MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

13 TpaBHs 2026 poky Ne 612

IIpo aep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHUX
iMyH0Oio/T0riYHMX NpenapaTiB) Ta BHeCEHHs 3MiH /I0 peecTpaljiiHUX MaTepiasiB

BiamosigHo o ctaTTi 9 3akoHy YKpainu «I1po mikapceKi 3aco0m», MyHKTIB 3,
26, 30, 49 Tlopsgky aepskaBHOI peecTpallii (TepepeecTpaiiii) JikapcbKUx 3acobiB,
3aTBep/yKeHOoro roctaHoBoto Kabinety MinicTpiB Ykpainu Biz 26 TpaBHs 2005 poky
Ne 376 (B pepakiii mocraHoBu KabiHety MiHicTpiB Ykpainu Big 26 kBitHsa 2024
poky Ne 529), ab3aily ABaflUsaTh I’ATOr0 MiANYyHKTY 12 myHKTY 4 [Tosio>keHHS TIpo
MiHicTepcTBO OXOpOHM 3/]0POB’sl YKpaiHU, 3aTBep/KeHOoro moctaHoBorw KabiHety
Minictpie Ykpainu Bix 25 6Gepe3ns 2015 poky Ne 267 (B pefakiii mocTaHOBU
Kabinery MinictpiB Ykpainu Big 24 ciuas 2020 poky Ne 90), Ha migctaBi
pe3y/bTaTiB eKCIIePTH3 pPeecTpalliiHuX MarepiaiiB TiKapchbKUX 3aco0iB (MeauyHMX
iMyHoOionoriuHMX  TpemapartiB), 1[0 TMOJaHi Ha Jep)XaBHy peEeCTparlifo
(mepepeecTpallirt0) Ta BHECEHHS 3MiH [0 peeCcTpaLiiHUX MaTepiajiB, TPOBeJeHUX
Jlep)KaBHUM  MiANPUEMCTBOM  «/lep>kaBHMM e€KCIepTHUM LeHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’Sl YKpaiHW», BHUCHOBKIB II0Z0 eheKTHMBHOCTi, Oe3rmeuyHoCTi Ta
AKOCTi, I[OA0 eKCIepPTHOI OL{IHKY CITiBBiJHOIIEHHS KOPUCTL/PU3UK JIIKAPCHKOTO
3acoby, IO TIPOTIOHYEThCS A0 Jep)KaBHOI peectparlifii (mepepeectpariii), 1070
BHECEeHHsI 3MiH [I0 peecTpal[ifHuX MaTepia/liB Ta peKoMeH/allil JTiKapCbKOro 3aco0y
[0 Jlep>kaBHOI peectpailii (repepeectpaiiii) abo BHeCceHHS 3MiH [0 peeCTparjiiHuX
MarepiaiiB, 1[0 HafilMIuM 40 MiHiCTepcTBa OXOPOHU 3[I0pPOB’S YKpaiHW JIMCTOM
Jlep>KaBHOIO MiJNPUEMCTBA «lep;kKaBHUM eKCIepTHUM LieHTp MiHicTepcTBa 0XOPOHU
310poB’a YKpainu» Bif 01 TpaBHA 2026 poky Ne 1674/22.2-26,

HAKA3Y1O:

1. 3apeecTpyBaTH JiKapchKi 3acobu (MeguuHi iMyHOOio/OTiuHI TIperapaT) Ta
BHECTHU ZI0 Jlep>KaBHOT'O PeeCTpy JIiKapcbKUX 3aco0iB 3rigHO 3 JogaTkoM 1.
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2. TlepepeectpyBatu  JiKapChKi 3acobu (MenuyHi iMmyHobionoriuni
rperiapaTv) Ta BHECTH [0 Jlep)KaBHOTO PpeECTPY JIiKapChbKHUX 3aco0iB 3riHO 3
JI01IaTKOM 2.

3. BHecTu 3miHU [0 peecTpaljifHUX MaTepiaiB Ha JiKapchKi 3acobu (MeauuHi
iMmyHobGiosioriuni mpemnapaTu) Ta Jlep>kaBHOTO peECTPY JiKapChKUX 3aco0iB 3rifHO 3
JI0JIaTKOM 3.

4. BigMoBUTH y [ep)KaBHill peecTpaliii/miepepeecTpariii TiKapchbKUX 3aco0iB
(MeguuHUX iMyHOOiONOTiYHMX TIperiapaTtiB) Ta BHECEHHiI 3MiH [0 peecTpaljiiHuX
MaTepiasiB Ta []ep>KaBHOTO pPe€eCTpy JTiKapChbKUX 3aC00iB 3TiIHO 3 10AATKOM 4.

5. ®apmanieBTuHoMy yripaBiiHHiO (OsekcaHgpy ['pirieHKy) 3abe3meunTi
OTIPW/TIO/IHEHHSI I[bOTO0 Haka3y Ha odiliiiHomy BeOcaiiTi MiHicTepcTBa OXOPOHHU

3[10pOB’s YKpaiHU.

6. KOHTpO/1b 3a BUKOHAaHHSAM L[bOT'0 HaKa3y IOK/JIaCTU Ha 3acTyIrHuKa MiHicTpa
€sreHida ['oHuapa.

MinicTp BikTop JIALIKO



IIEPEJIIK

Aopartok 1
[o Hakasy MiHicTepcTBa OXOpPOHU
300poB’Aa YKpaiHu «po aepxaBHY
peecTpauito (nepepeecTpadito)
niKapcbKux 3aco6iB (MeanYHUX
iMyHOGionoriuHux npenapariB) Ta
BHECEHHA 3MiH A0 peecTpauiiiHux
marepianiB»
Bif 13 TpaBHA 2026 poky Ne 612

3APEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEJNYHNX IMYHOBIOJ/IOTTYHUX ITPEITAPATIB), AKI

BHOCATBHCA 4O JEPXABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB

Ne Hassa Mi>xHapOOH Hasga Koo ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n JNliKapcbKo20 a ditoqoi ATX (nikapcbka 3asiBHUKa BUPOGHUKA npoyeoypa BionyckKy aHHs peecmpayitiHo
3acoby HenameHm | pe4yosuHU c¢hopma, 2o
oBaHa ynakoska) nocsioYyeHHs
Hassa*
1. | ABIPATEPOH abiraterone | ab6ipatepo | LO2BXO | TabneTku, BKpUTI KPKA, a.4., CnoseHis KOHTpPOb cepii CnoseHis/ PeecTpauis Ha 5 3a He UA/21274/01/01
KPKA Hy aueTar 3 NNiBKOBOO HoBo mecTo (thisnuHi Ta Xopsaris pokiB peyenmom niossieae
060/10HKOI0, N0 XiMiyHi MeTOAN
500 wmr; no 12 KOHTPOJIHO, Pestome MNYyP
Tabnetoky MikpobiosnoriuH Bepcis 2.0
6nictepi; no 5 e [08aETbCA.
6nicTepiB y BMNPOBYBaHHSA MepiognyHicTb
KapTOHHIlA KopoobLi ) Ta BunycK nojaHHsa
cepil: perynspHo
KPKA, a.4., OHOB/1OBaHOro
HoBo mecTo, 3BITYy 3 6e3neku,
CnoseHis; BiA4MNoBigHO A0
BVPOGHMLTBO Mopsaky
"in bulk", 3/liiCHEHHS
nepBuHHe Ta thapmakoHarnsg,
BTOPUHHE Y,
nakyBaHHS, 3aTBEPAKEHOr0
KOHTPOsb cepil Haka3om
(hiznyni Ta MiHicTepcTBa
XiMiYHi MeTOAU OXOPOHU
KOHTPOSIO, 300p0oB’A
MiKpob6iosnoriuH Ykpainu Big 27
e rpyaHsa 2006
BUNPOGYBaHHSA poky Ne 898,
) Ta BunycK 3apeecTpoBaHor
cepit: 0 B MiHicTepcTsi
KPKA-®apma tocTuuii YkpaiHu

[.0.0.,

29 ciyHsa 2007




Ne Hassa MixHapooH Hassa Koo Popma surnyckKy 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n JliKapcbKo20 a diroyoi ATX (nikapcbka 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayitiHo
3acoby HerameHm | pe4yosUHU c¢hopma, 20
oBaHa ynakoska) nocsioYeHHs1
Hasga*
XopBaris; poky 3a Ne
BTOPWUHHE 73/13340 (y
naxkyBaHHs: pefaxuii Hakazy
KPKA, a.4., MiHicTepcTBa
HoBo mecTo, OXOPOHU
CnoBeHis 30pOoB'A
Ykpainu Big 26
BepecHs 2016
poky Ne 996),
CTaHOBUTB:!
3rigHo 3i
CTpokamu,
3a3HayeHumn y
nepiogNYHOCTI
noAaHHsa
perynspHux
3BITiB 3 6e3neKu.
2. | AIOTPOMBIH diosmin AIOCMiH CO5CAO0 | Tabnetku, BKpUTI CTAOA Himeuunna BMPOGHMLITBO, Icnanis/ PeecTpauis Ha 5 6e3 nionsizae UA/21275/01/01
3 NNiBKOBOO ApuHaimiTT nepBrHHe Ta HimeyunHa pokiB peyenma
060/10HKOIO MO enb Al BTOPUHHE
500 wmr; no 10 nakyBaHHs, Pestome nnaHy
TabneToK, BKPUTUX KOHTPO/b ynpaBiHHA
NNiBKOBOO AKOCTI, BUMYCK pr3nkamm
060/10HKOI0, Y cepiii: Bepcis 0.2
6nicTepi; no 3 abo Na6opaTtopioc [opaetbes.
6 6nicTepiB y CiHcpa C.A., MepiognyHicTb
KapTOHHI KOpOoOLyi Icnanis; nogaHHsa
nepBuHHe Ta perynsipHo
BTOPVHHE OHOBJ/IOBAHOI0
nakyBaHHs, 3BiTYy 3 6e3neku,
KOHTPO/b Bi4nNoBIAHO A0
AKOCTI: Mopsaky
NabopaTtopioc 3[jlACHEHHS
CiHcpa C.A., chapmakoHarnag,
IcnaHis; Y,
BUWMYCK Cepii: 3aTBepKeHoro
CTALA Haka3om
ApuHaiimitTTen MiHicTepcTBa
b Al, OXOPOHU
HimeuunHa 3/0p0oB’A

Ykpaiuu Big 27
rpyaHa 2006
poky Ne 898,




n/n

Hassa
JliKapcbKo20
3acoby

MixHapooH
a
HenameHm
oBaHa
Hasga*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma surnyckKy
(nikapcbka
¢hopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs

Homep
peecmpayitiHo
20
nocsi0oYeHHs

3apeecTpoBaHor
0 B MiHicTepcTsi
roCTuLii Ykpainm
29 ciuHa 2007
poky 3a Ne
73/13340 (y
pejakuii Hakasy
MiHicTepcTBa
OXOPOHMU
340p0OB'A
Ykpaiuu Big 26
BepecHs 2016
poky Ne 996),
CTaHOBUTbL:
3rigHo 3i
CTpokamu,
3a3Ha4YeHMn y
nepiognYHOCTI
noAaHHsA
perynspHux
3BITiB 3 6e3neKu.

HEBA/IH 150

pregabalin

npera6ani
H

NO2BFO
2

Kancynu no 150
mr, no 10 kancyn y
6nictepi, no 3 abo
6 6nicTepiB y
KapTOHHIlA KopooLi

Makneogc
®apmacbioT
nKasc
Nimiteq

IHAjA

Makneogc
dapMacbTUK
anc Niviteq

IHAjA

peecTpauis Ha 5
pokiB
Pestome nnaHy
ynpas/iiHHA
pu3nKamm
Bepcia 1.1
OofaeTbes.
MepiognyHicTb
noAaHHsa
perynspHo
OHOB/IIOBAHOrO
3BiTYy 3 6e3neku,
Bi4nNoBIAHO A0
Mopagky
3[jlACHEHHS
thapmakoHarnag,
Ys
3aTBEPIXEHOr0
Haka3om
MiHicTepcTBa
OXOPOHU
340pOB’A

3a
peyenmom

He
nionsieae

UA/21276/01/02




n/n

Hassa
JliKapcbKo20
3acoby

MixHapooH
a
HenameHm
oBaHa
Hasga*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma surnyckKy
(nikapcbka
¢hopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs

Homep
peecmpayitiHo
20
nocsi0oYeHHs

Ykpainu Big 27
rpygHa 2006
poky Ne 898,

3apeecTpoBaHor
0 B MiHicTepcTsi
roCTuLii Ykpainm

29 ciuHa 2007

poky 3a Ne
73/13340 (y
pepakuii Hakasy
MiHicTepcTBa
OXOPOHMU
34,0p0oB'A

Ykpaiuu Big 26
BepecHs 2016
poky Ne 996),

CTaHOBUTbL:
3rigHo 3i
CTpokamu,
3a3Ha4YeHMn y
nepiognYHOCTI
noAaHHsA
perynspHux
3BITiB 3 6e3neKu.

HEBA/IH 75

pregabalin

npera6ani
H

NO2BFO
2

Kancynum no 75 mr,
no 10 kancyny
6nictepi, no 3 abo
6 6nicTepiB y
KapTOHHIlA KopooLi

Makneogc
®apmacbioT
nKasc
Nimiteq

IHAjA

Maxkneogc
dapMacbiTUK
anc Niviteq

IHAjA

peecTpauis Ha 5
pokiB
Pestome nnaHy
ynpas/iiHHA
pr3nkamm
Bepcia 1.1
[0Aa€ETbCA.
MepiognyHicTb
noAaHHsa
perynsipHo
OHOBJ/IOBAHOI0
3BiTYy 3 6e3neku,
Bi4nNoBIAHO A0
Mopagky
3[jlACHEHHS
thapmakoHarnag,
Ys
3aTBEPIKEHOr0
Haka3oMm

3a
peyenmom

He
nionsieae

UA/21276/01/01




n/n

Hassa
JliKapcbKo20
3acoby

MixHapooH
a
HenameHm
oBaHa
Hasga*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma sUMyCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHsA

Homep
peecmpayitiHo
20
nocsi0oYeHHs

MiHicTepcTBa
OXOPOHMU
3[0p0oB’A

Ykpainu Big 27
rpygHa 2006
poky Ne 898,
3apeecTpoBaHor
0 B MiHicTepcTsi
roCTuULiT Ykpainm
29 ciuHa 2007
poky 3a Ne

73/13340 (y

pepakuii Hakasy

MiHicTepcTBa
OXOPOHU
300p0oB'A

Ykpainu Bif 26
BepecHs 2016
poky Ne 996),
CTaHOBUTbL:
3rigHo 3i
CTpokamu,
3a3Ha4YeHMn y
nepiognYHOCTI
noAaHHsA
perynspHux
3BITiB 3 6e3neKu.

TYCMNAH®

butamirate

6yTamipat
y umtpar

R0O5DB1
3

Kpansi opasibHi,
po34uH, 5 Mr/mn,
no 20 Mn po3unHy
y thnakoHi 3
annikaTopom-
KpanesnbHULe Ta
KoBnaykom; no 1
hnakoHy B
KapTOHHI KopoobLi

AT
"Codhapma”

Bonrapis

BVPOGHMLTBO
Hepo3gacoBa
HOT MpoAayKu,i,
nepBuHHA Ta
BTOPVHHA
ynakoBka abo
BVPOGHMLTBO
3a NOBHUM
LMKNIOM:
AT
"Codhapma”,
Bonrapis;
[03BiN Ha
BUMYCK Cepii:
AT
"Cochapma”,

Bonrapis

PeecTtpauis Ha 5
pokiB

Pe3stome MNnaHy
ynpaBniHHA
pu3nkamm
Bepcia 0.3
[oAa€ETbCA.
MepiognyHicTb
nofaHHa
perynsipHo
OHOBJ/1OBAHOIO
3BITY 3 6e3neku,
Bi4MNoBigHO A0
Mopsaky
3f1iiCHEeHHs

6e3
peyenma

nionsieae

UA/21277/01/01




n/n

Hassa
JliKapcbKo20
3acoby

MixHapooH
a
HenameHm
oBaHa
Hasga*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma surnyckKy
(nikapcbka
¢hopma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs

Homep
peecmpayitiHo
20
nocsi0oYeHHs

Bonrapis

hapmakoHarnsg,
Y,
3aTBEPKEHOr0
Haka3oMm
MiHicTepcTBa
OXOPOHMU
3[0p0B’A
Ykpaiuu Big 27
rpyaHsa 2006
poky Ne 898,
3apeecTpoBaHor
0 B MiHicTepcTBi
HoCTuULiT YkpaiHm
29 ciuna 2007
poky 3a Ne
73/13340 (y
pefaxuii Hakazy
MiHicTepcTBa
OXOPOHU
3[0poB'a
Ykpainu Big 26
BepecHs 2016
poky Ne 996),
CTaHOBUTL!
3rigHo 3i
CTpokamu,
3a3HayYeHUMn y
nepioguYHOCTI
nofaHHa
perynsipHux
3BITiB 3 6e3neku.

YNbTOMIPIC

ravulizumab

paBynisym
ab

LO4AJ02

KOHLIeHTparT Ans
pO34unHy Ans
iHcpysiii 100
mr/mn,
CTepW/IbHWIA
KOHLleHTparT Ans
po34nHy Ans
iHcpy3iii (300 mr/3
MJ1) Y CKNIAHOMY
hnakoHi 3
npo6koto Ta
06TUCKHUM

CnpolueHe
akujioHepHe
TOBapUCTBO
ANNEKCIOH

HoPOI

PpaHuis

Bupo6HULTBO
niKapcbKoro
3acoby,
nepBuHHe
nakyBaHHs:
AnekcioH
Papma
IHTepHeLHN
OnepeiwH3
Nimiteq
(BupobHuui
NOTYXXHOCTI

Ipnangis/
CnonyyeHi
Wratw/
ITanis

peecTpavuis Ha 5
pokiB

Pe3tome nnaHy
ynpaBniHHA
pusvKamm
Bepcia 9.3
[ofaeTbes.
MepiognyHicTb
noAaHHsA
perynsipHo
OHOB/IIOBAHOro

3a
peyenmom

He
nidnsieae

UA/21278/01/01




Ne Hassa MixHapooH Hassa Koo Popma surnyckKy 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n JliKapcbKo20 a diroyoi ATX (nikapcbka 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayitiHo
3acoby HerameHm | pe4yosUHU c¢hopma, 20
oBaHa ynakoska) nocsioYeHHs1
Hasga*
KOBMa4koMm 3 AnEKCiOoH B 3BITY 3 6e3neku,
Haknagkoto «flip- AT/NOHI BiAANOBIAHO A0
off» abo (AAMF), Mopsaaky
CTEPUIIbHWIA Ipnaxgis; 3[jACHEeHHS
KOHLleHTparT Ans Brpo6HuLTBO thapmakoHarnsg,
pO3uYuHy Ans nikapcbkoro Y,
iHcpys3iid (1100 3acoby, 3aTBEPIXEHOr0
Mmr/11 mn) y nepBuHHE Haka3oMm
CKNsAHOMY DN1aKoHi nakyBaHHs: MiHicTepcTBa
3 Mpo6Koto Ta KaTtaneHt OXOPOHU
06TUCKHUM IHgiana N11C , 3/10pOB’sA
KOBMaykom 3 CronyyeHi Ykpainu Big 27
Haknagkoto «flip- LWraTn; rpyaHs 2006
off»; no 1 BTopuHHe poky Ne 898,
chnakoHy B nakyBaHHs Ta 3apeecTpoBaHor
KapTOHHIli KopoobLi MapKyBaHHS 0 B MiHicTepcTBi
niKkapcbKoro tocTuuii YkpaiHu
3acoby, 29 ciuHa 2007
BMMYCK cepil poky 3a Ne
roToBOro 73/13340 (y
niKkapcbKkoro pefaxuii Hakazy
3acoby: MiHicTepcTBa
AnekcioH OXOPOHU
Papma 3[,0pOB's
IHTepHeLwwHN Ykpainu Big 26
OnepeiwH3 BepecHs 2016
Nimiteq poky Ne 996),
(BupobHuui CTaHOBUTb:
NOTYXHOCTI 3rigHo 3i
ANEKCIOH B cTpokamu,
Ly6niHi 3a3Ha4YeHMn y
(ADMF), nepiognYHOCTI
Ipnangis; nogaHHsa
Bunpo6ysaHH perynspHux
'y npoueci 3BITIB 3 6e3neku.
BMPOGHMLTBA:
€HA0TOKCUHU
(LAL),
6iosnoriyHe
HaBaHTaKeHH
a:
AnekcioH

Papma
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapooH
a
HenameHm
oBaHa
Hasga*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma sUMyCKY
(nikapcbka
¢hopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs

Homep
peecmpayitiHo
20
nocsi0oYeHHs

IHTEpHELLHN
OnepeiwH3
Nimiten
(BupobHuui
NOTYXHOCTI
AnekcioH B
ATNOHiI
(AAMF),
IpnaHgis
BunpobyBaHH
'y npoueci
BMPOGHMLTBA:
€HA0TOKCUHU
(LAL),
6ionoriyHe
HaBaHTaKeHH
A,
BMNPOBYBaHHSA
npvi BUMYyCKy:
€HA0TOKCUHU
(LAL),
CTEPUSIBHICTb,
06’em, WO
BUTAraeTbCS:
KataneHt
IHgiana N11C ,
CnonyyeHi
LWratu;
Bunpo6ysaHH
S NPU BUMYCKY
Ta
cTabifIbHOCTI:
30BHiLLHIN
BUMNAA,
OCMOJIASBHICT
b, pH,
KOHLeHTpauis
6inkis (A280),
KaninapHui
enekTpochope
3Ha
Mikpoumnnax y
BiJHOB/1OBAHU
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Ne Hassa MixHapooH Hassa Koo Popma surnyckKy 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n JliKapcbKo20 a diroyoi ATX (nikapcbka 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayitiHo
3acoby HerameHm | pe4yosUHU c¢hopma, 20
oBaHa ynakoska) nocsioYeHHs1
Hasga*
X ymMoBax
(rCE),
KaninapHui
enekTpochope
3Ha

MiKpounnax y
HeBigHOBMIOBA
HMX yMOBax
(nrCE),
KaninsapHuii
enekTpodope
303
300paXeHHAM
(iCE),
nenTugHe
KapTorpadyBa
HHSI METOAOM
piAVHHOT
xpomaTtorpadi
P(LC),
eKCK/I3iiHa
xpomaTtorpadi
A (SEC-
HPLC),
3B’A3yBaHHA 3
KOMMN/IEMEHTO
m C5,
reMoniTYHNiA
aHanis,
€HA0TOKCUHU
(LAL),
MeXaHiyHi
BK/THOUEHHS,
06'eM, WO
BUTAraeTbCS:
AnekcioH
dapma
IHTEepHeLHN
OnepenwH3
Nimiteq
(BrpobHuui
NOTYXXHOCTI
AJIEKCIOH B
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Hassa MixHapooH Hassa Koo Popma surnyckKy 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n JliKapcbKo20 a diroyoi ATX (nikapcbka 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayitiHo
3acoby HerameHm | pe4yosUHU c¢hopma, 20
oBaHa ynakoska) nocsioYeHHs1
Hasga*
Ly6niHi
(ADMF),
Ipnangis;
BunpobyBaHH

S PW BUNYCKY:
CTEePW/IbHICTb:
MateoH ITanis,
C.n.A, ltanis;
BunpobysaHH
A cTabiNbHOCTI
ona AAMF:
30BHiLLHIN
Burnag, pH,
KOHUEeHTpauis
6inkis (A280),
KaninsapHuii
enekTpodope
3Ha
MiKpoumnax y
BiHOB/IOBAHU
X yMOBax
(rCE),
KaninsapHuii
enekTpodgope
3Ha
Mikpoumnax y
HeBigHOBNOBA
HUX yMOBax
(nrCE),
KaninapHui
enekTpochope
3i3
306paXEHHSAM
(iCE),
nentugHe
KapTorpadgysa
HHSI METOAOM
pigVHHOT
xpomarorpadi
T(LC),
eKcknto3iliHa
xpomarorpadi
A (SEC-
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapooH
a
HenameHm
oBaHa
Hasga*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma surnyckKy
(nikapcbka
¢hopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs

Homep
peecmpayitiHo
20
nocsi0oYeHHs

HPLC),
3B’A3yBaHHA 3
KOMM/IEMEHTO

m C5,
reMoniTUYHNiA
aHanis,
LjislicHICTb
3aKpUTTA
donakoHy,
MeXaHiuHi
BK/THOUEHHSI:
nng
J[leBesionMeHT,
..,
CnonyyeHi

WtaTw;
Bunpo6ysaHH
S NPV BUMYCKY

Ta
cTabinbHOCTI
ana Catalent
Indiana LLC:

30BHILLHIl

BUrNAA,
OCMOJIANBHICT

b, pH,
KOHLeHTpauis
6inkis (A280),

nenTugHe
KapTorpadgysa
HHSA MEeTOA0M

pigVHHOT
xpomarorpadi

T(LC),
3B’A3yBaHHA 3
KOMM/IEMEHTO

m C5,
reMoniTUYHNiA
aHanis,
KaninsapHuii
enekTpodope
3Ha
Mikpoymnax y
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapooH
a
HenameHm
oBaHa
Hasga*

Hassa
diroyoi
pe4yosuHU

Koo
ATX

Popma surnyckKy
(nikapcbka
¢hopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs

Homep
peecmpayitiHo
20
nocsi0oYeHHs

BiJHOB/IOBAHU
X ymoBax
(rCE),
KaninsapHuii
enekTpodope
3Ha
MiKpoumnax y
HeBigHOBMIOBA
HWX yMOBax
(nrCE),
KaninsapHuii
enekTpodgope
3i3
306paxXeHHAM
(iCE),
eKcknto3iliHa
Xxpomatorpadi
A (SEC-
HPLC),
€HA0TOKCUHU
(LAL),
MeXaHiuHi
BK/TIOUEHHS,
06'eM, WO
BUTAraeThbCs,
CTEePW/ILHICTb,
LinicHiCTb
3aKpUTTA
donakoHy:
nna
J[leBesionMeHT,
n.n.,
CnonyyeHi
Ltatn

* BionosidHo Ao iHghopmayii ogpiyitiHozo catimy LieHmpy BOO3 o criisnpayi 8 Memodosioaii cmamucmuyHux docrioxens (https://www.whocc.no/atc_ddd_index/)

B.o. Haua/ILHUKAa



https://www.whocc.no/atc_ddd_index/
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dapManeBTUYHOr0 yIIPaB/IiHHA Onexkcanap I'PINEHKO



IIEPEJIIK

Aopatok 2
A0 Hakasy MiHicTepcTBa OXOPOHU
300poB’'A YKpaiHu «po aepxaBHy
peecTpauito (nepepeecTpauiio)
NiKapcbKux 3aco6iB (MegnYHNX
iMyHOGionoriyHux npenaparis) Ta
BHECEHHA 3MiH A0 peecTpauiiiHnX

marepianiB»

Bix 13 TpaBHA 2026 poky Ne 612

INEPEPEECTPOBAHUX JITKAPCBKHX 3ACOBIB (MEJUUHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), AKI

BHOCSATHCS 10 IEPXKABHOI'O PEECTPY JIIKAPCHKHMX 3ACOBIB YKPAIHU

Ne Hassa MixHapoOHa HasBsa Koo ®opma 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknam Homep
n/n JNliKapcbKo20 HernameHmos ditoqoi ATX Burnycky 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky | ysaHHs | peecmpayiliHo20
3acoby aHa HasBa* pedosu (nikapcbka nocBi0O4YeHHs1
HU c¢hopma,
ynakoska)
1. | AE3NOPATAAUH | desloratadine | gesnopa | RO6AX2 | Tabnetku, BKpUTI TOB «TeBa YkpaiHa BMPOBHULITBO ManbTta/ nepepeecTpavis 6e3 nionsea UA/18739/01/01
-TEBA TaauH 7 NNiBKOBOO Ykpaina» Hepo3dgacoBa YropumHa Ha HeobMexeHwi peyenma €
060/10HKO0, N0 Horo TEePMiH
5 wmr, no 10 NpoAyKTy, OHOBNEHO
Tabnetok y nepBrHHa Ta iHbopmawuito B
6nictepi, no 1 BTOPVHHA IHCTPYKUiT aNns
abo 3 6nictepn yMakoBkKa, MegN4YHOro
B KAPTOHHIl KOHTpO/b cepii 3acToCcyBaHHSA
Kopobui (kpim niKapcbKkoro
BU3HAYEHHS 3acoby y posginax
HITPO3aMiHOBM "papmakoTepanes
X AOMILLOK), TuUyHa rpyna. Kog,
[03Bin Ha ATX" (yTOUHEHHS
BMNYCK cepil): iHchbopmawii 6e3
AkTasic N1TA, 3MiHn kogy ATX),
MauibTa; "®apmakonoriyHi
KOHTpO/b cepil BNacTuBOCTI",
(BM3HaYEHHS "B3aemopis 3
HITpO3aMiHOBM HLUMK
X AOMILLOK): niKkapcbknummn
TOB "Kpomart 3acobamu Ta iHLWi
- ®EMTecT BVAW B3aemogiin",
Na6Cepsicec”, "Ocob6nueocTi
YropuwuHa; 3acTocyBaHHs"
KOHTpOb cepil BigNoBigHO A0
(BU3HaYeHHsA iHdhopmauii wono
HITPO3aMiHOBM MeaNYHOro
X AOMILLOK): 3aCTOCYBaHHsA
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Ne Hassa MixHapodHa Ha3ssa Koo Popma 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknam Howmep
n/n JliKapcbKo20 HenameHmMos diroyoi ATX Burnycky 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky | yBaHHsi | peecmpayiliHo20
3acoby aHa Ha3Ba* peyoBu (nikapcbka nocsio4yeHHs
HU ¢hopma,
ynakoska)
AT pedhepeHTHOro
dapmaneBTuy nikapcbKoro
HWIA 3aBOA, 3acoby (Aerius,
TeBa, film-coated tablets,
YropLmHa 5 mg), a Takox y

po3gaini "Mo6iuHi
peakujii" Wwoao
BaX/IMBOCTI
3BITYBaHHS Npo
no6iyHi peakuii.

