoro 3acoby). 3miHa
n 3aCTOCyBaHHS; No KpUTEPIto NPUIAHATHOCTI ANs
docdpar), 0,5wmn (1 poza) y TECTy KaacTepHol
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
KOH'toroesa hnakoHax, no 10 AKTMBHOCTI Ha KNITUHaxX
HWIA 3 dNakoHiB y CHO (Chinese hamster
npasLesu KapTOHHI ynakoBL; ovary cell - KNiTUHW AeYHnKa
M no 0,5 mn (1 go3a) y KNTaliCbKOro XoM'sika), Lo
npoTeiHoM thnakoHax, no 10 NPOBOANTLCA SK KOHTPO/Ib
hn1aKkoHiB B npu BUMNYCKY Ta B KiHLj
cTaHfapTHO- TEePMiHy NPUAATHOCTI Ha
€KCMOPTHIN NPOMDKHOMY NPOAYKTI
ynakoBLj, aka OYMLLEEHOTO aHATOKCUHY
MICTUTBLCA Y Kawntoky (PT).
KapTOHHI kopobu;. TepMiH BBELLEHHS 3MiH -
TpaseHb 2027
52. | TENbMIHTOK | pyrantel nipaHteny | PO2CCO | TabneTtku, BKpUTI Na6oparto PpaHuis IHHOTepa LLy3i PpaHuin BHECEHHS 3MiH [0 6e3 UA/10137/01/01
C emboHaT 1 NniBKOBOIO pis peecTpauiiHnux matepianis: peyenma
060/10HKO10, Mo 250 IHHOTEK 3MiHu | TUNYy - 3MiHK Woa0
Mr; no 3 Tabnetkn y IHTEepHach 6e3nekn/edeKTMBHOCTI Ta
6nicTepi; no 1 NoHasb hapmakoHarnsgy (iHwi
6nictepy B 3MiHK).
KapTOHHI KOpo6Lyi OHOBEHHSA TEKCTY
MapKyBaHHS YNakoBKu
NiKapcbKoro 3acooy,
30KpemMa BUTyYeHHS
iHchopmawii, 3a3HaveHoi
POCiiCbKOI0 MOBOIO, T&
BHECEHHS pefakLiinHnX
npaBoK Mo TEKCTY
MapKyBaHHSA BTOPUHHOT
yMakoBOK MiKapCbKOro
3acoby. BBegeHHs 3MiH
npoTarom 6 Micsuis nicns
3aTBEPKEHHS
53. | TE/IbMIHTOK | pyrantel nipaHteny | PO2CCO | TabneTtku, BKpUTI Na6opato PpaHuin IHHOTepa LUysi PpaHuin BHECEHHS 3MiH [0 6e3 UA/10137/01/02
(o3 emboHaT 1 nNiBKOBOKO pist peecTpavuiiHux matepianis: peuyenma
o60s0oHKot, no 125 IHHOTEK 3miHu | TUny - 3miHu Wwoao
Mr; no 6 TabneTok y IHTEepHacb 6e3nekn/edeKTNBHOCTI Ta
6nictepi; no 1 oHasb thapmakoHarnagy (iHwi

6nictepy B
KapTOHHI Kopo6Lyi

3MiHW).
OHOB/IEHHS TEKCTY
MapKyBaHHS yrMakoBKM
nikapcbkoro 3acoby,
30Kpema BUTyYeHHS
iHchopMmawii, 3a3HaveHoT
pOoCiicbkol MOBOIO, Ta
BHECEHHS peAaKLinHnx
NpaBoK Mo TEKCTY
MapKyBaHHS BTOPUHHOT
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uKa HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
yNakoBOK NMiKapCbKOro
3acoby. BBegeHHs 3MiH
npoTAarom 6 Micsuis nicns
3aTBEPAXKEHHS
54. | TENA-MEPL, - L- AO5BA | KOHUeHTparT ans Mepy, HimeuumH Mpoaykuis in Himeuun BHECEHHS 3MiH g0 3a UA/0039/01/01
OPHITUHY- po34nHy Ans dapmach a bulk, nepsuHHe Ha/ peecTpavuiiHux maTepianis: peuenmom
- iHdpysin, 5 r/10 mn; toTikasc Ta BTOPVHHE Natsis YTOYHEHHSA HanUcaHHA
acnaprar no 10 mn B amnyni; M6X nakyBaHHs, KpaiH-BMPOGHUKIB B Hakasi
no 10 amnyny KOHTPO/Ib SIKOCTI: MOS3 YkpaiHu Ne 298 Big,
KapTOHHI KOpOOL B. BpayH 09.03.2026 B npoueci
MencyHreH Al BHECEHHS 3MiH (3MiHu |
HimeuuunHa; TMny - 3MiHKU WoA0
BTopuHHe 6e3nekn/edekTMBHOCTI Ta
nakyBaHHS: dhapmakoHarnsgy.
X.E..M. TM6X, BBeneHHs abo 3MiHU A0
HimeuunHa,; y3arasibHeHUX JaHuX nNpo
MpecTix cucTemy chapmakoHarnsgy
MpomoyLwH (BBEAEHHSA Y3araslbHEHNX
Bepkaydcchoep AaHVX Npo cuctemy
OepyHr & thapmakoHarnsgy, 3miHa
Bep6ecepsic YNOBHOBaXEHOI 0cobu,
v6X, BiANOBIAA/IbHOI 3a
HimeuuunHa; 3[iAiCHEHHS
Bunpo6yBaHHs hapmakoHarnsagy;
KOHTPO/H0 KOHTaKTHOI 0co6u 3
AKOCTi: thapmakoHarnsgy 3asaBHUKa
b. BpayH [ANs 3aiACHEHHS
MencyHreH AT, thapmakoHarnagy B YkpaiHi,
HimeuuunHa; SIKLLO BOHA BiAMiIHHA Bif

Bioxem la6op
drop bionorive
YHA Xewmiwe
AHanituk MéX,
HimeuunHa; idon
— lMpiBaTec
IHCTUTYT chtop
MpopakTksanite
T 'M6X,
HimeuuunHa;
Na6opaTtopi o
AHanizic oy
Bionomxukanni
EkTiB
KomnoyHac
NatBiaH
IHCTITbIOT Och

YNOBHOBaXEHOI 0cobu,
BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
thapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6U 3asiBHUKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnag B Ykpaii).
Pepakuis B Hakasi -
Lsenuapis/ Himewunna/
NatBis. BipHa pegakuis -
Himeyunnal Nareis
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n/n

JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi

pe4dyosuHuUu

Koo
ATX

Popma sunycky

(nikapcbka chopma,

ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

55.

riAPOKOPTU

OpraHik
CiHTesic, /latBisi;
Nabop /IC CE &

Ko. KT,

HimeyuunHa;
XBI thapma
cepsicec 'M6X,
HimeuuunHa; FBA
dPapma 'M6X,
HimeuuunHa;
EBOHik
OnepefiwHc
m6X — Nlabop
MpopakT NaiiH
AHaniTike,
HimeuuunHa;
EBOHik
OnepefiwHe
m6X,
HimeyuunHa;
Bunpo6yBaHHs
KOHTPOJIH0 SKOCTI
Ta BUMYyCK cepii:
Mepu, ®apma
'm6X i Ko.
KlraA,
HimeyuunHa

30H - NOC®

hydrocorti
sone

rigpoKopTH
30H
auerar

2

S01BAO

Masb 04Ha, 25 mr/r;
no2,5ryTy6i;no 1
Ty6i Y KAPTOHHIl
Kopoo6Li

YPCA®AP
M
ApuHaiimit
Tenb
M6X

HimeyuuH
a

YPCA®APM
ApuHaiimiTTens
6X

Himeuyun
Ha

BHECEHHS 3MiH 0

3MiHu | TUnNy - 3MiHK WoA0
6e3nekn/edeKTNBHOCTI Ta
dhapmakoHarnsgy.
BBeneHHs abo 3MiHU A0
y3araslbHeHUX AaHux npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX
AaHVX Npo cuctemy
thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
chapmakoHarnsgy;
KOHTaKTHOI ocobm 3
thapmakoHarnsgy 3asaBHUKa
[ANs 3aiACHEHHS

thapmakoHarnagy B YkpaiHi,

peecTpauiiH1ux matepianis:

3a
peyerimom

UA/6522/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

56.

AKLLO BOHA BigMiHHa Bif,
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
3[jiiCHEHHS!
thapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLLEHHI
mMacTep-caiina cucremu
hapmakoHarnsagy). 3miHa
YNOBHOBaXeEHOI 0co6bu
3as1BHMKA, BifnoBigasibHOI
3a hapmakoHarnsg,.
[itoya pepakuis: Dorothea
Grof3. MponoHoBaHa
pegakuis: Charlotte
Steinmetz. 3mina
KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U
3asBHUKA, BiANOBIAA/IbHOI
3a thapmakoHarnag

TAPOKCUKA
PBAMIA-
BICTA

hydroxyca
rbamide

rifipokcuka
pbamig

LO1XXO0
5

kancynu no 500 wr,
no 10 kancyny
6nicTepi; no 10
6nictepiB y
KapTOHHI KOpOOL

MicTpan
Kenitan
MeHexm
eHT
NimiTeq

AHrnis

[eBa XongiHr
ALl

Typeyun
Ha

BHECEHHS 3MiH 0
peecTpavuinHMx MaTepianis:
3MiHn | TUny - 3MiHM 3
aKocTi. CepTudpikat
BignosigHocTi/lE-
cepTudikaT BigNoBigHOCTI
€Bponeiicbkili
thapmakonei/mMoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOrO cepTudikaTa
BignosigHOCTI abo
BU/TyYEHHS cepTudikata
BiANOBiAHOCTI EBpONelichKiit
apmakonei: ana Ad®l; gna
BMXiAHOTO
mMartepiany/peareHTy/npomix
HOro MPOAYKTY, Lo
BUKOPVCTOBYHOTHCS Y
BUPO6HULTBI ADI; Ans
AonomikHoi peyosuHu (ME-
cepTudikaT BigNoBigHOCTI
€Bponeiicbkili hapmakonei
ans Adl/suxigHoro
marepiany/peareHTy/npomix
HOro NpoaykTy abo

[0MNOMDKHOT PEYOBUHW) -

3a
peyenmom

UA/18217/01/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
OHoBNeHWiA cepTUdikar Big
BXe 3aTBEpPAKEHOro
BMPOOHUKA - OHOBNEHHSA TE-
cepTtudikaTy BifnoBigHOCTI
€Bponeiicbkili hapmakonei
Ne CEP 2000-045-Rev 06
(3atBepaxeHo: R1-CEP
2000-045-Rev 04) ans
[0MNOMDKHOT peyoBUHU
XenaTuHy Bif BXe
3aTBEPAKEHOIO BUPOOHMKA
TESSENDERLO GROUP
N.V.
57. | MIHOMAKC Combinati | TiokoHa30 GO1AF2 | cynosuTopii 3eHTiBa, Yecbka Ekcenrtic Inay Typeuun BHECEHHS 3MiH 0 3a UA/15953/01/01
ons of nrta 0 BariHanbHi, 100 K.C. Pecny6nik CaHai Be Ha peecTpauiiHux maTepianis: peuenmom
imidazole TUHIga3on mr/150 mr; no 7 a TipxapeT 3MiHu | TMnNYy - 3MiHK Woa0
derivatives CynosuTopiiB y AHoHim LWipkeTi

CTpUNax B KAPTOHHili

Kopoo6Li

6e3nekn/edeKTBHOCTI Ta
chapmakoHarnsgy.
BeefeHHst abo 3MiHn [0
y3arasibHeHUX faHux npo
cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX
[aHuX nNpo cuctemy
thapmakoHarnagy, amiHa
YMOBHOBaXEHOI 0CO6Y,
BignoBigasibHOI 3a
3[iiCHEHHS!
thapmakoHarnsgy;
KOHTaKTHOI 0cobm 3
thapmakoHarnsgy 3asaBHUKa
ONs1 30iNCHEHHS
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YMOBHOBaXEHOI 0CO6Y,
BignoBigasibHOI 3a
3[iiCHEHHS!
hapmakoHarnsgy
(BKIHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHWN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U
3asBHVIKa, BifnosiganbHOT
3a thapmakoHarnag.
[itova pepakuisn: dininosa
Mogmuna, MD / Ludmila
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uKa HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
Filipova, MD. NMponoHosaHa
pepakuis: Hikogemosa
Minocnasa, MD / Miloslava
Nykodemova, MD. 3miHa
KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U
3asBHUKA, BiANOBIAA/ILHOI
3a thapmakoHarnag.
58. | MTHOMAKC Combinati | TiokoHa30 GO1AF2 | cynosuTopii 3eHTiBa, Yecbka EKCENTIC INAY | Typeuuun BHECEHHS 3MiH 0 3a UA/19898/01/01
Xn ons of n, 0 BariHasibHi, 0,2 1/0,3 K.C. Pecny6ik CAHAI BE Ha peecTpavjiiiux mMaTepiasis: peyenmom
imidazole TUHIgason r/0,1r;no 3 a TIODKAPET 3miHu | TYny - 3MiHn Woao
derivatives | Ta BariHasIbHUX AHOHIM 6e3nekun/edekTBHOCTI Ta
nigokaiH cynosuTopii y LWIPKETI thapmakoHarnsgy.

cTpuni; no 1 ctpuny
Y KapTOHHIi nayui

BBepgeHHs1 abo 3MiHM A0
y3arasibHeHUX JaHuX npo
cuctemy chapmakoHarnsgy
(BBEAEHHA Y3araslbHEHNX
[aHuxX nNpo cuctemy
thapmakoHarnsgy, 3miHa
YMOBHOB&XeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
dhapmakoHarnsgy;
KOHTaKTHOI ocobu 3
hapmakoHarnsgy 3asBHUKa
0N 30iCHEHHS
hapmakoHarnsagy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
thapmakoHarnsgy
(BK/THOYAIOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-caiina cucremu
hapmakoHarnsagy). 3miHa
YNOBHOBaXeEHOI 0co6bu
3asiBHMKA, BifnoBigasibHOI
3a hapmakoHarnag,.
[itoua pepakuis: dininosa
NMogmuna, MD / Ludmila
Filipova, MD. MNponoHoBaHa
pegakuisi: HikogemoBa
Minocnasa, MD / Miloslava
Nykodemova, MD. 3miHa
KOHTaKTHUX AaHnX
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
YNOBHOBaXEHOI 0co6u
3as1BHMKA, BignoBigasibHOI
3a hapmakoHarnag,.
59. | TNOKODAX | metformin | metdopmi | ALOBAO | Tabnetku Mepk PpaHuis Mepk CaHTte PpaHuin BHECEHHS 3MiH 0 3a He UA/3994/02/01
XR HYy 2 NPOJIOHrOBaHOI fji CaHte peecTpauiiHnux maTepianis: peyenmom | nidnse
rigpoxnop no 500 wr; no 15 c.a.c. 3MiHu | TUnNy - 3MiHK Woa0 ae
na, Tabnetok y 6nictepi; 6e3nekn/edekTMBHOCTI Ta

no 2 abono 4
6nictepu B
KapTOHHI KOpOOL

thapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuL,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT
AN MeauyHoro
3acToCyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6e3nekun Nikapcbkoro
3acoby, abo gocnigkeHb 3
6e3nekn 3acTocyBaHHsA
nikapcbKoro 3acoby B
nicnapeecTpaviinnii nepiog,
abo K pe3ynbTaT OLiHKK
3BITY 3 AOCNISKEHD,
npoBefeHnX BignoBigHO [0
nnaxy negjiaTpuyHnX
pocnigpkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMNETEHTHUM
YNOBHOB&XEHUM OpPraHoMm).
3MiHV BHECEHO [0 IHCTPYKLUIT
AN MeanyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby [0 po3giny
"Oco6numBocCTi
3acTocyBaHHS" BiAMoBigHO
[0 OHOBNEHOI iHGhopMaLii 3
6e3nekun 4ilo4oi pevoBUHN
(meTdhopmiHy rigpoxnopuay)
3rigHO 3 pekoMmeHaauissMm
PRAC. 3Minn Il Tuny - 3MiHn
wono
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3MiHn y
TepaneBTUYHNX MOKa3aHHSX
(nofaBaHHSA HOBOrO
TepaneBTUYHOro NoKasaHHs
abo 3miHa y 3aTBEepAKEHOMY
nokasaHi) (B.1.6. (a) Il)
3MiHN BHECEHO A0 IHCTPYKLUl




88

n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep

peecmpayitiHo

20
NnocsioYeHHs1

ANna MefuyHoro
3aCTOCyBaHHS NiKapCbKOro
3acoby [0 po3giny
"MokasaHHa" (AofaaBaHHA
HOBOrO TepaneBTUYHOro
NOKa3aHHs: CUHAPOM
NONIKICTO3HNX AEYHMKIB
(CNKSA). Ctumynsuis
oBYNAUi ANA NiATPUMKN
3a4arTa y XiHok 3 CMK4A.
mokochax XR MoxHa
3aCTOCOBYBaTH 5K
MoOHOTepanito abo B
NoeAHaHHI 3 iHWMMMK
MeTofamn NikyBaHHS), Ta K
Hacnifok OHoBMeHa
iHchopmauis B posginax
"®apMakonorivHi
BflacTueocCTi",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rofyBaHHs
rpyaar”, "Cnocié
3acTocyBaHHA Ta fo3n". B
MeXax 3MiHW HagaHo
OHOB/IEHWIA NNaH
ynpaeniHHA pu3vKamu,
Bepcia 8.2.
Pestome nnaHy ynpas/iHHA
pV3nKaMmn [0[a€TbCs.

60.

DEBITYM -
CAHOBE/b

sertraline

cepTpaniH
y
rigpoxnop
na

NOGABO
6

TabneTku, BKPUTI
naiBKOBOIO
060/10HKOI0, N0 25
mr; no 14 TabneTok
y 6nictepi; no 2
6nictepu B
KapTOHHI KopooLli

CaHoBefb
Inay CaHai
Be
Tumpxkapet
A.L.

TypeyyuH
a

CaHoBesb 1nay
CaHai Be
Tupxapet A.LL.

Typeyun
Ha

BHECEHHS 3MiH 0
peecTpavuinHMx MaTepianis:
3miHu | TYny - 3MiHK Woao

6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKIili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT
ANA MeauyHoro
3acTOCyBaHHSA Ha niacTasi
perynsipHo OHOB/IOBAHOTO
3BiTYy 3 6€3Mekn Nikapcbkoro
3acoby, abo gocnigkeHnb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog,
a60 K pe3ysbTaT OLiHKM

3a
peyenmom

He
nionsie
ae

UA/12668/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

61.

3BITY 3 AOCNIAKEHD,
npoBefeHnX BigNoBiAHO 40
nnaHy negjiaTpuUyHUX
pocnigpxens (PIP) (3MiHy
Y3rOXKEHO 3 KOMMETEHTHUM
YNOBHOB&XEHUM OpraHom).
3MiHN BHECEHO A0 IHCTPYKLT
ANA MeauyHoro
3acTOCyBaHHS NiKapcbKoro
3acoby Ao po3giny "Mo6iyHi
peakuii" BiANOBIAHO A0
OHOBNEHOT iHthopMaLii 3
6e3nekn Aito4oi pevoBrHN
(cepTpasiiHy) 3rigHo 3
pekomeHpauismn PRAC.
BeefeHHs 3MiH NpoTArom 6-
TV MicauiB nicas
3aTBEPAKEHHS

JDEBITYM -
CAHOBE/b

sertraline

cepTpaniH
y
rigpoxnop
na

NOGABO
6

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, No 50
mr, no 14 TabneTok
y 6nictepi; no 2
6nictepu B
KapTOHHI KOpOOL

CaHoBesnb
Insu CaHai
BE
Tumpxapet
A.L.

TypeyunH
a

CaHosenb lnay
CaHai Be
Tuaxapet A.LL.

Typeyun
Ha

BHECEHHS 3MiH 0
peecTpauiiHnx maTepianis:
3MiHu | TUnNy - 3MiHK WoA0
6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnagy. 3miHa y

KOPOTKili XapakTepucTuL,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKLiT

AN MeauyHoro
3acToCyBaHHSA Ha nigcTasi
perynsipHo OHOBJIOBAHOIO

3BiTYy 3 6e3nekun Nikapcbkoro
3acoby, abo gocnigkeHb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnapeecTpaviinuii nepiog,
abo Sk pe3ynbTaT OLiHKK
3BITY 3 AOCNISKEHD,
npoBefeHnX BignoBiAHO J0
nnaxy negjiaTpuyHnX
pocnigpkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMNETEHTHUM
YNOBHOB&XEHUM OpPraHoMm).
3MiHV BHECEHO [0 IHCTPYKLUIT
AN MeauyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby Ao po3ainy "Mo6iyHi

peakuii" BiANoBigHO A0

3a
peyerimom

He
nionse
ae

UA/12668/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

OHOB/IEHOT iHdopMaLiii 3
6e3nekun Ailo4oi pevoBrHN
(cepTpasiiHy) 3rigHo 3
pekomeHgauisvm PRAC.
BBegeHHs 3MiH npoTsArom 6-
TV MicAUiB nicns
3aTBEPKEHHS

62.

JNEBITYM -
CAHOBE/b

sertraline

cepTpaniH
y
rigpoxnop
na

NOGABO
6

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKOt0, 1Mo 100
Mr, no 14 TabneTok
y 6nictepi; no 2
6nictepu B
KapTOHHI Kopo6Lyi

CaHoBenb
Inay CaHai
Be
Tuopxkapet
A.LL

TypeyunH
a

CaHoBenb lnay
CaHai Be

Tupxapet A.LL.

Typeyun
Ha

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHu | TURY - 3MiHK WoAo
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y

KOPOTKili XapakTepucTuy,i
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLT
AN MeauyHoro
3aCcToCyBaHHSA Ha nigcTasi
perynsipHo OHOB/IOBAHOIO
3BiTY 3 6€3Mnekn Nikapcbkoro
3acoby, abo [ocnigKeHb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog,
a60 AK pe3ysibTaT OLiHKM
3BiTY 3 AOCNIAKEHD,
npoBefeHnX BignoBigHO f0
nnaHy negjiaTpuyHnX
npocnigkens (PIP) (3Miny
Y3rO4XKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoMm).
3MiHN BHECEHO A0 IHCTPYKLT

ANA MeauyHoro

3aCTOCyBaHHS NiKapCbKoro
3acoby Ao po3giny "MoGiyHi
peakuii" BiANOBIgHO A0
OHOBNEHOT iHhopMaLii 3
6e3nekun 4ito4oi pevoBUHN
(cepTpasiiHy) 3rigHo 3
pekomeHpauisimm PRAC.
BBefeHHs 3MiH NpoTarom 6-

TV MicauiB nicas

3aTBEPAKEHHS

3a
peyenmom

He
nionsie
ae

UA/12668/01/03

63.

AEKACAH®

Decameth
oxine

[lekameToK
CUH

DO8A

po3uuH, 0,2 mr/mn,
no 100 mn a6o 200
M a6o 400 mny

NASLIKaX CKASHUX;

TOB
"HOpis-
Papm"”

Ykpaina

TOB "tOpis-
dapm”

Ykpaina

BHECEHHS 3MiH 40
peecTpauiiHnx matepianis:
3MiHu | THny -
AAMIHICTPaTUBHI 3MiHN.

3a
peyenmom

UA/5364/01/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
no 100 mn, 250 mn, BunyuyeHHs BUPOGHUYOI
1000 mny AinbHUUI (BKIOYaoum
KOHTelHepax AinbHuui ans Adl,
nonimepHux; no 2 NPOMIXHOr0 NPOAYKTY abo
M/ Y KOHTEeWHepi rOTOBOrO J1iKapCbKOro
0/lHO030BOMY, MO 3acoby, AinbHuLi Ans
10 a6o 12 NpPOBeEeHHSA NakyBaHHs,
KOHTEeWHepiB y navu,i BMPOGHVIKa,
3 KapTOHY BifJNOBIAAbHOMO 3a BUMYCK
cepiii, MicLie NpoBefEeHHS
KOHTpO/0 cepii) abo
noctayanbHUKa BUXifHOro
maTepiany, peareHTy abo
[0MOMDKHOT PEYOBUHHN
(AKW0 3a3HAYEHO Y A0CbE)
BWUNYYEHHS BUPOOHUYOI
OiNbHULI BiANOBIgaNbHOI 3a
BMPOGHMLTBO ADI
SHANDONG LEKANGXIN
PHARMACEUTICAL CO.,
LTD., Kutaid. 3minHu | Tvny -
3MiHu 3 aKocTi. API.
KoHTponb A®I (iHwwi 3miHWM)
npuBefeHHs cneuudikauii
BXIJHOrO KOHTpOs0 AD|
[lekaMeTOKCUHY 3a
MOKa3HNKOM
“MikpobionoriyHa uictota’
[0 3aranibHUX BUMOT
AoY/Ph. Eur. 5.1.4., Ta
BBE/leHHS NepiognyHOCTI
KOHTPOJTHO.
64. | OEKCAOOP dexmedet | pekcmege | NOSCM1 | KoHueHTpart gns OpioH PiHNAHAIA Bupo6HuK, Lo PiHnaHA BHECEHHS 3MiH 0 3a UA/11627/01/01
omidine TOMIgUHY 8 po34nHy AnA Kopnopei 3[jCHI0E ] peecTpauiiHnx matepianis: peyenmom
rigpoxnop iHdpysiin, 100 mkr/mn; LUH BMPOGHMLITBO, 3miHu | TYny - 3MiHn Woao
na, no 2 mn B amnyni; nepBrHHE Ta 6e3nekun/eekTBHOCTI Ta
no 5 a6o 25 amnyny BTOPUHHE hapmakoHarnsagy. 3miHa
KapTOHHiI kopobuy; nakyBaHHs, yacToTu Ta/abo TepMiHiB

no 4 mn a6o no 10
My donakoHi; no 4
dhnakoHn y

KapTOHHI KopooLli

KOHTPO/b AKOCTI,
BWMYCK CepiiA:
OpioH
KopnopefiH,
PiHnAHAIR;
Brpo6HWK, LWo
3[jlicHI0E
KOHTPO/Ib SKOCTI

NoJaHHsA perynsipHo
OHOB/1HOBAHUX 3BITIB 3

6e3nekun Nikapcbkunx 3acobiB.

3MiHa YacToTu Ta TepMiHiB
NOAAHHSA PerynsipHo
OHOBJ/IOBAHOrO 3BITY 3
6e3neku:
[itova pegakuin: Yactota
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep

peecmpayitiHo

20
NnocsioYeHHs1

Ta BTOPUHHE
nakyBaHHS:
OpioH
KopnopeiiLuH,
OpioH ®apwma,
3asof, B Typky,
PiHNAHAIA

NoAAaHHA perynsapHo
OHOBJ/IOBAHOrO 3BITY 3
6e3neku 1 pik. KiHueBa garta
015 BK/TIOYEHHA AaHuX [0
PO3B - 15.03.2018 p. faTa
nogaHHsa - 24.05.2018 p.
MponoHoBaHa pegakuis:
YactoTta nogaHHs
perynsipHoO OHOB/IOBAHOIO
3BITY 3 6e3neku 3 poku.
KiHueBa gata gis
BK/TOYEHHA aaHux no PO3b
- 15.03.2027 p. fata
nogaHHsa — 13.06.2027 p.
PekomeHgoBaHO [0
3aTBEPKEHHS BiANOBIAHO
[0 NepioguyHOCTI NoJaHHS
perynsipHo OHOB/TIOBAHNX
3BITiB 3 6€3MeKn NikapCbknx
3acob6iB y €C.

65.

LOEKCKETOIN
PO®EH

dexketopr
ofen

[fAekckeTton
podheH

MO1AE1
7

PO3YUH NS iH'EKLN,
50 mr/2 mn; no 2 mn
B amny”ni; no 5
amnyn y énictepi 3
nniskn; no 1, 2, 3
abo 4 6nictepu B
nautli 3 KapToHy;

no 2 mn1 B amnyni;
no 10 amnyny
6nictepi 3 nnisku; 1
6nictepy B nauui 3
KapTOHy; Mo 2 MN B
amnyni; no 10
amnyn y nadui 3
KapTOHy 3
KapTOHHUMM
neperopogkamu

AT
"Nly6Hnha
pm”

YKpaiHa

AT
"Ny6Hnchapm"

YKpaiHa

BHECEHHS 3MiH 0
peecTpavuinHMx MaTepianis:
3miHu | TYny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa y

KOPOTKIili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT
ANA MeauyHoro
3acTOCyBaHHSA Ha niacTasi
perynsipHo OHOB/IOBAHOTO
3BiTYy 3 6€3Mekn Nikapcbkoro
3acoby, abo gocnimkeHnb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog,
a60 K pe3ysibTaT OLiHKM
3BITY 3 JOCNIOXEHD,
npoBeAeHrX BignoBigHO A0
nnaHy negiatpuyHux
nocnigmkenb (PIP) (3MiHy
Y3rO[XXEHO 3 KOMNETEHTHUM
YNOBHOB&XEHVM OpraHom).
3MiHN BHECEHO B IHCTPYKLil0
AN MeauyHoro
3aCTOCYBaHHS NiKapCbKOro

3a
peyenmom

He
nionsie
ae

UA/18283/01/01




93

n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3acoby Ao po3ginis
"Ocob6nmBocCTi
3acTocyBaHHs", "Mo6iYHi
peakuji" BiANoBIAHO A0
OHOBJIEHOI iHhopMaLii Lwoao
6e3nekn 3acTocyBaHHs
AitoYoT pevoBrHN. BBefeHHs
3MiH NpPOTArom 6-Tu MicsLiB
nicnsa 3aTBepkeHHs

66.

AEKCKETON
PO®EH

dexketopr
ofen

JekckeTon
podpbeH

MO1AE1l
7

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO10, No 25
mr; no 10 TabneTok
y 6nictepi; no 10
Tabnetok y 6nictepi,
nol, 3,5a6o 10
6nicTepiB y naui

AT
"Nly6Hndha
pm”

Ykpaina

AT
"Nly6Huchapm"

Ykpaina

BHECEHHS 3MiH [0
peecTpauiiH1ux matepianis:
3MiHu | TUNYy - 3MiHK Woa0
6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnagy. 3miHa y

KOPOTKili XapakTepucTuL,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT
AN MeauyHoro
3acToCyBaHHSA Ha nigcTasi
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6e3nekun Nikapcbkoro
3acoby, abo gocnigkeHb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnapeecTpaviiHnii nepiog,
abo Sk pe3ynbTaT OLiHKK
3BITY 3 AOCNISKEHD,
npoBefeHnX BignoBigHO f0
nnaxy negjiaTpuyHnX
pocnigpkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMNETEHTHUM
YNOBHOB&XEHUM OpPraHoMm).
3MiHV BHECEHO B IHCTPYKL,i10

ANna MefuyHoro
3aCTOCyBaHHSA NiKapCbKOro

3acoby Ao po3ginis
"Oco6nmBocCTi
3actocyBaHHs", “INo6iuHi
peakuii” BignosigHoO A0
OHOB/IEHOI iHhopMaLii LWoao
6e3nekn 3acTocyBaHHs
Lito4oi pevyoBuHU. BBeeHHSA
3MiH NpoTArom 6 micsuis
nicns 3aTBepKeHHs.

3a
peyerimom

He
nionse
ae

UA/19114/01/01

67.

JENO-

NMPOBEPA®

medroxypr
ogesteron

MeZpOoKCK
nporectep

GO3ACO
6

cycneHsia gns
iH'ekuid, 150 mr/mn;

Mdpaiizep
IHK.

CWA

Mcpaiizep
MeHtochekuypuvH

Benbris

BHECEHHS 3MiH 0
peeCTpaLiinHMX MaTepianis:

3a
peyenmom

He
nionsie

UA/11244/01/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
e OHY no 1 mn cycneHsii y r benbria HB 3MiHu | TURY - 3MiHK LWoAo ae
auerar dhnakoHi abo 6e3nekn/edeKTBHOCTI Ta
3arnoBHeHOMY thapmakoHarnagy (iHwi
wnpuui, no 1 3MiHM). 3MiHW BHECEHO A0
hnakoHy a6bo 1 IHCTPYKUii 4Nns MegnyHoro
LUNPWLY B KQPTOHHIi 3acTOCyBaHHS NikapcbKoro
KopoobLi 3acoby Ao po3giny
"Ocob6nuBocCTi
3acTocyBaHHA" BiAnoBiAHO
[,0 OHOBNEHOI iHthopMmaL,i 3
6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby.
BeefeHHs 3MiH npoTarom 9-
TV MicauiB nicas
3aTBEPAKEHHS
68. | AEPMA3O/I® | ketoconaz | keTokOHa3 wamnyHb, 20 mr/mn; TOB Ykpaina KYCYM IHAain BHECEHHS 3MiH 0 - UA/12479/01/01
ole on in bulk Ne600: no 8 "TNEOPA XENTXKEP MBT peecTpauiiHnx maTepianis:
M1y cale; no 600 PM NTA" nTa 3MiHu | TUnNYy - 3MiHK 3

calle B KapTOHHIi
Kopoo6ui; in bulk
Ne72: no 50 mny
dnakoHi, Kpuiueyka
AKOro o6TArHyTa
nniBKOBOIO
060/10HKOI0; N0 72
dhnakoHu B
KapTOHHI kopobuyj;
in bulk Ne240: no 50
My doNakoHi,
KpyLLEYKa SKOro
06TArHyTa
N/1iBKOBOO
060/10HKOI0; Mo 240
h1akoHiB B
KapTOHHI kopobuy;
in bulk Ne50: no 100
My doNakoHi,
KpuLLeYKa SKOro
06TArHyTa
naiBKOBOIO
060/10HKO0; M0 50
h1aKkoHiB B
KapTOHHI kopobuy;
in bulk Ne96: no 100
M1y h1aKOHi,
KpuLLEYKa SIKoro

AKOCTI. [0TOBWIA NikapcbKuii
3aci6. Cuctema
KOHTelHep/3aKynopoBasibHY
1 3aci6. 3MiHa po3mipy
ynakoBKM roTOBOr0
nikapcbKoro 3acoby (iHLi
3MiHW) - BBEEHHS
[,04aTKOBOI YNakoBKN Y
hopmi in bulk y 3B'A3Ky 3
BMPOGHNYOK HEOOXIAHICTIO
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
06TArHyTa
N/1iBKOBOO
060/10HKOI0; N0 96
hnakoHiB B
KapPTOHHI Kopobui
69. | AEPMA30O/I® | ketoconaz | keTtokoHa3 | DO1ACO | wamnyHb, 20 Mr/mn; TOB Ykpaina BMPOBHULTBO, IHais/ BHECEHHS 3MiH 0 6e3 UA/6725/01/01
ole on 8 no 8 mn y cawle; no "TNEAPA nepBuUHHE YKpaiHa peecTpavuinHMx maTepianis: peyenma
20 cawe B PM OTA" nakyBaHHs, 3MiHn | TUny - 3MiHM 3
KapTOHHI ynakoBL; BTOPUHHE AIKOCTi. FOTOBWMIA Nikapcbkuii
no 50 mn a6o 100 nakyBaHHs, 3aci6. Cuctema
My doNakoHi, KOHTPO/Ib SKOCTI, KOHTeWHep/3aKynopoBanbHu
KpuLLeyka siIKoro BMNyck cepii abo 11 3aci6. 3MiHa po3mipy
06TArHyTa BMPOGHMLTBO yMNaKoBKN rOTOBOTO
NniBKOBOIO npoaykuii in nikapcbKoro 3acoby (iHwi
060/10HKO10; 1Mo 1 bulk: KYCYM 3MiHW) - BBEAleHHSA
dnakoHy B XENTXKEP MNBT [0aTKOBOI YNakoBKM y
KapTOHHI ynakoBLi NTA, Ingjs; dhopwmi in bulk y 3B'A3ky 3
(ans BupobHUKa BTOPUHHE BUPOBHNYOI HEOBXIAHICTIO
KYCYM XENTXKEP nakyBaHHs,
MBT NTA, IHgis); no KOHTPO/Ib SKOCTI,
50 mn a6o 100 mny BUNYCK cepii 3
dnakoHi, Kpuiueyka npoaykuii in
AKOr0O OBTArHYTa bulk: TOB
NNiBKOBOKO «NEAPAPM
060/10HKO10; Mo 1 NTO», YkpaiHa
chnakoHy B
KapTOHHI ynakoBLi
(ans BupobHMKa
TOB «[MEA®APM
NT[O», YkpaiHa)
70. | AMNBI3NA-M Metformin | meTtdpopmi | A10BDO | Tabnetku; no 10 Mikpo IHAisA Mikpo Jlabc IHAain BHECEHHS 3MiH 40 3a UA/5130/01/01
and HY 2 TabneTok y 6nictepi; Na6e Nimiten peecTpauiiHnux maTepianis: peyenmom
sulfonylure | rigpoxnop no 6 6nictepis B Nimiten 3MiHu | TUny - 3MiHK Woa0
as ng Ta KapTOHHI KOpo6Lyi 6e3nekn/edeKTMBHOCTI Ta
rniniang hapmakoHarnsagy.

BBeneHHs abo 3MiHM A0
y3araslbHeHUX AaHux npo
cucTemy thapmakoHarnsgy
(BBEAEHHA Y3araslbHEHNX
AaHvX Npo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBAaXEHOI 0CcobY,
BiANOBIAa/IbHOI 3a
3[iliCHEHHS
thapmakoHarnagy;
KOHTaKTHOI ocobm 3
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uKa HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
hapmakoHarnsgy 3asBHUKa
051 30iCHEHHS
hapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHa Bif,
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
3[jiiCHEHHSs!
thapmakoHarnsgy
(BK/TIOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLLEHHI
mMacTep-caiina cucremm
thapmakoHarnsagy). 3miHa
KOHTaKTHUX AaHnX
YMOBHOBaXEHOI 0cobu
3asBHVIKa, BifnoBigabHOT
3a (papmakoHarnag,. 3miHa
KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6U 3asiBHUKA,
BiANOBIAa/IbHOI 3a
hapMakoHarnsg B YKpaiHi.
71. | AUTOKCUH digoxin [OUrOKCUH CO1AAQ0 | Tabnetku no 0,1 mr; TOBAPUC Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 0 3a He UA/5751/01/01
5 no 50 TabneTok y TBO 3 BMPOGHMLITBA, peecTpauiiHnx matepianis: peyenmom | nidnse
6aHkax; no 50 OBMEXE KOHTPO/Ib SKOCTI, 3miHu | TYny - 3MiHK Woao ae
Tabnetoky HOO BMNYCK cepil: 6e3nekun/edekTBHOCTI Ta
KOHTeliHepax; no 50 BIAMOBIA ToBapucTBo 3 hapmakoHarnsigy. 3miHa y
TabneTok y 6aHui ANBHICT 0bMexeHot KOPOTKIili XapakTepucTu,i
abo KoHTeliHepi; no 10) BignoBiAaNbHICT nNiKapcbKoro 3acoby, TekcTi
1 6aHuj abo «KOPTIOP 10 "AocnigHni MapKyBaHHS Ta iHCTPYKLiT
KOHTEelHepy B nauui AUIA 3asog "MHUIC", L1 MefUYHOro
3 KapToHy; no 25 «3[00POB YKpaiHa,; 3aCTOCyBaHHA Ha NigcTasi
Tabnetok y " BCi cTagii perynspHo OHOB/IHOBAHOTrO
6nictepax; no 25 BMPOGHMLITBA, 3BiTYy 3 6€3Mekn Nikapcbkoro
Tabnetok y 6nictepi; KOHTPO/Ib SIKOCTI, 3acoby, abo gocnimkeHnb 3
no 2 6nictepu y BUMYCK Cepii: 6e3nekn 3acTocyBaHHs
nautli 3 kKapToHy; Nno ToBapucTeo 3 nikapcbKoro 3acoby B
10 TabneTok y 06MeXeHo nicnsipeecTpadiiHuii nepiog,
6nicTepi; no 5 BiANOBIgaIbHICT abo K pe3ynbTaT OLiHKK
6nicTepiB y navuj 3 10 "®APMEKC 3BITY 3 JOCNIOXEHD,
KapTOHY FPYI", YkpaiHa, npoBeAeHrX BignoBigHO A0
BCi cTagii nnaHy negiatpuyHux
BMPOGHMLITBA, nocnigmkenb (PIP) (3MiHy
KOHTPO/b AKOCTI, Y3rO[XXEHO 3 KOMNETEHTHUM
BUMYCK Cepii: YMNOBHOB&XEHVM OpraHom)
TOBAPUCTBO 3MiHU BHECEHO A0 IHCTPYKLUi
3 ONa MeguyHoro
OBME)XEHORO 3aCTOCYBaHHS NiKapCbKOro
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uKa HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
BIANOBIAANBH 3acoby y po3ainu
ICTHO "B3aemogijs 3 iHWMMK
«KOPIMOPAUJIA nikapcbknuMmn 3acobamu Ta
«3[0POB'A», iHWi BUAW B3aemMogiin”,
YkpaiHa "Oco6nnBOCTi
3acTocyBaHHA" BiAnoBiAHO
[,0 OHOBNEHOI iHhopMmaL,i 3
6e3nekun 4it4oi Ppe4oBUHN.
72. | AUKNOBEPN | diclofenac | auknodeH | MO1ABO | cynosutopii no 50 BEP/IH- HimeuuunH BEPNIH-XEMI Himeyuun BHECEHHS 3MiH 0 3a He UA/9701/02/02
® 50 ak Hatpito 5 mr; no 5 XEMI Al a Al Ha peecTpauiiHnx matepianis: peyenmom | nidnse
CynosuTopiiB y 3MiHn | TUny - 3MiHM 3 ae

cTpwuni; no 1 a6o 2
CTPUNW B KAPTOHHIN
Kopoo6Li

AIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. Cucrtema
KOHTeWHep/3aKynopoBabHu
1 3aci6 (iHLWi 3MiHM) 3miHa
CTOCYETbCS 3aMiHN
chopmyntoBaHHA Ha3BuW
NepBUHHOT YNaKoBKK, a
came: 3 “6nictep” Ha
“cTpun”. 3MiHW BHECEHO Y
po3zin "Ynakoska" B
IHCTPYKLj0 A48 MeanyHoro
3aCTOCYyBaHHA Ta K
Hacnifok - y TekcTt
MapKyBaHHS yNakoBOK
nikapcbkoro 3acoby.
BBefeHHA 3MiH NpOTArom 6-
TV MicauiB nicns
3aTBEPMAKEHHSA. 3MiHK | Tuny
- 3MiHK 3 AKOCTI.
Ceptuchikat
BignoBigHOCTI/TE-
cepTudikar BianoBiAHOCTI
€Bponecobkin
thapmakonei/MoHorpadoii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANoBiAHOCTI ab0
BWUTyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpPONENCHKIi
hapmakonei: ana Ad®l; gns
BMXiAHOTO
maTtepiany/peareHTy/npomix
HOro NPOAYKTY, L0
BUKOPVCTOBYIOTHCS Y
BMPOGHMLTBI API; Ans
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

[OMOMDKHOT pEYOBUHM
(cepTudpikaT BigMOBIAHOCTI
€Bponelicbkiin hapmakoner)
- OHOBNEHWIA cepTudikat
Bif} y)ke 3aTBEPAKEHOr0
BMPOGHMKa. MogaHHA
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI EBpPONENCHKIi
hapmakonei R1-CEP 1997-
066-Rev 04 (3aTBEpPAKEHO:
R1-CEP 1997-066-Rev 03)
onsa A®l auknodgeHaky
HaTpito Bif yxe
3aTBEPAKEHOIO BUPOOHMKA
AMOLI ORGANICS
PRIVATE LIMITED, IHgis.
3MiHn | TURy - 3MiHM 3
AaKocTi. CepTudpikat
BignosigHocTI/TE-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOrO cepTudikaTa
BignosigHoCTi abo
BW/TyYEHHS cepTudikata
BiANOBiAHOCTI EBpoONeliChKiit
hapmakonei: ana A®l; gna
BMXiAHOTO
mMartepiany/peareHTy/npomix
HOro NPOAYKTY, LU0
BUKOPVCTOBYIOTBCS Y
BUPOOHULTBI ADI; Ans
[OMOMDKHOT pEYOBUHM
(cepTudpikaT BigMOBIAHOCTI
€Bponelicbkiin hapmakoner)
- OHOBNEHWIA cepTudikat
Bif} y)ke 3aTBEPAKEHOr0
BMPOGHMKa. MogaHHA
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI EBpPONECHKIi
hapmakonei R1-CEP 2009-
303-Rev 03 (3aTBEpPAKEHO:
R1-CEP 2009-303-Rev 02)
onsa A®l auknodgeHaky
HaTpito Bif yxe
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*

3aTBEPAKEHOr0 BUPOGHMKA
Olon S.p.A. ITanis. 3miHn |
MMy - 3MiHK 3 AKOCTI.
Ceprtucpikat
BignoBigHOCTI/TE-
cepTudikar BianoBigHOCTI
€Bponeiicbkili
thapmakonei/mMmoHorpadii.
MopaHHA HoBoro a6o
OHOB/IEHOTO cepTudikaTa
BiANoBiAHOCTI ab0
BWU/TyYEHHS cepTudikaTa
BiNOBIAHOCTI €Bponelickkilt
hapmakonei: ana Adl; gns
BMXiAHOTO
mMaTtepiany/peareHTy/npomix
HOro NPOAYKTY, L0
BUKOPVCTOBYIOTHCS Y
BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHMN
(cepTudpikat BiAMNOBIAHOCTI
€sponelicbkili hapmakoner)
- OHOBNEHWi cepTudikaT
Bif} y)ke 3aTBEPAKEHOrO
BMPOGHUKa. MogaHHA
OHOBJ/IEHOTO cepTudikaTa
BiANOBiAHOCTI EBpoONeliChKiit
thapmakonei R1-CEP 2009-
303-Rev 04 gna Adl
AviknodpeHaky HaTpito Bif,
yXe 3aTBepKeHoro
BMpo6HMKa OLON S.P.A.
ITanis. 3miHy | TMNY - 3MiHK
3 AKocTi. CepTudikar
BignoBigHOCTI/TE-
cepTudikat BianoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa
BiANoBiAHOCTI ab0
BWUTyYEHHS cepTudikaTa
BiNOBIAHOCTI €Bponelicbkilt
hapmakonei: ana Adl; gns
BMXiAHOTO

mMartepiany/peareHTy/npomix
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*

HOro NPOAYKTY, LU0
BUKOPVCTOBYIOTBCS Y
BUPOOHULTBI ADI; Ans
[OMOMDKHOT PEYOBUHM
(cepTudpikaT BigMOBIAHOCTI
€Bponelicbkiin hapmakoner)
- BunyueHHs ceptudikaTis
(3a HasiBHOCTI
MyNbTUNIETHOTO
cepTudikaTa Ha marepia)
BW/TyYEHHS cepTudikata
BiANOBiAHOCTI EBpoONeiichKiit
chapmakonei R1-CEP 1997-
041-Rev 05 gna Aol
AviknodpeHaky HaTpito Bif,
BMpO6HMKa Unique
Chemicals, IHgisi. 3miHn |
MMy - 3MiHK 3 AKOCTI.
FoToBWIA Nnikapcbkuii 3aci6.
CrabinbHicTb. 3miHa y
TepMiHax npuaaTHoCTi abo
ymoBax 36epiraHHsi rOTOBOro
nikapcbKkoro 3acoby (3miHa B
yMoBax 36epiraHHs roTOBOro
nikapcbKoro 3acoby abo
nicns
PO3UYMHEHHS/BILHOBNEHHS)
3MiHa y ymoBax 36epiraHHs
rOTOBOrO /1iKapPCbKOro
3acoby. 3aTBepAKeHo:
36epirati npu Temnepartypi
He BuLe 25°C! Jlikapcbkuii
3acib 36epiratn y
HefoCTynHOMY Ans AiTel
MicLi. 3anponoHoBaHo:
36epirati npu Temneparypi
He BuLe 25°C! 36epirati B
opuriHanbHili ynakoBsLj ans
3axucTy Bif cBiTna.
Nikapcbkuii 3aci6 36epiratn
y HEJOCTYNHOMY AN5 AiTei
Micui. 3MiHVY BHECEHO B
po3ain "YmoBwu 36epiraHHa"
B IHCTPYKL,iO 415 MeANyYHOro
3aCTOCYyBaHHA Ta 5K
HacnigokK - y TekcT




101

Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
MapKyBaHHS yNakoBOK
nikapcbKoro 3acoby.
BBefeHHA 3MiH NpOTArom 6-
TV MicauiB nicns
3aTBEPKEHHS.
73. | AUKNOBEPN | diclofenac | auknodeH | MO1ABO | cynosutopii no 50 BEP/IH- HimeuuunH BEPNIH-XEMI Himeyuun BHECEHHS 3MiH 0 3a He UA/9701/02/02
® 50 ak Hatpito 5 Mmr; no 5 XEMI Al a Al Ha peecTpauiiHnx matepianis: peyenmom | nidnse
CynosunTopiiB y 3miHu | TYny - 3MiHn Woao ae

cTpwuni; no 1 a6o 2
CTPWNN B KAPTOHHIW
Kopoo6Li

6e3nekun/edekTBHOCTI Ta
hapmakoHarnagy (iHwi
3MiHN)
3MiHV BHECEHI 0 TEKCTY
MapKyBaHHS! yakoBKM
nikapcbKoro 3acoby
(BTOpPUHHA ynakoBka - n. 17;
nepBuHHA ynakoBska - n. 4 Ta
n. 6).

BBefeHHA 3MiH NpOTArom 6-
TV MicauiB nicns
3aTBepMXEHHS. 3MiHu I
TMny - 3MiHKU WoAa0
6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKili XapakTepucTuL,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKLiT
AN MeauyHoro
3aCTOCYBaHHS y 3B'A3KY i3
HOBUMM JaHUMU 3 AKOCTI,
OOKNIHIYHUMMA, KNIHIYHUMN
JaHMMy Ta JaHnMK 3
hapmakoHarnsgy. 3miHm
BHeceHi A0 IHCTpykKuii ans
MeJNYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby Ao
po3ginis: "Cknag"
(pepakuiitHi npasku),
"MokasaHHA",
"TpoTunokasaHHsa",
"B3aemogis 3 iHWmMn
nikapcbknuMm 3acobamu Ta
iHWI BMAW B3aemogiin”,
"Oco6numBocCTi
3acTocyBaHHA",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rogyBaHHs
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n/n

JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi

pe4dyosuHuUu

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep

peecmpayitiHo
20

nocsioYyeHHs1

74.

AVNKNOBEPN

diclofenac

rpyaar”, "Cnocié
3aCTOCyBaHHA Ta [03n",
"AOitn", "Mo6ivHi peakuii”
Lofo 6esneku
3aCTOCyBaHHS NiKapCbKOro
3acoby.
BBefeHHs 3MiH NpoTarom 6-
TV MicsauiB nicas
3aTBEPAKEHHS.

75.

® 50

OVKNO®EHA

aviknodeH

HaTpito

diclofenac

AaviknodpeH

MO1ABO
5

MO02AA1

cynosuTopii no 50
Mr; no 5
CynosuTopiiB y
cTpwuni; no 1 a6o 2
CTPUNKW B KAPTOHHIN
KopooLi

BEP/IH-
XEMI Al

HimeyuuH
a

BEPNIH-XEMI
Al

Himeuyun
Ha

BHECEHHS 3MiH [0
peecTpauiiH1ux matepianis:
3MiHu | TUNYy - 3MiHK Woa0
6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnagy. 3miHa y

KOPOTKili XapakTepucTuL,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT

AN MeauyHoro
3acToCyBaHHSA Ha nigcTasi
perynsipHo OHOBJIOBAHOIO

3BiTYy 3 6e3nekun Nikapcbkoro
3acoby, abo gocnigkeHb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnapeecTpaviiHnii nepiog,
abo Sk pe3ynbTaT OLiHKK
3BITY 3 AOCNISKEHD,
npoBefeHnX BignoBigHO f0
nnaxy negjiaTpuyHnX
pocnigpkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHM BHECeHi A0 IHCTpyKUiT
AN MeauyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby Ao po3ginis

"Oco6nmBocCTi

3actocyBaHHs" Ta "lMobiuHi
peakuii” Wwoao 6esneku
3acTOCyBaHHSA Aitoyoi
peyoByuHM 3a
pekomeHpauieto PRAC
EMA. TepMmiH BBEAEHHS 3MiH
npoTsArom 6 micsyis nicns
3aTBEPAKEHHS.

3a
peyenmom

He
nionse
ae

UA/9701/02/02

renb 5%; no40r,

MpAT

Ykpaina

MpAT

YkpaiHa

BHECEHHS 3MiH 0

6e3

He

UA/7167/01/02
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
K aky 50T, 100 ry Ty6i dapmaves dPapmaLeBTUYHa peecTpauiiiHix matepianis: peyenma nionsia
HaTpito anoMmiHieBili B navuy; TUYHa thabpvka 3MiHn | TUny - 3MiHM 3 ae
no40r,50r,100ry thabpuka "Biona" AKOCTi. [OTOBWIA Nikapcbkuii
Ty6i namiHaTHiii B "Biona" 3aci6. Cuctema

nayui; no40r, 50T,
100 ry Ty6ax
namiHaTHux; no 150
r,180r,200ry
Ty6ax famiHaTHUX B
nauyj; no 150 r, 180
r, 200 r y Ty6ax
namiHaTHUX

KOHTeWHep/3aKynopoBabHu
11 3aci6. 3MiHa po3mipy
yNakoBKW rOTOBOTO
nikapcbKoro 3acoby (3mMiHa
Macu/o6'eMy BMICTy
KOHTelHepa
6araToj030B0ro /iKapCbKoro
3acoby ans
HenapeHTepasibHOro
3acTocyBaHHs (abo
0fHOA,030BOT0, YaCTKOBOrO
BMKOPUCTaHHS)) - BBEAEHHSA
[04aTKOBMX PO3MipiB
ynakoBoK, 6e3 3MiHn
NepPBUHHOTO NaKyBaslbHOro
marepiany, a came: 1) no
150 r y Ty6ax namiHaTHuX;
2) no 150 r y Ty6i
namiHaTHii; no 1 Ty6i B
KapTOHHI nayui; 3) no 180 r
y Tyb6ax namiHatHux; 4) no
180 r y Ty6i namiHaTHiii; no
1 Ty6i B KapTOHHIlA Nauuyj; 5)
no 200 r y Ty6ax
namiHaTHux; 6) no 200 ry
Ty6i namiHaTHiii; no 1 Ty6i B
KapTOHHI nauui, sk
HacnigoK, BHECEHHS 3MiH A0
p. «Ynakoska» MKA /13.
BeefeHHs 3MiH NpoTArom 6-
TV MicsauiB nicas
3aTBEPKEHHSA. 3MiHN | Trny
- 3MiHM Wwoao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy (iHwi
3MiHK) - OHOBNIEHO TEKCT
MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby,
30Kpema BUTy4YeHO
iHchopmawito, 3a3HaueHy
POCiiCbKOI0 MOBOIO.
BBefieHHs 3MiH NpoTArom 6-
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

TV MicauiB nicns
3aTBEPAKEHHS.

76.

AIAHOPM-M

Metformin
and
sulfonylure
as

MeTopmi
HYy
rigpoxnop
ng Ta
rniknasng

A10BDO
2

Tabnetku; no 10
TabneTtok y 6nictepi;
no 6 6nictepis B
KapTOHHI KopooLyi

Mikpo
Na6e
NimiTen

IHais

Mikpo Jlabc
Nimiten

IHais

BHECEHHS 3MiH 0
peecTpauinHMx maTepianis:
3miHu | TNy - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta

hapMakoHarnsagy.

BBepgeHHs1 abo 3MiHM A0
y3arasibHeHUX JaHuX nNpo
cuctemy chapmakoHarnsgy
(BBEAEHHA Y3araslbHEHNX
[aHux nNpo cuctemy
thapmakoHarnsgy, 3miHa
YMOBHOB&XeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
dhapmakoHarnsgy;
KOHTaKTHOT 0co6u 3
hapmakoHarnsgy 3asiBHUKa
0N 30iNCHEHHST
thapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
thapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-caiina cucremu
hapmakoHarnsagy). 3miHa

KOHTaKTHUX AaHnX

YMOBHOBaXeEHOI 0cobu
3asBHVIKa, BifgnoBigabHOI
3a (hapmakoHarnag,. 3miHa

KOHTaKTHUX AaHnX

KOHTaKTHOT 0CO6U 3asIBHVKA,
BiANOBIAA/IbHOI 3a
dhapMakoHarnsg B YKpaiHi.

3a
peyenmom

UA/5019/01/01

77.

AONOBEHE

renapuH
HaTpito,
anmeTunc
YyNbhoKeH
4,
JAekcnaHTe
HoN

MO2AX

renb no 20 r a6o 50
r, abo 100 r rento B
Ty6i; no 1 Ty6i B
KopooLi

TOB
«TeBa
YKpaiHa»

YKpaiHa

Mepkne Mm6X
(BMpPOGHMLTBO
Hepo3gacoBaHO
ro NpoaykKTy,
nepBuHHa Ta
BTOPVHHA
ynakoBka,
KOHTPO/b cepii,

Himeuun
Ha

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHu 1l TUny - 3MiHu 3
AKoCTi. API. (iHLi 3MiHK)
OHOB/IEHHSI MacTep-thainna
Ha A®| l'enapuH HaTpito
BUpo6HMKa Changzhou
Qianhong Bio-Pharma Co.,

6e3
peuyenma

UA/5565/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

[03BiN Ha
BMNYyCK cepii)

Ltd. 3 Bepcii 0333QH18 V0O
0o Bepcii 0333QH18 V01

78.

AOHOPMIN

doxylamin
e

LoKcunami
HYy
CyKumHaTy

ROGAAO

TabneTky Wwunyyi no
15 wmr; no 10
Tabnetok y Ty6i; no
1 ab6o 2 Ty6u B
KapTOHHI KOpOOL;

YMNCA
CAC

dpaHuin

YIMNCA CAC

dpaHuin

BHECEHHS 3MiH 0
peecTpauinHMx maTepianis:
3miHu | TNy - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta

hapMakoHarnsagy.

BBepgeHHs1 abo 3MiHM A0
y3arasibHeHUX JaHuX nNpo
cuctemy chapmakoHarnsgy
(BBEAEHHA Y3araslbHEHNX
[aHux nNpo cuctemy
thapmakoHarnsgy, 3miHa
YMOBHOB&XeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
dhapmakoHarnsgy;
KOHTaKTHOT 0co6u 3
hapmakoHarnsgy 3asiBHUKa
0N 30iNCHEHHST
thapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
thapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-caiina cucremu
hapmakoHarnsagy). 3miHa
YNOBHOBaXEHOI 0co6u
3asiBHMKA, BifnoBigasibHOI
3a hapmakoHarnsg,
[itoya pepakuis: Saloua
Mekhfiwi. MponoHoBaHa
pefakuis: Jeremie
Magnaud. 3miHa KOHTaKTHMX
[aHNX YNOBHOBaXXEHOT
0cobu 3as1BHUKA,
BiANOBIAa/IbHOI 3a
dhapMakoHarnsag.

Ne 10 — 6e3
peyenma;
Ne 20 — 3a
peyenmom

UA/7213/01/01

79.

AOHOPMIN

doxylamin
e

LoKcunami
HY
cyKumHaty

ROGAAO

TabneTku, BKPUTI
060n10HKO0, 1Mo 15
mr; no 10 a6o no 30
Tabnetok y Ty6i; no
1 Ty6i B KAPTOHHIl

YMNCA
CAC

dpaHuin

YIMNCA CAC

dpaHuis

BHECEHHS 3MiH 0
peecTpavuinHMx maTepianis:
3MiHu | TUNy - 3MiHK Wwoa0
6e3nekun/edeKkTBHOCTI Ta

hapMakoHarnsaay.