Peslome nnaHy
ynpas/liHHA
pv3nkamun Bepcis
1.0 gpogaeTbes.
MepiognyHicTb
nofaHHs
perynspHo
OHOB/II0BAHOTO
3BiTYy 3 6e3neku,
BigNoBiAHO A0
Mopaaky
3[iACHEHHS
thapmakoHarnsgy,
3aTBEPAXXEHOIO
Hakasom
MinicTepcTBa
OXOPOHU 340POB’A
Ykpainu Big 27
rpyaHa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
rocTuLii Ykpainu
29 ciuHa 2007
poKy 3a Ne
73/13340 (y
pepakuii Hakasy
MiHicTepcTBa
OXOPOHW 340POB'A
YkpaiHu Big 26
BepecHs 2016
poky Ne 996),
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Ne Hassa MixHapodHa Ha3ssa Koo Popma 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknam Howmep
n/n JliKapcbKo20 HenameHmMos diroyoi ATX Burnycky 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky | yBaHHsi | peecmpayiliHo20
3acoby aHa Ha3Ba* peyoBu (nikapcbka nocsio4yeHHs
HU ¢hopma,
ynakoska)
CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyHoCTI
nofaHHs
perynsipHux 3BiTiB
3 6esneku.
2. | AECEN3® levetiracetam | nesetup | NO3AX1 | Tabnetku, BKpUTI MpAT YkpaiHa BupobHuuTBO peuisi/ MepepeecTpavis 3a He UA/18839/01/01
aleTtam 4 NAiBKOBOO "PapmaueBTun rpaHys i ManbTa Ha HEOBMEeXEHUI peyernmo nionsea
060/10HKOI0, N0 yHa thipma roToBOro TEPMIH M €
250 wmr; no 10 "fNapHuua” NpoAyKTy, OHOBNEHO
Tabnetok y nepBuHHE Ta iHchopmauito B
6nicTepi; no 3 BTOPVHHE IHCTPYKUiT aNns
6nictepu B nakyBaHHs, MeaNYHOro
nauuj KOHTPO/1b 3aCTOCyBaHHA
cepii, BUNycK niKkapcbKoro
cepi: 3acoby y posginax
PoHTic "Cknag"
Xennac (BMKNageHo Hassy
Megikan EHp, LYol pevyoBuHU
dapmachbloTika YKPaiHCbKUMK
n MpogakTc nitepamu),
C.A,, peuist; "®apmakoTepanes
Brpo6HMLUTBO TuyHa rpyna. Kog
roToBOro ATX" (yTOouHEeHHs/
NPOAYKTY, peparyBaHHs
nepBrHHE Ta iHhopmavii 6e3
BTOPVHHE 3MiHu kogy ATX),
nakyBaHHs, "®apMaKonorivHi
KOHTPO/b BNacTUBOCTI",
cepii, BUNycK "Ocob6nueocTi
cepi: 3acTocyBaHHA",
PAPOC MT "3acTocyBaHHA y
Nimiteq, nepiog, BariTHOCTi
ManbTa abo rogyBaHHs

rpyAat”
(yTOYHEHHS
iHhopmawi),
"Cnoci6
3aCTOCyBaHHA Ta
[o3n" (yTOUHEHHS
iHdpopmawuii),
"Mo6ivHI peakuii”
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Ne Hassa MixHapodHa Ha3ssa Koo Popma 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknam Howmep
n/n JliKapcbKo20 HenameHmMos diroyoi ATX Burnycky 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky | yBaHHsi | peecmpayiliHo20
3acoby aHa Ha3Ba* peyoBu (nikapcbka nocsio4yeHHs
HU ¢hopma,
ynakoska)

BignoBigHO Ao
iHdhopmauii wono
MeNYHOro
3acToCyBaHHSA
pedyepeHTHoro
niKapcbKoro
3acoby
(KEMMPA®).
3aTBepiKeHHA
KOPOTKOI
XapakTepucTuku
niKapcbKoro
3acoby.

Peslome nnaHy
ynpas/liHHA
pv3vkammn Bepcis
1.1 popaerbes.
MepiognyHicTb
nofaHHs
perynspHo
OHOB/II0BAHOTO
3BiTYy 3 6e3neku,
BigNoBIAHO A0
Mopaaky
3[iACHEHHS
thapmakoHarnsgy,
3aTBEPAXKEHOI0
Haka3om
MiHicTepcTBa
OXOPOHU 340POB’A
Ykpainu Big 27
rpyaHa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
rocTuLii Ykpainu
29 ciuHa 2007
poKy 3a Ne
73/13340 (y
pepakuii Hakasy
MiHicTepcTBa
OXOPOHW 3/10POB'sA
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Ne Hassa MixHapodHa Ha3ssa Koo Popma 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknam Howmep
n/n JliKapcbKo20 HenameHmMos diroyoi ATX Burnycky 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky | yBaHHsi | peecmpayiliHo20
3acoby aHa Ha3Ba* peyoBu (nikapcbka nocsio4yeHHs
HU ¢hopma,
ynakoska)
Ykpainu Big 26
BepecHs 2016
poky Ne 996),
CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyHoCTI
nofaHHs
perynsipHux 3BiTiB
3 6esneku.
3. | BECEN3® levetiracetam | nesetup | NO3AX1 | TabneTku, BKPUTI MpAT YkpaiHa Brpo6HMLUTBO Ipevnis/ MepepeecTpavis 3a He UA/18839/01/02
aleTtam 4 NAiBKOBOO "PapmaueBTn rpaHys i ManbTa Ha HEOBMEeXEHUI peyernmo nionsea
060/10HKOI0, N0 yHa thipma roToBOro TEPMIH M €
500 mr; no 10 "fNapHuua” NpoAyKTy, OHOBNEHO
Tabnetok y nepBuHHE Ta iHchopmauito B
6nicTepi; no 3 BTOPVHHE IHCTPYKUiT aNns
6nictepu B nakyBaHHs, MeaNYHOro
nauuj KOHTPO/1b 3aCTOCyBaHHA
cepii, BUNycK niKkapcbKoro
cepi: 3acoby y posginax
PoHTic "Cknag"
Xennac (BMKNageHo Hassy
Megikan EHp, Lit040i pevyoBuHU
dapmachbloTika YKPaiHCbKUMK
n MpogakTc nitepamu),
C.A,, peuist; "PapmakoTepanes
Brpo6HMLUTBO TuyHa rpyna. Kog
roToBOro ATX" (yTOouHEeHHs/
NPOAYKTY, peparyBaHHs
nepBrHHE Ta iHhopmavii 6e3
BTOPVHHE 3MiHu kogy ATX),
nakyBaHHs, "®apMaKonorivHi
KOHTPO/b BNacTUBOCTI",
cepii, BUNycK "Oco6nueocTi
cepi: 3acTocyBaHHA",
PAPOC MT "3acTocyBaHHA y
Nimiteq, nepiog, BariTHOCTi
ManbTa abo rogyBaHHs

rpyaat”
(yTOYHEHHS
iHhopmawi),
"Cnoci6
3aCTOCYyBaHHA Ta




21

Ne Hassa MixHapodHa Ha3ssa Koo Popma 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknam Howmep
n/n JliKapcbKo20 HenameHmMos diroyoi ATX Burnycky 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky | yBaHHsi | peecmpayiliHo20
3acoby aHa Ha3Ba* peyoBu (nikapcbka nocsio4yeHHs
HU ¢hopma,
ynakoska)

[031" (YTOUHEHHS
iHhopmawii),
"Mo6iuHi peakwi"
BignoBigHO Ao
iHdhopmauii wono
MeNYHOro
3acToCyBaHHSA
pedyepeHTHoro
niKapcbKoro
3acoby
(KEMMPA®).
3aTBepiKeHHsA
KOPOTKOI
XapakTepucTuku
niKapcbKoro

3acoby.

Peslome nnaHy
ynpas/liHHA
pv3vkammn Bepcis
1.1 popaerbes.
MepiognyHicTb
nofaHHs
perynspHo
OHOB/II0BAHOTO
3BiTYy 3 6e3neku,
BigNoBIAHO A0
Mopaaky
3[iACHEHHS
thapmakoHarnsgy,
3aTBEPAXKEHOI0
Hakasom
MiHicTepcTBa
OXOPOHU 340POB’A
Ykpainu Big 27
rpyaHa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
rocTuLii Ykpainu
29 ciuHa 2007
poKy 3a Ne
73/13340 (y
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Ne Hassa MixHapodHa Ha3ssa Koo Popma 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknam Howmep
n/n JliKapcbKo20 HenameHmMos diroyoi ATX Burnycky 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky | yBaHHsi | peecmpayiliHo20
3acoby aHa Ha3Ba* peyoBu (nikapcbka nocsio4yeHHs
HU ¢hopma,
ynakoska)
pejakuii Hakasy
MiHicTepcTBa
OXOPOHW 34,0pP0B'A
Ykpainu Big 26
BepecHs 2016
poky Ne 996),
CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyHoCTi
nofaHHs
perynsipHux 3BiTiB
3 6esneku.
4. | BECEN3® levetiracetam | nesetup | NO3AX1 | Tabnetku, BKpUTI MpAT YkpaiHa BupobHuuTBO peuisi/ MepepeecTpavis 3a He UA/18839/01/03
aleTtam 4 NAiBKOBOIO "PapmaueBTun rpaHys i ManbTa Ha HEOBMEeXEHUI peyernmo nionsea
060/10HKOI0, N0 yHa thipma roToBOro TEPMIH M €
1000 wr; no 10 "fNapHuua” NpoAyKTy, OHOBNEHO
Tabnetok y nepBuHHE Ta iHchopmauito B
6nicTepi; no 3 BTOPVHHE IHCTPYKUiT aNns
6nictepu B nakyBaHHs, MeaNYHOro
nauuj KOHTPO/1b 3aCTOCyBaHHA
cepii, BUNycK niKkapcbKoro
cepi: 3acoby y posginax
PoHTic "Cknag"
Xennac (BMKNageHo HasBy
Megikan EHp, Lit040i pevyoBuHU
dapmachbloTika YKPaiHCbKUMK
n MpogakTc nitepamu),
C.A,, peuist; "PapmakoTepanes
TuyHa rpyna. Kog
Brpo6HMUTBO ATX" (yTOouHEeHHs/
roToBOro peparyBaHHs
npoaykKTy, iHchbopmawii 6e3
nepBuHHE Ta 3MiHu kogy ATX),
BTOPVIHHE "®apMaKonorivHi
nakyBaHHs, BNacTUBOCTI",
KOHTPO/1b "Oco6nueocTi
cepii, BUNycK 3acTocyBaHHA",
cepii: "3acTocyBaHHA y
®APOC MT nepiog, BariTHOCTi
Nimites, a60 rogyBaHHs
ManbTa rpyaar”

(YTOYHEHHA
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Ne Hassa MixHapodHa Ha3ssa Koo Popma 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknam Howmep
n/n JliKapcbKo20 HenameHmMos diroyoi ATX Burnycky 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky | yBaHHsi | peecmpayiliHo20
3acoby aHa Ha3Ba* peyoBu (nikapcbka nocsio4yeHHs
HU ¢hopma,
ynakoska)
iHdhopmawii),
"Cnoci6

3aCTOCYBaHHSA Ta
[031" (YTOUHEHHS
iHChopmawii),
"Mo6iuHi peakwii"
BignoBigHO Ao
iHdhopmauii wono
MeNYHOro
3acTOCyBaHHSA
pedyepeHTHoro
niKapcbKoro
3acoby
(KEMMPA®).
3aTBepikeHHsA
KOPOTKOI
XapakTepucTuku
niKapcbKoro
3acoby.

Pesiome nnaHy
ynpas/liHHA
pv3nkamun Bepcis
1.1 popaerbes.
MepiognyHicTb
nofaHHs
perynspHo
OHOB/II0BAHOTO
3BiTYy 3 6e3neku,
BigNoBiAHO A0
Mopaaky
3[iACHEHHS
thapmakoHarnsgy,
3aTBEPAXXEHOIO
Hakasom
MinicTepcTBa
OXOPOHU 340pPOB’A
Ykpainu Big 27
rpyaHa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
HCTULT YKpaiHn
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Ne Hassa MixHapodHa Ha3ssa Koo Popma 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknam Howmep
n/n JliKapcbKo20 HenameHmMos diroyoi ATX Burnycky 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky | yBaHHsi | peecmpayiliHo20
3acoby aHa Ha3Ba* peyoBu (nikapcbka nocsio4yeHHs
HU ¢hopma,
ynakoska)
29 ciuna 2007
poky 3a Ne
73/13340 (y
pejakuii Hakasy
MiHicTepcTBa
OXOPOHW 34,0pP0B'A
Ykpainu Big 26
BepecHs 2016
poky Ne 996),
CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyHoCTi
nofaHHs
perynsipHux 3BiTiB
3 6esneku.
5. | HAIBY®IH- nalbuphine Hanbydi | NO2AFO | po3uvH ons TOB HB® YkpaiHa TOB HB® YkpaiHa MepepeecTpavis 3a He UA/18816/01/01
MIKPOXIM HYy 2 iH'ekujnn, 10 "MIKPOXIM" "MIKPOXIM", Ha HeobMeXeHui peyenmo nionsiza
rigpoxno mr/mn, no 1 mn B YkpaiHa (Bci TEPMiH. M €
pug, amnynax, no 5 cTagji OHOBNEHO
amny”n y kaceri, BMPOGHMLTBA iHchopmawuito B
no 2 kacetny 3a IHCTPYKUiT aNns
nauti 3 KapToHy, BUK/IOYEHHAM MeANYHOro
abonolmns BWMYCKY CepiiA, 3aCTOCyBaHHA
amnynax, no 10 BiANOBiA&/IbHU niKkapcbKoro
amnyn y kaceTi, 11 3a BUNyCK 3acoby y po3sgini
no 1 kacetiy cepii, He "OcobnuBocTi
nautii 3 KapTOHy, BK/THOHAI0YM 3acTocyBaHHS"
a6o no 2 mn B KOHTPO/b/BUN BigNoBiAHO A0
amnynax, no 5 pobyBaHHs OHOBJ/IEHOT
amnyn y kaceri, cepii); BCi iHchopmauii 3
no 1 kacetiy cTagji 6e3neku
nauuj 3 KapToHy BMPOGHMLTBA [ONOMDKHOT
3a peyoBuHY, a
BUK/HOYEHHSM Takox y po3gini
BUNYCKY Cepili: "Mo6iuHI peakuii”
AT 040 BaXK/IMBOCTI
"Tanuudpapm”, 3BiTyBaHHS Mpo
Ykpaina no6iyHi peakuii.

Pestome nnaHy
ynpas/liHHA
pusnkamu Bepcis
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n/n

Hassa
JliKapcbKo20
3acoby

MixHapodHa
HernameHmos
aHa Hassa*

Hassa
diroyoi
pedyosu
HU

Koo
ATX

Popma
BUIMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
BionyckKy

Peknam
yBaHHs

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

2.0 popaetbeA.
MepiognyHicTb
noAaHHs
perynsipHo
OHOB/II0BAHOTO
3BiTYy 3 6e3neku,
BignoBigHO Ao
Mopagky
3[jACHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOIO
Hakasom
MiHicTepcTBa
OXOPOHU 30PO0B’A
Ykpainu Big 27
rpyaHa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
HOCTULT YKpaiHu
29 ciyHa 2007
poky 3a Ne
73/13340 (y
pepakuii Hakasy
MiHicTepcTBa
OXOPOHW 30POB'sA
Ykpainu Big 26
BepecHs 2016
poky Ne 996),
CTaHOBWTb: 3riHO
3i cTpokamuy,
3a3HavYeHMn y
nepioguyHocCTI
nofaHHs
perynsipHux 3BiTiB
3 Gesneku.

HATPIIO
X/TOPUA,

sodium
chloride

HaTpito
xnopug,

MOPOLLIOK
(cy6eTaHuin) B
nanepoBomy
abo
nnacTyKkoBoMy
naketi abo B
Gasik-

NnAT
"Tanuucpapm”

YKpaiHa

K+C MiHepasnc
eHp
Erpikantwe
rM6X

HimeuunHa

MepepeecTpavis
Ha HeOBMeXeHWit
TEPMIH

He
nionsiea
€

UA/18847/01/01
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Ne Hassa MixHapodHa Ha3ssa Koo Popma 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknam Howmep
n/n JliKapcbKo20 HenameHmMos diroyoi ATX Burnycky 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky | yBaHHsi | peecmpayiliHo20
3acoby aHa Ha3Ba* peyoBu (nikapcbka nocsio4yeHHs
HU ¢hopma,
ynakoska)
KOHTEliHepi,
BKpUTOMY
Lapom
nonietTuneHy
ans
thapmaLeBTUYHO
o 3aCTOCYBaHHS
7. | CAHYBIC - Acidum - Tabnetku; no 10 CAHYM- HimeuunH CAHYM- HimeyunHa MepepeecTpavis 3a He UA/18965/01/01
TABNETKU (S)- Tabnetok y Kenbbek M16X a Kenbbek M6X Ha HeobMeXeHui peyenmo nionsiza
lacticum 6nicTepi; no 8 i Ko. KI i Ko. Kl TEPMIH. M €
D4 6nictepis B OHOB/EHO
trituratio KapTOHHIM nauui iHchopmauito y
n, po3aini "Mo6iyHi
Acidum peakuii” iHCTpyKuii
(S)- ANns MeanyHoro
lacticum 3acToCyBaHHA
D6 niKkapcbkoro
trituratio 3acoby woao
n, NOBIAOM/IEHHSA NPO
Acidum no6iyHi peakuji.
(S)-
lacticum MepiognyHicTb
D12 nofaHHsA
trituratio perynspHo
n, OHOB/IIOBAHOTO
Acidum 3BiTYy 3 6e3neku,
(S)- BiANoBigHO A0
lacticum Mopsiaky
D30 3[iACHEeHHS
trituratio thapmakoHarnsgy,
n, 3aTBEPAKEHOIO
Acidum Haka3om
(S)- MinicTepcTBa
lacticum OXOPOHU 3[0POB’A
D200 Ykpainu Big 27
trituratio rpyaHs 2006 poky
n Ne 898,
3apeecTpoBaHoro

B MiHicTepcTBi
HOCTULT YKpaiHu
29 ciyHa 2007
poKy 3a Ne
73/13340 (y
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Ne Hassa MixHapodHa Ha3ssa Koo Popma 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknam Howmep
n/n JliKapcbKo20 HenameHmMos diroyoi ATX Burnycky 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky | yBaHHsi | peecmpayiliHo20
3acoby aHa Ha3Ba* peyoBu (nikapcbka nocsio4yeHHs
HU ¢hopma,
ynakoska)
pejakuii Hakasy
MiHicTepcTBa
OXOPOHW 34,0pP0B'A
Ykpainu Big 26
BepecHs 2016
poky Ne 996),
CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyHoCTi
nofaHHs
perynsipHux 3BiTiB
3 6esneku.
8. | TKO3ug thiocolchicosid | Tiokonxik | MO3BXO0 | po3uvH ons TOB "YOPN[, YkpaiHa Medap lnau TypeuunHa MepepeecTpavis 3a He UA/18912/01/01
e o3ung, 5 iH'eKUIn, 4 mr/2 MEOMLUNH" CaH. A.LL. Ha HEOBMEeXEHUI peyenmo nionsea
M/ N0 2 MN B TEPMiH. M €
amnyni; no 6 OHOBNEHO
amnyn B iHchopmauito B
KOHTYPHIi IHCTPYKUiT aNns
YapyHKOBIl MeANYHOro
3acToCyBaHHsA

ynakosui, no 1
KOHTYPHIi
YapyHKoBIl
ynakoBLji y
KapTOHHIiA
Kopobui

niKkapcbKoro
3acoby B po3ginax
"PapmakoTepanes
TuyHa rpyna. Kog
ATX" (wopno
chopmyntoBaHHsS
rpynu, 6e3 3miHu
koay ATX),
"Mob6iuHI peakw,i”,
[ofaHo po3gain
"HecymMicHicTb"
BigNoBiAHO A0
iHchopMmauiT
pedyepeHTHoro
niKapcbKoro
3acoby
(MUSCORIL 4
mg/2 ml solution
for injection), a
TaKoX OHOB/IEHO
iHchopmauito B
po3aini "Mo6iyHi
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Ne Hassa MixHapodHa Ha3ssa Koo Popma 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknam Howmep
n/n JliKapcbKo20 HenameHmMos diroyoi ATX Burnycky 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky | yBaHHsi | peecmpayiliHo20
3acoby aHa Ha3Ba* peyoBu (nikapcbka nocsio4yeHHs
HU ¢hopma,
ynakoska)

peakuii" iHCTpyKLi
AN MegnyHoro
3aCTOCyBaHHSA
nikapcbkoro
3acoby woao
Ba&X/IMBOCTI
3BiTYBaHHS Npo
no6GiyHi peakuji.
Peslome nnaHy
ynpaB/liHHSA
pv3vkamm Bepcis
3.0 gopaetbeA.
MepiognyHicTb
nofaHHs
perynspHo
OHOB/II0BAHOTO
3BiTYy 3 6e3neku,
BigNoBIAHO A0
Mopaaky
3[iACHEHHS
thapmakoHarnsgy,
3aTBEPAXKEHOI0
Hakasom
MiHicTepcTBa
OXOPOHU 340POB’A
Ykpainu Big 27
rpyaHa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
rocTuLii Ykpainu
29 ciuHa 2007
poKy 3a Ne
73/13340 (y
pepakuii Hakasy
MinicTepcTBa
OXOPOHU 340POB'A
YkpaiHu Big 26
BepecHs 2016
poky Ne 996),
CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaYeHUMU y




29

Ne Hassa MixHapodHa Ha3ssa Koo Popma 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknam Howmep
n/n JliKapcbKo20 HenameHmMos diroyoi ATX Burnycky 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky | yBaHHsi | peecmpayiliHo20
3acoby aHa Ha3Ba* peyoBu (nikapcbka nocsio4yeHHs
HU ¢hopma,
ynakoska)

nepioguyHoCTi
noAaHHs
perynsipHux 3BiTiB
3 6e3neku.

* BionosidHo Ao iHghopmayii ogpiyitiHozo catimy LieHmpy BOO3 o criisnpayi 8 Memodosioaii cmamucmuyHux docrioxens (https://www.whocc.no/atc_ddd_index/)

B.o. Haua/ILHUKAa

dapmaleBTUYHOr0 YNpaB/IiHHSA

Onekcanap I'PIHEHKO



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

ITEPEJIIK
JIIKAPCBKHMX 3ACOBIB (MEJUUYHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), IIOA0 AKX BYJ/IN BHECEHI
3MIHMU 10 PEECTPAIIIMHIX MATEPIAJIIB, AKI BHOCATHCSA 1O JTEPKABHOI'O PEECTPY JIIKAPCEKHNX

HopaTok 3
[o Hakasy MiHicTepcTBa OXOpPOHU
300poB’Aa YKpaiHu «po aepxaBHY

peecTpauito (nepepeecTpadito)

niKapcbKux 3aco6iB (MeanYHUX

iMyHOGionoriuHux npenapariB) Ta
BHECEHHA 3MiH A0 peecTpauiiiHux
marepianiB»
Bi 13 TpaBHsA 2026 poky Ne 612

3ACOBbIB
Ne n/n Ha3ssa MixHapooHa Hassa Koo Popma 3asasHuUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Homep
JliKapcbKo20 HernameHmos diroyoi ATX BUIMYCKY 3asiBHUKa BUPOGHUKa npoyedypa Bionycky aHHsT** peecmpayitiiHo
3acoby aHa Ha3Ba* peyosuHuU (nikapcbka 20
¢hopma, nocsioYeHHs1
YnakoBskKa)
1. ABITA3M ceftazidime uedptasug | JO1IDDO | nopolwok ans Mictpan AHrnis BUPOGHMLTBO ITania/ BHECEHHS 3MiH 3a UA/18808/01/01
nm 2 PO3UMHY iH'EKUI Kenitan roToBOro Kopes 0o peyenmom
nolr, nola6o MeHeKmeH niKkapcbKoro peecTpauiiHnx
10 chnakoHis B T NimiTeq 3acoby, mMartepianis:
KapTOHHIM BMMYCK Cepii: 3MiHn | Tuny -
Kopoo6Li ALIC JOBDAP 3MiHM 3 AKOCTi.
C.N.A., Itanis; loToBwiA
nikapcbknii
BVPOGHMLTBO 3aci6. 3MiHN Yy
Ta KOHTPO/1b BUPOBHULTBI.
AKOCTI 3amiHa abo
CTepusibHOI BBeEeHHsA
CyMiLL: [ofaTkoBoi
XAHMI ®ANH [iNbHNL
KEMIKAN KO., BMPOGHULITBA
NTA., Kopes; [O19 4aCTUHN
abo BCbOro
BVPOGHMLTBO BMPOGHNYOro
Ta KOHTPO/b npouecy
AKOCTI roToBOro
CTepusibHOI nikapcbKoro
CyMiLLi: 3acoby
ALIC JOBDAP (ainbHMLA, Ha
C.N.A., Itanis AKN
npoBOAATLCA
6yAb-sKi
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BMPOGHUYI
cTagji, 3a
BUHATKOM
BWMNYCKY Cepii,

KOHTPO/O AKOCTI
Ta BTOPVHHOTO
nakyBaHHs 4ns
CTepUIbHUX
NiKapCbKnx
3aco6is
(BKKOUALOUM
BMPOGNEHi
acenTU4HUM
MeTOoL0M), KpiM
NiKapCcbKnX
3aco6is
6ionorivuHoro/imy
HOJTOrYHOTO
NMOXOKEHHS)
BBeneHHA
[04aTKOBOT
pinbHULi ALC
LOOB®AP
C.M.A., lTania
ans
BMPOOHULITBA Ta
KOHTPO/H0
CTEPULHOI
cymiLi
uedrasngmumy
neHTarigpary 3
HaTpio
KapboHaToM.
3MiHu | TUny -
3MiHM 3 SKOCTi.
CepTtudikar
BignosigHocTi/l
E-cepTudikar
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/mo
Horpadii.

lNogaHHA HOBOroO
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

ab0 OHOB/IEHOTO
cepTudpikara
BiANOBIAHOCTI
abo BUNyYeHHs
cepTudpikara
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei:
ansa A®l; gna
BUXiQHOIO
marepiany/pear
EeHTY/NPOMIXHOT
0 NPOAYKTY, WO
BUKOPWCTOBYIOTb
cay
BMPOOHNLITBI
A®I; ana
[0NOMDKHOT
peyoBnHN
(cepTudpikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei) -
Hoswii
cepTtudikaT Big,
HOBOrO
BMPOGHUKA
(3amiHa abo
[ONOBHEHHS).
MogaHHA HOBOTO
cepTudpikaty
BiANoBIAHOCTI
€Bponeichbkiin
dhapmakonei Big,
HOBOrO
BMpOo6HMKa ACS
Dobfar S.p.A. —
Addetta

AB''O®PEH

6eTa-
anaHiH

G02CX

Tabnetkn no 400
mr; no 15
Tabnetok y
6nictepi; no 2
abo no 4

Na6opatopii
Bywapa
Pekoppaarti

®paHuis

Na6opaTopii
Bywapa
Pekopparti

®paHuis

BHECEHHS 3MiH
ao
peecTpauiiHnx
marepianis:
3MiHu | Tnny -

6e3
peyenma

UA/5702/01/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

6nictepu B
KapTOHHii
Kopoo6Li

3MiHM Wwozao
6e3nekn/edekTn
BHOCTI Ta
hapmakoHarnsg,
y. BBefeHHs
abo 3miHn g0
y3ara/ibHeHUx
JaHux npo
cuctemy
hapmakoHarnsg,
y (BBEAEHHS
y3arasibHeHUx
JaHux npo
cuctemy
hapmakoHarnag,
y, 3MiHa
YNOBHOBaXeHOoi
ocobwm,
BignoBigabHOI
3a 34jiCHEHHS
thapmakoHarnng,
Y; KOHTaKTHOT
ocobu 3
thapmakoHarnag,
y 3asBHMKa AN1A
3[iACHEHHS
thapmakoHarnag,
y B YKpaliHi,
AKLLO BOHA
BiAMiIHHA Bif
YNOBHOB&XXEHOT
ocobu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
hapmakoHarnag,
y (BkNtoYaroum
KOHTaKTHi fjaHi)
Ta/abo 3MiHu y
PO3MILLEHHI
macTep-aiina
cuctemn
thapmakoHarnag,
y) 3miHa
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

YNOBHOB&XXeHOT
0cobu 3asBHYKa,
BiANOBIga/IbHOI
3a
hapmakoHarnag,
. Oitoua
pepakuis: Paola
Pirovano.
MNponoHoBaHa
pepakuis:
Cecilia Maffei.
3MiHa
KOHTaKTHUX
OaHnX
YNOBHOB&XEHOT
0cobu 3as9BHUKA,
BignosiganbHoOl
3a
chapmakoHaring,

AJQBAHTAH®

methylprednis
olone

mMeTunnpe
[HI30M0HY
auenoHar

DO7AC1
4

kpem 0,1 %; no
5rabonoi15ry
Ty6i; no 1 Ty6i B
KapTOHHii
Kopoo6Li

JIEO ®apma
AlIC

[aHia

JIEO dapma
MaHydhakTypiH
r ltani CP/1

ITanisa

BHECEHHS 3MiH
o
peecTpauiiHnx
mMartepianis:
3minu Il Tuny -
3MiHK Wopao
6e3nekn/edekTn
BHOCTI Ta
chapmakoHarnag,
y. 3miHa y
KOPOTKii
XapaxkTepucTuLli
nikapcbKoro
3acoby, TeKCTi
MapKyBaHHSA Ta
iHCTpYKLUiT Ana
MeLMYHOro
3aCTOCYyBaHHSA
Ha nigcTasi
perynspHo
OHOBJ/IOBAHOIO
3BiTYy 3 6e3nekun
nikapcbkoro
3acoby, abo

6e3
peuyenma

He
nidnsieae

UA/0784/01/01




35

Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
nocnigpkeHs 3
6e3neku
3aCTOCYyBaHHS

nicnapeecTpauii
HWi1 nepiog, abo

nikapcbKoro
3acoby B

AK pesynbrart
OLLiHKM 3BITY 3
[ocnigpKeHb,
npoBeseHnx
BIANOBIAHO A0
nnaxy
negiaTpuyHmnx
OOChifKEHb
(PIP) (iHwwi
3MiHM) 3MiHK
BHECEHO [0
iHCTpYKLUIii gns
MeAMYHOro
3acTocyBaHHsA
nikapcbKoro
3acoby fo
posginis
"OcobnuBocTi
3aCTOCyBaHHS",
"Mo6iyHi
peakujii"
Bi4NoBigHO A0
OHOBJIEHOT
iHchopmawii 3
6e3nekun gitoyoi
pPeyoBUHN
(meTnnnpegHizo
JIOHY
auenoHary).
BBegeHHs 3MiH
NpoTArom 6-Tn
MicsauiB nicns
3aTBEPMKEHHS.
3MinHu 1l Tuny -
3MiHM Wwozo

6e3nekn/edekTn




36

Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

BHOCTI Ta
thapmakoHarnag,
y (iHLWi 3MiHK)
3MiHU BHECEHO
00 HCTpYKLUT
ANs MeAnyHoro
3aCTOCYyBaHHSA
nikapcbKoro
3acoby ao
po3ginis
"Oco6nmBoCTi
3aCcToCyBaHHS",
"Mo6iuHi
peaxuii” wono
6e3nekun
3aCTOCYyBaHHSA
nikapcbKoro
3acoby.
BBegeHHs 3MiH
NpoTArom 6-Tn
MicsauiB nicns
3aTBEPAKEHHS

A3Unon

azithromycin

asnTpomiL,
WH

JO1FAlL
0

TabneTku, BKPUTI
naiBKOBOIO
060/10HKOI0, MO
250 mr: no 3
Tabnetkv B
6nicTepi; no 2
6nictepu B
KapTOHHIM
Kopoo6Li

AT

«Apamvep,
dapma»

MonbLa

AT «Apavep
dapma»

MonbLa

BHECEHHS 3MiH
o
peecTpauiiHnx
mMartepianis:
3MiHm | TUny -
AAMiHICTpaTVBHI
3MiHW.
BunyuyeHHs
BMPOGHUYOI
LinbHULI
(BKKOUAOUM
OinbHUUI ona
AdI,
NPOMKHOro
npoaykty abo
roToBOro
nikapcbkoro
3acoby,
AinbHuU Ans
npoBefeHHs
nakyBaHHsl,

3a
peyenmom

UA/14380/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BMPOGHMKa,

BiAnoBiganbHOro
3a BUMYCK Cepiid,
micue
npoBefeHHs
KOHTPONIO cepii)
abo
noctayanbHuKa
BUXIAHOTO
marepiany,
peareHTy abo
[0NOMDKHOT
PEYOBUHM (SIKLLO
3a3HayeHo y
[0CbE)
BUAAIEHHSA
BUPOGHMKA,
BiANOBIAA/IbHOIO
3a KOHTPO/b
cepii
(3aTBEpPAKEHO:
Brpo6Huk: AT
«Afamves
Papma,
MonbLa;
BUpPO6HYK,
BiANOBiAabHNI
3a KOHTPO/b
cepii: TOB «MT
NlabopaTtopiec»,
MonbLa;
3anponoHOBaHO:
Bupo6Huk: AT
«Apamvep
Dapma»,
Monbwa;).
3MiHu | Tuny -
3MiHM 3 SKOCTi.
CepTtudikar
BignosigHocTi/l
E-cepTudikar
BiANOBIAHOCTI
€Bponencbkii




Hassa

Koo

Popma

3asiBHUK
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Kpaina
3asiBHUKA

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpauyitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

Ne n/n

Hassa
JliKapcbKo20
3aco6y

MixHapooHa
HenameHmos
aHa Hassa*

diroyoi
peyosuHuU

ATX

Bunycky
(nikapcoka
4)0pMal
ynakoska)

thapmakonei/mo
Horpadpii.

MogaHHA HOBOTO

ab0 OHOB/IEHOTO

cepTtudpikata
BiANoBigHOCTi
abo BUIyYEHHs

cepTtudpikata
BifMOBIAHOCTI
€Bponeiicbkili
thapmakonet:
ans Aol ans
BUXiQHOIO
matepiany/pear
eHTY/npomiXHOr
O NPOoAykTy, o
BMKOPUCTOBYIOTb
csy
BUPOGHNLITBI
A®L; ans
[IOMOMIXHOI
PEYOBMHN
(cepTudpikat
BiANOBIAHOCTI
€Bponeiicbkiii
chapmakoner) -
OHOB/IEHWI
cepTudikart Big
yxe
3aTBEPAXKEHOTO
BMPOGHMKa.
MopaHHs
OHOBJ1IEHOTO
cepTudikarty
BifNOBIAHOCTI
€Bponeichbkiit
chapmakonei
CEP 2007-119-
Rev 07 Big,

BUPOGHMKaA
JUBILANT

3aTBepKEHOTO

BIOSYS
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

LIMITED, India
ans pitoyoti
peyoBuHN
a3TPOMILVH
(3aTBEpPAXKEHO:
CEP 2007-119-
Rev 06
JUBILANT
PHARMOVA
LIMITED, India;
3anponoHOBaHO:
CEP 2007-119-
Rev 07
JUBILANT
BIOSYS
LIMITED, India).

A3Unon

azithromycin

asnTpomiL,
WH

JO1FAlL
0

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKOI, NO
500 wmr; no 2 abo
3 Tabnetku B
6nicTepi; no 1
6nictepy B
KapTOHHIN
Kopoo6Li

AT

«Apamvep,
dapma»

MonbLa

AT «Apavep
dapma»

MonbLa

BHECEHHS 3MiH
no
peecTpauiiHnx
mMartepianis:
3MiHn | Tuny -
AAMiHICTpaTVBHI
3MiHW.
BunyuyeHHs
BMPOGHUYOI
LinbHULI
(BKKOUAOUM
OinbHUUI ona
AdI,
NPOMKHOro
npoaykty abo
roToBOro
nikapcbkoro
3acoby,
AinbHuU Ans
npoBefeHHs
nakyBaHHs,
BUPOGHMKA,
BiANOBIAA/IbHOIO
3a BUNYCK cepiid,
micue
npoBefeHHs
KOHTPOJO cepil)

3a
peyenmom

UA/14380/01/02
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PEYOBUHM (SIKLLO
3a3HayeHo y
[0CbE)
BUAAIEHHSA
BUPOGHMKA,
BiANOBIAA/IbHOrO
3a KOHTPO/b
cepii
(3aTBEpPAKEHO:
Brpo6Huk: AT
«Afamves
dapmax,
MonbLa;
BUpPO6HK,
BiANoOBiAabHNI
3a KOHTPO/b
cepii: TOB «MT
NlabopaTopiec»,
MonbLa;
3anponoHOBaHO:
Bupo6Huk: AT
«Apamvep
Dapma»,
Monbwa;).
3MiHu | Tuny -
3MiHM 3 SKOCTi.
CepTtudikar
BignosigHocTi/l
E-cepTudikar
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/mo
Horpadii.
lMNopaHHA HOBOroO
ab0 OHOB/IEHOrO
ceptuddikata

BignoBiAHOCTI

Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
a6bo
noctayanbHuKa
BUXIAHOTO
marepiany,
peareHTy abo
[0NOMDKHOT




Hassa

Koo

Popma
Bunycky

3asiBHUK
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Kpaina
3asiBHUKA

Bupo6Huk

Kpaina
BUPOGHUKA

Peecmpayitina
npoyedypa

Ymosu
Bionycky

Peknamys
aHHS**

Howmep
peecmpayitiHo
20
nocsioYyeHHs1

Ne n/n

Hassa
JliKapcbKo20
3aco6y

MixHapooHa
HenameHmos
aHa Ha3Ba*

diroqoi
peqyosuHuU

ATX

(nikapcbka
4)0pMal
ynakoska)

abo BUIyYEHHs

BifNOBIAHOCTI
€Bponecbkiii

cepTudikata

chapmakonei:
ona Aol; ana
BUXiAHOro
martepiany/pear
eHTY/npomiXHOr
0 NpoAyKTy, L0
BMKOPUCTOBYIOTh
csy
BUPOBHULITBI
A®L; ans
[IOMOMIXHOI
peyoBUHN
(cepTudpikar
BiNOBIAHOCTI
€Bponeicbkii
chapmakonei) -
OHOBNEHNI
cepTudikart Big
yxe
3aTBEpMAXEHOro
BUPOGHMKA.
MopaHHs
OHOB/IEHOTO
cepTudikarty
BifNOBIAHOCTI
€Bpo|‘|e[7|CbKil7l
chapmakonei
CEP 2007-119-
Rev 07 Big,

BUPOGHMKaA
JUBILANT
BIOSYS

[N Oiryoi
pevoBUHM

3aTBepAKeHoro

LIMITED, India

a3UTPOMILIH

(saTBepgpKeHo:

CEP 2007-119-
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
Rev 06
JUBILANT
PHARMOVA
LIMITED, India;
3anponoHOBaHO:
CEP 2007-119-
Rev 07
JUBILANT
BIOSYS
LIMITED, India).
6. AKBAJIBPA - Cyxuii G04BX | Tabnetku, BKpUTI MEAILE HimeuuunH Bupo6HULTBO HimeuyunHa BHECEHHS 3MiH 6e3 UA/20306/01/01
eKcTpakT naiBKOBOIO ApuHaimitt a Hepo3schacosa no peyenma
KopeHs 060/10HKOI0; N0 enb MotTep HOI NPOAYKUIT, peecTpauiiHnx
BOBYYyra 20 Tabnetok, v6X & Ko. nepBrHHE Ta mMartepianis:
(Ononidis BKPUTUX KIr BTOPUHHE 3MiHn | Tuny -
radix); NNiBKOBOKO nakyBaHHs, 3MiHU 3 AKOCTI.
cyxuii 060/10HKOI0, B KOHTPO/b loToBwiA
eKcTpakT 6nicTepi; no 3 AKOCTI, BUMYCK nikapcbkni
nmcTa abo no 6 cepii: 3aci6. 3MiHN Yy
opTocugo 6nictepis B MEZAILUE BUPOBHULTBI.
HYy KapTOHHIM ApuHarimitTen 3miHa
(Orthosiph Kopoo6Li b MoTTEP iMnopTepa/amiHu
onis Mv6X & Ko. , IO CTOCYOThCA
folium); KT, BWMYCKy cepii Ta
Cyxuii HimeuunHa,; KOHTPOJIHO SIKOCTI
eKCTpaKT roToBOro
Tpasu MepBrHHE Ta nikapcbKoro
30/10TYLUH BTOPVIHHE 3acoby (3amiHa
nka nakyBaHHs, abo fofaBaHHA
(Solidagini KOHTPO/b AinbHUUI, Ha
s herba) AKOCTI: AKIN
LWanep & 3[jiCHI0ETbCS
Bptommep KOHTPO/1b/BUNPO
v6X & Ko. 6yBaHHs cepii).
KI, HimeuunHa JonasaHHsA
a/lbTepHaTUBHOT
OiNbHUUI, Ha
AKN

3[iiCHI0ETBCA
KOHTPO/b AKOCTI
roTOBOrO
nikapcbkoro
3acoby, a came
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BBOANTBLCA
fopatkosa

AiNbHUUSA. 3MiHK
Il TNy - 3MiHK 3
AKoCTi. FoTOBWIA
nikapcbknii
3aci6. KoHTposnb
roToBOro
nikapcbKkoro
3acoby. 3miHa
napameTpis
cneuudikawii
Ta/abo
[0MyCTUMMX
MeX roToBOro
nikapcbKoro
3acoby (3miHa
3HaxoAnUTLCS
nosa
3aTBEPAKEHNMM
[0MyCTUMUMK
mMexamu
cneuudikadii).
3MiHN BEPXHBLOT
[onycTumor
Mexi
cneumdikauii Ha
TEepPMiH
npuAaTHoOCTI
roToBOroO
nikapcbKoro
3acoby ans
napameTpy
«CepefHs
Maca» 3 539,1 -
595,9 mr Ha
539,1 - 610,0 mr
yepes
rirpockoniyHi
B/1ACTVBOCTI
eKCTpakTiB i, K
Hacnigok,

Nor/iIMHaHHA
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BOAM Mif yac
36epiraHHs.
7. ANEProann® azelastine asenactuH | RO1ACO | cnpeii Biatpic HimeuumnH Bupo6HuK HimeuunHa BHECEHHS 3MiH 6e3 nionsizae UA/4072/02/01
y 3 HaszaNbHUiA Xenckea a BignoBsiganbHn bo peyenma
rigpoxnop no3oBaHuit, 1 6X 3a peecTpauiiHnx
na mr/Mn, no 10 mn BVPOGHMLTBO marepianis:
y thrakoHi 3 Hepo3gacoBa 3MiHu | TUny -
HarByHYEHUM HOI NpoAYKUiT, AAMiHICTpaTVBHI
posnuoBayeM; nepBrHHe Ta 3MiHW. 3MiHa
no 1 dpnakoHy B BTOPUHHE Ha3Bu A®Il abo
KapTOHHii nakyBaHHs, [0NOMDKHOT
ynaKkoBLi KOHTPO/Ib pPEeYOBUHM.
AKOCTI Ta 3MiHa Ha3Bu
BMNYCK cepil: [0NOMDKHOT
MAJAYC peyoBuHN
rmM6X «KkucnoTta
NIMMOHHa
6e3BogHa» Ha
«Kucnota
JIMMOHH@» Yy
3B'A3KY 3i
3MiHOI0 Ha3Bu
MOHorpaaii
€8p. Papm.
3MiHN BHECEHO
B pO34in
"Cnag"
(monomixHi

peyoBUHM) B
IHCTpYKLito Ans
MeANYHOro
3aCTOCYyBaHHSA
Ta K HacnigokK -
y TekcT
MapKyBaHHs
ynakoBKM
nikapcbKoro
3aco6y. 3MiHu |
TMny - 3MiHu 3
AKOCTI.
CepTuchikat
BignosigHocTi/l"
E-ceptudikar




Hassa

Koo

Popma
Bunycky

3asiBHUK
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Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa
npoyeodypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo
20
nocsioYyeHHs1

Ne n/n

Hazga
JliKapcbKo20
3acoby

MixHapodHa
HenameHmMos
aHa Hazsa*

diroyoi
peyosuHU

ATX

(nikapcbka
4)0pMal
ynakoska)

BIAANOBIAHOCTI

€Bponeicbkiii

hapmakonei/mo
Horpadhi.

MogaHHA HOBOrO
ab0 OHOB/IEHOTO
cepTudpikaTa
BifNOBIAHOCTI
abo BUYyYEHHA
cepTudpikata
BiANOBIAHOCTI
€Bpo|‘|e[7|CbKil7l
chapmakonei:
ana A®l; ons
BUXiHOTO
martepiany/pear
eHTy/npomiXHOr
0 MPOAYKTY, L0
BMKOPUCTOBYIOTb
cay
BMPOBHULITBI
A®l; ans
[OMNOMIKHOT
PEYOBMHI
(cepTudpikar
BifnoBigHOCTI

chapmakoner)
Hoswii

HOBOTO
BUPOGHMKaA

€sponeiicb

Aitouoi

€Bpo|‘|e[7|CbKil7l

cepTudikaT Big

(3amiHa abo
[IOTOBHEHHS1)
NO/aHHs HOBOrO
CepTMd)iKaTa

BIAANOBIAHOCTI

Kilh

thapmaxonei No
CEP 2011-363 -
Rev 02 ans

PEYOBUHMN
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Ne n/n

Hassa

MixHapooHa

Hassa

Koo

Popma 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
asenactuHy
rigpoxnopuay
BiH HOBOTO
aflbTepHaTUBHON
0 BUpOOHUKa
MSN
Laboratories
Private Limited,
India
8. AMBPOKCO/1- ambroxol ambpokco | RO5CBO | po3uuH TOB «TeBa YkpaiHa Mepkne M'm6X HimeuyunHa BHECEHHS 3MiH Ges3 UA/1853/03/01
TEBA ny 6 opasnbHwuii, 7,5 YKpaiHa» (BnpobHuuTBO 0o peyenma
rigpoxnop mr/Mn; no 40 mn Hepo3schacosa peecTpauiiHnx
ng, a6o 100 mny HOI NPOAYKUIT, mMartepianis:
chnakoHi; no 1 nepBrHHa Ta 3MiHu | TUny -
nakoHy 3 BTOPVHHA 3MiHM 3 SKOCTI.
npo6koto- ynakoBka, loToBMiA
KpanenbHULEeto, KOHTPO/b nikapcbkuii
[,03yt04010 cepii; [Jo3Bin 3aci6. 3miHn y
CK/ITHOYKOI0 B Ha BMNyCcK BUPOGHULITBI.
KopooLi cepii) 3MiHn
BMNpOGYyBaHb
abo gonycTummnx
MeXx,

BCTAHOBJIEHNX Y
crneundikavisx,
nig vac
BMPOGHMLITBA
roToBOro
nikapcbKoro
3acoby
(BUNyYeHHSA
HecyTTeBOro
BMNpobyBaHHA B
npoueci
BUPOGHMLTBA)
BU/TyYEHHS
napametpa
«lpeHTudikauis»
(ans
ambpokcony Ta
Kanito copbaty)
i3 cneumdikawi
MixxonepavjiiHor
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Ne n/n

Hassa

MixHapooHa

Hassa

Koo

Popma 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
0 KOHTPO/IO
9. AHr1O- Arginine apriHiHy BO5XBO | po3uuH ans TOB YkpaiHa MpusatHe Ykpaina BHECEHHS 3MiH 3a UA/15912/01/01
BETAPIIH hydrochloride rigpoxnop 1 iHdpysin, 42 "BOPBAPT akujioHepHe no peyenmom
ng, mr/mn no 100 mn C PAPMA" TOBapuCTBO peecTpauiiHnx
y nasawygi, no 1 "IHdpy3ia" mMartepianis:
naswWwLi y 3MiHn | Tuny -
Kopoo6ui 3 3MiHU 3 AKOCTI.
KapTOHY loToBwMiA
nikapcbknii
3aci6. 3MiHn Yy
BUPOBHULTBI.
3MiHa po3mipy
cepii
(BKKOUALOUM
AianasoH
po3mipy cepir)
roToBOro
nikapcbkoro
3acoby
(36inbLUEHHA 80
10 pasis
NOPIBHAHO i3
3aTBEPLKEHNM
po3mipom)
BBE/EeHHS
[0AaTKOBOrO
po3mipy cepii
roToBOro
nikapcbKoro
3acoby 6000,00
N B ;ONOBHEHHSA
[0 BXe
3aTBEPIXEHOr0
po3Mipy cepil
2000,00 n
10. APUTMIN amiodarone amiogapoH | CO1BDO | tabnetkn no 200 My6niyHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 3a UA/20616/01/01
y 1 mr, no 10 akuioHepHe akuioHepHe no peyenmom
rigpoxnop Tabnetoky TOBapucTBo TOBapuCTBO peecTpauiiHnx
nay 6nictepi; no 2 "HaykoBo- "HaykoBo- Martepianis:
abo 5 6nicTepiB BMPOGHUYNIA BMPOGHWYNIA 3MiHu | TUny -
y navui LeHTp LeHTp 3MiHM 3 SKOCTi.
"Bopuiariscb "BopLuariBcbk CepTuchikat
KW XiMiKo- WA XiMiKO- BignosigHocTi/l




MixHapooHa

Hassa

Koo
ATX

Popma
sunycky

3asBsHUK
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Kpaina
3asBHUKa

Bupo6HuUK

Kpaina
BUPOGHUKa

Peecmpayitina
npoyedypa

E-cepTudhikat

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo
20

noceioyeHHs

Ne n/n

Hassa
I."'Kapcbl(oeo
3aco6y

HenameHmos
aHa Ha3sa*

diroyor
peyosuHU

(nikapceka
4)0pMal
ynakoska)

chapmaveBT
NYHWIA
3aBog”

thapmauesTny
HWi1 3aBOg"

BiANOBIAHOCTI
€Bponeiicbkiii
thapmakonei/mMmo

Horpadii.
rlogaHHsi HOBOTO

ab0 OHOBJIEHOTO
cepTudikara
Bi4NOBIAHOCTI
abo BU/TyYEHHs
cepTudpikata
Bi4NOBIAHOCTI
€Bponeiicbkili
thapmakonei:
ona A®l; ana
BUXiHOTO

martepiasny/pear
eHTY/NpOoMDKHOT
0 NpoaykTy, Wwo
BUKOPUCTOBYIOTH
cay
BMpO6HV|U|TBi
A®I; ans
[OMNOMIKHOT
PEYOBMHU
(ceptudhikar
BiANOBIAHOCTI
€Bponelicbkili
thapmakone) -
HoBwii
cepTudikar Big,
HOBOTO
BMPOGHMKa
(3amiHa a6o
[JOMOBHEHHS) -

ceptudpikata
BignosigHoCTi

MoAaHHA HOBOTO

€Bponeiicbkiii

cpapmaronei No

CEP 2003-216 -
Rev 10 ansa

aitoyoi
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

peyvoBUHN
Amiodarone
hydrochloride
Big, HOBOTO
BMpOOHUKa
ALIVUS LIFE
SCIENCES
LIMITED, IHgjsa
(AONOBHEHHS).
AK Hacnigok,
3MiHM B
cneumdikauii
[N KOHTPOSTIO
nito4oi
peyoBUHN
BMPOGHMLITBA
ALIVUS LIFE
SCIENCES
LIMITED, Ingis,
a came
[I0MOBHEHO
cneuudikauito
BMMOramu ans
nokasHuKka
«3a/IMLLKOBI
PO3YMHHUKN: 2-
nponaxon
(C3H80) He
6inbLe 0,4 %
(4000 ppm)».
CynyTHS 3miHa -
3MiHM 3 SKOCTi.
A®I. KoHTponb
A®l. 3miHa y
napameTpax
cneuudikawii
Ta/abo
[0NyCTUMUX
MeXx,
BM3HAYEHUX Y
cneuudikavisx
Ha A®l, abo
BUXigHWA/MpOMI
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

XHUIA
npoaykT/peareH
T, Wo
BUKOPWCTOBYIOTb
cAa 'y npoueci
BMPOGHMLITBA
AdI
(4ONOBHEHHSA
cneumdikauii
HOBUM
NOKa3HNKOM
AKOCTI Ta
BignoBiAHUM
MeToAoM
BMNPOOYBaHHS)
3MiHu | TUny -
3MiHM 3 SKOCTi.
A®I. KoHTponb
A®l. 3miHa y
MeToaax
BMNPOGYBaHHSA
Adl abo
BUXIAHOIO
martepiany/npom
DKHOrO
npoaykTy/peare
HTY, WO
BMKOPWCTOBYETb
cAa 'y npoueci
BMPOGHMLITBA
A®I (iHWi 3MiHK
y MeTogax
BMNPOGYBaHHSA
(BKNtoyatoUn
3aMiHy abo
[0MNOBHEHHS)
Adl abo
BMXiAHOro/npomi
XXHOTO NPOAYKTY)
[0AaBaHHSA
MeToAMKN
KOHTPONO Ans
BWU3HAYEHHS
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
nokasHuKa
«3aNLLKOBI
PO3UYUNHHUKN»
(aey/ed
2.2.28)
11. APIC meropenem meponeHe | JO1DHO | mopowok ans CaH IHAis CaH IHAis BHECEHHS 3MiH 3a He UA/12235/01/01
M 2 PO34MHY Ans dapmMacbioT dapmacbloTukK ao peyernmom nionszae

iHcpysiii no 500 nkan an lHpacTpi3 peecTpauiiHnx
mr; conakoH 30 IHpacTpi3 Nimiten marepianis:
MJ1 i3 NPO30poro Nimiten 3MiHu | Tuny -
ckna, 3a4nMHeHwui 3MiHK wopao
Cipoto rymoBoto 6e3nekn/edekTn
npoobKoto i BHOCTI Ta
BiApVIBHOO thapmakoHarnag,
KPULLIKOIO, B y. 3MiHN Yy
KapTOHHil KOPOTKiii
KopooLi XapaKkTepucTuLli

nikapcbkoro
3aco0y, TeKCTi
MapKyBaHHSA Ta
IHCTpYKLUii gns
MeAMYHOro
3aCTOCYyBaHHSA
reHepuyHUx/riop
naHnx/6ionoaioH
MX NiKapCbKnX
3acob6is nicns
BHECEHHA Tiel
camoi 3MiHM Ha
pedepeHTHUI
npenapar (3miHa
He notpebye
HajaHHA
XOLHNX HOBUX
[00aTKOBUX
AaHnx). 3MiHn
BHECEHO A0
IHCTpYKUiT Ans
MeLMYHOro
3aCTOCYyBaHHSA
nikapcbKoro
3acoby ao
po3gainis
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nNiKapcbknmmn
3acobamu Ta
iHLWIi BUAN
B3aemMogiin",
"Oco6nueocTi
3aCTOCyBaHHS",
"3acTocyBaHHA
y nepiog
BariTHocTi abo
rogyBaHHs
rpyAato,
"3paTHiCTb
BNAMBaTV Ha
LIBUAKICTb
peaxuii npu
KepyBaHHi
aBTOTPaHCNOPTO
M a60 iHWMMK
MexaHiamamu",
"Cnoci6
3aCTOCYyBaHHSA
Ta gosun",
"Mepepno3yBaHH
", "Mo6IYHI
peakui"
BigNoBigHO A0
pedhepeHTHOro
nikapcbKkoro
3acoby
MepoHewm,
NOPOLLIOK ANsi
PO34nHY AN1A
iH'ekuili abo
iHdpy3ii. 3miHu |
™Mny - 3MiHu
wozno
6e3nekn/edextn

BHOCTI Ta

Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
"®apmakonoriyHi

BnacTueocTi”,

"Moka3aHHs",

"B3aemogis 3

IHWMMK
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
hapmakoHarnsg,
y. 3miHa y
KOPOTKii
XapakTepucTuui

nikapcbKoro
3acoby, TeKCTi
MapKyBaHHA Ta
IHCTPYKLUiT Ana
MeLMYHOro
3aCTOCYyBaHHSA
Ha nigcTasi
perynspHo
OHOBJ/10BAHOIO
3BiTYy 3 6e3nekun
nikapcbKkoro
3acoby, abo
nocnimkeHs 3
6e3neku
3aCTOCYBaHHSA
nikapcbKoro
3acoby B
nicnspeecTpauiii
HWi1 nepioa, abo
AK pesynbTar
OLLiHKM 3BITY 3
LocCNifpKeHb,
npoBeAeHnx
BigMNoBigHO A0
nnaxy
neajiaTpnyHmx
[ocnigpkeHb
(PIP) (3miHy
Y3rOfKEHO 3
KOMNETEHTHUM
YNOBHOBaXXEHUM
opraHom). 3MiHu
BHECEHO 0
IHCTpYKUiT Ans
MeLMYHOro
3aCTOCYyBaHHSA
nikapcbKoro
3acoby ao
po3ginis:
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
"OcobnunBocTi
3aCTOCyBaHHS",
"Mo6iyHi
peakujii" woao
6e3neku
3acToCyBaHHsA
njtoyoi
peyoBUHN
MeponeHem
BigNoBigHO A0
pekomeHpaLili
PRAC.
12. APIC meropenem MeponeHe | JO1DHO | nopoluok ans CaH IHais CaH IHais BHECEHHS 3MiH 3a He UA/12235/01/02
M 2 pO34nHy Ans dapmacbioT PapmMacbloTukK no peyenmom nionsizae
iHdpysimno 1, nKan an IlHgacTpis peecTpauiiHnx
chnakoH 30 mn i3 IHoacTpi3 Nimitep mMartepianis:
nNpo30poro ckna, Nimiteq 3MiHu | TUny -
3a4nHEHNI 3MiHn Wwopo
Cipoto rymMoBOto 6e3nekn/edextu
NPO6KOIO i BHOCTI Ta
BiAPUBHOIO hapmakoHarnsg,
KPWLLIKOO, B y. 3MiHN Y
KapTOHHii KOPOTKiit
Kopoo6Li XapakTepucTuui

nikapcbKoro
3acoby, TeKCTi
MapKyBaHHs Ta
IHCTPYKLUiT Ana
MeAMYHOro
3acToCyBaHHsA
reHepuyHUX/riop
naHux/6ionoaioH
MX NiKapCbKnX
3acobis nicns
BHECEHHS Tiel
camoi 3MiHM Ha
pedbepeHTHUIA
npenapart (3miHa
He noTpebye
HafaHHs
XOLHNX HOBUX
[,04,aTKOBMX
AaHnx). 3MiHn




Ne n/n
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Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHA**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

BHECEHO A0
IHCTpYKUiT Ans
MeLMYHOro
3aCTOCYyBaHHSA
nikapcbKoro
3acoby go
po3ginis
"PapMakonorivHi
BNacTuBOCTI",
"Moka3aHHA",
"B3aemogis 3
IHWKMK
niKapCbKUMmn
3acobamu Ta
iHLWIi BUAN
B3aemMogijin",
"Oco6nmnBoCTi
3aCcToCyBaHHSA",
"3acTocyBaHHSA
y nepiog
BariTHOCTi abo
rofyBaHHs
rpyAato,
"3paTHicTb
BN/MBATU Ha
LIBUAKICTb
peakuii npn
KepyBaHHi
aBTOTPaHCNOPTO
M abo iHWuMK
MexaHismamu®”,
"Cnoci6
3acTocyBaHHsA
Ta gosn”,
"Mepepno3ysaHH
A", "Mo6iuHi
peakujii"
BiA4NoBigHO A0
pedepeHTHOro
nikapcbKoro
3acoby
MepoHewm,
NMOPOLLIOK A/15
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

PO34nHY An1A
iH'ekuili abo
iHdpy3ii. 3miHu |
™Mny - 3MiHu
wozno
6e3nekn/edextn
BHOCTi Ta
thapmakoHarnag,
y. 3miHa y
KOPOTKiii
Xapakrepuctui
nikapcbKkoro
3aco0y, TeKCTi
MapKyBaHHA Ta
IHCTpYKLUii gns
MeAMYHOro
3aCTOCYBaHHSA
Ha nigcTasi
perynspHo
OHOBJ/IIOBAHOI0
3BITYy 3 6e3nekn
nikapcbKoro
3acoby, abo
nocnigpkeHs 3
6e3neku
3aCTOCYyBaHHSA
nikapcbKkoro
3acoby B
nicnsipeecTpauiii
HWi1 nepiod, abo
AK pesynbTart
OLjiHKM 3BITY 3
LOCAigpKEHD,
npoBefeHnx
Bi4NoBigHO A0
nnany
negjaTpnyHmx
nocnimkeHb
(PIP) (3miHy
Y3rO[KEHO 3
KOMNETEHTHUM
YNOBHOBaXKEHUM
OpraHom). 3miHu
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BHECEHO A0
IHCTpYKUiT Ans
MeLMYHOro
3aCTOCYyBaHHSA
nikapcbKoro
3acoby go
po3ginis:
"Oco6nmnBoCTi
3aCcTOCyBaHHSA",
"MoGiuHi
peaxuii” wono
6e3neku
3aCTOCYyBaHHSA
nito4oi
PeyYoBUHM
MeporneHeMm
Bi4NoBigHO A0
pekomeHgauii
PRAC.
13. APMAJNH® - apmMagiH NO7XX | Tabnetku TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH 3a He UA/12306/01/01
NOHr (2-eTun-6- NpPOJIOHroBaHol "MIKPOXIM" «MIKPOXIM», 4o peyenmom nionsizae
mMeTun-3- Aii no 300 mr; no Ykpaina peecTpauiiHnx
rigpokeuni 40 Tabnetok y (FOpuamnyHa mMartepianis:
pnanHy 6aHuj; no 1 agpeca 3MiHn | Tuny -
CyKuuHaT) 6aHuj B mauui 3 BMPOGHKIKa; 3MiHU 3 AKOCTI.
KapToHy; no 10 BignoBigabHU loToBwMiA
Tabnetok y 11 3a BUNyCK nikapcbkni
6nicTepi, no 2, cepii, He 3aci6. Cuctema
no 3 a6o no 4 BK/IHOHAK0UMN KOHTelHep/3aky
6nictepy y nauui KOHTPONb/BUN noptoBasibHNIA
3 KapTOHY pobyBaHHs 3aci6. 3miHa
cepir; po3mipy
BiANOBIAa/IbHA yrnaKkoBKu
3a roToBOro
BUPOGHMLTBO nikapcbKoro
Ta 3acoby (3miHa
KOHTpONb/BUN KiNIbKOCTI
po6yBaHHs OAVHULb
cepii, (Hanpwknag
BK/IHOHAK0UMN TabneTok,
BUNycK cepii); amnyn ToLLo) B
AT ynakoBLi:) -
"Jly6Hndpapm”, 3MiHa y
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
YkpaiHa [nAianasoHi
(BignoBigansbH 3aTBEPAKEHNX
uii 3a po3mipiB
BUPOOHNLTBO yNaKoBKu.
Ta JopasaHHA A0
KOHTpPONb/BUN 3aTBEpPKEHOro
po6yBaHHS po3mipy
cepii, He ynakoBku (no 40
BK/THOYAOUN Tabnetok y
BUMYCK cepii) 6aHuj; no 1

6aHLi B navuyi 3
KapToHy; no 10
Tabnetok y
6nictepi, no 4
6nicTepn y nauui
3 KapTOHy)
[0AaTKOBOTO
BUAY YNaKoBKW
(no 10 TabneTok
y 6nictepi, no 2,
no 3 6nictepny
nauui 3
KapToOHy), 3
BiANOBIAHUMY
3MiHaMun B
po3gin
«YnaKkoBKa»
MKSA N3.
MepBUHHWIA
naKyBaslbHWi
mMarepian He
3MiHMBCS.
3aTBepKeHo:
no 40 Tabnetok
y 6aHui; no 1
6aHLji pasom 3
iHCTpyKUi€eto Ans
MeAMYHOro
3acToCyBaHHSA y
nauuj 3 KapToHy.

no 10 TabneTtok
y 6nicTepi, no 4
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

6nictepn pasom
3 IHCTPYKLi€t0
ANs MeAnyHoro
3aCTOCYyBaHHA Y
nauui 3 KapToHy.