Ne 10 — 6e3
peyenma;
Ne 30 — 3a
peyenmom

UA/7213/02/01




106

n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

Kopoo6Li

BeefeHHst abo 3MiHn [0
y3arasibHeHNX faHux npo
cuctemy chapmakoHarnagy
(BBELEHHSA Y3araslbHEHNX
[aHuX nNpo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0CcobY,
BignoBigasibHOI 3a
3[jiiCHEHHS
thapmakoHarnagy;
KOHTaKTHOI 0cobm 3
thapmakoHarnsgy 3asaBHUKa
ANA 3aiACHEHHS!
thapmakoHarnagy B YkpaiHi,
SAKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOI 0COobY,
BignoBigasibHOI 3a
3[jiiCHEHHS
hapmakoHarnsgy
(BKIHOYAKOUN KOHTAKTHI faHi)
Ta/ab0o 3MiHWN Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U
3asBHUKA, BiANOBIAA/IbHOI
3a papmakoHarnsg,. dirova
pepakuis: Saloua Mekhfiwi.
MponoHoBaHa pegakuis:
Jeremie Magnaud. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0co6u
3as1BHMKA, BifnoBigasibHOI
3a hapmakoHarnag,.

80.

LYOTPAB®

timolol,
combinatio
ns

TpaBonpoc
T,
TUMONON

SO01EDS
1

Kpanni ouHi; no 2,5
My do1aKoHi-
KpanenbHuui; no 1
hnakoHy-
KpanenbHuLi B
NPOMiXHII ynakoBLi,
LL|O BKNAAAETLCA B
KOPOOKY 3 KapTOHY

HosaprTic
dapma Al

LLseiuapi
b

HosaprTic
MaHythakTypiHr
HB

Benbris

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHu | TUnNYy - 3MiHK 3
akocTi. CepTucpikar
BignoBigHOCTI/TE-
cepTudikar BianoBigHOCTI
€Bponencobkin
thapmakonei/MoHorpadoii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANoBiAHOCTI ab0
BWUTyYEHHS cepTudikaTa
BiANOBIAHOCTI €BpONeChKi

3a
peyerimom

UA/6292/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

hapmakonei: ana A®l; gna
BMXiAHOTO
mMartepiany/peareHTy/npomix
HOro MPOAYKTY, L0
BUKOPVCTOBYIOTBCS Y
BUPOOHULTBI ADI; Ans
[OMOMDKHOT PEYOBUHM
(cepTudpikaT BigMOBIAHOCTI
€Bponelicbkiin hapmakoner)
- HoBwii cepTudpikat Big, BXe
3aTBEPAKEHOIO BUPOOHMKA -
nojaHHA HOBOro
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkii hapmakonei
Ne R1-CEP 2014-300 - Rev
00 (Process II)
(3atBepaxeHo: R1-CEP
1996-049 - Rev 06 (Process
1)) ans A®l Tumonony
Maneary Big, 3aTBEPAXXEHOIO
BMpo6HMKa PCAS.

81.

EK3EMECTA
H - BICTA

exemesta
ne

Ex3emecTt
aH

L02BGO
6

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, No 25
mr; no 10 TabneTok
y 6nictepi; no 3 abo
no 10 6nicTepis y
nauj 3 KapToHy

Tosapuct
BO 3
obMexeHo
10
Bignosiga
NbHICTIO
«BYCT
DAPMA»

Ykpaina

CiHgaH ®apma
C.P..

PymyHis

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHu | TUNYy - 3MiHK 3
akocTi. CepTucpikar
BignoBigHOCTI/TE-
cepTudikar BianoBigHOCTI
€Bponecobkin
thapmakonei/MoHorpadoii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBiAHOCTI ab0
BWUTyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpPONENCHKIi
hapmakonei: ana Ad®l; gns
BMXiAHOTO
martepiany/peareHTy/npomix
HOro NPOAYKTY, L0
BUKOPVCTOBYIOTHCS Y
BMPOGHMLTBI API; Ans
[0MOMDKXHOT PEYOBUHMN
(cepTudpikat BIANOBIAHOCTI
€Bponelicbkin dhapmakoner)
- HoBwii ceptudpikaT Big BXe
3aTBEPAKEHOrO BUPOOHMKA -
noAaHHa HOBOro

3a
peyerimom

UA/14554/01/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*

cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei
Ne R1-CEP 2016-002 - Rev
00 (3atBepmxeHo: ASMF Ne
2009-025) ana Adl
Ek3emecTaHy Bif, Bxe
3aTBEPAKEHOr0 BUPOGHMKA
ScinoPharm Taiwan, Ltd -
Taiwan. 3miHu | Tuny -
AAMIHICTPaTUBHI 3MiHN.
BunyuyeHHsi BUpO6HUYOI
OinbHUUI (BKIHOYaOUn
AinbHuUi ana Ad®l,
NPOMKHOro NPOAyKTy abo
roTOBOrO NiKapCbKoro
3acoby, AinbHui Ans
NpoBefeHHA NaKyBaHHs,
BMPOGHKKa,
BiANOBIA&/IbHOIO 3a BUMNYCK
cepiii, Mmicue nNpoBefeHHs
KOHTpO/0 cepii) abo
noctayanbHUKa BUXifHOTo
marepiany, peareHty abo
[0MNOMDKHOT peyoBUHU
(AKLW0 3a3HAYEHO Y A0CLE)
BWyYEHHS BUPO6HUKa AdI
Ek3emecTtaHy Cedarburg
Pharmaceuticals, Inc., USA.
3MiHn | TUny - 3MiHN 3
AKocTi. CepTudpikat
BignosigHocTI/TE-
cepTtudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOrO cepTudikaTa
BignosigHoCTi abo
BW/TyYEHHS cepTudikata
BiANOBiAHOCTI EBpONEiiChKiit
hapmakonei: ana A®l; gna
BMXiAHOTO
mMartepiany/peareHTy/npomix
HOro NPOAYKTY, LU0
BUKOPVCTOBYHOTBCS Y
BUPOOHULTBI ADI; Ans

[0NOMDKHOT pEYOBUHM
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uKa HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
(cepTudpikaT BiANOBIAHOCTI
€Bponelicbkiin dhapmakoner)
- OHOBNEHWi cepTudikaT
Bif Y€ 3aTBEep)KEHOro
BUPOGHMKa NOAaHHS
OHOBJIEHOrO cepTudikaTa
BiANOBIAHOCTI €Bponelickkilt
hapmaxkonei Ne CEP 2016-
002 - Rev 01 ana Adl
Ek3emecTaHy BiJ Bxe
3aTBEPAKEHOIO BUPOOHMKA
ScinoPharm Taiwan, Ltd -
Taiwan.
82. | EMABEWN erythropoi | eputpono BO3XA0 | po3umH ANs iH'eKu;ii, TOB YkpaiHa LLleHbsH Kutaii BHECEHHS 3MiH 0 3a UA/15967/01/01
etin eTuH 1 2000 MO/mn; no 1 "HOpis- CaHwwaiiH peecTpauiiHux maTepianis: peuenmom
NIOOUHN M1y nonepesHbo Papm"” dapmacboTikau 3MiHu | TUny - 3MiHK 3
pekombiHa HanoBHEHOMY Ko., NiTa,. akocTi. A®l. KoHTposnb AdL.
HTHUIA wnpwui; no 1 3miHa y meTogax
LLUNPULLY B KOHTYPHIiA BMNpobysaHHA Ad| abo
YapyHKOBIli BUXigHOTO
ynakosLi; no 1 mMartepiany/npombKHOro
KOHTYPHIl npoaykTy/peareHty, Lo

YapyHKOBIli ynakoBLi
B nauuj

BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa API
(iHwWi 3miHM y MeTogax
BMMNPOGYBaHHSA (BK/IKOYaOUM
3aMiHy abo 4OMNOBHEHHS)
A®l abo
BVIXiZHOr0/MPOMiXXHOr0
NPOAYKTY) fONOBHEHHS
HOBMM MeTogoM microbial
limit level of test y 3B'A3ky 3
[OONOBHEHHAM cnevmdikauii
A®| HOBUM NMOKa3HNMKOM
"MicrobialLimit". 3minu Il
My - 3MiHU 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y
napameTpax cneuudikauiii
Ta/abo [onyCcTUMMNX MEX,
BU3HAYEHNX Y
cneumdikauisx Ha Adl, abo
BUXiHWIA/NPOMIXHWIA
npogyKT/peareHT, Wwo
BUKOPVCTOBYHOTHCS Y
npoueci BupobHuuTBa API
(iHWi 3MiHM) ONOBHEHHS
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uKa HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
cneuudikauii APl HoBuM
nokasHukom "Microbial
Limit".
83. | EMABEWN erythropoi | eputpono BO3XA0 | po3unH ANns iH'ekuii, TOB YkpaiHa LLleHbsH Kutaii BHECEHHS 3MiH 0 3a UA/15967/01/02
etin eTvH 1 3000 MO/mn; no 1 "HOpis- CaHwaiiH peecTpauiiHnux maTepianis: peyenmom
NIOANHN M1y nonepeaHbo Papm” PapmacbloTikas 3MiHu | TUNYy - 3MiHK 3
pekombiHa HanoBHeHOMY Ko., N4, akocTi. A®l. KoHTponb AdL.
HTHUIA wnpuui; no 1 3miHa y meTodax
LLINPULLY B KOHTYpHIiA BMNpo6yBaHHA APl abo
YapyHKOBIl BUXiAHOTO
ynakosuj; no 1 mMarepiany/npoMixXHOro
KOHTYpHilA NpoAyKTy/peareHTy, Lo
YapyHKOBIli ynakoBLyi BUKOPUCTOBYETLCA Y
B nmauuj npoteci Bupo6HuuTea Adl
(iHWi 3miHK y meTogax
BMNPOGYBaHHSA (BK/IKOYaOUM
3aMiHy abo JONOBHEHHS)
A®| abo
BVIXiZHOr0/NMPOMiXXHOr0
NPOAYKTY) [ONOBHEHHSA
HOBUM MeToAO0M microbial
limit level of test y 3B'A3ky 3
[OMNOBHEHHAM cneuudikawii
A®| HOBUM NOKa3HNMKOM
"MicrobialLimit". 3miHn |1
TUny - 3MiHK 3 aKocTi. ADI.
KoHTposnib A®L. 3miHa y
napameTpax cneuudikaui
Ta/abo [onycTUMUX MEX,
BU3HAYEHNX Y
cneumdikauisx Ha Adl, abo
BVIXiAHWI/MPOMIXHWIA
NpoAyKT/peareHT, Wwo
BUKOPVCTOBYHOTHCS Y
npoteci Bupo6HuuTea AdI
(iHWi 3MiHM) AONOBHEHHSA
cneuudikauii APl HoBUM
nokasHukom "Microbial
Limit".
84. | EMABEWUN erythropoi | eputpono BO3XA0 | po3unH ANns iH'eKujii, TOB YkpaiHa LLleHbsH Kutaii BHECEHHS 3MiH 40 3a UA/15967/01/03
etin eTuH 1 4000 MO/mn; no 1 "HOpis- CaHwaiiH peecTpauiiHnux maTepianis: peyenmom
NIOANHN M1y nonepeaHbo Papm"” PapmacbloTikas 3MiHu | TUnYy - 3MiHK 3
pekombiHa HanoBHeHOMY Ko., NTa4,. akocTi. A®l. KoHTposnb AdL.
HTHUIA wnpwui; no 1 3MiHa y meTogax

LUNPULLY B KOHTYpHIiA
YapyHKOBIl

BMNpo6yBaHHA APl abo
BUXi4HOr0
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

ynakosLij; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLi
B navui

mMaTtepiany/npomMbKHOro
npoayKTy/pearenTy, Wo
BMKOPWCTOBYETLCA Y
npoteci Bupo6HuuTea AdI
(iHwWi 3miHM y MeTogax
BUNPOGYBaHHSA (BK/IOYaOUn
3amiHy abo [JONOBHEHHS)
A®l abo
BUXiAHOro/NPOMIXHOro
NPoAyKTY) [AONOBHEHHSA
HOBUM MeToAO0M microbial
limit level of test y 3B'A3ky 3
[OMNOBHEHHAM cneuudikavil
A®| HOBMM MOKa3HUKOM
"MicrobialLimit". 3miHun 11
TMny - 3MiHK 3 aKocTi. AdI.
KoHTponb A®I. 3miHa y
napameTpax crneuudikauiii
Ta/abo [onycTUMNX MEX,
BU3HAYEHNX Y
cneumdikauisx Ha Adl, abo
BUXiZAHUA/NPOMiXHWIA
npoAyKT/peareHT, wo
BUKOPVCTOBYIOTHCS Y
npoteci Bupo6HuuTea AdI
(IHWi 3MiHM) [ONOBHEHHS
crneundikauii A®l HoBUM
nokasHukom "Microbial
Limit".

85.

EMABEWN

erythropoi
etin

epuTpono
eTuH
NOANHN
pekombiHa
HTHWI

B0O3XA0
1

PO3YUH NS iH'EKLN,
10000 MO/mn; mo 1
My nonepeaHbLo
HanoBHEHOMY
wnpuui; no 1
LUNPULLY B KOHTYPHIiA
YapyHKOBIl
ynakosuj; no 1
KOHTYpHIlA
YapyHKOBIli ynakoBLyj
B nauui

TOB
"tOpisi-
Papm”

YKpaiHa

LLleHbsAH
CaHwaiH
dapmacbloTikan
Ko., 14.

Kutaii

BHECEHHS 3MiH 0
peecTpavuinHMx MaTepianis:
3MiHn | TUny - 3MiHM 3
AKocTi. A®l. KoHTponb AdL.
3miHa y meTogax
BMNpo6yBaHHA AdI abo
BMXiAHOTO
mMaTtepiany/npomMbKHOro
npoayKTy/peareHTy, Lo
BWKOPWCTOBYETLCA Y
npoueci Bupo6HuuTea AdI
(iHwWi 3miHM y MeTogax
BUNPOGYBaHHA (BK/IOYAOUN
3aMiHy abo JONOBHEHHS)
A®l abo
BUXiAHOTO/NPOMIXHOr0
NpoAyKTY) [AONOBHEHHS

3a
peyenmom

UA/15967/01/04
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

86.

HOBMM MeTogoM microbial
limit level of test y 3B'A3ky 3
[OONOBHEHHAM cneumdikaui

A®| HOBUM NOKa3HNMKOM

"MicrobialLimit". 3minu Il

My - 3MiHU 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y
napameTpax cneuudikaui

Ta/abo AonyCTUMUX MEX,

BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BUXiHWIA/MPOMIXHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Y
npoteci BUpo6HuLTBa AdI

(IHLWIi 3MiHM) [ONOBHEHHSA

cneuudikauii A®l HoBUM

nokasHukom "Microbial
Limit".

EHTEPON
DOPTE

saccharo
myces
boulardii

caxapomil,
et
6ynapai
CNCM I-
745

AO7FAQ
2

nopoLUOK AN
OopasibHOI cycneHsii,
500 wr; 1 nakeTuk,
O MICTUTb
nopoLuok; no 10
nakeTukis B
KapTOHHI Kopo6Lyi

BIOKOJE
KC

®paHuis

BIOKOLEKC

dpaHLis

BK/TOYEHHA faHnx no PO3b

BHECEHHS 3MiH O
peecTpavuiiHux maTepianis:
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnagy. 3miHa
yacToTu Ta/abo TepMiHiB
nofAaHHA perynspHo
OHOB/IIOBAHUX 3BITIB 3
6e3nekun Nikapcbknx 3acobis.
3MiHa YacToTu Ta TEpPMIHIB
noAaHHA perynspHo
OHOBJIHOBAHOrO 3BiTY 3
6e3neku:

[litoua pepakuin: Yactota
NOAAHHSA PerynsipHo
OHOBJ/IOBAHOrO 3BITY 3
6e3nekun 3 poku. KiHuesa
JaTa ANns BKIYEHHS AaHnX
8o PO3Bb - 07.02.2026 p.
[Jata nogaHHs - 08.05.2026
p. MponoHoBaHa pegakuis:
YacToTta nogaHHs
perynsipHo OHOB/IOBAHOIO
3BiTYy 3 6e3nekn 5 pokis.
KiHueBa gata s

- 07.02.2028 p. Jlata

6e3
peyenma

UA/20882/01/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uKa HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
nogaHHa — 07.05.2028 p.
PekomeHgoBaHO [0
3aTBepKEHHA BiANOBIAHO
[0 NepiognyHoCTi NogaHHsA
perynsipHo OHOBJ/IHOBAHNX
3BITiB 3 6€3MEKN JTiKapCbKMX
3acobis y EC.
87. | ENOBIOKPU erythropoi | pekombiHa | BO3XAQ | po3umH ANs iH'eKuiit TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 0 3a UA/17088/01/01
H etin HTHUIA 1 no 1000 MO; no 1 "CTAOA" "CTAOA" peecTpavuiiHux maTepianis: peuenmom
epuTpono MJ/1 B nornepenHso 3MiHu | TUny - 3MiHK 3
eTvH HanoBHEHOMY AKOCTI. [0TOBWIA NikapcbKuii
N0ANHN wnpuuy; no 5 3aci6. KoHTposb
nonepegHL0 [0MOMDKHMX PEYOBUH. 3MiHa
HanoBHEHNX y MeTofax BUNpobyBaHHs
wnpuuis y 6nictepi; [0MNOMDKHOT peyoBUHU
no 1 6nictepy y (He3HauHi 3MiHN y
nayui; no 1 mn B 3aTBEpMKEHNX MeToAax
amnyni; no 5 amnyn BUNPO6YBaHb). BunyyeHHs
y 6nicTepi; no 1 LeTanbHOro onucy
6nictepy y naui MEeTOAVKN KOHTPOJIO
cybcTaHuii "Hatpito xnopug”
3a NOKa3HUKOM
"Mikpob6ionoriyHa uncrora”.
3 ypaxyBaHHAM YNHHUX
perynsiTopHux BUMOr
MeTOAWMKa KOHTPOSI0
nokasHvika "MikpobionoriyHa
yncToTa" NoBHICTIO
YHichikoBaHa Ta y3rogxeHa 3
[JepxaBHoto hapmakoneeto
Ykpaiuu - oY 2.6.12
"MikpobionoriyHa uncrota
HecTepUsbHUX NiKapCbKux
3aco6iB: BU3HAYEHHS uncna
MiKpOOpraHi3mis".
88. | EMOBIOKPU erythropoi pekombiHa | BO3XAQ | po3umH Ans iH'ekuiit TOB "$3 Ykpaina TOB "$3 YkpaiHa BHECEHHS 3MiH 0 3a UA/17088/01/02
H etin HTHUIA 1 no 2000 MO; no 1 "CTAOA" "CTALA" peecTpauiiHnx matepianis: peyenmom
epuTpono M/1 B nonepeaHbo 3MiHu | TUNYy - 3MiHK 3
eTuH HanoBHEHOMY AKOCTI. FOTOBUIA Nikapcbkuii
NI0ANHN wnpuyy; no 5 3aci6. KoHTponb
nonepegHLo [LOMOMDKHUX PEYOBUH. 3MiHa
HanoBHEHWX y MeTogax BunpobyBaHHs

wnpuuis y 6nictepi;
no 1 6nictepy y
nauui; no 1 mn B
amnyni; no 5 amnyn

[0MOMDKHOT PEYOBUHN
(He3HauHi 3MiHN y
3aTBEPMXEHNX MeToAax
BMNpoGyBaHb). BunyyeHHs
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

y 6nicTepi; no 1
6nictepy y navui

[eTaslbHoro onucy
METOAMKN KOHTPOSIO
cybcTaHuii "Hatpito xnopug”
3a NOKa3HUKOM
"Mikpob6ionoriyHa uncrora”.
3 ypaxyBaHHAM YNHHUX
perynsiTopHUx BUMOrT
MeTOAWMKa KOHTPOSI0
nokasHvika "MikpobionoriyHa
yncToTa" NoBHICTIO
YHichikoBaHa Ta y3rogxeHa 3
[JepxaBHoto hapmakoneeto
Ykpaiuu - oY 2.6.12
"MikpobionoriyHa uncrota
HecTepUsbHUX NiKapCbKux
3aco6iB: BU3HAYEHHs uncna
MiKpOOpraHi3mis".

89.

EMOBIOKPU
H

erythropoi
etin

pekombiHa
HTHWI
epuTpono
eTuH
NOANHN

B0O3XA0
1

PO34MH ANS iH'eKLit
no 4000 MO; no 1
M1 B nonepeaHL0
HanoBHEHOMY
wnpuyy; no 5
nonepeaHLo
HanoBHEHNX
wnpuuis y 6nictepi;
no 1 6nictepy y
nauui; no 1 mn B
amnyni; no 5 amnyn
y 6nictepi; no 1
6nictepy y nayui

TOB "®3
"CTALA"

YKpaiHa

TOB "®3
"CTALA"

YKpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHn | TUny - 3MiHM 3
AKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KoHTposnb
[LOMOMIXHMX PeYOBUH. 3MiHa
y MeTogax BunpobyBaHHsA
[OMOMDKHOT PEYOBUHN
(He3HauHi 3mMiHn y
3aTBEPAKEHUX METOAAX
BMNpoGyBaHb). BunyyeHHs
AeTaslbHOro onucy
METOAMKN KOHTPOSIO
cy6cTaHuii "Harpito xnopug”
3a NOKa3HNUKOM
"Mikpob6ionoriyHa umcrora".
3 ypaxyBaHHSIM YMHHUX
perynsTopHnX BUMOr
METOAWMKa KOHTPOSI0
nokasHuka "MikpobionoriyHa
yncToTa" NOBHICTIO
yHithikoBaHa Ta y3rofxeHa 3
[epxasHoto hapmakoneeto
Ykpainu - oY 2.6.12
"Mikpob6ionoriyHa yncTtoTta
HeCTepUsIbHUX NiKapCbKmnx
3ac06iB: BU3HAYEHHS yncna
MiKpoopraHi3mis".

3a
peyenmom

UA/17088/01/03

90.

ENOBIOKPU

erythropoi

pekombiHa

BO3XA0

PO34MH ANS iH'EKL

TOB "®3

Ykpaina

TOB "®3

YkpaiHa

BHECEHHS 3MiH 0

3a

UA/17088/01/04




115

Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uKa HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
H etin HTHWIA 1 no 10 000 MO; no 1 "CTAOA" "CTALA" peecTpauiiiHix matepianis: peyenmom
epuTpono M/ B nonepeaHL0 3MiHu | TUnYy - 3MiHK 3
eTuH HanoBHEHOMY AKOCTI. [0TOBUIA NikapCbKuii
NI0ANHN wnpuvyy; no 5 3aci6. KoHTponb
nonepeaHLo [OMOMKHUX PEYOBUH. 3MiHa
HanoBHEHNX y MeTogax BunpobyBaHHs
wnpuuis y 6nicTtepi; [OMOMDKHOT PEYOBUHM
no 1 6nictepy y (He3HauHi 3mMiHn y
nauui; no 1 mn B 3aTBEpPAKEHUX METOAAX
amnyni; no 5 amnyn BMNPOOGYBaHb). BunyyeHHs
y 6nictepi; no 1 LeTaslbHOro onucy
6nictepy y nauui METOAMKN KOHTPOSIO
cy6cTaHuii "Harpito xnopug”
3a NOKa3HNKOM
"Mikpob6ionoriyHa uncrora”.
3 ypaxyBaHHSIM YMHHUX
perynsTopHnX BUMOr
MeTOAWMKa KOHTPOSI0
nokasHvika "MikpobionoriyHa
yncToTa" NOBHICTIO
yHihikoBaHa Ta y3rofxeHa 3
[epxasHoto thapmakoneeto
Ykpainu - oY 2.6.12
"Mikpob6ionoriyHa ymcToTta
HeCTepUsIbHUX NiKapCbKmnx
3aco6iB: BU3HAYEHHS uncna
MiKpoopraHi3mis".
91. | EPIAOH® risperidon pucnepug | NOSAXO | TabneTtku, BKpUTI [Jekcenb I13paine BMPOBHMLITBO, I3painb BHECEHHS 3MiH 0 3a UA/17620/01/01
e OH 8 nniBKOBOIO nra. nakyBaHHs, peecTpauiiH1ux matepianis: peyenmom
060/10HKOI0, M0 2 Mr; BUNPOBYBaHHSA 3MiHu | TUnNy - 3MiHK WoA0

no 10 TabneTtok y
6nicTepi; no 3 abo 6
6nictepiB y
KapTOHHIN nayui

KOHTPOJIH0 SKOCTI
Ta BUMyCK cepii:
[Jekcens NITA,,
I3pains;
BMNPOOYBaHHSA
KOHTPO/I0 AKOCTI
(mikpobionoriuHu
 KOHTPOIb):
TOB IHCTUTYT
Xap4oBoi
Mikpobionorii Ta
CNOXMBYUX
ToBapi., I3painb

6e3nekn/edeKTNBHOCTI Ta
dhapmakoHarnsgy.
BBeneHHs abo 3MiHU A0
y3arasibHeHUX JaHuX nNpo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX
AaHVX Npo cuctemy
thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
chapmakoHarnsgy;
KOHTaKTHOI oco6u 3
thapmakoHarnsgy 3asaBHUKa
[ANs 3aiACHEHHS
thapmakoHarnagy B YkpaiHi,
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(BK/THOYAKOYM KOHTAKTHI AaHi)

KOHTaKTHOT 0CO6U 3asIBHYMKA,

BignoBiganbHOI 3a
3[jiiCHEHHS!
thapmakoHarnsgy

Ta/abo 3MiHW Yy PO3MILLLEHHI

mMacTep-caiina cucremu

hapmakoHarnsagy). 3miHa
KOHTaKTHUX AaHnX

BignoBiganbHOI 3a
thapmakoHarnag, B Ykpaiti.
3miHu | TMny - 3MiHK Woao
6e3nekn/edheKTNBHOCTI Ta
hapmakoHarnsagy.
BBegeHHs1 abo 3MiHM A0
y3arasibHeHUX JaHux npo
cuctemy chapmakoHarnsgy
(BBEAEHHA Y3araslbHEHNX
[AaHuX nNpo cuctemy
thapmakoHarnagy, 3miHa
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
3[jiiCHEHHS!
dhapmakoHarnsgy;
KOHTaKTHOI ocobu 3
hapmakoHarnsgy 3asBHUKa
051 30iCHEHHS
hapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
3[jiiCHEHHS!
thapmakoHarnsgy
(BK/THOYAIOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLLEHHI
mMacTep-caiina cucremu
thapmakoHarnsagy). 3miHa
YNOBHOBaXEHOI 0co6u
3as1BHMKA, BifnoBigasibHOI
3a (papmakoHarnsg. fitova
pegakuis: Dr Zanna
Sutenko. MNponoHoBaHa
pepaxuisi: Dr Amelie

Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
AKLLO BOHA BigMiHHa Bif,
YMOBHOB&XEHOT 0cobw,

Baschwitz. 3miHa
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
KOHTaKTHUX AaHnX
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
dhapmakoHarnag.
92. | EPIAOH® risperidon pucnepug | NOSAXO | TabneTtku, BKpUTI [Jekcenb I13painb BMPOGHMLITBO, I3painb BHECEHHS 3MiH 0 3a UA/17620/01/02
e OH 8 NNiBKOBOKO nra. nakyBaHHs, peecTpavuiiHux maTepianis: peuenmom
060/10HKOI0, N0 4 ™r; BMNPOBYyBaHHSA 3MiHu | TURY - 3MiHK WoAao

no 10 TabneTtok y
6nictepi; no 3 a6o 6
6nictepiB y
KapTOHHI nayui

KOHTPOIO AKOCTI
Ta BUNycK cepi:
[Jekcenb N4,
13pains;
BUNPOBYBaHHSA
KOHTPOJIH0 SKOCTI
(mikpobionoriyHu
1 KOHTPO/Ib):
TOB IHcTUTYT
Xap4oBoi
Mikpo6ionorii Ta
CMNOXNBYMX
ToBapiB, I3painb

6e3nekn/edeKTBHOCTI Ta
chapmakoHarnsgy.
BeefeHHst abo 3MiHn [0
y3ara/ibHeHUX faHux npo
cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX
[aHuxX nNpo cuctemy
thapmakoHarnagy, amiHa
YMOBHOBaXEHOI 0CO6Y,
BignoBigasibHOI 3a
3[iiCHEHHS!
thapmakoHarnsgy;
KOHTaKTHOI 0cobm 3
thapmakoHarnsgy 3asaBHUKa
ONs 30iNCHEHHS
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YMOBHOBaXEHOI 0CO6Y,
BignoBigasibHOI 3a
3[iiCHEHHS!
hapmakoHarnsgy
(BKIHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHWN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6U 3asiBHUKA,
BignoBigasibHOI 3a
hapMakoHarnag B YkpaiHi.
3MiHu | TURY - 3MiHK WoAo
6e3nekn/edeKTBHOCTI Ta
chapmakoHarnsgy.
BeefeHHst abo 3MiHn [0
y3arasibHeHUX faHux npo
cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX
[aHuX nNpo cuctemy
hapmakoHarnagy, amiHa
YNOBHOBAXEHOI 0Ccoby,
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
chapmakoHarnsgy;
KOHTaKTHOI ocobu 3
thapmakoHarnsgy 3asaBHUKa
[ANA 3ajiCHEHHS
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YMOBHOBaXEHOT 0cobY,
BiANOBIAa/IbHOI 3a
3[iiCHEHHS
thapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy). 3miHa
YMOBHOBaXEHOI 0cobu
3asBHVIKa, BifnoBigabHOT
3a (hapmakoHarnsg. fitova
pepakuis: Dr Zanna
Sutenko. MNMponoHoBaHa
pegaxuisi: Dr Amelie
Baschwitz. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0CcobY,
BignoBigasibHOI 3a
hapmakoHarnsag.

93.

E®EPA/TTAH

paracetam
ol

napawera
mon

NO2BEO
1

TabneTku Lwunydi no
500 wr; no 4
TabneTtkn y cTpuni;
no 4 ctpunn'y
KapTOHHI Kopo6Lyi

YMNCA
CAC

PpaHuis

YMNCA CAC

PpaHuin

BHECEHHS 3MiH 0
peecTpauiiH1ux matepianis:
3MiHu | TUnNy - 3MiHK WoA0
6e3nekn/edeKTNBHOCTI Ta

dhapmakoHarnsgy.

BBeneHHs abo 3MiHU A0
y3arasibHeHUX JaHuX nNpo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX
AaHVX Npo cuctemy
thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
chapmakoHarnsgy;
KOHTaKTHOI ocobm 3
thapmakoHarnsgy 3asaBHUKa
[ANs 3aiACHEHHS
thapmakoHarnagy B YkpaiHi,

6e3
peyenma

UA/5237/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

94.

AKLLO BOHA BigMiHHa Bif,
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
3[jiiCHEHHS!
thapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLLEHHI
mMacTep-caiina cucremu
hapmakoHarnsagy). 3miHa
YNOBHOBaXeEHOI 0co6bu
3as1BHMKA, BifnoBigasibHOI
3a hapmakoHarnsg,.
[itoya pepakuis: Saloua
Mekhfiwi. MponoHoBaHa
pepakuis: Jeremie
Magnaud. 3miHa KOHTaKTHMX
[aHNX YNOBHOBaXXEHOT
0COo6U 3asBHNMKA,
BiANOBIAa/IbHOI 3a
dhapMakoHarnsag.

E®EPA/ITTAH

paracetam
ol

napauerta
mon

NO2BEO
1

PO34YUH OpasibHUiA 3
% no 90 MmNy
donakoHi; no 1
hnakoHy B
KOMMAEKTi 3 MipHOI0
JIOXKOIO Y KApTOHHIl
KopoobLi

YMNCA
CAC

dpaHuin

YIMNCA CAC

dpaHuin

BHECEHHS 3MiH 0
peecTpavuinHMx MaTepianis:
3miHu | TYny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta

hapMakoHarnsagy.

BBepgeHHs1 abo 3MiHM A0
y3arasibHeHUX JaHuX npo
cuctemy chapmakoHarnsgy
(BBEAEHHA Y3araslbHEHNX
[aHux nNpo cuctemy
thapmakoHarnsgy, 3miHa
YMOBHOB&XeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
dhapmakoHarnsagy;
KOHTaKTHOT 0co6u 3
hapmakoHarnsgy 3asBHUKa
0N 30iCHEHHS
thapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
thapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi)

Ta/abo 3MiHW Yy PO3MILLEHHI

6e3
peyenma

UA/5237/02/01
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Ymosu

Pekna

n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Bionycky

MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

MacTep-caiina cucremm
thapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U
3asBHUKA, BiANOBIAA/ILHOI
3a papmakoHarnsg,. dirova
pegakuis: Saloua Mekhfiwi.
MponoHoBaHa pegakuis:
Jeremie Magnaud. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXeEHOI 0co6bu
3as1BHMKA, BifnoBigasibHOI
3a hapmakoHarnag,.

95.

E®EPA/TTAH

paracetam
ol

napawera
mon

NO2BEO

1

cynosuTopii
pekTanbHi no 80 mr;
no 5 cynosutopiis y
6nictepi; no 2
6nictepu B
KapTOHHI KopooLli

YMNCA
CAC

PpaHuis

YMNCA CAC

PpaHuin

BHECEHHS 3MiH [0
peecTpauiiHnux matepianis:
3MiHu | TUNYy - 3MiHK Woa0
6e3nekn/edeKTNBHOCTI Ta

dhapmakoHarnsgy.

BBeneHHs abo 3MiHU A0
y3arasibHeHUX JaHuX nNpo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX
AaHvX Npo cuctemy
thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
chapmakoHarnsgy;

KOHTaKTHOI ocobm 3
thapmakoHarnsgy 3asaBHUKa

[ANs 3aiACHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLO BOHA BiAMiIHHA Bif
YNOBHOBaXEHOI 0cobu,

BiANOBIAa/IbHOI 3a

3[iAiCHEHHS
thapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemu
thapmakoHarnsgy). 3miHa
YMOBHOBaXeEHOI 0cobu
3asBHVIKa, BigNoBigabHOT
3a (hapmakoHarnsag,
[itoua pepakuis: Saloua
Mekhfiwi. MponoHoBaHa

pefakuis: Jeremie

6e3
peyenma

UA/5237/03/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

Magnaud. 3miHa KOHTaKTHMX
[aHNX YNOBHOBaXXEHOT
0cobu 3as1BHUKA,
BiANOBIAa/IbHOI 3a
dhapMakoHarnsag.

96.

E®EPA/ITTAH

paracetam
ol

napauerta
mon

NO2BEO
1

cynosuTopii
pekTanbHi no 150
Mr; no 5
CynosuTopiiB y
6nictepi; no 2
6nictepu B
KapTOHHI Kopo6Lyi

YMNCA
CAC

dpaHuis

YIMNCA CAC

dpaHuin

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3miHu | TYny - 3MiHn Woao
6e3nekun/edekTBHOCTI Ta

hapMakoHarnsagy.

BBepgeHHs1 abo 3MiHM A0
y3arasibHeHUX JaHuX nNpo
cuctemy chapmakoHarnsgy
(BBEAEHHA Y3araslbHEHNX
[aHuxX nNpo cuctemy
thapmakoHarnsgy, 3miHa
YMOBHOB&XeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
dhapmakoHarnsgy;
KOHTaKTHOT 0co6u 3
hapmakoHarnsgy 3asBHUKa
0N 30iCHEHHS
thapmakoHarnsagy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
thapmakoHarnsgy
(BK/THOYAIOYN KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-caiina cucremu
hapmakoHarnsagy). 3miHa
YNOBHOBaXEHOI 0co6u
3asiBHMKA, BifnoBigasibHOI
3a hapmakoHarnsg,.
[itoya pepakuis: Saloua
Mekhfiwi. MponoHoBaHa
pefakuis: Jeremie
Magnaud. 3miHa KOHTaKTHMX
[aHNX YNOBHOBaXXEHOT
0cobu 3as1BHUKA,
BiANOBIAa/IbHOI 3a
dhapMakoHarnsag.

6e3
peyenma

UA/5237/03/02

97.

E®DEPA/TTAH

paracetam
ol

napauerta

MOn

NO2BEO

1

cynosuTopii
pekTanbHi no 300

YMNCA
CAC

dpaHuin

YIMNCA CAC

dpaHuis

BHECEHHS 3MiH 0
peeCTpaLiinHMX MaTepianis:

6e3
peyenma

UA/5237/03/03
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

Mr; no 5
Cyno3uTopiiB y
6nicTepi; no 2
6nictepu B
KapTOHHI KOpo6Lyi

3MiHu | TURY - 3MiHK LWoAo
6e3nekn/edeKTBHOCTI Ta
chapmakoHarnsgy.
BeefieHHs1 abo 3MiHn [0
y3arasibHeHNX faHux npo
cuctemy chapmakoHarnagy
(BBELEHHSA y3arasbHEHNX
[aHuX nNpo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0COo6Y,
BignoBigasibHOI 3a
3[jiiCHEHHS
thapmakoHarnagy;
KOHTaKTHOI 0cobm 3
thapmakoHarnsgy 3asBHUKa
ANA 3aiACHEHHS!
thapmakoHarnagy B YkpaiHi,
SAKLLO BOHa BigMiHHa Bif,
YNOBHOBaXEHOI 0CcobY,
BignoBigasibHOI 3a
3[jiiCHEHHS
hapmakoHarnsgy
(BKIHOYAKOUN KOHTAKTHI faHi)
Ta/ab0o 3MiHWN Y PO3MILLEHHI
MacTep-chaiina cucremm
thapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U
3asBHUKA, BiANOBIAA/IbHOI
3a thapmakoHarnag.
[litova pepakuisn: Saloua
Mekhfiwi. MponoHoBaHa
pepakuisi: Jeremie
Magnaud. 3miHa KOHTaKTHUX
[aHNX YNOBHOBaXXEHOT
0CO6M 3a5BHUKA,
BignoBiganbHOI 3a
dhapmakoHarnag.

98.

E®EPAJ/ITTAH
3
BITAMIHOM
C

Paracetam
ol,
combinatio
ns excl.
psycholept
ics

napaueta
mon,
ackop6iHo
Ba
kucnota
(BiTamiu
)

NO2BES
1

TabneTky Wwunyui,
330 mr/200 mr, no
10 TabneTok y Ty6i;
no 1 a6o no 2 Ty6m
B KapTOHHI1 kopobui

YMNCA
CAC

®paHuis

YMNCA CAC

dpaHLis

BHECEHHS 3MiH 0
peecTpavuiiHux maTepianis:
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edeKTMBHOCTI Ta

chapmakoHarnsgy.

BeefeHHst abo 3MiHn [0
y3arasibHeHUX faHux npo
cuctemy chapmakoHarnagy
(BBEAEHHS y3araslbHEHNX

6e3
peyenma

UA/7278/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

[aHux nNpo cuctemy
thapmakoHarnsgy, 3miHa
YMOBHOBaXEHOT 0cobY,
BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
chapmakoHarnsgy;
KOHTaKTHOI ocobu 3
thapmakoHarnsgy 3asaBHUKa
[ANA 3ajiCHEHHS
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YMOBHOBaXEHOT 0cobY,
BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
thapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy). 3miHa
YMOBHOBaXEHOI 0cobu
3asBHVIKa, BifnoBigabHOT
3a (hapmakoHarnsag,
[itoua pepakuis: Saloua
Mekhfiwi. MponoHoBaHa
pefakuis: Jeremie
Magnaud. 3MiHa KOHTaKTHUX
[AaHNX YNOBHOBaXXEHOT
0Cco6M 3as1BHUKA,
BignoBigasibHOI 3a
hapmakoHarnsag.

99.

30KAPJIC®
30 MI

zofenopril

30cheHonp
un
KasibLito

CO9AA

TabneTkn, BKPUTI
N/1iBKOBOO
060/10HKOI0, MO 30
Mr; N0 7 TabneTok y
6nicTepi; no 1
6nictepy B
KapTOHHI kopobuy;
no 14 tabneTtok 'y
6nictepi; no 1 a6o 2
6nictepu B
KapTOHHI Kopo6Lyi

MeHapiHi
IHTEepHeLw
OoHau
Onepeii
OHC
Tokcemby
pr C.A.

Iokcemby
pr

Brpo6HMuTBO
"in bulk",
nepBuHHe Ta
BTOPVHHE
nakyBaHHS,
KOHTpONb Ta
BWMYCK CepiiA:
MeHapiHi - ®oH
XeligeH TM6X,
HimeyumHa;
Brpo6HMUTBO
"in bulk”,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs1,
BMNYCK cepiit: A.

Himeuyun
Ha/
ITanis

BHECEHHS 3MiH [0
peecTpauiiHnux maTepianis:
3MiHu | TUNYy - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbKuii
3aci6. 3MiHM Yy BUPOOHULITBI.
3MiHM y npoueci
BMPOGHMLITBA FOTOBOIO
nikapcbkoro 3acoby,
BK/THOH@I0UN NPOMiXHWIA
NPOAYKT, WO
3aCTOCOBYETLCS NP
BMPOGHULITBI FOTOBOTO
nikapcbKoro 3acoby (iHwi
3MiHN)

BHeceHHs 3MiH f0
BMpO6HMYOro npouecy M3,

3a
peyerimom

UA/3246/01/02




124

Hassa

MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
MeHapiHi 30Kpema: NofoBXeHHs
MaHyhakTypiHr TepMiHy 36epiraHHs

JoricTikc eHp,
Cepsicec C.p.J1,,
ITanis;
KoHTponb cepiii:
[Jowmne
thapmaueyTili
C.n.A., Itanis; A.
MeHapiHi
MaHythakTypiHr
JoricTikc eHp,
Cepsicec C.p.J1,,
ITanis;
€BpoiHC
Bionab C.p.n.,
ITania

Hepo3ghacoBaHUX TabeTok
- 8o 12 wmicauis. 3minHu Il
TUny - 3MiHK 3 aKkocTi. ADI.
(iHWi 3miHW). OHOB/IEHHSA
macTep-cpaiiny (ASMF) Ha
[ilo4y peqyoBuHy
3ocheHonpuiy kanblLjto Big
CXBa/IEHOr0 BUPOOHUKA
Lit040i peYoBYHN
Lusochimica S.p.A.,
po3TalLOBaHOro 3a apecor
Via Giotto 9 - 23871
Lomagna (LC), ITanis.
3arBepaxeHo: ASMF
APPLICANT PART: Version
Number 12.1 date
26/03/2021; ASMF
RESTRICTED PART:
Version Number 13.0 date
08/11/2021.
3anponoHoBaHo: ASMF
APPLICANT PART: Version
Number 13.0 date
28/09/2023; ASMF
RESTRICTED PART:
Version Number 14.0 date
28/09/2023.3miHu 1l Tuny -
3MiHu 3 gKocTi. API. (iHLwi
3MiHM). OHOB/EHHS MacTep-
haiiny (ASMF) Ha gitouy
peuoByHy 3ocheHonpuy
KasibLyjto Bif, CXBaUsIEHOTO
BMPOGHMKA Ait040T PEYOBVHN
Lusochimica S.p.A.,
po3TalLOBaHOro 3a apecor
Via Livornese, 897 - 56122
Pisa - La Vettola (PI), ITanis.
3arBepaxeHo: ASMF
APPLICANT PART: Version
Number 12.0 date
04/05/2020; ASMF
RESTRICTED PART:
Version Number 13.0 date
08/11/2021.
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Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
3anponoHoBaHo: ASMF
APPLICANT PART: Version
Number 13.0 date
29/09/2023,;
ASMF RESTRICTED PART:
Version Number 14.0 date
29/09/2023.
100. | 3OKAPAIC® zofenopril 3ocpeHonp | CO9AA TabneTku, BKpUTI MeHapiHi INokcemby Brpo6HMUTBO Himeuun BHECEHHS 3MiH 0 3a UA/3246/01/01
7,5MIr un NNiBKOBOKO IHTepHeLw pr "in bulk", Ha/ peecTpavuiiHux maTepianis: peuenmom
KaunbLyjto o60soHKot, no 7,5 OoHan nepBuHHE Ta ITania 3MiHn | TURY - 3MiHN 3
Mr; no 7 TabneTtok y Onepeii BTOPUHHE AKOCTI. [0TOBWIA NikapcbKuii
6nictepi; no 1 OHC nakyBaHHs, 3aci6. 3MiHU y BUPOGHULLTBI.
6nictepy B Iokcemby KOHTPONb Ta 3MiHN y npoueci
KapTOHHiI kopobuy; pr C.A. BUWMYCK Cepii:

no 14 tTabneTtok y
6nictepi; no 1 a6o 2
6nictepu B
KapTOHHI KopooLli

MeHapiHi - ®oH
XengeH MvbX,
HimeuunHa;
Brvpo6HMuTBO
"in bulk",
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
BMNYCK cepiit: A.
MeHapiHi
MaHyhakTypiHr
JloricTikc eHp,
Cepsicec C.p.J1.,
ITanis;
KoHTponb cepiii:
Jomne
thapmaveyTiui
C.n.A,, Itanis; A.
MeHapiHi
MaHyhakTypiHr
JloricTikc eHp,
Cepsicec C.p.J1.,
ITanis;
€BpodhiHC
Bionab C.p.n.,
ITanisa

BMPOGHMLITBA FOTOBOTO
NiKapcbKoro 3acooy,
BK/TOYAI0UN MPOMIXKHUN
NPOAYKT, WO
3aCTOCOBYETbCS NP
BMPOOGHULITBI FOTOBOrO
nikapcbKoro 3acoby (iHwi
3MiHK)

BHeceHHs 3MiH o
BMPOGHMYOro npouecy M3,
30KpeMa: NoJOBXEHHS
TepMiHy 36epiraHHs
Hepo3acoBaHVx TabneTok
- 8o 12 micsuis. 3miHu Il
TMny - 3MiHK 3 aKocTi. AdI.
(iHWi 3miHW). OHOBNEHHS
MacTep-caiiny (ASMF) Ha
Aitouy peyoBuHy
3ochbeHonpuy KanbLjio Big
CXBaJIeHOro BMPOBHYKa
LiH040i pevyoBUHN
Lusochimica S.p.A.,
pO3TalLLOBaHOro 3a aApecor
Via Giotto 9 - 23871
Lomagna (LC), ITanis.
3arsepaxeHo: ASMF
APPLICANT PART: Version
Number 12.1 date
26/03/2021; ASMF
RESTRICTED PART:
Version Number 13.0 date
08/11/2021.
3anponoHosaHo: ASMF
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

APPLICANT PART: Version
Number 13.0 date
28/09/2023; ASMF

RESTRICTED PART:
Version Number 14.0 date
28/09/2023. 3Mminu Il TNy -
3MiHn 3 aKkocTi. A®I. (iHwi
3MiHM). OHOB/IEHHSI MacTep-
paiiny (ASMF) Ha gitouy
peyosuHy 3ocheHonpuny
KasTbLiit0 Bif, CXBasIeHOTrO
BMPOGHMKA Ait040i pEYOBUHN
Lusochimica S.p.A.,
pO3TalLLOBaHOro 3a afpecor

Via Livornese, 897 - 56122

Pisa - La Vettola (PI), ITanis.

3artBepmkeHo: ASMF

APPLICANT PART: Version
Number 12.0 date
04/05/2020; ASMF

RESTRICTED PART:
Version Number 13.0 date
08/11/2021.
3anponoHoBaHo: ASMF

APPLICANT PART: Version
Number 13.0 date
29/09/2023; ASMF

RESTRICTED PART:
Version Number 14.0 date
29/09/2023.

101.

INOH®
KNACIK

TEPNEHTUH
MOAPUHU
onisa
TEPNEHTUH
0Ba, onisl
eBKaninTo
Ba

DO8AX

Masb no 25 r, no 50
r,no 100 r masiy
Ty6i; no 1 1y6i y
KapTOHHI KOpo6Lyi

Llecpa
ApuHaiimit
Tenb
'm6X i Ko.
Kl

HimeyuuH
a

Bunpo6HMK,
BignoBiganbHM
3a BUNYCK cepii:

Lecpa
ApuHaiimiTTens
v6X i Ko. KT,

HimeyumHa;

Brpo6HMUTBO
Hepo3gacoBaHO
ro NPoaykKTy,
nepBuHHe Ta

BTOPVHHE
nakyBaHHS: eTon
e3yHpxaitend

nere- yHa,
Papmanpoaykre

Himeuyun
Ha

BHECEHHS 3MiH [0
peecTpauiiHnux maTepianis:
TexHiuyHa nomwuska (3rigHo
Hakasy MO3 Big 23.07.2015

Ne 460) BMNpaBneHHs
TEXHIYHOT nomMukn y MKA
N3, wo 6ynu 3atBepKeHi

Hakasom MO3 Big,
16.09.2025 poky Ne 1440, a
came: pefakuiiHi npaBku y

MeToAMKax KOHTPOSIO
ifeHTudikauii onii
eBKaninTosoi Ta onil
TepneHTMHOBOI (razoBa
Xpomarorpaqist) Ta
KiZIbKICHOTO BU3HAYeHHs onil

6e3
peyenma

UA/16843/01/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
m6X, €eBKaninToBoi BiANOBIAHO A0
HimeyuunHa; marepianis peecTpauiiHoro
BUPOBHUK, [OCbE.
BifiNOBIAAbHWIA
3a KOHTPO/b
cepii: EckioBeH
Papma
[oliuneng Mo X
i Ko. KT,
Himeuunna
102. | ITPYHIAP itraconazol | ItpakoHa3s | JO2ACO | kancynwu no 100 wmr; AHaHTa Benuka ApTypa IHAaia BHECEHHS 3MiH 0 3a He UA/2248/01/01
e on 2 no 4 a6o 15 kancyn Mepikeap BputaHis PapmacbloTikas peecTpavuiiHux maTepianis: peuenmom niosnse
y 6nictepi; no 1 nra. 3 MeT. /114, 3Mminu | Tuny - ae

6nictepy B
KapTOHHI KopooLli

AAMIHICTPaTUBHI 3MiHN.
BunyuyeHHs BUPOGHUYOI
AinbHUUI (BKIOYAOUM
OinbHuui ans Adl,
NPOMIXHOr0 NPOAYKTY abo
roTOBOrO J1iKapCbKOro
3acoby, AinbHuULi Ans
NpoBefEeHHs NakyBaHHs,
BMPOGHVIKa,
BiANOBIA&/ILHOIO 3a BMMNYCK
cepiid, Mmicue NpoBefeHHs
KOHTPONIO cepii) abo
noctadasibHuKa BUXifHOTo
mMaTtepiany, peareHty abo
[OMOMDKHOT PEYOBUHN
(SIKLLLO 3a3HAYEHO Y A0ChE).
BunyueHHs BuUpo6Huka M3
MapkcaHc ®apma /114,,
IHAIs anbTepHaTUBHUM
BMPOGHMKOM 3a/MLLAETHLCS
ApTypa d®apmacbioTikans
MBT. N1TA. 3MiHWM BHECEHO B
IHCTPYKUiO 4N MeguyHoro
3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ginu
"BUpo6HMK",
"MicLe3HaxomKeHHs
BMPOGHMWKa Ta ioro agpeca
MicLA NpOBaAXXEHHS
LisANbHOCTI" Yy 3B'A3KY 3
BUTyYEHHAM BUPOOHNYOT
AOiNbHULI, AK HAcNifoK -
BUIYYEHHS TEKCTY
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

MapKyBaHHS yNakoBOK
nikapcbKoro 3acoby.
BBefeHHA 3MiH NpoTAarom 3-
X MicAuiB nicns
3aTBEPAKEHHS

103.

ITPYHIAP

itraconazol
e

ITpakoHas
on

JO2ACO
2

kancynu no 100 wr;
no 4 a6o 15 kancyn
y 6nictepi; no 1
6nictepy B
KapTOHHI KOpOOL

AHaHTa
Megikeap
nro.

Benvka
BpuTanis

MapkcaHc
®apma /114,,
IHAis; ApTypa

PapmacbloTikas
3 Mer. /114,
IHais

IHais

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHn | TUny - 3MiHM 3
AIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KoHTposib roToBoro
nikapcbKoro 3acoby. 3miHa y
mMeToAax BUNPOGyBaHHS
roTOBOrO J1iKapCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEPAKEHUX METOAAX
BMNPOGYBaHHS) - HE3HauYHe
OHOBJ/IEHHA METOiB
KOHTPO/O 3@ NoKasHuKammn
“loeHTndikauis” Ta
“KinbkicHe BU3HAYeHHs".
BBefeHHA 3MiH NpoTArom 3-
X MicAuiB nicns
3aTBEPKEHHS.
3MiHu | TUNYy - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbKuii
3aci6. Onuc Ta cknag (iHwi
3MiHM) - He3HauYHe
OHOBJ/IEHHS cneumndikauii /13
Ta MEeTOAiB KOHTPO/O 3a
nokasHukoM “Onuc”. 3MiHn
BHECEHO B po3zin
"Mikapcbka dopma”
(OcHOBHI i3NKO-XIMiYHi
BNACTMBOCTI) B iHCTPYKLitO
ANA MeauyHoro
3aCcTOCyBaHHS NiKapCcbKoro
3acoby. BeegeHHs 3MiH
npoTsArom 3-x MicsAuiB nicns
3aTBEPAKEHHS

3a
peyenmom

He
nionsie
ae

UA/2248/01/01

104.

KANBLIIO
FMIOKOHAT

calcium
gluconate

KaUTbLiito
rNl0KOHaT

A12AA0
3

Tabnetkn no 500 wmr;
no 10 TabneTtok 'y
6nictepax; no 10
Tabnetok y 6nictepi;
no 1, 5a6o 10
6nicTepiB y nauui 3
KapTOHY

AT
"Nly6Hndha
pm”

Ykpaina

AT
"Nly6Hnchapm"

Ykpaina

BHECEHHS 3MiH 40
peecTpauiiHnux maTepianis:
3MiHu | TUnYy - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbKuii
3aci6. Cuctema
KOHTelHep/3akynopoBasibHY
11 3aci6. 3MiHa po3mipy

Ne 10, Ne 50
- 6e3
peyenma;
Ne 100 - 3a
peyenmom

He
nionsie
ae

UA/6048/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

yNakoBKM rOTOBOrO
nikapcbKoro 3acoby (3mMiHa
KiNbKOCTi OAUHULb
(ranpuknag TabneTok,
amnyn TOLL0) B yNakoBLj) -
3MmiHa y gianasoHi
3aTBEPAKEHNX PO3MIpIB
ynakoBkm - BBeeHHs
[04aTKOBOro BUAY YnakoBKu
—no 10 TabneTtok y 6nictepi;
no 5 6nicTepiB y nauui.
Bepcis MKA 13 (0004).
3MiHN BHECEHO B pO34inu
"YnakoBka" Ta "Karteropis
BigNycKy" B iHCTPYKLjt0 4N
MeJMYHOro 3aCTOCyBaHHS
(eCTD Bepciss 0000) y
3B'A3KY 3 BBEAEHHAM
[0aTKOBOT YNaKoBKM Ta AK
HacnifokK - 3aTBEPAKEHHS
TEKCTY MapKyBaHHs
[0aTKOBOT YNaKoBKn
nikapcbkoro 3acoby (eCTD
Bepcis 0002). BeefeHHs
3MiH NPOTArom 6-Tn Micauis
nicns 3aTBepKEHHS.

105.

KAHAIAEPM

Beclometa
sone and
antibiotics

KnoTpuma
30/,
6eknomet
asoHy
AVnponioH
ar;
reHTamium
HYy
cynbghat

D0O7CCO
4

Kpem no 15 r kpemy
B Ty6i; no 1 Ty6i B
KapTOHHI ynakoBLi

neHmapk

dapmacb

loTuKan3
nra.

IHais

neHmapk
PapmacboTuKasl
3 /ita,.

IHais

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHn | TUny - 3MiHM 3
AKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KoHTposnb
[LOMOMIXHMX PeYOBUH. 3MiHa
napameTpiB cneuudikaiii
Ta/abo fonyCTUMUX MeX
AN JOMOMDKHOI peYoBUHN
(BUny4yeHHs 3i cneundikawi
HEe3HaYyHOro MokasHuka
(Hanpwviknag 3actapinoro
NoKas3HWKa)) - BUAASIEHHS i3
cneumdikawii ONOMKHOT
peyoBuHM Sodium
Dihydrogen Phosphate
Dihydrate TecTy Ha MuL'aK
BigMNoBigHO A0 BUMOro
MoHorpadii BP

3a
peyenmom

UA/5199/01/01

106.

KBEPTUH

KBEpLETVH

CO05CX

Tab1eTkv XyBaslbHi

My6niyHe

Ykpaina

My6nivHe

YkpaiHa

BHECEHHS 3MiH 0

6e3

nionsie

UA/0119/02/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uKa Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
no 40 wr, no 10 aKLioHepH akuioHepHe peecTpauiiHux matepianis: peyenma ae
TabneTok y 6nictepi; e TOBapUCTBO 3miHu | Tvny - 3MiHK Woao
no 3 6nictepu B TOBapucTB "HaykoBo- 6e3nekn/edheKTUBHOCTI Ta
nauuyj; no 90 o] BUPOBHNUNIA hapmakoHarnagy (iHwi
Tabnetok y "HaykoBo- LEeHTP 3MiHW).
KOHTeliHepax; no 90 BMPOGHMWY "BopLyariBcbkuii 3MiHV BHECEHO B IHCTPYKL,it0
Tabnetok y WiA LeHTp Ximiko- 0N MeguyHoro
KOHTelHepi; no 1 "Bopuaris hapmaLeBTUYHN 3aCTOCYBaHHS NiKapCbKOro
KOHTEelHepy B naulli CbKUA 7 3aBoa" 3acoby Ao po3ainy "MobiyHi
Ximiko- peakuii" LWoao 3BiTyBaHHSA
thapmaues npo no6iyHi peakuji Ta
TUYHUIA OHOBJIEHO TEKCT
3asopg" MapKyBaHHS yNnakoBKu
nikapcbKoro 3acoby
(peparyBaHHA TEKCTY Ta
BUyYEHHS iHChopmaLii
POCIiCbKOI0 MOBOI0). 3MiHa Y
3B'A3KY 3 YTOYHEHHAM
BUKNAAEHHSA po3ainy
"lopatkosa iHhopmauis. Al-
1. Ynakoska" MKA Ta
po3giny 3.2.P.7. BBeAeHHs
3MiH NpOTArom 6-Tu MicsuiB
nicns 3aTBepAKEeHHs.
107. | KETOPO/JIAK- | ketorolac KeToponak | MO1AB1 | po3uuH gns iHexuiii, | TOB HB® Ykpaina BignoBigasibHuiA | YkpaiHa BHECEHHS 3MiH 0 3a UA/17057/01/01
MIKPOXIM y 5 30 mr/mnino 1 mn B «MIKPOXI 3a BUPOGHNLTBO peecTpauiiHnux maTepianis: peyenmom
TpomeTami amnyni; no 5 amnyn M>» Ta 3MiHu | TURY - 3MiHK LWoAao
H y KaceTi; no 2 KOHTPO/1L/BUNPO 6e3nekn/edeKkTNBHOCTI Ta

KaceTun y nauui 3
KapTOHY

6yBaHHs cepil,
He BK/IOYaun
BUMYCK Cepii:
MpusartHe
akuioHepHe
TOBapUCTBO
«J1ekxim-
XapkiB»,
YKpaiHa,;
BignoBiganbHM
3a BUPOOHULITBO
Ta
KOHTPO/b/BMNPO
6yBaHHs cepii,
BK/IHOYA0YM
BUMYCK Cepii:
TOB HB®
«MIKPOXIM>,

dhapmakoHarnsgy.
BBeneHHs abo 3MiHU A0
y3araslbHeHUX AaHnx npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX
[AaHvX Npo cuctemy
thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0Ccobu,
BiANOBIAA/IbHOI 3a
3[iiCHEHHS
chapmakoHarnsgy;
KOHTaKTHOI ocobm 3
thapmakoHarnsgy 3asaBHUKa
[ANs 3aiACHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLO BOHA BiAMiIHHA Bif
YNOBHOBaXEHOI 0Ccobu,
BiANOBIAA/IbHOI 3a
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
YkpaiHa; 3AiiCHEeHHS
BiANOBIga/IbHUI hapmakoHarnsgy
3a BUNycK cepil, (BK/THOYAKOYM KOHTAKTHI AaHi)
He BK/IoYaroun Ta/abo 3MiHW Yy PO3MILLLEHHI
KOHTPO/b/BMNPO mMacTep-caiina cucremu
6yBaHHs cepil: thapmakoHarnsagy). 3miHa
TOB HB® KOHTaKTHUX AaHUX
«MIKPOXIM», YMOBHOBaXEHOI 0cobu
Ykpaina 3asBHVKa, BifnoBigabHOT
3a (hapmakoHaring,.
108. | K/IEKCAH®30 | enoxapari | eHokcarnap | BO1ABO | po3uuH Ans iH'eKuiit TOB YkpaiHa PAMAP XENC Icnanis/ BHECEHHS 3MiH 0 3a UA/10143/01/01
1] n WH HaTpito | 5 no 10 000 aHTK-Xa "CaHodi- KEAP CEPBICI3 | Yropwu peecTpavuiiHux maTepianis: peuenmom
MO/mn, Ne 1 (no 1 ABeHTIC MALPWA, Ha/ 3MiHn | TURY - 3MiHN 3
6aratof030BOMY YkpaiHa" C.AY., IcnaHis; Himeuun | sakocTi. A®l. KoHTponb AdI.
hnakoHy no 3 Mn B CaHocdhi-ABeHTIC Ha 3miHa y meTogax
KapTOHHI Kopo6Li) [onunang BMNpobysaHHA Ad| abo
M6X, BUXiAHOTO
HimeuuunHa; mMartepiany/npombKHOro
anbTepHaTuBHa npoaykTy/peareHty, Lo

OinbHUUA ans
TecTtyBaHHA 13
3a OKpeMUmMu
noKasHuKamm:
AHTU-hakTop
XA aKTUBHICTb i
AHTK-chakTop lla
aKTUBHICTb:
XiHOTH 3pT.,
YropimHa

BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa APl
(iHwWi 3miHK y MeTogax
BMMNPOGYBaHHSA (BK/IKOYaOUM
3aMiHy abo 4OMNOBHEHHS)
A®l abo
BVIXiZHOr0/MPOMiXXHOr0
NPOAYKTY) - A0AaBaHHS
MeToAy TeCTyBaHHSA
MOJIEKYIAPHOT Macu
BignosigHo no USP 3
BUKOPWCTAHHSIM LUMPOKOTO
KanibpaHTa (3aTBEpAKEHO:
Internal method derived from
Ph. Eur). 3miHn | Tuny -
3MiHu 3 siKoCTi. AdI.
CrabifbHicTb. 3MiHa
nepiogy NOBTOPHMX
BMNpoGyBaHb/nepiogy
36epiraHHa abo ymoB
36epiraHHa APl (3a
BiACYTHOCTi y
3aTBEPAXEHOMY [OCbE
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkii hapmakoner,
LLIO BK/IHOYAE Nepiof,
NMOBTOPHOrO BUNPOGYBaHHS)
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Ymosu

Pekna

Homep

n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

pe4dyosuHuUu

Hassa
diroyoi

Koo
ATX

Popma sunycky

(nikapcbka chopma,

ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina | PeecmpayiliHa npoyedypa
BUPOGH

uka

Bionycky

MyBaH
H**

peecmpayitiHo
20
nocsioYyeHHs1

(3MiHa y 3aTBEpAKEHOMY
npoTokoni cTabinbHOCTI) -
3MiHa y 3aTBepAXEeHOMY
npoToKoni cTabinbHOCTI, a
came - fofaBaHHsA
Mikpo6iosoriyHoro Tecty B
KiHLji TEPMiIHY NpuaaTHOCTI
(Ha 36-micsuHin yacoBili
Touui). 3miHn Il TUNY - 3MiHK
3 aKocTi. A®l. BUpobHMLTBO.
3MiHa BMpOGHMKa
BUXiQHOro/NPOMIXHOro
NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYHOTBCS Y
BUpo6HMYOMY npoueci AdI,
ab0 3miHa BUpPOGHMKa
(BkntOvaKoUN, ge HeobxiaHo,
MicLie NpoBeAeHHS
KOHTPOsI0 siKocTi) AdI (3a
BiACYTHOCTI cepTudikata
BiANOBiAHOCTI EBpONEiiChKiit
thapmakonei 'y
3aTBEPAKEHOMY [OCHE)
(3miHn go 3axogis,
NOB’A3aHNX 3 KOHTPOJIEM
aKTUBHOT PEeYOBUHN
6i0N10rYHOro NOXOMAXKEHHS:
3amiHa abo gofasaHHs
AinbHUUI, Ae NPOBOANTLCSA
KOHTPOb/BUNPOGYBAHHS
cepii, BKIOYaum
3acToCcyBaHHSA
6ionoriyHoro/imyHooriyHoro
/imyHOXimMiYHOTO MeToAy) -
BBELEHHA 404aTKOBOT
OinbHuUui CaHodi BiHTpon
IHpacTpia, ®paHuia (1051
BynbBap EHgycTpiens
76580 JIbO TPE, dpaHLis)
B SIKOCTi a/lbTePHATUBHOT
OiNbHWL ANA TeCTyBaHHSA
L0401 peYOBUHN.

UA/3008/01/01

109.

KNIMOHOPM

levonorge
strel and
estrogen

ecTtpagion
/
ecTtpagion

y Banepart

GO3FBO
9

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKOI0, N0 2 M

3eHTiBa,
K.C.

+ TabneTKn, BKPUTI

Yecbka
Pecny6nik
a

[Jenbdapm
Ninns CAC

BHECEHHS 3MiH [0
peecTpauiiHnux maTepianis:
3MiHu | TUnNy - 3MiHK WoA0

PpaHuin

6e3nekn/edeKTNBHOCTI Ta

3a
peyerimom
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uKa HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
Ta nniBKOBOO thapmakoHarnagy.
nieBOHOpre 060/10HKOH0, M0 2 BBepgeHHs1 abo 3MiHM A0
cTpen Mmr/0,15 mr; Ne 21: 9 y3arasibHeHUX AaHux npo
Tab/1eTOK XKOBTOrO cucTtemy thapmakoHarnsgy
KONbopy (BBEAEHHA Y3ara/lbHEHNX
(ectpagiony [aHux npo cuctemy
Basiepary 2 mr) Ta thapmakoHarnagy, amiHa
12 Tabnetok YMOBHOB&XEHOT 0cobw,
KOPUYHEBOIO BignoBiganbHOI 3a
KONbOopy 3[jiiCHEHHS!
(ecTtpagiony thapmakoHarnsgy;
Basnieparty 2 mr, KOHTaKTHOT 0co6u 3
NleBOHOprecTpeny hapmakoHarnsgy 3asBHUKa
0,15 wr) y 6nicTepi; [ONs 34jiACHEHHS
no 1 6nictepy B hapmakoHarnsagy B Ykpaii,
KapTOHHI navui AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
3[jiiCHEHHS!
thapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLLEHHI
mMacTep-caiina cucremu
thapmakoHarnsagy). 3miHa
YNOBHOBaXEHOI 0co6u
3as1BHMKA, BifnoBigasibHOI
3a hapmakoHarnsg,.
[itoua pepakuis: dininosa
Mogmuna, MD / Ludmila
Filipova, MD. MNponoHoBaHa
pefakuis: Hikogemosa
Minocnasa, MD / Miloslava
Nykodemova, MD. 3miHa
KOHTaKTHUX AaHnX
YMOBHOBaXEHOI 0cobu
3asBHVIKa, BifnoBigabHOT
3a (hapmakoHarnaag
110. | KNOMIAOIPE | clopidogrel | knonigorp | BO1ACO | Ttabnetku, BKpUTI 3eHTiBa, Yecbka BMPOGHMLITBO, Ipeuis BHECEHHS 3MiH 0 3a UA/13673/01/01
Nb 3EHTIBA eno 4 NNiBKOBOKO K.C. Pecny6nik nepBrHHe Ta peecTpavuiiHux maTepianis: peuenmom
6ecunar 060/10HKOI, N0 75 a BTOPUHHE 3MiHu | TURY - 3MiHK WoAao
Mr; no 10 TabneTok nakyBaHHs: 6e3nekn/edeKTMBHOCTI Ta
y 6nictepi; no 3 abo PAPMATEH hapmakoHarnagy.
9 abo 10 6nicTepiB y C.A., Ipeuis; BeefeHHst abo 3MiHn [0
nauti 3 kKapToHy BUPOGHULITBO, y3arasibHeHUX faHux npo

nepBuHHe Ta
BTOpVHHE

cucTemy chapmakoHarnsay
(BBEAEHHS y3araslbHEHNX
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep

peecmpayitiHo

20
NnocsioYeHHs1

BWMYCK Cepii:

IHTEPHELUHN

nakyBaHHs,
®APMATEH

CA, lpeuis

[AaHvX Npo cuctemy
thapmakoHarnsgy, 3miHa
YMOBHOBaXEHOT 0cobY,
BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
chapmakoHarnsgy;
KOHTaKTHOI ocobu 3
thapmakoHarnsgy 3asaBHUKa
[ANA 3ajiCHEHHS
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YMOBHOBaXEHOT 0cobY,
BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
thapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy). 3miHa
YMOBHOBaXEHOI 0cobu
3asBHVIKa, BifnoBigabHOT
3a (hapmakoHarnsg. fitova
pepakuis: dininosa
NMogmuna, MD / Ludmila
Filipova, MD. lNMponoHosaHa
pepakuis: Hikogemosa
Minocnasa, MD / Miloslava
Nykodemova, MD. 3miHa
KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U
3asBHUKA, BiANOBIAA/IbHOI
3a thapmakoHarnag.

111.

K/IO®AH®

clotrimazol
e

KnoTpuma
30N

GO1AFO
2

KpeMm BariHa/bHui
10% inbulk: no7r
B Ty6i, o 169 Ty6 y
KapTOHHI KopooLli

TOB
"TNEQ®A
PM NTAO"

YKpaiHa

XENTXKEP MNBT

KYCYM

nTp

IHais

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
YTOYHEHHSA HanncaHHsA
ynakoBKu B Hakasi MO3
Ykpainu Ne 298 Big,
09.03.2026 B npoueci
BHECEHHS 3MiH (3MiHu |
TMny - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi
3MiHW) - 3MiHW Y
3aTBEPMAKEHOMY TEKCTi
MapKyBaHHS yNakoBOK
NiKapcbKoro 3acoby ans

UA/20818/02/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
ynakoBok in bulk). Pegakuis
B Hakasi - Mo 7 r npenapary
B Ty6i, no 169 Ty6 y
KapTOHHiI Kopobui. BipHa
pepakuis - no 7 r B Ty6i,
no 169 Ty6 y KapTOHHiIW
KOpooGLii.
112. | KOHKOP® bisoprolol 6iconpono | CO7ABO | TabneTtku, BKpUTI Mepk HimeuuunH Mepk Xenckea Himeuun BHECEHHS 3MiH 0 3a UA/3322/01/01
KOP ny 7 NNiBKOBOKO Xenckea a KraA, Ha/ peecTpavuiiHux maTepianis: peuenmom
dymapar o60s0oHKo, no 2,5 KraA HimeyumHa; ITania 3MiHu | TURY - 3MiHK WoAo
mr; no 10 TabneTok AinbHUUA 6e3nekn/edeKTBHOCTI Ta
y 6nictepi; no 3 BignosigasibHa hapmakoHarnsagy.

6nictepu B
KapTOHHI Kopo6Lyi

3a KOHTPO/b
cepii (koHTposb
CTabifbHOCTI):

Mepk CepoHo

C.n.A., Itanis

BeefeHHst abo 3MiHn [0
y3ara/ibHeHUX faHux npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX
[aHuX nNpo cuctemy
hapmakoHarnagy, amiHa
YMOBHOBaXEHOI 0CO6Y,
BignoBigasibHOI 3a
3[jiiCHEHHS!
thapmakoHarnsgy;
KOHTaKTHOI 0co6u 3
thapmakoHarnsgy 3asaBHUKa
ONs1 30iNCHEHHS
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YMOBHOBaXEHOI 0CO6Y,
BignoBigasibHOI 3a
3[jiiCHEHHS!
hapmakoHarnsgy
(BKIOYAKOUN KOHTAKTHI faHi)
Ta/ab0o 3MiHWN Y PO3MILLEHHI
MacTep-haiina cuctemm
thapmakoHarnagy) 3miHa
KOHTaKTHOT 0CO6U 3asIBHVKA,
BiANOBIAA/IbHOI 3a
thapmakoHarnsg, B Ykpaii.
[litova pepakuin: HazapeHko
BikTopis IBaHiBHa.
MponoHoBaHa pegakuis:
HikiTueHkoBa /10608
IBaHiBHa. 3MiHa KOHTaKTHMX
[aHUX KOHTaKTHOI 0cobu
3asBHVIKa, BigNoBigabHOT
3a (hapmakoHarssg B
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
YKpaiHi
113. | KOHTPUBEH | aprotinin anpoTuHiH | BO2ABO | po3uvH Ans iH'exuii, TOB «®3 YkpaiHa TOB «®3 YkpaiHa BHECEHHS 3MiH 40 3a UA/10355/01/01
1 10 000 KIO/mn; no 1 «CTAOA» «CTAOA» peecTpavuiiHux maTepianis: peuyenmom
M B amnyni; no 5 3MiHn | TURY - 3MiHN 3
amnyn y 6nictepi; no AKOCTI. [0TOBWIA NikapcbKuii
2 6nicTepun y nayuyi 3 3aci6. KoHTposb
KapToHy; No 5 mn B [0MOMDKHMX PEYOBUH. 3MiHa
amnyni; no 5 amnyn y MeTofax BUNpobyBaHHs
y 6nictepi; no 1 [0MNOMDKHOT peyoBUHU
6nictepy B nauui 3 (He3HauHi 3MiHN y
KapTOHY 3aTBEPMKEHNX MeToAax
BUNPO6YBaHb). 3MiHN Y
3aTBEPAKEHOMY METOA|
BMNpPoOYyBaHb AOMOMIKHOT
PEYOoBVHY - HATPIl0 X10pus,
3a NOKa3HUKOM
Mikpob6ionoriyHa unctoTa, a
came BUNyYeHHs
TPUPa3oBoro BigMNBAHHS
MeM6paHHoro inbTpa
06paH1UM po34YNHOM.
114. | KOPOAPOH® | amiodaron | amiogapoH | CO1BDO | po3uuH Ans iH'exuii, TOB YkpaiHa Brpo6HMUTBO, PpaHuin BHECEHHS 3MiH 40 3a He UA/3683/01/01
e rigpoxnop | 1 50 mr/mn; Ne 6: no 3 "CaHoi- nepBuHHE [ Itanisa peecTpauiiHnux maTepianis: peuyenmom | niosse
na, M/1 B amnyni; no 6 ABeHTIC nakyBaHHs, 3MiHu | TUny - 3MiHK Woa0 ae
amnyn B nonimepHux Ykpaina" BTOPUHHE 6e3nekn/edeKTMBHOCTI Ta
YapyHkax y nakyBaHHs, hapmakoHarnsgy. 3miHa y
KapTOHHI KopooLyi MapKyBaHHS, KOPOTKili XxapakTepucTuL,i
aHaniTMyHe nikapcbKoro 3acoby, TeKCTi
BUMPOBYBaHHSA MapKyBaHHS Ta iIHCTPYKL,T

Ta BUNYCK cepiit:

CaHodi BinTpon
IHpacTpia,
®paHuis;

Brpo6HMUTBO,
nepBuHHE
nakyBaHHs,
BTOPVIHHE
nakyBaHHs1,
MapKyBaHHS,
aHaniTuyHe

BUNPOGYBaHHSA

Ta BUNYCK cepiit:
CAHO®I

C.P.N1., ITanisa

AN MeauyHoro
3acTocyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOIO

3BiTYy 3 6e3nekun Nikapcbkoro
3acoby, abo gocnigkeHb 3

6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnapeecTpaviinnii nepiog,
abo K pe3ynbTar OLiHKKN
3BiTY 3 AOCNIAKEHD,
npoBefeHnX BignoBigHO J0
nnaHy negjiaTpuyHnX
npocnigpkeHs (PIP) (3miHy

Y3rO[PKEHO 3 KOMNETEHTHUM

YNOBHOB&XEHUM OpPraHoMm).

3MiHV BHECEHO A0 IHCTPYKLUIT

ANna MeamnyHoro
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3aCTOCYyBaHHS NikapCbKoro
3acoby Ao posainy
"OcobnnBOCTi
3acTocyBaHHA" BiAMNOBIgHO
[0 OHOBJIEHOI iHChopMaL,i 3
6e3nekun Aitoyoi pevyoBuUHU
(amiogapoHy) 3rigHo 3
pekomeHgauisvmm PRAC.
TepMiH BBEAEHHS 3MiH -
npotArom 6 micAuis nicns
3aTBepKeHHs. 3MiHn | Tnny
- 3MiHM Wwoao
6e3nekn/edekTUBHOCTI Ta
hapmakoHarnagy (iHwi
3MiHK). 3MiHM BHECEHO [0
IHCTPYKLUiT 4Nna MeguyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby 3 MeTOW AofaBaHHs
po3ainy
"Micue3HaxomKeHHs
3anBHMKA" Ta [0 TEKCTY
MapKyBaHHS! yakoBKM
nikapcbkoro 3acoby, a came
no n. 11 (HAVMMEHYBAHHS
I MICUE3HAXOXKEHHA
BVPOBHUKA TA/ABO
3AABHVIKA), n. 16
(IHPOPMALLIA, AKA
HAHOCUTbLCA LWPNDOTOM
BPANS) n. 17 (IHLLE)
BTOPVHHOI YNakoBku; Ao n. 6
(IHLWE) nepBuWHHOI
ynakoBkun. TepmiH BBeAeHHS
3MiH - NpPOTArom 6 mMicAuiB
nicnsa 3aTBepkKeHHs

115.

KCUNO-TEBA

xylometaz
oline

KcunomeT
asoniHy
rigpoxnop
na

RO1AAO

cnpeii HazaslbHUiA,
po3unH 0,5 mr/mn;
no10 mny
CKNSAHOMY (hr1akoHi 3
fo3aropom; no 1

dhnakoHy y
KapTOHHI KopooLli

TOB
«TeBa
YKpaiHa»

YKpaiHa

LinbHnuga, ska
Bignosigae 3a
BVMPOGHMLTBO
npenapary in

bulk, nakyBaHHs

Ta BUNYCK cepiii;

LinbHnuga, ska
Bignosigae 3a

KOHTPO/1b AKOCTI:

Mepkne M'vbéX,
HimeyunHa

Himeuun
Ha

BHECEHHSI 3MiH 10
peecTpavuinHMx maTepianis:
3MiHn | TUny - 3MiHM 3
AKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KoHTposib roToBoro
nikapcbKoro 3acoby. 3miHa y
MeTofax BUNpoByBaHHs
roTOBOrO J1iKapCbKOro
3aco6y (iHWi 3MiHK Y
MeTofax BUNpoGyBaHb
(BkNrOYaoum 3amiHy abo

6e3
peuyenma

UA/8161/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

[OOMNOBHEHHS)). 3MiHa
3aTBEPKEHOr0 MeToAy
BUNPOOYBaHHA AN 403K

piAKOro HasanbHOro cnpeto
3a nokasHukom «CepegHili
06’em f03n» 3 D-
00531901(ans
6araTo04030BUX
KOHTeliHepiB E€®) Ha D-
01810901(gns
MDKKOHTEHEepHOro
BUMNPOGYyBaHHA ED).
BeefeHHs 3MiH NpoTarom 6-
TV MicauiB nicas
3aTBEePXEHHSA. 3MiHN | Trny
- 3MiHu 3 siKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKapCbKoro
3acoby. 3miHa y meTofax
BUMNPOOYBaHHA rOTOBOIO
nikapcbKoro 3acoby (iHLi
3MiHM Yy MeTofax
BMNPOGYBaHb (BK/THOYAKUM
3amiHy abo f0MNOBHEHHS)).
3miHa meToay
BMNPOBYBaHHSA
«lpeHTudpikauis, BMicT Ta
yucrota» 3 D-
00412502(BEPX) Ha D-
01810601(YBEPX) agns
po3yBaHHsa 0,5 mr/mn.
BBegeHHs 3MiH npoTsArom 6-
TV MicAUiB nicns
3aTBEPKEHHS.

116.

KCWNO-TEBA

xylometaz
oline

Kcunomet
asoniHy
rigpoxnop
na

RO1AAO

cnpeii HasasIbHUiA,
po3ynH 1 mr/mn; no
10 mMny cknstHomy
dnakoHi 3
fo3aropom; no 1
hnakoHy y
KapTOHHI Kopo6Lyi

TOB
«TeBa
YkpaiHa»

YKpaiHa

LinbHnus, ska
Bignosigae 3a
BMPOGHMLTBO
npenapary in
bulk, nakyBaHHs
Ta BUNYCK cepiii;
LinbHnus, ska
Bignosigae 3a
KOHTPO/Ib SIKOCTI:
Mepkne M'm6X

Himeuun
Ha

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHn | TURY - 3MiHN 3
AKOCTI. [0TOBWIA NikapcbKuii
3aci6. KoHTposb rotToBoro
nNiKapcbKoro 3acoby. 3miHa y
mMeToAax BUNPoGyBaHHSA
roTOBOrO NiKapCbKoro
3aco6y (iHLWi 3MiHN Y
meToAax BUnpobyBaHb
(BKTHOYALOUM 3aMiHy ab0o

[OMNOBHEHHS)). 3MiHa

6e3
peyenma

UA/8161/01/02
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
3aTBEPKEHOTO MeToAy
BUNPOOYBaHHA 415 403K

piAKOro Ha3asibHOro crpeto
3a NoKasHUKOM «CepepHiii
06'em fo3n» 3 D-
00531901(ann
6araTo04030BUX
KOHTeliHepiB EP) Ha D-
01810901(ans
MiKKOHTEiHepHOro
BMNPOGYyBaHHA ED).
BBefeHHA 3MiH NpOTArom 6-
TV MicauiB nicns
3aTBepKeHHs. 3MiHn | Tnny
- 3MiHu 3 KoCTi. FoTOBWMIA
nikapcbkuii 3aci6. KoHTponb
roOTOBOrO /1iKapPCbKOro
3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOro
nikapcbKoro 3acoby (iHwi
3MiHM Y MeTogax
BMNPOGYBaHb (BK/IHOYAOUM
3amiHy abo JOMOBHEHHS)).
3miHa meToay
BUNPOBYBaHHA
«lgeHTudikauis, BMicT Ta
yncrtota» 3 D-
00412502(BEPX) Ha D-
01810601(YBEPX) agns
[o3yBaHHs 0,5 mr/mn.
BeefeHHs 3MiH NpoTarom 6-
TV MicauiB nicas
3aTBEePXEHHSA. 3MiHN | Trny
- 3MiHu 3 siKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKapCbKoro
3acoby. 3miHa y meToax
BUMNPOOYBaHHA rOTOBOrO
nikapcbKoro 3acoby (iHLi
3MiHM Yy MeTofax
BMNPOGYBaHb (BK/THOYAKUM
3aMiHy ab0 JOMNOBHEHHS)).
3miHa meToay
BMNPOBYBaHHSA
«lpeHTudpikauis, BMicT Ta
yucrora» 3 D-
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
00412502(BEPX) Ha D-
01810601(YBEPX) ans
[03yBaHHA 1 mr/mi.
BBefeHHs 3MiH NpoTArom 6-
TV MicauiB nicas
3aTBEPAKEHHS.
117. | NAEH® linezolid niHesonig | JO1XX0 | Tabnetku, BKPUTI TOB YkpaiHa BMPOBHMLITBO, IHgis/ BHECEHHS 3MiH 0 3a He UA/14768/01/01
8 nniBKOBOIO «MNEQDA nepBuHHE YkpaiHa peecTpauiiHux maTepinis: peyenmom | nidnse
060/10HKO10, 1Mo 600 PM NTA» nakyBaHHs, 3MiHu | TUNY - 3MiHK 3 ae
mr, no 4 a6o no 10 BTOPUHHE AKOCTI. [0TOBWIA NikapcbKuii
TabneTtok y 6nictepi, nakyBaHHs, 3aci6. CtabinbHicTb. 3miHa 'y
no 1 6nictepy y KOHTPO/Ib SIKOCTI, TepMiHax npuaaTHocTi abo
KapTOHHI ynakosLi BUMYCK cepil ymoBax 36epiraHHs roToBoro
a6bo nikapcbKoro 3acoby
BUPOBHULTBO (36iN1bLLUEHHS TEPMIHY
npoAaykuii in NpPUAATHOCTI FOTOBOrO
bulk: nikapcbKoro 3acoby) - Ans
KYCYM TOProBOl yrnaxkoBku
XENTXKEP MNBT (nigTBEPAXYETLCA AaHUMU
NTA, Ingjs; peanbHoro yvacy) -
36i/IbLUEHHS TEPMIHY
BTOPVHHE NpUAATHOCTI FOTOBOrO
nakyBaHHs, nikapcbKoro 3acoby Ha
KOHTPO/b AKOCTI, OCHOBI NO3UTUBHUX
BWMNYCK Cepii 3 pesynbTaTis
npoaykuii in [OBroCTPOKOBUX
bulk: pocnimkeHb cTabinbHOCTI Y
TOB peasibHOMY 4aci:
«NEAPAPM 3aTBepaxeHo: TepMiH
NTO», YkpaiHa NpUAATHOCTI - 2 POKK.
3anponoHoBaHo: TepMiH
npuaaTHoOCTi - 3 pokn. 3MiHK
BHECEHO B IHCTPYKLitO A4/1A
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ain
"TepmiH npugaTHoCTI".
BBefeHHs 3MiH NpoTarom 6-
TV MicauiB nicns
3aTBEPKEHHS.
118. | TAEH® linezolid niHesonig; - TabneTkn, BKpUTI TOB YkpaiHa KYCYM IHAain BHECEHHS 3MiH 40 - UA/19804/01/01
NNiBKOBOKO «FNEQ®A XENTXKEP MNBT peecTpaLiiHix maTepinis:
060/10HKO10, 1Mo 600 PM NTA» nTa 3MiHu | TUNY - 3MiHN 3

Mr in bulk: no 4
Tabnetku y 6nictepi;
no 40 6nicTepis y
KapTOHHI kopobuyj;

AKOCTI. [0TOBWIA NikapcbKuii
3aci6. CtabinbHicTb. 3MiHa 'y
TepmiHax npuaaTHocTi abo
ymoBax 36epiraHHsi roTOBOrO
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

no 10 TabneTok y
6nicTepi; no 120
6nicTepiB y
KapTOHHi Kopo6Lyi

nikapcbKoro 3acoby
(36iNbLUEHHS TEPMiHY
NpWAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - ns
TOProBOl yrnaxkoBKu
(niaTBEPOXYETHCA AAHUMU
peasibHOro yacy) -
36iNbLUEHHS TEPMIHY
NpWAATHOCTI FOTOBOrO
nikapcbKoro 3acoby Ha
OCHOBI NO3UTVBHUX
pesynbTaTtis
[OBroCTPOKOBUX
JocnigpKeHb cTabinbHOCTI Yy
peanbHOMY Yaci:
3aTBepaKeHo: TepMiH
NPUAATHOCTI - 2 POKU.
3anponoHoBaHo: TepMiH
nNpuAATHOCTI - 3 POKK.
BBegeHHs 3MiH npoTsArom 6-
TV MicAUiB nicns
3aTBEPKEHHS.

119.

NAMI3NN

terbinafine

Tep6iHadi
Hy
rigpoxnop
na

DO1AE1l
5

Kpem 1% no 15r
a6o 30 r B Ty6i; no 1
Ty6i y KAPTOHHIi
Kopoo6Li

KAPO
XEJICKEA
Ab

LLiBeuis

XaneoH KX
C.a.p.n.

LLiBeliya
pis

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHu | TURY - 3MiHK WoAo
6e3nekn/edeKTBHOCTI Ta

hapmakoHarnagy. 3miHa
yacToTu Ta/abo TepMiHiB
nofAaHHA perynspHo
OHOBJIHOBaHKX 3BITIB 3
6e3nekun Nikapcbknx 3acobis.
3MiHa 4acToTh NoAaHHs
perynsipHoO OHOB/IOBAHOIO
3BITY 3 6e3neKu:
[itoua pepakuis: Yactota
noAaHHA perynspHo
OHOBJIHOBAHOrO 3BiTY 3
6e3neku 5 pokiB. KiHueBa
fJarta Ans BKIOYEHHS JaHuX
[o PO3B - 30.09.2027 p.
[Jata nogaHHs - 29.12.2027
p. MponoHoBaHa peaakuis:

YactoTa nofaHHs
perynsipHo OHOBJIOBAHOIO

3BiTy 3 6e3nekn 3 poku.

KiHueBa gata gis

6e3
peyenma

UA/1005/03/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
BK/IIOYEHHA AaHnx o PO3b
- 30.09.2025 p. faTta
nogaHHa — 29.12.2025 p.
PekomeHgoBaHo 0
3aTBEPXEHHS BiAMNOBIAHO
[0 nepiognyHoCTi NogaHHsA
perynsipHo OHOB/THOBAHNX
3BITiB 3 6€3MeKn SliKkapCbkmx
3aco6iB y EC.
120. | NTAMITOP lamotrigin namotpug | NO3AXO0 | Tabnetku no 25 wmr; TOPPEHT IHAiA TOPPEHT IHAain BHECEHHS 3MiH [0 3a He UA/2915/01/01
e XVH 9 no 10 TabneTtok y PAPMAC ®APMACBIOTIK peecTpauiiH1ux matepianis: peyenmom | nidnse
6nictepi; no 3 bIOTIKAN ANC NTA. 3MiHu | TUNYy - 3MiHK Woa0 ae
6nictepn y C NnTA. 6e3nekn/edeKTNBHOCTI Ta

KapTOHHI Kopo6Lyi

thapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuL,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT
AN MeauyHoro
3acToCyBaHHSA Ha nigcTasi
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6e3nekun Nikapcbkoro
3acoby, abo gocnigkeHb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnapeecTpaviiHnii nepiog,
abo Sk pe3ynbTaT OLiHKK
3BITY 3 AOCNISKEHD,
npoBefeHnX BignoBigHO f0
nnaxy negjiaTpuyHnX
pocnigpkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMNETEHTHUM
YNOBHOB&XEHUM OpPraHoMm).
3MiHV BHECEHO B IHCTPYKL,i10
AN MeauyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby Ao po3ginis
"Oco6nmBocCTi
3actocyBaHHs" Ta "lMobiuHi
peakuii” BignosigHoO A0
OHOB/IEHOI iHhopMaLii LWoao
6e3nekn 3acTocyBaHHs
Lito40i pevyoBuHY 3rigHo 3
pekomeHgauieto PRAC.
TepMiH BBELLEHHS 3MiH
npoTarom 6 Micauis nicns
3arBepKEHHs. 3MiHu | Tuny
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky

ynakoska)

(nikapcbka chopma,

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

- 3MiHM Wwoao
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOpOTKili xapakTepucTui
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLT

AN MeauyHoro
3acToCyBaHHSA
reHepuyHuX/ribpuaHunx/éiono
Ai6HUX Nikapcbknx 3acobis
nicns BHeCEeHHs Tiel camoi
3MiHV Ha pedhepeHTHW
npenapar (3miHa He
noTpebye HafaHHs XXOAHNX
HOBUX J0AATKOBUX AaHUX).
3MiHN BHECEHO A0 IHCTPYKLUT
ANA MeauyHoro
3acToCyBaHHS NiKapcbKoro
3acoby y posginu
"®apmakonorivHi
BnactmsocTi”, "lMokasaHHs",
"MpoTunokasaHHsa",
"B3aemogis 3 iHWMMKn
nikapcbknuMmn 3acobamm Ta
iHWi BUAW B3aemogiin”,

"Ocob6nuBocCTi

3acTocyBaHHA",
"3acTocyBaHHA y nepiof
BariTHOCTi abo rogyBaHHs
rpyaar”, "3aaTtHictb
BN/IMBATW Ha LWBUAKICTb
peakLjii mpy KepyBaHHi
aBTOTpaHcnopToM abo
IHLWNMKW MeXaHi3amamm",
"Cnoci6 3acTocyBaHHS Ta
gosun”, "ditn",
"Mepeno3yBaHHA", "M06IYHI
peakuii" 3rigHo 3
iH(hopMmaieto woao
MeAUYHOI0 3aCTOCYBaHHS
pedhepeHTHOrOo JlikapCbKoro
3acoby (/lamiktan). TepmiH
BBEJEHHS 3MiH NpOTArom 6
MicsyiB nicns
3aTBEPAKEHHS.

121.

NAMITOP

lamotrigin

namotpug

NO3AX0

Tabnetkn no 50 mr;

TOPPEHT

IHais

TOPPEHT

IHais

BHECEHHS 3MiH 10

3a

He

UA/2915/01/02
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
e KUH no 10 TabneTok y PAPMAC PAPMACBHIOTIK peecTpauiiiHix matepianis: peyenmom | nidsnse
6nicTepi; no 3 bHOTIKAN ANC NTA. 3miHu | Tvny - 3MiHK Woao ae
6nictepu y C NTA. 6e3nekn/edheKTUBHOCTI Ta

KapTOHHi Kopo6Lyi

thapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTu,i
niKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLT
ANA MeauyHoro
3aCcTOCyBaHHSA Ha niacTasi
perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6€3Mnekn Nikapcbkoro
3acoby, abo gocnigkeHnb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog,
a60 K pe3ysibTaT OLiHKM
3BITY 3 JOCNIOXEHD,
npoBeAeHrX BignoBigHoO A0
nnaHy negiatpuyHux
pocnigmkenb (PIP) (3Miny
Y3rO[XXEHO 3 KOMNETEHTHUM
YNOBHOB&XEHVM OpraHoMm).
3MiHN BHECEHO B IHCTPYKLilO
ANA MeguyHoro
3acTOCyBaHHS MiKapCbKoro
3acoby Ao po3gainis
"OcobnnBOCTi
3actocyBaHHsA" Ta "Mo6iuHi
peakuii" BiANOBIAHO A0
OHOB/EHOI iHhopMaLi Wwoao
6e3nekn 3acTocyBaHHs
Ljt0Y0T peyoBMHU 3rigHO 3
pekomeHgauieto PRAC.
TepMmiH BBELEHHS 3MiH
npoTArom 6 micsuis nicns
3aTBEPKEHHSA. 3MiHN | Trny
- 3MiHM Wwoao
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOpOTKili xapakTepucTui
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLT
AN MeauyHoro
3acToCcyBaHHSA
reHepuyHuX/ribpuaHnx/éiono
Ai6HUX Nikapcbkux 3acobiB




145

n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

nicns BHeCeHHs Tiel camoi
3MiHM Ha pedhepeHTHUIA
npenapar (3MiHa He
notpebye HagaHHA XOLHUX
HOBUX JOAATKOBUX AaHUX).
3MiHV BHECEHO [0 IHCTPYKUIT
ANna MefuyHoro
3aCTOCyBaHHS NiKapCbKOro
3acoby y po3ginu
"®apMaKonorivHi
BractmsocTi”, "lMoka3aHHS",
"MpoTunokasaHHsa",
"B3aemogis 3 iHWmmMn
nikapcbknMmn 3acobamu Ta
iHWI BMAW B3aemogiin”,
"Oco6nnBocCTi
3acTocyBaHHA",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rofyBaHHsA
rpyaar”, "3aartHicte
BN/IMBATW Ha LWBUAKICTb
peakLii npy KepyBaHHI
aBTOTpaHcnopTom abo
IHLWMMKW MexaHiamamu',
"Cnoci6 3acTocyBaHHA Ta
nosn”, "ditn",
"MepeposyBaHHA", "M0GIYHI
peakuii" 3rigHo 3
iHhopmauieto Wwoao
MeAMYHOro 3acTOCYBaHHS
pedyepeHTHOro Nikapcbkoro
3acoby (/lamiktan). TepmiH
BBEJEHHS 3MiH NpoTArom 6
MicAuiB nicns
3aTBEPKEHHS.

122.

NAMITOP

lamotrigin
e

namotpug,
KUH

NO3AX0
9

Tabnetku no 100 wmr;
no 10 TabneTtok y
6nicTepi; no 3
6nictepn y
KapTOHHI KOpOOL;

TOPPEHT
®APMAC
bIOTIKAN

CNTA.

IHais

TOPPEHT

®APMACBIOTIK

ANC NTA.

IHais

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3miHu | TYny - 3MiHn Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa y

KOPOTKIili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekCTi
MapKyBaHHS Ta iHCTPYKLiT
ANA MeauyHoro
3acTOCyBaHHSA Ha niacTasi
perynsipHo OHOB/IHOBAHOTO

3a
peyenmom

He
nionsie
ae

UA/2915/01/03
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*

3BITY 3 6e3Mnekn Nikapcbkoro
3acoby, abo focnigKeHb 3
6e3nekn 3acTocyBaHHsA
nikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog,
a60 AK pe3ysibTaT OLiHKM
3BiTY 3 AOCNIAKEHD,
npoBefeHnX BigNoBiAHO J0
nnaHy negjiaTpuUyHUX
pocnigxens (PIP) (3MiHy
Y3rOXKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom).
3MiHN BHECEHO B IHCTPYKL,itO
AN MeAuyHoro
3acToCyBaHHS NiKapcbKoro
3acoby Ao po3ginis
"Oco6nuBocCTi
3acTocyBaHHA" Ta "TMo6iyHi
peakuji" BiANoBIAHO A0
OHOBJIEHOI iHhopMaLii Lwoao
6e3nekn 3acTocyBaHHsA
Lito40i pevyoBMHY 3rigHO 3
pekomeHpauieto PRAC.
TepMiH BBEEHHS 3MiH
npotsArom 6 micAuis nicns
3aTBepKeHHs. 3MiHn | Tny
- 3MiHM Wwoao
6e3nekn/edeKkTUBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKili XapakTepucTuL,i
NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT
ANA MeguyHoro
3acTocyBaHHsA
reHepunyYHuX/ribpuagHVx/6iono
Oi6HUX Nikapcbkyx 3acobiB
nicns BHeCeHHs Tiei camoi
3MiHM Ha pedhepeHTHUIA
npenapar (3MiHa He
notpebye HagaHHSA XOLHNX
HOBUX JOAATKOBUX AaHUX).
3MiHV BHECEHO [0 IHCTPYKUIT
AN MeauyHoro
3aCTOCyBaHHS NiKapCbKOro
3acoby y po3ginu
"dapMaKkonorivHi
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BnacTmBocTi", "lMokasaHHs",
"MpoTunokasaHHsa",
"B3aemopis 3 iHLWMMK
nikapcbknMmn 3acobamu Ta
iHWi BUAW B3aemogiin”,
"OcobnnBOoCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaar”, "3aartHicte
BN/IMBATW Ha LIBUAKICTb
peakuii npy KkepyBaHHi
aBTOTPaHCNOPTOM abo
iHWVMK MexaHizmamu”,
"Cnocib 3acTocyBaHHs Ta
posn", "Aitn",
"MepepnosyBaHHs", "MoGiuHI
peakuii” 3rigHo 3
iH(bopMmaLieto woao
MeAMYHOro 3acTOCYBaHHS
pedhepeHTHOro Nikapcbkoro
3acoby (/lamiktan). TepmiH
BBEJeHHS 3MiH NPOTArom 6
MicaLiB nicns
3aTBEPKEHHS.

123.

NADAKCUH®
XR ACIHO

venlafaxin
e

BeHnadak
CUHY
rigpoxnop
na

NO6AX1
6

Tabnetku
NPOSIOHroBaHOI A,
no 150 wmr; no 14
TabneTtok y 6nictepi,
no 2 6nictepun y
KapTOHHIN nayui

[Jekcernb
dapma
TexHonop
Xu3 J1Ta.

13painb

BVMPOGHMLTBO
npogykuii in bulk
Ta BUMycK cepii:
[ekcenb ®apma

TexHonogxu3

n1a., 13paine;

nepBuHHE Ta
BTOPUHHE
naxyBaHHs,

BMNPOOYBaHHSA

KOHTPO/It0
AKOCTI: Jekcens
n1a., 13pains;

BUNPOBYBaHHSA
KOHTPOJIH0 SKOCTI
(mikpobionoriyHu

1 KOHTPO/Ib):

TOB “IHcTuTyT

Xap4oBoi
Mikpo6ionorii Ta
CMNOXMBYMX

I3painL

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edeKTBHOCTI Ta

chapmakoHarnsgy.

BeefeHHst abo 3MiHn [0
y3arasibHeHUX faHux npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX
[aHuX nNpo cuctemy
hapmakoHarnagy, amiHa
YMOBHOBaXEHOI 0COo6Y,
BignoBigasibHOI 3a
3[jiiCHEHHS!
thapmakoHarnsgy;

KOHTaKTHOI 0cobm 3
thapmakoHarnsgy 3asaBHUKa

ONs1 30iNCHEHHS
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YNOBHOBAXEHOI 0Ccoby,

3a
peyenmom

UA/19740/01/01
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(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6U 3asiBHUKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg, B Ykpaii.
3MiHu | TUNYy - 3MiHK Woa0
6e3nekn/edekTUBHOCTI Ta
dhapmakoHarnsgy.
BBegeHHs1 abo 3MiHu A0
y3araslbHeHUX AaHux npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3arasbHEHNX
[AaHvX Npo cuctemy
hapmakoHarnagy, 3miHa
YMOBHOBaXEHOT 0cobY,
BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
chapmakoHarnsgy;
KOHTaKTHOI ocobu 3
thapmakoHarnsgy 3asaBHUKa
[ANA 3ajiCHEHHS
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YMOBHOBaXEHOT 0cobY,
BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
thapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy). 3miHa
YMOBHOBaXEHOI 0cobu
3asBHVIKa, BifnoBigabHOT
3a (hapmakoHarnsg. fitova
pepakuis: Dr Zanna
Sutenko. MNMponoHoBaHa
pegakuisi: Dr Amelie
Baschwitz. 3miHa
KOHTaKTHUX AaHnX

YNOBHOBAXEHOI 0Ccobu,

Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
ToBapis”, BiANOBIAa/IbHOI 3a
I3painb 3[iiCHEHHS
thapmakoHarnsgy
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerlameH | pe4yosUHU ynakoska) uKa HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
BiANOBIAa/IbHOI 3a
dhapMakoHarnsag.
124. | NEBEBPENH | levetiracet | neseTupa NO3AX1 | Tabnetku, BKpUTI TOB Ykpaina yopna Typeuuun BHECEHHS 3MiH 0 3a UA/16365/01/01
am uetam 4 NNiBKOBOKO «YOPN[, MEAMLUNH Ha peecTpauinHMx maTepianis: peyenmom
060/10HKO10, Mo 250 MEANLIA INAY CAH. BE 3miHu | TNy - 3MiHK Woao
mr; no 10 TabneTok H» TIDK. A.LL. 6e3nekn/edekTBHOCTI Ta

y 6nicTepi; no 3 abo
5 6nictepiB y
KapTOHHI KopooLyi

hapMakoHarnsagy.
BHeceHHs abo 3miHa(1) go
3060B'A3aHb Ta YMOB BuAaui
peecTpauinHoro
MOCBIAYEHHS, BKOYaoun
MnaH ynpasniHHA pu3nkamu
(iHWi 3MiHW). 3asBHUKOM
HafiaHo OHOBMIEHWiA MnaH
ynpaBniHHA pusnkamu
Bepcis 2.4 3MiHM BHECEHO
[0 YacTuH: | «3arasibHa
iHchopMmalLisi npo nikapcbkuii

(i) 3aci6 (3acobu)» II
«Cneuudpikauisi 3 6e3nekm»

Il «MnaH 3
hapmakoHarnsgy
(BKHOYAKOUN
nicnsipeecTpauiini
[ocnipkeHHs 3 6esnekn)» IV
«[lMnaHn wopao
nicnsapeecTpauiiHnx
pocnigpkeHb eqpeKTMBHOCTI»
V «3axoay 3 MiHimi3awji
py3KnKIB (BKTHOYAKOUM OLLIHKY
ehekTnBHOCTI 3axopiB 3
MiHimi3aLii pu3mkiB)»

VI «Pe3tome nnaHy
ynpasniHHA pusmkamu» VI
«[opatkn» (gopatkm 1-8) y

3B'AA3KY 3 OHOB/IEHHAM
cneundikauii 3 6esneku
Ait040i peYoBYHN
neseTupaleTam BignosigHO
[0 aKTyanbHoi pedpepeHTHOI
iHchopmawii, a Takox y
3B'AA3KY i3 3MiHOO hopmaty
BiANOBIAHO A0 BUMOT
Evaluation Guidance on the
format of the risk
management plan (RMP) in
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Ha3sa*
the EU —in integrated
format. 31 October 2018
EMA/164014/2018
Rev.2.0.1 accompanying
GVP Module V Rev.2
Human Medicines). Pe3tome
Mnany ynpasniHHA
pu3nkamu Bepcia 2.4
[0Aa€eTbeA
125. | NEBEBPEWH | levetiracet | nesetupa NO3AX1 | TabneTtku, BKpUTI TOB Ykpaina yopna Typeuun BHECEHHS 3MiH 0 3a UA/16365/01/02
am uetam 4 NNiBKOBOKO «YOPN[, MEANLUNH Ha peecTpauiiH1ux matepianis: peyenmom
060/10HKO10, 1Mo 500 MEANLNA IAY CAH. BE 3MiHu | TUNYy - 3MiHK Woa0
mr; no 10 TabneTok H» TIDK. A.LL. 6e3nekn/edekTMBHOCTI Ta

y 6nictepi; no 3 abo
5 6nictepiB y
KapTOHHI KOpOOL;

dhapmakoHarnsgy.
BHeceHHs abo 3miHa(v1) o
30608B'A3aHb Ta YMOB Bugaui
peecTpauiiHoro
NOCBIAYEHHS, BKIOYaoun
MnaH ynpasniHHSA pu3nkamm
(iHWi 3MiHW). 3asBHNKOM
HafaHo OHOBMEHWIA MnaH
ynpaBniHHA pu3nKamu
Bepcis 2.4 3MiHM BHECEHO
[0 YacTuH: | «3arasibHa
iHchopmauis npo nikapcbkuii

(i) 3aci6 (3acobm)» Il
«Cneuungikauin 3 6e3nekn»

Il «MnaH 3
thapmakoHarnsgy
(BKKOYarOUM
nicnspeecTpauiini
LOCTimHKeHHs 3 6e3nekun)» IV
«MnaHu wopo
nicnapeecTpauiiHix
[ocnigpKeHb eheKTUBHOCTI»
V «3axoau 3 MiHiMi3awi
pY3KKiB (BKIHOYAKOUN OLLIHKY
ehekTBHOCTI 3axopiB 3
MiHiMi3aLii pu3ukis)»

VI «Pe3tome nnany
ynpaBniHHA pusnkamu» VI
«[Jopatkm» (fopatkun 1-8) y

3B’A3KY 3 OHOBJIEHHAM
cneuudikaujii 3 6e3neku
Lit040i pevoBUHU
fieBeTmpavleTam BignoBigHO
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

[0 aKTyasnibHOT pedyepeHTHOI
iHchopmawii, a Takox y
3B'AA3KY i3 3MiHOO hopmaty
BIZANOBIAHO A0 BUMOT
Evaluation Guidance on the
format of the risk
management plan (RMP) in
the EU —in integrated
format. 31 October 2018
EMA/164014/2018
Rev.2.0.1 accompanying
GVP Module V Rev.2
Human Medicines). Pestome
MnaHy ynpasniHHA
pu3nkamu Bepcis 2.4
AofaeTben

126.

NEBEBPEVH

levetiracet
am

neBeTnpa
Letam

NO3AX1
4

TabneTkn, BKpUTI
nniBKOBOIO
060/10HKOO, MO
1000 wr; no 10
Tabnetok y 6nictepi;
no 3 a6o 5 6nictepis
Y KapTOHHIlA Kopoobui

TOB
«YOPN[,
MEOMLN

H»

YKpaiHa

YOPN[,
MEAVLIVH
INIAY CAH. BE
TIDK. A.LL.

Typeyun
Ha

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edeKTBHOCTI Ta

chapmakoHarnsgy.
BHeceHHs abo 3miHa(v1) oo

30608B'A3aHb Ta YMOB Bugaui
peecTpauiiiHoro
NOCBI4YEHHS, BK/IOYAOUn
MnaH ynpasniHHA pu3nkamu
(iHWi 3MiHW). 3asBHUKOM
HaZaHo OHOBeHWiA MnaH
ynpaBsAiHHA pUsnkamu
Bepcisa 2.4 3MiHN BHECEHO
[0 YacTuH: | «3aranbHa
iHchopmaLis npo nikapcbkuii
(i) 3aci6 (3acobu)» II
«Cneuundikauis 3 6e3nekn»
Il «lMnaH 3
thapmakoHarnsgy
(BKkO4aOuM
nicnspeecTpauiiHi
nocnigpkeHHs 3 6esnekn)» IV
«[naHv wopao
nicnsapeecTpauiiHix
pocnimkeHb eqpeKTUBHOCTI»
V «3axoam 3 MiHimizawi
pY3NKIB (BK/HOHYAKOUU OLLIHKY
e()eKTUBHOCTI 3ax0/iB 3
MiHimi3aLii pu3mnkis)»

3a
peyenmom

UA/16365/01/03
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3aco6y HerlameH | pe4yosUHU ynakoska) uKa HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
VI «Pe3tome nnaHy
ynpasniHHA pusmkamu» VI
«[opaTkn» (pogatku 1-8) y
3B’'AI3KY 3 OHOBJIEHHAM
cneuudikauii 3 6e3neku
LYol pevoBUHU
neseTupaleTam BiAnNoBigHO
[0 aKTyanbHoi pedpepeHTHOI
iHbopmaLii, a Takox y
3B'A3KyY i3 3MiHOO chopmary
BiANOBIAHO 40 BUMOT
Evaluation Guidance on the
format of the risk
management plan (RMP) in
the EU — in integrated
format. 31 October 2018
EMA/164014/2018
Rev.2.0.1 accompanying
GVP Module V Rev.2
Human Medicines). Pe3tome
MnaHy ynpasniHHA
pvi3vikamu Bepcisa 2.4
[0Aa€ETbCA
127. | NEBEPET levonorg nesoHopre | GO3AAO | TabneTku, BKpUTI 3eHTiBa, Yecbka KOHTPO/Ib SIKOCTI, IcnaHis BHECEHHS 3MiH 0 3a UA/15001/01/01
MIHI estrel ctpenyta | 7 nNiBKOBOKO K.C. Pecny6nik BUPOBHULTBO peecTpauinHMx maTepianis: peyenmom
and eTuHinect o060/10HKo10, 0,10 a roToBOro 3miHu | TYny - 3MiHn Woao
ethinyles | pagion mr/0,02 wmr; no 21 npoAayKty, 6e3nekun/eekTBHOCTI Ta
tradiol Tabnetui B 6nicTepi; nakyBaHHs1, hapmakoHarnsgy.
nol,3ab6ono6 BUMYCK Cepii: BBefeHHst abo 3MiHU fo
6nictepis B Nab6opaTtopioc y3ara/ibHeHNX AaHux rnpo
KapTOHHI KOpOOL; JleoH ®apma, cuctemy chapmakoHarnsgy
C.A., IcnaHis; (BBEAEHHSA y3arasibHEHNX
MiKpOGiONorivyHM [aHux nNpo cuctemy
1 KOHTPO/Ib: hapmakoHarniagy, amiHa
NNTABOPATOPIO YMOBHOBaXeHOT 0cobw,
EUEBAPHE, BignoBiganbHOI 3a
C.A., IcnaHis; 3[iICHEHHS
anbTepHaTuBHa dhapmakoHarnsgy;
LinsiHKa KOHTaKTHOT 0co6u 3
BTOPUHHOTO hapmakoHarnsgy 3asBHUKa
nakyBaHHs: TOB 0N 30iCHEHHS
MaHaHTian thapmakoHarnsagy B Ykpaii,

IHTerpa, IcnaHis;

anbTepHaTuBHa
LinsiHKa

AIKLLIO BOHA BigMiHHa Bif,
YMOBHOBaXeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
BTOPVHHOTO hapmakoHarnsgy
nakyBaHHs: (BKHOYAKOUN KOHTAKTHI faHi)
ATAIC ®APMA, Ta/ab0o 3MiHWN Y PO3MILLEHHI
C.J1., Icnanis macTep-chaiina cuctemm
thapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U
3asBHUKA, BiANOBIAA/ILHOI
3a thapmakoHarnag.
[itova pepakuis: dininosa
NMogmuna, MD / Ludmila
Filipova, MD. NMponoHoBaHa
pepakuis: Hikogemosa
Minocnasa, MD / Miloslava
Nykodemova, MD. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXeEHOI 0co6u
3as1BHMKA, BifnoBigasibHOI
3a hapmakoHarnag,.
128. | NNEFTKONAKC macrogol Makporon AO6AD1 | nopoLuok Ans MAT YkpaiHa MAT Ykpaina/ BHECEHHS 3MiH 0 6e3 UA/15646/01/01
5 Opas1bHOro PO34UHY "Kuismegn "KniBmegnpenap | CnoseHi peecTpauiiHnx maTepianis: peyenma
no 4,0 r; BUpo6bHuk penapat" at", A 3MiHK | TUNY - 3MiHK 3
MAT YKpaiHa, AKOCTI. [0TOBWIA NikapcbKuii
"KviBmegnpenapat": TOB 3aci6. 3MiHM Yy BUPOOHULITBI.
no 4 r B nakeri- «MAPIOAPM>, 3amiHa abo BBeAEHHS
cauwe; no 4 a6o 10 CnoBeHis [04AaTKOBOT AiNbHULI

abo 20 nakeTis-
calle y nauui; no
150 r y 6aHuj; no 1
6aHLUj 3 MipHOO
JIOXKKOIO B nauuj.
Bupo6Huk TOB
«MAPIDAPM»: no 4
I B NakeTi-calue; no
4 a6o 10 a6o 20
naketiB-calle y
nauuj

BMPOGHMLITBA A/15 YACTUHM
ab0 BCbOro BUPO6GHUYOro
npoLiecy rotosoro
nikapcbKoro 3acoby
(ginbHULA oNsA NEPBUHHOTO
nakyBaHHs1) BBELEHHS
[04aTKOBOro BUPOGHYMKa
TOB "MAPI®APM",
CnoBeHis, Lo Bignosigae 3a
nepBuHHe nakyBaHHSA. [4ns
3anpornoHoBaHoro
BMPOGHMKA BBOASATHCSA
ynakoBku: no 4,0 r abo no 10
I NOPOLLKY Y nakeTi-calue, no
4 abo 10, abo 20 nakeTis
caule B nayui. BeegeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepipkKeHHs. 3MiHu
| Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbkunii 3aci6.
3MiHN Yy BUPOGHMLTBI.
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*

3amiHa abo BBeAEHHSA
[04aTKOBOI Ai/TbHUL
BMPOGHMLITBA A5 YACTWUHM
ab0 BCbOro BUPOGHMYOro
npoLiecy rotoBoro
nikapcbkoro 3acoby
(BinbHWUA, Ha Akl
NpoBOAATLCA Oy Ab-AKi
BUpOGHUYI cTagji, 3a
BUHATKOM BUMYCKY Cepil,
KOHTPO/O AKOCTI,
NepBUHHOTO Ta BTOPYHHOIO
nakyBaHHs, 415
HeCTepUsIbHNX NiKapCbKnX
3acob6iB) BBeZleHHS
[04aTKOBOrO BUPOOHUKA
TOB "MAPI®PAPM",
CnoBeHis, WO BignoBigae 3a
BMpO6HMLUTBO MN3. AnA
3anporoHoOBaHoro
BMPOGHMKa BBOAATLCA
ynakosku: no 4,0 r a6o no 10
I NOPOLUKY Y nakeTi-calue, no
4 a6o 10, abo 20 nakeTiB
calle B nayui. BeefeHHs
3MiH NpPOTArom 6-Tu MicsLiB
nicnsa 3aTBepAXeHHs. 3MiHN
| Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6.
3MiHW Y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHOTbCSl BUMYCKY Cepii Ta
KOHTPO/10 SKOCTi FOTOBOTO
nNikapcbkoro 3acoby (3amiHa
abo gogaBaHHA BUPOOHNMKA,
LLlo BiAMNOBIAAE 3a BBE3EHHSA
Ta/abo BMnycK cepii) -
Bkitouatoun
KOHTPOb/BUNPOGYBAHHS
cepii. BBeeHHsA
[0[aTKOBOro BUPOGHYMKA
TOB "MAPI®APM",
CnoseHis, LWo Bignosigae 3a
KOHTPO/Ib Ta BUMYCK cepil
'N3. Ana 3anpornoHosBaHoro
BMPO6HMKA BBOASATHCS
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

ynakoBku: no 4,0 r a6o no 10
I NOPOLUKY Y nakeTi-caiue, no
4 a6o 10, abo 20 nakeTiB
catle B nayi. 3miHn
BHECEeHIi [0 iHCTPYKUiT Ans
MeANYHOro 3acTOCYBaHHS
LL0A0 BBEAEHHS
[0[aTKOBOro BUPOOHYMKa [0
po3ginis "BMpo6HUK",
"MicLe3HaxoMKeHHs
BMPOGHMKa Ta agpeca Micus
NpoBaXeHHS 1ioro
AisnbHoCTI", "YnakosKa", sk
HacnifokK - 3aTBEPAKEHHS
TEKCTY MapKyBaHHSA A/1A
LbOro BUpobHMKa. BBeaeHHs
3MiH NpOTArom 6-Tu MicsLiB
nicnsa 3aTBepAXeHHs. 3MiHN
| Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbKnii 3aci6.
3MiHU Y BUPOGHMLTBI.
3amiHa abo BBeAEHHSA
[04aTKOBOI AifTbHUL
BMPOGHMLITBA A5 YACTWUHM
ab0 BCbOro BUPOGHMYOro
npoLiecy rotoBoro
nikapcbkoro 3acoby
(ainbHULA ONA BTOPUHHOMO
nakyBaHHS1) BBELEHHS
[04aTKOBOro BUPOGHYMKa
TOB "MAPI®APM",
CnoBeHis, Wo Bignosigae 3a
BTOPWHHE nakyBaHHA. [ns
3anpornoHoBaHoro
BMPOGHMKa BBOAATLCA
ynakoBku: rno 4,0 r abo no 10
I NOPOLLKY y NakeTi-caLle, no
4 abo 10, abo 20 nakeTis
caule B nayui. BeegeHHs
3MiH NPOTArom 6-Tn Micauis
nicns 3aTBepApKeHHs. 3MiHu
| TNy - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi
3MiHuM). 3MiHM BHECEHI [0
TEKCTY MapKyBaHHSi
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uKa HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
yMakoBKMN NiKapCbKoro
3acoby. BBegeHHs 3MiH
NPOTArom 6-Tv MicALiB nicns
3aTBEPKEHHS.
129. | NNIEFTKONAKC macrogol nonietune | AO6AD1 | nopowlok gns MAT YkpaiHa MAT YkpaiHa/ BHECEHHS 3MiH 0 6e3 UA/15646/01/02
HrAiKOMb 5 OpasIbHOro PO34YUHY "Kuismegn "Kuismegnpenap | CnoBeHi peecTpavuiiHux maTepianis: peyenma
(maxporon no 10,0 r; BUpO6HWK penapat” ar", A 3MiHW | TUnYy - 3MiHK 3
) 4000 MNAT YkpaiHa; AKOCTI. [0TOBWIA NikapcbKuii
"KuiBmegnpenapat": TOB 3aci6. 3MiHU Y BUPOGHULLTBI.
no 10 r B nakeTi- «MAPI®PAPM», 3amiHa abo BBeAEHHS
cawe; no 4 a6o 10 CnoBeHis [04aTKOBOI AifTbHUL

abo 20 nakeTis-
calle y nauuj; no
300 r y 6aHui; no 1
6aHLi 3 MipHOtO
JIOXKOIO B naul.
Brpo6Huk TOB
«MAPIPAPM>»: no
10 r B nakeTi-calue;
no 4 a6o 10 a6o 20
nakertiB-cawle y
navui

BMPOGHMLTBA A/151 HACTWUHM
ab0 BCbOro BUPOGHMYOro
npoLiecy rotoBoro
niKkapcbKoro 3acoby
(AinbHUUA ANA NEPBUHHOIO
nakyBaHHs1) BBELEHHS
[04aTKOBOro BMPOGHYMKa
TOB "MAPI®APM",
CnoBeHis, Wo Bignosigae 3a
nepBUHHe nakyBaHHS. [Ans
3anpornoHOBaHOro
BMPOGHMKa BBOAATLCA
ynakoBku: rno 4,0 r a6o no 10
I NOPOLLKY y NakeTi-calue, no
4 abo 10, abo 20 nakeTis
caule B nayui. BeegeHHs
3MiH NPOTArom 6-Tn Micsuis
nicns 3aTBeppKeHHS. 3MiHu
| TMnNYy - 3MiHKU 3 AKOCTI.
[oTOBWIA Nikapcbknit 3aci6.
3MiHU Y BUPOGHMLTBI.
3amiHa abo BBeAEHHS
[04AaTKOBOT AiNbHULI
BMPOGHMLITBA A/15 YACTUHM
ab0 BCbOro BUPO6GHUYOro
npoLecy rotoBoro
nikapcbKoro 3acoby
(AinbHUUSA, Ha SAKIR
npoBOAATLCA Oy Ab-AKi
BMPOGHUUI cTagii, 3a
BUHATKOM BUMYCKy Cepil,
KOHTPO/O SIKOCTI,
NepPBUHHOTO Ta BTOPVHHOIO
nakyBaHHs1, Ans
HEeCTepU/IbHUX NiKapCbKMX
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3ac06iB) BBEJEHHSA
[0[aTKOBOro BUPOOHYMKa
TOB "MAPI®APM",
CnoseHis, LWo Bignosigae 3a
BMPOGHMUTBO MN3. Ana
3anpornoHoBaHoro
BMPOGHMKA BBOAATLCSA
ynakoBku: no 4,0 r abo no 10
I NOPOLLKY Y nakeTi-calue, no
4 abo 10, abo 20 nakeTis
cauwle B nayui. BeegeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepipkKeHHs. 3MiHu
| Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOBGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHTbCS BUMYCKY cepil Ta
KOHTPOIO SIKOCTi FOTOBOro
nikapcbkoro 3acoby (3amiHa
abo fofaBaHHS BUPOGHUKA,
LLIO BIAMNOBIAAE 3a BBE3EHHS
Ta/abo BMnycK cepii) -
Britouatoun
KOHTPO/b/BUNPOBYBaHHSA
cepii. BBegeHHs
[04aTKOBOro BUPOGHYMKa
TOB "MAPI®PAPM",
CnoBeHis, Wo Bignosigae 3a
KOHTPONb Ta BUMYCK cepil
'N3. Ana 3anponoHoBaHoro
BMPOGHMKa BBOAATLCA
ynakoBku: rno 4,0 r a6o no 10
I NOPOLLKY y NakeTi-caLle, no
4 abo 10, abo 20 nakeTis
calle B nauui. 3miHu
BHeCeHIi 0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHS
00 BBEAEHHS
[0[aTKOBOTO BUPOOHUKA [0
po3ginis "BupobHuK",
"Micue3HaxomKeHHs
BMPOGHMKaA Ta agpeca Micus
NPOoBaXEHHS 1ioro
OisnbHOCTI", "YnakoBka", Ak
HacnifokK - 3aTBepAKEHHS
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

TEKCTY MapKyBaHHs 4715
LibOro BUpo6Huka. BeeaeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepipkKeHHs. 3MiHu

| Tuny - 3MiHK 3 AKOCTI.