3anponoHoBaHo:
no 40 TabneTok
y 6aHuj; no 1
6aHuji pa3om 3
IHCTpYKUieo ans
MeLMYHOro
3aCTOCYyBaHHS B
nauui 3 KapToOHy.
no 10 Tabnetok
y 6nicTepi, no 2
6nictepu pasom
3 IHCTPYKUiED
AN MegnvHoro
3aCTOCYyBaHHA Y
nauuj 3 KapToHy.
no 10 Tabnetok
y 6nictepi, no 3
6nictepn pasom
3 iHCTpYKLUi€eto
ANs MegnvHoro
3aCTOCyBaHHS y
nauuj 3 KapToHy.
no 10 Ta6neTok
y 6nicTepi, no 4
6nictepu pasom
3 IHCTPYKLi€t0
ANsi MegnvHoro
3aCTOCYyBaHHA Y
nauui 3 KapToHy.
3MiHU BHECEHO
B po3gin
"YnakoBka" B
IHCTpYKLilo Ans
MeAMYHOro
3aCTOCYyBaHHA Y
3B'A3KY 3
BBE/IEHHAM
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Homep

Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionycKy

Peknamys
aHHsT**

peecmpayiiiHo
20
nocsioYeHHs1

[0AaTKOBUX
ynakoBOK Ta 5K
HacnigokK -
3aTBEPAKEHHS
TeKcTy
MapKyBaHHs1
[0AaTKOBUX
ynakoBOK
nikapcbKkoro
3acoby.
BBeaeHHs 3MiH
npoTArom 6-Tu
MicsyiB micns
3aTBEPMKEHHS
3MiHun | Tuny -
3MiHVM 3 AKOCTI.
loToBwiA
nikapcbknii
3aci6. 3MiHN Yy
BUPOBHULTBI.
3MiHn
BMNpOGYyBaHb
a6o fonycTuMumx
MeXx,
BCTaHOB/IEHUX Y
cneundikavisx,
nig yac
BMPOGHMLITBA
roToBOro
nikapcbkoro
3acoby
(BUNyYeHHA
HecyTTeBOro
BMNPOOYyBaHHA B
npoueci
BMPOGHMLTBA)
BU/TYYEHHS
KOHTpO/I0
nokasHuKka
«lgeHTudikauisa
TUTaHy
iokcnay» Ha

cTagji
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
«HaHeceHHs
PO3UMHY
MOKPUTTSA Ha
TabneTku-
Anpax».
14. APMAJVH® - apmMagiH NO7XX | TabneTku TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 3a He UA/12306/01/02
NOHIr (2-eTun-6- NPOSIOHroBaHo| "MIKPOXIM" «MIKPOXIM», no peyenmom nionsi2ae
MeTun-3- 4ii no 500 mr; no YkpaiHa peecTpauiiHnx
rigpokecuni 40 TabneTtok y (FOpuagnyHa marepianis:
puavnHy 6aHuj; no 1 agpeca 3MiHu | Tuny -
CyKUMHaT) 6aHLi B nayyi 3 BUPOGHMKA; 3MiHM 3 SKOCTi.
KapToHy; no 10 BiANOBIAa/IbHU loToBMiA
Tabnetoky 11 3a BUNyCK nikapcbknii
6nictepi, no 2, cepii, He 3aci6. Cuctema
no 3 abo no 4 BK/IHOYAOYM KOHTeliHep/3aky
6nictepy y nauui KOHTpONb/BUN noproBasibHuWi
3 KapTOHYy pobyBaHHSA 3aci6. 3miHa
cepii; po3mipy
BignoBsiganbHn ynakoBKu
n3a roToBOro
BVPOGHMLTBO nikapcbKoro
Ta 3acoby (3miHa
KOHTPONb/BUN KiNIbKOCTI
pobyBaHHs OANHULb
cepit, (Hanpuknag,
BK/IHOHAK0UMN TabneTok,
BWMYCK cepil); amnyn ToLo) B
AT ynakosLi:) -
"y6Hndapm”, 3miHa y
Ykpaina AianasoHi
(BignoBigansH 3aTBepKEHNX
nii 3a po3mipiB
BVPOGHMLTBO yMakoBKM.
Ta JlopgaBaHHA g0
KOHTPO/L/BUMN 3aTBEPKEHOrO
pobyBaHHs po3mipy
cepii, He ynakoBku (no 40
BK/IHOHAK0UMN TabneTok y
BUMYCK cepii) 6aHuj; no 1

6aHLi B mayuyj 3
KapToHy; no 10
Tabnetok y
6nictepi, no 4
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

6nicTepn y navui
3 KapTOHY)
[04aTKOBOTO
BUAY YNaKoBKW
(no 10 TabneTok
y 6nictepi, no 2,
no 3 6nictepn y
nauui 3
KapToHy), 3
BigNoBiAHMMMN
3MiHamu B
po3gin
«YnakoBKa»
MKSA N13.
MepBuHHWIA
nakyBaslbHUI
mMaTtepian He
3MIHMBCS. 3MiHK
BHECEHO B
po3gin
"YnakoBka" B
iHCTpYKLilo Ans
MeAMYHOro
3aCTOCYBaHHS y
3B'A3KY 3
BBE/IEHHAM
[04,aTKOBMX
yNaKkoBOK Ta K
Hacnigok -
3aTBEPMAKEHHS
TeKcTy
MapKyBaHHS
[,04,aTKOBMX
yNakoBOK
nikapcbKoro
3acoby.
BBegeHHs 3MiH
NpoTArom 6-Tn
MicsauiB nicns
3aTBEPMKEHHS.
3MiHu | TNy -
3MiHM 3 AKOCTI.
loToBMIA
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

nikapcbknii
3aci6. 3MiHn y
BMPOGHULTBI.
3MiHn
BMNPO6YBaHb
abo gonycTummx
Mex,
BCTaHOB/IEHUX Y
cneuudikalisix,
nig vac
BUpOBGHULTBA
roToBOroO
nikapcbKoro
3acoby
(BUNYyYeHHSA
HecyTTEBOro
BUNPOBYBaHHSA B
npoueci
BMPOGHMLTBA)
BUTYYEHHS
KOHTPO/I0
nokasHuKa
«lpeHTudpikauis
TUTaHy
aiokengy» Ha
cragji
«HaHeceHHs
PO3UMHY
MOKPUTTS Ha
Tabnetku-
agpa».

15.

APTUKATHY
rIAPOXOPU,

articaine

apTukainy
rigpoxnop
na

KpUcTanivyHmi
NMOPOLLIOK
(cybeTaHuis) y
noAgiliHmnx
nonieTuIeHoBMX
naketax gns
hapmaLeBTUYHO
0 3aCTOCYBaHHS

TOBAPWUCT
BO 3
OBMEXXEH
oo
BIAMOBIJA
NbHICTIO
«KOPMOPA
s
«3[J0POB'A

»

YkpaiHa

EcCiAi
PAPMTEX,
IHK.

TaliBaHb

BHECEHHS 3MiH
o
peecTpauiiHnx
mMartepianis:
3MiHa 3asBHMKa
N3 (MIBMM)
(BnacHuka
peecTpavuiiiHoro
NocCBiAYEHHS)
(3rigHO Haka3zy
MO3 Big
23.07.2015 Ne

UA/15705/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
460)
16. ACKOPIN - canbbyta | RO5CAL | Ttabnetku, neHmapk IHais neHmapk IHais BHECEHHS 3MiH 3a UA/11237/01/01
Mony 0 Tabnetku no 10 dPapmacbioT PapmacboTuK no peyenmom
cynbdart, TabneTok y vkans Jita. ans 1. peecTpauiiHnx
6pomrekcu 6nictepi; no 1 mMartepianis:
HYy abo no 2, abo 3MiHn | Tuny -
rigpoxnop no 5 6nictepis B 3MiHU 3 AKOCTI.
na, KapTOHHii loToBwMiA
reaindpeHe ynakoBLj nikapcbknii
3UH 3aci6. KoHTponb
roToBOro
nikapcbkoro
3acoby. 3miHa y
MeToaax
BMNPOGYBaHHSA
roToBOro
nikapcbKoro
3acoby
(He3HayHa 3mMiHa
y 3aTBEPKEHNX
mMeToAax
BMNPOOYBaHHS)
3MiHa B
MeToANKY
BMNpPOGYBaHHSA
3a NOKa3HUKOM
"KinbkicHe
BU3HAYEHHS.
Canbbytamon i
reandeHesnH",
a came
YTOYHEHO, LU0
KOHTPONbHUM
PO34YMHOM €
pyxoma hasza
17. ATEHATUB antithrombin Ill | AHTuTpom | BO1ABO | nopoLuok Ta OkTadhapma ABCTpIst BUPOGHMLTBO LLBeuisi/ BHECEHHS 3MiH 3a UA/17557/01/02
1000 MO 6iH Il 2 PO3YMHHWK NS $apmaueBT Big nnasmu o | HimeyunHa/ no peuenmom
po3unHy anA nka in bulk ABcTpis peecTpauiiHnx
iHdpysin, 50 MpoayKTioHC NpPOAYKTY, Martepianis:
MO/mn; 1 rec. m.6.X. nepBuHHA 3MiHu | TUny -
NaKkoH 3 yrnakoBka Ta 3MiHM 3 SKOCTi.
MOPOLLKOM MapKyBaHHS 3MiHn go

(1000 MO) Ta 1

NOPOLLKY AN

peecTpaujiiHoro
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
hnakoH 3 PO34mnHy Ans nocBiAYeHHSA
PO3UYNHHMKOM iHdpysii, BHAC/MiJOK IHLWINX
(20 mn) B BMNYCK cepii perynaTopHmx
KapTOHHil KiHL,EBOro npoueayp.
KopooLi NPOAYKTY NMM®/BA3®
(nopowok ans (macTtep-chaiin
PO34nHyY Ans Ha
iHchysii Ta nnasmy/3aranbH
PO3UYNHHNK): uii chaiin Ha
OxkTadapma BaKLMHHWI
AB, LLBeuis; aHTUrEH).
BMNPOBYBaHHSA BkitoyeHHs
wono HOBOTO,
Bi3yaslbHOro OHOBJ/IEHOr0 260
KOHTPOJ/I0, 3MiHEeHoro
nepesipku macTep-aiina
uinicHocTi gns Ha nnasmy y
NOPOLLKY ANA peecTpadiiiHe
PO34KHY Ans [OCbE Ha
iHdpysii, nikapcbkuii
MapKyBaHHS, 3aci6
BTOPVIHHE (npouepypa 2-ro
nakyBaHHs etany ans
KIHL,EBOro MMo)
NpoAyKTYy (BKMOYEHHSA
(nopolok ans OHOB/1IEHOTO/3Mi
PO3umnHy Ans HEHOro macrep-
iHdhysin Ta thaiina Ha
PO3UNHHUK): nnasmy, kLo
OkTaghapma 3MiHN He
[Leccay Mm6X, BNAVBalOTb Ha
HimeuyuunHa,; B/1ACTUBOCTI
BMNPOBYBaHHSA roToBOro
wono NiKapcbKoro
Bi3yasIbHOro 3acoby).
KOHTpOJIIO, BKNHOYEHHSA
nepes.ipKu OHOBJIEHOr0
uinicHocTi gns mMacTep-aiina
NOPOLLKY ANA Ha nnasmy y
PO34mnHy Ans peecTpadiiiHe
iHdpysii: [0CbE Ha
OkTaghapma nikapcbknii
dapmaleBTUK 3aci6: PMF
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
a Certificate no:
MpopykTioHcre EMEA/H/PMF/0
c. m.6.X., 00008/05/11/032/
ABCTpiIS; G.
BUPOGHMLTBO
PO3UYNHHKKA:
Contodhapm
dapmaLonTiLL
e EpuoiirHicce
rm6X,
HimeuunHa
18. ATEHATUB antithrombin Il | AWTuTpom | BO1ABO | nopoLuok Ta OkTachapma ABcTpis BVMPOGHMLTBO LWsewis/ BHECEHHS 3MiH 3a UA/17557/01/02
1000 MO GiH I 2 PO3YMHHWK 4N dapmaueBT BiZ nnasmun oo HimeuvunHa/ bo peyenmom
pO34nHy Ans nka in bulk ABCTpist peecTpauiiHnx
iHdpysin, 50 MpopaykTioHe NPOAYKTY, marepianis:
MO/mn; 1 rec. m.6.X. nepBuHHA 3MiHu | TUny -
h1akoH 3 ynakoBka Ta 3MiHM 3 AKOCTi.
NOPOLLIKOM MapKyBaHHS 3MiHn go
(1000 MO) Ta 1 NOpPOLLKY Ans peecTpadujiiHoro
h1akoH 3 pO34nHy Ans NoCBigYEHHSA
PO3UYNHHUKOM iHdpysin, BHACMIAOK iHLLNX
(20 mn) B BUNYCK cepii perynaTopHux
KapTOHHii KiHLLeBOro npoueayp.
Kopoo6Li npoaykTy MM®/BA3®
(nopowok ans (macTtep-chaiin
pO34nHy Ans Ha
iHdysini Ta nnasmy/3arajibH
PO3YUHHNK): uii chaiin Ha
OkTathapma BaKLWHHWI
AB, LLiBewjs; aHTUreH).
BUMNPOOYBaHHA BktoueHHA
wono HOBOTO,
Bi3yaslbHOro OHOBJ/IEHOr0 260
KOHTPOSO, 3MiHEHoro
nepe.ipkn mMacTep-caiina
inicHocTi ans Ha nnasmy y
NOpOLLKY AN peecTpaljiiHe
pO34nHy Ans [OCbE Ha
iHdpysin, nikapcbkni
MapKyBaHHs1, 3aci6
BTOPVHHE (npouepypa 2-ro
nakyBaHHs etany ans
KiHLEBOro Vo)
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
NpoAyKTYy (BKMOYEHHSA
(nopolok ans OHOB/1EHOrO/3Mi
PO3umnHy Ans HEHOro macrep-
iHdhysin Ta thaiina Ha
PO3YNHHUK): nnasmy, kLo
OkTaghapma 3MiHN He
[Leccay M'm6X, BNAVBalOTb Ha
HimeuyuunHa,; B/1ACTUBOCTI
BMNPOBYBaHHSA roToBOro
wono nikapcbKoro
Bi3yasIbHOro 3acoby).
KOHTpOJIIO, BKNHOYEHHSA
nepes.ipKu OHOBJIEHOr0
uinicHocTi gns mMacTep-aiina
NOPOLLKY AnA Ha nnasmy y
PO34mnHy Ans peecTpadiiiHe
iHdpy3ii: [0CbE Ha
OkTaghapma nikapcbknii
dapmaueBTmK 3aci6: PMF
a Certificate no:
MpogaykTioHcre EMEA/H/PMF/0
c. Mm.6.X., 00008/05/11/034/
ABCTpIS; G
BVPOGHMLTBO
PO3UMHHYIKA:
Contochapm
dapmavonTiLL
e Epuoiirnicce
M6X,
HimeuunHa
19. ATEHATUB antithrombin Ill | AHTuTpom | BO1ABO | nopoLuok Ta Okradapma ABCTpif BVPOGHMLTBO Lseuisi/ BHECEHHS 3MiH 3a UA/17557/01/02
1000 MO 6iH 1l 2 PO3YMHHVK AN $apmaueBT Big nnasmu o | HimeuunHa/ no peuenmom
po34nHy AnA nka in bulk ABCTpIs peecTpauiiHnx
iHdpysii, 50 MpoayKTioHC NPOAYKTY, mMartepianis:
MO/mn; 1 rec. Mm.6.X. nepBuHHA 3MiHu | TNy -
hnakoH 3 ynakoBka Ta 3MiHU 3 SKOCTI.
NOPOLLKOM MapKyBaHHs 3MiHu g0
(1000 MO) Ta 1 NOpPOLLKY ANns peecTpadjiiHoro
h/1aKoH 3 PO34mnHy Ans nocBigYeHHs
PO3YNHHWKOM iHdpysin, BHAC/iJOK IHLWNX
(20 mn) B BUNYCK cepii perynsaTopHux
KapTOHHiM KiHL,EBOro npoueayp.
Kopoo6Ui NPoAYKTY NMM®/BA3®
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

(nopowok ans
pO34nHy Ans
iHchy3in Ta
PO3YUHHNK):
OkTathapma
AB, LUBeuis;
BMMNPOBYBaHHSA
wozno
Bi3yaslbHOro
KOHTPOSHO,
nepe.ipku
inicHocTi ans
NOPOLLKY ANt
pO34nHy Ans
iHdpysin,
MapKyBaHHS,
BTOPVHHE
nakyBaHHs
KiHLLeBoro
NpoAyKTy
(nopowok ans
PO34KHY Ans
iHchysii Ta
PO3UYNHHNK):
OxkTadapma
[eccay 'mM6X,
HimeyumnHa;
BMNPOBYBaHHSA
wozno
Bi3yaslbHOro
KOHTPOSHO,
nepe.ipku
inicHocTi ans
NOPOLLKY ANsi
pO34nHyY Ans
iHdpysin:
OxkTadapma
dapmaueBTuK
a
MpogaykTioHcre
c. m.6.X.,
ABCTpIS;
BUPOGHMUTBO

(macTtep-chaiin
Ha
nnasmy/3arajbH
uii chaiin Ha
BaKLHHWI
aHTUreH).
BKNOYEHHA
HOBOTO,
OHOB/IEHOrO 260
3MiHEeHOro
mMacTep-aiina
Ha nnasmy y
peecTpadiiiHe
[OCbE Ha
nikapcbknii
3aci6
(npouepypa 2-ro
etany ans
MM®)
(BK/IOYEHHSA
OHOBJ/IEHOTO/3Mi
HeHoro mactep-
thaiina Ha
nnasmy, siKLLLo
3MiHU He
BN/IMBAKOTb Ha
B1ACTMBOCTI
roToBOro
nikapcbKoro
3acoby).
BKNoYEeHHA
OHOB/IEHOr0
MacTep-arina
Ha nnasmy y
peecTpadiiiHe
[0CbE Ha
nikapcbknii
3aci6: PMF
Certificate no:
EMEA/H/PMF/0
00008/05/11/035/
G
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
PO3UMHHYIKA:
Contochapm
dapmavonTiLL
e Epuoiirnicce
M6X,
HimeuunHa
20. ATEHATUB 500 | antithrombin Ill | AHTuTpom | BO1ABO | nopoLlok Ta OkTtadapma ABCTpIf BVPOGHMLTBO Lseuisi/ BHECEHHS 3MiH 3a UA/17557/01/01
MO 6iH 1l 2 PO3YMHHVK AN $apmaueBT Big nnasmu o | HimeuunHa/ no peuenmom
po34nHy Ans nka in bulk AscTpisi/ peecTpauiiHnx
iHdpysii, 50 MpoayKTioHC NPOAYKTY, HimeuyunHa mMartepianis:
MO/mn; 1 rec. Mm.6.X. nepBuHHA 3MiHu | TUny -
nakoHy 3 ynakoBka Ta 3MiHM 3 SKOCTI.
nopotukom (500 MapKyBaHHs 3MiHu g0
MO) ta 1 NOpPOLLKY ANns peecTpadjiiiHoro
h/1aKoH 3 PO34mnHy Ans nocBigYeHHs
PO3UYNHHWKOM iHdpysin, BHAC/iJOK IHLWNX
(10 mn) B BUNYCK cepii perynsaTopHux
KapTOHHif KiHL,EBOro npoueayp.
Kopoo6Li NPOAYKTY NMM®/BA3®
(nopoluok ans (macTtep-chaiin
PO34mnHy Ans Ha
iHdpysin Ta nnasmy/3arabH
PO3YUHHNK): uii cpaiin Ha
OkTaghapma BaKUVHHWI
AB, LBeuis; aHTUreH).
BUNPOOYBaHHA BktoueHHsA
wono HOBOTO,
Bi3ya/lbHOTO OHOB/IEHOro abo
KOHTPOSIO, 3MiHEHOro
nepesipku macTtep-aiina
uinicHocTi gns Ha nnasmy y
NopoLLKy ANsi peecTpaljiiHe
PO34mnHy Ans [0CbE Ha
iHdpysin, nikapcbknii
MapKyBaHHS, 3aci6
BTOPUHHE (npouepypa 2-ro
nakyBaHHs etany gns
KiHLLeBOro MV®)
NPOAYKTY (BK/THOYEHHS
(nopowwok ans OHOB/1EHOTO/3Mi
pO34nHy Ans HeHoro mactep-
iHchysin Ta thaiina Ha

PO34YMHHUK):

nnasmy, sKLLO
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
OxkTadapma 3MiHU He
[eccay 'mM6X, BMN/VBalOTb Ha
HimeyumnHa; B1ACTMBOCTI
BUMPOOYBaHHSA roToBOro
wozno nikapcbKkoro
Bi3yasIbHOro 3acoby).
KOHTPOSHO, BktoueHHA
nepeB.ipkm OHOB/IEHOr0
inicHocTi ans macTep-aiina
NOPOLLKY ANsi Ha nnasmy y
pO34nHy Ans peecTpaljiiHe
iHdpysin: [0CbE Ha
OxkTadapma nikapcbknii
dapmaLeBTUK 3aci6: PMF
a Certificate no:
MpogaykTioHcre EMEA/H/PMF/0
c. M.6.X., 00008/05/11/032/
ABCTpIS; G.
BVPOGHMLTBO
PO3YMHHYIKA:
Contochapm
dapmavonTiLL
e EpuoiirHicce
m6X,
Himeyynna
21. ATEHATUB 500 | antithrombin Ill | AHTuTpom | BO1ABO | nopoLlok Ta OkTahapma ABCTpist BUPOGHMLTBO Lseuisi/ BHECEHHS 3MiH 3a UA/17557/01/01
MO GiH Il 2 PO3UUHHWK AN dapmaueBT Big nnasmu go | HimewunHa/ no peyenmom
pOo34nHy AN nka in bulk ABCTpIs peecTpauiiHnx
iHdpysiit, 50 MpoayKTioHC NPOAYKTY, mMartepianis:
MO/wmn; 1 rec. m.6.X. nepBuHHA 3MiHn | Tuny -
h1akoH 3 ynakoBka 1a 3MiHU 3 AKOCTI.
nopotukom (500 MapKyBaHHS 3MiHn g0
MO) Ta 1 NOPOLLKY AnA peecTpadiiHoro
h1akoH 3 pO34nHy Ans NocBigYeHHsA
PO3UYNHHMKOM iHcpysii, BHAC/iAOK IHLWINX
(10 mn) B BMNYCK cepii perynaTopHux
KapTOHHil KiHLLeBOro npoueayp.
KopooLi NPOAYKTY NMMV®/BA3®
(nopowwok ans (macTtep-chaiin
PO34nHyY Ans Ha
iHchysii Ta nnasmy/3arasnbH
PO3YNHHUK): uii chaiin Ha
OkTadpapma BaKLUVHHWI
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
AB, LLBewjs; aHTUreH).
BUMNPOOYBaHHA BktoueHHsA
wono HOBOTO,
Bi3ya/IbHOrO OHOB/IEHOro abo
KOHTPOSIO, 3MiHeHoro
nepesipku macTep-aiina
yinicHocTi ans Ha nniasmy y
NopoLLKYy ANsi peecTpaljiiHe
PO34nHY Ans [0CbE Ha
iHdpysin, nikapcbknii
MapKyBaHHS, 3aci6
BTOPWHHE (npouepypa 2-ro
nakyBaHHS etany gns
KiHLLeBOro MV®)
NPOAYKTY (BK/THOYEHHSA
(nopowok ans OHOBJ/IEHOTO/3Mi
pO34nHy Ans HeHoro mactep-
iHchy3in Ta thaiina Ha
PO3UYNHHVIK): nnasmy, kLo
OkTathapma 3MiHU He
[eccay 'm6X, BM/IMBAOTb Ha
HimeyvunHa; B/1ACTVBOCTI
BUNPOOYBaHHA roToBOro
oo nikapcbKoro
Bi3yasibHOro 3aco0by).
KOHTPOSIO, BktoueHHsA
nepesipku OHOBJ1EHOTO
uinicHocTi ans macTep-aiina
NopoLLKYy ANsi Ha nnasmy y
PO3umnHy Ans peecTpadiiiHe
iHdpysin: [OCbE Ha
OkTathapma nikapcbkuii
PapmaLeBTUK 3aci6: PMF
a Certificate no:
MpopykTioHcre EMEA/H/PMF/0
c. M.6.X., 00008/05/11/034/
ABCTpiIS; G
BUPOGHMLTBO
PO3UMHHYKA:
Contodhapm

dapmaLonTiLL
e EpuoiirHicce
M6X,
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
HimeyynHa
22. ATEHATUB 500 | antithrombin Ill | AHTuTpom | BO1ABO | nopoLlok Ta OkTahapma ABCTpist BUPOGHMLTBO Liseuisi/ BHECEHHS 3MiH 3a UA/17557/01/01
MO GiH Il 2 PO3UNHHWK NS dapmaueBT Big nnasmu go | HimewunHa/ no peyenmom
pOo34nHy AN nka in bulk ABCTpIs peecTpauiiHnx
iHdpysiit, 50 MpoayKTioHC NPOAYKTY, mMartepianis:
MO/wmn; 1 rec. m.6.X. nepBuHHA 3MiHn | Tuny -
hN1akoH 3 ynakoBka 1a 3MiHU 3 AKOCTI.
nopotukom (500 MapKyBaHHS 3MiHn g0
MO) Ta 1l NOPOLLKY AnA peecTpadiiHoro
h1akoH 3 pO34nHy Ans NocBigYeHHsA
PO3UYNHHMKOM iHcpysii, BHAC/iAOK IHLWINX
(10 mn) B BMNYCK cepii perynaTopHux
KapTOHHil KiHLLeBOro npoueayp.
KopoobLi NPOAYKTY NMM®/BA3®
(nopowwok ans (macTtep-chaiin
PO34nHyY Ans Ha
iHchysii Ta nnasmy/3arasbH
PO3YNHHUK): uii chaiin Ha
OkTathapma BaKLHHWI
AB, LLBeuis; AHTUTEH).
BMNPOBYBaHHSA BkitoueHHs
wono HOBOTO,
Bi3yaslbHOro OHOBJ/IEHOr0 260
KOHTPO/I0, 3MiHEeHoro
nepe.ipku mMacTtep-aiina
uinicHocTi gns Ha nnasmy y
NOPOLLKY ANA peecTpadiiiHe
PO34nHyY Ans [OCbE Ha
iHcpysii, nikapcbknii
MapKyBaHHS, 3aci6
BTOPUHHE (npouepypa 2-ro
nakyBaHHs etany ans
KiHL,EBOro MMo)
NpoAyKTy (BKMOYEHHSA
(nopoluok ans OHOB/EHOT0/3Mi
PO34mnHy Ans HEHoro macrep-
iHdpysin Ta thaiina Ha
PO3UMHHNK): nnasmy, kLo
OkTaghapma 3MiHUN He
[Leccay Mm6X, BNAVBaOTbL Ha
HimeyuunHa,; B/1ACTWBOCTI
BMNPOBYBaHHSA roToBOro

oa0

NiKkapcbKoro
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
Bi3yasibHOro 3aco0by).
KOHTPOSIO, BktoueHHsA
nepesipku OHOBJ1IEHOTO
yinicHocTi ans macTep-aiina
NopoLLKYy ANsi Ha nnasmy y
PO3umnHy Ans peecTpadiiiHe
iHdpysii: [OCbE Ha
OkTathapma nikapcbkuii
PapmaLeBTUK 3aci6: PMF
a Certificate no:
MpopykTioHcre EMEA/H/PMF/0
c. m.6.X., 00008/05/11/035/
ABCTpiIS; G
BUPOGHMLTBO
PO3UYNHHKKA:
Contodhapm
dapmaLonTiLL
e EpuoiirHicce
rm6X,
HimeuunHa
23. ATOPBACTAT atorvastatin atopsacta | C10AAOQ | TabneTku, BKpUTI AHaHTa Benuka AHaHTa IHAis BHECEHHS 3MiH 3a UA/0688/01/01
MH 10 AHAHTA TUH 5 NnNiBKOBOKO Megikeap BpuTaHis Megikeap no peyenmom
060/10HKOH0, MO nra. Nimites, IHAjs; peecTpauiiHnx
10 wmr, no 10 ApTypa marepianis:
Tabnetoky PapmacbioTika 3MiHu | TUny -
6nictepi; no 3 n3 MNer. Nitg,, 3MiHM 3 SKOCTi.
6nictepn y IHgis oToBUIA
Kopoo6Li nikapcbknii
3aci6. KoHTposb
roToBOro

nikapcbKoro
3acoby. 3miHa y
mMeToAax
BMNpPOGYBaHHSA
roToBOro
nikapcbkoro
3acoby
(He3HauyHa 3MiHa
y 3aTBEPAXEHNX
meTogax
BUNPOBYBaHHS)
3MiHn y po3gini
"KinbkicHe
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Hassa MixHapooHa Hassa Koo Dopma 3assHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

BU3HaYeHHA" , a
came fofiaHo
thopmyny ans

po3paxyHky
KiNbKOCTI
aTtopBacTaTuHy
B OfHii
Tabnetyiy mr.
3MiHn | Tuny -
3MiHM 3 AKOCTI.
loToBMiA
nikapcbknii
3aci6. KoHTposnb
roToBOro
nikapcbKkoro
3acoby. 3miHa
napameTtpis
cneuudikawii
Ta/abo
[0MyCTUMMX
MeX roToBOro
nikapcbKoro
3aco0by (iHLwi
3MiHW)
MNpvBepeHHA
posginy

"laeHTudpikauis
", BEPXy

BiANOBIAHICTb A0

posginy
"KinbkicHe

BU3HAYEHHA", a
came HasBy

"CTaHgapTHuii

pO34mnH"
3aMiHEHO Ha
"P034MH
NOPIBHAHHA"
3MiHn | Tuny -
3MiHM 3 AKOCTI.
loToBMiA
nikapcbknii

3aci6. KoHTposib
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

roToBOro
nikapcbKoro
3acoby. 3miHa'y
mMeToaax
BMNPO6YBaHHSA
roToBOroO
nikapcbKoro
3acoby
(He3HayHa 3miHa
y 3aTBEPMKEHNX
MeToaax
BMNPOOYBaHHS)
3MmiHu y po3gin
"loeHTundpikauisa®.
4.2. TutaHy
niokcna”, a came
[OMOBHEHHSA
iHdpopmauii
oo
KOHUeHTpaLii
PO3unHy
nepekvcy BOAHIO

24,

ATOPBACTAT
NH 20 AHAHTA

atorvastatin

artopeacTta
TUH

C10AAO0

TabneTku, BKPUTI
nNiBKOBOKO
060/10HKOI, NO
20 mr, no 10
Tabnetok y
6nicTepi; no 3
6nictepn y
Kopoo6Li

AHaHTa
Megikeap
nro.

Benwuka
BpuTtaHis

AHaHTa
Megikeap
Nimiteq, IHAis;
ApTypa
dapmacbloTika
n3 rer. frg.,
IHais

IHais

BHECEHHS 3MiH
o
peecTpauiiHnx
mMartepianis:
3MiHn | Tuny -
3MiHU 3 AKOCTI.
loToBwMiA
nikapcbknii
3aci6. KoHTposnb
roToBOro
nikapcbkoro
3acoby. 3miHa y
MeToaax
BMNPOGYBaHHSA
roToBOro
nikapcbKoro
3acoby
(He3HayHa 3mMiHa
y 3aTBEPKEHNX
mMeToAax
BUNPOOYBaHHS)

3a
peyenmom

UA/0689/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
3MiHu y po3gini

"KinbkicHe
BU3HA4YeHHS" , a
came fofjaHo
thopmyny ans
po3paxyHKy
KiNIbKOCTI
aTtopBacTaTuHy
B OfHii
Tabnetyiy mr.
3MiHu | TNy -
3MiHM 3 AKOCTI.
loToBMiA
nikapcbkuii
3aci6. KoHTponb
roToBOro
nikapcbKoro
3acoby. 3miHa
napameTpiB
cneuudikaylii
Ta/abo
[0MyCTUMMX
MeX roToBOro
nikapcbKkoro
3aco06y (iHLui
3MiHW)
MpuBepeHHs
po3sginy
"lopeHTudikauis
" BEPXy
BiANOBIAHICTb A0
posginy
"KinbkicHe
BU3HAYEHHA", a
came Ha3By
"CtaHgapTHuii
PO3uunH"
3aMiHeHo Ha
"Po34uH
MOPIBHAHHS"
3MiHu | TNy -
3MiHM 3 AKOCTI.

oToBMIA
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

nikapcbknii
3aci6. KoHTposib
roToBOroO
nikapcbKoro
3acoby. 3miHa y
mMeTofAax
BMNPOGYBaHHSA
roToBOro
nikapcbKkoro
3acoby
(He3Ha4yHa 3MiHa
y 3aTBEPIXEHNX
mMeToaax
BUNPOBYBaHHS)
3miHun y po3gin
"laeHTudikayis"”.
4.2. TutaHy
aiokeng'", a came
[OMOBHEHHSA
iHchopmauit
oo
KOHLeHTpau,ii
PO3UMHY
nepekncy BOAHO

25.