[oTOBWIA Nnikapcbkuii 3aci6.
3MiHN Y BUPOGHULTBI.
3amiHa abo BBeAEHHSI
[04aTKOBOT AiNTbHUL
BUPOGHMLTBA /151 HACTWHM
ab60 BCbOro BMPOGHMYOro
npoLiecy rotoBoro
nikapcbKoro 3acoby
(ainbHULSA ON18 BTOPUHHOIO
nakyBaHHs1) BBEEHHS

[04aTKOBOrO BUPOOHUKA

TOB "MAPI®APM",
CnoBeHis, WO BignoBigae 3a
BTOPVHHE NakyBaHHA. [nA
3anporoHoOBaHoro
BMPOGHMKa BBOAATLCA
ynakosku: no 4,0 r a6o no 10
I NOPOLUKY Y nakeTi-calue, no

4 a6o 10, abo 20 nakeTiB

calle B nayui. BeefeHHs
3MiH NpPOTArom 6-Tu MicsLiB
nicnsa 3aTBepAXeHHs. 3MiHN

| TMny - 3MiHK Woao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy (iHwi
3MiHW). 3MiHV BHECEHI A0
TEKCTY MapKyBaHHs
yNaKkoBKM NikapCbKoro
3acoby. BeegeHHs 3MiH
npoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS.

130.

NIJA3A-
CTAJA

hyaluronid
ase

riaslypoHig,
asa
(oTpymaHa
3
CiM'HUKIB
BeINKOI
poraroi
Xy[o6w)

BOGAAO
3

NOPOLLIOK ANA
PO34YUHY ANS iH'EKLi
no 64 Of; 5
hnakoHiB 3
MOPOLLKOM Y
6nictepi; no 2
6nictepy y nauui 3
KapTOHY

TOB «®3
«CTALA»

Ykpaina

TOB «®3
«CTALA»

Ykpaina

BHECEHHS 3MiH [0
peecTpauiiH1ux matepianis:
3MiHu | TUnNy - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbKuii
3aci6. KoHTposb
[LOMOMDKHUX PEYOBUH. 3MiHa
y MeToax BunpobyBaHHSA
[0MOMDKHOT PEYOBUHMN
(He3HauHi 3MiHN Y
3aTBEPKEHUX MEeToAax

3a
peyerimom

UA/5773/01/01
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Hassa

MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
BMNPOoOGYBaHb). BunyyeHHs
AeTaizauii onncy MeToankn
KOHTPOJ0 AONOMDKHOT
peyoBuMHY "HaTpito xopuay"
3a NOKa3HUKOM
"MikpobionoriyHa uicToTa"
BignosigHo fo sumor Y
2.6.12.
131. | NMIBOMAK 600 | linezolid niHe3onig, JO1XX0 TabneTku, BKPUTI Makneoac IHais Makneopc IHais BHECEHHS 3MiH 0 3a UA/9086/01/01
8 naiBKOBOIO dPapmach PapmacboTuKasl peecTpauiiHnx matepianis: peyenmom
060s10HKO0 Nno 600 I0TUKasIC c Nimiteq 3MiHn | TUny - 3MiHM 3
Mr; N0 4 TabneTkn y NimiTen AIKOCTi. FOTOBWMIA Nikapcbkuii
cTpuni; no 1 ctpuny 3aci6. 3MiHVM Y BUPOOHULITBI.
Y KapTOHHiIl 3miHa po3mipy cepil
ynakosLi; no 10 (BKNOYatoumM gianasoH
TabneTok y cTpuni; po3mipy cepii) roToBOro
no 1 a6o 6, a6o 10 nikapcbKoro 3acoby
CTPUNIB Y KApPTOHHIi (36inbLeHHs fo 10 pasis
ynakoBLi MOPIBHAHO i3 3aTBEPAXEHUM
pO3MipoM) BBEAEHHS
[0[aTKOBMX PO3MipiB cepil
nikapcbkoro 3acoby— 120
000 Tabnetok, 570 000
TabneTok A0 BXe iCHYUYMX
po3mipis cepii 100 000
Tabnetok, 240 000
TabeTok.
132. | NIMICTVH 20 atorvastati | atopsacta | C10AAQ | TabneTku, BKpUTI AHaHTa Benuka ApTtypa IHais BHECEHHS 3MiH 0 3a He UA/11037/01/02
n TVH 5 NNiBKOBOKO Megikeap BpuTtaHis PapmacboTikau peecTpauiiHnx maTepianis: peuyenmom | niosse
KasibLito 06010HKO10, No 20 nra. 3 MeT. /174 3MiHu | THny - ae

mr; no 10 TabneTtok
y 6nictepi; no 3
6nictepu y Kopobui

AAMIHICTPaTUBHI 3MiHN.
BunyyeHHsi BUPO6HUYOI
OinbHULI (BKIHOYaoUn
AinbHuui ana Adl,
NPOMIKHOrO NPoAyKTy abo
rOTOBOrO J1iKapCbKOro
3acoby, AinbHuui Ans
NpoBefleHHs NaKyBaHHS,
BUPOGHMKA,
BiANOBIA&/IbHOrO 3a BMMNYCK
cepiid, Mmicue nNpoBefeHHs
KOHTPONIO cepii) abo
nocTtavasnbHviKa BUXIiAHOTO
matepiany, peareHty abo
[0MNOMDKHOT peyoBUHU
(SIKLL0 3a3HAYEHO Y 10CLE).
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n/n

JliKapcbK0O20
3acoby

Ha
HernameH
mosaHa
Has3sa*

MixxHapoo

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep

peecmpayitiHo
20

nocsioYyeHHs1

133.

NIMICTUH 40

BunyyeHHs BUPOGHMKa
rOTOBOrO J1iKapPCbKOro
3acoby MapkcaHc ®apma
nTa., Hajs.
3MiHN BHECEHO B IHCTPYKLilO
ANA MeguyHoro
3aCcTOCYyBaHHS NikapCbKoro
3acoby, a came y 3B'A3Ky i3
BU/TYYEHHAM BUPOOHYMKa
MapkcaHc ®apma Jita,.,
IHais — BigNOBIAHO
BWYYEHHS IHCTPYKLT AnA
MeAUYHOI0 3aCTOCYBaHHS
nikapcbkoro 3acoby Ta
TEKCTY MapKyBaHHs
ynakoBOK NSt
BULLE3a3Ha4YeHoro
BUPOGHMKa. BBeAEeHHS 3MiH
npotArom 3-x MicsAuiB nicns

atorvastati
n

aTopBacTa
TUH
KaUTbLito

C10AAO0

y 6nicTepi; no 3
6nicTepu y kopobu,

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKo10, No 40
Mr; no 10 TabneTok

AHaHTa
Megikeap
nro.

Benvka
BpuTanis

ApTypa
dapmacbloTikan
3 M.T. /114,

IHais

3aTBEPAKEHHS
BHECEHHS 3MiH 0
peecTpavuinHMx MaTepianis:
3MmiHu | TNy -
AMIHICTPaTVBHI 3MiHW.
BunyueHHsi BUPO6HUYOI
AinbHUUI (BKIOYaoum
AinbHuui ansa Adl,
NPOMIXHOr0 NPOAYKTY abo
roTOBOrO /iKapPCbKOro
3acoby, AinbHuLi Ans
NPOBefEHHS NaKyBaHHS,
BMPOGHKIKa,
BiANOBIAA/ILHOIO 3a BUMYCK
cepiii, micue npoBefeHHs
KOHTpO/o cepii) abo
noctayanbHUKa BUXifHOro
maTtepiany, peareHty abo
[0MOMDKHOT PEYOBUHN
(AKLLO 3a3HAYEHO Y [10CbE).
BunyyeHHs BUPOGHMKa
roTOBOrO /iKapPCbKOro
3acoby MapkcaHc ®apma
nTa., Hgjs.
3MiHN BHECEHO B IHCTPYKLil0
AN MeauyHoro

3aCTOCYBaHHS NiKapCbKOro

3a
peyenmom

He
nionsie
ae

UA/11037/01/03
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uKa HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
3acoby, a came y 3B'A3Ky i3
BUJTYYEHHAM BUPOOHYMKA
MapkcaHc ®apma /1T4,,
IHAjA — BignoBigHO
BW/TYYEHHS IHCTPYKUiT Ans
MeANYHOro 3acTOCYBaHHS
nikapcbkoro 3acoby Ta
TEKCTY MapKyBaHHs
ynakoBOK NSt
BYLLie3a3HAYEHOr0
BMPO6HUKa. BBEAEHHS 3MiH
npoTArom 3-X MicsALis nicas
3aTBEPAKEHHS
134. | NOPAIPEHC Benzydam | 6eHsugami | AOLADO | cnpeii gnsi poToBoi T30B YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH 0 6e3 UA/20819/01/01
ine HY 2 NOPOXHWHKN 1,5 "Mpeactas YKpPaiHCbKO- peecTpauiiHux maTepianis: peyenma
hydrochlor | rigpoxnop mr/mn; no 30 mny HULTBO icmaHcbke 3MiHn | TNy -
ide na, nonieTuIeHoBOMy BAYM nignpYeEMCTBO Y AAMIHICTPaTUBHI 3MiHN.
KOHTElHepi 3 PAPM dopmi 3MiHa HaliMeHyBaHHsI
KPWLLKOIO Ta rMBX" ToBapucTBa 3 Ta/abo agpecu micus
KOBMa4yKkoM B obMexeHoto NPOBaXEHHS fiANbHOCTI
KOMMNNEKTi 3 BignoBigabHICT BUpO6HMKa/iMnopTepa
MPUCTPOEM A/1A 10 "Cnepko roTOBOrO J1iKapCbKOro
pO3nNuoBaHHA Y Ykpaina" 3acoby, BKIoYaun
nauui 3 KapToHy (NOBHMIA LYKN OinbHULI BUNYCKY cepii abo
BMPOOHMLITBA, MiCLie NpoBeAeHHS
BUMYCK Cepii; KOHTPOJO SIKOCTi.
KOHTPONb ([isNbHICTb, 3a Ky
SIKOCTI) BignoBigae

BMPOGHUK/iMNopTep, He
BK/IO4A0UM BUMYCK CEpild).
YTOUHeHHS agpecu Micua
NPOBaXEHHS Ais/IbHOCTI
BMpo6Huka M3y po3aini

3.2.P.3.1. Bupo6HuK(»).

3MmiHu | TNy -

AOMIHICTPaTVBHI 3MiHW.

3MiHa HalimeHyBaHHS

Ta/abo agpecu micus
NPOBaPKEHHSA AiSNIbHOCTI

BMpO6HMKa/iMnopTepa

roTOBOrO /iKapPCbKOro

3acoby, BKIOYaun
AiNbHULI BUNYCKy cepii abo
MicLie NpoBeAeHHSA
KOHTPO/O AKOCTI.

(gisnbHICTb, 3a AKy
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep

peecmpayitiHo

20
NnocsioYeHHs1

Bignosigae
BMPOGHMK/iMnopTep,
BK/IO4AK0UM BUMYCK CEpild).
3MiHa agpecu micus
NpoBaKeHHS BUPOOHMKA
N3y po3gaini 3.2.P.3.1.
Brpo6HMK(1). 3MiHK
BHECEHO B iHCTPYKL,il0 AnA
MeAMYHOro 3acTOCYBaHHS
niKapcbKoro 3acoby y po3ain
"Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca Micus
NpoBaXeHHS 1ioro
LisNbHOCTI" 3 BignoBigH1MK
3MiHamMu B TEKCTI
MapKyBaHHS YNakoBOK.
BBegeHHs 3MiH npoTsarom 6-
TV MicAUiB nicns
3aTBEPAKEHHS

135.

NOPTYM

Benzydam
ine
hydrochlor
ide

6eH3naami
Hy
rigpoxnop
na

AO01ADO
2

cnpeii gns poToBoi
NOPOXHWHKN 1,5
mr/mn; no 30 mn abo
35mny
nonieTuneHosomy
KOHTeliHepi 3
KPULLIKOIO Ta
KOBMa4ykoM B
KOMM/IEKTI 3
NPUCTPOEM [N1AA
pPO3nuoBaHHA y
nauj 3 KapToHy

CninbHe
YKpaiHCbK
o-
icnaHcbke
nignpuemc
TBO
"Cnepko
YkpaiHa"

YKpaiHa

CnifnbHe
YKpPaiHCbKO-
icnaHcbke
niagnpveEMCTBO
"Cnepko
YkpaiHa"
(MOBHWIA LMKN
BMPOOHULTBA,
BUMYCK Cepil;
KOHTPO/b
AKOCTI)

YkpaiHa

BHECEHHS 3MiH O
peecTpavuiiHux maTepianis:
3MiHn | TURY - 3MiHN 3
AKOCTI. [0TOBWIA NikapcbKuii
3aci6. Cucrema
KOHTelHep/3aKynoptoBabHu
1 3aci6. 3MiHa po3mipy
yNakoBKW rOTOBOrO
nikapcbKoro 3acoby (3miHa
Macwu/o6'eMy BMICTY
KOHTeliHepa
6araTo030BOr0 JliKapCbKOro
3acoby ans
HenapeHTepasibHOro
3acTocyBaHHs (abo
OfHOA,030BOT0, YaCTKOBOrO
BUKOPUCTaHHS))
BBefeHHA [04aTKOBOTO
06’eMy BMICTYy KOHTelHepa —
no 35 M. 3arBepaeHo:
Ynakoska. Mo 30 mny
nonieTneHoBoOMy
KOHTeMHepi 3 KPULLIKO Ta
KOBMAaYKOM B KOMMEKTi 3
NPVUCTPOEM A/1A
pO3NWOBaHHA y nauLli 3
KapTOHY. 3anponoHoBaHo:

6e3
peyenma

nionse
ae

UA/20696/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

Ynakoska. Mo 30 mn a6o 35
M1y NoslieTMIeHOBOMY
KOHTeMHepi 3 KPULLIKO Ta
KOBMAaYKOM B KOMMEKTi 3
NPVUCTPOEM A/1A
pO3NWOBaHHA y nauLli 3
KapTOHYy.
3MiHN BHECEHO B IHCTPYKLitO
AN MeguyHoro
3aCTOCYyBaHHS NikapCbKoro
3acoby y po3gin "Ynakoska"
Yy 3B'A3Ky 3 AOAaHHAM
NEeBHOro Po3Mipy ynakoBKH,
AK HAC/IJOK - 3aTBEPAKEHHS
TEKCTY MapKyBaHHs
BiANOBIAHOT yNakoBKU.
BBegieHHs1 3MiH npoTsirom 6
MicaLiB nicns
3aTBEPKEHHS.

136.

NYPAHIA®

lurasidone

nypasugo
H

NO5AEO
5

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKO10, No 18,5
mr; no 14 TabneTok
y 6nictepi, no 2
6nicTepy B nayw,i

AT
"®apmak”

YKpaiHa

BMPOGHMLITBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS,
KOHTPO/b AKOCTI,
BUMNYCK cepil
nikapcbKoro
3acoby: EnneH
dapmacbloTikan
Ko. IHK.

Ipevis

BHECEHHS 3MiH O
peecTpavuiiHux maTepianis:
3Mminu |l Tuny - 3MiHn 3
AKkocTi. A®L. (iHWi 3miHK).
OHoBneHHs Bepcii AM® ans
nikapcbKoro 3acoby Big,
BMpo6HuKa A®I Dr. Reddy’s
Applicant part: Dr.
Reddy’s/Lurasidone
Hydrochloride/AP/v06/2024-
01 Restricted part: Dr.
Reddy’s/Lurasidone
Hydrochloride/RP/V04-
00/2024-01. 3MmiHm Il Tuny -
3MiHu 3 sKocTi. API.
Brpo6HMLUTBO. 3MiHa
BUPOGHMKa
BVIXiZHOr0/NMPOMiXXHOro
npoayKTy/peareHTy, Lo
BUKOPVCTOBYIOTHCS Y
BMPOGHMYOMY npotieci AdI,
abo 3miHa BUpoGHMKa
(BKtOYaKoUK, e HeobXiaHO,
MicLie NpoBeAeHHS
KOHTposIto sikocTi) A®I (3a
BiiCYTHOCTI cepTudikaTta
BiANOBIAHOCTI €BpONeChKi

3a
peyenmom

UA/20800/01/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
thapmakonei 'y
3aTBEPAKEHOMY [OCHE)
(BBEAEHHSA HOBOIO
BMPO6HUKa APl 3 HafaHHAM
macTep-haiina Ha Adl).
JofasaHHA HOBOrO
BMpOGHMKa AP| 3 IMD —
Apitoria Pharma Private
Limited, IHgis,
(3aTBEPAKEHMNIA BUPOGHMK:
Dr. Reddy’s Laboratories
Limited, IHais)
137. | NYPAHIA® lurasidone | nypa3ungo NO5AEQ | Tabnetku, BKpUTI AT YkpaiHa BMPOOGHMLITBO, pevis BHECEHHS 3MiH [0 3a UA/20800/01/02
H 5 NniBKOBOIO "®apmak” nepBUHHE Ta peecTpauiiHnux matepianis: peyenmom
06010HKO10, No 37 BTOPUHHE 3MiHu 1l TUny - 3MiHu 3
mr; no 14 TabneTok nakyBaHHs, AKocTi. A®L. (HLWi 3MiHK).
y 6nicTepi, no 2 KOHTPO/Ib SKOCTI, OHoBnieHHs Bepcii AM® ans
6nictepu B nauui BUNYyCK cepii niKapcbKoro 3acoby Bif,

nikapcbKkoro
3acoby: EnneH
dapmacbloTikas
Ko. IHK.

BMpo6HuKa A®| Dr. Reddy’s
Applicant part: Dr.
Reddy’s/Lurasidone
Hydrochloride/AP/v06/2024-
01 Restricted part: Dr.
Reddy’s/Lurasidone
Hydrochloride/RP/V04-
00/2024-01. 3miHu Il TRy -
3MiHu 3 aKocTi. API.
Brpo6HMLUTBO. 3MmiHa
BMPOGHUKa
BUXiAHOIO/NPOMIXHOr0
NpoAaykTy/peareHTy, L0
BUKOPVCTOBYHOTHCS Y
BUpo6HMYOMY npoueci AdI,
ab60 3miHa BUpPOGHMKa
(Bkntovatoun, ge HeobxigHo,
MicLie NpoBeAEeHHS
KOHTPOsH0 siKoCTi) AdI (3a
BiACYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONeiiChKiit
thapmakonei 'y
3aTBEPAKEHOMY [JOCBE) -
(BBEAEHHSA HOBOrO
BMPO6HMKa APl 3 HagaHHAM
macTep-haiina Ha Adl).
JonasaHHsA HOBOrO
BMpOo6HMKa AP| 3 IMS —
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

Apitoria Pharma Private
Limited, IHgis,
(3aTBEPAXEHWIA BUPOGHMK:
Dr. Reddy’s Laboratories
Limited, IHgist)

138.

NYPAHIA®

lurasidone

nypasugo
H

NO5AEO
5

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKOI0, N0 74
mr; no 14 TabneTok
y 6nictepi, no 2
6nictepy B navw,i

AT
"dapmak”

YKpaiHa

BMPOBHULTBO,
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/Ib SIKOCTI,
BUMNYCK cepil
nikapcbKkoro
3acoby: EnneH
dapmacbloTikan
Ko. IHK.

Ipeuis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MmiHu |l Tuny - 3MiHn 3
AKOCTi. A®L. (iHWi 3MiHW).
OHoBneHHs Bepcii AM® ana
nikapcbKoro 3acoby Bif,
BUpo6HMKa A®I Dr. Reddy’s
Applicant part: Dr.
Reddy’s/Lurasidone
Hydrochloride/AP/v06/2024-
01 Restricted part: Dr.
Reddy’s/Lurasidone
Hydrochloride/RP/V04-
00/2024-01. 3minu Il TRy -
3MiHK 3 sIKoCTi. AdI.
Brpo6HMUTBO. 3MiHa
BMPOGHMKA
BVIXiZHOr0/MPOMiXXHOr0
npoAayKTy/peareHTy, Lo
BMKOPUCTOBYIOTbCS Y
BMPOGHMYOMY npotieci AdI,
a60 3MiHa BUPOGHMKa
(BKntOYaroum, Ae Heo6XiaHo,
MicLie NpoBeAeHHSA
KOHTPOsIt0 siKocTi) AdI (3a
BiACYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONeiChKii
thapmakonei y
3aTBEPAKEHOMY [OCHE)
(BBEAEHHSA HOBOIO
BMpo6HUKa ADI 3 HaaHHAM
MacTep-goaiina Ha Adl).
JlofasaHHsA HOBOrO
BUpo6HMKa Ad®I 3 IMP —
Apitoria Pharma Private
Limited, IHgis,
(3aTBEPAXEHMIA BUPOGHMK:
Dr. Reddy’s Laboratories
Limited, IHgis)

3a
peyenmom

UA/20800/01/03

139.

MArHE-B6®
AHTUCTPEC

MarHito
umTpart Ta

A11EC

TabneTku, BKPUTI
naiBKOBOO

TOB
"Onenna

YKpaiHa

BupobHMLTBO 3a
NOBHUM LIMKIOM:

dpaHuis
/

BHECEHHS 3MiH 0
peeCTpaLiinHMX MaTepianis:

6e3
peyenma

UA/4130/01/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
nipygokcu 06010HKO10; Ne 60 Xenckea OMNENNA Yropwm 3MiHu | TUnNy - 3MiHK Woa0
HYy (20x3): no 20 YkpaiHa" XEJICKEA Ha 6e3nekn/edeKTBHOCTI Ta
rigpoxnop Tabnetok y 6nicrepi; IHTEPHELUHN hapmakoHarnsagy.
na, no 3 6nictepu B CAC, ®paHuis; BeefieHHs1 abo 3MiHn [0
(BiTamiHB6 KapTOHHiI kopobuy; Brpo6HMUTBO 3a y3arasibHeHVX JaHux npo
) Ne 100 (20x5): no 20 NOBHUM LMK/TOM: cuctemy hapmakoHarnsgy
Tabnetok y 6nictepi; Onenna (BBEAEHHSA Y3araslbHEHNX
no 5 6nictepis B Xenckea [AaHVX Npo cuctemy
KapTOHHI KopooLli XaHrepi Kdr., thapmakoHarnagy, amiHa
YropLvHa,; YNOBHOBaXeHOT 0cobw,
Mikpob6ionoriuxu BignoBigasibHOI 3a
1 KoHTposb [N3: 3[jiiCHEHHS
EYPOANI hapmakoHarnsagy;
Xanrepi /174, KOHTaKTHOI 0co6u 3
YropLuHa; thapmakoHarnsgy 3asBHUKa
Mikpob6ionoriyxm NS 34iNCHEHHSA
7 KoHTposb [N3: thapmakoHarnagy B YkpaiHi,
XIHOIH 3aBog AKLLO BOHA BigMiHHA Bif,
dapmauleBTUYHN YNOBHOBaXeHOI 0cobw,
X Ta XiMiyHUX BignoBigasibHOI 3a
MpoaykTis 3[jiiCHEHHS
MpaiisiT Ko. thapmakoHarnagy
nra., (BKIHOYAKOUN KOHTAKTHI faHi)
MignpremcTBo Ta/ab0o 3MiHWN Y PO3MILLEHHI
Ne 3 MacTep-chaiina cucremm
(MignpremcTBo thapmakoHarnsgy). 3miHa
B YaHikBenbab), MiCLLe3HaxoKeHHSA MacTep-
YropumHa thaiina cuctemu
hapmakoHarnsgy Ta ioro
HoMepa. 3miHa Micus
3[iACHEHHSI OCHOBHOT
LisiNIbHOCTI 3
dhapmakoHarnsgy.
140. | MEQOKNAB® | amoxicilli | amokcnum | JOICRO | TabneTku, BKPUTI Megokemi Kinp Megpokemi Kinp BHECEHHS 3MiH 0 3a UA/4428/01/01
n and niHy 2 nniBKOBOIO nTa Nimiten peecTpauiiHnux maTepianis: peyenmom
beta- Tpurigpar; 060710HKOt0, No 500 3MiHu | TUnNYy - 3MiHK 3
lactamas | kanito mr/125 wmr, no 8 AKOCTI. [0TOBWIA NikapcbKuii
e KnaBynaH TabneTtok y 6nictepi, 3aci6. KoHTposb rotoBoro
inhibitor art no 2 6nictepn y nikapcbkoro 3aco6y (iHLwi
KapTOHHI Kopo6Lyi 3MiHW) nepeknag MKA Ha
YKpaiHCbKy MOBY AN
npvBeAEeHHs y BiANOBIAHICTb
i3 BUMOraMu YHHOI pegakuii
Haka3y MO3 Ykpainu Ne
426 Big 26.08.2005.
141. | MEAOKNAB® | amoxicilli | amokcuum | JOICRO | TabneTku, BKpUTI Megokemi Kinp Megokemi Kinp BHECEHHS 3MiH 0 3a UA/4428/01/02



https://atcddd.fhi.no/atc_ddd_index/?code=J01CR02
https://atcddd.fhi.no/atc_ddd_index/?code=J01CR02
https://atcddd.fhi.no/atc_ddd_index/?code=J01CR02
https://atcddd.fhi.no/atc_ddd_index/?code=J01CR02
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uKa HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
n and NiHy 2 NNiBKOBOKO nTa Nimiteq peecTpauiiHux matepianis: peyenmom
beta- Tpurigpar; 060/10HKOI0, N0 875 3MiHn | TUny - 3MiHM 3
lactamas | kanito mr/125 mr, no 7 AKOCTi. [OTOBWIA Nikapcbkuii
e KnasynaH Tabnetok y 6nictepi; 3aci6. KoHTposib rotToBoro
inhibitor art no 2 6nictepn y nikapcbkoro 3aco6y (iHLwi
KapTOHHI KopooLli 3MiHN) nepeknag MKA Ha
YKparHCbKy MOBY A58
npuBeeHHS Yy BiANOBIAHICTb
i3 BUMOramm YMHHOT pefakui
Haka3y MO3 Ykpainu Ne
426 Big 26.08.2005.
142. | ME3M® multienzy nopotok 3 | AO9AAO | Tabnetku BEP/IH- HimeuuunH Brvpo6HMuTBO Himeyuun BHECEHHS 3MiH 0 6e3 UA/6763/01/03
DPOPTE mes nigwnyHko | 2 KMLLKOBOPO3UNHHI; XEMI Al a Tabnetok "in Ha peecTpauiiHnx matepianis: peyenma
20000 (lipase, BVIX 3a/103 no 10 TabneTtok y bulk" Ta BUMNpPaB/IEHHS TEXHIYHOI
protease (cBuHelR) 6nictepi; no 2 abo KOHTPO/b cepiit: NOMW/IKM B OHOB/IEHUX MKHA
etc.) no 5 6nictepis y BEPNIH-XEMI N3 B po3gini
KapTOHHI Kopo6Li Al', HimeuunHa; "CHNEUMNDIKALLIA nig yac
MakyBaHHs, BUWMYCKy cepiii” 3a

KOHTpO/b Ta
BUWMYCK Cepii:
BEP/IH-XEMI
Al', HimeyumnHa

nokasHukom "CepegHsa
maca", a came:

Airoua pedakyis:

['loKa3HWKN

[.]

CepefiHga maca

[.]

MeToan KOHTPOO
[.]

Ph. Eur. 2.9.5

[.]

Lonyctumi mexi
[..]

0,446+5 %

[..]

lMponoHoBaHa pedakyisi:

Ioka3HuKn

[]



https://atcddd.fhi.no/atc_ddd_index/?code=J01CR02
https://atcddd.fhi.no/atc_ddd_index/?code=J01CR02
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
CepefiHa maca
[-]
MeToau KOHTponto
[-]
Ph. Eur. 2.9.5
[-]
[Jonyctumi mexi
[]
0,466+5 %
[.]
143. | MJTAHAOA drospiren | gpocnipeH | GO3AAl | TaGneTku BKpUTI 3eHTiBa, Yecbka NOBHWIA LMKN IcnaHis BHECEHHS 3MiH 0 3a UA/13152/01/01
one and OH Ta 2 nNiBKOBOIO K.C. Pecny6nik BMPOGHMLITBA! peecTpavuiiHux maTepianis: peuenmom
ethinyles | eTuHinect 06010HKOI0, 3 a Na6opartopioc 3MiHu | TUny - 3MiHK Woao
tradiol pagion mr/0,03 wmr; no 21 JleoH dapma 6e3nekn/edeKTBHOCTI Ta

Tabnetui y 6nictepi;
no 1 6nictepy y
KapTOHHI ynakoBLi

C.A,, IcnaHisi;
afbTePHATUBHU
1 BUPOGHNIK,
AKWiA Bignosigae
3a BTOPWHHE
nakyBaHHS:
MAHAHTIAN
IHTETPA,
C.N1Y., IcnaHis;
AnbTepHaTnBHU
1 BUPOGBHUIK,
SIKWiIA BignoBigae
3a BTOpPWHHE
nakyBaHHs:
ATAIC ®APMA,
C.J1., IcnaHisi;
Bupo6HYK, skuii
BignoBsigae 3a
MiKpo6ionoriyHe
TECTyBaHHS:
Biona6, C.J/1.,
IcnaHis;
Bupo6HYK, skuii
BignoBsigae 3a
MiKpo6ionoriyHe
TECTyBaHHS:

chapmakoHarnsgy.
BeefeHHst abo 3MiHn [0
y3ara/ibHeHUX faHux npo
cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX
[aHuxX nNpo cuctemy
hapmakoHarnagy, amiHa
YMOBHOBaXEHOI 0CO6Y,
BignoBigasibHOI 3a
3[jiiCHEHHS!
thapmakoHarnsgy;
KOHTaKTHOI 0cobm 3
thapmakoHarnsgy 3asaBHUKa
ONs1 30iNCHEHHS
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YMOBHOBaXEHOI 0CO6Y,
BignoBigasibHOI 3a
3[iiCHEHHS!
hapmakoHarnsgy
(BKIHOYAKOUN KOHTAKTHI faHi)
Ta/ab0o 3MiHWN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy). 3miHa
6yna 3anporoHoBaHa y
3B'5A3KY 3i 3MIHOO



https://atcddd.fhi.no/atc_ddd_index/?code=G03AA12
https://atcddd.fhi.no/atc_ddd_index/?code=G03AA12
https://atcddd.fhi.no/atc_ddd_index/?code=G03AA12
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uKa HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
NabopaTtopio YNOBHOB&XXEHOT 0CO6U
EueBapHe, C.A,, 3asBHUKa, BiANOBigaIbHOT
IcnaHis 3a 3[jiCHEHHSA
hapmakoHarnsgy. Takox
3MiHWMINCS KOHTaKTHI AaHi
YMOBHOBaXEHOT 0CO6Y.
144. | MINICTAH paracetam | napaueta | NO2BE5 | cycneHsis opasibHa Mini Benuka pakype IHAain BHECEHHS 3MiH 0 6e3 UA/1454/01/01
MYNbTUCUM | ol, Mof, 1 no 100 mny Xenckepe BpuTaHis dapmacbloTikan peecTpauiiHnux maTepianis: peyenma
NTOMHWNIA combinatio | UeTUpU3NH chnakoHi; no 1 NimiTen cNTA 3MiHu | TUNY - 3MiHK 3
ns excl. y hnakoHy pasom 3 SIKOCTi. [OTOBWIA NikapCbKunii
Psycholep | rigpoxnop MipHOIO JTOXXEUKOI Y 3aci6. KoHTposb rotoBoro
tics na, KapTOHHI ynakoBLi nikapcbKoro 3acoby (iHLi
xnopdeHi 3MiHW). BunpasneHHs
pamiHy TEeXHIYHOT MOMUIIKN Y 3B'A3KY
manear, 3 NpPUBEAEHHSAM 10
[EKCTpOM OpUriHaSIbHUX AOKYMEHTIB
eTopdaHy BMPOGHUKa, a came: y
rigpobpom MeToAi BUnpobyBaHHSA 3a
in nokasHukom "KinbkicHe
BU3HaYEHHs: 8A.
MapaueTamon, LeTUpu3nHy
rigpoxnopua,
xsiopgpeHipamiHy manear,
AekcTpomeTopdhaHy
rigpobpomia" BuNpaBneHo
BUMOTU [j0 NPUAATHOCTI
XpomatorpagiyHoi cuctemu
BiAMNOBIAHO A0 matepianis
BUPOGHMKA, a came
TeopeTUYHUX Tapinok (6yno:
He 6inblue 2000, cTano: He
MeHLwe 2000)
145. | MIPA3EN mirtazapin | miptasaniH | NO6AX1 | TabneTtku, BKpUTI Mikpo IHais Mikpo Jlabc IHais BHECEHHS 3MiH 0 3a UA/5310/01/02
e 1 naiBKOBOIO Na6e Niviten peecTpauiiHnx matepianis: peyenmom
060/10HKot0, no 30 Nimiteq 3MiHu | TUNy - 3MiHK Wwoa0

mr, no 10 TabneTok
y 6nicTepi, no 3
6nictepu B
KapTOHHI Kopo6Lli

6e3nekun/edeKkTBHOCTI Ta
hapMakoHarnsgy.
BBegeHHs1 abo 3MiHu A0
y3arasibHeHUX JaHuX nNpo
cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHNX
[aHux nNpo cuctemy
thapmakoHarnsgy, 3miHa
YMOBHOBaXEHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

thapmakoHarnagy;
KOHTaKTHOI 0co6u 3
thapmakoHarnsgy 3asBHUKa
[ANA 3aiACHEHHS!
thapmakoHarnagy B YkpaiHi,
SAKLLO BOHa BigMiHHa Bif,
YNOBHOBaXEHOI 0CcobY,
BignoBigasibHOI 3a
3[jiiCHEHHS
hapmakoHarnsgy
(BKHOYAKOUN KOHTAKTHI faHi)
Ta/ab0o 3MiHWN Y PO3MILLEHHI
MacTep-chaiina cucremm
thapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXeEHOI 0co6u
3as1BHMKA, BifnoBigasibHOI
3a (papmakoHarnag,. 3miHa
KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6U 3asiBHUKA,
BignoBiganbHOI 3a
hapmakoHarnsg B YKpaii.

146.

MITOKCAHTP
OH "EBEBE"

mitoxantro
ne

MiTokcaHT
poHy
rigpoxnop
na

LO1DBO
7

KOHLUeHTpaT Ans
pO34nHY Ans
iHdpysin, 2 mr/mn; no
5 mn (10 mr) a6o 10
M (20 mr) y
hnakoHi; no 1
dhnakoHy B KOpOO6Li

EBEBE
dapma
lec.m.6.X.
Hdpr.KI

ABCTpIs

NOBHWIA LMKN
BMpOGHULTBA:
®APEBA
YHTepax 'm6X,
ABCTpisi; BUNYCK
cepii: EBEBE
Papma
Fec.m.6.X. Hdpr.
KI, ABCTpis;
TecTyBaHHS:
Mnn
Mikpob6ionoriwe
¢ Mptochnabop
'M6X, ABCTpis;
TeCcTyBaHHS:
Na6op NIC CE &
Ko. KT,
Himeuunna

AscTpisi/
Himeuun
Ha

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHu | TURY - 3MiHK WoAo
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHu y

KOPOTKil XapaktepucTuy,i
nNiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLT
ANa MefuyHoro
3acToCcyBaHHSA
reHepuyHuX/ribpuaHnx/éiono
LiGHMX Nikapcbkmx 3aco6iB
nicns BHeCeHHs Tiel camoi
3MiHV Ha pedhepeHTHW
npenapar (3miHa He
noTpebye HafaHHs XXOAHUX
HOBUX JOAATKOBUX AaHUX).
3MiHN BHECEHO A0 IHCTPYKLT
ANA MeauyHoro
3aCTOCyBaHHS NiKapCbKoro
3acoby y po3ginu
"Ocob6nmBocCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiof

3a
peyenmom

He
nionsie
ae

UA/3145/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BariTHOCTi abo rofyBaHHsA
rpyaa”, "Cnocié
3acTocyBaHHsA Ta Ao3n"
3rigHO 3 iHhopMmaLjielo Woao
MeAMYHOro 3acTOCYBaHHS
pediepeHTHOro Nikapcbkoro
3acoby (Ralenova 2 mg/ml
concentrate for solution for
infusion). BBeeHHs 3MiH
npoTArom 6-Tn MicAUiB nicns
3aTBEPAKEHHS.

147.

MOKCOHIAN
H-®APMAK

moxonidin
e

MOKCOHiaun
H

CO02ACO
5

TabneTku, BKPUTI
NNiBKOBOKO
060s10HKot0, no 0,2
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHIN nauui

AT
«Papmak»

YKpaiHa

CaHeka
dapmacbloTikan
3AT

Cnosau,
bka
Pecny6n
ika

BHECEHHS 3MiH [0
peecTpavuinHMx MaTepianis:
3MiHn | TUny - 3MiHn 3
aKocTi. CepTudpikat
BignosigHocTi/lE-
cepTtudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/mMoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOrO cepTudikaTa
BignosigHoCTI abo
BU/TyYEHHS cepTudikata
BiANOBiAHOCTI EBpONelichKiit
hapmakonei: ana Ad®l; gns
BMXiAHOTO
mMartepiany/peareHTy/npomix
HOro MPOAYKTY, L0
BUKOPVCTOBYHOTHCS Y
BUPO6HULTBI ADI; Ans
[OMOMDKHOT PEYOBUHN
(cepTudpikaT BigMOBIAHOCTI
€Bponelicbkiin hapmakoner)
- OHoBNEHWi cepTudikaT
Bif} y)ke 3aTBEPAKEHOr0
BMPOGHMKA -
nofaHHA OHOB/IEHOTO
cepTudpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei
Ne R1-CEP 2013-175-Rev
02 (3atBepmkeHo: R1-CEP
2013-175-Rev 01) gns Adl
MOKCOHIAVHY Bif
3aTBEPAKEHOIO BUPOOHMKA
Neuland Laboratories
Limited, India. 3miHn | Tuny -

3a
peyenmom

UA/17580/01/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*

3MiHn 3 sKocTi. CepTudikar
BignoBigHOCTI/TE-
cepTudikat BianoBigHOCTI
€Bponeiicbkili
thapmakonei/mMmoHorpadii.
MopaHHA HoBoro a6o
OHOBJIEHOTO cepTudikaTa
BiANoBiAHOCTI ab0
BWUTyYEHHS cepTudikaTa
BiNOBIAHOCTI €Bponelicbkilt
hapmakonei: ana Adl; gns
BMXiAHOrO
MaTtepiany/peareHTy/npomix
HOro NPOAYKTY, L0
BUKOPVCTOBYIOTHCS Y
BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHMN
(cepTudpikat BiAMNOBIAHOCTI
€sponelicbkili hapmakoner)
- OHOBNEHWi cepTudikat
Bif} y)ke 3aTBEPAKEHOr0
BMPOBHMKA - MOAaHHSA
OHOBJ/IEHOTO cepTudikaTa
BiANOBiAHOCTI EBpONEiiChKiit
hapmaxkonei Ne CEP 2013-
175-Rev 03 gna Aol
MOKCOHINHY Bif,
3aTBEPAKEHOr0 BUPOGHMKA
Neuland Laboratories
Limited, India. 3miHn | TUny -
3MiHn 3 sKocTi. CepTudikar
BignoBigHOCTI/TE-
cepTudikar BianoBigHOCTI
€Bponeiicbkili
thapmakonei/mMmoHorpadii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANoBiAHOCTI ab0
BWUTyYEHHS cepTudikaTa
BiNOBIAHOCTI €Bponelickkilt
hapmakonei: ana Adl; gns
BMXiAHOTO
mMaTtepiany/peareHTy/npomix
HOro NPOAYKTY, L0
BUKOPVCTOBYIOTHCS Y
BUMPO6HMLTBI ADI; Ans
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*

[OMOMDKHOT pEYOBUHM
(cepTudpikaT BigMOBIAHOCTI
€Bponelicbkiin hapmakoner)
- OHOBNEHWIA cepTudikat
Bif} y)ke 3aTBEPAKEHOr0
BUPOGHMKA - NOAaHHSA
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI EBpPONENCHKIi
thapmakonei Ne CEP 2008-
266-Rev 03 (3aTBEpAKEHO:
R1-CEP 2008-266-Rev 02)
0N A®| MOKCOHIAWHY Bif,
BMpobHUKa Farmak a.s.,
Yexis. 3miHu | Tvny - 3miHu 3
AKOCTi. [OTOBWIA NikapcbKuii
3aci6. KoHTponb
LOMOMDKHMX PeYOBUH. 3MiHa
y MeTogax BunpobyBaHHs
[OMNOMDKHOT peYoBUHYM (iHLLI
3MiHN Yy MeTogax
BUNPOGYBaHHSA (BK/IOYaOUn
3amiHy abo gofaBaHHs)) -
3MiHa y crneumdikauii gns
KOHTPOJO AOMNOMDKHOT
peyosuHn OPADRY WHITE
03B28796: TecT Ha
cynbaTHy 30ny (Ph.Eur.
2.4.14) 3amiHeHO Ha
BUMPOOYBaHHA Ha 3arasibHy
3ony (Ph.Eur. 2.4.16).
3MiHn | TURY - 3MiHN 3
akocTi. CepTudcpikat
BignosigHOCTI/TE-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
3MiHK, nos'A3aHi 3
HEeOoOXiAHICTIO NPUBEAEHHS Y
BigNOBIgHICTb A0
MoHorpadii AdY abo
€Bponelicbkoi hapmakonei,
a60 iHWOI HaLioHa/TbHOT
thapmakonei gepxasm €C
(3miHa y cneumdikauisx,
nos'a3aHa 3i 3miHamu B
AdY, abo EBponeicbkili
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uKa HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
thapmakonei, abo iHLWii
HaLljioHasbHIli hapmakonei
nepxasun €C) - npuBefeHHs
cneuudikauii Ta MeTogis
KOHTpOsIt0 sikocTi Ad|
MOKCOHIZVHY Y BiANOBIHICTb
[10 OHOB/EHOT peakuii
MoHorpadii Ph.Eur.
04/2023:1758 (Supplement
11.1).
148. | MOKCOHIAN moxonidin | mokcoHign | CO2ACO | Tabnetku, BKpuUTI AT YkpaiHa CaHeka Cnosay, BHECEHHS 3MiH g0 3a UA/17580/01/02
H-®APMAK e H 5 NNiBKOBOKO «Papmax» PapmacbloTikas bka peecTpavuiiHux maTepianis: peuyenmom
o6onoHkoto, no 0,3 3AT Pecny6n 3MiHn | TURY - 3MiHN 3
Mr; no 10 TabneTok ika akocTi. CepTudpikar

y 6nictepi; no 3
6nictepu B
KapTOHHI nayui

BignosigHOCTI/TE-
cepTtudikaT BigNoBigHOCTI
€Bponeiicbkili
thapmakonei/MmoHorpadii.
MopaHHsA HOBOro abo
OHOBJ/IEHOTO cepTudikata
BignosigHOCTI abo
BW/yYEHHS cepTudikara
BiANOBIAHOCTI EBpONeiChKii
hapmakonei: ana Adl; ons
BUXiAHOTO
marepiany/peareHTy/npomix
HOro NPOAYKTY, LU0
BMKOPUCTOBYHOTbCS Y
BMPOGHMLTBI A®I; ons
[0MNOMDKHOT peyoBUHU
(cepTudpikat BiANOBIAHOCTI
€Bponelicbkiil dhapmakoner)
- OHOBNEHWi1 cepTudikaT
Bif Y€ 3aTBEeP)KEHOr0
BMPOGHMKA -
nofaHHA OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei
Ne R1-CEP 2013-175-Rev
02 (3atBepmxeHo: R1-CEP
2013-175-Rev 01) gna Al
MOKCOHIZNHY Bif,
3aTBEPAKEHOT0 BUPOGHMKA
Neuland Laboratories
Limited, India. 3miHn | Tuny -
3MiHu 3 sKocTi. CepTudikar
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BignosigHocTI/TE-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOrO cepTudikaTa
BignosigHoCTi abo
BW/TyYEHHS cepTudikata
BiANOBiAHOCTI EBpoONeiiChKiit
hapmakonei: ana A®l; gna
BMXiAHOTO
mMartepiany/peareHTy/npomix
HOro NPOAYKTY, LU0
BUKOPVCTOBYHOTBCS Y
BUPOOHULTBI ADI; Ans
[OMOMDKHOT pEYOBUHM
(cepTudpikaT BigMOBIAHOCTI
€Bponelicbkiin hapmakoner)
- OHOBNEHWIA cepTudikat
Bif} y)ke 3aTBEPAKEHOr0
BUPOGHMKA - NOAaHHSA
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI EBpPONECHKIi
thapmakonei Ne CEP 2013-
175-Rev 03 gna Adl
MOKCOHIVHY Bif
3aTBEPAKEHOrO BUPOOHMKA
Neuland Laboratories
Limited, India. 3miHn | TUny -
3MiHu 3 sKocTi. CepTudikar
BignosigHocTI/TE-
cepTtudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOrO cepTudikaTa
BignosigHoCTi abo
BW/TyYEHHS cepTudikata
BiANOBiAHOCTI EBpONEiiChKiit
hapmakonei: ana A®l; gna
BMXiAHOTO
mMartepiany/peareHTy/npomix
HOro NPOAYKTY, LU0
BUKOPVCTOBYHOTBCS Y
BUPOOHULTBI ADI; Ans
[0NOMDKHOT pEYOBUHM
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*

(cepTudpikaT BiANOBIAHOCTI
€Bponelicbkiin dhapmakoner)
- OHOBNEHWi cepTudikaT
Bif Y€ 3aTBEep)KEHOro
BUPOGHMKA - NOAaHHS
OHOBJIEHOrO cepTudikaTa
BiANOBIAHOCTI €Bponelickkilt
hapmaxkonei Ne CEP 2008-
266-Rev 03 (3aTBEpAXKEHO:
R1-CEP 2008-266-Rev 02)
ans A®| MOKCOHIAMHY Bif,
BMpobHUKa Farmak a.s.,
Yexis. 3minu | Tvny - 3miHm 3
AKOCTI. [0TOBWIA NikapCbKuii
3aci6. KoHTposb
[0MOMDKHMX PEYOBUH. 3MiHa
y MeTofax BUNpobyBaHHs
[ONOMDKHOT PeyOoBUHU (iHLLI
3MiHM Yy MeTofax
BMMNPOGYBaHHSA (BK/IKOYaOUM
3amiHy abo nofaBaHHs)) -
3MiHa y crneumndikauii gns
KOHTPOJI0 [OMOMDKHOI
peuvosunHn OPADRY WHITE
03B28796: TecT Ha
cynbdhatHy 3ony (Ph.Eur.
2.4.14) 3amiHeHo Ha
BUNPOOYBaHHA Ha 3arasibHy
3ony (Ph.Eur. 2.4.16).
3MiHu | TUnNYy - 3MiHK 3
akocTi. CepTucpikar
BignoBigHOCTI/TE-
cepTudikar BianoBigHOCTI
€Bponeiicbkili
thapmakonei/mMmoHorpadii.
3MiHK, nos'aA3aHi 3
HeOoOXiAHICTIO NPUBEAEHHS Y
BigMNOBIgHICTb A0
MoHorpadii AdPY abo
€BponeiicbKoi thapmakonei,
a60 iHWOI HaLioHa/TbHOT
thapmakonei gepxasu €C
(3miHa y cneumdikauisx,
noB'A3aHa 3i 3MiHamu B
L®Y, abo EBponeiichkili
hapmakonei, abo iHLWii
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
HauioHasbHIl thapmakonei
aepxasu €C) - npuBeaeHHs
cneuuagikauii Ta MeTofiB
KOHTpO/It0 skocTi Ad|
MOKCOHIAVHY Y BiANOBIAHICTb
[0 OHOBJEHOI peaakuil
MoHorpadii Ph.Eur.
04/2023:1758 (Supplement
11.1).
149. | MOKCOHIAUN moxonidin | mokcoHign | CO2ACO | TabneTtku, BKpUTI AT YkpaiHa CaHeka Cnosal, BHECEHHS 3MiH [0 3a UA/17580/01/03
H-®APMAK e H 5 nniBKOBOIO «®dapmak» dapmacbloTikan bka peecTpauiiH1ux matepianis: peyenmom
o6onoHKoto, no 0,4 3AT Pecny6n 3MiHu | TUNYy - 3MiHK 3
mr; no 10 TabneTok ika akocTi. CepTucpikar

y 6nictepi; no 3
6nictepu B
KapTOHHIN nayui

BignoBigHOCTI/TE-
cepTudikat BianoBigHOCTI
€Bponecobkin
thapmakonei/mMmoHorpadii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANOBiAHOCTI ab0
BWUTyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpPONENCHKI
hapmakonei: ana Ad®l; gns
BMXiAHOTO
mMaTtepiany/peareHTy/npomix
HOro NPOAYKTY, L0
BUKOPVCTOBYIOTHCS Y
BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHN
(cepTudpikat BIANOBIAHOCTI
€Bponelicbkin dhapmakoner)
- OHOBNEHWi cepTudikaT
Bifj y)ke 3aTBEPAKEHOr0
BMPOGHMKA -
nofaHHA OHOBIEHOTO
cepTudikaTa BiZnNoBiAHOCTI
€Bponeiicbkii hapmakonei
Ne R1-CEP 2013-175-Rev
02 (3atBepmxeHo: R1-CEP
2013-175-Rev 01) ana AdI
MOKCOHIVHY Bif
3aTBEPAKEHOr0 BUPOOHMKA
Neuland Laboratories
Limited, India. 3miHn | TUny -
3MiHu 3 siKocTi. CepTudikar
BignosigHocTi/lE-




178

n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

cepTudikaT BignoBigHOCTI
€Bponeicbkili
thapmakonei/MoHorpadii.
MopaHHA HOBOroO a6o
OHOBJ/IEHOTO cepTudikaTa
BignosigHOCTI abo
BUYYEHHS cepTudikara
BiANOBIAHOCTI EBpPONENCHKIi
thapmakonei: ana Adl; ons
BUXiAHOrO
marepiany/peareHTy/npomix
HOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCSA Y
BMPOGHMLTBI A®I; ons
[0MNOMDKHOT peyoBUHU
(cepTudpikaT BiANOBIAHOCTI
€Bponelicbkiin dhapmakoner)
- OHoBNEHWi cepTudikaT
Bif y)Xe 3aTBEepP)KEHOro
BUPOGHMKA - NOAaHHS
OHOBJIEHOrO cepTudikaTa
BiNOBIAHOCTI €Bponelickkilt
hapmaxkonei Ne CEP 2013-
175-Rev 03 ansa Adl
MOKCOHIANHY Bif,
3aTBEPAKEHOIO BUPOOHMKA
Neuland Laboratories
Limited, India. 3miHn | Tuny -
3miHu 3 sKocTi. CepTudikar
BignosigHOCTI/TE-
cepTudikaT BignoBigHOCTI
€Bponeicbkili
thapmakonei/MoHorpadii.
MopaHHA HOBOro a6o
OHOBJ/IEHOTO cepTudikaTa
BignosigHOCTI abo
BWYYEHHS cepTudikara
BiANOBIAHOCTI EBpPONECHKIi
chapmakonei: ana Adl; ons
BUXiAHOro
marepiany/peareHTy/npomix
HOro NPOAYKTY, L0
BMKOPUCTOBYIOTbCSA Y
BMPOGHMLTBI A®I; ons
[0MNOMDKHOT peyoBUHU
(cepTugoikaT BiAMNOBIAHOCTI
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*

€sponelicbkili hapmakoner)
- OHOBNEHWi cepTudikaT
Bif} y)ke 3aTBEPAKEHOr0
BMPOGHMKA - MOAaHHSA
OHOBJ/IEHOTO cepTudikaTa
BiANOBiAHOCTI EBpONEiiChKiit
hapmaxkonei Ne CEP 2008-
266-Rev 03 (3aTBEpPAKEHO:
R1-CEP 2008-266-Rev 02)
Ans A®| MOKCOHIAMHY Bif,
BMpO6HUKa Farmak a.s.,
Yexis. 3MiHu | TUNY - 3MiHK 3
AKOCTI. FoTOBUIA Nikapcbkuii
3aci6. KoHTposb
[LOMOMDKHUX PEYOBUH. 3MiHa
y MeToax BunpobyBaHHsA
[OMNOMDKHOT pe4oBUHYM (iHLLI
3MiHM y MeTogax
BUNPOGYBaHHSA (BK/IKOHAOUM
3amiHy abo gogasaHHs)) -
3MiHa y cneumdpikauii ans
KOHTPOJO [OMNOMDKHOI
peyosuHn OPADRY WHITE
03B28796: TecT Ha
cynbatHy 3ony (Ph.Eur.
2.4.14) 3amiHeHO Ha
BUMPOBYBaHHA Ha 3arasibHy
3ony (Ph.Eur. 2.4.16).
3MiHn | TUny - 3MiHN 3
AKocTi. CepTudpikat
BignosigHocTI/TE-
cepTtudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
3MiHW, noB'A3aHi 3
HEOO6XiAHICTIO NPUBEAEHHS Y
BIANOBIAHICTb [0
MoHorpadii 4PY abo
€Bponelicbkoi hapmakonei,
a60 iHWOI HavuioHasTbHOT
thapmakonei gepxasu €C
(3miHa y cneuudpikauisix,
nos'sA3aHa 3i 3miHamu B
[®Y, abo EBponeiichkili
thapmakonei, abo iHLii

HauioHasbHIl dhapmakonei
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uKa HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
Aepxasun €C) - npuBefeHHs
cneuudikauii Ta MeTogiB
KOHTPO/It0 AKOCTi AdI
MOKCOHIAVHY Y BiNOBIAHICTb
[10 OHOBJIEHOT pedakuii
MoHorpadii Ph.Eur.
04/2023:1758 (Supplement
11.1).
150. | MOHOMPOCT | latanopros | naraHonp SO1EEO | kpanni o4yHi, po3unH, | JIABOPAT dpaHuis EKCENBI3IOH dpaHuin BHECEHHS 3MiH 0 3a UA/16308/01/01
® t ocT 1 50 mkr/mn; no 0,2 YAP TEA peecTpauiiHnx matepianis: peyenmom

M/1 B O4HOZ030BOMY
KOHTeliHepi; no 5
0/IHOL030BMX
KOHTeliHepiB,
3’eIHAHUX MiX
CO60I0 Yy CTPiUKy
(cTpwn), y cawwe; no
6 calle y KapTOHHIi
Kopoo6Li

3MmiHu | TNy -
AOMIHICTPaTVBHI 3MiHW.
3MiHa HalimeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHSA AiSIbHOCTI
BMPOGHMKA (BK/IOYaOUM, 3a
HeobXigHOCTI, Micue
npoBeAeHHs1 KOHTPOI0
AKOCTI), ab0 BnacHuka
macTep-gaiina Ha Adl, abo
noctavasibHuKa
Adl/BnxigHoro
marepiany/peareHTy/npomix
HOro NPOAYKTY, LU0
3aCTOCOBYHOTLCA Y
BMPOGHMLTBI AP (KO
3a3HayeHo y OCbEe Ha
nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONeiiChKiit
thapmakonei 'y
3aTBEPAKEHOMY [OCbE, ab0
BUPOGHMKa HOBOI
[OMOMDKHOT PEYOBUHN
(AKLLO 3a3HaYeHO Y A0CkbE
3MiHa HaliMeHyBaHHS
BNacHuka mactep-caiina i
BMpPOGHMKa AdDI
naraHonpocTty 3 YiHoiH
dapmacbioTikan eHg
Kemikan Bopkc MNpiBate Ko.
Nta., YropwwHa (Chinoin
Pharmaceutical and
Chemical Works Private Co.
Ltd., Hungary) Ha EYPOATII
Xanrapi /ITg., YroplwmHa
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep

peecmpayitiHo

20
NnocsioYeHHs1

(EUROAPI Hungary Ltd.,
Hungary), 6e3 3miHn micus
BUpPOGHMUTBA. 3MiHM | TUNy -
3MiHu 3 aKocTi. API.
Brpo6HMLUTBO. 3MiHa
po3Mipy cepil (BKHoYaoun
Aiana3oHn) A®l abo
NPOMDKHOIO NPOAYKTY, AKNIA
3aCTOCOBYETHCS Y NPOLEC
BMPOGHMLTBA ADI
(36inblueHHs oo 10 pasis
NOPIBHAHO i3 3aTBEpPKEHUM
pO3MipoMm) - 3MiHa po3mipy
cepii A®Il nataHonpocTy, a
came 36inbLeHHs fo 10
pasiB NOPIBHAHO i3
3aTBEPMAKEHUM PO3MIpPOM i3
680 + 131 r (67,5 + 13 %) go
786 £ 1011 (78 £ 10 %).
CynyTHS 3MiHa - 3MiHu |
My - 3MiHU 3 AKOCTI. ADI.
Bvpo6HMLUTBO. 3MiHM B
npoteci Bupo6HuuTea Adl
(He3HayHa 3MiHa y npoleci
Bupo6HuuTea Adl) (b.1.a.2.
(a) 1B), He3HauyHa 3miHa y
po3gin P 3.2.5.2.2. Onuc
BMPOBHMYOro npouecy Ta
0ro KOHTPO/Io, a came
3.2.5.2.2.2. KopoTkuii onuc
npouecy. Ctagis 8
naTaHonpocT, Lo
BUPAXKAETLCA Y 3MiHi
OuiKyBaHOro BUxogy
roTOBOro NpoaykTy (Adl).