AT®-KAPAIO

adenosine

afleHO3UH-
5'-
Tpudhoca
ToO-
ricrngnHat
0-MarHito
(n-
Tpukanies
a cinb
okTarigpar
3 BMICTOM
cymm
afleHiHOoBYN
X
HyKneoTua,
iB

CO1EB1
0

Tabnetku no 10
mr; no 10
Tabnetok y
6nicTepi, no 4
6nictepu B nauui
3 KapTOHY

My6niuHe
akuioHepHe
TOBapUCTBO
"HaykoBo-
BMPOGHUYNIA
LeHTp
"BopLuariscb
KWiA Ximiko-
hapmaneBT
NYHWI
3asof”

YkpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHWYNIA

LleHTp
"BopLuariscbk
uii Ximiko-
thapmaveBTuy
HWiA 3aBoA”

YKpaiHa

BHECEHHS 3MiH
no
peecTpavinHmx
mMartepianis:
3MinHun 1l Tuny -
3MiHM 3 AKOCTI.
AdL.
Brpo6HMLTBO.
3miHa
BMPOGHUKa
BMXigHOro/npomi
XHOro
npoaykTy/peare
HTY, WO
BMKOPUCTOBYIOTb
cay
BMPOBHUYOMY
npoueci Adl,
abo 3miHa

6e3
peyenma

UA/0723/01/01




Hassa

Koo Popma

ATX

sunycky

3asaBHUK
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Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUP06HUKa

Peecmpayitina

npoyeoypa

BUPOGHMKa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo
20

nocBidYeHHs!

Ne n/n

Hassa

I."'Kapcbl(oeo
3aco6y

MixHapooHa

aHa Hassa*

HernameHmos

diroqoi
peyosuHuU

(nikapcbka
4)opMal
ynaKOBKa)

(Br/TtOYatOuM, e
HeobXifHO,
micue
MPOBEAEHHS
KOHTPO/Tt0

adenosine

CO1EB1

afeHOo3NH-
5 0

Tabnetkm no 20

mr; no 10

My6niuHe

YkpaiHa

akuioHepHe

My6niyHe
akuioHepHe

sikocTi) A®I (3a
BiACyTHoCTI
cepTudikaTa
BiAnoBigHOCTI
€Bponeicbkiii
chapmakonei y
sarteepkeHoMy
AOCHE)
(BBep'eHHﬂ
HOBOTO
BMPOGHMKa ADI
3 HaZAHHSIM
macTep-gaiina
Ha ADl)
BBe.quHFl
[l0AaTKOBOrO
BMPOGHUKa
4ito4oro
PeYoBMHU
afleHO3NH-5" -
Tpuchoceparo-
ricTuanHaTo-
marHito(ll) -

okTarigpar

HBL,

TpyKaniesa Cinb
chipmu NAT

"BopLyariBcbkuii
X®3", YkpaiHa
(3aTBepmxeHnit
BUPOGHMK: MpAT
"dapmaueBTNyH
a thipma
q;apKOC"y
YKpaiHa)

6e3

BHECEHHS 3MiH

Ykpaina
ao

peyenma

26.

AT®-KAPAIO

UA/0723/01/02
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

Tpudpocda
ToO-
ricTugnHar
0-MarHito
(n-
Tpukanies
a cinb
okTarigpar
3 BMICTOM
cymu
afileHIHOBY
X
HyKneoTug,
iB

TabneTok y
6nictepi, no 4
6nicTepy B nayw,i
3 KapTOHY

TOBapUCTBO
"HaykoBo-
BMPOGHNYMI
LeHTp
"Bopuuariscb
Knit XiMiko-
hapmaneBT
WNYHWIA
3asog"

TOBapUCTBO
"HaykoBo-
BUPOGHNYUMIA
LleHTp
"BopLuariscbk
WA XimiKO-
thapmavneBTuy
HWi1 3aBoa”

peecTpauiiHnx
mMartepianis:
3MiHn Il Tuny -
3MiHVM 3 AKOCTI.
AdL.
Brpo6HMLTBO.
3miHa
BMpOOHUKa
BMXigHOro/npomi
XHOro
npoaykTy/peare
HTY, WO
BUKOPWCTOBYIOTb
cay
BUPOGHNYOMY
npoueci Adl,
abo 3miHa
BMPOGHUKA
(Brtovatoun, e
Heo6XifHo,
micue
npoBefeHHs
KOHTpO/I0
akocTi) APl (3a
BiACYTHOCTI
cepTudpikara
BiANOBIAHOCTI
€Bponeiicbkili
thapmakornei y
3aTBEpLKEHOMY
[0CbE)
(BBEAEHHSA
HOBOrO
BMpOGHUMKa AdDI
3 HaflaHHAM
mMacTep-arina
Ha Adl)
BBefeHHA
[0AaTKOBOrO
BMPOGHUKa
aito4otro
peyoBUHN
afeHo3NH-5" -
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
Tpudpocdhato-
ricrnguHaro-
marHito(Il) -
TpYiKasiesa Cinb
okTarigpar
ipmun MAT
HBLY
"BopLyariBcbkuii
X®3", Ykpaina
(3aTBEpAXEHWIA
BUPOGHUMK: MPAT
"PapmaueBTUYH
a thipma
®apKoc",
YkpaiHa)
27. ADNNA3NH® - riicky G04BX | kancynu no 200 TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH bes UA/11171/01/01
EeKCTpakT mr, no 10 kancyn | "BAJIAPTIH "BAJTIAPTIH 0o peyenma
Cyxuiio y 6nictepi, 3 DPAPMA" PAPMA" peecTpauiiHnx
(hibisci ext 6nictepu B mMartepianis:
ractum sic KapTOHHii TexHiuHa
cum) ynakoBLj nomusika (3rigHo

Haka3y MO3 Big
23.07.2015 Ne
460)
BunpasneHo
TEXHIYHY
nomMusky B
IHCTpYKUiT Ans
MeLMYHOro
3acToCyBaHHsA
nikapcbKoro
3acoby B
pekBi3uTax
Lankm
"3ATBEPOXXEH
0", a came
3a3HayeHo gary
Ta Homep
Hakasy MO3
YKpaiuu npo
AepxasHy
nepepeecTpadito
NiKkapcbKoro
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

3acoby, fka
6yna gonylieHa
nig yac
npoBefeHHs
npoueaypu
3MiHun, Wwo
noTpebyloTb
HOBOI
peecTpauii
(Hakasz MO3
YKpaiHn Ne 794
Big 07.05.2024
p.).
3arBepaeHo:
3ATBEPKEH
O Haka3
MiHicTepcTBa
OXOPOHU
3[0p0oB’A
YKpaiin
07.05.2024 p. Ne
794
PeecTpauiiiHe
nocsigyeHHs Ne
UA/11171/01/01
3anponoHoBaHo:
3ATBEPKEH
O Haka3
MiHicTepcTBa
OXOPOHMU
3[0p0oB’A
YKpaiin
17.09.2020 p. Ne
2119
PeecTpauiiiHe
nocsigyeHHs Ne
UA/11171/01/01
3a3HavyeHe
BUMNpaB/IEHHS
Bignosigae
mMartepianam
peecTpavuiiiHoro
[J0Cbe
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
28. A®NYreun paracetamol, napaueta | NO2BE5 | mopowok ans TOB YkpaiHa PadhToH Benuka BHECEHHS 3MiH 6e3 UA/19738/01/01
combinations mon, 1 opasibHOro "MEPPIFO Nab6opaTtopi3 BpuTaHis no peuyenma
excl. reavicheHe po3umnHy no 10 YKPAIHA" Niviteq, peecTpaviiHnx
psycholeptics 3UH, calwle B marepianis:
heHinedp KapTOHHil 3MiHu | TNy -
NHY Kopoo6Li 3MiHn Wwopo
rigpoxnop 6e3nekn/edexTu
ng, BHOCTI Ta
thapmakoHarnag,
y. 3miHa
YyacToTu Ta/abo
TEepMiHiB
nofaHHs
perynsipHo
OHOB/IHOBAHNX
3BITIB 3 6e3neku
niKkapcbKknx
3aco6iB. 3miHa
yactotu Ta
TEPMIHIB
nofaHHs
perynsipHo
OHOBJ/IHOBAHOI0

3BiTY 3 6e3neku:
[itoua pepakuis:
YacTota
noAaHHsa
perynspHo
OHOBJ/IOBAHOIO
3BITYy 3 6e3nekn -
13 pokiB.
KiHueBa pata
ON15 BK/THOYEHHSA
paHux go PO3b
-01.01.2025 p.
[ara nogaHHs -
01.04.2025 p.
lponoHoBaHa
pefakuis:
YacTota
nojaHHs
perynspHo
OHOBJ/IKOBAHOrO
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
3BiTYy 3 6e3neku -
8 pokiB. KiHueBa
pata gns
BK/TIOYEHHS
paHux go PO3b
- 03.08.2026 p.
Jata nogaHHA —
01.11.2026 p.
PekomeHgoBaHo
ao
3aTBEPAKEHHS
BIANOBIAHO A0
nepioguYHOCTI
nofaHHa
perynspHo
OHOBJ/IHOBAHNX
3BITIB 3 6e3neku
NiKapCcbKnX
3acobiB y €C.
29. ADDOUNLA ibuprofen ibynpogpe | MO1AEO | cycneHsis Denbta Lseliuapi | AIKANOIL AL MiBHi4YHa BHECEHHS 3MiH 6e3 UA/19664/01/01
POPTE AN1A H 1 opasibHa, 200 Megiken A Ckon'e MakenoHis no peyenma
DITENA mr/5 mn; no 100 MpomoyLH3 peecTpauiiHnx
M1y h1aKOHi; Al mMartepianis:
no 1 pnakoHy y 3MiHu | TNy -
KOMNAEKTI 3i 3MiHK Wopao
wnpuem- 6e3nekn/edekTn
[,03aTOPOM Y BHOCTI Ta
KapTOHHil chapmakoHarnag,
KopooLi y (iHWWi 3MiHK).

3MiHU BHECEHO
B TEKCT
MapKyBaHHs
BTOPUHHOT
ynaxkoBKm
nikapcbKoro
3aC00y y NyHKTK
2, 3,12, 14, 6,
115,17 taB
TeKCT
MapKyBaHHs
nepBUHHOI
yMakoBKU y
NYyHKTU 2, 6.
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
30. ALUETUNCANIL, acetylsalicylic aueTtunca - KpucTanivyHmi TOBAPUCT YkpaiHa 3E AHOXPA IHais BHECEHHS 3MiH - UA/17132/01/01
NNOBA acid nigunosa NnopoLLoK abo BO 3 LIYTAP3 no
KUC/OTA Kucnora Kpuctanu OBMEXEH NIMITE[, peecTpauiiHnx
(cybeTaHuis) y (e]}0) marepianis:
noAgiiHnx BIANOBIOA 3MiHa 3asBHUKa
nonieTuneHoBmxX NbHICTHO N3 (MIBI)
naketax s «KOPIMOPA (BnacHvka
hapmaueBTUYHO LA peecTpadiiHoro
ro 3actocyBaHHs | «3J0OPOB'A nocsigYeHHs)
» (3rigHO Hakasy
MO3 Big
23.07.2015 Ne
460)
31. ALUETUIUNCT acetylcysteine | auetunum - KPUCTaNIYHWIA TOBAPUCT YkpaiHa YxaHb paHg, Kutaii BHECEHHS 3MiH - UA/12665/01/01
EiH CTeiH MOPOLLIOK a0 BO 3 Xoiio Ko., It o
Kpuctanu OBMEXXEH peecTpauiiHnx
(cybeTaHuin) y (e]}0) mMartepianis:
noaBiiHNX BIAMOBIOA 3MiHa 3asBHUKa
nonieTuNeHoBmx NBHICTHO N3 (MIBIM)
nakeTtax ans «KOPIOPA (BnacHvika
hapmaLleBTUYHO LA peecTpadiiHoro
ro 3actocyBaHHs | «300POB'A nocBifA4YeHHs)
» (3rigHO Haka3zy
MO3 Big
23.07.2015 Ne
460).
32. AUETUIUNCT acetylcysteine | auetwium | RO5CBO | Tabnetku TOB «TeBa YkpaiHa BUPOGHMLTBO HimeuyunHa BHECEHHS 3MiH bes UA/18609/01/01
EIH-TEBA CTEIH 1 Lwmnydi no 600 YKpaiHa» Hepo3sgacoBa no peyenma
mr; no 10 HOro peecTpauiiHnx
TabneTtok y Tyo6i; NpPOAYKTY, Martepianis:
no 1 Ty6iy nepBrHHE Ta 3MiHu | TUny -
KapTOHHiiA BTOPUHHE AfMiHiCTpaTuBHI
KopoobUi nakyBaHHs: 3MiHMW.
Mepkne 'm6X, BunyyeHHs
HimeuuunHa; BMPOBHUYOT
KOHTPO/Ib LinbHUL
cepii, 4o3BiN (BKKOUALOUN
Ha BMNyCK AinbHuUi ans
cepii: Mepkne Adl,
M6X, NPOMiXXHOro
HimeuunHa npoaykty abo
roTOBOro

NiKkapcbKoro
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

3acoby,
AinbHuU Ans
npoBefeHHs
nakyBaHHS,
BUPOGHMKA,
BiANOBIAA/IbHOrO
3a BUNYCK Cepiid,
micue
npoBefeHHs
KOHTpO/IO cepii)
abo
noctavasibHuka
BUXiQHOIO
mMaTtepiany,
peareHTy abo
[0NOMDKHOT
pevoBUHM (AKLLO
3a3Ha4yeHo y
[OCbE).
BunyyeHHsa
BMPOGHUYOI
AinbHUUi AdI
aueTunuucTeiHy
F.I.S. Fabbrica
Italiana Sintetici
S.p.A. (Italy)
3arBepaKeHo:
F.I.S. Fabbrica
Italiana Sintetici
S.p.A. (Italy)
Moehs
Catalana, S.L.
(Spain)
Pharmazell
GmbH
(Germany)
3anponoHoBaHo:
Moehs
Catalana, S.L.
(Spain)
Pharmazell
GmbH
(Germany)
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
33. BArHA - 6arHa RO5CA | naronm no 50 ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 6e3 UA/2118/01/01
3BUYANHOIO 3BMYaiiHor navkax 3 dapmaueBT ®PapmaueBTny no peyenma
MATOHN 0 naroHn BHYTPILIHIM NyHa Ha habpuka peecTpauiiHnx
(Cormus nakeTom thabpuka "Biona" marepianis:
Ledi "Biona" 3MiHu | TNy -
palustris) 3MiHn Wwopo
6e3nekn/edexTu
BHOCTI Ta
thapmakoHarnag,
y (iHWi 3MiHN) -
OHoBNEHOo TeKCT
MapKyBaHHs
nepBUHHOI Ta
BTOPUHHOI
ynakoBKu
nikapcbKoro
3acoby (eCTD
Bepcis 0001).
BBegeHHs 3MiH
NpoTArom 6-Tn
MicsauiB nicns
3aTBEPAKEHHS.
34. BEH3A/TIKOHI Benzalkonium | ankin6exs - nopoLuok a6o TOBAPUCT YkpaiHa IOHINTAB IHAin BHECEHHS 3MiH - UA/19186/01/01
O XnoPunA nnauMeTn XenenoaioHi BO 3 KEMIKAN3 no
NamMoHito hparmeHTH OBMEXXEH EHA peecTpauiiHnx
xnopugm (cy6eTaHuin) (e]}0) PAPMACHIOT mMartepianis:
(6e3BogHa ons BIANOBIAA IKAN3 MBT. 3MiHa 3asBHUKa
peyoBUHa) hapmaueBTUYHO NBHICTHO nTAa. N3 (MIBIM)
ro 3actocyBaHHsa | «KOPIOPA (BnacHvika
B LA peecTpavuiiiHoro
nonietuneHosux | «340POB’A NocCBiAYEHHS)
naketax » (3rigHO Haka3zy
MO3 Big
23.07.2015 Ne
460)
35. BEH3W/BEH3 Benzyl 6eH3unbe - KpucTanm abo TOBAPUCT YkpaiHa HABbLHOI IHgis BHECEHHS 3MiH - UA/16139/01/01
OAT benzoate H30aT piaMHa BO 3 SPAPMAKEM no
MacnsHucTa OBMEXEH (m AaTa. peecTpauiiHnx
(cybeTaHuisn) (e]}0) Martepianis:
onsa BIAMOBIOA 3MiHa 3asBHUKa
hapmaLleBTUYHO NbHICTIO N3 (MIBI)
ro 3actocyBaHHsa | «KOPIOPA (BnacHuka
y LA peecTpaujiiHoro
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
nonietuneHoBmx | «340POB'A NnocBiAYEeHHS)
6ouKax » (3rigHO Hakazy
MO3 Big
23.07.2015 Ne
460)
36. BEH®OTIAMIH benfotiamine 6eHdoTia - Kpuctanu abo TOBAPUCT YkpaiHa XAMAPI AnoHis BHECEHHS 3MiH - UA/17584/01/01
MiH KpucTanivyHmi BO 3 MoCT, NTA,. bo
NOPOLLIOK OBMEXEH peecTpauiiHnx
(cybeTaHuin) (e]}0) mMartepianis:
ons BIAMOBIOA 3MiHa 3asBHMKaA
hapmaueBTUYHO NbHICTHO N3 (MIBIM)
ro «KOPIOPA (BnacHvka
3aCTOCYBaHHs; y LA peecTpadjiiHoro
naketax «340POB’A nocBifAYeHHs)
noaBiiHNX » (3rigHO Hakasy
nonieTuneHoBnx MO3 Big
23.07.2015 Ne
460)
37. BETMUIA mirabegron Mipaberpo | G04BD1 | Tabnetku Actennac HigepnaH BVPOGHMLTBO CcuwA/ BHECEHHS 3MiH 3a UA/14532/01/01
H 2 NpPOJIOHroBaHO1 Papma om bulk, koHTponb | HigepnaHan 0o peyenmom
4jii no 25 mr; no KOpon B.B. SKOCTi: ABapa peecTpauinHmx
10 TabneTok y PapmacbloTika mMartepianis:
6nicTepi; no 1 n 3MiHn | TUny -
abo 3 6nictepu TekHoNoaXNC AAMiHICTpaTVBHI
Y KapTOHHiIl IHK., CLUA, 3MiHW. 3MiHa
navui nepBuHHa Ta HaliMeHyBaHHs
BTOPVHHA Ta/abo agpecu
ynakoBKa, Micus
KOHTpPO/b NPOBaKEHHS
SIKOCTI, LisNIbHOCTI
BignoBigasbHU BMPOGHUKa
11 3a BUNYyCK (BKtovatoun, 3a
cepil: Heob6XiAHOCTI,
Oendhapm micue
Mennen B6.B., nposeaeHHsA
Higepnangn KOHTPO/0
SKoCTi), abo
B/laCHUKa
MacTep-haiina
Ha A®l, abo
noctavasibHuka

Adl/BnxigHoro
MaTepiany/pear
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
eHTY/MpOoMiXHOT
0 NPOAYyKTY, WO
3aCTOCOBYHOTbCA
Y BUPOGHULTBI
A®I (aKwo
3a3Ha4yeHo y
[OCbE Ha
nikapcbkuii
3acib) 3a
BiACYTHOCTI

cepTudpikara
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei y
3aTBEpKEHOMY
nocbe, abo
BMpOOHUKa
HOBOI
[0NOMDKHOT

pevoBUHM (AKLLO

3a3HaueHo y

Ha3Bu

Sumitomo
Chemical
Company,

Limited,

[ocbe). 3miHa

BMpO6HUMKa API
MipaberpoH 3

Okayama Plant,
Oita Works» Ha
«Sumitomo
Chemical
Company,
Limited,
Okayama
Works», 6e3
3MiHU Micus
BVMPOGHMLTBA.
3arBepaKeHo:
Astellas Ireland
Co., Ltd., Ireland

Astellas Pharma
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

Inc.Takahagi
Technology
Center, Japan
Sumitomo
Chemical
Company,
Limited,
Okayama Plant,
Oita Works,
Japan
3anponoHoBaHo:
Astellas Ireland
Co., Ltd., Ireland
Astellas Pharma
Inc.Takahagi
Technology
Center, Japan
Sumitomo
Chemical
Company,
Limited,
Okayama
Works, Japan

38.

BETMUIA

mirabegron

Mipa6erpo
H

G04BD1
2

Tabnetkun
NpPOJIOHroBaHoI
4ii no 50 mr; no
10 TabneTok y
6nicTepi; no 1
a6o 3 6nictepu
Y KapTOHHIl
nayui

AcTtennac
dapma
Opon B.B.

HigepnaH
an

BVPOGHMLTBO
bulk, koHTpOb
AKocTi: ABapa
dapmacboTika
n
TekHonoAxXmc
IHK., CLLA;
nepBuHHa Ta
BTOPUHHA
ynakoBka,
KOHTPO/1b
AKOCTI,
BiANOBIAa/IbHU
11 3a BUNyCK
cepil:
[endapm
Mennen B.B.,
Higepnanaun

CLUA/
HigepnaHan

BHECEHHS 3MiH
ao
peecTpauiiHnx
marepianis:
3MiHu | TUny -
AAMiHICTpaTVBHI
3MiHW. 3MiHa
HaliMeHyBaHHs
Ta/abo agpecu
micus
NPOBaXEHHS
LisNIbHOCTI
BMPOGHUKA
(BKtOYatouK, 3a
Heob6XiAHOCTI,
micue
npoBefeHHs
KOHTpO/I0
AKOCTI), 260
B/1aCHMKa

3a
peyerimom

UA/14532/01/02
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Peecmpayitina

Ymosu

Peknamys

Homep

Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
c¢hopma,
ynakoska)

3asaBHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

npoyedypa

macTep-aina

BionycKy

aHHST**

peecmpayiliHo
20
nocsi0oYeHHs

Ha A®l, abo
nocTavasibHuKa
Adl/BnxigHoro
marepiany/pear
eHTY/npoMiKHOr
0 NPOAYKTY, WO
3aCTOCOBYIOTHCA
Y BUPOGHNLITBI

A®| (AKwo
3a3Ha4eHo y
[0CbE Ha
nikapcbknii
3acib) 3a
BifJICYTHOCTI
cepTudikata

BifANOBIAHOCTI

€Bponeicbkii

hapmakonei y
3aTBeppKEHOMY

Aocbe, abo
BUPOGHMKa
HOBOI
[L0NOMiXHOT
PEYOBUHM (SKLLO
3a3Ha4eHo y
[ocke). 3miHa
Ha3Bu
BMPOGHUKa API
MipaberpoH 3
Sumitomo
Chemical
Company,
Limited,
Okayama Plant,
Oita Works» Ha
«Sumitomo
Chemical
Company,
Limited,
Okayama
Works», 6e3

3MiHK Micust
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

BVMPOGHMLTBA.
3arBepaeHo:
Astellas Ireland
Co., Ltd., Ireland
Astellas Pharma
Inc.Takahagi
Technology
Center, Japan
Sumitomo
Chemical
Company,
Limited,
Okayama Plant,
Oita Works,
Japan
3anponoHoBaHo:
Astellas Ireland
Co., Ltd., Ireland
Astellas Pharma
Inc.Takahagi
Technology
Center, Japan
Sumitomo
Chemical
Company,
Limited,
Okayama
Works, Japan

39.

BlconpPonony
DYMAPAT

Bisoprolol

6iconposno
ny
hymapat

MopOLLOK
(cybeTaHuin) y
nonieTnNeHoBUX
naketax gns
hapMaueBTUYHO
0 3aCTOCYBaHHS

TOBAPWUCT
BO 3
OBMEXEH
folle
BIAMOBIJA
NBHICTIO
«KOPMOPA
s
«3[J0POB'A

»

YkpaiHa

AMITOPIA
DAPMA

MPAVBET
NIMITEL,

Migpo3gin-|

IHais

BHECEHHS 3MiH
o
peecTpauiiHnx
mMartepianis:
3MiHa 3asBHMKa
N3 (MIBMM)
(BnacHuka
peecTpavuiiiHoro
NocCBifYEHHS)
(3rigHO Haka3zy
MO3 Big
23.07.2015 Ne
460)

UA/16543/01/01

40.

BOM-BEHI'E
MA3b

NeBOMEHT
o]

MO2AC

Masb no 25ry
KOHTeliHepax

MpAT
PapmaueBt

YKpaiHa

MpAT
PapmaueBTny

YkpaiHa

BHECEHHS 3MiH
no

6e3
peuenma

UA/7622/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
meTuncani naacTMacoBuX; N4yHa Ha habpuka peecTpauiiHnx
uunar no 20 ry Ty6ax habpuka "Biona" mMartepianis:
a/TOMIHIEBUX; NO "Biona" 3MiHun | TNy -
20 ry Ty6i 3MiHn Wwopo
anoMiHieBil; no 6e3nekn/edekTn
1 Ty6i y nauui 3 BHOCTI Ta
KapToHy; no 20 r hapmakoHarnsg,
a6o no 25r, abo y (iHWWi 3MiHK) -
no 30 ry Ty6ax OHOBNEHO TEKCT
namiHaTHuX; no MapKyBaHHS
20ra6ono 25r, BTOPUHHOI
abono30ry ynakoBKu
Ty6i NamiHaTHIl; nikapcbKoro
no 1 Ty6i y nayui 3acoby (n. 2, 4,
8,13,17), a
TakKoX BU/Ty4EHO
iHhopmadtito,
3a3HayeHy
pociiicbKoto
Mmoot (eCTD
Bepcis 0000).
BBegeHHs 3MiH
NpoTArom 6-tn
MicsauiB nicns
3aTBEPAKEHHS.
41. BPIHTEN/IKC vortioxetine BopTiokceT | NOBAX2 | TabneTku, BKpUTI NyHpbek [aHia BUPOGHMLTBO [anisa/ BHECEHHS 3MiH 3a UA/14150/01/01
NHY 6 NNiBKOBOKO EkcnopT A/C 3a NoBHUM dpaHuis 0o peyenmom
rigpo6pom 060/10HKOI, NO uuknom: X. peecTpauiiHnx
ia 5 wmr; no 14 NyHp6ek A/C, mMartepianis:
Tabnetok y [NaHis; 3MiHn | Tvny -
6nicTepi; no 2 nepBuHHe Ta 3MiHY Wwoao
6nictepn y BTOPWHHE 6e3nekn/ecektu
KapTOHHIM nakyBaHHs: BHOCTI Ta
Kopoo6Li Enasdpapm, chapmakoHarnag,
PpaHuis; y. BBefeHHs
BMNPOBYBaHHSA ab60o 3miHn Ao
3a y3arasibHeHUx
NOKa3HNKOM [aHux npo
"mMikpobionoriy cucremy
Ha yucrtoTa™ thapmakoHarnag,
EypodiHc y (BBEAEHHS
Biodhapma y3arasibHeHux
MpogaxT [JaHux npo
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

TecTiHr
[eHmapk A/C,
[Janis

cuctemy
thapmakoHarnag,
y, 3MiHa
YNOBHOB&XXeHOT
ocobu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
thapmakoHarnag,
Y; KOHTaKTHOT
ocobm 3
thapmakoHarnag,
y 3asBHUKa Ans
3iiCHEeHHS
thapmakoHarnag,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif,
YNOBHOB&XEHOT
ocobwm,
BignosigabHoOI
3a 3[iliCHEHHSA
hapmakoHarnsg,
y (BkNtovaroum
KOHTaKTHI faHi)
Ta/abo 3MiHM y
PO3MiLLEHHI
mMacTep-ghaiina
cuctemu
thapmakoHarnag,
y). 3miHa
KOHTaKTHOT
0cobu 3asBHUKA,
BiANOBIga/IbHOI
3a
hapmakoHarnag,
B YKpaiHi.
[itoua pepakuis:
OHuLEeHKO
Amutpo
Bonogumuposuy
. MponoHoBaHa
pefakuis:
[aHinosa
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
Napuca
BonogumuposHa
. 3miHa
KOHTaKTHUX
OaHnx
KOHTaKTHOT
0Ccob6V 3asIBHMKA,
BignosigabHoOI
3a
hapmakoHarnsg,
B YKpaiHi.
42, BPIHTENNIKC vortioxetine BopTiokceT | NOB6AX2 | TabneTku, BKPUTI Nynabek [NaHis BVMPOGHMLTBO [Nanis/ BHECEHHS 3MiH 3a UA/14150/01/02
NHY 6 NNiBKOBOKO Ekcnopt A/C 3a MOBHUM ®paHuin no peyenmom
rigpobpom 060/10HKOH0, MO LMKIOM: X. peecTpauiiHnx
ia 10 wr; no 14 Nynpbek A/C, marepianis:
Tabnetoky [JaHis; 3MiHu | TUny -
6nictepi; no 2 nepBrHHE Ta 3MiHV Wwoao
6nictepn y BTOPUHHE 6e3nekn/edekTn
KapTOHHil nakyBaHHs: BHOCTI Ta
KopooLi Enasdpapm, thapmakoHarnag,
dpaHuis; y. BBefeHHsA
BMNPO6YBaHHSA ab60o 3miHM A0
3a y3arasibHeHux
NoKa3HUKOM AaHvx npo
"Mikpobionoriy cuctemy
Ha yucTtoTa™ thapmakoHarnag,
EypodpiHc y (BBEAEHHSA
Biochapma y3araJibHeHnx
MpopgaxT [JaHux npo
TecTiHr cucremy
Jenmapk A/C, thapmakoHarnag,
[JaHis Yy, 3MiHa
YNOBHOBaXXEHOT
ocobwm,
BignoBigabHOT
3a 3[iliCHEHHSA
thapmakoHarnag,
Y; KOHTaKTHOI
ocobm 3
thapmakoHarnag,
y 3asBHUKa ANns
3[jlACHEHHS

hapmakoHarnsag
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

y B YKpaliHi,
AKLLO BOHA
BiAMiHHA Bif
YNOBHOB&XXeHOT
ocobwu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
thapmakoHarnag,
y (BKNtOYaroum
KOHTaKTHI fjaHi)
Ta/abo 3miHN y
PO3MILLEHHI
mMacTep-gaiina
cuctemn
hapmakoHarnag,
y). 3miHa
KOHTaKTHOT
0cobu 3asBHUKA,
BignoBigabHOI
3a
thapmakoHarnng,
B YKpaiHi.
[Litoua pepakuis:
OHULLEHKO
AmuTpo
Bonogumuposuny
. MponoHoBaHa
pepakuis:
[aHinosa
Napuca
BonognmuposHa
. 3miHa
KOHTaKTHUX
AaHnx
KOHTaKTHOT
0cobu 3asBHUKA,
BignoBiganbHOI
3a
thapmakoHarnng,
B YKpaiHi.

43.

BYMNPEH® IC

buprenorphine

6ynpeHop
thiHy

rigpoxaop

NO7BCO
1

TabneTkn
Ccy6niHrBasIbHi
no 0,008 r, no

ToBapucTso
3
[0aTKOBOO

YkpaiHa

ToBapucTBO 3
[04aTKOBOIO
BignoBsigancHi

YKpaiHa

BHECEHHS 3MiH

o
peecTpaLinHnx

3a
peyenmom

UA/10202/01/02
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
na, 10 Tabnetok y BignoBigasb cTHo marepianis:
6nictepi; no 1 HICTIO "IHTEPXIM" YTOUHEHHSA
"IHTEPXIM" peecTpauiiiHol
npoueaypv B
Hakasi MO3

6nicTepy B nauui
3 KapTOHY

YkpaiHu Ne 401
Bif, 26.03.2026 -
3MiHu | TNy -
3MiHM 3 AKOCTI.
CepTudikar
BignosigHocTi/l
E-cepTudikar
BignoBiAHOCTI
€Bponeiicbkili
thapmakonei/mo
Horpadpii.
MogaHHA HoBOrO
abo OHOB/IEHOTO
cepTudpikata
BiANoBIAHOCTI
abo BUNyYeHHs
cepTudpikata
BiANoBIAHOCTI
€Bponeichbkiin
hapmakonei:
ana A®l; ana

BUXIAHOTO

martepiany/pear
eHTY/NpoMiXXHOT
0 NPOAYKTY, L0
BUKOPWCTOBYIOTb
cay
BMPOOHMULITBI
A®l; ana
[ONOMDKHOT
peyoBUHN

(ceptudpikat
BiANoBIAHOCTI
€Bponeichbkiin
thapmakoner) -
Hoswii
ceptuddikat Big

HOBOIo
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

BMPOGHUKa
(3amiHa abo
[OOMNOBHEHHS) -
BBE/EeHHs
[0AaTKOBOrO
BMpPOOHMKA
Siegfried
PharmaChemika
lien Minden
GmbH,
HimeyunHa
nito4oi
peyoBnHN
6ynpeHopiHy
rigpoxnopug
AN NikapcbKoro
3acoby
BYMPEH® IC,
TabneTku
Cy6NiHrBasIbHI,
[03yBaHHsA
0,002 r Ta 0,008
r, IKUiA mae
ceptuddikat
BignoBiAHOCTI
€Bponeiicbkili
Papmakonel
CEP 2024-011 -
Rev 00, 3
BiANOBIAHUM
HaBefeHHAM Y
BAH A®I
B/1ACHOT0
HOpPMyBaHHS
TecTiB
«[Mpo3opicTb
PO34NHY»,
«KonbopoBicTb
PO34NHY»,
«3a/IMLLKOBI
PO3UUHHUKN»
ANA Uboro
BMPOGHMKA Ta
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
iHchopmauit
LLLOZI0 YNaKoBKW
Ta TepMiHy
NepeKoHTPOI0.
44, BYMNPEH® IC buprenorphine | 6ynpeHop | NO7BCO | Tabnetku ToBapucTBo YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 3a UA/10202/01/03
iHy 1 Ccy6niHrBasIbHi 3 [04aTKOBOKO 0o peyenmom
rigpoxnop no 0,002 rno 10 | goAartkoBow BignoBsigancHi peecTpauiiHnx
ng, Tabnetoky BignoBiganb cTHo mMartepianis:
6nicTepi; no 1 HICTIO "IHTEPXIM" YTOUYHEHHSA
6nictepy B nayui | "IHTEPXIM" peecTpauiiiHol

3 KapTOHY

npoueaypv B
Hakasi MO3
YkpaiHu Ne 401
Bif, 26.03.2026 -
3MiHn | Tuny -
3MiHM 3 AKOCTI.
CepTuchikat
BignosigHocTi/l"
E-ceptudikat
BiANoBIAHOCTI
€Bponeicbkiin
thapmakonei/mo
Horpadii.
MogaHHA HOBOTO
ab0 OHOB/IEHOTO
cepTudpikata
BiANOBIAHOCTI
ab0o BUyYEHHSA
cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei:
ansa A®l; gna
BUXiAHOIO
marepiany/pear
EeHTY/NpPOMiXHOT
0 NPOAYKTY, WO
BUKOPVCTOBYIOTb
cay
BMPOOHMULTBI
A®I; ana
[0NOMDKHOT
pPeyvoBMHM




Hassa

Koo

Popma
Bunycky

3asiBHUK

99

Kpaina
3asBHUKA

Bupo6Huk

Kpaina
BUPOGHUKA

Peecmpayitina
npoyedypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo
20
nocsioYeHHs

Ne n/n

Hassa
JliKapcbKo20
3aco6y

MixHapooHa
HenameHmos
aHa Ha3Ba*

oditoyoi
peyosuHU

ATX

(nikapcbka
(popMa:
ynakoska)

(cepTudpikart
BiANOBIAHOCTI
€Bpo|‘|e[7|CbKil7l
chapmakonei) -
HoBwi

cepTudikaT Big
HOBOrO
BMPOGHUKa
(3amiHa abo
[IOTOBHEHHS) -
BBE/EHHS
[o[aTKoBoro
BUPOGHMKa
Siegfried

PharmaChemika

lien Minden
GmbH,
HimevunHa

Airoyor
peyoBUHK

3acoby

6ynpeHopchiHy
rinpoXﬂOpMﬂ.
0151 NiKapCbKoro

BYMPEH® IC,
TabneTku
cyGniHrBasbHI,
[103yBaHHs
0,002 r Ta 0,008
I, KU Mae
cepTudpikat
BifNOBIAHOCTI
€Bpo|‘|e[7|CbKil7l
dapmakonei
CEP 2024-011 -
Rev 00, 3
BiANOBIAHUM
HaBeAEeHHAM Y
BAH[ A®
B/1AaCHOro
HOpMYyBaHHs
TecTiB

«lpo3opicTb
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

PO3UNHY»,
«KonbopoBicTb
PO34YUHY»,
«3aLLKOBI
PO3UUHHUKN»
ANA Uboro
BMPOGHMKa Ta
iHchopmauit
LLLOZI0 YNaKOBKW
Ta TepMiHy
NepeKoHTPOI0.

45,

BAJIMICAP HA
160/12.5/10

valsartan,
amlodipine
and
hydrochlorothi
azide

BasicapTaH
rigpoxnop
oTiasug,
amnoauniH
y 6ecunat

C09DX0
1

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKOH0, MO
160 mr/12,5
Mmr/10 mr, no 10
Tabnetoky
6nictepi, no 1
abo 3abo 9
6nictepiB y
KapTOHHIN
ynakoBLj

Makneogc
dapmacboT
nkanc
Nimiten

IHais

Makneopc
dapmMacblTUK
aunc Nimiteq,

IHais

BHECEHHS 3MiH
ao
peecTpauiiHnx
marepianis:
3MiHu | TUny -
3MiHV Wwoao
6e3nekn/edextu
BHOCTi Ta
thapmakoHarnag,
y. BBefeHHs
abo 3MiHM ao
y3arasibHeHux
AaHvx npo
cuctemy
thapmakoHarnag,
y (BBEAEHHSA
y3arasibHeHUx
[JaHux npo
cuctemy
thapmakoHarnag,
Yy, 3MiHa
YNOBHOBaXXEHOT
ocobwm,
BignoBigabHOT
3a 3[iliCHEHHSA
thapmakoHarnag,
Y; KOHTaKTHOI
ocobm 3
thapmakoHarnag,
y 3asBHMKa ANA
3[jlACHEHHS
hapmakoHarnsag

3a
peyerimom

UA/18938/01/02
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

y B YKpaiHi,
AKLLO BOHA
BiAMiIHHA Bif
YNOBHOB&XXeHOT
ocobu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
thapmakoHarnag,
y (BkNtoYaroum
KOHTaKTHi fjaHi)
Ta/abo 3MiHu y
PO3MiLLEHHI
macTep-aiina
cuctemn
hapmakoHarnag,
y). 3miHa
KOHTaKTHUX
OaHnx
YNOBHOB&XXeHOT
0cobu 3asBHUKA,
BiANOBIga/IbHOI
3a
thapmakoHarnag,
. 3miHa
MicLe3Haxomxe
HHS MacTep-
thaiina cuctemu
hapmakoHarnsg,
y Ta lioro
Homepa. 3MiHa
Micus
3[iACHEHHS
OCHOBHOI
LOisiNbHOCTI 3
hapmakoHarnag,

Y.

46.

BANTIMICAP HA
160/12.5/5

valsartan,
amlodipine
and
hydrochlorothi
azide

BasicapTaH
rigpoxnop
oTiasung,
amoauniH
y 6ecunart

C09DX0
1

TabneTkn, BKpUTI
NNiBKOBOKO
060/10HKOHO, MO
160 mr/12,5 mr/5
mr, no 10
Tabnetok y
6nictepi, no 1

Makneoac
PapmacboT
VKauic
Nimiteq

IHAjA

Makneogc
dapMacbiTUK
anc Niviteq

IHAjA

BHECEHHS 3MiH
no
peecTpavinHmx
mMartepianis:
3MiHu | TUny -
3MiHM Wwozo
6e3nekn/edekTn

3a
peyenmom

UA/18938/01/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

abo 3 a6o 9
6nictepiB y
KapTOHHIN
ynakoBLi

BHOCTi Ta
thapmakoHarnag,
y. BBefieHHs
abo 3MiHM ao
y3arasibHeHux
[aHux npo
cuctemy
thapmakoHarnag,
y (BBEAEHHSA
y3ara/ibHeHUx
JaHux npo
cuctemy
hapmakoHarnsg,
Yy, 3MiHa
YNOBHOB&XXEHOT
ocobwm,
BignosiganbHoOl
3a 3[iliCHEHHSA
hapmakoHarnsg,
Y; KOHTaKTHOI
ocobm 3
hapmakoHarnsg,
y 3asBHMKa ANA
3[jlACHEHHS
hapmakoHarnsg,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif
YNOBHOBaXeHOoi
ocobwm,
BignoBiganbHOI
3a 34jiCHEHHS
thapmakoHarnag,
y (BK/IHOYaoun
KOHTaKTHI AaHi)
Ta/abo 3miHn y
PO3MILLEHHI
mMacTep-aiina
cuctemn
hapmakoHarnsg,
y). 3MiHa
KOHTaKTHUX
AaHnX
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
YNOBHOB&XXeHOT
0cobu 3asBHYKa,
BiANOBIga/IbHOI
3a
hapmakoHarnag,
. 3miHa
MicLe3Haxomxe
HHS MacTep-
thaiina cuctemu
hapmakoHarnsg,
y Ta lioro
Homepa. 3MiHa
Micus
3[jACHEHHS
OCHOBHOI
LOisiNbHOCTI 3
thapmakoHarnag,
y.
47. BANCAPTAH Valsartan and | BasicaptaH | CO9DAO | Ttabnetku, Bkputi | TOB «TeBa YkpaiHa AkTasic NTA, ManbTta/ BHECEHHS 3MiH 3a UA/5743/01/01
H-TEBA diuretics , 3 nNiBKOBOKO YkpaiHa» ManbTa; Bonrapis no peuyenmom
rigpoxnop 060/10HKOHO, MO BankaHdapma peecTpavinHmx
oTiasung, 80 mr/12,5 wr; -dynHunus AT, mMartepianis:
no 10 Tabnetok Bonrapis YTOUHEHHSA
y 6nicTepi; no 3 HanucaHHs
abo 9 6nicTepi MHH B Hakasi
Y KapTOHHiii MO3 YkpaiHu
Kopoo6Li Ne 523 Big,
21.04.2026 B
npoueci

BHECEHHS 3MiH
(3MiHn | TMNY -
AAMiHICTpaTVBHI
3MiHMW.
BunyyeHHsa
BMPOBHUYOT
OinbHWL
(BKKOUALOUM
AinbHuU Ans
Adl,
NPOMIXHOro
npoaykTy abo
roToBOro
NiKkapcbKoro
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

3acoby,
AinbHuU Ans
NpoBeeHHs
nakyBaHHS,
BUPOGHMKA,
BiANOBIAA/IbHOrO
3a BUNYCK Cepiid,
micue
NpoBeeHHs
KOHTpO/IO cepii)
abo
nocrayanbHuKa
BUXiQHOIO
mMaTtepiany,
peareHTy abo
[0NOMDKHOT
pevoBUHM (AKLLO
3a3Ha4yeHo y
[OCbE).
BunyyeHHsa
BMPOGHMKIB API
rigpoxnopriasng,
ABIC Ltd.,
I3paine, Plantex
Ltd., I3painb Ta
PLIVA Croatia
Ltd., Xopsaris.
3arBepaKeHo:
ABIC Ltd.,
I3painb
Plantex Ltd.,
13painb
PLIVA Croatia
Ltd., XopBartis
Cambrex
Profarmaco
Milano S.r.l.,
ITanisa
3anponoHoBaHo:
Cambrex
Profarmaco
Milano S.r.l.,
ITanis).
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Ne n/n

Hassa

MixHapooHa

Hassa

Koo

Popma 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
Pepakuis B
Hakasi -
valsartan and
hydrochlorothiaz
ide. BipHa
peaakuis -
Valsartan and
diuretics.
48, BA/NNICAPTAH Valsartan and | BancaptaH | CO9DAO | Ttabnetku, Bkputi | TOB «TeBa YkpaiHa AxTtasic NTA, ManbTa/ BHECEHHS 3MiH 3a UA/5743/01/02
H-TEBA diuretics , 3 NNiBKOBOIO YkpaiHa» ManbTa; Bonrapis no peyenmom
rippoxnop 060/10HKOH0, MO BankaHdapma peecTpauiiHnx
oTiasng, 160 mr/25 wr; no -dynHnus AT, marepianis:
10 TabneTok y Bonrapis YTOUHEHHSA
6nictepi; no 3 HanucaHHsA
abo 9 6nictepis MHH B Hakasi
Y KapTOHHiIl MOS3 Ykpainu
KopooLi Ne 523 Big
21.04.2026 B
npoueci

BHECEHHSA 3MiH
(3miHu | TNy -
AAMiHICTpaTVBHI
3MiHW.
BunyuyeHHs
BMPOGHUYOI
LinbHULI
(BKKOUAOUM
OinbHUUI ona
AdI,
NPOMKHOro
npoaykty abo
roToBOro
nikapcbkoro
3acoby,
AinbHuU Ans
npoBefeHHs
nakyBaHHs,
BUPOGHMKA,
BiANOBIAA/IbHOIO
3a BUNYCK cepiid,
micue
npoBefeHHs
KOHTPOJO cepil)
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

a6bo
noctayanbHuKa
BUWXifHOTO
marepiany,
peareHTy abo
[0NOMDKHOT
PEYOBUHM (SIKLLO
3a3HayeHo y
O0CbE).
BunyyeHHsa
BUPOGHMKIB API
rigpoxnopriasng,
ABIC Ltd.,
I13paine, Plantex
Ltd., I3painb Ta
PLIVA Croatia
Ltd., XopBarisi.
3arBepaKeHo:
ABIC Ltd.,
13painb
Plantex Ltd.,
I13painb
PLIVA Croatia
Ltd., Xopsartis
Cambrex
Profarmaco
Milano S.r.l.,
ITanisa
3anponoHoBaHo:
Cambrex
Profarmaco
Milano S.r.l.,
ITanis).
Pepakuisi B
Hakasi -
valsartan and
hydrochlorothiaz
ide. BipHa
peaakuis -
Valsartan and
diuretics.

49,

BANCAPTAH
H-TEBA

Valsartan and
diuretics

BaJsicapTaH

]

CO09DA0
3

TabneTku, BKpUTI
N1iBKOBOKO

TOB «TeBa
YKpaiHa»

YkpaiHa

AxTtasic NTA,
MasibTa,;

Manbta/
Bonrapis

BHECEHHS 3MiH
no

3a
peyenmom

UA/5744/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
rigpoxnop 060/10HKOI0, NO BankaHapma peecTpauiiHnx
oTiasng 160 mr/12,5 wr; -OynHnus AT, mMartepianis:
no 10 Tabnetok Bonrapis YTOUYHEHHSA
y 6nictepi; no 3 HanucaHHA
a6o 9 6nictepis MHH B Hakasi
Y KapTOHHIl MOS3 Ykpainu
Kopoo6Li Ne 523 Big,
21.04.2026 B
npoueci

BHECEHHSA 3MiH
(3MiHn | TMNY -
AgfMiHicTpaTuBHi
3MiHN.
BunyyeHHsa
BMPOGHUYOI
OinbHULj
(BKKOUALOUM
AinbHUUI ans
Adl,
NPOMIXHOro
npoaykTy abo
roToBOro
nikapcbKoro
3acoby,
AinbHUUi ans
npoBefeHHs
nakyBaHHsl,
BMPOGHMKa,
BignoBiganbHOro
3a BUMYCK Cepiid,
micue
npoBefeHHs
KOHTPONIO cepii)
abo
noctayanbHuKa
BUXIAHOTO
marepiany,
peareHTy abo
[0NOMDKHOT
PEYOBUHM (SIKLLO
3a3HayeHo y
[0CbE)
BunyyeHHs
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

BMPOGHMKIB ADI
rigpoxnopTiasug,
ABIC Ltd.,
I3paine, Plantex
Ltd., I3painb Ta
PLIVA Croatia
Ltd., XopBaris.
3arBepaeHo:
ABIC Ltd.,
I13paine - Plantex
Ltd., I3painsb -
PLIVA Croatia
Ltd., XopBaTis -
Cambrex
Profarmaco
Milano S.r.l.,
ITanis.
3anponoHoBaHo:
Cambrex
Profarmaco
Milano S.r.l.,
ITanis).
Pepaxuis B
Hakasi -
valsartan and
hydrochlorothiaz
ide. Bipra
pepakuis -
Valsartan and
diuretics.

50.

BANCAPTAH
H-TEBA

Valsartan and
diuretics

BasicapTaH
rigpoxnop
oTiasung,

CO09DAO
3

TabneTku, BKPUTI
nniBKOBOIO
060/10HKOIO, MO
320 mr/25 mr; no
10 Tabnetok y
6nicTepi; no 3
abo 9 6nicTepi
Y KapTOHHiii
Kopoo6Li

TOB «TeBa
YKpaiHa»

YkpaiHa

AkTasic NTA,
ManbTa;
BankaHdapma
-OynHuusa AT,
Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH
no
peecTpauinHmx
mMartepianis:
YTOUHEHHSA
HanucaHHA
MHH B Hakasi
MO3 YkpaiHu
Ne 523 Big
21.04.2026 B
npoueci
BHECEHHS 3MiH
(3MiHu | TVny -

3a
peyenmom

UA/5744/01/02
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

AfMiHiCTpaTuBHiI
3MiHW.
BunyuyeHHs
BMPOBHUYOI
LinbHULI
(BKKOUAOUM
AinbHUUi ans
Adl,
NPOMKHOro
npoaykty abo
roToBOro
nikapcbKkoro
3acoby,
AinbHuU Ans
NpoBeEeHHs
nakyBaHHS,
BUPOGHMKA,
BiANOBIAA/IbHOIO
3a BUNYCK Cepiid,
micue
NpoBeeHHs
KOHTpO/IO cepii)
abo
nocrayanbHuKa
BUXiQHOIO
mMaTtepiany,
peareHTy abo
[0NOMDKHOT
pevoBUHM (AKLLO
3a3Ha4yeHo y
[0CbE)
BunyyeHHsa
BMPOGHMKIB API
rigpoxnopriasng,
ABIC Ltd.,
I13paink, Plantex
Ltd., I3painb Ta
PLIVA Croatia
Ltd., XopBarisi.
3arBepaKeHo:
ABIC Ltd.,
I3paine - Plantex
Ltd., I3painsb -
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
PLIVA Croatia
Ltd., XopsarTis -
Cambrex
Profarmaco
Milano S.r.l.,
ITanis.
3anponoHoBaHo:
Cambrex
Profarmaco
Milano S.r.l.,
ITanis).
Pepakuis B
Hakasi -
valsartan and
hydrochlorothiaz
ide. BipHa
pepaxuis -
Valsartan and
diuretics.
51. BA/NICAPTAH Valsartan and | BancaptaH | CO9DA0O | Ttabnetku, Bkputi | TOB «TeBa YkpaiHa AkTasic NTA, ManbTta/ BHECEHHS 3MiH 3a UA/8900/01/01
H-TEBA diuretics , 3 NNiBKOBOKO YkpaiHa» ManbTa; Bonrapis 0o peyenmom
rigpoxnop 060/10HKO, NO BankaHdapma peecTpauiiHnx
oTiasng 320 mr/12,5 mr -dynHnus AT, mMartepianis:
no 10 Tabnetok Bonrapis YTOUHEHHSA
y 6nictepi; no 3 HanucaHHs
abo 9 6nictepis MHH B Hakasi
Y KapTOHHiIl MOS3 Ykpainu
Kopoo6Li Ne 523 Big,
21.04.2026 B
npoueci

BHECEHHSA 3MiH
(3MiHn | TMNY -
AfMiHicTpaTuBHi
3MiHW.
BunyyeHHs
BMPOBHUYOI
LiNbHAL
(BKKOUAOUM
AinbHUUI Ans
Adl,
NPOMIiXHOro
npoaykTy abo
roToBOro
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

nikapcbKoro
3acoby,
AinbHUUI ans
npoBefeHHs
nakyBaHHsl,
BMPOGHMKA,
BiANOBiAaIbHOrO
3a BUNYCK cepid,
micue
npoBefeHHs
KOHTPO/tO cepil)
abo
noctadyasibHuKa
BUXIAHOIO
marepiany,
peareHTy abo
[ONOMDKHOT
PEYOBUHM (SIKLLO
3a3HayeHo y
[0CbE)
BunyuyeHHs
BMPOGHWKIB ADI
rigpoxnopTiasug
ABIC Ltd.,
I3paine, Plantex
Ltd., I3painb Ta
PLIVA Croatia
Ltd., XopBaris.
3arBepaeHo:
ABIC Ltd.,
I3paine - Plantex
Ltd., I3painsb -
PLIVA Croatia
Ltd., XopBaTis -
Cambrex
Profarmaco
Milano S.r.l.,
ITanis.
3anponoHoBaHo:
Cambrex
Profarmaco
Milano S.r.l.,
ITanis).
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
Pepakuis B
Hakasi -
valsartan and
hydrochlorothiaz
ide. BipHa
peaakuis -
Valsartan and
diuretics.
52. BAHKOBALUA vancomycin BaHKoMmiun | JO1XAO | nopollok gns Mictpan AHrnis NNABEOPATOPI Icnanis BHECEHHS 3MiH 3a He UA/20250/01/01
HY 1, po34nHy AN Kenitan O PENI no peyenmom niosisieae
rigpoxnop | AO7AAOQ | iHdysiit no 500 MeHeXMeH YXKO®PPE, C.A. peecTpauiiHnx
na 9 mr; no 500 mr T Nimiteq, marepianis:
NOPOLLKY Y 3MiHu | TUny -
chnakoHi, no 1 3MiHV Wwoao
abo no 10 6e3nekn/edextu
hnaKkoHiB y BHOCTI Ta
KapTOHHii thapmakoHarnag,
Kopoo6Li y. 3mMiHa y
KOPOTKiii
Xapakrepuctui

nikapcbkoro
3aco0y, TeKCTi
MapKyBaHHSA Ta
IHCTpYKLUii gns
MeAMYHOro
3aCTOCYyBaHHSA
Ha nigcTasi
perynsipHo
OHOBJ/IOBAHOI0
3BITYy 3 6e3nekn
nikapcbKoro
3acoby, abo
nocnigpkeHs 3
6e3neku
3aCTOCYyBaHHSA
nikapcbkoro
3acoby B
nicnsipeecTpauiii
HWi1 nepiod, abo
AK pesynbTart
OLjiHKM 3BITY 3
LOCAigpKEHD,
npoBefeHNX
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

BigMNoBigHO A0
nnaxy
neajaTpuyHnx
[ocnigpkeHb
(PIP) (3miHy
Y3rOfKEHO 3
KOMNETEHTHUM
YNOBHOBaXXEHUM
opraHom) 3miHn
BHECEHO 0
IHCTPYKLUiT Ana
MeLMYHOro
3aCTOCYyBaHHSA
nikapcbKoro
3aco6y B po3gin
"Mo6iuHi
peaxuii”
BiNoBIgHO [0
OHOBJ/IEHOT
iHdbopmauii 3
6esneku gjroyoi
PeyoBUHN.
BBeaeHHs 3MiH
NpoTArom 6-Tn
MicsiB micns
3aTBEPAKEHHS

53.

BAHKOBALWA,

vancomycin

BaHKOMiLM
Hy
rigpoxnop
na

JO1XAO0
1,
AO07AAOQ
9

NOPOLLIOK ANs
PO34nHyY Ans
iHdpy3iin no 1000
mr; no 1000 mr
MOPOLLKY Y
chnakoHi, no 1
a6o no 10
hnaKkoHiB y
KapTOHHii
Kopoo6Li

Mictpan
Kenitan
MeHeKmeH
T Nimiteq,

AHrnis

JNTABOPATOPI
O PEUI
XXO®PE, C.A.

IcnaHis

BHECEHHS 3MiH
ao
peecTpauiiHnx
mMartepianis:
3MiHu | Tuny -
3MiHV Wwoao
6e3nekn/edextu
BHOCTi Ta
thapmakoHarnag,
y. S3miHay
KOPOTKiii
Xapakrepuctuui
nikapcbkoro
3aco0y, TeKCTi
MapKyBaHHSA Ta
IHCTpYKLUii gns
MeAMYHOro

3a
peyenmom

He
nionsieae

UA/20250/01/02
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
3aCTOCYBaHHSA
Ha nigcTasi
perynsipHo
OHOBJ/1OBAHOIO

3BiTYy 3 6e3nekun
nikapcbKkoro
3acoby, abo
nocnimkeHs 3
6e3neku
3aCTOCYyBaHHSA
nikapcbKoro
3acoby B
nicnspeecTpauii
HWi1 nepioa, abo
AK pesynbTar
OLLiHKM 3BITY 3
LocCNifpKeHb,
npoBeAeHnx
BigMNoBigHO A0
nnaxy
neajiaTpnyHmx
[ocnigpkeHb
(PIP) (3miHy
Y3rOfKEHO 3
KOMNETEHTHUM
YNOBHOBaXXEHUM
opraHom) 3miHn
BHECEHO A0
IHCTPYKLUiT Ana
MeLMYHOro
3aCTOCYyBaHHSA
nikapcbKoro
3acoby B po3gin
"MoGiuHi
peaxuii”
BIANOBIAHO A0
OHOBJIEHOT
iHdbopmauii 3
6esneku gjroyoi
PeyoBUHN.
BBefeHHs 3MiH
NpoTArom 6-tn
MicsuiB micns
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
3aTBEPAKEHHS
54. BE3OMHI Tamsulosin conicheHa | GOACA5 | Tabnetku 3 Actennac HigepnaH BUPOGHMLTBO CLiA/ BHECEHHS 3MiH 3a UA/14359/01/01
and LUMHY 3 MoguchikoBaHUM Papma om bulk: ABapa HigepnaHgn 0o peyenmom
solifenacin CyKupMHaT BUBI/IbHEHHAM, 6 tOpon B.B. PapmacboTika peecTpauiiHnx
Ta mr/0,4 mr, no 10 n mMartepianis:
Tamcysos Tabnetok y TekHonomxunc 3MiHn | TUny -
NHY 6nicTepi; no 1 IHK., CLUA, 3MiHU 3 AKOCTI.
rigpoxnop a6ono 3 nepBUHHE | CepTuchikat
na 6nictepu B BTOPUHHE BignosigHocTi/l"
KapTOHHil nakyBaHHs, E-ceptudikar
ynakosLi KOHTPO/b BignoBIAHOCTI
AKOCTI, BUMYCK €Bponeicbkil
cepit: thapmakonei/mMo
Oendapm Horpadii.
Mennen B.B., MogaHHA HOBOTO
Higepnangn ab0o OHOBIEHOTO

cepTudpikata
BiANOBIAHOCTI
ab0o BUNyYEHHSA
cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkili
hapmakonei:
ansa A®l; gna
BUXiAHOIO
marepiany/pear
EeHTY/MpoMiXHOr
0 NPOAYyKTY, WO
BUKOPWCTOBYIOTb
cay
BMPOOHMULTBI
A®l; ana
[0NOMDKHOT
peyvoBVHN
(cepTtudbikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei) -
Hosuii
cepTuaikaT Bif
HOBOrO
BMPOGHUKA
(3amiHa abo
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
[OOMNOBHEHHS) -
nofaHHa HOBOro
ceptuddikata
BignoBiAHOCTI
€Bponeiicbkili
hapmakonei Ne
CEP 2017-249 -
Rev 03 ansa
nito4oi
peyoBnHN
Solifenacin
succinate Big
HOBOrO
BMpOOHUKaA
ALIVUS LIFE
SCIENCES
LIMITED, Ingis
(4ONOBHEHHS).
55. BEHOCMIH® Diosmin, cyma CO5CA5 | TabneTku, BKpUTI MPAT YkpaiHa BignoBigasibHU Ykpaina BHECEHHS 3MiH 6e3 UA/9747/01/01
combinations dhnasoHoI 3 nNiBKOBOKO "®ITOPAPM 3a no peuyenma
LHWX 060/10HKOI0; N0 " BMPOGHMLITBO, peecTpauiiHnx
chpakLiiii: 10 TabneTok y nepBYHHE/BTO mMartepianis:
LiOCMiH, 6nictepi; no 3 pyHHE 3MiHu | TUny -
recnepuau abo 6 6nictepis nakyBaHHs, 3MiHM 3 SKOCTI.
H y nauui 3 KOHTPO/b ADL. (iHWi 3MiHW)
KapTOHY AKOCTI Ta - NoAaHHA HOBOT
BMMYCK Cepii: Bepcii macTep-
MPAT thaiina Ha Ad®I
"®ITOPAPM", [JiocmiH. ditova
YkpaiHa; pepakuis:
BignoBsiganbHn Bepcis 5, 2015
11 3a BUNYyCK piK.
cepii, He MponoHoBaHa
BK/IHOHAK0UMN peakuis:
KOHTPONb/BUN Bepcis 14, 2025
pobyBaHHs piK. 3MiHK | TNy
cepii: MPAT - 3MiHM 3 AKOCTI.
"®PITOPAPM", A®I. KoHTponb
Ykpaina A®I (iHWi 3MiHK)

- OHOBJ/1EHHA
posginy
3.2.5.4.1.Cneuu
cpikauis(-i)
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

MPAT
«PITOPAPM».

56.

BIKC AKTUB
MEAEKCMNEKT
o

guaifenesin

reaiidpeHe
3UH

RO5CAO
3

cupon, 200mr/15
M1, no 120 mn
a6o 180 mny
hnakoHi; no 1
hnakoHy 3
MipHUM
KOBMA4koM y
Kopoo6Li

MpokTep
eHp Fem6n
IHTEepHeLwHN
OnepenLwHs

C.A.

LLsefuapi
a

lMpokTep eHa
Fem6n

MaHydekuypiH
r rmex

HimeyunHa

BHECEHHS 3MiH
ao
peecTpauiiHnx
marepianis:
3MiHu | Tuny -
3MiHV Wwoao
6e3nekn/edextu
BHOCTI Ta
thapmakoHarnag,
y. BBefeHHs
abo 3MiHM go
y3arasibHeHux
AaHvx npo
cuctemy
thapmakoHarnag,
y (BBEAEHHS
y3arasibHeHUx
[aHux npo
cuctemy
thapmakoHarnag,
Yy, 3MiHa
YMNOBHOBaXXEHOT
ocobu,
BignoBigabHOT
3a 3[iliCHEHHSA
chapmakoHarnag,
Y; KOHTaKTHOI
ocobm 3
thapmakoHarnag,
y 3asBHMKa ANA
3[jlACHEHHS
chapmakoHarnag,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif
YNOBHOBaXeHOoT
ocobwm,
BiANOBifaNbHOT
3a 34jiCHEHHS
hapmakoHarnag,
y (BKNOYaKUM

6e3
peyenma

UA/13741/01/01




Ne n/n

Hassa
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JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHA**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

57.