151.

MOHTEMAK
10

monteluka
st

MOHTE/yK
acTt

RO3DCO
3

TabneTku, BKPUTI
NNiBKOBOKO
060s10HKOI0, No 10
mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepn y
KapTOHHI ynakoBLi

Makneogc
dapmacb
HOTUKasIC
NimiTen

IHais

Makneoac
PapmacboTuKasl
c Nliviteq,

IHais

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHn | TUny - 3MiHM 3
AKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KoHTposib roToBoro
nikapcbKoro 3acoby. 3miHa y
mMeToAax BUNPOGYBaHHS
roTOBOrO J1iKapCbKOro
3aco6y (iHLWi 3MiHK) - 3MiHK
y metogi 'X ans
BM3HAYEHHS NOKa3HMKa

3a
peyenmom

UA/15178/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

«3a/IMLLKOBI KifIbKOCTI
OpraHiYHUX PO3YNHHUKIB».
OHosneHi MKA N3 (eCTD
0005). 3miHu | TNy - 3MiHK

3 AKocCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO liKapCbKOro
3acoby. 3miHa napameTpis
cneyudikayin Ta/abo
[0MNyCTUMUX MEX rOTOBOTO
nikapcbKoro 3acoby
(#ONoBHEHHSA abo 3aMiHa
nokasHuka cneuucpikadii 3a
pesynbTaramu 4OCAiIKeHb 3
6e3nekn abo sKocTi (3a

BUHSATKOM NliKapCbKux

3acobis
6ionoriyHoro/imyHooriyHoro
NOXOMKEHHS)) - CynyTHA
3MiHa - 3MiHKU 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6.
KOHTpO/1b roTOBOrO
nikapcbKoro 3acoby. 3miHa 'y
mMeToAax BUNpPoGyBaHHS
roTOBOrO iKapCbKOro
3aco6y (iHLWi 3MiHK) - 3miHa
y crneundikaii Ha BUNycK Ta
Ha TepMmiH npugatHocTi N3
3a NOKa3HUKOM «CTOPOHHI
[OMILIKU» ANsi NPUBELEHHS
Yy BiANoBigHICTb A0
MoHorpadii USP

«Montelukast sodium

tablets». 3miHn y meTogi

KoHTpoNto BEPX ana

BW3HAYEHHS NOKa3HMKa

«CTOPOHHI JOMILLKMN». 3MiHU
| Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6.
KOHTpO/1b roTOBOrO
nikapcbKoro 3acoby. 3miHa 'y
mMeToAax BUNPoGyBaHHS
roTOBOrO liKapCbKOro
3acoby (He3HayHa 3MiHa y
3aTBEpPAKEHUX METOAAX
BUNPOBYBaHHSA) - Y meTof
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KpaiHa

KpaiHa

Bupo6Huk
BUPOGH

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20

Pekna
myBaH

n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo

Ha
HernameH
mosaHa

Has3sa*

pe4dyosuHuUu

Hassa
diroyoi

Koo
ATX

Popma sunycky
(nikapcbka chopma,

ynakoska)

3asiBHUKa

uka

NnoKasHuKa «PO34NHEHHA»

BEPX fonsa KOHTponto

NnocsioYeHHs1

TabneTku Wwunyui, no Mera

TainaHg

Typeyun

Heytek lnay
Ha

YTOUYHEHHS. 3MiHu | Tuny -

nikapcbkuii 3aci6. KoHTponb

BBOAATLCA 3HAYEHHS
RT(4ac yTpymaHHs) Ta
RRT(BigHOCHWMIT yac
YTPUMaHHS) Ta TUMOBI
XpomaTorpamu 3paskis.
Hes3HauHi pegakuiiHi

3MiHuM 3 sIKOCTi. FoTOBMIA

roTOBOrO NiKapCbKoro
3acoby. 3miHa y meToax
BUMNPOOYBaHHA rOTOBOrO
nikapcbkoro 3acoby
(He3HayHa 3miHa y
3aTBEPMKEHNX MeToAax
BUMPOBYBaHHS) - Y meToA,
BEPX fonsa KOHTponto
nokasHuka «OgHOpIgHICTb
[1030BaHNX OAVHULIb»
BBOAATLCA 3HAYEHHS
RT(uac yTpumaHHs) Ta
RRT(BigHOCHWMIA yac
YTPUMaHHS) Ta TUNOBI
XpomaTorpamu 3paskis.
3MiHu | TUnNYy - 3MiHK 3
AKOCTI. FOTOBUIA Nikapcbkuii
3aci6. KoHTposb rotoBoro
nikapcbKoro 3aco6y. 3miHa y
mMeTofax BUNPo6yBaHHSA
roTOBOrO J1iKapPCbKOro
3acoby (He3HayHa 3MmiHa y
3aTBEPMKEHUX MeToAax
BMNPO6YBaHHSA) - Y MeTos
BEPX An1a KOHTpO/0
nokasHuka «KinbkicHe
BU3HAYEHHSA» BBOAATLCA
3HayeHHsA RT(4ac
yTpYMaHHs) Ta
RRT(BigHOCHWMIT yac
YTPUMaHHSA) Ta TUMOBI
XpomaTorpamu 3paskis.
BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:

6e3

peyenma

UA/20091/01/01

152. | MYKNEAP

acetylcyst
eine

aueTuniym
CTelH

RO5CBO
1

600 mr; no 10

Naiidpcaliie

CaH. Tiu. A.C.

BMNPAaBAEHO TEXHIYHY

HCi3

TabneTok y Ty6i; no
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uKa HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
1 Ty6i y KapTOHHil MNabnik NOMWIIKY Y TEKCTI
Kopoo6Li Komnawi MapKyBaHHS1 BTOPUHHOI
NimiTen ynakoBku (n. 11) B agpeci
BMPOGHMKa, JoNyLLEeHY nig,
Yyac npoueaypu peectpauii
(Haka3z MO3 Ne 1220 Bipg,
05.07.2023 p.). 3a3HayeHe
BMMNpaB/IEHHS BifnoBifae
marepianam peecTpauiiHoro
[0CbE.
153. | HA®TU3NH® | naphazolin | Hada3oni RO1AAQ | kpanni HasasbHi AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 0 6e3 UA/0704/01/01
e Hy HiTpat 8 0,05 %; no 10 mny "®Papmak” peecTpavuiiHux maTepianis: peuyenma
donakoHi 3Mminu | Tuny -
nonieTuIeHoBOMy; AAMIHICTPaTUBHI 3MiHN.
no 1 dpnakoHy B BunyuyeHHs BUPOGHUYOI
naui 3 kKapToHy; no AinbHUUI (BKIOYAOUM
10 mn y donakoHi OinbHuui ans Adl,
nonieTuneHoBomy 3 NPOMIXHOr0 NPOAYKTY abo
nosaTtopom abo y roTOBOrO J1iKapCbKOro
dhnakoHi 3acoby, AinbHuULi Ans
nonieTNeHoBOMY 3 NpoBefEeHHs NakyBaHHs,
npo6koto- BMPOGHVIKa,
KpanenbHuueto; no 1 BifJNOBIAa1IbHOrO 3a BUMYCK
hnakoHy B nayui 3 cepiid, Mmicue NpoBefeHHs
KapTOHY KOHTPONIO cepii) abo
noctadasibHuKa BUXifHOTo
mMaTtepiany, peareHty abo
[OMOMDKHOT PEYOBUHN
(AKLLLO 3a3HAYEHO Y [JOChE).
BunyuyeHHs1 BUpo6HuKa APl
Hadhasoniny HiTpat LOBA
Feinchemie GmbH, Austria,
anbTepHAaTVBHOMO
AinbHuUeto 3anvwaetbes AT
"Papmak”, YkpaiHa.
154. | HA®TU3NH® | naphazolin | Hada3zoni RO1AAOQ | kpanni Hasa/bHi AT Ykpaina AT "dapmax" YkpaiHa BHECEHHS 3MiH 0 6e3 UA/0704/01/02
e Hy HiTpat 8 0,1%; no 10 mn y "papmak” peecTpavuinHMx MaTepianis: peyenma

hNaKoHi
nonieTuNeHoBOMYy;
no 1 conakoHy B
nauti 3 kKapToHy; no
10 mn y donakoHi
nonieTuneHoBomy 3
[o3aropom abo y
hNakoHi
nonieTuaeHoBoOMYy 3

3MiHu | TUny -

AAMIHICTPaTVBHI 3MiHW.
BunyueHHsi BUpO6HUYOI

OiNbHULI (BKIHOYaOUN

AinbHuui ansa Adl,
NPOMIXHOr0 NPOAYKTY abo

rOTOBOrO J1iKapCbKOro

3acoby, AinbHuLi Ans
NpPOBeEHHS NaKyBaHHS,
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uKa HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
npo6kKoto- BMPOGHVKa,
KpanenbHuueto; no 1 BifJNOBIAA1IbHOrO 3a BUMYCK
hnakoHy B nayui 3 cepiid, Mmicue NpoBefeHHs
KapTOHY KOHTPONIO cepii) abo
noctadasibH1Ka BUXif4HOTO
mMaTtepiany, peareHTy abo
[OMOMDKHOT PEYOBUHM
(AKLLLO0 3a3HAYEHO Y [JOCHE).
BunyueHHsi BUpo6Huka AdI
HadbasoniHy HiTpat LOBA
Feinchemie GmbH, Austria,
anbTepHATVBHOIO
AinbHuUeto 3anuwaetbes AT
"®apmak”, YkpaiHa.
155. | HEO- combinatio | meTpoHiga | GO1AF2 | cynosuTopii 3eHTiBa, Yecbka EkcenTic lnay Typeuun BHECEHHS 3MiH 0 3a UA/5477/01/01
MEHOTPAH® | ns of 3001, 0 BariHasbHi; no 7 K.C. Pecny6nik CaHai Be Ha peecTpavuinHMx maTepianis: peyenmom
®OPTE imidazole MiKOHa30/1 CynosuTopiiB y a TimkapeT 3MmiHu | TMny - 3MiHK Woao
derivatives | y HiTpaT 6nicTepi B KAPTOHHiIl AHOHIM LWipkeTi 6e3nekun/eekTBHOCTI Ta

Kopoo6Li

thapMakoHarnsagy.
BBepgeHHs1 abo 3MiHM A0
y3arasibHeHUX JaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHA Y3araslbHEHNX
[aHux nNpo cuctemy
thapmakoHarnsgy, 3miHa
YMOBHOBaXeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
dhapmakoHarnsgy;
KOHTaKTHOI ocobu 3
hapmakoHarnsgy 3asBHUKa
0N 30iCHEHHS
thapmakoHarnsagy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
thapmakoHarnsgy
(BK/THOYAIOYN KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-caiina cucremu
hapmakoHarnsagy). 3miHa
YNOBHOBaXEHOI 0co6u
3asiBHMKA, BifnoBigasibHOI
3a (papmakoHarnsg. fiova
pegakuisi: ®ininosa
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
NMogmuna, MD / Ludmila
Filipova, MD. lNMponoHoBaHa
pepakuis: Hikogemosa
Minocnasa, MD / Miloslava
Nykodemova, MD. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXeEHOI 0co6u
3as1BHMKA, BifnoBigasibHOI
3a hapmakoHarnag,.
156. | HIKOPE/Ib® nicorandil HikopaHan | CO1DX1 | tabnetkv no 10 wmr; [Jekcenb I13paine BMNPOBYyBaHHSA I3painb BHECEHHS 3MiH [0 3a UA/17691/01/01
n 6 no 10 TabneTtok y dapma KOHTPOJIH0 SIKOCTI peecTpauiiH1ux matepianis: peyenmom
6nictepi; no 3 a6o 6 TexHonop, (mikpobionoriyHu 3MiHu | TUNYy - 3MiHK Woa0
6nictepiB B xun3 Nita. 1 KOHTPO/Ib): 6e3nekn/edeKTNBHOCTI Ta

KapTOHHIN nayui

TOB IHcTUTYT
Xap4oBoi
Mikpobionorii Ta
CMOXNBYNX
TOBapiB., I3painb;

BMPOGHMLITBO,
nakyBaHHs1,
BMNPOBYyBaHHSA
KOHTPOIO AKOCTI
(chisuko-
XiMiYHWI
KOHTpO/b) Ta
BMNYCK cepil:
[ekcenb NTA,,
13painb

dhapmakoHarnsgy.
BBeneHHs abo 3MiHU A0
y3araslbHeHUX AaHux npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX
AaHVX Npo cuctemy
thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a
3[iAiCHEHHS
chapmakoHarnsgy;
KOHTaKTHOI 0co6u 3
thapmakoHarnsgy 3asaBHUKa
[ANs 3aiACHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLLO BOHA BiAMiIHHA Bif
YNOBHOBaXEHOI 0cobu,
BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
thapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy). 3miHa
YMOBHOBaXeEHOI 0cobu
3asBHVIKa, BifnoBigabHOT
3a (hapmakoHarnsag,
[itoua pepakuis: Dr Zanna
Sutenko. MNponoHoBaHa
pegaxuisi: Dr Amelie
Baschwitz. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBAXEHOI 0Ccoby,
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep

peecmpayitiHo

20

NnocsioYeHHs1

BiANOBIAa/IbHOI 3a
thapmakoHarnag. 3minu |
TMny - 3MiHK Woa0
6e3nekn/edeKkTUBHOCTI Ta
dhapmakoHarnsgy.
BBegeHHs1 abo 3MiHu A0
y3arasibHeHUX JaHuX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX
[aHux nNpo cuctemy
thapmakoHarnsgy, 3miHa
YMOBHOBaXEHOT 0cobY,
BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
chapmakoHarnsgy;
KOHTaKTHOI ocobu 3
thapmakoHarnsgy 3asaBHUKa
[ANA 3ajiCHEHHS
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YMOBHOBaXEHOT 0cobY,
BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
thapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHnX
KOHTaKTHOT 0CO6U 3asIBHYVKA,
BiANOBIAa/IbHOI 3a
hapMakoHarnsg B YKpaiHi.

3a

UA/17691/01/02

157.

HIKOPE/Ib®

nicorandil

HiKopaHamn
n

C01DX1
6

Tabnetku no 20 mr;
no 10 TabneTtok y
6nicTepi; no 3 abo 6
6nictepis B
KapTOHHIN nayui

[Jekcenb
Papma
TexHonopg,
xu3 Jita.

13painb

BUNPOBYBaHHSA
KOHTPOJIH0 SKOCTI
(mikpobionoriyHu

1 KOHTPO/Ib):
TOB IHcTUTYT
Xap4oBoi
Mikpo6ionorii Ta
CMNOXNBYMX
TOBapiB, I3pains;

BMPOOGHMLITBO,
nakyBaHHS,
BUNPOBYBaHHSA

I3painL

KOHTPOJIH0 SIKOCTI

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3miHu | TYny - 3MiHn Woao

6e3nekun/eekTBHOCTI Ta
hapMakoHarnsagy.
BBepgeHHs1 abo 3MiHM A0
y3arasibHeHUX JaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHA Y3araslbHEHNX
[aHuxX nNpo cuctemy
thapmakoHarnsgy, 3miHa
YMOBHOBaXeHOT 0cobw,
BignoBiganbHOI 3a

3[iiCHEHHS

peyenmom
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uKa HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
(chizuko- hapmakoHarnsaay;
XIMIYHWTA KOHTaKTHOI 0cobm 3
KOHTpOb) Ta thapmakoHarnsgy 3asBHUKa
BUMYCK Cepii: NS 34iNCHEHHSA
[Jekcens NlT4,, thapmakoHarnagy B YkpaiHi,
13painb SAKLLO BOHa BigMiHHa Bif,

YNOBHOBaXEHOI 0CcobY,
BignoBigasibHOI 3a
3[jiiCHEHHS
hapmakoHarnsgy
(BKHOYAKOUN KOHTAKTHI faHi)
Ta/ab0o 3MiHWN Y PO3MILLEHHI
MacTep-chaiina cucremm
thapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U
3asBHUKA, BiANOBIAA/ILHOI
3a thapmakoHarnag.
[Oitova pepakuis: Dr Zanna
Sutenko. MNMponoHoBaHa
pepakuis: Dr Amelie
Baschwitz. 3miHa
KOHTaKTHUX AaHnX
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
hapmakoHarnsg. 3minm |
UMy - 3MiHN LWoAo
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy.
BBegeHHs1 abo 3MiHM A0
y3aranbHeHUxX faHux npo
cuctemy chapmakoHarnsgy
(BBEAEHHA Y3araslbHEHNX
[AaHuX nNpo cuctemy
thapmakoHarnagy, 3miHa
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
3[jiiCHEHHS!
dhapmakoHarnsagy;
KOHTaKTHOI ocobu 3
hapmakoHarnsgy 3asBHUKa
051 30iCHEHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a

34jACHEHHS!
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

hapmakoHarnsgy
(BKHOYAKOUN KOHTAKTHI faHi)
Ta/ab0o 3MiHWN Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6U 3asiBHUKA,
BignoBigasibHOI 3a
dhapmMakoHarnag B YKpaii.

158.

HITPO-MIK®

glyceryl
trinitrate

HiTpOrniye
pVH

CO1DAO
2

cnpeii
cy6niHrBaNbHWI
no3oBaHuit, 0,4
mr/gosa; no 15 mn
(300 po3) y
chnakoHi; no 1
nakoHy 3
posnuoBavem,
3ano6ixXHUM
KOBMAYKOM Yy nauuj 3
KapTOHY

TOB HB®
«MIKPOXI
M>

Ykpaina

BMPOGHMYA
AinbHWUS (BC
cTagji
BMPOGHNYOTrO
npouecy): TOB
HB®
«MIKPOXIM»,
YKpaiHa;
BiANoOBigaIbHUIA
3a BUNycK cepii,
He BK/IoYaoun
KOHTPO/L/BMNPO
6yBaHHs cepii:
TOB HB®
«MIKPOXIM>»,
Ykpaina

Ykpaina

BHECEHHS 3MiH [0
peecTpauiiH1ux matepianis:
3MiHu | TUNYy - 3MiHK Woa0
6e3nekn/edeKTNBHOCTI Ta

dhapmakoHarnsgy.

BBeneHHs abo 3MiHU A0
y3arasibHeHUX JaHuX nNpo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX
AaHVX Npo cuctemy
thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a
3[iAiCHEHHS
chapmakoHarnsgy;
KOHTaKTHOI ocobm 3
thapmakoHarnsgy 3asaBHUKa
[ANs 3aiACHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLLO BOHA BiAMiIHHA Bif
YNOBHOBaXEHOI 0cobu,
BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
thapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy). 3miHa

KOHTaKTHUX AaHnX

YNOBHOB&XXEHOT 0CO6U
3asBHVIKa, BignosiganbHOT
3a (hapmakoHarnag.

3a
peyerimom

UA/2622/01/01

159.

HITPO-MIK®

glyceryl
trinitrate

HiTpOrniye
pYH

CO1DAO
2

KOHLeHTpaT ans
pO34nHy ans
iHdpysii, 1 mr/mn no
5 mn B amnyni; no
10 amnyn y nayui 3

TOB HB®
«MIKPOXI
M>

YKpaiHa

MNpusatHe
akuioHepHe
TOBapUCTBO

"JlekxiMm-Xapkis"

YKpaiHa

BHECEHHS 3MiH 0
peecTpavuinHMx maTepianis:
3MiHu | TUNy - 3MiHK Wwoa0
6e3nekun/edeKkTBHOCTI Ta

hapMakoHarnsaay.

3a
peyenmom

UA/2622/02/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

KapTOHY

BeefeHHst abo 3MiHn [0
y3arasibHeHNX faHux npo
cuctemy chapmakoHarnagy
(BBELEHHSA Y3araslbHEHNX
[aHuX nNpo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0CcobY,
BignoBigasibHOI 3a
3[jiiCHEHHS
thapmakoHarnagy;
KOHTaKTHOI 0co6u 3
thapmakoHarnsgy 3asaBHUKa
ANA 3aiACHEHHS!
thapmakoHarnagy B YkpaiHi,
SAKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOI 0COobY,
BignoBigasibHOI 3a
3[jiiCHEHHS
hapmakoHarnsgy
(BKIHOYAKOUN KOHTAKTHI faHi)
Ta/ab0o 3MiHWN Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0co6u
3as1BHMKA, BifnoBigasibHOI
3a hapmakoHarnag,.

160.

HOOXONIH

choline
alfoscerat
e

XONiHy
anbgocue
pat

NO7AX0
2

PO34mnH ANS iH'EKLR,
250 mr/mn no 4 mn B
amnyni, no 3 a6o 5
amnyn B 6nictepi Ta
KapTOHHI nayui

TOB
"®OPC-
DPAPMA

ONCTPUB
FOLH"

Ykpaina

Brpo6HMUTBO,
BMNPOOYBaHHSA
KOHTPO/I0 AKOCTI
(i3nYHi/XiMIYHI),
nepBuUHHE
nakyBaHHs1,
BWMYCK Cepii:
K.T. POM®APM
KOMMAHI
C.P.J1., PymyHis;

Bunpo6yBaHHs
KOHTPOJIH0 SKOCTI
(mikpobionoriyHi,

PymyHis

BHECEHHS 3MiH 0
peecTpauiiH1ux matepianis:
3MiHu | TUnNy - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbKuii
3aci6. 3MiHM Yy BUPOOHULITBI.
3amiHa abo BBeAEHHS
[04AaTKOBOT AiNbHULI
BMPOGHMLITBA A/15 YACTUHM
ab0 BCbOro BUPO6GHUYOro
npoLiecy rotosoro
nikapcbKoro 3acoby
(8iNbHULA AN BTOPUHHOTO
nakyBaHHs). 3amMiHa
BMPOGHWYOT AiTbHNL

6ionoriyHi), BTOPWHHOrO nakyBaHHsA 13
BTOPUHHE Bnpo6Huka K. T. POM®APM
nakyBaHHs: KOMMAHI C.P.J1.
K.T. POM®APM 3MiHu | TUnNYy - 3MiHK 3
KOMMAHI AKOCTI. [0TOBWIA NikapcbKuii

3a
peyerimom

UA/17878/01/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
C.P.JN1., PymyHis 3aci6. 3MiHV Y BUPOOHULITBI.
3MiHa iMnopTepa/aMiHu, Lo
CTOCYHTbCS BUMYCKY cepii Ta
KOHTPOIO SIKOCTi rOTOBOro
nikapcbkoro 3acoby (3amiHa
ab0 gofaBaHHs AiNbHULI, Ha
AKIN 30iACHI0ETLCA
KOHTPO/1b/BMNPOGYBaHHS
cepii).
3amiHa ginbHuUL Ha Akii
3[iACHIOETLCS KOHTPO/b
AKOCTI (MiKpo6ionoriyHi,
6ionoriuni) MN3 BUPOGHUKA
K.T. POM®APM KOMMAHI
C.P.J.
161. | HYMETA combinatio | L-anaHiH; BO5BA1l | emynbcia gns Bakctep Benbrisa BMNPOBYyBaHHSA Benbrisa BHECEHHS 3MiH 0 3a UA/17633/01/01
G13E ns L-apriHiH; 0 iHdpysiin; no 300 mn C.A. KOMMOHEHTIB peecTpauiiHnx maTepianis: peyenmom
L- (50 % po3uunH cknagy; 3MiHu | TUnNy - 3MiHK WoA0
acnapariH rntokosu — 80 mn; BMNPOGYBaHHSA 6e3nekn/edeKkTNBHOCTI Ta
oBa 5,9 % po3unH NPOMIXHOro dhapmakoHarnsgy.
KMCNOoTa; amiHokucnoT 3 npoAaykTy (Cymiw BBeneHHs abo 3MiHU A0
L-uncrein; enexkTponitamm — amiHOKMCNoT); y3arasibHeHVx AaHunx rnpo
L- 160 mn; 12,5 % BMPOGHMLTBO cucTemy chapmakoHarnsgy
rnyTamiHo ninigHa emynbeis — cuctemu (BBELEHHSA y3araslbHEHUX
Ba 60 mn) y KOHTeliHep/3aky [AaHvX Npo cuctemy
Kmucnota,; TpUKaMepHoMy NoprOBaIbHUIA chapmakoHarnsgy, amiHa
rNiUuH; L- nnacTMKoBOMy 3acio; YNOBHOBaXEHOI 0Ccobu,
riCTUAVH; nakeri. BVMPOGHMLTBO BiANOBIAA/IbHOI 3a
L- TpukamepHuii nikapcbKoro 3[iiCHEHHS
i3oneinumH NnacTUKoBuiA nakeT 3acoby, chapmakoHarnsgy;
; L- ynakoBaHuii y HanoBHEHHS, KOHTaKTHOI oco6u 3
neiuun; L- 3aXMCHY NiBKOBY NOKPUTTS thapmakoHarnsgy 3asaBHUKa
Ni3unHy 060/10HKY, L0 3aX1CHOL0 [ANs 3aiACHEHHS
MOHorigpa MICTUTb NOrIMHaY 060/10HKOI0 thapmakoHarnagy B YkpaiHi,
T (wo KWCHIO Ta iHamKaTop (overpouching); AKLLIO BOHA BigMiHHA Big,
ekBiBasieH K1CHI0; no 10 cTepunisauis Ta YNOBHOBaXEHOI 0Ccobu,
THO nakeTiB Y KApTOHHIl yNaKoBKa; BiANOBIAA/IbHOI 3a
ni3nHy); L- Kopoo6Li BMNPOOYBaHHSA 3[iiCHEHHS
METIOHIH; nikapcbkoro thapmakoHarnagy
L-opHiTUHY 3aco6y; BUMYycK (BKNHOYAKOUN KOHTAKTHI faHi)
rigpoxnop cepil: Bakctep Ta/abo 3MiHW y PO3MILLEHHI
na, (wo C.A. MacTep-caiina cucremu
ekBiBasieH thapmakoHarnsgy). 3miHa
THO KOHTaKTHOI 0CO6U 3asBHUKA,
OpPHITUHY); BignoBiganbHOI 3a
L- dhapmakoHarnsg B Ykpaii.
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

eHinana
HiH; L-
nponiH; L-
CepuH;
TaypvH; L-
TPEOHIH;
L-
Tpuntodha
H; L-
TUPO3WH;
L-BaniH;
Kauito
aueTar;
KaUTbLiito
xnopva,
avrigpart;
MarHito
auerar,
TeTparigp
aT; HaTpito
rniyepodo
ccpar,
rigpar;
T/10K033,
MOHorigpa
T (wo
ekBiBasieH
THO
T/10KO3i
6e3B0aHIl
); onia
0/MBKOBa
padcpiHoBa
Ha Ta onia
coesa
padpiHoBa
Ha

[itoya pepakuis:
Bpacnascbka Hapgjs
IBaHiBHa. MNponoHoBaHa
pefakuis: banayaH MaHHa
IropiBHa. 3MiHa KOHTaKTHMX
[aHnX KOHTaKTHOI ocobu
3asBHUKA, BiANOBIAA/ILHOI
3a hapmakoHarnsg B
YKpaiHi.

162.

OKCUPPELL

oxymetazo
line

okcumeTas
OrliHy
rigpoxnop
na

RO1AAO

cnpei HasanbHUiA
0,05 %; no 10 mn
abo 12 mn, a6o 20
mMay
nonieTuneHoBoOMy
KOHTeliHepi 3
npo6bkoto-
po3nuaoBadeM i
KPULLIKOIO 3

CninbHe
YKpaiHCbK
o-
icnaHcbke
nignpuemc
TBO
"Cnepko
YkpaiHa"

YKpaiHa

CnifnbHe
YKpPaiHCbKO-
icnaHcbke
niagnpveMCTBO
"Cnepko
YkpaiHa"
(MOBHWIA LMKN
BMPOOHULTBA,
BUMYCK Cepii;

YkpaiHa

BHECEHHS 3MiH 0
peecTpavuiiHux maTepianis:
3MiHn | TURY - 3MiHN 3
AKOCTI. [0TOBWIA NikapcbKuii
3aci6. Cucrema
KOHTelHep/3aKynoptoBabHu
1 3aci6. 3MiHa po3mipy
yNakoBKW rOTOBOrO
nikapcbKoro 3acoby (3miHa

6e3
peyenma

nionse
ae

UA/20605/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

KOHTPONIEM NepLLOro
pO3KPUTTS Y NauLi 3
KapToHy

KOHTPONb
AKOCTI)

Macu/06'emy BMICTY
KOHTelHepa
6araTo1030B0r0 /1iKapCbKOro
3acoby ans
HenapeHTepasibHOro
3acTocyBaHHA (abo
O/IHO/1030BOr0, YaCTKOBOro
BVIKOPUCTaHHS)).
BBeaeHHA goaatkosol
NepBUHHOT YNakoBku - no 12
M abo no 20 mny
nonieTuneHoBOMy
KOHTelHepi 3 NpobKoto-
po3nnoBaYeM i KPULLKOKO 3
KOHTpONEeM nepLuoro
PO3KpUTTA, 3 BIANOBIAHUMY
3MiHaMu y
cneumaikaujii/metTogax
KOHTPOJIHO AKOCTI N. «06'€EM
BMICTY KOHTeliHepa» Ta p.
«YnakoBka». MNepBUHHUIA
nakyBaJlbHWI1 MaTepian He
3MiHUBCS. 3MiHWN BHECEHO B
po3ain "Ynakoska" B
IHCTPYKLj0 A48 MeanyHoro
3aCTOCYBaHHSA y 3B’A3KY 3
BBE/IeHHAM [04aTKOBUX
yNakoBOK Ta SIK HACNiAOK -
3aTBEPAKEHHSA TEKCTY
MapKyBaHHS 40AATKOBUX
yMakoBOK MiKapCbKOro
3acoby. BBegeHHs 3MiH
NPOTArom 6-Tv MicALiB nicns
3aTBEPKEHHS.

163.

ONMECTAJL®
A

Olmesarta
n
medoxomil
and
amlodipine

onmecapt
aHy
MEeLOKCOMi
n,
amoamniH
y 6ecunat

C09DBO
2

TabneTku, BKpUTI
nNiBKOBOIO
060710HKO0, 1Mo 20/5
Mr; no 10 TabneTok
y 6nictepi; no 3
6nictepu B
KapTOHHI Kopo6Lyi

CTAIA
ApuHaiimit
Tens Al

HimeuumH
a

BVMPOGHMLTBO
Hepo3gacoBaHO
ro NPoaykKTy,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/b Cepiit:
"Xemochapm"
AL, Cepbisi;
KOHTpOnb cepil,
BMNYCK cepil:
CTAIA

Cepbis/
Himeuun
Ha

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3Minn | Tuny -
AAMIHICTPaTUBHI 3MiHN.
3MiHa Ha3BY NikapCbKOro
3acoby. 3miHa Ha3Bu
nikapcbkoro 3acoby, a came
[OMOBHEHHA Ha3B
nikapcbKoro 3acoby
TOProBesibHUM 3HakKoM - "®".
3ATBEPI)XEHO:
OJIMECTA A (OLMESTAD

3a
peyenmom

He
nionsie
ae

UA/20613/01/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
ApuHaimiTTeNb A). 3ANPOMNOHOBAHO:
Al, HimeyunHa ONIMECTAL® A
(OLMESTAD A)
164. | ONIMECTAA® | Olmesarta | onvecapT C09DBO0 | Tabnetku, BKpUTI CTALA HimeuyunH BMPOGHMLTBO Cepbis/ BHECEHHS 3MiH 0 3a He UA/20613/01/02
A n aHy 2 nniBKOBOIO ApuHaiimit a Hepo3dacoBaHo | Himeuun | peecTpauiiHnx matepianis: peyenmom | nidnse
medoxomil | megokcomi 060/10HKOH0, MO Tens Al ro NPOAYKTY, Ha 3MiHu | THny - ae
and n, 40/10 w~r; no 10 nepBuHHE Ta AAMIHICTPaTUBHI 3MiHN.
amlodipine | amnoguniu TabneTok y 6nictepi; BTOPUHHE 3MiHa Ha3BM NikapCcbKoro
y 6ecunat no 3 6nictepu B nakyBaHHs, 3acoby. 3miHa Ha3Bu
KapTOHHI KOpOOL KOHTPO/b Cepiii: nikapcbkoro 3acoby, a came
"Xemochapm" [0MNOBHEHHA HA3BU
AL, Cepbis; niKapcbKoro 3acoby
KOHTPOnb cepii, TOProBesibHUM 3HaKoM - "®".
BUMYCK Cepii: 3ATBEP)KEHO:
CTALA ONIMECTAL A (OLMESTAD
ApuHaimiTTenb A). 3ANPOMNOHOBAHO:
Al, HimeyunHa ONIMECTAL® A
(OLMESTAD A)
165. | OIMECTAA® | Olmesarta | onvecapT C09DBO0 | Tabnetku, BKpUTI CTALA HimeuyunH BMPOGHMLTBO Cepbis/ BHECEHHS 3MiH 40 3a He UA/20613/01/01
A n aHy 2 NNiBKOBOKO ApuHaiimit a Hepo3gacoBaHo | Himeuyun peecTpauiiH1ux maTepianis: peuyenmom | niosse
medoxomil | megokcomi 06010HKo10, no 20/5 Tens Al ro NPOAYKTY, Ha 3MiHu | TUny - 3MiHK Woa0 ae
and n, mr; no 10 TabneTok nepBrHHE Ta 6e3nekn/eekTBHOCTI Ta
amlodipine | amnogunix y 6nictepi, no 3 BTOPWUHHE hapmakoHarnsgy. 3miHa y
y 6ecunat 6nictepu B nakyBaHHs, KOPOTKili XapakTepucTuL,i
KapTOHHI KOpo6Lyi KOHTPOb cepiii: nikapcbKoro 3acoby, TeKCTi
"Xemothapm" MapKyBaHHS Ta IHCTPYKLT
AL, Cepbis; 0151 MeuyHoro
KOHTPO/b Cepii, 3acTOCyBaHHS Ha MiacTasi
BUMYCK cepii: perynsipHo OHOBJIOBAHOIO
CTALA 3BiTYy 3 6e3nekun Nikapcbkoro

ApuHaiimiTTens
Al', HimeyuunHa

3acoby, abo gocnigkeHb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnapeecTpaviiHuii nepiog,
abo K pe3ynbTar OLiHKKN
3BiTY 3 AOCNISKEHD,
npoBefeHnX BignoBigHO J0
nnaHy negjiaTpuydHnx
pocnigpkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMNETEHTHUM
YNOBHOB&XEHUM OpPraHoMm).
3MiHV BHECEHO B IHCTPYKL,i10
ANa MefuyHoro
3aCTOCyBaHHS NiKapCbKOro
3acoby Ao po3ainis
"Oco611BOCTI
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
3actocyBaHHA" Ta "Mo6iuHI
peakuii” BiANOBIAHO A0
OHOB/EHOI iHhopMaLi Wwoao
6e3nekn 3acTocyBaHHs
Ljt0Y0T peyoBMHU 3rigHO 3
pekomeHgauieto PRAC.
166. | ONIMECTAA® | Olmesarta | onmecapT | CO9DBO | Ttabnetku, BKpuUTI CTALA HimeuyunH BVMPOGHMLTBO Cepbis/ BHECEHHS 3MiH 0 3a He UA/20613/01/02
A n aHy 2 nniBKOBOIO ApuHaiimit a Hepo3dacoBaHo | Himeuun | peecTpauiiHnx matepianis: peyenmom | nidnse
medoxomil | menokcomi 060/10HKOI0, MO Tens Al ro NPOAYKTY, Ha 3MiHu | TUNYy - 3MiHK Woa0 ae
and n, 40/10 wmr; no 10 nepBrHHE Ta 6e3nekn/edeKTNBHOCTI Ta
amlodipine | amnoguniu TabneTtok y 6nictepi, BTOPUHHE thapmakoHarnagy. 3miHa y
y 6ecunat no 3 6nictepu B nakyBaHHs, KOPOTKili XapakTepucTuL,i
KapTOHHI Kopo6Lyi KOHTPO/b Cepiit: nNikapcbKoro 3acoby, TeKCTi
"Xemochapm" MapKyBaHHS Ta iHCTPYKLiT
AL, Cepbis; 015 MeguyHoro
KOHTPO/b Cepii, 3acTOCyBaHHS Ha MiacTasi
BUMYCK cepii: perynsipHo OHOBJIOBAHOIO
CTALA 3BiTYy 3 6e3nekun Nikapcbkoro
ApuHaiimitTTenb 3acoby, abo gocnigkeHb 3
Al, HimeuunHa 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnapeecTpaviinnii nepiog,
abo Sk pe3ynbTaT OLiHKK
3BITY 3 AOCNIAKEHD,
npoBefeHnX BignoBigHO f0
nnaxy negjiaTpuyHnX
pocnipxeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMNETEHTHUM
YNOBHOB&XEHUM OpPraHoMm).
3MiHV BHECEHO B IHCTPYKL,i10
AN MeauyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby Ao po3ginis
"Oco6nmBocCTi
3actocyBaHHs" Ta "lMob6iuHi
peakuii” BignosigHoO A0
OHOB/IEHOI IHhopMaLii LWoao
6e3nekn 3acTocyBaHHsA
Lito40i pevyoBuHY 3rigHo 3
pekomeHgauieto PRAC.
167. | OIMECTAA® | Olmesarta | onvecapT | CO9DXO0 | Tabnetku, BKpUTI CTALA HimeuuunH BMNYCK cepil, Himeyun BHECEHHS 3MiH [0 3a He UA/20652/01/01
TPIO n aHy 3 nNiBKOBOKO ApuHaiimit a KOHTPONb cepii: Ha/ peecTpavuiiHux matepianis: peuenmom nionse
medoxomil | megokcomi 060/10HKOH Mo 20 Tens Al CTALA Cepbis 3MiHn | TNy - ae
, n, mr/5 mr/12.5 mr; 10 ApuHaiimiTTens AMiHICTpaTVBHI 3MiHN.
amlodipine | amnogunix Tabnetok y 6nictepi; Al', HimeuunHa; 3MiHa Ha3BY NikapCbKOro
and y 6ecunar, no 3 6nictepu B BMPOGHMLTBO 3aco6y. 3miHa Has3Bu
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
hydrochlor | rigpoxnop KapTOHHi Kopo6Lyi Hepo3acoBaHo nikapcbKoro 3acoby, a came
othiazide oTiasung ro NpoayKTy, [OMOBHEHHS Ha3BU
nepBuHHe Ta nikapcbkoro 3acoby
BTOPUHHE TOProBesibHUM 3HaKoM - "®".
nakyBaHHs, 3ATBEP)KEHO:
KOHTPO/b Cepiii: O/IMECTA[ TPIO
"Xemochapm" (OLMESTAD TRIO).
AL, Cepbis 3AMPOMNOHOBAHO:
O/IMECTAL® TPIO
(OLMESTAD TRIO)
168. | ONIMECTAA® | Olmesarta | onvecapt | CO9DXO0 | Ttabnetku, BKpUTI CTALA HimeuuunH BUMYCK Cepii, Himeuun BHECEHHS 3MiH 0 3a He UA/20652/01/02
TPIO n aHy 3 NNiBKOBOKO ApuHaiimit a KOHTPO/b cepii: Ha/ peecTpavuiiHux maTepianis: peuenmom niosnse
medoxomil | megokcomi 060/10HKOI0 M0 40 Tens Al CTALA Cepbis 3MiHn | TNy - ae
, n, Mr/10 mr/12.5 mr; 10 ApuHaiimiTTens AAMIHICTPaTUBHI 3MiHN.
amlodipine | amnogunix Tabnetok y 6nictepi; Al', HimeuunHa; 3MiHa Ha3BY NikapCbKOro
and y 6ecunar, no 3 6nictepu B BMPOGHMLTBO 3acoby. 3miHa Ha3Bu
hydrochlor | rigpoxnop KapTOHHI Kopo6Li Hepo3dacoBaHo nikapcbkoro 3acoby, a came
othiazide oTiasng ro NPOAYKTY, [OMOBHEHHS Ha3BM
nepBrHHE Ta NiKapcbKoro 3acoby
BTOPUHHE TOProBesibHUM 3HakKoM - "®".
nakyBaHHs, 3ATBEPOXXEHO:
KOHTPOb Cepiii: ONMECTA/L TPIO
"Xemochapm" (OLMESTAD TRIO).
AL, Cepbis 3AMPOMNOHOBAHO:
O/IMECTAL® TPIO
(OLMESTAD TRIO)
169. | O/IMECTAA® | Olmesarta | onmecapt | CO9DX0 | TabneTku, BKpUTI CTALA HimeuuunH BMNYCK cepil, Himeuun BHECEHHS 3MiH 0 3a He UA/20652/01/01
TPIO n aHy 3 naiBKOBOIO ApuHaiimit a KOHTpOb cepii: Ha/ peecTpauiiHnx matepianis: peyenmom | nidnse
medoxomil | megokcomi 060/10HKOI Mo 20 Tenb Al CTALA Cepbis 3MiHu | TUNy - 3MiHK Wwoa0 ae
, n, mr/5 mr/12.5 wmr; 10 ApuHaimiTTens 6e3nekun/edeKkTBHOCTI Ta
amlodipine | amnogunin Tabnetok y 6nictepi; A, HimeyunHa; thapmakoHarnagy. 3miHa 'y
and y 6ecunar, no 3 6nictepu B BMPOGHMLTBO KOPOTKIili XapakTepucTu,i
hydrochlor | rigpoxnop KapTOHHI Kopo6Lli Hepo3dgacoBaHO niKapcbKoro 3acoby, TekcTi
othiazide oTiasung ro NpoayKTy, MapKyBaHHS Ta iHCTPYKLT

nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/b Cepiii:
"Xemochapm"
Af, Cepbis

ANA MeauyHoro
3aCcTOCyBaHHSA Ha niacTasi
perynsipHoO OHOB/IHOBAHOTO

3BiTy 3 6€3Mekn Nikapcbkoro
3acoby, abo gocnigkeHnb 3

6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog,
a60 K pe3ysibTaT OLiHKM
3BiTY 3 JOCNIgKEHDb,
npoBeAeHVX BifgnoBigHO A0
naaHy negiaTpuyHux
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

pocnigpxens (PIP) (3MiHy
Y3rOXKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom).
3MiHN BHECEHO B IHCTPYKL,itO
AN MeAuyHoro
3acTOCyBaHHS NikapcbKoro
3acoby Ao po3ginis
"Oco6nnBOCTi
3acTocyBaHHA" Ta "TMo6iyHi
peakuji" BiANoOBIAHO A0
OHOBJIEHOI iHhopMaLii Lwoao
6e3nekn 3acTocyBaHHs
Lito40i pevyoBMHY 3rigHO 3
pekomeHgauieto PRAC.

170.

OJ/IMECTAL®
TPIO

Olmesarta
n
medoxomil

amlodipine
and
hydrochlor
othiazide

onmvecapT
aHy
Me[OoKCOMi
n,
amnoamni
y 6ecunar,
rigpoxnop
oTiasng

C09DX0
3

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOI Mo 40
mMr/10 mr/12.5 mr; 10

TabneTtok y 6nictepi;

no 3 6nictepu B
KapTOHHI KopooLli

CTALA
ApuHaiimit
Tens Al

HimeyuuH
a

BMNYCK cepil,
KOHTPOnb cepii:
CTALA
ApuHaiimiTTens
AT, HimeuunHa;
BMPOGHMLTBO
Hepo3gacoBaHO
ro NPoaykKTy,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/b Cepiit:
"Xemochapm"
Al Cepbis

Himeuun
Ha/
Cepbis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MmiHu | TMny - 3MiHK Woao
6e3nekun/eekTBHOCTI Ta
thapmakoHarnagy. 3miHa y

KOPOTKIili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekCTi
MapKyBaHHS Ta iHCTPYKLiT
ANA MeauyHoro
3acTOCyBaHHS Ha niacTasi
perynsipHo OHOB/IHOBAHOTO
3BiTYy 3 6€3Mekn Nikapcbkoro
3acoby, abo gocnigkeHnb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog,
a60 K pe3ysibTaT OLiHKM
3BITY 3 JOCNIOXEHD,
npoBeeHrX BifgnoBigHO A0
nnaHy negiatpuyHux
npocnigmkenb (PIP) (3MiHy
Y3rO[XXEHO 3 KOMMNETEHTHUM
YNOBHOB&XEHVM OpraHom).
3MiHN BHECEHO B IHCTPYKLil0
AN MeauyHoro
3aCTOCYBaHHS NiKapCbKoro
3acoby Ao po3ginis
"Oco6nnBOCTi
3actocyBaHHs" Ta "Mo6iuHi
peakuii" BiANOBIgHO A0
OHOB/EHOI iHhopMaLi Wwoao
6e3nekn 3acTocyBaHHs

3a
peyenmom

He
nionsie
ae

UA/20652/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

L0401 peyvoBmHN 3rigHO 3
pekomeHgauieto PRAC.

171.

OJZIMETEK
nntoc

Olmesarta
n
medoxomil
and
diuretics

onmvecapT
aHy
MeLOoKCOMi
n,
rigpoxnop
oTiasng

CO9DAO
8

TabneTku, BKPUTI
NNiBKOBOKO
060s10HKo, 20
mr/12,5 mr; no 14
Tabnetok y 6nictepi,
no 2 6nictepay
KapTOHHIN nauui

3eHTiBa,
K.C.

Yecbka
Pecny6nik
a

[aiui CaHkio
tOpoyn Mm6X

Himeuun
Ha

BHECEHHS 3MiH 0
peecTpauinHMx maTepianis:
3miHu | TNy - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta

hapMakoHarnsagy.

BBepgeHHs1 abo 3MiHM A0
y3arasibHeHUX JaHuX nNpo
cuctemy chapmakoHarnsgy
(BBEAEHHA Y3araslbHEHNX
[aHux nNpo cuctemy
thapmakoHarnsgy, 3miHa
YMOBHOB&XeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
dhapmakoHarnsgy;
KOHTaKTHOI ocobu 3
hapmakoHarnsgy 3asiBHUKa
0N 30iNCHEHHST
thapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
thapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-caiina cucremu
hapmakoHarnsagy). 3miHa
YNOBHOBaXEHOI 0co6u
3asiBHMKA, BifnoBigasibHOI
3a hapmakoHarnsg,
[itoua pepakuis: dininosa
NMogmuna, MD / Ludmila
Filipova, MD. MNponoHoBaHa
pegakuisi: HikogemoBa
Minocnasa, MD / Miloslava
Nykodemova, MD. 3miHa
KOHTaKTHUX AaHnX
YMOBHOBaXeEHOI 0cobu
3asBHVIKa, BigNoBigabHOT
3a thapmakoHarang,.

3a
peyenmom

UA/17624/01/01

172.

ONNMETEK
nnoc

Olmesarta
n
medoxomil

onmecapt
aHy
MEeLOKCOMi

CO09DAO
8

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKO10, 20

3eHTiBa,
K.C.

Yecbka
Pecny6nik
a

[Jaivi CaHkio
HOpoyn Mm6X

Himeuun
Ha

BHECEHHSA 3MiH [0
peecTpavuiiHux maTepianis:
3miHu | TMny - 3miHun Wwoao

3a
peyenmom

UA/17624/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep

peecmpayitiHo

20
NnocsioYeHHs1

and
diuretics

n,
rigpoxnop
oTiasung

Mr/25 mr; no 14
Tabnetok y 6nictepi,
no 2 6nicrepa y
KapTOHHIA navui

6e3nekn/edeKkTUBHOCTI Ta
dhapmakoHarnsgy.
BBegeHHs1 abo 3MiHu A0
y3araslbHeHUX fAaHux npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX
[AaHvX Npo cuctemy
hapmakoHarnsgy, 3miHa
YMOBHOBaXEHOT 0cobY,
BiANOBIAa/IbHOI 3a
3[iiCHEHHS
chapmakoHarnsgy;
KOHTaKTHOI ocobu 3
thapmakoHarnsgy 3asaBHUKa
[ANA 3ajiCHEHHS
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YMOBHOBaXeEHOT 0cobY,
BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
thapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy). 3miHa
YMOBHOBaXEHOI 0cobu
3asBHVIKa, BifnoBigabHOT
3a (hapmakoHarnag,
[itoua pepaxuis: dininosa
NMogmuna, MD / Ludmila
Filipova, MD. lNMponoHosaHa
pepakuis: Hikogemosa
Minocnasa, MD / Miloslava
Nykodemova, MD. 3miHa
KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U
3asBHUKA, BiANOBIAA/ILHOI
3a thapmakoHarnag.

173.

OJZIMETEK
nntoc

Olmesarta
n
medoxomil
and
diuretics

onmvecapT
aHy
MeLOoKCOMi
n,
rigpoxnop
oTiasng

CO9DAO
8

TabneTku, BKPUTI
NNiBKOBOKO
060s10HKo, 40
mr/12,5 mr; no 14
Tabnetok y 6nictepi,
no 2 6nictepay
KapTOHHIN nauui

3eHTiBa,
K.C.

Yecbka
Pecny6nik
a

[aiui CaHkio
tOpoyn Mm6X

Himeuun
Ha

BHECEHHS 3MiH [j0
peecTpavuinHMx MaTepianis:
3miHu | TYny - 3MiHK Woao
6e3nekun/ehekTBHOCTI Ta

hapMakoHarnsagy.

BBepgeHHs1 abo 3MiHM A0
y3araslbHeHUX AaHuX npo
cuctemy cpapmakoHarnsgy

3a
peyenmom

UA/17624/01/03




200

n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep

peecmpayitiHo

20
NnocsioYeHHs1

(BBEAEHHSA Y3arasbHEHNX
[aHuX nNpo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0CcobY,
BignoBigasibHOI 3a
3[jiiCHEHHS
thapmakoHarnagy;
KOHTaKTHOI 0cobm 3
thapmakoHarnsgy 3asBHUKa
[ANA 3aiACHEHHS!
thapmakoHarnagy B YkpaiHi,
SAKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOI 0CcobY,
BignoBigasibHOI 3a
3[jiiCHEHHS
hapmakoHarnsgy
(BK/IHOYAKOUN KOHTAKTHI faHi)
Ta/ab0o 3MiHWN Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U
3asBHUKA, BiANOBIAA/ILHOI
3a thapmakoHarnag.
[itova pepakuis: dininosa
NMogmuna, MD / Ludmila
Filipova, MD. lNMponoHoBaHa
pepakuis: Hikogemosa
Minocnasa, MD / Miloslava
Nykodemova, MD. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0co6u
3as1BHMKA, BifnoBigasibHOI
3a hapmakoHarnag,.

174.

ONNMETEK
nntoc

Olmesarta
n
medoxomil
and
diuretics

onMecapT
aHy
MeLOKCOMi
n,
rigpoxnop
oTiasng

CO9DA0
8

TabneTkn, BKPUTI
NNiBKOBOK
060n0HKoto, 40
Mr/25 mr; no 14
TabneTtok y 6nictepi,
no 2 6nicrepa y
KapTOHHIN nayui

3eHTiBa,
K.C.

Yecbka
Pecny6nik
a

[aiui CaHkio
tOpoyn Mm6X

Himeuyun
Ha

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHu | TUnNy - 3MiHK WoA0
6e3nekn/edeKTNBHOCTI Ta

dhapmakoHarnsgy.

BBeneHHs abo 3MiHU A0
y3araslbHeHUX AaHnx npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX
AaHVX Npo cuctemy
thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0Ccobu,
BiANOBIAA/IbHOI 3a

3a
peyerimom

UA/17624/01/04
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3[jiiCHEHHS!
dhapmakoHarnsgy;
KOHTaKTHOI ocobu 3
hapmakoHarnsgy 3asBHUKa
051 30iCHEHHS
hapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHa Bif,
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
3[jiiCHEHHS!
thapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLLEHHI
mMacTep-caiina cucremu
thapmakoHarnsagy). 3miHa
YNOBHOBaXeEHOI 0co6u
3as1BHMKA, BifnoBigasibHOI
3a hapmakoHarnsg,.
[itoua pepakuis: dininosa
Mogmuna, MD / Ludmila
Filipova, MD. MNponoHoBaHa
pefakuis: Hikogemosa
Minocnasa, MD / Miloslava
Nykodemova, MD. 3miHa
KOHTaKTHUX AaHnX
YMOBHOBaXEHOI 0cobu
3asBHVIKa, BifnoBigabHOT
3a (hapmakoHaring,.

175.

OCNAMOKC®

amoxicillin

aMoKcmum
NiH

4

JO1CAO

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKO0, 1Mo 500
Mr, no 12 TabneTok
y 6nictepi; no 1
6nictepy B
KapTOHHI Kopo6Lyi

CaHpos
dapmacb
t0TiKan3
a.a.

CnoseHis

CaHpo3 'm6X -
Bupo6bHuua
AinbHUUA
AHTUIHGEKLiHI
N3 Ta XimiyHi
Onepaujii
KyHans (AIXO
N3 KyHanb)

ABCTpis

BHECEHHS 3MiH 0
peecTpavuiiHux maTepianis:
3MiHn | TURY - 3MiHN 3
akocTi. CepTudpikar
BignosigHOCTI/TE-
cepTtudikaT BigNoBigHOCTI
€Bponeiicbkili
thapmakonei/MmoHorpadii.
MogaHHsA HOBOro abo
OHOBJ/IEHOTO cepTudikaTa
BignosigHOCTI abo
BW/yYEHHS cepTudikara
BiANOBIAHOCTI EBpONeiChKii
thapmakonei: ana APl ons
BUXiAHOTO
marepiany/peareHTy/npomix
HOro NPOAYKTY, LU0

BUKOPVCTOBYHOTHCS Y

3a
peyenmom

UA/3975/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHHN
(cepTudpikat BiAMNOBIAHOCTI
€sponelicbkili hapmakoner)
- OHOBNEHWi cepTudikaT
Bifj y)ke 3aTBEPAKEHOr0
BMPOGHMKA NoJaHHSA
oHoBrieHoro CepTudikarty
BiANOBiAHOCTI EBpoONeiiChKiit
thapmakonei CEP 2023-277-
Rev 01 (3atBepmxeHo: CEP
2023-277-Rev 00) Big BXe
3areBepmxeHoro SANDOZ
GMBH Bupo6Huka ans Adl
aMOKCULMNIHY TpurigpaTy.

176.