BIKC

KOHTaKTHI fjaHi)
Ta/abo 3MiHu y
PO3MiLLEHHI
macTep-aiina
cuctemn
thapmakoHarnag,
y). 3miHa
YMNOBHOBaXeHOoi
0cobu 3a8BHUKA,
BignoBiganbHOI
3a
thapmakoHarnag,

[Litoua pepakuis:
Dr. Rafael
Josupeit.

lponoHoBaHa
pefakuis:
Melanie
Schneider.
3miHa
KOHTaKTHUX
OaHnx

YMOBHOBa&XXEHOT

0cobu 3as9BHUKA,

BignosigabHoOI

3a
chapmakoHaring,

AHTUTPUN
MAKC

paracetamol,

combinations
excl.

psycholeptics

napaueta
Mo,
heHinedp
VHY
rigpoxnop
na

NO2BE5
1

NMopoLUOK AN
OpasIbHOro
PO3UUHY 3i
CMaKoM JSIMMOHa;
no 5 a6o 10
calue y Kopooui

MMpokTep
eHa Fem6bn
IHTepHeLwHN
OnepeiiwH3

CA

LLBeiiuapi
a

PadgToH
Nab6opaTtopis
Nimiteq

Benvka
BpuTtaHis

BHECEHHS 3MiH
o
peecTpauiiHnx
mMartepianis:
3Minu | Tuny -
3MiHK Wopao
6e3nekn/edekTn
BHOCTI Ta
thapmakoHarnag,
y. BBeaeHHs
abo 3miHn Ao
y3arasibHeHUx
[JaHux npo
cuctemy

hapmakoHarnsag

6e3
peuyenma

UA/10925/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

y (BBEAEHHS
y3arasibHeHux
AaHvx npo
cuctemy
hapmakoHarnag,
Y, 3MiHa
YNOBHOB&XXeHOT
ocobu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
thapmakoHarnag,
Y; KOHTaKTHOT
ocobm 3
thapmakoHarnag,
y 3asBHVKa ANs
3iiCHEeHHS
thapmakoHarnag,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif
YNOBHOB&XXEHOT
ocobwm,
BignosigabHoOI
3a 3[iliCHEHHSA
hapmakoHarnsg,
y (BkNtovaroum
KOHTaKTHI fjaHi)
Ta/abo 3MiHN y
PO3MiLLEHHI
MacTep-arina
cuctemu
hapmakoHarnag,
y). 3miHa
YNOBHOB&XXEHOT
0cobu 3asBHUKA,
BiANOBIga/IbHOI
3a
hapmakoHarnag,

[itoua pepakuis:
Dr. Rafael
Josupeit.

[NponoHoBaHa
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
pepakuis:
Melanie
Schneider.
3miHa
KOHTaKTHUX
OaHnx
YNOBHOB&XXeHOT
0cobu 3asBHUKA,
BiANOBIga/IbHOI
3a
thapmakoHarnag,
58. BITAKCOH® Vitamin B1 in TiamiHy A11DB | po3yuH ons AT YkpaiHa AT "®apmak” Ykpaina BHECEHHS 3MiH 3a UA/10507/01/01
combination rigpoxnop iH'ekLili; no 2 mn "dapmak” no peuenmom
with vitamin na, B amnyni; no 5 peecTpauiiHnx
B6 and/or nipugokcu amnyny mMartepianis:
vitamin B12 HYy 6nictepi; no 1 3MiHu | TUny -
rigpoxnop abo 2 6nictepu 3MiHM 3 SKOCTI.
na, B nauuyj; no 2 mn CepTudpikar
LiaHokoba B amnyni; no 5 BignosigHocTi/l
namiH a6o no 10 E-cepTudikat
amnyn y nadui 3 BigNoBIAHOCTI
KapTOHY 3 €Bponeiicbkili
rohpoBaHoo hapmakonei/mo
BK/18[KOI0 Horpadii. 3MiHu,

noB'A3aHi 3
HEeOoOXifHICTIO
npvBeAeHHs y

BiANOBIAHICTb A0
MoHorpadii Y
abo
€BponeiicbKoi
thapmakonei,
abo iHwoi
HavioHasIbHOT
thapmakonei
nepxasu €C
(iHLWi 3MiHW).
MpuBepeHHs
cneundikawii

[0NOMDKHOT

peyosuHu "Boga
ONs iH'eKUin” y
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BiANOBIAHICTb A0
BUMOT
OHOBJIEHOT
MOHorpadii €
59. BILEBPO/ vinpocetine BiHMoueTn | NO6BX1 | Tabnetku no 5 BIODAPM Monbua BIO®APM Monbwa BHECEHHS 3MiH 3a He UA/3434/01/01
H 8 mr, no 10 nTa nTa 0o peuyenmom nidnsieae
Tabnetok y peecTpauiiHnx
6nictepi; no 5 mMartepianis:
6nictepiB y 3MiHun | TUny -
KapTOHHil 3MiHK Wopao
KopooLi 6e3nekn/edekTn
BHOCTI Ta
thapmakoHarnag,
y. 3MiHN Y
KOPOTKii
XapaxkTepucTuLli

nikapcbKoro
3acoby, TeKCTi
MapKyBaHHA Ta
iHCTpYKLUiT Ana
MeLMYHOro
3aCTOCYyBaHHSA
reHepuyHuX/riop
naHux/6ionofioH
VX NiKapCbKNX
3acob6is nicns
BHECEHHS Tiel
camoi 3MiHM Ha
pedhepeHTHuIA
npenapar (3MiHa
He noTpebye
HaaHHs
XXOAHUX HOBUX
[0AaTKOBUX
LaHux) 3MiHn
BHECEHO [0
IHCTPYKLUiT Ana
MeAMYHOro
3acToCyBaHHsA
nikapcbKoro
3acoby y
posgainu

"dapmakoTtepan
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

eBTUYHa rpyna.
Kopg ATX "
(wopo
dhopmy oBaHHSA
rpynu, 6e3 3miHu
Kogy ATX),
"MMpoTunokasaHH
a",
"OcobnmBocCTi
3aCTOCyBaHHSA",
"3acTocyBaHHA
y nepiog
BariTHoOCTi abo
rogyBaHHs
rpyaat”,
"MoGiuHi
peaxkui” 3rigHo 3
iHchopmaviieto
o0
MeAMYHOro
3acToCyBaHHsA
pedhepeHTHOro
nikapcbKoro
3acoby
(KABIHTOH,
Tabnetku no 5
mr). BBegeHHs
3MiH NpOTArom
6-Tn MicAuiB
nicns
3aTBEPAKEHHS

60.

FEKCAKCUM® |
HEXAXIM
BAKLUMHA NSl
MPODINAKTUK
N QUBTEPII,
MPABLS,
KALLITFOKY
(ALEENIONAPH
nn
KOMIMOHEHT),
rENATUTY B
PEKOMBIHAHT

diphtheria-
hemophilus
influenzae B-
pertussis-
poliomyelitis-
tetanus-
hepatitis B

andpTepiit
HUM
aHaTOKCUH

npasLesu
7
aHaTOKCUH
aHTUreHn
Bordetella
pertussis:
KaLLIIIOKOB

Jo7C
A09

cycneHsia ans
iH’ekuii; no 0,5
M (1 gosa) B
nonepegHL0
3aMoBHEHMX
wnpuyax 3 1-eto
(a6o 2-ma)
oKpeMUmMHn
ronkamu, no 1
Lnpuuy B
KapTOHHIN
ynakosui; no 0,5

CaHodpi
Mactep

PpaHuin

BUPOGHMLTBO
roTOBOro
Hepo3gacoBa
Horo
NPOAYKTY,
BTOPUHHE
naxyBaHHs
(wnpuuw),
KOHTPO/1b
SKOCTI, BUNYCK
cepiii: CaHodoi
MNactep,

PpaHuis/
YropLmHa

BHECEHHS 3MiH
o
peecTpauiiHnx
mMartepianis:
3MiHn | Tvny -
3MiHU 3 AKOCTI.
CepTuchikat
BignosigHocTi/l"
E-ceptudikat
BignoBIAHOCTI
€Bponeicbkiin
chapmakonei/mo

3a
peyenmom

UA/13080/01/01




123

Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuUK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
HA, niA mn (1 posa) B dpaHuis; Horpadii.
noniomMienity aHaTOKCUH nonepegHL0 BUPOGHMLTBO MoaaHHA HoBOrO
IHAKTUBOBAH ; 3anoBHEHNX roToBOro abo oHOBNEHOrO
ATA hinameHT wnpuuax 3 1-eto Hepo3dacosa cepTudpikata
3AXBOPHOBAH HWiA (abo 2-ma) HOro BiANoBIAHOCTI
b, remarsiioT oKpeMUMH NpoayKTY, ab0o BUNyYEHHSA
CNPUYMNHEHN VHIH; ronkamu, no 1 3aMoBHEHHS, ceptudpikata
X iHaKTMBOB wnpuuy B BTOPWHHE BiANoBIAHOCTI
HAEMOPHILUS aHui CcTaHfapTHO- nakyBaHHs, €Bponecbkil
TNy B noniosipyc €KCTOPTHIN KOHTPO/Tb thapmakonei:
KOH''OFOBAH (KynbTneo ynakoBLi, sika AIKOCTI, BUNYCK ansa A®l; ana
A, BaHi Ha MICTUTBCA Y cepiit: BUXIAHOTO
AACOPBOBAH KNITUHaxX KapTOHHil CaHodi marepiany/pear
A, PIOKA Vero): Kopobui 3 Mactep, EeHTY/NpOMKHOT
Tmny 1 IHCTpYKLUi€0 Ans dpaHuis; 0 MPOAYKTY, L0
(wTam MeANYHOro BTOPVIHHE BUKOPWCTOBYIOTb
Mahoney); 3aCTOCYBaHHS; nakyBaHHs1, cay
Tmny 2 no 0,5 mn (1 BUWMYCK CepiiA: BMPOOHMULITBI
(wTtam [o3a) B CaHodi- A®l; ons
MEF-1); nonepegHL0 ABeHTiC 3pT., [ONOMDKHOT
Tmny 3 3anoBHEHNX YropLumHa; peyosuHu (FE-
(wTtam wnpuuax 3 1-eto KOHTpPO/Tb cepTudikat
Saukett); (abo 2-ma) AKOCTI BiANoBIAHOCTI
nosepxHe oKpemMummn (wnpuuwn): €Bponecbkil
BWIA rofikamu, no 10 IHTEpHELLHN thapmakonei
aHTureH Lwnpuyis B [Opar ans
Bipycy KapTOHHIM [esenonvenT- Adl/BuxigHoro
renaTuty ynakosui; no 0,5 Ekcnepr, martepiany/pear
B mn (1 fosa) B dpaHuin EeHTY/NpOMKHOT
(OTtpuman nonepegHbL0 0 NpoaykTy abo
Nin Ha 3anoBHEHNX [0NOMDKHOT
KNiTHax wnpuuax 3 1-eto peyoBUHM) -
LpbKOXIB (a6o 2-ma) OHoBEHWI
Hansenula oKpeMUMH cepTtudikaT Big,
polymorph ronkamu, no 10 BXe
asa Lnpuuis B 3aTBepKeHoro
[0MoMoro CTaHAapTHO- BUPOOGHMKA.
10 €KCMOPTHIl OHOBNEHHSA
pekombiHa ynakoBLi, ska Ceptuchikata
HTHOT MICTUTBLCA Y BignoBiAHOCTI
OHK- KapTOHHil €BponeiicbKoi
TexHonorii Kopoo6Lji 3 dapmakonei gns

);

iHCTpYKLUi€l0 ans

CUPOBATKM KpPOBI
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
nonicaxap MeANYHOro TenaT, a came
ng, 3aCTOCYBaHHS; BK/TIOYEHHS
Haemophil no 0,5 mn (1 Bepciii R1-CEP
us [osa) y 2000-080-Rev
influenzae hnakoHax, no 04 Ta R1-CEP
Tuny b; 10 chnakoHiB y 2000-080-Rev
(nonipuéo KapTOHHii 05. 3MiHun | TUny
3unpueito ynakosLi; no 0,5 - 3MiHM 3 AKOCTI.
n mn (1 posa) y Adl.
docdpar), dhnakoHax, no B1po6HMLTBO.
KOH'toroBa 10 chnakoHis B 3MiHM B npoveci
HWIA 3 cTaHAapTHO- BMPOGHMLITBA
npasLeBu €eKCMOpPTHIi A®| (He3HauHa
M ynakoBLi, sika 3MiHa y npoueci
NpOTEiHOM MICTUTBLCA Y BMPOGHMLITBA
KapTOHHil A®I). HesHauHa
KopoobLi 3MiHa y npoueci

BMPOGHMLTBA, &
cave
PO3'ACHEHHA
KiNbKOCTI
06'egHaHNX
MOHOB&JIEHTHUX
cepii gns
KOXHOro
cepoTuny.
BHeceHHA
peaakuiitHnx
npasokK y po3gain
32524
KoHTposib
KPUTUYHMX
cTagini i
NPOMIKHOI
npoAayKLUii. 3MiHu
| Tuny - 3MiHn 3
AKOCTi. ADI.
KoHTposb AdI.
3miHay
mMeToaax
BMNPO6YBaHHSA
Adl abo
BUXiQHOIO




®opma

3asaBHuUK
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KpaiHa

Bupo6HuUK

KpaiHa
BUPOGHUKA

PeecmpayitiHa

npoyedypa

Ymosu
BionycKy

Peknamys
aHHST**

Homep
peecmpayiiiHo
20

Ne n/n

Hassa
JliKapcbKo20
3acoby

Hassa
diroyoi
peqyosuHU

MixxHapoOHa
HernameHmos
aHa HasBa*

Koo
ATX

BUIYCKY
(nikapcbka
popma,
YnaKosKa)

3asiBHUKa

marepiany/npom

DKHOro

nocsi0oYeHHs

npoaykTty/peare

BUKOPUCTOBYETb

HTY, WO

ca 'y npoueci
BMPOGHNLTBA
A®| (He3HauHi
3MiHN Y
3aTBEPMKEHNX
MeToAax
BMNPOGYBaHHS).
He3HauHi 3MiHu
y 3aTBepaKeHnx
MeToAax
BMNPOOYBaHHS,
a came
BMNPOBaAKEHHS
noAgiiHoro
BM3HAYEHHSA AN
TecTy Ha BMiCT
6inka Ta
OHOB/EHHS
Bavligauii
aHa/liTMYyHOro
MeToay
BU3HAYEHHS
3a/IMLLKOBOrO
BMICTYy
hopmanbaerigy
Ha
MOHOB@J/IEHTHilt
cTagji. TepmiH
BBEJEHHS 3MiH-
yepseHb 2028.
3MiHun | Tuny -
3MiHM 3 SKOCTI.
Adl.
Brnpo6HMuTBO.
3MiHN
BMNPO6YBaHb
abo fonycTumMmxX

MeX Y NpoLeci
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BMPOGHMLITBA
A®I, wo

BCTAHOB/IEHI Y
cneuudikauisix
(iHWi 3MiHW).
Mepernsag,
cTparterii
KOHTPO/H0, LU0
3aCTOCOBYETbCSA
07151 TPOMIXXHOTO
Hepo3dghacoBaHo
ro npoaykTty IMNMB
(IPV
Intermediate
Bulk), To6T0
BUAAIEHHSA
BUNPO6YBaHbL B
npoueci
BMPObOHULTBA Ta
BigNoBIgHNX
nimitie. TepmiH
BBEJEHHS 3MiH -
noTuii 2027.
3MiHn | Tuny -
3MiHVM 3 AKOCTI.
AdL.
Brpo6HMLTBO.
3MiHa po3mipy
cepii
(BKKOUAOUM
AianasoHn) A®|
ab0 NpPoOMiKHOro
NpPoOAyKTY, AKWi
3aCTOCOBYETLCA
y npoteci
BMPOGHMLITBA
A®I (iHWi 3MiHN).
BupaneHHsa
po3mipy naprii 1
500 n gnsa
NPOMIiXHOT
cy6cTaHuii
njtoyoi
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

peuosuHu IMB,
NnoB'A3aHoro 3
6yaisneto V9
BMPOBHUYOI
AinbHuUi Mapci-
n'Etyans,
®paHuis. TepmiH
BBEEHHS 3MiH-
yepseHb 2028.
3minu Il Tuny -
3MiHM 3 SKOCTi.
loToBMiA
nikapcbknii
3aci6. KoHTposib
[OMOMDKHUX
PEYOoBYH.
3amiHa
xepena
ofilepXXaHHs
[ONOMDKHOT
peyoBuHM abo
peakTuBy, LLO
CTaHOBUTb
pu3uK nepegadi
36yaHukiB ME
(3amiHa abo
[ofaBaHHsA
PeyoBWHM, L0
CTaHOBWTb
pu3vK nepegadi
36yaHukiB E,
abo 3amiHa
PEey’oBMHM, O
CTaHOBUTb
puU3MK nepepadi
36yaHukis TE,
Ha iHWy
PeYoBUHY, L0
CTaHOBUTb
pu3uK nepegadi
36yaHuKiB E,
[NA AKOT Hemae
[E-cepTucpikara
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BignoBiAHOCTI
€Bponeiicbkili
hapmakone).
3amiHa
CBWHAYOro

TPUNCKHY Ha
peKOMBIHaHTHW
TPUWMCWH, L0
BVIKOPVCTOBYETb
cay
BMPOOHULITBI
Hepo3cacosaHo
T iHakTBOBaHOT
TpUBaNEHTHOT
noniomieniTHol
BaKLMHK,
KyNbTUBOBaHOI
Ha OCHOBI K/ITUH
Vero(the
Inactivated Vero
Trivalent
Poliovaccine
Bulk). TepmiH
BBEJEHHS 3MiH-
yepBeHb 2028.
3MinHu 1l Tuny -
3MiHM 3 AKOCTI.
AdL.
Brpo6HMLTBO.
3MiHM B npoveci
BMPOGHMLITBA
A®I (3miHa
cToCcyeTbCs
aKTUBHOT
peyoBUHN
6ionoriuHoro/imy
HO/0rYHOro
NMOXO[KEHHSA
abo
BUKOPVCTaHHSA
XiMiyHUX APl y
BMPOOHNLTBI

nikapcbKkoro




129

Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
3acoby

6ionorivyHoro/imy
HOJTOrYHOTO
NOXOKEHHS,
AKka MoXe maTu
3HaYHWI BNANB
Ha SKiCTb,
6e3neky Ta
ed)eKTBHICTb
nikapcbKoro
3acoby, i He
cTocyeTbCs
NpoTOKONY).
3miHa y
BMPOBHUYOMY
npoueci
BMpOBGHULTBA
NPOMiXHOT
Hepo3dacoBaHo
T iIHaKTMBOBaHOI
TPUBaNEHTHOI
nonioBakuuHu
Vero (the
Inactivated Vero
Trivalent
Poliovaccine
intermediate
Bulk), wo
nonsrae y
BUAAIEHHI
aHTnbioTHKa
HEOMILUHY
cynbchaty 3
K/TITUHHOTO Ta
BipyCHOro
KyNbTypaslbHOrO
cepefoBuLLa,
pefakuiiHa
npaska oo
3MiHW KifIbKOCTi
MiKpOrpaHyin.
TepMmiH
BBEAEHHS 3MiH-
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
2030-2032.

3MinHun 1l Tuny -
3MiHM 3 AKOCTI.
AdL.
Brpo6HMUTBO.
3miHa
BMPOGHUKa
BMXiAHOro/npomi
XXHOrO
npoaykTy/peare
HTY, WO
BUKOPWCTOBYIOTb
cay
BMPOBHUYOMY
npoueci AdI,
abo 3miHa
BMpOOHUKa
(Bkntoyatoum, ge
HeobXigHo,
micue
npoBefeHHs
KOHTPO/0
aKocTi) AdI (3a
BifACYTHOCTI
cepTudpikata
BiANoBIAHOCTI
€Bponeichbkiin
thapmakonei y
3aTBEPAKEHOMY
[ocbe)(3miHa B
Ad|
6ionoriyHoro
NMOXOKEHHS
abo BuxigHOMY
mMartepiani/peare
HTiI/NpOMiXXHOMY
NpOAYKTI, WO
BUKOPVCTOBYIOTb
ca ons
BMPOGHMLITBA
6ionorivuHoro/imy
HOJTOrYHOTO
nikapcbKkoro




Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka

3asaBHuUK
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Kpaina
3asBHUKa

Bupo6Huk

KpaiHa Peecmpayitina

¢popma,
ynakoska)

BUPOGHUKa npoyeoypa

3acoby). 3miHa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

noctayanbHuKa
TPUMCUHY, LLO
BVKOPWCTOBYETb
cay
BMPOOHMULITBI
Hepo3dacoBaHo
T iIHaKTMBOBaHOI
TPUBaNEHTHOI
nonioBakuuHu
Vero (the
Inactivated Vero
Trivalent
Poliovaccine
Bulk). TepmiH
BBEJEHHSI 3MiH -
yepseHb 2028.
3minm Il Tuny -
3MiHM 3 AKOCTI.
AdL.
Brpo6HMLTBO.
3MiHu B npoueci
BMpOBGHULTBA
A®I (3miHa
CTOCY€ETbCA
aKTUBHOT
peyoBUHN
6ionoriyHoro/imy
HOJOrYHOTO
NMOXOKEHHS
a6bo
BUKOPWCTaHHS
XiMiYHMX AD| y
BMPOOHNLITBI
nikapcbKoro
3acoby
6ionoriyHoro/imy
HOJOrYHOTO
NOXOKEHHS,
AKka MoXe maTu
3HaYHWli BNIMB
Ha SKICTb,

6esneky Ta
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
eheKTBHICTb
nikapcbKoro
3acoby, i He
CTOCy€ETbCA
npoTOKONy).
Mepernsag,
KPUTUYHOTO
napametpa
npouecy (CPP) -
piBHS
NOABOEHHSA
nonynsuii (PDL),
Lo
BMKOPWUCTOBYETH
ca ans
MOHITOPUHTY
BMpOBGHULTBA
Hepo3cacosaHo
T iHakTBOBaHOT
TpUBaNEHTHOT
nonioBaKUyHN
Vero (the
Inactivated Vero
Trivalent Polio
vaccine Bulk).
TepMmiH
BBEAEHHS 3MiH -
notuii 2027
61. FEKCO®PAPM - rekcetnam | RO2AA2 | po3uuH ans MpusaTHe YkpaiHa MpuBatHe Ykpaina BHECEHHS 3MiH 6e3 UA/18048/01/01
H, XONiHY 0 poTOBOI akuioHepHe akuioHepHe 0o peyenma
caniyunart MOPOXHWHW MO TOBapUCTBO TOBapUCTBO peecTpauiiHnx
, 120 mn a6o no hapmaueBT hapmaLeBTny mMartepianis:
x10p6yTaH 200 mny nyHa Ha habpuka 3MiHn | Tuny -
ony hNaKoHi thabpuka "Biona" 3MiHV Wwoao
remirigpat CKIAHOMY; Mo 1 «Biona» 6e3nekn/edekTn
nakoHy 3 BHOCTI Ta
MipHUM thapmakoHarnag,
CTakaH4yMKoM B y (iHWWi 3MiHK).
nau; 3MiHU BHECEHO Y
no 120 mn a6o n2,4,8,13
no 200 mny TEeKCTy
donakoHi MapKyBaHHs

noNiMepHoOMY;

NnepBUHHOI Ta
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
no 1 conakoHy 3 BTOPUHHOI
MipHUM ynakoBKu
CTaKkaH4MKoM B nikapcbKoro
naui 3acoby.
BBefeHHs 3MiH
NpOTArom 6-tn
MicsiB micns
3aTBEPAKEHHS
62. FEKCO®PAPM - rekcetnan | RO2AA2 | cnpeir gns MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 6e3 UA/18048/02/01
H, XOJiHYy 0 poToBOi akuioHepHe akuioHepHe no peyenma
caniyunat NMOPOXHWHK, NO TOBapMCTBO TOBapUCTBO peecTpauiiHnx
, 50 mny donakoHi | dhapmauesT thapmaveBTuy marepianis:
X/10p6yTaH cknsHomy; no 1 nyHa Ha thabpuka 3MiHu | TUny -
ony hnakoHy pasom habpuka "Biona" 3MiHV Wwoao
remirigpat 3 «Biona» 6e3nekn/edextu
ny/ibBEPU3aTopo BHOCTi Ta
My nauui; thapmakoHarnag,
y (iHWi 3MiHW).
3MiHV BHECEeHO Y
n24,8,13
TeKCcTy
MapKyBaHHS
nepBUHHOI Ta
BTOPUHHOT
yrakoBKu
nikapcbKoro
3acoby .
BBefeHHA 3MiH
nNpoTArom 6-Tn
MicsauiB nicns
3aTBEPAKEHHS
63. FENA-MEPL, - L-opHiTuH- | AO5BA | rpaHynst, 31/5 Mepuy, HimeuuunH Mpoaykuis in Himewunna/ BHECEHHS 3MiH 6e3 UA/0039/02/01
L- r,mo5ry dapmachbHoTi a bulk, NaTtsis 0o peuyenma
acnaprar nakeri; no 30 Kanc rmeX nepBuHHE Ta peecTpauiiHnx
abo 50 a6o 100 BTOPUHHE marepianis:
naketiB y nakyBaHHs1, 3MiHun | TNy -
KapTOHHii KOHTPO/b 3MiHY Wwoao
KopooLi AKOCTI: Knoke 6e3nekn/echektu
dapma-Cepsic BHOCTI Ta
M6X, thapmakoHarnag,
HimeuuunHa; y. BBeeHHsA
BTOpuHHe abo 3MiHM go
nakyBaHHs: y3ara/ibHeHUx
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
MpecTix JaHux npo
MpomoyLuH cuctemy
Bepkaydcchoe hapmakoHarnsg,
paepyHr & y (BBEAEHHA
Bep6ecepsic y3arasibHeHnx
62X, AaHux npo
HimeyvunHa; cuctemy
Bunpo6ysaHH thapmakoHarnag,
51 KOHTPO/O y, 3MiHa
akocTi: BAB YNOBHOB&XXEHOT
IHCTUTYT dotop ocobwu,
lirieHe yHg, BiANOBIga/IbHOI
KBaniteTcsixe 3a 3[iliCHEHHS
pyHr I'm6X, thapmakoHarnag,
HimeuyunHa; Y; KOHTaKTHOI
Na6opaTtopi ocobu 3
o AHanisic thapmakoHarnag,
o y 3asBHUKa Ans
Bionogpxukann 3iiCHEeHHS
i EXTIB hapmakoHarnag,
KomnoyHac y B YKpaiHi,
NatsiaH AKLLO BOHA
IHCTITBIOT Och BigMiHHA Bif,
OpraHik YMOBHOBa&XXEHOT
CiHTesic, ocobwm,
Narsisi; labop BignosigabHoOI
NIC CE & Ko. 3a 3[jiCHEHHSA
K, hapmakoHarnsg,
HimeuuunHa; y (BkNtovaroum
XBI chapma KOHTaKTHI faHi)
cepgicec Ta/abo 3MiHM y
vm6X, PO3MiLLEHHI
HimeuumnHa; mMacTep-ghaiina
'BA ®apma cuctemu
vm6X, hapmakoHarnag,
HimeyumnHa; y). 3miHa
EBOHik YNOBHOB&XXEHOT
OnepeliHe 0co6u 3asBHYKA,
v6X — Nlabop BiANOBIga/IbHOI
MpopakT NaiiH 3a
AHaniTike, hapmakoHarnag,
HimeyuunHa; .
EBOHIK [itoya pegakuis:
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
OnepeiilHe Dr. Julia
M6X, Gehricke.
HimeyuunHa; MponoHoBaHa
BunpobyBaHH pepakuisi: Ulrike
1 KOHTPONHO Meyer, PhD.
AKOCTI Ta 3miHa
BWMYCK Cepii: KOHTaKTHMNX
Mepu dapma [aHnX
v6X i Ko. YMNOBHOB&XXEHOT
KraA, 0cobu 3asBHYIKa,
HimeuunHa BignosigabHoOI
3a
hapmakoHarnsg,
64. MNAA3ENAM - 1- NO5BA | Tabnetku ToBapucTeo YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 3a He UA/8579/02/01
IC® (rigpasviHo cy6niHrBanbHi 3 [04aTKOBOKO bo peyenmom nionsieae
Kap6oHin)- no 0,02 r; no 10 [0[aTKOBOK BignoBigasbHI peecTpauiiHnx
MeTun-7- Tabnetok y Bignosigab cTIo marepianis:
6pom-5- 6nicTepi; no 2 HiCTIO "IHTEPXIM" 3MiHu | TUny -
deHin-1,2- 6nictepu y nayui | "IHTEPXIM" 3MiHM 3 SKOCTi.
avrigpo- 3 KapToHYy loToBMiA
3H-1,4- nikapcbknii
6eH3piase 3aci6. Cuctema
MiH-2-0H KOHTeliHep/3akKy
noproBasibHuWi
3aci6. 3miHa
ctopmm abo
po3mipy
KOHTelHepa un
3aKynoproBasibH
oro 3acoby
(nepBUHHOT
yMakoBKM)
(HecTepunbHi
nikapcbki
3acobn)

CynyTHA 3MiHa
- 3MiHM 3 SIKOCTI.
[oToBUIA
nikapcbknii
3aci6. Cuctema
KOHTeliHep/3aky
noptoBasibHUIA
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KpaiHa

Bupo6HuK

KpaiHa

Peecmpayitina

BionycKy

Peknamys
aHHsT**

Homep
peecmpayitiHo

Ne n/n

Hassa
JliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa HasBa*

Hassa
diroyoi

pedyosuHuU

Koo
ATX

Popma
BUIYCKY
(nikapcbka
c¢hopma,
YnaKosKa)

3asiBHUKa

BUPOGHUKa

npoyedypa

3aci6 (iHwi

20
nocsi0oYeHHs

3MiHMU) -
36i/bLUEeHHA
reoMeTp1YHOro
po3mipy
nepBuHHOT
YrakoBKu
(6nicTepa) N3 i3
BiANOBiJHO
3MiHOK po3Mipy
BTOPVHHOT
ynaKkoBKu
(nauku).
MaTtepianu
NnepBuHHOT Ta
BTOPVHHOT
YMNaKoBKN He
3MiHWANCS.
3arBepmkeHo:
FeomeTpuyHNiA
po3mip
nepBUHHOT
YNaKoBKK:
(68x33) mMMm.
FeomeTpuyHWMii
po3mip
BTOPUHHOT
YNaKoBKu:
(38x20x72) MMm.
3anponoHoBaHo:

FeomeTpuyHNMiA
po3mip
nepBUHHOT
yNaKoBKM:
(65x50) mMm.
FeomeTpuyHUii
po3mip
BTOPUHHOT
yNaKoBKu:
(57x20x75) Mm.
BBefeHHs 3miH
npoTarom 3-x
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

MicsiB micns
3aTBEPMKEHHS.
3MiHn | Tuny -
3MiHVM 3 AKOCTI.
loToBwiA
nikapcbknii
3aci6. Onuc Ta
cknag. 3miHa
topmm abo
po3mipiB
nikapcbKoi
hopmm
(Tabnetkn 3
HeraiHum
BUBI/IbHEHHAM,
Kancynu,
cynosuTopii Ta
necapii)
CynyTHS 3MiHa
- 3MiHM 3 AKOCTI.
loToBMiA
nikapcbknii
3aci6. 3MiHn y
BMPOGHULTBI.
3MiHn
BMNPO6YBaHb
abo gonycTummx
Mex,
BCTaHOB/IEHUX Y
cneuudikalisx,
nig vac
BUpOBGHULTBA
roToBOro
nikapcbKoro
3aco0by (iHLwi
3MiHM) - 3MiHa
chopmm
TabneTku i3
NA0CKOLMAIHAPK
YHOI hopmu, 3
hackoto Ha
TabneTkun
TPUKYTHOT
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionycKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

dhopmu 3
[1BOONYK/10t0
NnoBepXHeto, 3i
CKOLLEHUMU
Kpasmu, 3
BiANOBIAHUMY
3MiHamm 3a
NOKa3HNKOM
«Onne»
Creuudpikaui
N3 i meTogax
KOHTPO/IO,
BiANOBIAHO, Ta
CYNyTHS 3MiHa:
BiANOBIAHI 3MiHK
BHOCHATbCS B
cneuudikawii
NPOMDKHUX
NpoAyKTIB
«Tabnetku B
npoueci
TabnetyBaHHs»
(Tectn «Onuc»,
«eomeTpuyHI
po3Mipu» Ta
«Hepo3sacosaH
i TabneTkm»
(TecT «Onuc»).
3arBepaeHo:
MKSA N3 ans
[o3yBaHHs 0,02

r
Cneumdpikanis
Onwuc
TabneTku 6inoro
abo 6inoro 3
KpemyBaTuM
BiATIHKOM
KONbopy,
NAOCKOLWMIHAPK
YHOT chopmu, 3
thackor. Ha
Of1Hii NOBEpPXHi
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
TabneTku
HaHeceHui

TabnetyBaHHs»
ONA [,03yBaHHA
0,02r1a 0,051

- HOMiHa/IbHa

TOBapHWi1 3HaK
nignpvemMcTBa,
Ha apyrii
NOBEPXHi
Tabnetkn —
puvcka.
MKA N3 ana
no3ysaHHs 0,05
r
Cneuudpikanis
Onwuc
TabneTku 6inoro
abo 6inoro 3
KpemyBaTum
BiATIHKOM
KONbopy,
NI0CKOLUNIHAPY
YHOT chopmu, 3
hackoto. Ha
OfHiVi NOBEpXHi
Tabnetku
HaHeceHul
TOBapHWI 3HaK
nignpruemMcTaa,
Ha apyrin
NoBepXHi
Tabnetkn —
pucka.
MocnigoBHa
3MiHa
MpomixHWiA
npoayKT
«Tabnetkn B
npoueci

[eomeTpuyHi
po3mipun

BUCOTa 3
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
rpaHnyYHNM
BiAXUNEHHAM Bif,
HOMiH&/TbHOT
BucoTK (3,2 +
0,4) Mmm

- po3mMax BUCOTH
Tabnetku, Hmax
—Hmin 0,4 Mm

- diameTp 3

rpaHnyYyHUM
BiAXUNEHHAM Bif,
piametpa (7,0 £

0,2) MM

3anponoHoBaHo:

MKA N3 gna
no3ysaHHA 0,02

r
Cneumdikauis
Onuc
TabneTkun 6inoro
abo 6inoro 3
KpemyBaTum
BiAATIHKOM
KONbOopy,
TPUKYTHOI
chopmm 3
[1BOONYK/10t0
noBepxHelo, 3i
CKOLLEHUMUN
Kpasmu. Ha
OfHIli NOBEpPXHi
TabneTkun
HaHeceHui
TOBapHWI 3HaK
nignpvemMmcTaa.
MKA N3 gna
no3ysaHHA 0,05
r
Cneumdikauis
Onuc
TabneTkun 6inoro
abo 6inoro 3




®opma
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KpaiHa

Bupo6HuUK

KpaiHa
BUPOGHUKA

PeecmpayitiHa
npoyedypa

Ymosu
BionycKy

Peknamys
aHHST**

Homep
peecmpayiiiHo
20

Ne n/n

Hassa
JliKapcbKo20
3acoby

Hassa
diroyoi
peqyosuHU

MixxHapoOHa
HernameHmos
aHa HasBa*

Koo
ATX

BUMYCKY
(nikapcbka
popma,
YnaKosKa)

3asiBHUKa

KpemyBaTim
Bif|TIHKOM

nocsi0oYeHHs

KObopy,
TPUKYTHOI
dhopmu 3
[BOONYK/0K0
NoBepxHelo, 3i
CKOLLEHMMMN
Kpasmu. Ha
O[IHiiA NOBEPXHI
TabneTku
HaHeceHuii
TOBapHWI 3HaK
nignpuemcTaa.
MocnigoBHa
3MiHa
MpoMiXHW
npoAaykT
«TabneTtkun B
npoueci
TabnetyBaHHa»
015 003yBaHHSA
0,02rTa0,05r1
FeomeTpuYHi
po3mipu
- HOMiHaNbHAa
[OBXMWHA 3
rpaHnyYyHUM
BiAXUNEHHAM
(8,0 £0,2) mm
- HOMiHaJ/IbHa
LUMpUHa 3
rPaHNYHUM
BiAXVTEHHAM

(7,66 £ 0,2) Mm
- HOMiHa/IbHa
B1coTa 3
rpaHNyHNM
BiXW/TEHHAM
(3,3+0,4) Mm
- po3max BMCOTU
Tabnetku, Hmax

— Hmin 0,4 Mm
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

3MiHU BHECEHO
B po34in
"OCHOBHI
Pi3MKO-XiMiYHI
BNacTuBOCTI" B
IHCTpYKLilo Ans
MeLVYHOro
3acTocyBaHHs
nikapcbKkoro
3acoby.
BBeaeHHs 3MiH
npoTArom 3-x
MicsyiB micns
3aTBEPKEHHS.