OCMAMOKC®

amoxicillin

amoKcuLm
NiH

JO1CAO
4

TabneTkn, BKPUTI
NniBKOBOIO
060/10HKOI0, MO
1000 wr, no 6
TabneTok y 6nictepi;
no 2 6nictepu B
KapTOHHI Kopo6Lyi

CaHpos
dapmacb
loTikan3

A

CnoBeHisa

CaHpo3 'moX -
Brpo6Hmya
AinbHUUA
AHTUIHGEKLiH
N3 Ta XiMiyHi
Onepauii
KyHans (AIXO
N3 KyHano)

ABCTpis

BHECEHHS 3MiH 0
peecTpauiiHnx maTepianis:
3MiHu | TUnNYy - 3MiHK 3
akocTi. CepTucpikat
BignoBigHOCTI/TE-
cepTudikar BianoBigHOCTI
€Bponencobkin
thapmakonei/MoHorpadoii.
MopaHHA HoBoro abo
OHOB/IEHOTO cepTudikaTa
BiANoBiAHOCTI ab0
BWUTyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpPONENCHKI
hapmakonei: ana Ad®l; gns
BMXiAHOTO
martepiany/peareHTy/npomix
HOro NPOAYKTY, L0
BUKOPVCTOBYIOTHCS Y
BUPOGHMLTBI ADI; ans
[0MOMDKHOT PEYOBUHMN
(cepTudpikat BIANOBIAHOCTI
€Bponelicbkin dhapmakoner)
- OHOBNEHWi cepTudikaT
Bifj y)ke 3aTBEPAKEHOrO
BMPOGHMKA NoJaHHSA
oHoBrieHoro CepTudikarty
BiANOBIAHOCTI EBpONeiiChKiit
thapmakonei CEP 2023-277-
Rev 01 (3atBepmxeHo: CEP
2023-277-Rev 00) Big BXe
3areBepmkeHoro SANDOZ

3a
peyerimom

UA/3975/01/02




203

Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
GMBH Bupo6Huka ana Adl
aMOKCHUMNIHY TpurigpaTy.
177. | OPEB® nintedanib | HiHTegaHi6 | LOLEXO | kancynm m siki no BepiHrep HimeuuunH MepBuHHE Himeyuun BHECEHHS 3MiH 0 3a UA/16115/01/01
y(y 9 100 mr; no 10 IHrenbxai a (6nicTepu) Ta Ha peecTpauiiHnx matepianis: peyenmom
BUrNALI Kancyn y énicrepi, M BTOpPUHHE 3MmiHu | TNy -
esnnary) no 6 6nictepis y IHTepHeLw nakyBaHHs, AMIHICTPaTVBHI 3MiHW.
KapTOHHI ynakosLi HA TMBEX MapKyBaHHs, BunyueHHsi BUPO6HUYOI

KOHTPO/b AKOCTI,
KOHTPO/b AKOCTI
3a NOKa3HUKOM
Mikpob6ionoriyHa
yuctoTa Ta
BUMYCK Cepiit
nikapcbKoro
3acoby:
BepiHrep
IHrenbxanmv
dapma M'vbX i
Ko.KT,
HimeuunHa;
Brvpo6H1uTBO,
ynakoBka Ta
KOHTPO/b AKOCTI
(3a
BUK/IOUEHHSAM
Mikpob6iosoriyHol
4yncTOTU) Kancyn
bulk (e
po3dhacoBaHoi
nNpoAyKLUiT):
KataneHt
HimeyunHa
E6epbax Mv6X,
HimeyumHa;
AnbTepHaTMBHa
nabéopartopis
ans
npoBefeHHs
KOHTPO/I0 AKOCTI
(3a
BUK/IOYEHHAM
Mikpo6ionoriyHo
Tunctotn): A
eHg Em
LWTABTECT
Jla6op dyp

AinbHUUI (BKIOYaoum
AinbHuui ansa Adl,
NPOMIXHOr0 NPOAYKTY abo
roTOBOrO /iKapPCbKOro
3acoby, AinbHULi Ans
NPOBefEHHS NaKyBaHHS,
BMPOGHVIKa,
BiANOBIAA/IbHOIO 3a BUMYCK
cepiii, micue npoBefeHHs
KOHTpOsto cepii) abo
noctayanbHUKa BUXifHOro
maTtepiany, peareHty abo
[0MOMDKXHOT PEYOBUHHN
(AKLW0 3a3HAYEHO Y A0CbE)
BWYYEHHS BUPOOHUYOI
npinbHULUi Gesellschaft fur
Micronisierung mbH,
Lesumer Heerstrasse 30,
28717, Bremen, Germany,
BiAnoBiAa/IbHOI 3a npouec
NoApPiIGHEHHST aKTUBHOT
cybcTaHUii HiHTeAaHIb.
3MiHu | TUnNy - 3MiHK 3
akocTi. A®l. KoHTposnb AdI.
3MmiHa y napameTpax
cneyudikayin Ta/abo
O0NYyCTUMUX MEX,
BU3HAYEHNX Y
cneuungikauisx Ha A®l, abo
BVXiZHWIA/NPOMIKHWIA
npoAyKT/pearexT, wo
BUKOPVCTOBYIOTHCS Y
npoueci Bupo6HuuTea AdI
(iHWi 3miHK) 3MiHK OO
cneumdikaLin BUXigHNX
marepianis: metunar
HaTpito, AMumeTundopmamig,
TO/yOn, OLTOBWIA aHrigpva,
i3onponaHon, MeTaHon,
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uKa HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
AHaNITUK yHA, eTunauerar Ta
Crabinitatcnpy TeTparigpodypaH, Lo
hyHr Mm6X, BUKOPUCTOBYIOTLCA Y
HimeyuunHa; BMPOGHULTBI aKTUBHOT
AnbTepHaTVBHa PEYOBUHM HiHTeAaHI6. Kpim
nabéopartopis TOro, BHECEHHS peAakLiliHnX
ans npaBoK 10 OHOBJ/IEHWX
npoBefeHHs [OKYMeHTIB An1s
KOHTPOJIH0 AKOCTI 3abe3neyeHHs
Mikpob6ionoriyHo rapMOHi30BaHoIi/y3romxeHoi
Tunctotn: CIrc OOKyMeHTauii.
IHCTUTYT
dpeseHiyc
m6X,
HimeuuunHa;
Nabop /IC CE
eHg Ko. KT,
HimeuunHa
178. | OPEB® nintedanib | HiHTegaHi6 | LOLEXO | kancynm m siki no Bepinrep HimeuyunH MepBuHHE Himeuun BHECEHHS 3MiH 0 3a UA/16115/01/02
9 150 wmr; no 10 IHrenbxai a (6nictepu) Ta Ha peecTpauiiHnx maTepianis: peyenmom
Kancyny 6nictepi; M BTOPUHHE 3MiHu | THny -
no 6 6nictepis y IHTepHeLl nakyBaHHs, AAMIHICTPaTUBHI 3MiHN.
KapTOHHI ynakoBLi HA TMBEX MapKyBaHHS, BunyyeHHsi BUPO6HUYOI

KOHTPO/b AKOCTI,
KOHTPO/Ib SKOCTI
3a NOKa3HUKOM
Mikpo6ionoriyHa
yucToTa Ta
BUMYCK Cepiii
nikapcbkoro
3acoby:
BepiHrep
IHrenbxainm
dapma M'vbX i
Ko.KT,
HimeyumnHa;
Bnpo6HMUTBO,
ynakoBka Ta
KOHTPO/b AKOCTI
(3a
BUK/IOYEHHAM
Mikpo6ionoriyHol
YMCTOTW) Kancyn
bulk (He
po3dacoBaHoi

npoaykujii:

OinbHULI (BKIHOYaOUn
AinbHuui ana Adl,
NPOMKHOro NPOAYyKTY abo
roTOBOrO NiKapCbKoro
3acoby, AinbHuui Ans
NpoBefeHHsA NakyBaHHs,
BUPOGHMKA,
BiANOBIA&/IbHOIO 3a BMMNYCK
cepiid, Mmicue npoBefeHHs
KOHTPONIO cepii) abo
nocrtavasnbHviKa BUXIigHOTO
mMarepiany, peareHty abo
[0MNOMDKHOT peyoBUHU
(AKLWO0 3a3HAYEHO Y A0CLE)
BWTyYEHHS BUPOOHUYOI
ninbHUUi Gesellschaft fur
Micronisierung mbH,
Lesumer Heerstrasse 30,
28717, Bremen, Germany,
BiANOBIAa/IbHOI 3a nNpouec
noApibHEHHS aKTUBHOT
cybCTaHUiTl HIHTeAaHi6.
3MiHn | TUNYy - 3MiHK 3




205

Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
KatasieHt akocTi. A®l. KoHTposnb AdL.
Himeuunna 3MiHa y napameTpax
E6epbax Mm6X, cneyudikayin Ta/abo
HimeuunHa; LOMYCTUMUX MEX,
AnbTepHaTuBHa BU3HAYEHNX Y
nabéopartopis cneuungikauisx Ha A®l, abo
ans BUXiZAHUIA/NPOMiXHWIA
npoBefeHHs npoAyKT/pearexT, wo
KOHTPO/I0 AKOCTI BUKOPVCTOBYIOTHCS Y
(3a npoteci Bupo6HuuTea AdI
BVK/THOYEHHAM (iHWi 3miHK) 3MiHK OO0
Mikpo6ionoriyHo cneumdikaLin BUXigHNX
Tunctotn): A marepianis: metunar
eHa Em HaTpito, AumeTuncopmamig,
LWTABTECT TOJ1yON, OLTOBWIA aHrigpua,
Nab6op dyp i3onponaHos, MeTaHosn,
AHaniTuK yHg, eTunauerar Ta
Crabinitarcnpy TeTparigpodypaH, LWo
hyHr Fm6X, BMKOPUCTOBYIOTLCSA Y
HimeyuunHa; BMPOGHMLTBI aKTUBHOT
AnbTepHaTuBHa peyoBUHU HiHTeaaHI6. Kpim
naboparopis TOro, BHECEHHS pefaKLUiiHnX
ans NpaBoK [0 OHOBNEHNX
npoBefeHHs [OKYMeHTIB Ans
KOHTPOJIH0 SKOCTI 3a6e3neyeHHst
Mikpob6ionoriyHo rapmMoHi30BaHOI/y3rogKeHoi
Tuuctotn: Crc [LOKyMeHTauji.
IHCTUTYT
PpeseHiyc
rm6X,
HimeuuunHa;
Na6op NIC CE
eHp Ko. KT,
Himeuunna
179. | O®IOKCAUM | ofloxacin | odpniokcay, | JOIMAO | po3uuH ans iHdysiii MpuBaTtHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 3a He UA/13268/01/01
H WH 1 0,2% no 100 mn abo | akuioHepH akuioHepHe peecTpauiiHux maTepianis: peuenmom niosnse
200 mn y naswui; no e TOBapuCTBO 3MiHu | TURY - 3MiHK WoAo ae
1 nnawui y nayui TOBapuCTB "Indpysia” 6e3nekn/edeKTBHOCTI Ta
o] hapmakoHarnsgy. 3miHa y
"Indpysia” KOPOTKili XapakTepucTuy,i

NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLT
AN MeauyHoro
3aCToCyBaHHSA Ha nigcTasi
perynsipHo OHOB/IOBAHOIO
3BiTYy 3 6€3Mnekun Nikapcbkoro



https://atcddd.fhi.no/atc_ddd_index/?code=J01MA01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*

3acoby, abo gocnigkeHb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog,
abo K pe3ynbTaT OLiHKK
3BiTY 3 JOCNIgKEHDb,
npoBefeHnX BigNoBiAHO f0
nnaxy negjaTpuyHnX
pocnipkeHs (PIP) (3miHy
Y3rOZPKEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHVNM OPraHom).
3MiHU [0 TEeKCTY IHCTPYKLi
AN MeauyHoro
3aCTOCyBaHHS NiKapCbKOro
3acoby a0 po3ainy "MobiyHi
peakuii” Wwoao 6esneku
3acToCcyBaHHSA
PTOPXiHOMOHIB 3a
pekomeHgauieto PRAC.
3miHu | Tvny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnagy (iHwi
3MiHW). 3MiHM 0 TekcTy
IHCTPYKUIT AN MeguyHoro
3acTOCyBaHHS MiKapCbKoro
3acoby Ao po3giny "Mo6iyHi
peakuii” woao
NoBifOMIEHHS NPO MOGIYHI
peakuii. 3MiHu | TURY - 3MiHN
wozno
6e3nekn/edekTUBHOCTI Ta
dhapmakoHarnsgy.
BHeceHHs abo 3miHa(v) o
30608B'A3aHb Ta YMOB Bugaui
peecTpauiiHoro
NOCBIAYEHHS, BKIOYaoun
MnaH ynpasniHHSA pu3nkamu
(iHWWi 3MiHW).3asBHNKOM
HafaHo OHOBMEeHWIA MnaH
ynpaBniHHA pu3nKamu
Bepcis 4.3 3MiHM BHECEHO
[0 YacTuH: | «3arasibHa
iHchopMaLis Npo nikapcbkuii
(i) 3aci6 (3acobm)» Il
«Cneuundikauis 3 6e3nekm»
11l «MnaH 3
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

hapmakoHarnsgy
(BKHOYAKOUN
nicnsipeecTpauiiHi
LocnipkeHHs 3 6e3nekn)» IV
«[MnaHn wopao
nicnsapeecTpauiiHnx
AocnigpKeHb eheKTUBHOCTI»
V «3axoay 3 MiHiMisawji
pU3KnKIB (BKTHOYAKOUM OLLIHKY
ehbekTUBHOCTI 3axopis 3
MiHimi3aLii pusukis)» VI
«Pestome nnaHy ynpasniHHA
pusnkamm» VI «ogatkmn»
(mopaTkm 1-8) y 3B'A3KY 3
OHOB/IEHHAM crieundikaLi 3
6e3nekn Aito4oi pevoBrHN
odhriokcauuH BiANOBIAHO A0
aKTyasibHOT pehepeHTHOT
iHchopmaw,ii, y 38’a3Ky 3
BMPOBaPKEHHAM
[04aTKOBUX 3ax0fiB 3
MiHimi3aLii pusukis ans
pu3uky «Tpusai,
iHBaNian3ytodi Ta
NOTEHLiAHO HE3BOPOTHI
cepino3Hi NobiyHi peakuji», a
TakoX Y 3B'A3KY i3 3MiHOIO
chopmaTy BignoBigHO A0
sBumor Evaluation Guidance
on the format of the risk
management plan (RMP) in
the EU —in integrated
format. 31 October 2018
EMA/164014/2018
Rev.2.0.1 accompanying
GVP Module V Rev.2
Human Medicines). Pe3stome
MnaHy ynpasniHHA
pu3ukamu Bepcis 4.3
[0[a€ETbCA.

180.

NAHTOrAM

ronaHTeHo
Ba
Knucnorta

NO6BX

Tabnetku no 250 mr;
no 10 Tabnetok y
6nictepi; no 5
6nicTepiB y
KapTOHHIN nauui

Tosapuct
BO 3
o6MexeHo
10
Bignosiga
NbHICTIO

YKpaiHa

MAT
«MoHpapm»

YkpaiHa

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHu | TURY - 3MiHK LWoAo
6e3nekn/edeKTBHOCTI Ta

chapmakoHarnsgy.

BBefeHHst abo 3MiHn [0

3a
peyenmom

He
nionsie
ae

UA/15416/01/02
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
"HKC- y3arasibHeHUX JaHux npo
DPAPM" cucTemy chapmakoHarnsgy

(BBEAEHHSA Y3araslbHEHNX
[aHvX Npo cuctemy
hapmakoHarnsgy, 3miHa
YMNOBHOBaXEHOT 0CcOo6Y,
BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
chapmakoHarnsgy;
KOHTaKTHOI ocobm 3
thapmakoHarnsgy 3asaBHUKa
[ANA 3ajiCHEHHS
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YMOBHOBaXEHOT 0cobY,
BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
thapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy). 3miHa
YMOBHOBaXEHOI 0cobu
3asBHVIKa, BifgnoBigabHOI
3a (hapmakoHarnsg. fiova
pepakuisi: MueHoK Mapis
CrenaHisHa.
MponoHoBaHa pegakuis:
HAkoBuweHa BikTopis
BonogmmupisHa. 3miHa
KOHTaKTHUX AaHnX
YMOBHOBaXEHOI 0cobu
3asBHVIKa, BifgnoBigabHOI
3a (papmakoHarnag,. 3miHa
MiCLIe3HaxXOpKEHHS macTep-
thaiina cuctemu
hapmakoHarnsgy Ta iioro
Homepa. 3MiHa Micus
3[iACHEHHSI OCHOBHOT
OiSNBHOCTI 3
hapmakoHarnsgy. 3minu |
TMny - 3MiHK Woa0
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi
3MiHuW). 3MiHW BHECEHO Y
TEKCT MapKyBaHHS
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
nepBuHHOI (N. 6) Ta

BTOPUHHOI (N. 17) ynakoBku
niKapcbkoro 3acoby oo
3a3HayYeHHs MiXXHapOAHMX
no3HayeHb OAVHULIb
BUMIpPIOBaHHSA. 3MiHu | Tuny -
AAMIHICTPaTUBHI 3MiHN.
BunyyeHHsi BUpO6HUYOI
OinbHUUI (BKIHOYaOUn
AinbHuUi ana Ad®l,
NPOMKHOro NPOAyKTy abo
roTOBOrO NiKapCbKoro
3acoby, AinbHnui Ans
NpoBefeHHsA NaKyBaHHs,
BMPOGHKKa,
BiANOBIA&/IbHOIO 3a BUMNYCK
cepiii, Mmicue NpoBeaeHHs
KOHTpO/0 cepii) abo
nocTavasnbHvKa BUXIiAHOTO
marepiany, peareHty abo
[0MNOMDKHOT peyoBUHU
(AKLW0 3a3HAYEHO Y AOCLE)
BW/TyYEHHSI BUPO6HUKIB AD]
FonaHTeHoBa kucnoTta 3AT
"OG6HIHCbKa XiMiKO-
hapmaneBTMYHa KoMMaHis",
Pocilicbka hegepauia Ta
TOB "HayKkoBo-B1po6HMYa
hipma "KEM", Pocilicbka
hegepauis.3minm 1l Tuny -
3MiHu 3 aKocTi. API.
Brpo6HMLUTBO. 3MiHa
BUPOGHMKa
BVIXiZHOr0/NMPOMiXHOro
npoAayKTy/peareHTy, Wo
BUKOPVCTOBYIOTHCS Y
BMPOGHMYOMY npotieci AdI,
abo 3miHa BUpOGHMKa
(BkntOYaKOUN, Ae HEOOXIAHO,
MicLie NpoBeAeHHs
KOHTpOsIto sikocTi) APl (3a
BiiCYTHOCTI cepTudikaTta
BiNOBIAHOCTI €Bponelicbkilt
thapmakonei 'y
3aTBEPAKEHOMY [OCHE)

(BBEIEHHS HOBOIO
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n/n

JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi

pe4dyosuHuUu

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

181.

MEKTONBAH

cough

RO5FBO

BMPO6HUKa APl 3 HafaHHAM
MacTtep-caiina Ha Adl)
BBEJEHHA HOBOTO
BMpo6Huka APl TOB
"®apmxim", YkpaiHa 3
HafaHHAM macTep-daiina
Ha A®| KanbLjto ronaHTeHaT
(Bepcis 1, yepBeHb 2021).
3miHa 3asBHuKa 13 (MIBIM)
(BnacHwvKa peecTpaviiiHoro
nocBiAYeHHs) (3rigHO Hakasy
MO3 Big 23.07.2015 Ne
460). 3MiHW BHECEHO Y
po3gain "3asBHuK" B
IHCTPYKUiO AN MeguyHoro
3aCTOCYyBaHHS NikapCbKOro
3aco6by.

182.

® CTOn

NEHECTEP®

suppress
ants and

expector
ants

finasteride

6yTamipar
y uuTpar,
ryalicpeHe
3UH

2

Kpanni opasibHi; No
25 mn 'y dhnakoHi; no
1 chnakoHy B nauuj 3
KapTOHY

AT
"dapmak”

YKpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHn | TUny - 3MiHM 3
aKocTi. CepTudpikat
BignosigHocTi/lE-
cepTudikaT BigNoBigHOCTI
€Bponeiicbkili
thapmakonei/mMoHorpadii.
3MiHW, noB'A3aHi 3
HEOBXiAHICTIO NPUBEAEHHS Y
BiAMNOBIAHICTb 40
MoHorpadii 4PY abo
€Bponelicbkoi hapmakonei,
a60 iHWOi HauioHasTbHOT
thapmakonei gepxasu €C
(3miHa y cneuudpikauisix,
noB'sA3aHa 3i 3MmiHamu B
[®Y, abo EBponeiichkili
thapmakonei, abo iHLWii
HaujioHasbHIli hapmakonei
aepxasu €C). MNprBegeHHA
crneuugikavii 4ONoMiXHOT
peyoBuHM "Boga ounieHa"
Yy BigMoBigHICTb fO BUMOT
OHOB/1EHOT MOHOrpadii €®.

6e3
peyenma

UA/10685/01/01

hiHacTepu

a

G04CBO
1

TabneTkn, BKPUTI
0060/10HKO10, M0 5 Mr;
Ne 30 (15x2): no 15
TabneTok y 6nictepi;

3eHTiBa,
K.C.

Yecbka
Pecny6nik
a

3eHTIBa, K.C.

Yecbka
Pecny6n
ika

BHECEHHS 3MiH 40
peecTpauiiHnx matepianis:
3MiHu | TUny - 3MiHK Woa0

6e3nekn/edPeKTNBHOCTI Ta

3a
peyerimom

UA/6000/01/01



https://atcddd.fhi.no/atc_ddd_index/?code=R05FB02
https://atcddd.fhi.no/atc_ddd_index/?code=R05FB02
https://atcddd.fhi.no/atc_ddd_index/?code=R05FB02
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

no 2 6nictepn y
KapTOHHI kopobuy;
Ne 90 (30x3): no 30
Tabnetok y 6nictepi;
no 3 6nictepn y
KapTOHHI KopooLli

hapmakoHarnsagy.
BBepgeHHs1 abo 3MiHM A0
y3aranbHeHUxX faHux npo
cuctemy chapmakoHarnsgy
(BBEAEHHA Y3ara/lbHEHNX
[AaHuX nNpo cuctemy
thapmakoHarnagy, amiHa
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
3[jiiCHEHHS!
dhapmakoHarnsagy;
KOHTaKTHOI ocobu 3
hapmakoHarnsgy 3asBHUKa
051 30iCHEHHS
hapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
3[jiiCHEHHS!
thapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLLEHHI
mMacTep-caiina cucremu
thapmakoHarnsagy). 3miHa
YNOBHOBaXEHOI 0co6u
3as1BHMKA, BifnoBigasibHOI
3a hapmakoHarnsg,.
[itoua pepakuis: dininosa
Mogmuna, MD / Ludmila
Filipova, MD. MNponoHoBaHa
pefakuis: Hikogemosa
Minocnasa, MD / Miloslava
Nykodemova, MD. 3miHa
KOHTaKTHUX AaHnX
YMOBHOBaXEHOI 0cobu
3asBHVIKa, BifnoBigabHOT
3a (hapmakoHaring,.

183.

NEPCEH®

eKCcTpakT
BasiepiaHu
(kopeHiB)
BOAHO-
eTaHO/IbH
WA cyxuii
(Valeriana
officinalis
L., radix,

NO5CM

TabneTku, BKpUTI
06010HKO10; no 10
TabneTtok y 6nictepi;
no 4 6nictepn y
KapTOHHI KopooLli

3eHTiBa,
K.C.

Yecbka
Pecny6nik
a

CODAPMA Af}

Bonrapi
A

BHECEHHS 3MiH 0
peecTpavuiiHux maTepianis:
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edeKTMBHOCTI Ta

chapmakoHarnsgy.

BeefeHHst abo 3MiHn [0
y3arasibHeHUX faHux npo
cuctemy chapmakoHarnagy
(BBEAEHHS y3araslbHEHNX

6e3
peyenma

UA/9536/01/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uKa HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
extractum [aHuX Npo cuctemy
hydroalco thapmakoHarnsgy, 3miHa
holic YMOBHOBaXEHOT 0cobY,
siccum); BignoBigasibHOI 3a
eKCTpakT 3[iiCHEHHS
nmera chapmakoHarnsgy;
menicu KOHTaKTHOI ocobm 3
cyxuii hapmakoHarnsgy 3asiBHUKa
(Melissa [ANA 3ajiCHEHHS
officinalis thapmakoHarnagy B YkpaiHi,
L., folium, SKLLO BOHA BigMiHHa Bif,
extractum YMOBHOBaXEHOT 0cobY,
siccum); BignoBigasibHOI 3a
eKCTpakT 3[iiCHEHHS
nnera thapmakoHarnsgy
M'ATU (BKNHOYAKOUN KOHTAKTHI faHi)
nepueBsoi Ta/abo 3MiHW y PO3MILLEHHI
cyxuii MacTep-caiina cucremm
(Mentha thapmakoHarnagy) 3miHa
piperita YMOBHOBaXEHOI 0cobu
L.,folium, 3asBHVIKa, BifnoBigabHOT
extractum 3a thapmakoHarnag,.
siccum) [itoua pepakuis: dininosa
NMogmuna, MD / Ludmila
Filipova, MD. lNMponoHosaHa
pepakuis: Hikogemosa
Minocnasa, MD / Miloslava
Nykodemova, MD. 3miHa
KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U
3asBHUKA, BiANOBIAA/IbHOI
3a thapmakoHarnag.
184. | NEPLIO - HacTolika MO2AB HacTolika; no 50 mn Tosapuct Ykpaina MPAT YkpaiHa BHECEHHS 3MiH 0 bes niosnse UA/8260/01/01
CTPYYKOBO nnogis y thnakoHax BO 3 "OITODAPM" peecTpauiiHnx matepianis: peyenma ae
ro neputo CKNsAHMX abo 06MeXeHo 3miHu | TYny - 3MiHn Woao
HACTOWKA CTPYYKOBO noniMmepHuNx 10 6e3nekun/eekTBHOCTI Ta
ro Api6Ho Bignosiga thapmakoHarnsgy.
nopizaHux NBHICTIO BBepgeHHs1 abo 3MiHM A0
«Papmate y3arasibHeHUX JaHuX Npo
BTUYHA cuctemy chapmakoHarnagy
KoMnaHis (BBEAEHHA Y3araslbHEHNX
«Biona» [aHuxX nNpo cuctemy

thapmakoHarnsgy, 3miHa
YMOBHOBaXeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
thapmakoHarnagy;
KOHTaKTHOI 0cobm 3
thapmakoHarnsgy 3asBHUKa
[ANA 3aiACHEHHS!
thapmakoHarnagy B YkpaiHi,
SAKLLO BOHa BigMiHHa Bif,

YNOBHOBaXEHOI 0CcobY,
BignoBigasibHOI 3a
3[jiiCHEHHS
hapmakoHarnsgy
(BKHOYAKOUN KOHTAKTHI faHi)
Ta/ab0o 3MiHWN Y PO3MILLEHHI
MacTep-chaiina cucremm
thapmakoHarnagy) 3miHa
YNOBHOB&XXEHOT 0CO6U
3asBHUKA, BiANOBIAA/ILHOI
3a hapmakoHarnsg,. dirova
pefakuis: Jimakosa NaHHa
CraHicnasisHa
MponoHoBaHa pegakuis:
MaBnosa tOnist CepriiBHa.
3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXEHOI 0cobu
3asBHVIKa, BifgnoBigabHOI
3a (hapmakoHarnsg, s
YkpaiHi. 3miHa

thaiina cuctemu
HoMepa. 3miHa Micus
3[iACHEHHSI OCHOBHOT
LisiNIbHOCTI 3

TMny - 3MiHK Woa0

TV MicauiB nicas

MicLie3HaxoMKeHHs1 MacTep-

hapmakoHarnsgy Ta ioro

thapmakoHarnagy. 3miHu |

6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi
3MiHM) OHOBNEHO TEKCT
MapKyBaHHS YNakoBKu
nikapcbKkoro 3acoby.
BeefeHHs 3MiH NpoTarom 6-

3aTBEpPMAXEHHS. 3MiHa

3asBHuka N3 (MIBM)
(BnacHvika peecTpaduiiHoro
nocBifYeHHs) (3rigHo Hakasy

MOS Bif 23.07.2015 Ne
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uKa HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
460): 3MiHN BHECEHO B
IHCTPYKLj0 A58 MegnyHoro
3acTOCyBaHHS NiKapcbKoro
3acoby y po3ginu "3asBHuK"
Ta "MicLe3Haxom|KeHHS
3asBHMKA". BBEAEHHS 3MiH
npoTArom 6-Tn MicAUiB nicns
3aTBEPKEHHS.
185. | NIPAHTEN pyrantel nipaiteny | PO2CCO | cycneHsisi opasibHa, TOB Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH 0 6e3 UA/6151/02/01
namoar 1 250 wmr/5 mn; no 15 "TNEAPA PAPM", YkpaiHa peecTpauiiHnx matepianis: peyenma
M/ npenapary y PM NOTAO" abo 3MiHn | TUny - 3MiHM 3
hnakoHi abo 6aHLj; TOB AIKOCTi. FOTOBWMIA Nikapcbkuii
no 1 conakoHy a6o «TNEJPAPM 3aci6. KoHTposb rotosoro
6aHLj 3 MipHOO NTh», YkpaiHa nikapcbKkoro 3acoby. 3miHa
JIOXKOIO Y KapTOHHilA napameTpiB cneuudikadiii
ynakoBLi Ta/abo fonyCTUMUX MeX
roTOBOrO /iKapCbKOro
3aco6y (iHLWi 3MiHK).
BupaneHHs sunpobyBaHHs
“l'ycTrHa” 3i cneundpikauii Ha
roToBUiA NPOAYKT 3
BiANOBIAHUM METOA0M
BUMPOOYBaHHS.
186. | MPAMINEKC pramipexo | npaminekc | NO4BCO | Tabnetku no 0,25 TosapucT Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 3a UA/15526/01/01
onic le ony 5 mr; no 10 TabneTok BO 3 [04aTKOBOKO peecTpauiiHnx matepianis: peyenmom
aurigpoxn y 6nictepi; no 3 [,0[aTKOBO BignosiganbHicT YTOUHEHHS1 peecTpauiiiHol
opuay 6nicTepun B nauui 3 10 10 "IHTEPXIM" npoueaypu B Hakasi MO3
MOHoOrigpa KapTOHY Bignosiga YKkpaiuu Ne 34 Big
T NbHICTIO 12.01.2026 - 3miHu | TNy -
"IHTEPXI 3MiHV Wwoao
M" 6e3nekn/eeKkTNBHOCTI Ta

hapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuL,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLT
AN MeauyHoro
3acTocyBaHHs
reHepuyHUX/ribpuaHmx/6iono
LiGHMX Nikapcbkmx 3aco6is
nicns BHeCeHHs Tiel camoi
3MiHM Ha pethepeHTHMIA
npenapar (3MiHa He
notpebye HagaHHS XOLHNX
HOBUX AOAATKOBUX AaHUX) -
3MiHV BHECEHO A0 IHCTPYKLUIT
ANna MeamnyHoro
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3aCTOCYyBaHHS NikapCbKoro
3acoby y po3ginu
"PapmakoTepanesTuyHa
rpyna. Kog ATX" (wopo
Ha3Bu 6e3 3MiHu kogy ATX),
"®apMakonorivHi
BnactmsocTi", "MNoka3aHH:A"
"MpoTunokasaHHsa",
"B3aemopjs 3 iHLWMMKN
nikapcbknMmn 3acobamu Ta
iHWi BUAW B3aemogiin”,
"OcobnnBOCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rofyBaHHs
rpyaar”, "3aartHicte
BN/IMBATW Ha LWBUAKICTb
peakuii npy KkepyBaHHi
aBTOTPaHCNOPTOM abo
iHWVMK MexaHizmamu”,
"Cnocib 3acTocyBaHHs Ta
posn", "Aitn",
"MepepnosyBaHHs", "MobGiyHI
peakuii” 3rigHo 3
iH(bopMmaLieto woao
MeAMYHOro 3acTOCYBaHHS
pedhepeHTHOro Nikapcbkoro
3acoby (MIPAIMEKC®,
Tabnetkn no 0,25 mr ta 1
mr). MpencrasneHi 3miHn B
iHchopmawii 3 6esneku Lwoao
BHECEHHS 3MiH Ta
[ONOBHEHb Ha niacTasi
IHCTPYKLUiT 4Nna MeguyHoro
3acToCcyBaHHSA
pedhepeHTHOro Nikapcbkoro
3acoby MIPAMNEKC®,
Tabnetku no 0,25 mr Ta 1 mr
y po3ginax npoekTy
IHCTPYKLUiT 4Nna MeguyHoro
3acToCcyBaHHSA
"PapmakoTepanesTuyHa
rpyna. Kog ATX" (wopo
Ha3Bu 6e3 3MiHu kogy ATX),
"®apMakonorivHi
BnactmsocTi", "MNoka3aHHsa"
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

"MpoTunokasaHHsa",
"B3aemogjs 3 iHWMMKn
nikapcbknuMmn 3acobamu Ta
iHWi BUAW B3aemMogiin”,
"Ocob6nuBocCTi
3acTocyBaHHA",
"3acTocyBaHHA y nepiof
BariTHOCTi abo rogyBaHHs
rpyaar”, "3aaTtHictb
BN/IMBATW Ha LWBUAKICTb
peakLjii mpy KepyBaHHi
aBTOTpaHcnopToM abo
IHLWNMK MeXaHi3amamm",
"Cnoci6 3acTocyBaHHA Ta
gosun”, "ditn",
"Mepeno3yBaHHA", "M06IYHI
peakujii" MoXyTb 6yTK
pekoMeHA0BaHi 4o
3aTBEPAXKEHHSA Ta BHECEHHSI
B IHCTPYKL,iO 415 MegUyYHOro
3acTOCyBaHHS NiKapcbKoro
3acoby. BeegeHHs 3MiH
npoTArom 6-Tn Micauis 3
[atun 3aTBepKeHHs. 3MiHn |
TMny - 3MiHKU Woa0
6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy.
BHeceHHs abo 3miHa(v1) o
30608B'A3aHb Ta YMOB Bugaui
peecTpauiiiHoro
NOCBIAYEHHS, BK/IOYAOUM
MnaH ynpasniHHA pu3nkamu
(iHLWi 3MiHW) - 3asABHUKOM
HafiaHo OHOBMEHWIA MnaH
ynpaBsAiHHA pUsnkamu
Bepcia 3.2
3MiHW BHECEHO A0 YaCTUH:
| «3aranbHa iHhopmayis
npo nikapcbkuii (i) 3acié
(3acobu)»

Il «Cneundikauis 3
6e3nekn»

Il «MnaH 3
thapmakoHarnsgy
(BKKOYarOUmM
nicnapeecTpauiiHi
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

OOCNIHKEHHRA 3 6e3nekn)»
IV «[naHn wopao
nicnsapeecTpauiiHnx
focnigkeHb epeKTUBHOCTI»
V «3axoay 3 MiHimisawji
pU3KnKIB (BK/THOYAKOUM OLLIHKY
ehbekTUBHOCTI 3axopiB 3
MiHimi3aLii pu3mkiB)»

VI «Pe3tome nnaHy
ynpas/iHHA pu3nkamu»
VIl «QopaTkn» (nogatku 1-
8) y 3B’A3KY 3 OHOBJ/IEHHAM
cneundikauii 3 6esneku
Lit040i peYOBYHN
npaminekcon BiAnNoBiAHO A0
aKTyasibHOI ped)epeHTHOI
iHchopmawii, a Takox y
3B'AA3KY i3 3MiHOIO hopmaty
BiANOBIAHO A0 BUMOT
Evaluation Guidance on the
format of the risk
management plan (RMP) in
the EU — in integrated
format. 31 October 2018
EMA/164014/2018
Rev.2.0.1 accompanying
GVP Module V Rev.2
Human Medicines).
Pestome MNnaHy ynpasiHHA
pu3ukamu Bepcis 3.2
[0[a€ETbCA.

187.

MPAMIMEKC
onic

pramipexo
le

npaminekc
ony
avrigpoxn
opnay
MOHorigpa
T

NO04BCO
5

Tabnetkv no 1 mr;
no 10 Tabnetok y
6nictepi; no 3
6nicTepu B navu,j 3
KapTOHY

Tosapuct
BO 3
[04AaTKOBO
10
Bignosiga
NbHICTIO
"IHTEPXI
M

YKpaiHa

ToBapucTBO 3
[04,aTKOBO
BiANOBIgaIbHICT
10 "IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
YTOUYHEHHs peecTpauiiiHol
npoueaypu B Hakasi MO3

YkpaiHu Ne 34 Big
12.01.2026 - 3miHu | TUny -

3MiHM Wwoao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekCTi
MapKyBaHHS Ta iHCTPYKLiT
ANA MeauyHoro
3acTocyBaHHS
reHepuyHux/ribpuagHvx/6iono

3a
peyenmom

UA/15526/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

Ai6HUX Nikapcbknx 3acobis
nicns BHeCEeHHs Tiel camoi
3MiHV Ha pedhepeHTHW
npenapar (3miHa He
noTpebye HafaHHs XXOAHNX
HOBUX AOAATKOBKX AaHUX) -
3MiHN BHECEHO A0 IHCTPYKLT
ANA MeauyHoro
3acTOCyBaHHS NiKapcbKoro
3acoby y posginu
"apmakoTepanesTnyHa
rpyna. Kog ATX" (wozno
Ha3BW 6e3 3MiHun kogy ATX),
"®apmakonorivHi
BnactmsocTi”, "MNokasaHHsA"
"MpoTunokasaHHsa",
"B3aemogijs 3 iHWMMK
nikapcbknuMmn 3acobamu Ta
iHWi BUAW B3aemogiin”,
"Ocob6nmBocCTi
3acTocyBaHHA",
"3acTocyBaHHA y nepiof
BariTHOCTi abo rogyBaHHs
rpyaar”, "3aaTtHictb
BN/IMBATW Ha LWBUAKICTb
peakLjii mpy KepyBaHHi
aBTOTpaHcnopToM abo
IHLWNMK MeXaHi3mamm'",
"Cnoci6 3acTocyBaHHS Ta
gosun”, "ditn",
"Mepeno3yBaHHA", "M06IYHI
peakuii" 3rigHo 3
iH(hopMmaieto woao
MeJUYHOr0 3aCTOCYBaHHS
pedhepeHTHOrOo JlikapCbKoro
3acoby (MIPAIMEKC®,
Tabnetkn no 0,25 mr ta 1
mr). MNpeacrasneHi 3mMiHn B
iHbopmauii 3 6e3neku Woao
BHECEHHS 3MiH Ta
[OMNOBHEHb Ha nigcTasi
IHCTPYKUIT AN MeguyHoro
3acToCyBaHHSA
pedhepeHTHOrOo JlikapCbKoro
3acoby MIPAMNEKC®,
Tabnetkun no 0,25 mr ta 1 mr
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*

y po3ginax npoekty
IHCTPYKLii 4Nns MegnyHoro
3acTocyBaHHs
"apmakoTepanesTuyHa
rpyna. Kog ATX" (wono
Ha3Bu 6e3 3MiHu kogy ATX),
"®apMaKonorivHi
BrnactusocTi", "MNMokazaHHA"
"MpoTunokasaHHsa",
"B3aemogis 3 iHWmmMn
nikapcbknuMm 3acobamm Ta
iHWI BMAW B3aemogiin”,
"Oco6nnBocCTi
3acTocyBaHHA",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rofyBaHHsA
rpyaar”, "3aartHicte
BN/IMBATW Ha LIBUAKICTb
peakLjii npy KepyBaHHI
aBTOTpPaHcnopTom abo
IHLLMMYK MexaHi3mamm”,
"Cnoci6 3acTocyBaHHA Ta
nosn”, "ditn",
"MepeposyBaHHA", "M06IYHI
peakuii" MoXyTb 6yTK
pekoMeHA0BaHi 0
3aTBEPAKEHHSA Ta BHECEHHS
B IHCTPYKLilO 418 MenyHOro
3aCTOCyBaHHSA NiKapCbKOro
3acoby. BBeieHHsA 3MiH
npoTArom 6-Tn Micauis 3
AaTn 3aTBepMKeHHs. 3MiHu |
My - 3MiHK Woa0
6e3nekn/edekTUBHOCTI Ta
dhapmakoHarnsgy.
BHeceHHs abo 3miHa(v) o
30608B'A3aHb Ta YMOB Bugaui
peecTpauiiHoro
NOCBIAYEHHS, BKIOYaoun
Mnax ynpasniHHA pu3nkamu
(iHWi 3MiHW) - 3aABHUKOM
HafaHo OHOBMEHWIA MnaH
ynpaBniHHA pu3nKamu
Bepcis 3.2
3MiHN BHECEHO [0 YaCTUH:
| «3arasnbHa iHhopmaLis
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

npo nikapcbkuii (i) 3acio
(3acobn)»
Il «Cneundikanis 3
6e3nekn»

Il «lMnaH 3
thapmakoHarnsgy
(BKOYaOum
nicnspeecTpauiiHi
[ocnimKeHHs 3 6e3nekun)»
IV «lMnaxu wopao
nicnapeecTpauiiHix
pocnigpkeHb e(peKTUBHOCTI»
V «3axoam 3 MiHimizawi
pY3KKIB (BKHOHYAKOUU OLLIHKY
e()eKTUBHOCTI 3ax0piB 3
MiHimi3aLii pusmnkis)»

VI «Pe3tome nnaHy
ynpasniHHA pyU3nKamm»
VIl «Qopatku» (goaaTku 1-
8) y 3B’A3KY 3 OHOB/IEHHAM
cneuundikauii 3 6esneku
LiH040i pevyoBUHN
npaminekcon BignoBigHO Ao
aKTyasibHOI pehepeHTHOI
iHdhopmaLii, a Takox y
3B'A3Ky i3 3MiHOO chopmarty
Bi4NoBiAHO 40 BUMOT
Evaluation Guidance on the
format of the risk
management plan (RMP) in
the EU —in integrated
format. 31 October 2018
EMA/164014/2018
Rev.2.0.1 accompanying
GVP Module V Rev.2
Human Medicines).
Pestome MnaHy ynpasniHHA
pvi3vikamu Bepcis 3.2
[ofJa€eTbes.

188.

NMPErFAMMA

pregabalin

nperabani
H

Kancysnm Teepai no
25 wr; in bulk: no 14
Kancyny 6nictepi,
no 150 6nictepis y
KapTOHHI Kopo6Lyi

TOB
"TNEOPA
PM NTAO"

Ykpaina

KYCYM
XENTXKEP NBT
nTh

IHais

BHECEHHS 3MiH [0
peecTpauiiHnux maTepianis:
3MiHu | TUnNy - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbKuii
3aci6. 3MiHM Yy BUPOOHULITBI.
3MiHa po3mipy cepii
(BKIOMAKOUM fiana3oH

UA/19503/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

po3Mipy cepii) roToBOro
nikapcbKoro 3acoby
(36inblueHHst go 10 pasis
MOPIBHAHO i3 3aTBEPAKEHUM
pO3MipoM) BBEAEHHS
[0[aTKOBUX po3MipiB cepil
FN3. fitoua pepakuis:
Po3wmip cepii 25 mr — 135
000 TabneTok.
MponoHoBaHa pegakuis:
Po3wmip cepii 25 mr — 135
000 TabneTok
500 000 TabneTok

189.

NMPErFAMMA

pregabalin

nperabani
H

Kancynv Teepai no
50 wr; in bulk: no 14
Kkancyn y 6nictepi,
no 150 6nictepiB y
KapTOHHI KopooLli

TOB
"TNEAPA
PM NITAO"

YKpaiHa

KYCYM
XENTXKEP MBT
T

IHais

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHn | TURYy - 3MiHN 3
AKOCTI. [0TOBWIA NikapCbKuii
3aci6. 3MiHU Y BUPOBHULTBI.
3MmiHa po3mipy cepii
(BKtovatouM gianasoH
po3Mipy cepii) roToBoro
nikapcbKoro 3acoby
(36inblueHHs go 10 pasis
NOPIBHAHO i3 3aTBEpPKEHUM
pO3MipoM) BBEAEHHS
[04aTKOBMX po3MipiB cepil
N3. Aitoya pegaxuis: 50 mr
— 135 000 TabneTok.
MponoHoBaHa pepgakuis: 50
Mmr — 135 000 Ta6netok 400
000 TabneTok

UA/19503/01/02

190.

NMPErAMMA

pregabalin

npera6ani
H

Karncynv Teepaj no
75 wr; in bulk: no 14
Kancyny 6nictepi,
no 150 6nicTepiB y
KapTOHHI KopooLyi

TOB
"TNEAPA
PM NOTAO"

YKpaiHa

KYCYM
XEMTXKEP MBT
nTa

IHAjA

BHECEHHS 3MiH [0
peecTpavuiiHux matepianis:
3MiHn | TURY - 3MiHN 3
AKOCTI. [OTOBWIA NikapcbKuii
3aci6. 3MiHU Y BUPOBHULLTBI.
3miHa po3mipy cepil
(BKNKOYatoumM gianasoH
po3Mipy cepii) roToBOro
nikapcbKkoro 3acoby
(36inblueHHs go 10 pasis
NOPIBHAHO i3 3aTBEPKEHUM
pO3MipoM) BBEAEHHS
[oJaTKoBMX Po3MipiB cepil
N3. fitoya pepakuis: 75 mr
— 200 000 Ta6netok 500 000

UA/19503/01/03
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

Tabnetok. MponoHoBaHa
pepakuis: 75 mr — 200 000
TabneTok
500 000 Tabnetok 1 000 000
TabneTok

191.

NMPErFAMMA

pregabalin

nperabani
H

Kancynv TBepaj no
150 wr; in bulk: no
14 kancyny
6nictepi, no 150
6nictepiB y
KapTOHHI Kopo6Lyi

TOB
"TNEQ®A
PM NTAO"

YKpaiHa

KYCYM
XEMTXKEP MBT
nTp

IHais

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHn | TUny - 3MiHM 3
AIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. 3MiHVM Y BUPOOHULITBI.
3miHa po3mipy cepil
(BKNOYatoumM gianasoH
po3Mipy cepii) roToBOro
nikapcbKoro 3acoby
(36inbLueHHs fo 10 pasis
MOPIBHAHO i3 3aTBEPAXEHUM
pO3MipoM) BBEAEHHS
[0aTKOBMX pO3MipiB cepil
N3. fitoya pegakuis: 150
mr —100 000 Ta6netok 500
000 TabneTok.
MponoHoBaHa pegakuis: 150
mr —100 000 TabneTok
500 000 Tabnetok 1 000 000
TabneTok

UA/19503/01/04

192,

NMPErAMMA

pregabalin

npera6ani
H

NO3AX1
6

Kancynv Teepai no
25 wmr; no 14 kancyn
y 6nicTepi; no 2 abo
no 4 6nictepn y
KapTOHHII ynakoBLi

TOB
"TNEAPA
PM NOTAO"

YKpaiHa

KYCYM
XEMTXKEP MBT
nTa

IHAjA

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHn | TURYy - 3MiHN 3
AKOCTI. [0TOBWIA NikapcbKuii
3aci6. 3MiHU Y BUPOBHULTBI.
3miHa po3mipy cepil
(BKNKOYatoumM gianasoH
po3Mipy cepii) roToBOro
nikapcbKkoro 3acoby
(36inblueHHs go 10 pasis
NOPIBHAHO i3 3aTBEPKEHUM
pO3MipoM) BBEAEHHS
[oJaTKoBMX PO3MipiB cepil
FN3. [itova pepakuis:
Po3wmip cepii 25 mr — 135
000 TabneTok.
MponoHoBaHa peaakuis:
Po3wmip cepii 25 mr — 135
000 TabneTok
500 000 TabneTok

3a
peyenmom

UA/20767/01/01

193.

NMPErAMMA

pregabalin

nperabani

NO3AX1

Kancynv Teepgi no

TOB

YKpaiHa

KYCYM

IHais

BHECEHHS 3MiH 4o

3a

UA/20767/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

50 wmr; no 14 kancyn
y 6nicTtepi; no 2 abo
no 4 6nictepn y

KapTOHHIlA ynakoBL,i

"TNEO®A
PM NTAO"

XENTXKEP NBT
nTp

peecTpauiiHux matepianis:
3MiHn | TUny - 3MiHM 3
AKOCTi. [OTOBWIA Nikapcbkuii
3aci6. 3MiHV Y BUPOOHULITBI.
3miHa po3mipy cepil
(BKOYatoumM gianasoH
po3Mipy cepii) roToBOro
nikapcbKoro 3acoby
(36inblueHHst go 10 pasis
MOPIBHAHO i3 3aTBEPAKEHUM
pO3MipoM) BBEAEHHS
[0[aTKOBMX pO3MipiB cepil
F'N3. Aitoya pegakyis: 50 mr
— 135 000 TabneTok.
MponoHoBaHa pepakuis: 50
mr — 135 000 Tabnetok 400
000 TabneTok

peyenmom

194.

NMPErFAMMA

pregabalin

nperabani
H

NO3AX1
6

Kancynv TBepaj no
75 wmr; no 14 kancyn
y 6nictepi; no 2 a6o
no 4 6nictepn y
KapTOHHI ynakosLi

TOB
"TNEQ®A
PM NTAO"

YKpaiHa

KYCYM
XEMTXKEP MBT
nTp

IHais

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHn | TUny - 3MiHM 3
AKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHV Y BUPOOHULITBI.
3miHa po3mipy cepil
(BKNOYatoumM gianasoH
po3Mipy cepii) roToBOro
nikapcbKoro 3acoby
(36inbLeHHs fo 10 pasis
MOPIBHAHO i3 3aTBEPAXEHUM
pO3MipoM) BBEAEHHS
[0[aTKOBMX PO3MipiB cepil
F'N3. fitoya pegakyis: 75 mr
— 200 000 Tab6netok 500 000
TabneTok. MNponoHoBaHa
pegakuis: 75 mr — 200 000
TabneTok
500 000 Tabnetok 1 000 000
TabneTok

3a
peyenmom

UA/20767/01/03

195.

NMPErFAMMA

pregabalin

npera6ani
H

NO3AX1
6

Karncynu Teepgi no
150 wmr; no 14
Kancyny 6nictepi;
no 2 abo no 4
6nictepn y
KapTOHHI ynakoBLi

TOB
"TNEAPA
PM NOTAO"

YKpaiHa

KYCYM
XEMTXKEP MBT
nTa

IHAjA

BHECEHHS 3MiH [0
peecTpavuiiHux matepianis:
3MiHn | TURY - 3MiHN 3
AKOCTI. [O0TOBWIA NikapcbKuii
3aci6. 3MiHU Y BUPOBHULLTBI.
3miHa po3mipy cepil
(BKNKOYatoumM gianasoH
po3Mipy cepii) roToBOro
nikapcbKoro 3acoby

3a
peyenmom

UA/20767/01/04
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
(36inblueHHs go 10 pasis
MOPIBHSHO i3 3aTBEPAKEHUM
pPO3MipoM) BBEAEHHSA
[04aTKOBMX po3MipiB cepil
'N3. fitova pegakuis: 150
mr —100 000 Ta6netok 500
000 TabneTok.
MponoHoBaHa pepgakuis: 150
mr —100 000 TabneTok
500 000 Tabnetok 1 000 000
TabneTok
196. | NPOMNO®ON- | propofol nponogpon | NO1AX1 | emynbcia ans B. BpayH HimeuuunH Brvpo6H1uTBO, Himeyuun BHECEHHS 3MiH 0 3a UA/8172/01/01
ninyprPo 1% 0 iHdpysin, 10 mr/mn; Menb3yHr a nepBrHHa Ta Ha peecTpauiiHnx matepianis: peyenmom
no 20 mn B amny ni; eH Al BTOPUHHA 3MiHn | TUny - 3MiHn 3
no 5 amnyny ynakoBka, AKOCTI. FOTOBUIA Nikapcbkuii
KapTOHHI kopobuy; BUMNYCK cepil 3aci6. KoHTposb rotosoro
no 50 mn a6o no thnakoHiB: b. nikapcbKoro 3acoby. 3miHa
100 mn y cpnakoHi; BpayH napameTpiB cneuudikadiii
no 10 chnakoHis y Menb3yHreH Arl, Ta/abo fonyCTUMUX MeX
KapTOHHI Kopo6Lyi HimeuyuunHa; rOTOBOrO J1iKapCbKOro
KoHTposb cepil 3aco6y (iHLUi 3MiHN).
h1aKoHiIB: Pepakuiina 3miHa y
B. BpayH Cneuudpikauii 13 3a
Menb3yHreH Al', nokasHvukom "MikpockoniyHa
HimeuumnHa; OujiHKa", a came y "BumMorax”
MoBHUIA LKA 3aMiHa C/10BOCMONYYEHHS
BUpPOGHMLTBA "BinbLie" Ha "He MeHLwe
amvnyn: b. bpayH HiXX". BBEAEHHS 3MiH
Menb3yHreH Al npoTArom 6-Tu MicAuiB micns
HimeyunHa 3aTBEPKEHHS.
197. | NPONTYC® levodropro | nesogpon | RO5DB2 | cupon, 30 mr/5 mn, TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 40 3a He UA/20836/01/01
pizine poni3uH 7 no 100 mn a6o no "'nepdap PAPM", YkpaiHa peecTpauiiHnux maTepianis: peuyenmom | niosse
200 My cKNstHOMY M ATh" 3MiHu | TUnYy - 3MiHK 3 ae
hN1aKOHI 3 KPULLIKOKO a6bo SIKOCTi. [OTOBWMIA NikapCbKWii
3 KOHTpONEeM TOB 3aci6. 3MiHM Y BUPOOHULITBI.
NepLUOoro BigKpUTTS. «NEA®APM 3amiHa abo BBefeHHSA

KoxeH chnakoH y
KapTOHHI ynakoBLi
pa3om 3 Wwnpuuem-
[,03aTOPOM 06’€MOM
5 mn Ta agantepom
Ana wnpuua, no 100
M1 abo no 200 mny
CKNAHOMY h/1akoHi 3
KPULLIKOO
HefoCTYNHOKW AN

NTO», YkpaiHa

[04aTKOBOT AiNbHULI
BMPOGHMLITBA A/15 YACTUHM
ab0 BCbOro BUPOGHUYOro
npoLiecy rotosoro
nikapcbKkoro 3acoby
(ZinbHUUSA, Ha SAKiR
npoBoOAATLCSA Oy Ab-AKi
BMPOGHUUI cTagii, 3a
BUHATKOM BUMYCKy Cepild,
KOHTPO/HO SIKOCTI,
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BiAKPUTTA AiTbMMN.
KoxeH chnakoH y
KapTOHHI ynakoBLi
pa3om 3 wnpuuem-
£[03aTOpOM 06’'EMOM
5 Mn Ta agantepom
ANns wnpyua

NEepPBUHHOTO Ta BTOPUHHOIO
nakyBaHHs, 41
HecTepUsbHUX NiKapCbKux
3aco6iB) - CynyTHS 3MiHa -
3MiHu 3 aKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHu y
BMPOGHMLTBI. 3amiHa abo
BBELEHHA 404aTKOBOT
AiNbHULI BUpOGHMLTBA A1S
4yacTuHM abo BCbOro
BMPOGHMYOTrO npoLecy
roTOBOrO NiKapCbKoro
3acoby (ginbHUUA ans
BTOPVHHOIO NaKyBaHHS) -
3MiHK 3 sKoCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo
BBE/lEHHA A04ATKOBOI
AiNbHULI BUPOBGHULTBA 415
4acTVHM abo BCbOro
BUPOGHMYOro npoLecy
roTOBOrO liKapCbKOro
3acoby (ginbHUUA ans
NepPBUHHOTO MakKyBaHHS) -
BBEJIEHHA a/lbTEPHATUBHOIO
BMpOGHMKa TOB
«NEQPAPM», YKpaiHa,
BiANOBIAa/IbHOIO 3a
BMPOBHMLITBO, NEPBUHHE Ta
BTOPWHHE MakKyBaHHSA
nikapcbKoro 3acoby.
BBegeHHs 3MiH npoTsArom 6-
TV MicAUiB nicns
3aTBepKEHHN. 3MiHu | Tuny
- 3MiHu 3 AIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHu y
BMPOGHULTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHTbCS BUMYCKY cepii Ta
KOHTPOJHO SIKOCTi rOTOBOro
nikapcbkoro 3acoby (3amiHa
abo fofaBaHHS BUPOGHUKA,
LLIO BIAMNOBIAAE 3a BBE3EHHS
Ta/abo BunycK cepii) -
Britouatoun
KOHTPO/1b/BUNPOBYBaHHSA
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

cepii - BBEEHHA
a/lbTEPHATVIBHOIO
BMpo6GHMKa TOB
«FTNEADPAPM», YkpaiHa,
BignoBigasibHOro 3a
KOHTPONb Ta BUMYCK cepil
'N3. 3miHn BHeceHo B
IHCTPYKLj0 A58 MeguyHoro
3acTOCyBaHHS NiKapcbKoro
3acoby B po3ginu
"BMpOGHMK",
"Micue3HaxomKeHHs
BMPOGHMKaA Ta agpeca Micus
NPOBaXEHHS 1ioro
LisANbHOCTI" Yy 3B'A3KY 3
BBEEHHAM [10aTKOBOro
BMPOGHWKA, K HACMIAOK -
3aTBEPAKEHHS TEKCTY
MapKyBaHHS yNakoBOK
nikapcbKoro 3acoby.
BBefeHHA 3MiH NpOTArom 6-
TV MicauiB nicns
3aTBEPKEHHS.

198.

MPOTEKOH®

rNoKo3aMmi
HYy
cynbgar,
XOHAPOITN
HYy
cynbghat
HaTpito

MO9AX

TabneTku, BKPUTI
060/10HKO0, M0 10
TabneTok y 6nictepi;
no 3 6nictepun y
naui 3 kKapToHy; no
10 TabneTok y
6nictepi; no 3
6nictepy y nauui 3
KapTOHy; Mo 3 naukn
y nauLli 3 KapToHy;
no 30, 60 a6o 120
Tabnetok y
KOHTeliHepi; no 1
KOHTEelHepy B nauuli
3 KapTOHY

OPrAHO
CWH
NAN®CA
€HCU3
(E® 3ETI)

OAE

EBepTopaxeH
Naiicp CaeHcus
Nimiteq, IHAis;

Cara
NaidpbcaeHcus
Nimitea, IHAjsA

IHais

BHECEHHS 3MiH [0
peecTpauinHMx maTepianis:
3MmiHu | TNy -
AOMIHICTPaTVBHI 3MiHW.
3MiHa HalimeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHSA AiSNIbHOCTI
BMPOGHMKa (BK/IOYaoUM, 3a
HeobXigHOCTI, Micue
npoBeAeHHs1 KOHTPOI0
AKOCTI), ab0 BnacHuka
macTep-aiina Ha Adl, abo
noctavasibHuKa
Adl/BnxigHoro
marepiany/peareHTy/npomix
HOro NPOAYKTY, LU0
3aCTOCOBYHOTLCA Y
BMPOGHMLTBI AP (KO
3a3HayeHo y OCbe Ha
nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikata
BiANOBiAHOCTI EBpoONeiichkiit
hapmakonei y

6e3
peyenma

UA/3347/01/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*

3aTBEpAKEHOMY AOCbLE, 260
BMPOGHMKA HOBOIT
[0MNOMDKHOT peyoBUHU
(KO 3a3HAYEHO Y OCLE).
3MiHa HaliMeHyBaHHS
3aTBEPAKEHOrO BUPOOHMKA
A®| XOoHAPOITUHY cynbhaty
HaTpilo Ta r/110Ko3aMiHy
cynbpaty 3 Jiaxing Hengjie
Biopharmaceutical Co., Ltd.,
People’s Republic of China
Ha HS Nutra Co., Ltd.,
China. Bupo6Huya AinbHuus
Ta yci BUpo6Huyi onepaw;i
3a/MWATHCA HE3MIHHUMU.
3MiHn | TURY - 3MiHN 3
akocTi. A®l. KoHTposnb AdL.
3MmiHa y napameTpax
cneuudikauii Ta/abo
OOMYCTUMUX MEX,
BU3HAYEHNX Y
cneumdikauisx Ha Adl, abo
BVIXiAHWIA/MPOMIKXHWIA
NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTbCSA Y
npoteci Bupo6HuuTea Adl
(BUMNYYEHHSI HE3HAYHOTO
noKasHuKa sIKocTi
(Hanpuknag BUIyYeHHs
3acTapisioro NokasHuka)) -
BUYYEHHS 3i cneumdikawii
Ha A®| XOHAPOITUHY
cynbaTy HaTpito NoKa3HUKa
«Baxki meTanu» y 38’A3Ky 3
NpVBEAEHHAM Y
BigNOBIAHICTb A0 Aitoyol
MoHorpadii USP
Chondroitin Sulfate Sodium
Ta fo cneundikauii
BMpOo6HMKa API. 3MiHN |
TUny - 3MiHK 3 aKkocTi. ADI.
KoHTposnb A®I. 3miHa y
mMeTodax BunpobysaHHs Ad|
abo BuUXigHoro
mMartepiany/npomiKHOro
npoAykTy/peareHTy, Lo
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
BMKOPUCTOBYETLCA Y
npoteci Bupo6HuuTea Adl
(He3HauHi 3MiHN y
3aTBEPMKEHNX MeToAax
BMNPOOYBaHHSA) BHECEHHS

YTOYHEHb 1O METOAUKY
«KinbKicHe BU3HAUYEHHS»
A®| XOHAPOITUHY cynbhaty
HaTpilo y 3B’'A3KY 3
NpUBELEHHAM Y
BigNOBIAHICTb A0 Aitoyoi
MoHorpadii USP
Chondroitin Sulfate Sodium.
BHeceHO yTOuHeHHs [0
NPUroTyBaHHs
BMNPO6GOBYBAHOTO PO3UNHY
Ta [j0 NpoBefAeHHs
BUMIiptoBaHHsA. Kputepii
NPUIAHATHOCTI AN19 fAaHOro
nokasHuKa 3anLwaTbes
HE3MiHHUMUW.3MiHW | Tuny -
3MiHK 3 SiKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKapCbKoro
3acoby. 3miHa y meTofax
BUMNPOOYBaHHA rOTOBOIO
nikapcbKoro 3acoby (iHLi
3MiHM Yy MeTofax
BMNPOGYBaHb (BK/THOYAKYM
3amiHy abo JOMOBHEHHSA)) -
npuBeAEHHS METOAVKN
«KinbKicHe BU3HAYEHHs»
roTOBOrO NiKapCbKoro
3acoby ana giroyoi
PEYOBUHU XOHAPOITUHY
cynbpaty HaTpito J0
MoHorpadii USP
Glucosamine and
Chondroitin Sulfate Sodium
Tablets Tablets 3 meTot0
YAOCKOHaIEHHS
3aTBEPMKEHOI aHa/liTUYHOT
KpuTepii npuiAHATHOCTI AN
nokasHuka «KinbkicHe
BU3HAYEHHS» N Aitoyol
PEYOBUHU XOHAPOITUHY
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

cynbaty HaTpilo
3aMLWATLCA HE3MIHHUMMU.
3MiHu | TUnNYy - 3MiHK 3
AKOCTI. FOTOBUIA Nikapcbkuii
3aci6. KoHTposb rotoBoro
nikapcbKoro 3aco6y. 3miHa y
mMeTofax BUNPo6yBaHHSA
roTOBOrO /1iKapPCbKOro
3aco06y (iHWi 3MiHK Yy
mMeTofax BUNpobyBaHb
(Bkntovaroum 3amiHy abo
[0NOBHEHHS)) CynyTHSA
3MiHa - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbknii 3acib.
KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii
Ta/abo fonycTUMUX MeX
roTOBOrO iKapCbKOro
3aco06y (iHLWwi 3MiHKn)
YTOUYHEHHS METOAVIKMN
«laeHTudikauis:
XOHAPOITUHY cynbdhaTy
HaTpito» roToBOro
niKapcbKoro 3acoby y
3B'A3KY 3i 3MiHOI0 METOANKN
«KinbkicHe BU3HaUYeHHs»
XOHAPOITUHY cynbhaty
HaTpito0 roTOBOrO
nikapcbkoro 3acoby;
OHOBJ/IEHHS (POPMYNIOBAHHSA
po3ainy «JonycTumi Mexi».

199.

MPOTEKOH®

rNoKo3aMmi
HYy
cynbgar,
XOHAPOITN
HYy
cynbgary
HaTpito

TabneTku, BKPUTI
060n10HKot0 in bulk:
no 2500 TabneTok y
naketax y kopobui 3
ropokapToHy

OPrAHO
CWH
NAN®CA
€HCU3
(E® 3ET)

OAE

EBepTopxeH
Naiicp CaeHcuns
Nimiteq, IHAis;

Cara
NaidpbcaeHcus
Nimitea, IHAjsA

IHais

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MmiHu | TNy -
AOMIHICTPaTVBHI 3MiHW.
3MiHa HalimeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHSA AiSNIbHOCTI
BMPOGHMKa (BK/IOYaoUM, 3a
HeobXigHOCTI, Micue
npoBeAeHHs1 KOHTPOI0
AKOCTI), ab0 BnacHuka
macTep-aiina Ha Adl, abo
noctavasibHuKa
Adl/BnxigHoro

UA/3348/01/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*

mMaTtepiany/peareHTy/npomix
HOro NPOAYKTY, L0
3aCTOCOBYHOTLCA Y
BMPOGHULTBI AP (SKLLLO
3a3HayeHo y OCbE Ha
nikapcbkuii 3acib) 3a
BifICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpPONENCHKIi
thapmakonei y
3aTBEpAKEHOMY AOCbLE, 260
BMPOGHMKA HOBOIT
[0MNOMDKHOT peyoBUHU
(KO 3a3HAYEHO Y OCLE).
3MiHa HaliMeHyBaHHS
3aTBEPAKEHOIO BUPOOHMKA
A®| XOHAPOITUHY cynbhaty
HaTpilo Ta r/11Ko3aMiHy
cynbpaty 3 Jiaxing Hengjie
Biopharmaceutical Co., Ltd.,
People’s Republic of China
Ha HS Nutra Co., Ltd.,
China. Bupo6Huya AinbHuus
Ta yci BUpobHMyi onepaw;i
3a/MWATHCA HE3MIHHUMU.
3MiHn | TURY - 3MiHN 3
akocTi. A®l. KoHTposnb AdL.
3MmiHa y napameTpax
cneuudikauii Ta/abo
[OMYCTUMUX MEX,
BU3HAYEHNX Y
cneumdikauisx Ha Adl, abo
BVIXiAHWIA/MPOMIKXHWIA
NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTbCSA Y
npoteci Bupo6HuuTea Adl
(BUMNYYEHHSI HE3HAYHOTO
noKasHuKa sIKocTi
(Hanpuknag BUIyYeHHs
3acTapisioro NokasHuka)) -
BUYYEHHS 3i cneumdikawii
Ha A®| XOHAPOITUHY
cynbaTy HaTpito NoKa3HUKa
«Baxki meTanu» y 38’A3Ky 3
NpVBEAEHHAM Y
BigNOBIAHICTb A0 Aitoyol
MoHorpadii USP
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
Chondroitin Sulfate Sodium

Ta Ao cneumndikauii
BUpOo6HUKa ADI. 3MiHu |
TMny - 3MiHK 3 aKocTi. ADI.

KoHTponb A®I. 3miHa y
MeTofax BunpobyBaHHsa AdI
ab60o BuUxigHoro
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, Lo
BVIKOPUCTOBYETLCS Y
npoteci Bupo6HuuTea Adl
(He3HauHi 3MiHN y
3aTBEPMKEHUX MeToAax
BMNPOOYBaHHS) BHECEHHS
YTOYHEHb 1O METOAUKY
«KinbKicHe BU3HAUYEHHS»
A®| XOoHAPOITUHY cynbhaty
HaTpilo y 3B’'A3KY 3
NpVYBEAEHHAM Y
BigNOBIAHICTb A0 Aitoyoi
MoHorpadii USP
Chondroitin Sulfate Sodium.
BHeceHO yTOuHeHHs [0
NpUroTyBaHHs
BMNPO6GOBYBAHOTO PO3UNHY
Ta [j0 NpoBefAeHHs
BUMIiptoBaHHsA. Kputepii
NPUIAHATHOCTI AN19 fAaHOro
nokasHuKa 3anLwaTbes
HE3MiHHUMUW.3MiHW | Tuny -
3MiHK 3 SIKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKapCbKoro
3acoby. 3miHa y meToax
BUMNPOOYBaHHA rOTOBOIO
nikapcbKoro 3acoby (iHLi
3MiHM Yy MeTofax
BMNPOGYBaHb (BK/THOYAKYM
3amiHy abo JOMOBHEHHSA)) -
nprBeAEeHHS METOANKN
«KinbKicHe BU3HAYEHHs»
roTOBOrO NiKapCbKOro
3acoby ana giroyoi
PEYOBUHU XOHAPOITUHY
cynbpaty HaTpito J0
MoHorpadii USP
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

Glucosamine and
Chondroitin Sulfate Sodium
Tablets Tablets 3 meTol0
Y[OCKOHa/IEHHSA
3aTBEPMAKEHOT aHaNiTUYHOI
KpwuTepii npuitHATHOCTI Ans
nokasHuka «KinbkicHe
BU3HAYEHHSI» N8 Aitoyoi
PEYOBUHU XOHAPOITUHY
cynbaty HaTpito
3aMLWATLCA HE3MIHHUMMW.
3MiHu | TUNy - 3MiHK 3
AKOCTI. FoTOBUIA Nikapcbkuii
3aci6. KoHTposb rotoBoro
nikapcbKoro 3acoby. 3MiHa y
mMeTofax BUNpo6yBaHHSA
roOTOBOrO /1iKapPCbKOro
3aco06y (iHWi 3MiHK Yy
mMeTofax BUNpobyBaHb
(Bkntovaroum 3amiHy abo
[0NOBHEHHS)) CynyTHSA
3MiHa - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbknii 3acib.
KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii
Ta/abo fonycTUMUX MeX
roTOBOrO iKapCbKOro
3aco06y (iHLWwi 3MiHWn)
YTOUYHEHHS METOAVIKMN
«laeHTudikauis:
XOHAPOITUHY cynbdhaTy
HaTpito» roToBOro
niKapcbKoro 3acoby y
3B'A3KY 3i 3MiHOI0 METOANKN
«KinbkicHe BU3HaUYeHHs»
XOHAPOITUHY cynbhaty
HaTpito0 roTOBOrO
nikapcbkoro 3acoby;
OHOBJ/IEHHS (POPMYNIOBAHHSA
po3ainy «JonycTumi Mexi».

200.

PAMTEH
PETAP/,

diclofenac

anknodeH
ak Hatpito

MO1ABO
5

TabneTku, BKPUTI
naiBKOBOIO
060/10HKOI0,
NPOSIOHroBaHoI Al
no 100 wr; no 10

"Xemodhap
e

Pecny6nik
a Cepbis

"Xemothapm" ALl

Pecny6n
ika
Cepbis

BHECEHHSI 3MiH 10
peecTpavuinHMx maTepianis:
3MiHn | TUny - 3MiHM 3
AIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. 3MiHV Yy BUPOOHULITBI.

3a
peyenmom

UA/1785/01/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
Tabnetok y 6nictepi; 3MiHM y npoueci
no 2 6nictepu B BMPOGHMLTBA FOTOBOIO
KapTOHHI ynakoBLi nikapcbkoro 3acoby,
BK/THOHAK0UN NPOMiXHWIA
NPOAYKT, WO
3aCTOCOBYETHCS NP
BMPOOHULITBI FOTOBOrO
nikapcbKoro 3acoby (iHwi
3MiHW) 36iNbLUEHHA TEPMiHY
36epiraHHA npoAykuii in bulk
i3 30 gHiB Ao 9 micsuiB 3a
pesynbTaramn NpoBeAeHNX
nocnigpkeHb cTabinbHOCTI
npu 36epiraHHi npu
Temnepartypi 15°C - 25° Ci
Yy BifiNnoBigAHOMY MakKyBaHHi
201. | PEHHI® 3 Antacids KanbLji A02AX Tabs1eTkv XyBaslbHi; Baiiep LLiseiiuapi Oenbdhapm dpaHLis BHECEHHS 3MiH 0 6e3 UA/7799/01/01
AMENbCUHO | other KapboHat no 12 tabneTtok y KoHcblome A Faliapg peecTpauiiHux maTepianis: peuyenma
BUM combinat | Ta marHiii 6nictepi 3 p Kep AT 3MiHu | TUNY - 3MiHN 3
CMAKOM ions KapboHat nepdopadieto; no 1 AKOCTI. [0TOBWIA NikapcbKuii
BaXKUIA a6o no 2 6nictepu B 3aci6. KoHTposb rotToBoro
KapTOHHI kopobuy; nikapcbKoro 3acoby (iHwi
no 6 TabneTok y 3miHwn). Mepeknag MKA 3
6nictepi; no 2 abo pocilicbkoi MOBM Ha
no 4 6nictepu B YKparHCbKy MOBY AN
KapTOHHI Kopo6Lyi npuBeAeHHs Yy BiANOBIAHICTb
i3 BUMOramm YMHHOT pefakuii
Haka3y MO3 Ykpainu Ne
426 Big 26.08.2005. 3MiHu |
TMny - 3MiHKU WoAa0
6e3nekn/edeKTNBHOCTI Ta
hapmakoHarnsgy (iHwi
3MiHW). BuknageHHs po3giny
«MapKyBaHHS» Y HaCTYMHii
pefakuii : «3rigHo
3aTBEPKEHOrO TEKCTY
MapKyBaHHS1.»
202. | POCEMIO® risperidon pucnepug, NO5AX0 | po3umH opanbHuii, 1 TOB Ykpaina TOB "KYCYM Ykpaina BHECEHHS 3MiH [0 3a He UA/19447/01/01
e OH 8 mr/mn; no 30 mn abo | "TNEAPA PAPM", YkpaiHa peecTpavuiiHux matepianis: peuenmom nionse
no 100 mny PM OTA" abo 3MiHu | TUNY - 3MiHK WoAa0 ae
CKNAHOMY h/1akoHi 3 TOB 6e3nekn/edeKTBHOCTI Ta
KPWLLIKOKO 3 «NEA®APM thapmakoHarnagy. 3miHa y

KOHTPO/IEM MEepLLOro
BigKpuTTA; No 30 mn
a6o no 100 mny

CKNsiHOMY d1aKoHi 3

NTO», YkpaiHa

KOPOTKili XapakTepucTuy,

nikapcbKoro 3acoby, TEKCTi

MapKyBaHHS Ta IHCTPYKLi
ANna MeamnyHoro



https://atcddd.fhi.no/atc_ddd_index/?code=A02AX&showdescription=no
https://atcddd.fhi.no/atc_ddd_index/?code=A02AX&showdescription=no
https://atcddd.fhi.no/atc_ddd_index/?code=A02AX&showdescription=no
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
KPULLIKOIO 3aCTOCyBaHHA Ha nigcTasi
He0CTYMNHOW ANA perynsipHo OHOBJIOBAHOIO
BiAKPUTTA AiTbMU; 3BiTYy 3 6e3nekun Nikapcbkoro
KOX€eH (hN1akoH y 3acoby, abo gocnigkeHb 3
KapTOHHI ynakoBLi 6e3nekn 3acTocyBaHHs
pasom 3 wnpuuem- nikapcbKkoro 3acoby B
[,03aTopoM 06'eMOM nicnapeecTpaviiiHnii nepiog,
3 mn Ta agantepom abo sk pe3ynbTar OLiHKKN
ONns wnpuua 3BiTY 3 AOCNIgKEHD,
npoBefeHnX BignoBiAHO [0
nnaxy negjaTpuyHnX
pocnipkeHs (PIP) (3miHy
Y3rOZPKEHO 3 KOMNETEHTHUM
YNOBHOB&XEHUM OpPraHoM).
3MiHV BHECEHO [0 IHCTPYKUIT
AN MeauyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby y po3ain "Cnoci6
3acTocyBaHHsA Ta fo3n"
Bi4MNOBIAHO A0 OHOB/IEHOT
iHchopmawii 3 6e3neku
Aito4oT pevoBrHN. BBefeHHs
3MiH NpOTArom 6-Tu MicsuiB
3 1aTN 3aTBEPAKEHHS.
203. | PYNA®IH Rupatadin | pynaragm RO6AX2 | po3umH opasibHuii, 1 3eHrTiBAa, Yecbka ITandapmaxo, Icnanis BHECEHHS 3MiH 0 3a UA/20493/01/01
e HYy 8 Mr/mi; no 120 mny K.C. Pecny6nik C.A. peecTpauiiHnux maTepianis: peyenmom
dymapar nnswui; no 1 a 3MiHu | TUnNy - 3MiHK WoA0
nAAWLUi 06’eMom 6e3nekn/edekTMBHOCTI Ta
125 mn 3 thapmakoHarnsgy.
KPUWLLIEYKOK 3 BBeneHHs abo 3MiHU A0
nepdopoBaHoo y3araslbHeHUX AaHnx npo
npo6koto Ta cuctemy chapmakoHarnagy
HEenopyLUHUM (BBEAEHHSA Y3araslbHEHNX

KOBMAYKoOM pa3om 3i
Lwnpuuom o6’eMom 5
MJ1 B KAPTOHHiIlA
Kopoo6Li

[aHux nNpo cuctemy
thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0Ccobu,
BiANOBIAA/IbHOI 3a
3[iiCHEHHS
chapmakoHarnsgy;
KOHTaKTHOI oco6u 3
thapmakoHarnsgy 3asaBHUKa
[ANs 3aiACHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLO BOHA BiAMiIHHA Bif
YNOBHOBaXEHOI 0Ccobu,
BiANOBIAA/IbHOI 3a
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3[jiiCHEHHS!
thapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLLEHHI
mMacTep-caiina cucremu
thapmakoHarnsagy). 3miHa
YNOBHOBaXeEHOI 0co6u
3as1BHMKA, BifnoBigasibHOI
3a hapmakoHarnsg,.
[itoua pepakuis: dininosa
Mogmuna, MD / Ludmila
Filipova, MD. MNponoHoBaHa
pefakuis: Hikogemosa
Minocnasa, MD / Miloslava
Nykodemova, MD. 3miHa
KOHTaKTHUX AaHnX
YMOBHOBaXEHOI 0cobu
3asBHVIKa, BifnoBigabHOT
3a (hapmakoHaring,.

204.

CIHIXAPAI®

metformin
and
empagliflo
zin

emnarnid
N03WH Ta
meTdopmi
Hy
rigpoxnop
na

A10BD2
0

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKoO, 12,5
Mr/1000 wmr; mo 10
Tabnetok B 6nictepi;
no 6 6nictepis y
KapTOHHI Kopo6Lyi

BepiHrep
IHrenbxai
M
IHTEepHeLw
HN TM6X

HimeuumH
a

BMPOGHMLITBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS,
KOHTPO/b AKOCTI,
BUMYCK Cepii:
BepiHrep
IHrenbxainm
dapma M'vbX i
Ko. KT,
HimeuumnHa,
BMPOOGHMLITBO,
KOHTPO/b AKOCTI
(3a BUHATKOM
Tecty
«MikpobionoriuH
a uncToTan),
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs1,
BWMYCK Cepii:
BepiHrep
IHrenbxainm
Xennac CuHrn
Memb6ep C.A.,
Ipeuis;
nepBuHHe Ta

Himeuun
Ha/
Ipeuis/
dpaHLis
/

Cnonyuy
eHi
LWTatn
AmMepuK
7]

BHECEHHS 3MiH O
peecTpavuiiHux maTepianis:
3Mminn | Tuny -
AAMIHICTPaTUBHI 3MiHN.
BunyuyeHHs BUPOGHUYOT
AinbHUUI (BKIOYaKOUM
OinbHuui ans Adl,
NPOMIXHOr0 NPOAYKTY abo
roTOBOrO J1iKapCbKOro
3acoby, AinbHuULi Ans
NpoBefEeHHs NakyBaHHs,
BMPOGHVKa,
BiANOBIA&/ILHOIO 3a BMMNYCK
cepiid, Mmicue NpoBefeHHs
KOHTPONIO cepii) abo
noctadasibHuKa BUXifHOTo
mMaTtepiany, peareHty abo
[OMOMDKHOT PEYOBUHN
(SIKLLLO 3a3HAYEHO Y JOChE) -
BunyuyeHHs BUPOGHUYOI
AinbHuui Ad|
EmnarnidnosuH ans
[o3yBaHHs 12,5 mr/1000 wr,
BiANOBIA&/IbHOI 3@ KOHTPO/b
AkocTi, a came AGC Pharma
Chemicals Europe S.L.U.

3a
peyenmom

UA/15722/01/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HenameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
BTOPVHHE
nakyBaHHS,
KOHTPO/b AKOCTI,
BUMYCK Cepii:
MATEOH
®PAHLIA,
®paHuis;
BMPOGHMLTBO
Tabnetok "in
bulk" Ta

KOHTPO/Tb AKOCTI:
MarteoH MNyepTo
Puko. IHk.,
CnonyueHi
LWratn
Amepuiku;
KOHTPO/b AKOCTI
(3a BUHATKOM
Tecty
"MikpobionoriuH
a uucrora”): A
eHg Em
LWWTABTECT
Jlabop dyp
AHaNITUK yHA,
Crabinitatcnpy
hyHr Mm6X,
HimeyuunHa;
KOHTPO/b AKOCTI
npu
LOCNIMKEHHI
cTabinbHocTi (3a
BWHSATKOM TecTy
"MikpobionoriuH
a yucrorta"):
EBpodcpiHc PACT
m6X,
HimeuunHa;
anbTepHaTuBHa
naboparopis
AN KOHTPOO
Tecty
"MikpobionoriuH
a uuctora™: Crc
IHCTUTYT
PdpeseHiyc
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uKa Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
m6X,
Himeyunha;
Na6op NNIC CE
eHp Ko. KT,
HimeuunHa;
K oEACIEc
ENE, Mpeuis
205. | CIHO)XAPAI® | metformin | emnarnidp | A1OBD2 | Ttabnetku, BKpuUTI BepiHrep HimeuuunH BMPOGHMLITBO, Himeuun BHECEHHS 3MiH 0 3a UA/15724/01/01
and NO3WH Ta 0 NNiBKOBOKO IHrenbxai a nepBrHHe Ta Ha/ peecTpavuiiHux maTepianis: peuenmom
empaglifio | metcdopmi 060/10HKO, 5 M BTOPUHHE Ipeuis/ 3Minn | Tuny -
zin HYy Mr/1000 wmr; no 10 IHTepHeLw nakyBaHHs, dpaHLis AAMIHICTPaTUBHI 3MiHN.
rigpoxnop Tabnetok B 6nictepi; HN TM6X KOHTPO/Ib SIKOCTI, / BunyuyeHHs BUPOGHUYOT
na, no 6 6nictepis y BUMYCK Cepii: Cnonyuy AinbHUUI (BKIOYaKOUM
KapTOHHI Kopo6Lyi BepiHrep eHi AinbHuUi ana Adl,
IHrenbxainm LWratn NPOMIKHOro NpoAyKTy abo
dapma M'vbX i AmepuK roTOBOrO J1iKapCbKOro
Ko. KT, n 3acoby, AinbHuULi Ans
HimeuumnHa; NpoBefeHHs NakyBaHHs,
BMPOBHMLITBO, BMPOGHVIKa,

KOHTPO/b AKOCTI
(3a BUHATKOM
Tecty
«MikpobionoriuH
a uncToTan),
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs1,
BWMYCK Cepii:
BepiHrep
IHrenbxainm
Xennac CuHrn
Memb6ep C.A.,
Ipeuis;
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/Ib SIKOCTI,
BUMYCK Cepii:
NATEOH
®PAHLIIA,
dpaHuis;
BUPOBHULTBO
Tabnetok "in
bulk" Ta
KOHTPO/b AKOCTI:
MareoH MNyepTo

BiANOBIA&/ILHOIO 3a BMMNYCK
cepiid, Mmicue NpoBefeHHs
KOHTPONIO cepii) abo
noctavyasibHuKa BUXifHOro
mMaTtepiany, peareHty abo
[OMOMDKHOT PEYOBUHN
(SIKLLLO 3a3HAYEHO Y JOChE) -
BunyuyeHHs BUPOGHUYOI
AinbHuui Ad|
EmnarnidnosuH ans
[o3yBaHHs 5 mr/1000 mr,
BiANOBIA&/IbHOI 3@ KOHTPO/b
AkocTi, a came AGC Pharma
Chemicals Europe S.L.U.
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

Puko. IHk.,
CnonyueHi
Wratn
Amepuiku;
KOHTPO/b AKOCTI
(3a BUHATKOM
Tecty
"MikpobionoriuH
a uuctora”): A
eHg Em
LWWTABTECT
Na6op chyp
AHaNITUK yHA,
Crabinitatcnpy
chyHr Mm6X,
HimeuuunHa;
KOHTPO/b AKOCTI
npu
LOCNIMKEHHI
cTabinbHocTi (3a
BWHSATKOM TecTy
"MikpobionoriuH
a uucrora'):
EBpodcpiHc ®ACT
m6X,
HimeyuunHa;
anbTepHaTuBHa
naboparopis
AN KOHTPOIO
Tecty
"MikpobionoriuH
a uyucrota™ CIrc
IHCTUTYT
dpeseHiyc
v6X,
HimeuuunHa,;
Nabop /IC CE
eHg Ko. KT,
HimeuuunHa;

K oEiCIiEc
EME, MNpeuis

206.

CONAPIIH

arginine
hydrochlor
ide

apriHiHy
rigpoxnop
na

B0O5XB0
1

PO34uH ANs iHGysil,
42 mr/mn no 100 mn
Y KOHTelHepi 3
noninponiney; no 1
KOHTEliHepy B

[JouipHe
nignpvemc
TBO
"®apmarp
eng"

YKpaiHa

[ouipHe
nignpMeEMCTBO
"®apmartpeiig”

YKpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHn | TUny - 3MiHM 3
[aKocTi. CepTudpikat
BignosigHocTi/lE-

3a
peyenmom

UA/18187/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

KapTOHHIlA ynakoBL,i

cepTudikaT BignoBigHOCTI
€Bponeicbkili
thapmakonei/MoHorpadii.
MopaHHA HOBOroO a6o
OHOBJ/IEHOTO cepTudikaTa
BignosigHOCTI abo
BUYYEHHS cepTudikara
BiANOBIAHOCTI EBpPONENCHKIi
thapmakonei: ana Adl; ons
BUXiAHOrO
marepiany/peareHTy/npomix
HOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCSA Y
BMPOGHMLTBI A®I; ons
[0MNOMDKHOT peyoBUHU
(cepTudpikaT BiANOBIAHOCTI
€Bponelicbkiin dhapmakoner)
- OHoBNEHWi cepTudikaT
Bif y)Xe 3aTBEepP)KEHOro
BMPOGHMKa. MogaHHA
OHOBJIEHOrO cepTudikaTa
BiNOBIAHOCTI €Bponelickkilt
thapmakonei CEP 2010-048-
Rev 01 (3atBepmkeHo: R1-
CEP 2010-048-Rev 00) gns
[itoyoi pevoBrHM apriHiHy
rigpoxnopug Big,
3aTBEPAKEHOr0 BUPOGHMKA
Shanghai Kyowz Amino Acid
Co., Ltd., China. ¥ 3B'A3ky
oHoBneHHs1 CEP Bigbynacs
3MiHa Ha3BW 3aTBEPKEHOrO
BMpobHUKa Ha Shanghai
Plumino Amino Acid Co.,
Ltd., China

207.

CMA3MANTO
H oyo

Pitofenone
and
analgesics

MeTami3on
HaTpito,
niTopeHoH
Y
rigpoxnop
ma,
deHnisep
MHi0
6pomig,

AO3DAO
2

Tabnetku; no 10
TabneTtok y 6nictepi;
no 1 a6o no 2, abo
no 5 6nictepis y
KapTOHHI kopobuy;
no 20 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHI Kopo6Lyi

TOB
«TeBa
YKpaiHa»

YKpaiHa

BankaHapma-
OynHuus AT

Bonrapi
A

BHECEHHSI 3MiH 10
peecTpavuinHMx maTepianis:
3MiHn | TUny - 3MiHM 3
AKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHVM Y BUPOOHULITBI.
3MiHM y npoueci
BMPOGHULITBA rOTOBOIO
nikapcbKoro 3acoby,
BK/1OYAI0UY MPOMIKHUI
NPOAYKT, WO
3aCTOCOBYETLCS NP

6e3
peuyenma

UA/7059/01/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
BMPOOHULITBI FOTOBOrO
nikapcbKoro 3acoby (iHwi
3MiHW)
NOAOBXEHHSA TEPMIHY
36epiraHHsA
Hepo3acoBaHOro NPoAyKTy
(bulk) i3 30 gHiB 00 6
MicsiiB.
208. | CNA3SMANIO | Pitofenone | metamizon | AO3DAQO | po3yvH Ans iH'eKLii AT Bonrapis AT "Codpapma” Bonrapi BHECEHHS 3MiH 0 3a UA/3531/01/01
H® and HaTpito 2 no 2 mn abo 5mn B "Codhapma A peecTpavuinHMx maTepianis: peuyenmom
analgesics | MoHorigpa amnyni; no 5 a6o 10 " 3MiHn | TUny - 3MiHM 3
T; amnyn y énictepi; no [aKocTi. CepTudpikat
niTopeHoH 1 6nicTepy B BignosigHocTi/lE-
y KapTOHHIN nayui cepTudikaT BigNoBigHOCTI
rigpoxnop €Bponeiicbkili
na; thapmakonei/mMoHorpadii.
deHnisep MopgaHHsA HoBOroO abo
WHit0 OHOBJIEHOrO cepTudikaTa
6pomig, BignosigHoCTI abo

BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeiiChKiit
apmakonei: ana Ad®l; gna

BUXiAHOTO
mMartepiany/peareHTy/npomix
HOro NPOAYKTY, LU0
BUKOPVCTOBYHOTHCS Y
BUPO6HULTBI ADI; Ans
[OMOMDKHOT PEYOBUHN
(cepTudpikaT BigMOBIAHOCTI
€Bponelicbkiin hapmakoner)

- OHoBNEHWi cepTudikaT

Bif} y)ke 3aTBEPAKEHOr0

BMPOGHMKa. MogaHHA

OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONENChKii
thapmakonei Ne CEP 2014-

091-Rev 02 gns gitoyoi

peyoBuHM Metamizole
sodium monohydrate Big,
yXe 3aTBepXeHoro
Brpo6HMKa WUHAN
WUYAO
PHARMACEUTICAL CO.,
LTD., Kutaii.
[Litova pepakuis
3.2.S.2.1 MNpowussoauten
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
Name of holder:
WUHAN WUYAO
PHARMACEUTICAL CO.,
LTD

SPOR ORG ID: 100022200
SPOR LOC ID: 100030902

No.18, Wangfen Road Fuchi

cepTudikat BianoBigHOCTI

thapmakonei/mMmoHorpadii.

No. 160, Building 1 Floor 23,
No. 1-6 Qiaokou Road
Qiaokou District China-430
032 Wuhan, Hubei Province
Site of production:
WUHAN WUYAO
PHARMACEUTICAL CO.,
LTD
No. 18, Wangfen Road
Fuchi Town, Yangxin County
China-435 229 Huangshi
City, Hubei Province.
MponoHoBaHa pegakuis
3.2.5.2.1 MNpownssoguten
Name of holder:
WUHAN WUYAO
PHARMACEUTICAL CO.,
LTD.
No.18, Wangfen Road Fuchi
Town, Yangxin County
China-435 229 Huangshi
City, Hubei Province
SPOR ORG ID: 100022200
SPOR LOC ID: 100030902
Site of production:
WUHAN WUYAO
PHARMACEUTICAL CO.,
LTD.

Town, Yangxin County

China-435 229 Huangshi
City, Hubei Province

3MiHu | TUnNYy - 3MiHK 3

saKocTi. CepTudpikat

BignoBigHOCTI/TE-
€Bponeiicbkili

MofaHHA HoBOro a6o

OHOBJIEHOIO cepTudikaTa
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep

peecmpayitiHo

20
NnocsioYeHHs1

BignosigHoCTi abo
BW/TyYEHHS cepTudikata
BiANOBiAHOCTI EBpONEiiChKiit
hapmakonei: ana A®l; gna
BMXiAHOTO
mMartepiany/peareHTy/npomix
HOro NPOAYKTY, LU0
BUKOPVCTOBYHOTBCS Y
BUPOOHULTBI ADI; Ans
[OMOMDKHOT PEYOBUHM
(cepTudpikaT BigMOBIAHOCTI
€Bponelicbkiin hapmakoner)
- OHOBNEHWIA cepTudikat
Bif} y)ke 3aTBEPAKEHOr0
BMPOGHMKa. MogaHHA
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI EBpPONECHKIi
thapmakonei CEP Ne R1-
CEP 2014-091-Rev 00
(3atBepaxeHo: RO-CEP
2014-091-Rev 00 )gns
LiH040i pevyoBUHN
Metamizole sodium
monohydrate Bif yxe
3aTBEPAKEHOr0 BUPOGHMKA
WUHAN WUYAO
PHARMACEUTICAL CO.,
LTD., Kutaii. B pamkax Ljel
3MiHV Bif6OyBa€eTbCA
36inbLUeHHs Re —test period
3 3 years go 5 years.

209.

CTPOHJEKC

sildenafil

cungeHad
iny untpat

GO04BEO
3

cnpeii gns poToBoi
MOPOXHWHN
[030BaHuii, 12,5
mr/go3sa no 10 mn
(64 posmn) abo no 5
mn (32 gosmn) y
dhnakoHi
nonimepHomy abo 3i
CBIiT/103aX1CHOr0
ckna; no 1 cdonakoHy
y nauuii 3 KapToHy

TOB HB®
«MIKPOXI
M>»

YKpaiHa

BMPOGHMYA
LinbHUUA (BCi
cTagii
BMPOGHNYOTrO
npouecy): TOB
HB®
«MIKPOXIM»,
YKpaiHa,;
BiANOBIgaIbHNI
3a BUNycK cepil,
He BK/IOYaun
KOHTpO/b/
BMNPOOYBaHHSA
cepii: TOB HB®
«MIKPOXIM>,

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edeKTBHOCTI Ta

chapmakoHarnsgy.

BeefeHHst abo 3MiHn [0
y3ara/ibHeHUX faHux npo
cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX
[aHuX nNpo cuctemy
hapmakoHarnagy, amiHa
YMOBHOBaXEHOI 0CO6Y,
BignoBigasibHOI 3a
3[iiCHEHHS!
hapmakoHarnsgy;

3a
peyenmom

UA/15759/01/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
Ykpaina KOHTaKTHOT 0co6u 3
thapmakoHarnsgy 3asaBHUKa
[ANA 3ajiCHEHHS
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YMNOBHOBaXEHOT 0CcOo6Y,
BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
thapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U
3asBHUKA, BiANOBIAA/ILHOI
3a (hapmakoHarnag
210. | TAMBPO Vitamin TiamiHy A11DB PO34UH NS iH'eKLii TOB Ykpaina Brvpo6H1uTBO, PymyHis BHECEHHS 3MiH 0 3a UA/20121/01/01
Bl in rigpoxnop no 2 mn B amnynax; «®OPC- BMNPOBYBaHHSA peecTpauiiHnx matepianis: peyenmom
combinat | ug, no 5 amnyny PAPMA KOHTPO/IO AKOCTI 3MiHn | TUny - 3MiHM 3
ion with nipnaokeu KOHTYPHIli ONCTPUB (i3nYHI/XiIMIYHI), AKOCTi. FOTOBWIA Nikapcbkuii
vitamin HY YapyHKOBI FOLWH>» nepBuHHE 3aci6. 3MiHW y BUPOGHULTBI.
B6 rigpoxnop ynakosuj; no 1 nakyBaHHs, 3amiHa abo BBeAeHHS
and/or na, KOHTYPHIli BUMYCK cepii: [04aTKOBOT AiNTbHUL
vitamin LiaHokoba YapyHKOBIli ynakoBLyi K.T. POM®APM BMPOGHMLITBA A1 YACTUHM
B12 namiu B KOpOOGLi 3 KAPTOHY KOMMMAHI ab0 BCbOro BMPOGHMYOro
C.P.J1., PymyHis; npoLiecy rotoBoro
BunpobyBaHHs nikapcbKoro 3acoby

KOHTPOIO AKOCTI
(mikpobionoriyHi,
6ionoriyHi),
BTOPVIHHE
nakyBaHHS:
K.T. POM®APM
KOMMAHI
C.P.N1., PymyHis

(ainbHULSA ON18 BTOPUHHOMO
nakyBaHHs). 3amiHa
BMPOGHWYOI AibHNL

BTOPVHHOrO nakysBaHHA 13

Bupo6bHuka K. T. POM®APM
KOMIMAHI C.P.J.
3MiHn | TUny - 3MiHM 3

AIKOCTi. FOTOBWMIA Nikapcbkuii

3aci6. 3MiHVM Y BUPOOHULITBI.

3MiHa imnopTepa/aMiHu, Lo
CTOCYHTbCS BUMYCKY cepii Ta
KOHTPOJHO SIKOCTi FOTOBOro
nikapcbkoro 3acoby (3amiHa
abo fofaBaHHA AiNbHUL, Ha
AKIW 34ICHI0ETBCSA
KOHTPO/1b/BMNPOGYBaHHSA
cepi).
3amiHa AinbHuLi Ha SKin



https://atcddd.fhi.no/atc_ddd_index/?code=A11DB&showdescription=no
https://atcddd.fhi.no/atc_ddd_index/?code=A11DB&showdescription=no
https://atcddd.fhi.no/atc_ddd_index/?code=A11DB&showdescription=no
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3[iACHIOETLCA KOHTPOSTb
AKOCTI (MIKpOGIONOTiyHi,
6ionoriyni) NN3 BUpO6HUKaA
K.T. POM®APM KOMIAHI
C.P.J.

211.

TEFPETONI®

carbamaz
epine

Kap6ama3s
eniH

NO3AFO
1

Tabnetku no 200 wmr;
no 10 TabneTtok y
6nicTepi; no 5
6nictepiB y
KapTOHHI KOpOOL

Hosapric
Papma Al

LLiBeiiuapi
o

HosapTic ®apma
C.n.A.

ITanis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3miHu Il TUny - 3MiHK Wopao

6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT
ANA MeauyHoro
3aCTOCyBaHHS Y 3B'A3KY i3
HOBMMM JaHUMU 3 AKOCTI,
OOKNIHIYHUMMA, KNIHIYHUMIN
JaHUMK Ta AaHuMK 3
hapmakoHarnsagy. 3miHm
BHECEHO B iHCTPYKLil0 AnA
MeAMYHOro 3aCTOCYBaHHS
niKkapcbKoro 3acoby o
po3ginis "3acTocyBaHHA y
nepiog saritTHocTi abo
rogyBaHHs rpygnro”,
"Mo6iuHi peakuji”. BBeAeHHSA
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepkKeHHs

3a
peyenmom

He
nionsie
ae

UA/9428/01/01

212.

TMMOZAPONC
Jile)

timolol
combinat
ions

nop3sonami
ay
rigpoxnop
nai
Tumonony
mManear

SO01ED5
1

Kpansi O4Hi, po34nH
nopsonamigy 2% Tta
Tumonony 5%; no 5
MY do/1aKoHi-
KpanenbHuui; no 1
a60 no 3 dp1akoHu-
KpanesibHuLji B
KOpOOL 3 KAPTOHY

Mikpo
Nab6c
Nimiteq

IHAjA

Mikpo /labc
Nimiten

IHAjA

BHECEHHS 3MiH [0
peecTpavuiiHux matepianis:
3miHu | TUny - 3miHu Wwoao
6e3nekn/edeKTBHOCTI Ta

chapmakoHarnsgy.

BBegeHHst abo 3MiHn [0
y3arasibHeHUX faHux npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX
[aHux nNpo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBaXEHOT 0CO6M,
BignoBiganbHOT 3a
3[jiiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOI 0cobm 3
thapmakoHarnsgy 3asaBHUKa
0181 30iNCHEHHs

3a
peyenmom

UA/20266/01/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
thapmakoHarnagy B YkpaiHi,
SIKLLO BOHA BigMiHHa Bif,
YMOBHOBaXEHOT 0cobY,
BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
thapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U
3asBHUKA, BiANOBIAA/IbHOI
3a hapmakoHarnsg. 3miHa
KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6U 3asiBHUKA,
BignoBigasibHOI 3a
dhapmMakoHarnsag B YKpaiHi.
213. | TIAPATPIO® | valsartan | amnoguniH | CO9DX0 | TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 3a UA/15070/01/01
. y 6ecunar, | 1 nniBKOBOIO "®apmaue "®dapmaueBTUYH peecTpauiiHnx maTepianis: peyenmom
amlodipi rigpoxnop 060/10HKOI0, N0 5 BTUYHA a thipma 3MiHu | TUNY - 3MiHN 3
ne and Tiasng, mr/12,5 mr/160 wr, ipma "MapHuus" akocTi. A®l. KoHTponb AdI.
hydrochl Ba/IcCapTaH no 7 tabnetok y "AapHnus” 3miHa y meTodax
orothiazi KOHTYPHIli BUNpo6yBaHHA A®l a6o
de YapyHKOBIl BMXIAHOTO
ynakoBLj; no 2 Ta no mMarepiany/npoMixXHOro
4 KOHTYpHI NpoAyKTy/peareHTy, Lo

YapyHKOBI YMaKOBKU
B Mauuj; no 14
Tabnetoky
KOHTYPHIl
YapyHKOBIli
ynakosLi; no 1, no 2
ab60 6 KOHTYpHUX
YapyHKOBUX
yNnakoBOK B nauLi

BMKOPWUCTOBYETLCA Y
npoteci Bupo6HuuTea AdI
(iHWi 3miHK y meTogax
BMNPOGYBaHHSA (BK/IKOYAOUM
3aMiHy abo JONOBHEHHS)
A®| abo
BVIXiZHOr0/MPOMiXXHOro
npoaykTy). CynyTHS 3MiHa -
3MiHu 3 aKocTi. API.
KoHTponb A®I. 3miHa y
napameTpax cneuudikauiii
Ta/abo [onyCcTUMMNX MEX,
BU3HAYEHNX Y
cneumdikauisx Ha Adl, abo
BUXiHWIA/NPOMIXHWIA
npogyKT/peareHT, Wwo
BUKOPVCTOBYHOTHCS Y
npoueci BupobHuuTBa API
(iHLWi 3MiHW), 3MiHK [0
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep

peecmpayitiHo

20
NnocsioYeHHs1

BXIZIHOrO KOHTPO/IO Ha
Aitouy peyosuHy BancaptaH
0o posginis 3.2.5.4.2. Ta
3.2.5.4.1 3a NOKa3HMKOM
«[@HOTOKCMYHI AOMILLKN
(BmicT HiTpo3amiHiB)», a
came: 6inbL geTtanizoBaHo
3aTBEPAKEHNI MeTof,
BMNpoGyBaHHs MeTog, |
(mac-cnektpomeTpisa (APY,
2.2.43), razoBa
xpomatorpadis (4PY,
2.2.28) Ta Ha Jogatok Ao
HbOrO BHECEHO
anbTepHaTuBHuiAi MeTog Il
(mac-cnektpomeTpii (4PY,
2.2.43), piavHHa
xpomatorpadis (4PY,
2.2.29)) .

214.

TOKKATA

tolperiso
he

TONNepu3o
Hy
rigpoxnop
na,
nigokaiHy
rigpoxnop
na

MO0O3BX0
4

PO34UH NS iH'eKLin
no 1 mn B amnyni;
no5amnyny
6nicTepi; no 1 abo
no 2 6nictepun y
nauui

AT
«Papmak»

YKpaiHa

AT «®apmak»

YkpaiHa

BHECEHHS 3MiH O
peecTpauinHux
marepianis:3MiHu | Tuny -
3miHu 3 sKkocTi. CepTudikar
BignosigHOCTI/TE-
cepTtudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MmoHorpadii.
MopaHHsA HOBOro abo
OHOBJ/IEHOTO cepTudikaTa
BignosigHOCTI abo
BW/yYEHHS cepTudikara
BiANOBIAHOCTI EBpONeiChKii
hapmakonei: ana Adl; ons
BUXiAHOTO
marepiany/peareHTy/npomix
HOro NPOAYKTY, LU0
BMKOPUCTOBYIOTbCS Y
BMPOGHMLTBI A®I; ons
[0MNOMDKHOT peyoBUHU
(cepTudpikat BiANOBIAHOCTI
€Bponelicbkiil dhapmakoner)
- HoBwii ceptudpikaT Big BXe
3aTBEPAKEHOro BUPOGHMKA.
lNopaHHA HOBOrO
cepTudikara BiZnNoBiAHOCTI
€Bponeiicbki hapmakonei

3a
peyenmom

He
nionsie
ae

UA/16510/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

Ne CEP 2001-014-Rev 04
ANA 4ilo4oi pevoBUHN
Lidocaine hydrochloride
monohydrate Big Bxe
3aTBEPKEHOr0 BUPOGHUKA,
AKWIA 3MiHWB Ha3By 3 S.I.M.S.
S.R.L., ITania Ha «<SOCIETA
ITALIANA MEDICINALI
SCANDICCI S.I.LM.S. S.R.L»
3rigHo 3 oHoBneHnm CEP
(3amita AM® version
Rev.n°07). OHOB/IEHO Ha3BYy
Ait040T peyvoBUHM 3
«JligokaiHy rigpoxnopua» Ha
«JligokaiHy rigpoxnopug,
MOHOrigpaT» BiANOBIAHO A0
aito4oi MoHorpadii €®.
3MiHV BHECEHO Y po3ain
"Cknag" (aitovi pe4oBuHn) B
IHCTPYKLj0 A58 MeguyHoro
3aCTOCYyBaHHA Ta 5K
HacnigokK - y TekcT
MapKyBaHHS YNakoBKu
nikapcbKkoro 3acoby.

215.

TPU3NNIH

meldoniu
m

3-(2,2,2-

TpUmMeTUNr
iipasuHiit)
nponioHat
y avrigpat

CO1EB2
2

PO34MH NS iH'EKLN,
100 mr/mn no 5 mn B
amnyni; no 5 amnyn
y KaceTi; no 2
KaceTun y nauui 3
KapTOHY

TOB HB®
"MIKPOXI
M"

Ykpaina

BiANOBIAa/IbHUI
3a BUPOGHNLTBO
Ta KOHTpoNb/
BMNPOGYBaHHS,
He BK/IoYatoun
BMNYCK cepil:
MpusatHe
akuioHepHe
TOBapUCTBO
"Jlekxim-Xapkis",
YKpaiHa,
BiANoOBigaIbHUIA
3a BUPOGHMLTBO
Ta KOHTpOsb/
BUNPOBYBaHHSA
cepii,
BK/THOHAI0UM
BUNYyCK cepil:
TOB HB®
"MIKPOXIM",
YKpaiHa,;
BiANOBIAa/IbHUI

Ykpaina

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHu | TUnNy - 3MiHK WoA0
6e3nekn/edeKkTNBHOCTI Ta

dhapmakoHarnsgy.

BBeneHHs abo 3MiHU A0
y3araslbHeHUX AaHnx npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX
[AaHvX Npo cuctemy
thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0Ccobu,
BiANOBIAA/IbHOI 3a
3[iiCHEHHS
chapmakoHarnsgy;
KOHTaKTHOI ocobm 3
thapmakoHarnsgy 3asaBHUKa
[ANs 3aiACHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLO BOHA BiAMiIHHA Bif
YNOBHOBaXEHOI 0Ccobu,
BiANOBIAA/IbHOI 3a

3a
peyerimom

UA/9897/01/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
3a BUNyCK cepii, 3[jiiCHEHHS!
He BK/IoYatoun thapmakoHarnsgy
KOHTPO/1b/BUNPO (BK/THOYAKOYM KOHTAKTHI AaHi)
6yBaHHs cepii: Ta/abo 3MiHW Yy PO3MILLLEHHI
TOB HB® mMacTep-caiina cucremu
"MIKPOXIM", thapmakoHarnsagy). 3miHa
Ykpaina KOHTaKTHUX AaHuX
YMOBHOBaXEHOI 0cobu
3asBHVKa, BifnoBigabHOT
3a (hapmakoHaring,.
216. | TPUKCEO formoter | chopmotep | RO3AL1 | iHransuis nig, AcTtpa3eH LLBeuis Brpo6HMUTBO, dpaHLis BHECEHHS 3MiH 0 3a UA/20049/01/01
AEPOCO®EPA | ol, ony 1 TUCKOM, CyCneH3is, eka Ab nepBuHHE / peecTpavuiiHux maTepianis: peuenmom
glycopyrr | dymapaty 5/7,2/160 mkr; no 1 nakyBaHHs, CWA 3MiHu | TUny - 3MiHK 3
onium avrigpart KOHTelHepy nig BTOPUHHE AKOCTI. [0TOBWIA NikapcbKuii
bromide MiKpPOHI30B TUCKOM Ha 120 nakyBaHHs1, 3aci6. Cuctema
and aHui; iHransauin B KOHTPO/Ib SKOCTI KOHTelHep/3aKynoptoBabHu
budesoni | rnikonipoHi namiHoBaHOMy Ta BUMYCK cepii: 1 3aci6. 3miHa napameTpiB
de 10 6pomig MiLLeyky 3 ponbru, AcTpa3eHeka cneyudikayin Ta/abo
MIKPOHi30B L0 MICTWTb calle 3 [toHKepK [ONYyCTUMUX MEX MepBUHHOT
aHuii Ta BOJIOTOMOI/INHAYEM; MpoJakLuH, yNakoBKN rOTOBOTO
6ynecoHin no 1 milleuky B PpaHuis; niKapcbKoro 3acoby
MIKPOHi30B KapTOHHI Kopo6Lyi AnbTepHaTnBHA (monoBHeHHs cnevudikavyii
aHuii AinbHnUA HOBUM MOKa3HUKOM 3

KOHTPO/I0 AKOCTI
npu BUNYCKY:
ninigi
LiBenonmeHT,
nn, CWA

BiANOBIAHUM METOA0M
BMNPOGYBaHHS) -
[LOMNOBHEHHSA crieumdikawi
HOBUM MOKa3HUKOM 3
BiANOBIAHUM METOA0M
BUNPOOYBaHHSA, a came
[0AaBaHHA YOTUPbOX HOBUX
Cnonyk, Aki paHiwe He 6ynu
3a3HadeHi y cneuudikauii
(Compound 1 Terephthalic
acid bis-(-4- hydroxy-butyl)
ester; Compound 2 1,4-
butandiol bis-(-1,4-benzene
dicarboxylic acid, 1-(butan-
4-0l) ester), Compound 3
Terephtalic acid 1-but-3-eny
ester 4-(4- hydroxy-butyl)
ester, Compound 4 Linear
Trimer with single COOH
end group). BBegeHHs 3MiH
npoTsArom 6 micsyis nicns
3aTBEPKEHHS. 3MiHN | Trny
- 3MiHK 3 AKoCTi. FoToBUIA
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

nikapcbkuii 3aci6. Cucrema
KOHTelHep/3aKynopoBaibHu
11 3aci6. 3MiHa napameTpiB
cneuudikauii Ta/abo
OONYyCTUMUX MEX NEPBUHHOT
ynakoBKM roTOBOro
nikapcbKoro 3acoby
(3BYXEHHSA JONyCTUMUX
MeX, BU3HAYEHUX Y
cneumdikawii) - OHOBMEHHSA
O0NYyCTUMUX MEX NEPBUHHOT
ynakoBku cneuudikauii ans
anbTepHaTUBHOIO BUXigHOIO
marepiany, Wwo
BVIKOPUCTOBYETLCA MNP
BWUIOTOBJIEHHI KnanaHy fns
nikapcbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6
MicALIB MiC/1A 3aTBEPKEHHS

217.

TPOBIHTA®
IC

ticagrelor

TuKarpeso
p

BO1AC2
4

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKO10, Mo 60
mr; no 10 TabneTok
y 6nictepi, no 6
6nicTepiB y nayui 3
KapToHY

Tosapuct
BO 3
[04AaTKOBO
10
Bignosiga
NbHICTIO
"IHTEPXI
M

YKpaiHa

ToBapucTBO 3
[04,aTKOBO
BiANOBIgaIbHICT
10 "IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH O
peecTpavuiiHux maTepianis:
YTOUYHEHHs peecTpauiiiHol
npoueaypu B Hakasi MO3

Ykpainu Ne 101 Big

28.01.2026 - 3miHn | TUNy -
AAMIHICTPaTUBHI 3MiHN.
3MiHa Ha3BY NikapCbKOro
3acoby - 3miHa Ha3Bu
nikapcbKoro 3acooby.
3arBepaKeHo:
Tpo6iHTa IC
3anponoHoBaHo:
Tpob6iHTa® IC
- [HCTpyKUis Ans MeanyHoro
3aCTOCyBaHHSA NiKapCbKOro
3aco6y (eCTD 0001);

- TEKCT MapKyBaHHSA
YNaKoBKM NiKapCbKoro
3aco6y (eCTD 0000).

3MiHa Ha3BW NikapCbKOro

3acoby y 3B’A3KY 3
oTpMMaHHsaM CaigouTsa Ha
TOProBesibHy MapKy Ha3su

nikapcbKoro 3acoby:

3arBepaKeHo:
TPOBIHTAIC

3a
peyenmom

He
nionsie
ae

UA/20628/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3anponoHoBaHo:
TPOBIHTA® IC
Bepcis MKA 13 (0001).
BBefeHHs 3MiH NpoTArom 6-
TV MicauiB nicas
3aTBEPKEHHS.

218.

TPOBIHTA®
IC

ticagrelor

TUKarpeno
p

BO1AC2
4

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, No 90
mr; no 10 TabneTok
y 6nicTtepi, no 6
6nicTepiB y nauui 3
KapTOHY

Tosapuct
BO 3
[04aTKOBO
10
Bignosiga
NbHICTIO
"IHTEPXI
M

Ykpaina

ToBapucTBO 3
[04,aTKOBO
BignoBiAabHICT
10 "IHTEPXIM"

Ykpaina

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
YTOUHEHHS peecTpauiiiHol
npoueaypu B Hakasi MO3

Ykpainu Ne 101 Big,

28.01.2026 - 3MmiHu | TURY -
AAMIHICTPaTUBHI 3MiHN.
3MiHa Ha3BM NikapCcbKoro
3acoby - 3MiHa Ha3BU
nikapcbKoro 3acoby.
3arBepKeHo:
Tpo6iHTa IC
3anponoHoBaHo:
TpobiHTa® IC
- [HCTpYKLiA ANa MeanyHoro
3aCTOCYBaHHS NiKapCbKOro
3aco6y (eCTD 0001);

- TekCT MapKyBaHHsi
yMakoBKM MiKapCbKOro
3aco6y (eCTD 0000).

3MiHa Ha3BY NikapCbKOro

3acoby y 3B'A3Ky 3
oTpMmaHHsaMm CeigouTsa Ha
TOProBesibHy MapKy Ha3su

nikapcbKoro 3acoby:

3arBepKeHo:
TPOBIHTAIC
3anponoHoBaHo:
TPOBIHTA® IC
Bepcia MKA 13 (0001).
BBefeHHs 3MiH NpoTarom 6-

TV MicauiB nicns
3aTBEPKEHHS.

3a
peyerimom

He
nionse
ae

UA/20628/01/02

219.

TPOMBAMIK
C

apixaban

anikcabaH

BO1AFO
2

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKot0, Nno 2,5
mr, no 20 TabneTok
y 6nicTtepi; no 1 abo
3 6nictepu B
KapTOHHI nayui

MicTpan
Kenitan
MeHexm
eHT
Nimiteq

AHrnis

BMPOGHMLTBO
roToBol
nikapcbkoi
thopmu,
nepBuHHa Ta
BTOPUHHA
yMakoBKa,

Typeyun
Ha/
MasnbTa

BHECEHHS 3MiH 40
peecTpauiiHnux maTepianis:
3MiHu | TUny - 3MiHK Woa0
6e3nekn/eeKkTNBHOCTI Ta
hapmakoHarnsgy. 3miHu y

KOPOTKili XxapakTepucTuL,i
NikapcbKoro 3acoby, TEKCTi

3a
peyenmom

He
nionsie
ae

UA/20668/01/01
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KapTOHHI nayui

KOHTPO/b cepii:
CaHoBesb Inay
CaHai Be
Tupxaper,
AL,
TypeyuunHa;
KOHTPO/b Ta
BUMYCK Cepii:
dapmagokc
Xenckelip
Niviten,

MapKyBaHHS Ta IHCTPYKLT
ANna MefuyHoro
3acToCcyBaHHSA
reHepuyHuX/ribpuaHnx/éiono
LiGHMX Nikapcbkmx 3aco6iB
nicns BHeCeHHs Tiel camoi
3MiHV Ha pedhepeHTHW
npenapar (3miHa He
noTpebye HafaHHs XXOAHUX
HOBUX AOAATKOBUX AaHMX) -

3MiHN BHECEHO A0 IHCTPYKLUl

Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
KOHTpONb cepii: MapKyBaHHA Ta iHCTPYKLT
CaHosenb Insy ANA MeAuyHoro
CaHai Be 3acTocyBaHHs
Tupxaper, reHepuyHuX/ribpuaHMx/6iono
AL, Oi6HUX Nikapcbkyx 3acobiB
TypeyuuHa; nicnsa BHeCeHHs Tiel camol
KOHTPO/b Ta 3MiHW Ha pedhepeHTHUI
BUMYCK Cepii: npenapar (3miHa He
dapmagokc noTpebye HafaHHs XXOAHUX
Xenckeip HOBUWX A0AATKOBUX AaHUX) -
Nimitea, 3MiHU BHECEHO A0 IHCTPYKLUi
ManbTa,; ANA MeguyHoro
BUMYCK Cepii: 3aCTOCYBaHHSA NikapCbKoro
AJANBBO 3acoby y po3ginu
NIMITEL, "®apMakonorivHi
ManbTa BnactusocTi”, "Cnocié
3aCToCyBaHHA Ta [03n",
"AOitn", “Mo6ivHi peakuii”
BiANOBIAHO A0 iHhopmaL,i
OO0 MEANYHOIO
3acTocyBaHHs
pedyepeHTHOro Nikapcbkoro
3acoby (EJIKBIC, TabneTku,
BKPWTI NNiBKOBOIO
060/10HKOI0, N0 2,5 Mr).
BBegeHHs 3MiH npoTsarom 6-
TV MicAUiB nicns
3aTBEPKEHHS.
220. | TPOMBANIK apixaban anikcabaH | BO1AFO | TtabneTku, BKpuUTI Mictpan AHrnis BVMPOGHMLTBO Typeuun BHECEHHS 3MiH 0 3a He UA/20668/01/02
(o3 2 NNiBKOBOKO Kenitan roToBol Ha/ peecTpavuiiHux maTepianis: peuenmom niosnse
060/10HKOI, N0 5 Mr, | MeHempkm NikapcbKoi MaibTa 3MiHu | TURY - 3MiHK WoAao ae
no 20 TabneTok y eHT chopmu, 6e3nekn/edeKTMBHOCTI Ta
6nictepi; no 1 a6o 3 NimiTen nepBrHHa Ta thapmakoHarnsgy. 3miHu y
6nictepu B BTOPUHHA KOPOTKili XapakTepucTuy,i
yrakoBKa, NiKapcbKoro 3acoby, TEKCTi
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

ManbTa,;

BWMYCK Cepii:

AIANIbBO
NIMITEL,

ManbTta

AN MeauyHoro
3aCTOCyBaHHS NiKapCbKOro
3acoby y po3ginu
"®apMaKonorivHi
BnactueocTi", "OcobnmneocTi
3acTocyBaHHs", "Cnocio
3aCcToCyBaHHsA Ta 4o3n",
"[iTn", "Mo6iuHi peakyii"
BignoBigHO A0 iHhopmaui
LLIOAO0 MEANYHOro
3acToCyBaHHSA
pediepeHTHOro Nikapcbkoro
3acoby (E/IKBIC, TabneTtku,
BKPUTi MiBKOBOHO
060/10HKOI0, M0 5 Mr).
BeefeHHs 3MiH NpoTArom 6-
TV MicauiB nicas
3aTBEPAKEHHS.

221.

YNCAPUH
YNCA 500 MI

acetylsalic
ylic acid

auetunca
niynnoea
Kucnota

NO2BAO
1

TabneTku Lwunydi no
500 wr; o 4
TabneTtky B CTpUNI;
no 4 ctpunu B
KapTOHHI Kopo6Lyi

YMNCA
CAC

PpaHuis

YMNCA CAC

PpaHuin

BHECEHHS 3MiH 0
peecTpauiiHnx maTepianis:
3MiHu | TUnNy - 3MiHK WoA0
6e3nekn/edeKTNBHOCTI Ta

dhapmakoHarnsgy.

BBeneHHs abo 3MiHU A0
y3arasibHeHUX JaHuX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX
[aHux nNpo cuctemy
thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
chapmakoHarnsgy;
KOHTaKTHOI ocobm 3
thapmakoHarnsgy 3asaBHUKa
[ANs 3aiACHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLLO BOHA BiAMiIHHA Bif
YNOBHOBaXEHOI 0cobu,
BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
thapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy). 3miHa

6e3
peyenma

UA/2308/01/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uKa HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
YNOBHOBaXEHOI 0co6u
3as1BHMKA, BignoBigasibHOI
3a hapmakoHarnsg,.
[itoya pepakuis: Saloua
Mekhfiwi. MponoHoBaHa
pepakuis: Jeremie
Magnaud. 3miHa KOHTaKTHMX
[aHNX YNOBHOBaXXEHOT
0COo6U 3asBHNMKA,
BiANOBIAa/IbHOI 3a
dhapMakoHarnsag.
222. | ®EPBEKC paracetam | napaueTta NO2BE5 | nopowlok ans YMNCA dpaHuis YIMNCA CAC dpaHuin BHECEHHS 3MiH 0 6e3 UA/7741/01/01
ana ol, Mo, 1 Opa/IbHOr0 PO3UUHY; CAC peecTpavuinHMx MaTepianis: peyenma
AOPOCNNX combinatio | kucnota 8 calle y KapTOHHii 3miHu | TMny - 3MiHK Woao
ns excl. ackopb6iHo KopooLi 6e3nekun/eekTBHOCTI Ta
psycholept | Ba, thapmakoHarnsgy.
ics deHipamiH BBefeHHst abo 3MiHU fo
y Maneat y3arasibHeHUX JaHuX npo

cuctemy chapmakoHarnsgy
(BBEAEHHA Y3araslbHEHNX
[aHux nNpo cuctemy
thapmakoHarnsgy, 3miHa
YMOBHOB&XeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
dhapmakoHarnsagy;
KOHTaKTHOI ocobu 3
hapmakoHarnsgy 3asiBHUKa
0N 30iCHEHHS
thapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XeHOT 0cobw,
BignoBiganbHOI 3a
3[iiCHEHHS
thapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-caiina cucremu
hapmakoHarnsagy). 3miHa
YNOBHOBaXEHOI 0co6u
3asiBHMKA, BifnoBigasibHOI
3a hapmakoHarnag,.
[itoya pepakuis: Saloua
Mekhfiwi. MponoHoBaHa
pefakuis: Jeremie
Magnaud. 3miHa KOHTaKTHMX
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep

peecmpayitiHo

20
NnocsioYeHHs1

[aHnX YNOBHOBaXEHOT
0Cco6U 3asBHNMKA,
BignoBiganbHOI 3a
dhapmakoHarnag.

223.

®EPBEKC
pns
JOPOCNNX
3
MA/IMHOBU
M CMAKOM

paracetam
ol,
combinatio
ns excl.
psycholept
ics

napauerta
mon,
Kucnota
ackop6iHo
Ba,
deHipamiH
y Maneat

NO2BES
1

nopoLUOK AN
0pasIbHOrO PO3YMHY;
8 calue y KapTOHHii
Kopoo6Li

YMNCA
CAC

®paHuis

YMNCA CAC

dpaHLis

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edeKTBHOCTI Ta

chapmakoHarnsgy.

BeefeHHst abo 3MiHn [0
y3ara/ibHeHUX faHux npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX
[aHuxX nNpo cuctemy
thapmakoHarnagy, amiHa
YMOBHOBaXEHOI 0CO6Y,
BignoBigasibHOI 3a
3[iiCHEHHS!
thapmakoHarnsgy;

KOHTaKTHOI 0cobm 3
thapmakoHarnsgy 3asaBHUKa

ONs 30iNCHEHHS
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YMOBHOBaXEHOI 0CO6Y,

BignoBigasibHOI 3a

3[iiCHEHHS!
hapmakoHarnsgy
(BKIHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHWN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U
3asBHVIKa, BignosiganbHOT
3a thapmakoHarnag.
[Oitova pepakuisn: Saloua
Mekhfiwi. MponoHoBara
pepakuisi: Jeremie
Magnaud. 3miHa KOHTaKTHUX
[AaHNX YNOBHOBaXEHOT
0CO6M 3a5BHUKA,

BignoBiganbHOI 3a

dapmakoHarnag.

6e3
peyenma

UA/3128/01/01

224.

DIBPUHA3A-
10

cepparion
enTnaasa

MO9AB

TabneTku, BKpUTI
060/10HKOI0,
KMLLKOBOPO34MHHI MO

OPrAHO
CIH
NANSCA

OAE

EBepToaxeH
Naiicp CaeHcnz
Nimiten

IHAjA

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHM | TUny - 3MiHK 3

3a
peyenmom

He
nionsie
ae

UA/10426/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

10 wmr, no 10
TabneTok y 6nictepi;
no 1, 3 a6o no 10
6nictepiB y
KapTOHHI nayui

€HCU3
(E® 3ET )

AKOCTI. FOTOBUIA Nikapcbkuii
3aci6. CtabinbHiCcTb. 3miHa 'y
TepMiHax npuaaTHoCTi abo
ymoBax 36epiraHHsi rOTOBOro
nikapcbKoro 3acoby
(36iN1bLUEHHS TEPMIHY
NpUAAaTHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [Ans
TOProBOl ynaxkoBku
(nigTBEPAXYETLCA AaHUMU
peasibHOro yacy).
36iNbLUEHHA TEPMiHY
npuaaTHOCTI Y 3B'A3KY i3
OTPVMAHHSIM MO3UTUBHUX
JaHuX LWOoAO0 JOCNiIKEHHS
CTabiNbHOCTI y peasibHOMYy
yaci. [litoya pegakuis:
TepMiH NpMAATHOCTI. 2 POKW.

MponoHoBaHa pegakuis:
TepMiH NpuaaTHoCTI. 3 poKu.
3MiHN BHECEHO B IHCTPYKL,itO

ONa MeuyHoro
3acTOCyBaHHA NikapCbKoro
3acoby y po3gin "TepMiH
npugatHocTi". BBegeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepAKeHHs.

225.

®DIBPUHA3A-
10

cepparion
enTugasa

TabneTku, BKpUTI
060/10HKOI0,
KMLLKOBOPO3UMHHI MO
10 wr; in bulk: no
2500 Tabnetok y
KOHTeliHepax

OPrAHO
CUH
NAN®CA
€HCU3
(E® 3ET 1)

OAE

EBepToaxeH
Naiigp CaeHcns
Nimiteq

IHais

BHECEHHS 3MiH 0
peecTpavuiiHux maTepianis:
3MiHW | TUnYy - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbKuii
3aci6. CtabinbHicTb. 3MiHa Y
TepMiHax npugaTHocTi abo
ymoBax 36epiraHHs roToBoro
niKapcbKoro 3acoby
(36iNbLUEHHS TEPMIHY
NpVAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - Ans
TOProBOi ynakoBku
(nigTBEPOKYETLCA AaHUMN
peasibHOro vacy).
36iNbLIEHHS TEPMIHY
npuaaTHOCTI y 3B'A3KY i3
OTPVMMAHHSIM MO3UTUBHUX
OaHUX LWOoA0 AOCAIMKEHHS

He
nionsie
ae

UA/10427/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

226.

CTabiNbHOCTI y peasibHOMYy
yaci. [litoya pegakuis:
TepMiH NpUMAATHOCTI. 2 POKW.

MponoHoBaHa pegakuis:
TepMiH NpuaaTHoCTI. 3 poku.
3MiHN BHECEHO B IHCTPYKL,itO

ONa MeuyHoro
3aCTOCyBaHHA NikapCbKoro
3acoby y po3gin "TepMiH
npugatHocTi". BBegeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepAKEHHs.

227.

®DIBPUHA3A-
20

cepparion
enTugasa

MO9AB

TabneTkn, BKpUTI
060/10HKOI0,
KMLLKOBOPO3UMHHI MO
20 wmr, no 10
Tabnetok y 6nictepi;
no 1, 3 a6o no 10
6nictepiB y
KapTOHHIN nauui

OPrAHO
CUH
NAN®CA
€HCU3
(E® 3ET 1)

OAE

EBepToaxeH
Naiicp CaeHcnz
Nimiteq

IHais

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHW | TUny - 3MiHK 3
AKOCTI. [0TOBWIA NikapCbKuii
3aci6. CtabinbHicTb. 3MiHa Y
TepMiHax npugaTHocTi abo
ymoBax 36epiraHHs roToBOro
niKapcbKoro 3acoby
(36iNbLUEHHS TEPMIHY
NpVAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - Ans
TOProBOi ynakoBku
(nigTBEPOKYETLCA AaHUMN
peasibHOro vacy).
36iMbLUEHHS TEPMIHY
npuaaTHOCTI y 3B'A3KY i3
OTPVMMAHHSIM MO3UTUBHUX
LaHuX LWOA0 AOCNIAKEHHS
CTabiNbHOCTI y peasibHOMYy
yaci. [itoya pefaxuis:
TepmiH NpuaaTHOCTI. 2 POKW.

MponoHoBaHa peaakuis:
TepmiH NpuaaTHOCTI. 3 POKu.
3MiHN BHECEHO B IHCTPYKLil0

AN MeauyHoro
3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ain "TepmiH
npuaaTHocTi". BBeAeHHs
3MiH NPOTArom 6-Tn Micsuis
nicns 3aTBepKeHHs.

3a
peyenmom

He
nionsie
ae

UA/10426/01/02

®DIBPUHA3A-
20

cepparion

enTmagasa

TabneTku, BKPUTI

060/10HKO10,

OPrAHO

CVH

OAE

EBepToaxeH
Naiidp CaeHcus

IHais

BHECEHHS 3MiH ao

peeCTpaLiinHMX MaTepianis:

He

nionsie

UA/10427/01/02
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n/n

JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

KMLLIKOBOPO3UMHHI MO
20 wr; in bulk: no
2500 Tabnetok y
KOHTelHepax

NANOCA
€EHCU3
(E® 3ET)

Nimiteq

3MiHW | TUnY - 3MiHK 3
AKOCTI. [0TOBWIA NikapCbKuii
3aci6. CtabinbHicTb. 3miHa 'y
TepMiHax npuaaTHocTi abo
ymoBax 36epiraHHs roToBoro

nikapcbkoro 3acoby

(36iNbLUEHHS TEPMIHY

NpWAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - Ans

TOProBO| ynakoBku
(nigTBEPOKYETHCA AaHUMN
peasnbHOro vacy).
36iNbLUEHHS TEPMIHY
npuaaTHOCTI y 3B'A3KY i3
OTPVMAHHSIM MO3UTUBHUX
LaHuX LWOA0 AOCAIAKEHHS
CTabiNbHOCTI y peasibHOMYy
yaci. [itoya pefaxuis:
TepmiH NpuAaTHOCTI. 2 POKW.

MponoHoBaHa pegakuis:
TepmiH NpuaaTHOCTI. 3 POKM.
3MiHN BHECEHO B IHCTPYKLilO

ANA MeguyHoro
3acTOCyBaHHS MiKapCbKoro
3acoby y po3ain "TepmiH
npuaatHocTi". BBeAeHHsA
3MiH NPOTArom 6-Tn Micauis
nicns 3aTBepAKEHHS.

ae

228.

DJIOKCAN®

ofloxacin

odpsiokcal,
WH

1

SO01AEO

Kpanni O4Hi, po3ynH
0,3%;no5mny
chnakoHi 3
KpanenbHuueto; no 1
nakoHy 3
KpanenbHuULel B
KapTOHHI KopooLli

TOB
«BAYL
XENC»

YKpaiHa

[p. Mepxapp,
MaHH XeM.-

thapm. Pabpurk
6X

Himeuun
Ha

BHECEHHS 3MiH 0
peecTpavuinHMx MaTepianis:
3miHu | TYny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa y

KOPOTKIili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT
ANA MeauyHoro
3acTOCyBaHHSA Ha niacTasi
perynsipHo OHOB/IOBAHOTO
3BiTYy 3 6€3Mekn Nikapcbkoro
3acoby, abo gocnigkeHnb 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog,
a60 K pe3ysbTaT OLiHKM

3a
peyenmom

He
nionsie
ae

UA/8528/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3BITY 3 AOCNIAKEHD,
npoBefeHnX BigNoBiAHO 40
nnaHy negjiaTpuUyHUX
pocnigpxens (PIP) (3MiHy
Y3rOXKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHN BHECEHO A0 IHCTPYKLiT
ANA MeauyHoro
3acTOCyBaHHS NiKapcbKoro
3acoby Ao po3ginis
"B3aemogijs 3 iHLWMMK
nikapcbknuMmn 3acobamm Ta
iHWi BUAW B3aemogiin”,
"3acTocyBaHHs y nepiog
BariTHOCTi abo rofyBaHHs
rpyaa” wopo 6esneku
3aCTOCyBaHHSA NiKapCbKOro
3acoby. BBefieHHs 3MiH
npoTArom 6-Tn MicAUiB nicns
3aTBEPAKEHHS

229.

D/TIOKCUMEL

ciprofloxac
in

uunpodno
KcauuH

SO03AAO0
7

Kpanni ouHi Ta
BYLUHi, pO34uH, 3
Mr/Mano 5 mny
hnakoHi-
KpanenbHuui; no 1
dhnakoHy-
KpanesibHuLj y
KapTOHHI KOpOOL;

TOB
«YOPN[,
MEAVLN
H»

YKpaiHa

K.O. Pomdpapm
KomnaHi C.P.J1.

PymyHis

BHECEHHS 3MiH 0
peecTpavuinHMx MaTepianis:
3miHu | TYny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta

hapMakoHarnsagy.
BHeceHHs abo 3miHa(1) go

3060B'A3aHb Ta YMOB BuAaui
peecTpauiinHoro
MOCBIAYEHHS, BKOYaoun
MnaH ynpasBniHHA pu3nkamu
(iHWi 3MiHW). 3asBHUKOM
HafiaHO OHOBMIEHWIA MnaH
ynpaBniHHA pusnkamu
Bepcia 2.2
3MiHV BHECEHO [0 YacTuH:
| «3aranbHa iHhopmauis
npo nikapcbkui (i) 3acié
(3acobun)»

VI «Pe3tome nnaHy
yNpaBiHHA pu3nKammn»
VIl «Qopatkn» (gogatok 8)
Yy 3B'A3KY 3 BK/TOYEHHAM YCiX
BIANOBIAHNX NiKAPCbKNX
3aco6iB Bifg, O4HOrO i TOro
camoro 3asiBHUKa (BracHvka
peecTpauiinHoro

3a
peyenmom

UA/16547/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

noceifg4YeHHs), BigNoBigHO
o posginy V.B.3.
HactaHoBu. Pe3tome lMnaHy
ynpaBniHHA pu3nKamu
Bepcisa 2.2 A0AaETbLCS.

230.

D/IOKCUMEL

ciprofloxac
in

uunpodno
KcauuH

S03AAO0
7

Kpanni ouHi Ta
BYLUHi, pO34uH, 3
Mr/mMa, no 5 mny
hnakoHi-
KpanenbHuui; no 1
dhnakoHy-
KpanesibHULj B
KapTOHHI Kopo6Lyi

TOB
"YOP/J]
MEAMLIN

YKpaiHa

YOPA[,
MEAMLIVH
INAY CAH. BE
TIDK. A.LLL

Typeyun
Ha

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3miHu | TYny - 3MiHn Woao
6e3nekun/edekTBHOCTI Ta

hapMakoHarnsagy.
BHeceHHs abo 3miHa(1) go

3060B'A3aHb Ta YMOB BuAaui
peecTpauiinHoro
MOCBIAYEHHS, BKOYaoun
MnaH ynpasBniHHA pu3nkamu
(iHLWi 3MiHW) 3asBHUKOM
HafiaHo OHOBMIEHWiA MnaH
ynpaBniHHA pusnkamu
Bepcis 2.2 - 3MiHW BHECEHO
[0 YacTuH: - | «3arasnbHa
iHchopMmalLis npo nikapcbkuii
(i) 3aci6 (3acobm)» - VI
«Pe3tome nnaHy ynpasniHHA
pusnkammn» - VII «logaTkm»
(mnopaTok 8) y 3B'A3KY 3
BK/TIOUYEHHSIM YCiX
BiANOBIAHMX JTiKAPCbKNX
3aco6iB Big, 04HOrO i TOro
camoro 3asBHUKa (BacHvka
peecTpauiiiHoro
nocBigYeHHs), BignoBigHO

o posginy V.B.3.

HacTtaHoswu.
Pestome MNnaHy ynpasiHHA
pvi3vikamu Bepcis 2.2
[0Aa€eTbeA

3a
peyenmom

UA/18192/01/01

231.

®NY3AME],

fluconazol
e

dnykoHas
on

JO2ACO
1

Kancysm Teepgi no
150 mr; no 1 kancyni
y 6nictepi; no 1 abo
no 2 6nictepu B
KapTOHHI Kopo6Lyi

TOB

“YOP/[]

MEAULIN
H

Ykpaina

K.O. Pomcbapm
Komnani C.P.J1.

PymyHis

BHECEHHS 3MiH 40
peecTpauiiHnx maTepianis:
3MiHu | TUny - 3MiHK Woa0
6e3nekn/eeKkTNBHOCTI Ta

dhapmakoHarnsgy.
BHeceHHs abo 3miHa(v1) oo

30608B'A3aHb Ta YMOB Bugaui
peecTpauiiHoro
NOCBIAYEHHS, BKIOYaoun
MnaH ynpaeniHHS pu3vkamu

Ne 1 — 6e3
peyenma;
Ne 2 —3a

peuyenmom

UA/13778/01/01
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n/n

JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep

peecmpayitiHo
20

nocsioYyeHHs1

232.

onymyumn

(iHLWi 3MiHW). 3asBHUKOM
HaflaHo OHOB/IEHWIA MnaH
ynpaBniHHA pusnkamu
Bepcis 2.0
3MiHV BHECEHO [0 YaCTUuH:
| «3arasibHa iHhopmaLlisi»
Il «Cneuundikauis 3
6e3nekn,

Il «MnaH 3
hapmakoHarnagy»,

V «3axoay 3 MiHimisawji
pU3MKiB»,

VI «Pe3tome nnaHy
yrpaBAiHHA pUsnKamm»
VII «QopaTkm»

y 3B’A3Ky 3 YHicbikaLjieto
iHchopmawii Wwoao pusnkis
48 ycix nykoHason-
BMICHUX npenaparTis B
OfHOMY MaHi ynpasiHHA
pusnkamm (MYP), a Takox y
3B'A3KY i3 3MiHOtO chopmary
BiANOBIAHO 40 BUMOT
Evaluation Guidance on the
format of the risk
management plan (RMP) in
the EU —in integrated
format. 31 October 2018
EMA/164014/2018
Rev.2.0.1 accompanying
GVP Module V Rev.2
Human Medicines). Pe3tome
MnaHy ynpasniHHA
pv3vkamu Bepcis 2.0
[0a€ETbCA.

Acetylcyst
eine

aueTuium
CTeIH 1

RO5CBO

TabneTky Wwunyyi no
600 mr; no 2
Tabnetku y 6nictepi;
no 5 6nictepis y
KapTOHHIN nayui

3amboH
C.M.A.

ITanisa

3amb6oH
CaiTuepnaHg
nra.

Llseiiua
pis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3miHu | TYny - 3MiHn Woao
6e3nekun/edekTBHOCTI Ta

hapmakoHarnagy (iHwi
3MiHN). OHOBJIEHHS TEKCTY
MapKyBaHHA NepBUHHOT Ta
BTOPVHHOT YNakoBOK
nikapcbKoro 3acoby. TepmiH
BBEJEHHA 3MiH - NpOTArom 6

MicAUiB nicas

6e3
peuyenma

UA/3083/01/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
3aTBEPKEHHS.
233. | ®/TYKOHA3O0 | fluconazol | dnykoHas | JO2ACO | po3uvH Ans iHdys3ii, TOB YkpaiHa TOB "tOpis- YkpaiHa BHECEHHS 3MiH 40 3a UA/3041/01/01
n e on 1 2 mr/mn; no 50 mn "HOpis- dapm” peecTpavuiiHux maTepianis: peuenmom
a6o no 100 mny dapm" 3MiHu | TUny - 3MiHK 3

nnswui; no 1
nasawWwLi y navgi 3
KapToHy; no 50 mn,
100 MmN y nasLwKax

AKOCTI. [0TOBWIA NikapcbKuii
3aci6. KoHTposb rotToBoro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii
Ta/abo fonycTUMUX MeX
roTOBOrO J1iKapCbKOro
3aco06y (iHWi 3MiHN).
CynyTHA 3MiHa- 3MiHU 3
AKOCTI. [0TOBWIA NikapcbKuii
3aci6. KoHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa y
mMeTodax BUNPOOyBaHHSA
roTOBOrO /iKapCbKOro
3aco0y (iHLWWi 3MiHN Y
mMeTofdax BUNpobyBaHb
(Bkntovaroum 3amiHy abo
[ONOBHEHHS)) 3MiHa B
cneuudikauii / metogax
BUNPOOYBaHHA 3a
nokasHnkom "CTyniHb
3abapBnieHHs", 30Kkpema:
YTOYHEHHS KpUTepiiB
NPUAHATHOCTI; 3aMiHa
nocunaHHsA Ha MeTof
BMNpoGyBaHHA 3 DY Ha
EP. 3aTBepaxeHo:
MpenapaT NoBMHEH 6yTn
6e36apBHUM.
3anponoHoBaHo:
Be3bapBHuii abo He
iHTeHCMBHiLLEe 3a6apBneHwnit
PO34MH NOPIBHAHHSA B9.
3MiHn | TURY - 3MiHN 3
AKOCTI. [0TOBWIA NikapcbKuii
3aci6. KoHTposb rotToBoro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii
Ta/abo fonycTUMUX MeX
roTOBOrO J1iKapCbKOro
3aco0y (iHLWi 3MiHN).
CynyTHS 3MiHa - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbKuii
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*

3aci6. KoHTposib rotToBoro
nikapcbKoro 3acoby. 3miHa y
mMeToAax BUNpPoGyBaHHS
roTOBOrO liKapCbKOro
3aco06y (iHWi 3MiHN Y
mMeToAax BUnpobyBaHb
(Brntovaroun 3amiHy abo
[ONOBHEHHS)) 3MiHa B
crneundikauii / meTogax
BMNPOGYBaHHS 3a
NOKa3HUKOM "MexaHiyHi
BK/IIOYEHHSA", 30Kpema:
3a3HavYeHHs KpuTepiis
NPUAHATHOCTI nwe ans /13
3 HOMiHaNIbHUM 06’emom 100
M i MeHwe 100 mn; 3amiHa
NMOCWNAHHA Ha MeTo[,
BMNpoGyBaHHA 3 DY Ha
EP.
3MiHn | TUny - 3MiHn 3
AKOCTi. [OTOBWIA Nikapcbkuii
3aci6. KoHTposib rotToBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii
Ta/abo fonyCcTUMUX Mex
roTOBOrO /1iKapPCbKOro
3aco6y (iHLUi 3MiHK).
CynyTHS 3MiHa - 3MiHKW 3
AKOCTI. [0TOBWIA NikapCbKnii
3aci6. KoHTposib rotToBoro
nikapcbKoro 3acoby. 3miHa y
mMeToAax BUNPOGyBaHHSA
roTOBOrO NiKapCbKoro
3aco6y (iHLWi 3MiHN Y
meTogax BunpobysBaHb
(Bkntovaroum 3amiHy abo
[ONOBHEHHS)) 3MiHa B
cneuudikauii / meTogax
BUNPOOYBaHHA 3a
nokasHukom "bakTepiasibHi
€HA0TOKCUMHK", 30KpeMa:
3aMiHa NocunaHHA Ha MeTop,
BMNpobyBaHHA 3 dY Ha EP
Ta 3MmiHa JIA/1-peakTuBy i
Bi4NoBIAHO 3MiHA
MakCMMaslbHO A0MNYyCTUMOro
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
po3BefieHHs AN npenapary.

3MiHn | TUny - 3MiHM 3
AKOCTi. [OTOBWIA Nikapcbkuii
3aci6. KoHTposib rotToBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MexX
roTOBOrO /1iKapPCbKOro
3aco6y (iHLUi 3MiHK).
CynyTHSA 3miHa
- 3MiHu 3 IKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO liKapCbKOro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOr0
nikapcbKoro 3acoby (iHwi
3MiHNM Yy MeTogax
BUNpobyBaHb (BKIKOYAOUN
3amiHy abo AONOBHEHHS))
3MiHa B cneuudikauii /
MeToAax BMNpobyBaHHA 3a
nokasHukom "lMpo3opicTb",
30KpeMa: yTOUHEHHS
KpuTepii BNPUAHATHOCTI;
3amiHa NocunaHHa Ha MeTof,
BMNpOGYyBaHHA 3 AdY Ha
EP. 3aTBeppaxeHo:
MpenapaT NoBMHEH 6yTn
npo3opum. 3anponoHoOBaHo:
Mpo3opwuii abo He
onasecLeHTHILWWIA 3a
CYCMNEeH3ilo NMOPIBHAHHSA .
3MiHu | TUnNYy - 3MiHK 3
AKOCTI. FOTOBUIA Nikapcbkuii
3aci6. KoHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii
Ta/abo JoMyCTUMUX MeX
roTOBOrO NiKapCbKoro
3aco6y (iHLWi 3MiHN).
CynyTHS 3MiHa- 3MiHuM 3
AKOCTi. [OTOBWIA Nikapcbkuii
3aci6. KoHTposib rotToBoro
nikapcbKoro 3acoby. 3miHa 'y
mMeToAax BUNpPoGyBaHHS

roTOBOrO J1iKApCbKOro
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
3aco6y (iHLWi 3MiHN Y
meTogax BunpobysBaHb

(Bkntovaroum 3amiHy abo
[ONOBHEHHS)) 3MiHa B
cneuudikauii / meTogax
BUNPOOYBaHHA 3a
NMOKa3HMKOM
"laeHTudpikanis”, 3okpema:
3aMiHa NocunaHHA Ha MeTop,
BMNpo6yBaHHA 3 AdPY Ha
EP; BunyuyeHHs
iaeHTHiKaLii onsa HaTpito
X/10puay; 3MiHU B METOAax
BMNPOGYBaHHA. 3MiHu | Tuny
- 3MiHu 3 KoCTi. FoTOBWMIA
nikapcbkuii 3aci6. KoHTponb
roOTOBOrO /1iKapPCbKOro
3acoby. 3miHa napameTpis
cneuudikauii Ta/abo
[0NyCTUMUX MEX rOTOBOrO
nikapcbKoro 3acoby (iHLi
3MiHM). CynyTHS 3MiHa-
3MiHu 3 aKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO iKapCbKOro
3acoby. 3miHa y meTogax
BUMNPOOYyBaHHA rOTOBOr0
nikapcbKoro 3acoby (iHwi
3MiHN Yy MeTogax
BUNpobyBaHb (BKIKOYAOUN
3amiHy abo AONOBHEHHS))
3MiHa B cneuudikauii /
MeToAax BMNpobyBaHHA 3a
nokasHukom "CynposigHi
AOMiLLKM", 30Kpema:
3BY)EHHS MeX Ans Jomilku
A 3 "He 6inbLe 0,5%" 0o "He
6inblwe 0,4%" Ta 418 cymu
[OMiLLOK 3 "He 6inbwe 1,0%"
Ha "He GinbLue 0,6%";
pomiwka C (He € NpoayKTOM
Aerpagalii) 6yae
KOHTPO/IOBATUCh, AIK
HecneuwudikoBaHa; 3MiHM B
MeToAwLi BUNPoGyBaHHS

'N3. 3Minn | TNy - 3miHu 3
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*

AKOCTI. FOTOBUIA Nikapcbkuii
3aci6. KoHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikaviii
Ta/abo JoMyCTUMUX MeX
roTOBOrO NiKapCbKoro
3aco6y (iHLWi 3MiHN).
CynyTHS 3MiHa- 3MiHM 3
AKOCTi. [OTOBWIA NikapcbKuii
3aci6. KoHTposib rotToBoro
nikapcbKoro 3acoby. 3miHa y
mMeToAax BUNpPoGyBaHHS
roTOBOrO liKapCbKOro
3aco06y (iHWi 3MiHN Y
mMeToAax BunpobyBaHb
(Bkntovaroumn 3amiHy abo
[OMOBHEHHS)) 3MiHa B
crneundikauii / meTogax
BMNPOGYBaHHS 3a
nokasHukoM "CTepubHIiCTb",
30Kpema: 3amiHa nocunaHHs
Ha MeTof, BUNpobyBaHHS 3
[O®Y Ha EP, He3HauHi 3MiHK
B METOAWL BUNPOGYBaHHS.
3MiHn | TURY - 3MiHN 3
AKOCTI. [0TOBWIA NikapCbKWii
3aci6. KoHTposib rotToBoro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii
Ta/abo fonycTUMUX MeX
roTOBOrO liKapCbKOro
3aco06y (iHWi 3MiHN).
CynyTHS 3MiHa - 3MiHK 3
AKOCTI. FOTOBUIA Nikapcbkuii
3aci6. KoHTposb rotoBoro
nikapcbKoro 3acoby. 3MiHa y
mMeTofax BUNPo6yBaHHSA
rOTOBOrO /1iKapPCbKOro
3aco06y (iHWi 3MiHK Yy
mMeTofax BUNpobyBaHb
(Bkntovaroum 3amiHy abo
[ONOBHEHHS)) 3MiHa B
cneuudikauii / metogax
BUNPOOYBaHHA 3a
nokasHukom "KinbkicHe
BM3HAYEHHs: dpiykoHason "
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
'3, 30Kkpema: 3BYXeHHSA

KpUTEpIiB NPUAHATHOCTI Ha
TEPMIH NpuaaTHOCTI 3 " Big,
1,85 go 2,15 mr/mn" go "Big,
1.90 go 2.10 mr/mn”. 3MminHn |
TMNy - 3MiHK 3 AKOCTI.
FoToBWIA Nnikapcbkuii 3aci6.
KoHTposnb rotoBoro
nikapcbKoro 3acoby (iHLi
3MiHW) nepeknag Ha
YKPaiHCbKy MOBY NMOKa3HUKIB
cneuunagikauii "Onuc”, "pH",
"O6’eM, WO BUTAraeTbesa" Ta
BiANOBiAHO B MeTogax
KOHTPON0. 3MiHW | Tuny -
3MiHK 3 SIKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKapCbKoro
3acoby. 3viHa napameTpis
cneuudikauin Ta/abo
[0MNyCTUMUX MEX rOTOBOr0
nikapcbKoro 3acoby
(monoBHeHHs cneuudikawii
HOBUM MOKa3HUKOM 3
BiANOBIAHUM METOA0M
BMNpoGyBaHHs) CynyTHSA
3MiHa
- 3MiHu 3 siKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKapCbKoro
3acoby. 3miHa y meToax
BUMNPOOYBaHHA rOTOBOIO
nikapcbKoro 3acoby (iHLi
3MiHM Yy MeTofax
BMNPOGYBaHb (BK/THOYAKYM
3aMmiHy abo JOMOBHEHHS))
[ofaBaHHSA NoKasHUKa
"OcMOoNSANbHICTL" A0
cneuundikauii N3 3
KpUTEPISMU NPUAHATHOCTI
"Big, 262 MOCMO/L/KT A0 322
MOCMOSIL/KI". 3MiHW | TUNy -
3MiHK 3 SiKOCTi. FOTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHY

i1 3aci6. 3miHa
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*

noctavasibHuKa
nakyBaJIbHUX MaTepianis
a60 KOMMNEKTYUUX (AKLLO
3a3HayeHo B OCbE) (3aMiHa
abo fgogaBaHHs
noctavasibH1Ka) BBeAeHHs
aNbTepHaTNBHOIO
BUPOGHMKA NEepBUHHOIO
nakyBaHHs (NASALWKA CKIAHOT
o6’emom 100 mn) TOB
«CKNAHHNIT ANBbSAHC».
3aTtBepmxeHo: MpAT «bio
Me[, CK/10», YKpaiHa;
TOB «KocTtoninbcbkuii
3aBO/, CK/TI0BMPO6GIB»,
YkpaiHa. 3anponoHoBaHoO:
MpAT «bio mep, ckio»,
Ykpaina;, TOB
«KocToninbCcbkuii 3aBog,
CK/I0BMPOGIB», YKpaiHa,;
TOB «CKNSAHHUIA ANbsIHC,
YkpaiHa». 3MiHu | Tuny -
AAMIHICTPaTUBHI 3MiHN.
BunyyeHHsi BUPO6HUYOI
AinbHUUI (BKIOYAOUM
OinbHuui gns Adl,
NPOMIXHOro NPoAYyKTy abo
roTOBOrO iKapCbKOro
3acoby, AinbHuULi Ans
npoBefeHHs NakyBaHHs,
BMPOGHVKa,
BiANOBIA&/IbHOIO 3a BMMNYCK
cepiid, Mmicue NpoBefeHHs
KOHTPONIO cepii) abo
noctadasibH1Ka BUXif4HOTO
mMaTtepiany, peareHTy abo
[OMOMDKHOT PEYOBUHM
(AKLLLO 3a3HAYEHO Y A0ChE)
BUTYYEHHA 3aTBEPAXKEHOIO
BMpO6HUKa APl dnykoHason
«Granules India Limited»,
IHAis. 3aTBepaKeHo:
"Granules India Limited",
India; "Quimica Sintetica,
S.A.", IcnaHis.

3anponoHoBaHo:
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*

"VIRUPAKSHA ORGANICS
LIMITED", IHgist; "Quimica
Sintetica, S.A.", IcnaHis.
3MiHn | TURY - 3MiHN 3
akocTi. CepTudcpikat
BignosigHOCTI/TE-
cepTudikaT BignoBigHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
MopaHHA HOBOro a6o
OHOBJ/IEHOTO cepTudikaTa
BignosigHOCTI abo
BUYYEHHS cepTudikara
BiANOBIAHOCTI EBpPONECHKIi
chapmakonei: ana APl ons
BUXiAHOro
marepiany/peareHTy/npomix
HOro NPOAYKTY, L0
BUKOPVCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ons
[0MNOMDKHOT peyoBUHU
(cepTudpikaT BiANOBIAHOCTI
€Bponelicbkiin dhapmakoner)
- HoBwit cepTtudikar Big,
HOBOro BMPO6HUKa (3amiHa
ab0 JONOBHEHHS) NOAAHHS
CEP No. CEP 2009-364-
Rev 02 Big,
a/lbTEPHATVIBHOIO
BUpo6HUKa API dnykoHason
«VIRUPAKSHA ORGANICS
LIMITED», IHZisi. 3MiHn |
TMNy - 3MiHK 3 AKOCTI.
FoToBWIA Nnikapcbkuii 3aci6.
KoHTposnb rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii
Ta/abo JoMyCTUMUX MeX
roTOBOrO NiKapCbKoro
3acoby (BUTyYEHHS
He3Ha4yHOro NokKasHuka
(Hanpuknag, 3actapinoro
nokasHuKa, Takoro sk 3anax
Ta cmak, abo igeHTudikauis
6apBHUKIB Y CMaKOBUX
[06aBok)). CynyTHs 3MiHa-
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep

peecmpayitiHo

20
NnocsioYeHHs1

3MiHK 3 SIKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKapCbKoro
3aco6y (iHLWi 3MiHK)
BUJTYYEHHS KOHTPOSIIO
KiNIbKICHOrO BU3HaYeHHs
HaTpilo Xnopuay BiANOBIAHO
[0 HacTaHoBu 75/318/EEC:
Specifications and Control
Tests on the Finished
Product, ockinbkn HaTtpiii
X/10pUg, He
BVKOPUCTOBYETLCA 5K
aHTVOKCUAAHT abo
AHTUMIKPOGHWIA KOHCEPBAHT.
3MiHn | TURY - 3MiHN 3
AKOCTI. [0TOBWIA NikapCbKuii
3aci6. KoHTposib rotToBoro
nikapcbKoro 3acoby. 3miHa y
mMeToAax BUNPOGyBaHHSA
roTOBOrO NiKapCbKoro
3aco6y (iHLWi 3MiHN Y
meTodax BunpobysBaHb
(BkntOYaOUM 3aMiHy abo
[OMOBHEHHS)) 3MiHa MeToay
BUNPOOYBaHHA 3a
nokasHukom "KinbkicHe
BU3HAYeHHs" 3 Y 2.2.25
(AbcopbuiiHa
CrneKkTpogoToMETPIA B YP-
Ta BUAUMIV 061acTsAX) Ha
EP 2.2.29 (BEPX).
MeToauka ans KinbkicHoro
BU3HAYEHHS h/lyKOHa30/1y
meTtogom BEPX BpaxoBye
BUMOTY YYHHOI MOHOrpadil.

234,

DT
ACTE3VNH®

benzocain
e

6eH30KaiH

cynosuTopii no 206
mr; in bulk: Ne 3600
(6x600): no 6
CynosuTopiiB y
cTpuni, no 600
CTPUNIB B KAPTOHHiIl
Kopoo6Li

TOB
"TNEOPA
PM NTAO"

Ykpaina

KYCYM
XENTXKEP NBT
nTh

IHais

BHECEHHS 3MiH [0
peecTpauiiH1ux matepianis:
3MiHu | TUnNy - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbKuii
3aci6. Cucrtema
KOHTelHep/3akynopoBasibHY
1 3aci6. 3miHa po3mipy
yNaKoBKN rOTOBOTO
nikapcbKoro 3acoby (iHLi
3MiHW) - BBEEHHS

UA/21211/01/01
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CTpuni; No 2 cTpunu
B KapPTOHHIi
ynakoBsLi

AKOCTI. [0TOBWIA NikapcbKuii
3aci6. Cucrtema
KOHTelHep/3aKynopoBasibHY
1 3aci6. 3miHa po3mipy
yNaKoBKN rOTOBOTO
nikapcbKoro 3acoby (iHLi
3MiHW) - BBEAEHHS
[,04aTKOBOI YNakoBKN Y
hopmi in bulk y 3B'A3Ky 3
BMPOBHNYOK HEOOXiHICTIO.
3MiHn | TUny - 3MiHM 3
AIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. CtabinbHiCTb. 3MiHa 'y
TepMiHax npuaaTHoCTi abo
ymoBax 36epiraHHsi roTOBOro
nikapcbKoro 3acoby
(36iNbLUEHHS TEPMiHY
NpVAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [ins
TOProBOl yrnaxkoBKu
(niaTBEPOXYETHCA AAHUMU
peasibHOro vacy) -
36iNbLUEHHS TEPMIHY
NpWAATHOCTI FOTOBOrO
nikapcbKoro 3acoby Ha
OCHOBI NO3UTVBHUX
pesynbTaTis
[OBroCTPOKOBUX
JocnigpkeHb cTabinbHOCTi y
peanibHOMY Yaci:
3arBepmKeHo: TepMiH
NPUAATHOCTI - 2 POKU.
3anponoHoBaHo: TepMmiH
npuaaTHoOCTI - 3 pokn. 3MiHK
BHECEHO B iHCTPYKL,il0 AnA
MeAMYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ain
"TepMiH npuaaTHocTi".
BBefeHHA 3MiH NpOTArom 6-

TM MicauiB nicns

Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
[04aTKOBOI YNakoBKM y
dhopwmi in bulk y 3B'A3ky 3
BMPOGHWYOK HEOOXIAHICTHO
235. | ONOT benzocain | 6eH3okaiH | CO5AD0 | cynosuTtopii no 206 TOB YkpaiHa KYCYM IHAain BHECEHHS 3MiH 0 6e3 nionse | UA/20871/01/01
ACTE3UH® e 3 Mr; no 6 "TNEOPA XENTXKEP MBT peecTpauiiHnux maTepianis: peyenma ae
CynosuTopiiB y PM NTA" nTa 3MiHu | TUNYy - 3MiHK 3
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3aTBEPKEHHS.

236.

DOKYCUH®

tamsulosin

Tamcynos
NHY
rigpoxnop
na

GO04CAO0
2

Kancynv Teepgi 3
MoaucpikoBaHUM
BVBI/IbHEHHSIM MO
0,4 mr; Ne 90 (10x9):
no 10 kancyny
6nictepi; no 9
6nicTepiB y
KapTOHHI kopobuyj;
a6o Ne 90 (15x6): no
15 kancyny
6nictepi; no 6
6nictepiB y
KapTOHHI Kopo6Lyi

3eHTiBa,
K.C.

Yecbka
Pecny6nik
a

3eHTiBa C.A.

PymyHis

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edeKTBHOCTI Ta

chapmakoHarnsgy.

BeefeHHst abo 3MiHn [0
y3arasibHeHUX faHux npo
cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX
[aHuxX nNpo cuctemy
hapmakoHarnagy, amiHa
YMOBHOBaXEHOI 0CO6Y,
BignoBigasibHOI 3a
3[jiiCHEHHS!
thapmakoHarnsgy;
KOHTaKTHOI 0cobm 3
thapmakoHarnsgy 3asaBHUKa
ONs1 30iNCHEHHS
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YMOBHOBaXEHOI 0COo6M,
BignoBigasibHOI 3a
3[jiiCHEHHS!
hapmakoHarnsgy
(BKIHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHWN Y PO3MILLEHHI
MacTep-haiina cuctemm
thapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U
3asBHVIKa, BignosiganbHOT
3a hapmakoHarnsg,. dirova
pefakuis: ®dininosa
Mogmuna, MD / Ludmila
Filipova, MD. MponoHoBaHa
pepakuis: Hikogemosa
Minocnasa, MD / Miloslava
Nykodemova, MD. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0co6u
3asiBHMKA, BifnoBigasibHOI
3a thapmakoHarnag

3a
peyenmom

UA/3876/01/01

237.

DOPCAHEK®

etoricoxib

E€TOPUKOKC
no6

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 60
mr, in bulk: 5600

TOB
«MNEQPA
PM NTA»

Ykpaina

KYCYM
XENTXKEP NBT
nTh

IHais

BHECEHHS 3MiH 40
peecTpauiiHnx matepianis:
3MiHu | TUnYy - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbKuii

UA/21212/01/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
(7x800) no 7 3aci6. Cuctema
TabneTok y 6nictepi; KOHTelHep/3aKynopoBaibHu
no 800 6nicTepiB y 11 3aci6. 3MiHa po3mipy
KapTOHHi Kopo6Lyi yrnaxkoBKW1 rOTOBOro
nikapcbKoro 3acoby (iHwi
3MiHW) - BBEAleHHSA
[04aTKOBOI YNakoBKM y
dhopmi in bulk y 3B'A3ky 3
BMPOGHNYOK HEOOXIAHICTHO
238. | POPCAHEK® | etoricoxib E€TOPUKOKC - TabneTku, BKpUTI TOB Ykpaina KYCYM IHAain BHECEHHS 3MiH [0 - UA/21212/01/02
16 nniBKOBOIO «MNEQDA XENTXKEP MBT peecTpauiiH1ux matepianis:
06010HKO10, No 90 PM NTAO» nTa 3MiHu | TUNY - 3MiHK 3
mr, in bulk: 7840 SIKOCTi. [OTOBWIA NikapCbKunii
(7x1120) no 7 3aci6. Cuctema
Tabnetok y 6nictepi; KOHTelHep/3aKynopoBasbHu
no 1120 6nictepis y 1 3aci6. 3miHa po3mipy
KapTOHHI Kopo6Li yNakoBKM rOTOBOrO
nikapcbKoro 3acoby (iHLi
3MiHW) - BBEEHHS
[,04aTKOBOI YNakoBKN Y
hopmi in bulk y 3B'A3Ky 3
BMPOGHNYOK HEOOXIAHICTIO
239. | POPCAHEK® | etoricoxib EeTOPUKOKC - TabneTkn, BKpUTI TOB Ykpaina KYCYM IHais BHECEHHS 3MiH [0 - UA/21212/01/03
16 nniBKOBOO «NMEAPA XENTXKEP MNBT peecTpauiiiHix maTepiasnis:
o060510HKot0, Nno 120 PM NTO» nTa 3MiHn | TURY - 3MiHN 3
mr, in bulk: 7840 AKOCTI. [OTOBWIA NikapcbKuii
(7x1120) no 7 3aci6. Cuctema
TabneTtok y 6nictepi; KOHTeliHep/3aKynopoBasibHN
no 1120 6nictepiB y 11 3aci6. 3MiHa po3mipy
KapTOHHI Kopo6Lli yrnaKkoBKW1 rOTOBOro
nikapcbKoro 3acoby (iHwi
3MiHW) - BBEAeHHSA
[,00,aTKOBOI YNakoBKu y
dhopmi in bulk y 3B'A3ky 3
BMPOBGHMYOK HEOBXIAHICTIO
240. | POPCAHEK® | etoricoxib eTopukokc | MO1AHO | TabneTku, BKpuUTI TOB YkpaiHa KYCYM IHAain BHECEHHS 3MiH [0 3a UA/18626/01/01
noé 5 NNiBKOBOKO «[NEAPA XENTXKEP MNBT peecTpauiiHMX MaTepiasnis: peuyenmom
060/10HKOI0, N0 60 PM NTA» nTa 3MiHu | TUNY - 3MiHN 3

Mr, N0 7 TabneTok y
6nictepi; no 1 a6o
no 4 6nictepn y
KapTOHHIlA ynakoBL,i

AKOCTI. FOTOBUIA Nikapcbkuii
3aci6. Cucrtema
KOHTelHep/3aKynopoBasibHY
11 3aci6. 3miHa po3mipy
yNakoBKN rOTOBOTO
nikapcbKoro 3acoby (iHwi
3MiHW) - BBEEHHSA
[0[aTKOBOI YNakoBKN Y
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uKa HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
dhopwmi in bulk y 3B'a3ky 3
BMPOBGHMYOK HEOBXIAHICTIO
241. | ®OPCAHEK® | etoricoxib eTopukokc | MO1AHO | Tabnetku, BKpUTI TOB Ykpaina KYCYM IHais BHECEHHS 3MiH 0 3a UA/18626/01/02
16 5 naiBKOBOIO «NEAPA XENTXKEP MNBT peecTpauiiHnx matepianis: peyenmom
060/10HKot0, no 90 PM NTA» nTa 3MiHn | TUny - 3MiHM 3
Mr, N0 7 TabneTok y AKOCTi. FOTOBWIA Nikapcbkuii
6nictepi; no 1 a6o 3aci6. Cuctema
no 4 6nictepn y KOHTeWHep/3aKynopoBanbHu
KapTOHHI ynakoBLi 11 3aci6. 3MiHa po3mipy
yNakoBKM rOTOBOrO
nikapcbKoro 3acoby (iHwi
3MiHW) - BBEAleHHSA
[0aTKOBOI YNakoBKM y
dhopwmi in bulk y 3B'A3ky 3
BMPOBHMYO HEOBXIAHICTIO
242, | ®OPCAHEK® | etoricoxib eTopukokc | MO1AHO | TabneTku, BKpuUTI TOB YkpaiHa KYCYM IHAain BHECEHHS 3MiH 40 3a UA/18626/01/03
16 5 NiBKOBOIO «FNEQ®A XENTXKEP MNBT peecTpauiiHnx matepianis: peyenmom
060/10HKO10, 1Mo 120 PM NTA» nTa 3MiHu | TUNY - 3MiHN 3
Mr, no 7 TabneTtok y AKOCTI. [OTOBWIA NikapcbKuii
6nicTepi; no 1 abo 3aci6. Cuctema
no 4 6nictepn y KOHTelHep/3aKynoptoBasbHM
KapTOHHI ynakoBLi 1 3aci6. 3MiHa po3mipy
yNakoBKN rOTOBOrO
nikapcbKoro 3acoby (iHLwi
3MiHW) - BBEAEHHS
[,04aTKOBOI YNakoBKN Y
chopmi in bulk y 3B'A3Ky 3
BMPOGHNYOK HEOOXIAHICTIO
243. | XOHAPOITU - rnoko3ami | MO9AX kancynu, no 30 a6o MPAT Ykpaina BUMPOGHMK Ykpaina BHECEHHS 3MiH [0 6e3 UA/17345/01/01
H® H 60 kancyny "OITODPA BiNOBIAAbHWIA peecTpauiiiHix matepianis: peyenma
KOMMN/NEKC rigpoxnop KOHTeliHepi, no 1 PM" 3a 3MiHu | TUny - 3MiHK 3
na, KOHTEeWHepy B nauui BMPOGHMLITBO, AKOCTi. [O0TOBWIA NikapcbKuii
XOHAPOITH abo no 6 kancyny nepBuHHe, 3aci6. Cuctema
H HaTpito 6nicTepi, no 5 abo BTOPUHHE KOHTeliHep/3akKynopoBasibHN
cynbar 10 6nicTepiB y nauui nakyBaHHs, 1 3aci6. 3MiHa napameTpiB
KOHTPO/b Ta cneyudikayin Ta/abo
BMNYCK cepil: [ONYCTUMUX MEX NEePBUHHOT
MPAT yNakoBKM roTOBOro
"OITOPAPM", nikapcbKoro 3acoby (iHwi
YKpaiHa; 3MiHW) - OHOB/IEHO PO34in
BMPOGHUK, 3.2.P.7 Cuctema koHTeliHep/
BiNOBIAAbHWIA 3aKynoproBasibHWiA 3aci6 Ta

3a BMMYCK cepii,
He BK/oYatoumn
KOHTPO/1b/BUMNPO
OyBaHHs cepii:

akTyanizoBaHo cneumdikawii
Ha NepBrHHE NaKyBaHHS

NAiBKy NOAIBIHINXIOPUAHY Ta

pO/IbIy /TIOMIHIEBY, @ cCame:
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
MPAT
"OITOGAPM", - fo crneumdpikalin Ha naiBKy
YkpaiHa,; NONIBIHINX/IOPUAHY - AOAAHO
BUPOBHUK, KOHTPO/Ib 3a M. «MBU»,
BignoBiganbHN «YMOBM 36epiraHHs i
3a 3acTepexHi 3axoamn»;
BUPOGHMLITBO, BU/TYYEHO MOKa3HMK
NnepBUHHE, «3ciaaHHs nig vac
BTOPVHHE nporpiBy»; 3amiHa .
nakyBaHHs, «ToswwuHa Ta lnpuHa» Ha
KOHTPO/Ib SIKOCTI: n. «Po3Mip, MM»; BHeCeHi
AT peaakuiiHi npaBku
"Nly6Hndpapm”, (YTOUYHEHHS Ha3B NOKa3HWKIB
YkpaiHa Ta AONyCTUMMX MEX).
- fo cneumdpikayin Ha
honbry antoMiHieBy -
[0AaHO KOHTPO/Ib 3a M.
«MBY», BUNy4yeHO NokKasHuK
«FKiCTb agresii»; 3amiHa .
ToswuHa Ta WWnpuHa Ha n.
«P0o3Mip, MM»; BHECEHI
pefakLiiiHi npaBku
(YTOYHEHHS Ha3B NMOKa3HWKIB
Ta AonyCTUMUX MeX). 3MiH
AKICHOrO Ta KiNbKiCHOro
cknagy He Big6ynock. 3miHu
BHOCSITbCS 3 METOI0
yHichikauii fokymeHTauii Ans
KOHTPO/10 NEPBUHHOTO
nakyBaHHs1.
244, | XooITON nncta AO5AX TabneTkn, BKPUTI NabopaTto dpaHuis BUPOBHULTBO dpaHuis BHECEHHS 3MiH 0 6e3 UA/8704/01/01
apTuULLOKy 060s10HKOI0, No 200 pii Maiioni Hepo3dacoBaHo peecTpauiiHnux maTepianis: peyenma
nosibOBOro mr; no 30 TabneTok CniHgnep T npoayku;i, 3MiHu | TUnNy - 3MiHK Woa0
(Cynara y 6nicTepi; no 2 abo nepBrHHa Ta 6e3nekn/edeKTNBHOCTI Ta
scolymus) 6 6nicTepiB y BTOPUHHA thapmakoHarnsgy.
KapTOHHI KopooLli ynakoBKa, BBeneHHs abo 3MiHU A0
KOHTPO/1b SIKOCTI, y3arasibHeHUX JaHuX Npo
BiANOBiga/IbHUI cucTemy chapmakoHarnsgy
3a BUMYCK cepii: (BBEAEHHSA Y3araslbHEHNX
Nab6opaTopii LaHuX Npo cuctemy

[aneHik BepHiH

thapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0Ccobu,
BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
chapmakoHarnsgy;
KOHTaKTHOI ocobu 3
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
myBaH

Homep
peecmpayitiHo
20
nocsioYyeHHs1

hapmakoHarnsgy 3asBHUKa
051 30iCHEHHS
hapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHa Bif,
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
3[jiiCHEHHSs!
thapmakoHarnsgy
(BK/TIOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLLEHHI
mMacTep-caiina cucremm
thapmakoHarnsagy). 3miHa
YNOBHOBaXeEHOI 0co6u
3as1BHMKA, BifnoBigasibHOI
3a (papmakoHarnsg. fitova
pegakuis: Sylvie Cismondo.
MponoHoBaHa pegakuis:
Hikonac ®eppapi / Nicolas
Ferrari. 3miHa KOHTaKTHUX
[aHNX YNOBHOBaXXEHOT
0COo6U 3asBHNMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnag. 3MiHa
KOHTaKTHOI 0CO6U 3asiBHUKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg, B Ykpaii.
[itova pepgakuis: Wanka
OneHa BonogvmupisHa.
MponoHoBaHa pegakuis:
MpaconeHko tOnis
BanepiiBra. 3miHa
KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6U 3asiBHUKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg, B Ykpaii.
3MiHa MicLe3HaxXoMKeHHs
MacTep-chaiina cucremm
hapmakoHarnsgy Ta ioro
HoMepa. 3miHa Micus
3[iACHEHHSI OCHOBHOT
LisiNIbHOCTI 3
dhapmakoHarnsgy.

245,

XOoITON

nncTs
apTULLOKY
nosIbOBOro
(Cynara

AO05AX

PO34YUH OpasIbHUIA;
no 120 mny
chnakoHi; no 1
h1akoHy y

NabopaTo
pii Maiioni
CniHgnep

PpaHuis

BMPOGHMLTBO
Hepo3dacoBaHo
T npoayku;i,
nepBMHHA Ta

PpaHuin

BHECEHHS 3MiH [0
peecTpauiiHnux maTepianis:
3MiHu | TUnNy - 3MiHK WoA0
6e3nekn/edeKTNBHOCTI Ta

6e3
peyenma

UA/8704/02/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
scolymus) KapTOHHi Kopo6Lyi BTOPUHHA thapmakoHarnagy.
yrakoBKa, BBepgeHHs1 abo 3MiHM A0

KOHTPO/b AKOCTI,
BifiNOBIAAbHWIA
3a BUNycCK cepil:
Na6opaTopii
Maiioni
Cningnep

y3aranbHeHUxX faHux npo
cuctemy chapmakoHarnsgy
(BBEAEHHA Y3ara/lbHEHNX
[AaHuX nNpo cuctemy
thapmakoHarnagy, amiHa
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
3[jiiCHEHHS!
dhapmakoHarnsagy;
KOHTaKTHOI ocobu 3
hapmakoHarnsgy 3asBHUKa
051 30iCHEHHS
hapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
3[jiiCHEHHS!
thapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLLEHHI
mMacTep-caiina cucremu
thapmakoHarnsagy). 3miHa
YNOBHOBaXEHOI 0co6u
3as1BHMKA, BifnoBigasibHOI
3a hapmakoHarnag,.
[litoua pepakuis: Sylvie
Cismondo. NponoHoBaHa
pegpakuis: Hikonac ®eppapi /
Nicolas Ferrari. 3miHa
KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U
3asBHUKA, BiANOBIAA/ILHOI
3a hapmakoHarnag. 3miHa
KOHTaKTHOI 0CO6U 3asiBHUKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg, B Ykpaii.
[itova pepgakuis: Wanka
OneHa BonogvmupisHa.
MponoHoBaHa pegakuis:
MpaconeHko tOnis
BanepiiBra. 3miHa
KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6U 3asiBHUKA,
BiANOBIAa/IbHOI 3a
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HernameH | pe4yosUHU ynakoska) uka HsT** 20
mosaHa nocsioYyeHHs1
Hassa*
thapmakoHarnag B Ykpaii.
3MiHa MicLLe3HaX0MKEHHS
macTep-chaiina cuctemm
hapmakoHarnsgy Ta iioro
Homepa. 3MiHa MicuA
3[iACHEHHSI OCHOBHOT
OiSNbHOCTI 3
thapmakoHarnsgy
246. | LE®PANIEKCU | cefalexin uedanekc | JO1DBO | rpaHynu ans «Xemodha | Pecny6nik Brpo6HMK YopHoro BHECEHHS 3MiH [0 3a UA/7888/01/01
H VH 1 0pasibHOT CyCneHsil, pv» AL, a Cepbis roToBOro pisi/ peecTpauiiH1ux matepianis: peyenmom
100 mn (250 mr/5 nikapcbKkoro Cepbisa 3MiHu | TUNYy - 3MiHK 3
mn); no40ry 3acoby, AKOCTI. [0TOBWIA NikapcbKuii
dhnakoHi; no 1 nepBUHHE Ta 3aci6. KoHTposb rotoBoro
hnakoHy pasom 3 BTOPUHHE nikapcbKoro 3acoby (iHLi
MipPHOIO JTOXKOI Y nakyBaHHs, 3MmiHn). Mepeknag MKA 3
KapTOHHI ynakoBLi KOHTpO/b cepii: pocilicbkoi MOBUM Ha
XeMOMOHT YKpaiHCbKy MOBY ANs
4.0.0., npuBeeHHs Yy BIANOBIAHICTb
YopHoropis; i3 BUMOraMu YvHHOI pegakuii
Brpo6HuK Haka3zy MO3 YkpaiHn Ne
KOHTPO/b Ta 426 Bif 26.08.2005.
BUMYCK Cepii:
«Xemodhapm»
Af, Cepbis
247. | UANNEH imipene imineHem; JO1DH5 | nopowok ans MpuBaTHe Ykpaina MpusaTHe YkpaiHa BHECEHHS 3MiH 0 3a UA/17717/01/01
m and umnactatm | 1 pPO34mMHy ans aKLioHepH akuioHepHe peecTpauinHMx MaTepianis: peyenmom
cilastatin | H iHcy3ii, 500 mr/500 e TOBapUCTBO 3MiHu | TURY - 3MiHN 3
mr; no 1 a6o 10 abo TOBapucTB «Jlekxim-XapkiB» AIKOCTi. FOTOBWIA Nikapcbkuii
50 chnakoHis 3 0 «J1ekxim- 3aci6. 3MiHV Y BUPOOHULITBI.
NOPOLLKOM Y nauii XapkiB» (BUPOOHMLTBO 3 3amiHa abo BBeAeHHS

npoaykuii in bulk
ipmun-

BMpOoGHMKa ACS

DOBFAR S.p.A.,,

Italy)

[04aTKOBOI Ai/TbHUL
BMPOGHMLITBA A1 YACTUHM
ab0 BCbOro BMPOGHMYOro
npoLiecy rotoBoro
nikapcbKkoro 3acoby
(ainbHUUSA, Ha SAKIRA
NpoBOAATLCA By Ab-SAKi
BMPOGHUUI cTagji, 3a
BVHATKOM BUMNYCKY cepii,
KOHTPO/IO AKOCTi Ta
BTOPUHHOIO NakyBaHHA A1
CTePUSIbHUX NIKAPCbKNX
3aco6iB (BK/IO4AOUU
BMPOGIEHI acenTUYHUM
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

MEeTOZAO0M), KPiM MiKapCbKMX
3acobis
6ionoriyHoro/imyHo1oriyHoro
NOXOKEHHS) foAaBaHHSA
anbTepHaTUBHOI NiHil
po3nuBY Nif Ha3BOIO
«Xtrema — P2» Ha
3aTBeEpMKEHOMY
BMPOGHMYOMY MaifaHumKy
ACS Dobfar S.p.A, Nucleo
Industriale S.Atto (loc. S.
Nicolo a Tordino), 64100
Teramo (TE), ITanis. Hosa
niHia posnusy P2
eKBiBa/IeHTHa NOTOYHIl NiHiT
posnusy P.

248.

LUNTAPABIH

cytarabine

uutapabiH

LO1BCO
1

PO3YUNH ANS iH'EKLIN,
100 mr/mn, no 1 mn
abono 10 mny
chnakoHi; no 1
dnakoHy B
KapTOHHI Kopo6Lyi

Mini
Xernckepe
NimiTen

Benvka
BpuTanis

BeHyc Pemegic
Nimiten

IHais

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHn | TUny - 3MiHM 3
AKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KoHTposib roToBoro
nikapcbKoro 3acoby. 3miHa y
mMeToAax BUNPOGYBaHHS
roTOBOrO J1iKapCbKOro
3aco06y (iHWi 3MiHN Y
mMeToAax BUnpobyBaHb
(Bkntovaroun 3amiHy abo
[ONOBHEHHS))
CynyTHS 3MiHa - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbKuii
3aci6. KoHTposb rotoBoro
niKkapcbKoro 3acoby. 3miHa
napameTpiB cneundikauiii
Ta/abo JoMyCTUMUX MeX
roTOBOrO NiKapCbKoro
3aco6y (iHLWi 3MiHN) -
BBEJIEHHSA a/lbTePHaTUBHOIO
mMeToAy BUNPO6YBaHHS
BEPX (3rigHO 3 meTogoM
KifIbKICHOTO BU3HAYEHHS) JO
3aTBepaxeHoro metoay 14
cnekTpodoToMeTpisa Ans
nokasHuka lgeHTudikavis.
YTOUHEHHS aHaniTUYHOI
mMeToaunkm "KinbkicHe

3a
peyenmom

UA/0674/01/01
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Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk Kpaina | PeecmpayiliHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka gpopma, 3asBHUKa BUPOGH Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4oBUHU ynakoska) uka Hs** 20
mosaHa nocsioYyeHHs1
Hassa*
BU3HAYEHHSA" Ta
npuBeLEeHHs A0 MaTepianis
BUPOGHMKa. BBeAEeHHS 3MiH
npoTArom 6-Tn MicAUiB nicns
3aTBEPAKEHHS.
249. | UATOLEPT meldoniu 3-(2,2,2- CO1EB2 | po3uvH Ans iH'ekuili Tosapuct YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH 0 3a UA/18404/01/01
m TpumeTnnr | 2 100 mr/mn; no 5 mn BO 3 akuioHepHe peecTpauiiHnux maTepianis: peyenmom
iipasuHiit) B amnyni, no 5 06MexeHo TOBapuCTBO 3wmiHa 3anBHuka /13 (MIBIM)
nponioHar amnyn y énictepi, no 10 "Jlexkxim - (BnacHvika peecTpaduiiHoro
avrigpat 2 6nicTepu B nayi Bignosiga Xapkis" nocBigYeHHs) (3rigHo Hakasy
(MenbaoHi NbHICTIO MO3 Big 23.07.2015 Ne
) "®APMAX 460). TepMiH BBeAEHHS 3MiH
ENnC" - npoTarom 6 micAuiB micns

3aTBEPKEHHSA. 3MiHN | Trny
- 3MiHM Wwoao
6e3nekn/edeKTBHOCTI Ta
chapmakoHarnsgy.
BeefeHHst abo 3MiHn [0
y3arasibHeHUX faHux npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX
[aHuX nNpo cuctemy
thapmakoHarnagy, amiHa
YMOBHOBaXEHOI 0CO6Y,
BignoBigasibHOI 3a
3[iiCHEHHS!
thapmakoHarnsgy;
KOHTaKTHOI 0cobm 3
thapmakoHarnsgy 3asaBHUKa
ONs1 30iNCHEHHS
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YMOBHOBaXEHOI 0CO6Y,
BignoBigasibHOI 3a
3[iiCHEHHS!
hapmakoHarnsgy
(BKIHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHWN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U
3asBHVIKa, BifnosiganbHOT
3a hapmakoHarnsg,. ditova
pefakuis: JlebeamHelb IHHa
BacwuniBHa. [MponoHoBaHa
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n/n

Hassa
JliKapcbK0O20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Has3sa*

Hassa
diroyoi
pedyoBsuUHU

Koo
ATX

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGH
uka

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
H**

Homep
peecmpayitiHo
20
nocgio4eHHs

pegaxuisi: Maenosa tOnis
CepriiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXeEHOI 0co6bu
3as1BHMKA, BifnoBigasibHOI
3a (papmakoHarnag,. 3miHa
MiCLLe3HaxXOMKEHHS MacTep-
thaiina cuctemu
thapmakoHarnsgy Ta iioro
Homepa.
3MiHa Micus 34iiCHEeHHS
OCHOBHOT fisiNIbHOCTI 3
hapmakoHarnsaay.

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

**y pasi BHECEHHS 3MiH 00 IHCMPYKUYIT Npo MeoduyHe 3acmocyBaHHSs

B.o. HauaTLHUKA
dapMaiLeBTUYHOT0 yIIPaB/IiHHA

Onekcanap I'PIHEHKO
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