65.

MNAA3ENAM
IC®

1-
(rigpasviHo
Kap6oHin)-

MeTun-7-
6pom-5-
deHin-1,2-
aurigpo-
3H-1,4-
6eH3piase
MniH-2-0H

NO5BA

Tabnetkun
cy6niHrBanbHi
no 0,05r; no 10
Tabnetok y
6nicTepi; no 1
6nictepy B navui
3 KapTOHY

ToBapucTeo
3
[0[aTKOBOK
Bignosigab
HICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBO 3
[0aTKOBOO
BignoBigasbHI
CTHO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH
ao
peecTpauiiHnx
marepianis:
3MiHu | TUny -
3MiHM 3 SKOCTi.
loToBMiA
nikapcbknii
3aci6. Cuctema
KOHTeliHep/3aky
noproBasibHuWi
3aci6. 3miHa
ctopmm abo
po3mipy
KOHTelHepa un
3aKynoproBasibH
oro 3acoby
(nepBUHHOT
yMakoBKM)
(HecTepunbHi
nikapcbki
3acobn)
CynyTHA 3MiHa
- 3MiHM 3 SIKOCTI.
loToBMiA
nikapcbknii
3aci6. Cuctema
KOHTeliHep/3aky
noptoBasibHUIA

3a
peyerimom

He
nionsieae

UA/8579/02/02




3asaBHuUK

143

KpaiHa

Bupo6HuK

KpaiHa

Peecmpayitina

BionycKy

Peknamys
aHHsT**

Homep
peecmpayitiHo

Ne n/n

Hassa
JliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa HasBa*

Hassa
diroyoi

pedyosuHuU

Koo
ATX

Popma
BUIYCKY
(nikapcbka
c¢hopma,
YnaKosKa)

3asiBHUKa

BUPOGHUKa

npoyedypa

3aci6 (iHwi

20
nocsi0oYeHHs

3MiHMU) -
36i/bLUEeHHA
reoMeTp1YHOro
po3mipy
nepBuHHOT
YrakoBKu
(6nicTepa) N3 i3
BiANOBiJHO
3MiHOK po3Mipy
BTOPVHHOT
ynaKkoBKu
(nauku).
MaTtepianu
NnepBuHHOT Ta
BTOPVHHOT
YMNaKoBKN He
3MiHWANCS.
3arBepmkeHo:
FeomeTpuyHNiA
po3mip
nepBUHHOT
YNaKoBKK:
(68x33) mMMm.
FeomeTpuyHWMii
po3mip
BTOPUHHOT
YNaKoBKu:
(38x20x72) MMm.
3anponoHoBaHo:

FeomeTpuyHNMiA
po3mip
nepBUHHOT
yNaKoBKM:
(65x50) mMm.
FeomeTpuyHUii
po3mip
BTOPUHHOT
yNaKoBKu:
(57x20x75) Mm.
BBefeHHs 3miH
npoTarom 3-x
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

MicsiB micns
3aTBEPMKEHHS.
3MiHn | Tuny -
3MiHVM 3 AKOCTI.
loToBwiA
nikapcbknii
3aci6. Onuc Ta
cknag. 3miHa
topmm abo
po3mipiB
nikapcbKoi
hopmm
(Tabnetkn 3
HeraiHum
BUBI/IbHEHHAM,
Kancynu,
cynosuTopii Ta
necapii)
CynyTHS 3MiHa
- 3MiHM 3 AKOCTI.
loToBMiA
nikapcbknii
3aci6. 3MiHn y
BMPOGHULTBI.
3MiHn
BMNPO6YBaHb
abo gonycTummx
Mex,
BCTaHOB/IEHUX Y
cneuudikalisx,
nig vac
BUpOBGHULTBA
roToBOro
nikapcbKoro
3aco0by (iHLwi
3MiHM) - 3MiHa
chopmm
TabneTku i3
NA0CKOLMAIHAPK
YHOI hopmu, 3
hackoto Ha
TabneTkun
TPUKYTHOT
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionycKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

dhopmu 3
[1BOONYK/10t0
NnoBepXHeto, 3i
CKOLLEHUMU
Kpasmu, 3
BiANOBIAHUMY
3MiHamm 3a
NOKa3HNKOM
«Onne»
Creuudpikaui
N3 i meTogax
KOHTPO/IO,
BiANOBIAHO, Ta
CYNyTHS 3MiHa:
BiANOBIAHI 3MiHK
BHOCHATbCS B
cneuudikawii
NPOMDKHUX
NpoayKTiB
«Tabnetku B
npoueci
TabnetyBaHHs»
(Tectn «Onuc»,
«eomeTpuyHI
po3Mipu» Ta
«Hepo3sacosaH
i TabneTkm»
(TecT «Onuc»).
3arBepaeHo:
MKSA N3 ans
[o3yBaHHs 0,02

r
Cneumdpikanis
Onwuc
TabneTku 6inoro
abo 6inoro 3
KpemyBaTuM
BiATIHKOM
KONbopy,
NAOCKOLWMIHAPK
YHOT chopmu, 3
thackor. Ha
Of1Hii NOBEpPXHi
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
TabneTku
HaHeceHui

TabnetyBaHHs»
ONA [,03yBaHHA
0,02r1a 0,051

- HOMiHa/IbHa

TOBapHWi1 3HaK
nignpvemMcTBa,
Ha apyrii
NOBEPXHi
Tabnetkn —
puvcka.
MKA N3 ana
no3ysaHHs 0,05
r
Cneuudpikanis
Onwuc
TabneTku 6inoro
abo 6inoro 3
KpemyBaTum
BiATIHKOM
KONbopy,
NI0CKOLUNIHAPY
YHOT chopmu, 3
hackoto. Ha
OfHiVi NOBEpXHi
Tabnetku
HaHeceHul
TOBapHWI 3HaK
nignpruemMcTaa,
Ha apyrin
NoBepXHi
Tabnetkn —
pucka.
MocnigoBHa
3MiHa
MpomixHWiA
npoayKT
«Tabnetkn B
npoueci

[eomeTpuyHi
po3mipun

BUCOTa 3
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
rpaHnyYHNM
BiAXUNEHHAM Bif,
HOMiH&/TbHOT
BucoTK (3,2 +
0,4) Mmm

- po3mMax BUCOTH
Tabnetku, Hmax
—Hmin 0,4 Mm

- diameTp 3

rpaHnyYyHUM
BiAXUNEHHAM Bif,
piametpa (7,0 £

0,2) MM

3anponoHoBaHo:

MKA N3 gna
no3ysaHHA 0,02

r
Cneumdikauis
Onuc
TabneTkun 6inoro
abo 6inoro 3
KpemyBaTum
BiAATIHKOM
KONbOopy,
TPUKYTHOI
chopmm 3
[1BOONYK/10t0
noBepxHelo, 3i
CKOLLEHUMUN
Kpasmu. Ha
OfHIli NOBEpPXHi
TabneTkun
HaHeceHui
TOBapHWI 3HaK
nignpvemMmcTaa.
MKA N3 gna
no3ysaHHA 0,05
r
Cneumdikauis
Onuc
TabneTkun 6inoro
abo 6inoro 3
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KpaiHa

Bupo6HuUK

KpaiHa
BUPOGHUKA

PeecmpayitiHa
npoyedypa

Ymosu
BionycKy

Peknamys
aHHST**

Homep
peecmpayiiiHo
20

Ne n/n

Hassa
JliKapcbKo20
3acoby

Hassa
diroyoi
peqyosuHU

MixxHapoOHa
HernameHmos
aHa HasBa*

Koo
ATX

BUMYCKY
(nikapcbka
popma,
YnaKosKa)

3asiBHUKa

KpemyBaTim
Bif|TIHKOM

nocsi0oYeHHs

KObopy,
TPUKYTHOI
dhopmu 3
[BOONYK/0K0
NoBepxHelo, 3i
CKOLLEHMMMN
Kpasmu. Ha
O[IHiiA NOBEPXHI
TabneTku
HaHeceHuii
TOBapHWI 3HaK
nignpuemcTaa.
MocnigoBHa
3MiHa
MpoMiXHW
npoAaykT
«TabneTtkun B
npoueci
TabnetyBaHHa»
015 003yBaHHSA
0,02rTa0,05r1
FeomeTpuYHi
po3mipu
- HOMiHaNbHAa
[OBXMWHA 3
rpaHnyYyHUM
BiAXUNEHHAM
(8,0 £0,2) mm
- HOMiHaJ/IbHa
LUMpUHa 3
rPaHNYHUM
BiAXVTEHHAM

(7,66 £ 0,2) Mm
- HOMiHa/IbHa
B1coTa 3
rpaHNyHNM
BiXW/TEHHAM
(3,3+0,4) Mm
- po3max BMCOTU
Tabnetku, Hmax

— Hmin 0,4 Mm
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
3MiHU BHECEHO
B po34in
"OCHOBHI
Pi3MKO-XiMiYHI
BNacTuBOCTI" B
IHCTpYKLilo Ans
MeAMYHOro
3aCTOCYyBaHHSA
nikapcbKkoro
3acoby.
BBeaeHHs 3MiH
npoTArom 3-x
MicsyiB micns
3aTBEPMAKEHHS.
66. riaPOKOPTU3 hydrocortisone | rigpokoptn | HO2ABO | cycneHsia gns TOB YkpaiHa TOB "BIOJIIK YkpaiHa BHECEHHS 3MiH 3a He UA/5626/01/01
OHY ALETAT 30HYy 9 iH'eKUiR, 25 "BIONIK OAPMA" bo peyenmom nionsieae
auerar Mmr/mn; no 2 Mn B DPAPMA" peecTpauiiHnx
amnyni 3i ckna; marepianis:
no 10 amnyny 3MiHu | TUny -
naui; no 2 mn B 3MiHV Wwoao
amnyni 3i ckna; 6e3nekn/edextu
no 5 amnyny BHOCTi Ta
6nictepi; no 2 thapmakoHarnag,
6nictepy y nauui y. 3miHa y
KOPOTKiii
Xapakrepuctuu,i

nikapcbkoro
3aco0y, TeKCTi
MapKyBaHHs Ta
IHCTpYKLUii gns
MeLMYHOro
3acTocyBaHHs
Ha nigcTasi
perynspHo
OHOBJ/IOBAHOMO
3BITYy 3 6e3nekn
nikapcbKoro
3acoby, abo
nocnigpkeHs 3
6e3neku
3acTocyBaHHs
nikapcbkoro
3acoby B
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

nicnspeecTpauiii
HWi1 nepioa, abo
AK pesynbrart
OLLiHKM 3BITY 3
LocnifpKeHb,
npoBeseHNnx
BigMNoBigHO A0
nnaxy
neajaTpuyHnx
[ocnigpkeHb
(PIP) (3miHy
Y3ro[KEHO 3
KOMNETEHTHUM
YNOBHOBaXXEHUM
opraHom)
3MiHU BHECEHO
00 IHCTpYKLUT
[ANsi MegnvHoro
3aCTOCYBaHHSA
nikapcbKoro
3acoby ao
po3sginy
"Oco6nmnBoCTi
3acTocyBaHHA"
BigMNoBigHO A0
OHOBJIEHOT
iHchopmawii 3
6e3neku
3aCTOCYyBaHHSA
nikapcbkoro
3acoby

67.

raPOKOPTU3
OH POM®APM

hydrocortisone

rigpokopTH
30H

HO2ABO
9

NMopoLUOK AN
pO34nHy ans
iH'eKLi/iHdy3ilA,
100 mr; no 1
donakory 3
MOPOLLKOM Y
KapTOHHIN nauui;
no 5 cpnakoHis 3
MOPOLLKOM Y
6nictepi, no 2
6nictepn y
KapPTOHHIN nayuj

EnEnCi
Pomdpapm
KomnaHi
[xopaxus

py3ia

K.T.
POM®APM
KOMMAHI
C.p.N.,
PymyHis
(BUpPOGHMLTBO
Ta nepBuHHe
nakyBaHHs
niKkapcbKoro
3acoby;
BTOPVHHE
nakyBaHHs,

PymyHis

BHECEHHS 3MiH
o
peecTpauiiHnx
mMartepianis:
3MiHm | TUny -
3MiHU 3 AKOCTI.
loToBwMiA
nikapcbknii
3aci6. 3MiHM Yy
BUPOBHULTBI.
3amiHa abo
BBE/EHHSA

3a
peyenmom

UA/18159/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
KOHTPO/1b [,04aTKOBOT
Mikpo6ionoriyH LinbHULI
nx Ta BMPOGHMLTBA
6ionoriyHNx 0151 YaCTUHN
NOKa3HWKIB ab0 BCbOro
niKkapcbKkoro BMPOBHNYOTO
3acoby; npouecy
KOHTPO/b roToBOro
hiznko- nikapcbKoro
XIMIYHMX 3acoby
NOKa3HWKIB (ginbHUUA ons
nikapcbkoro BTOPVHHOTO
3acoby Ta nakyBaHHs).
BMNYyCK cepil) 3amiHa
BMPOGHUYOI
OinbHULj
BTOPWHHOTO

nakysaHHsa M3
BMpo6HMKa K. T.
POM®APM
KOMIMAHI
C.P.N.
3MiHu | TNy -
3MiHM 3 AKOCTI.
loToBwiA
nikapcbkuii
3aci6. 3miHn y
BMPOGHULITBI.
3MiHa
iMnopTepa/amMiHn
, L0 CTOCY0TbCA
BUNYyCKy cepii Ta
KOHTPOJHO SIKOCTI
roToBOro
nikapcbKoro
3acoby (3amiHa
abo gofaBaHHsA
AinbHWUI, Ha
AKIN
3[iiCHI0ETbCSA
KOHTPO/L/BMNPO
6yBaHHs cepii).
3amiHa ginbHuUL
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
Ha SKi

3[jICHI0ETbCS
KOHTPO/b AKOCTI
(koHTpOsTb
MiKPO6iONorivyHM
X Ta 6ioNorivyHmNX
MOKa3HWKIB
nikapcbKoro
3acoby) '3
BMpoGHMKa K.T.
POM®APM
KOMIMAHI
C.P.J1. 3miHn |
™ny -
AfMiHicTpaTuBHi
3MiHW. 3miHa
HaliMeHyBaHHs
Ta/abo agpecu
Micus
NpoBaXXeHHS
AiSNbHOCTI
BMPOGHMKa/iMMo
pTepa rotoBoro
nikapcbKkoro
3acoby,
BK/THOHAI0UM
OinbHWL
BMMYCKy cepil
abo micue
NpoBeeHHs
KOHTPO/0
AKOCTI.
(@isnbHicTb, 3a
AKy Bignosigae
BMPOBHUK/iMNop
Tep, He
BK/THOHAI0OUM
BUMNYCK Cepiit).
3miHa agpecu
BMPOBHUYOI
LinbHULI
BMpo6HuKa K.T.
POM®APM
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
KOMMAHI
C.P.N.
BiANOBIga/IbHOI
3a
"BUPOOHULTBO
Ta nepBuHHe
nakyBaHHS
nikapcbKoro
3acoby", y
3B'A3KY 3
npuBeAeHHAM
[0 OHOB/IEHOTO
cepTudpikata
EudraGMP.
Brpo6Huya
AOinbHUUS, Ha3Ba
Ta yci BUPOOHMUI
onepaujii
3a/mMwaTbCa
HE3MiHHUMMU.
68. MAPOXNOPTIA | hydrochlorothi rigpoxnop - KpucCTaniyHuii TOBAPUCT Ykpaina YaHnky Kutaii BHECEHHS 3MiH - UA/17033/01/01
314 azide Tiasng NOPOLLIOK BO 3 PapmacbloTika bo
(cy6eTaHuin) y OBMEXXEH n dakTopi peecTpauiiHnx
noABiiHNX (0]}0) marepianis:
nonieTuneHoBnx BIAMOBIOA 3MiHa 3asiBHMKa
naketax s NbHICTHO N3 (MIBIM)
hapmaneBTMuHo | «KOPMOPA (BnacHvka
ro 3acToCyBaHHA LA peecTpadujiiHoro
«340POB’A nocBifAYeHHs)
» (3rigHO Hakasy
MO3 Big
23.07.2015 Ne
460)
69. FNHKOP ®OPT Troxerutin, [iHKro CO5CA5 | kancynu, no 10 Na6opaTopii PpaHuis MAIOSI PpaHuin BHECEHHS 3MiH 6e3 UA/10317/01/01
combinations 6inoba 4 Kancyny Bywapa IHOAYCTPI o peyenma
cyxuii 6nictepi, no 3 PekopgaarTi peecTpauinHmx
eKcTpakT 6nictepu y mMartepianis:
(EGb KapTOHHiiA 3MiHn | TUny -
761); KopoobUi 3MiHM Wwozo
rentTamiHo 6e3nekn/edextu
ny BHOCTI Ta
rigpoxnop hapmakoHarnag,
va; y. BBegeHHs
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

TPOKCepyT
NH

abo 3MiHM ao
y3arasibHeHux
[aHux npo
cuctemy
hapmakoHarnag,
y (BBEAEHHSA
y3ara/ibHeHUx
JaHux npo
cuctemy
hapmakoHarnsg,
Yy, 3MiHa
YNOBHOB&XXEHOT
ocobwm,
BignosigabHoOI
3a 3[iliCHEHHSA
hapmakoHarnsg,
Y; KOHTaKTHOI
ocobm 3
hapmakoHarnsg,
y 3asBHMKa ANA
3[jlACHEHHS
hapmakoHarnsg,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif
YMNOBHOBaXeHOoi
ocobwm,
BignoBigabHOI
3a 34jiCHEHHS
thapmakoHarnng,
y (BK/IHOYaoun
KOHTaKTHI aHi)
Ta/abo 3miHn y
PO3MILLLEHHI
mMacTep-aiina
cuctemn
hapmakoHarnsg,
y) 3miHa
YNOBHOB&XXEHOT
0Cco6V 3asIBHMKA,
BignosigabHoOI
3a
chapmakoHaraiag,
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
. Litova
pepaxuis: Paola
Pirovano.
[ponoHoBaHa
pefakuis:
Cecilia Maffei.
3miHa
KOHTaKTHUX
OaHnx
YNOBHOB&XXEHOT
0cobu 3asBHYIKA,
BiANOBIga/IbHOI
3a
hapmakoHarniag,
70. FMPYAKA - ripuaka GO04BC | TpaBa;no50ry MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 6e3 UA/2155/01/01
NTAWMHOIo nrawimHor naykax 3 dapmaueBT GapmaueBTny 0o peyenma
TPABA 0 Tpasa BHYTPILLUHIM N4yHa Ha habpuka peecTpauiiHnx
(Polygoni naketom; no 1,5 thabpuka "Biona" marepianis:
Avicularis ry inbtp- "Biona" 3MiHu | TUny -
Herba) nakeri; no 20 3MiHV Wwoao
inbTp-NakeTiB 6e3nekn/edextu
y nauui BHOCTI Ta
thapmakoHarnag,
y (iHWi 3MiHW) -
OHOBJ1EHHA
TeKcTy
MapKyBaHHs
yrakoBKu

nikapcbKoro
3acoby, a came:
BU/TyYEHO
ay6niotouy
iHchopmawuito
pociiicbKoto
MOBOIO Ta
BHECEHO
pepakuiHi
npasku Mo
Tekcty (eCTD
Bepcis 0001).
TepMmiH
BBEJEHHS 3MiH-
npoTArom 6-Tn
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
MicsiB micns
3aTBEPKEHHS.
71. FNIBEK® imatinib iMaTuHIO LO1EAQO | TabneTku, BKPUTI HoBaprtic LLsefuapi KOHTPO/Ib LLisenuapis / BHECEHHS 3MiH 3a He UA/9469/01/01
1 NnNiBKOBOKO dapma Al A AKOCTI HimeyunHa/ no peyenmom niossieae
060/10HKOH0, MO (4acTkoBUiA): CnoseHisa peecTpauiiHnx
100 mr, no 10 HosaprTic marepianis:
Tabnetok y dapwma LUTeiH 3MiHu | TUny -
6nictepi; no 6 Al, 3MiHM 3 SKOCTi.
6nicTepis B Llseiiuapis; loToBMiA
Kopoo6Li BVPOGHMLTBO nikapcbknii
3a MOBHUM 3aci6. 3MiHn y
LMKIOM: BMPOGHULTBI.
HoBaprTic 3amiHa abo
Papma BBELEHHA
MpopakLwH [0[aTKoBOT
m6X, OinbHULj
HimeuuunHa; BMpPOBGHULTBA
ON15 YaCTUHK
nepBuHHeE, abo BCbOro
BTOPVHHE BUPOBHNYOro
nakyBaHHs, npouecy
BUNYCK Cepil: roToBOro
Nek nikapcbKoro
dapmacboTuK 3acoby
anc a.g., (ginbHUUA, Ha
BMPOGHMYA AKIN
OinbHALSA NpPOBOAATLCA
NeHpaBa, 6y ab-AKi
CnoBeHis; BUPOGHWNYI
cTagji, 3a
BUPOGHULITBO, BUHATKOM
nepBuHHe Ta BUMYCKY Cepili,
BTOPUHHE KOHTPO/H0
nakyBaHHs, AKOCTI,
KOHTPO/b NepBUHHOTO Ta
AKOCTI BTOPUHHOr0O
(vacTkoBUiA), nakyBaHHs, AN
BUNYyCK cepii): HeCTepu/IbHUX
HosaprTic nNikapcbKnx
PapmacboTUK 3aco6iB) -
an [0AaBaHHsA
MaHydakTypiH OinbHWL
r INC, Novartis
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
CnoBeHis; Pharmaceutical
KOHTPO/b Manufacturing
AKOCTI LLC, Slovenia,
(vacTkoBUiA): BiANOBIga/IbHOI
Nek 3a BUPOBHMLTBO
PapmacbioTuK roToBoi
anc a.4a., NPOAYKLUIT.
CnoseHis BBefeHHs 3MiH

NpOTArom 6-tn
MicsyiB micns
3aTBEPMKEHHS.
3MiHn | Tuny -
3MiHVM 3 AKOCTI.
loToBwiA
nikapcbknii
3aci6. 3MiHN Yy
BUPOBHULTBI.
3miHa
iMnopTepa/aMiHn
, LLIO CTOCY0TbCA
BWMYCKy Cepii Ta
KOHTPO/IO AKOCTI
roToBOro
nikapcbKkoro
3acoby (3amiHa
abo fgofaBaHHA
AinbHUUI, Ha
AKN
3[jICHI0ETbCS
KOHTPO/1b/BMNPO
6yBaHHs cepii) -
[0AaBaHHsA
AinbHuui Lek
Pharmaceuticals
d.d., Slovenia,
BiANOBIga/IbHOI
3a KOHTPO/b
AKOCTI
(4acTKOBUA).
BBegeHHs 3MiH
NpoTArom 6-Tn
MicsauiB nicns
3aTBEPAKEHHS.
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
3MiHu | TUny -
3MiHM 3 SKOCTi.
loToBMiA
nikapcbknii
3aci6. 3MiHn y
BMPOGHULTBI.
3miHa

iMnopTepa/amiHu
, L0 CTOCYOTbCA
BWMYCKy cepii Ta
KOHTPO/O AKOCTI
roToBOroO
nikapcbKoro
3acoby (3amiHa
abo gogasaHHsA
BMPOGHMKa, WO
Bignosigae 3a
BBE3EHHS
Ta/abo BMMNyCK
cepii) -
Bkntovaroun
KOHTPO/b/BMNPO
6yBaHHs cepii -
[ofaBaHHsA
OinbHULj
Hosapric
PapmacbioTrKan
MaHydhakTypiHr
NNC (Novartis
Pharmaceutical
Manufacturing
LLC, Slovenia),
BiANOBIga/IbHOI
3a KOHTPO/b
AKOCTI
(4acTkoBUA),
BMMYyCK cepil
nikapcbKoro
3acoby, 3a
afpecoro micus
NpoBaXXeHHS
AiSNbHOCTI: BY/.
BeposLukoBa 57,
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

Nio6nsHa,1000,
CnoseHis. 3MiHK
BHECEHO B
iHCTpYKLilo Ans
MeAMYHOro
3acToCcyBaHHS
nikapcbKoro
3acoby y
posgainu
"BMPOGHMK",
"MicuesHaxomxe
HHS BUPOOHMKa
Ta agpeca micus
NpoBaXXeHHS
noro gisanbHocTi"
3 BignoBigHVMMN
3MiHamMW B TEKCTI
MapKyBaHHs1
yNaKoBOK.
BBefeHHs 3MiH
NpOTArom 6-tn
MicsiB micns
3aTBEPMKEHHS.
3MiHn | Tuny -
3MiHVM 3 AKOCTI.
loToBwiA
nikapcbknii
3aci6. 3MiHN Yy
BUPOBHULTBI.
3amiHa abo
BBE/eHHs
[0[aTKOBOT
OinbHWL
BMPOGHMLITBA
ONSA YacTUHN
abo BCbOro
BMPOGHNYOrO
npouecy
roToBOro
nikapcbKoro
3acoby
(ainbHUUA ana
NepBMHHOTO
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

nakyBaHHs1)

[0AaBaHHsA
OinbHWL
Novartis

Pharmaceutical
Manufacturing
LLC, Slovenia,
BignosigabHoOI
3a nepBuHHe
nakyBaHHS
nikapcbKoro
3acoby.
BBegeHHs 3MiH
NpoTArom 6-tn
MicsauiB nicns
3aTBEPMKEHHS.
3MiHu | TNy -
3MiHM 3 AKOCTI.
loToBMiA
nikapcbkuii
3aci6. 3MiHn Yy
BMPOGHULITBI.
3amiHa abo
BBEJEHHS
[,04aTKOBOT
LinbHULI
BMPOGHMLITBA
AN 4acTUHN
ab0 BCbOro
BMPOGHNYOrO
npouecy
roToBOro
nikapcbKkoro
3acoby
(ginbHUUA ons
BTOPWHHOIO
nakyBaHHs) -
[0AaBaHHsA
OinbHWL
Novartis
Pharmaceutical
Manufacturing
LLC, Slovenia,
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BignoBigabHOI
3a BTOPWHHE
nakyBaHHA
nikapcbKoro
3acoby.

BBefeHHs 3miH
NpPOTAroMm 6-Tn
MicaLis nicns
3aTBEPKEHHS.
3MiHu | Tuny -
AAMiHICTpaTVBHI
3MiHW.
BunyyeHHsa
BMPOBHUYOT
OinbHWL
[CLGILEETETY
AinbHuU Ans
Adl,
NPOMKHOro
npoaykTy abo
roToBOroO
nikapcbKoro
3acoby,
AinbHUUI ans
npoBefeHHs
nakyBaHHsl,
BMPOGHMKA,
BiANOBiAa/IbHOrO
3a BUNYCK Cepid,
micue
npoBefeHHs
KOHTPO/tO cepil)
abo
noctadyasibHuKa
BUXIAHOIO
marepiany,
peareHTy abo
[ONOMDKHOT
PEYOBUHM (SIKLLO
3a3HayeHo y
[OCbE) -
BUAAIEHHSA

QOYHKL
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
NepBMHHOIO
nakyBaHHsl,
BTOPUHHOrO
nakyBaHHS,

KOHTPOIO SIKOCTI,
BUMNYCKy cepil
AN [inbHULj

HosaprTic ®apma

LLTelin AT,

LLiBeiiuapis.
LinbHuus 6yane
npoaoBXyBaTu

BUKOHYBaTW

KOHTPONb SIKOCTI

(vacTtkosuii) N3.

3MiHN BHEeCeHO
B IHCTPYKL0

[ANsi MegnvHoro
3aCTOCYBaHHSA

nikapcbKoro
3acoby y
po3ginu

"BUpo6HMK",

"MicuesHaxomxe

HHS BUPOOHMKa

Ta agpeca micugd
NPOBaXEHHS

ioro gisnbHocTi"

3 BignoBigHVMYN

3MiHamMW B TEKCTI

MapKyBaHHS
yNaKkoBOK.

BBefeHHs 3miH
NpOTAroM 6-Tn
MicaLis nicns

3aTBEPKEHHS.
3MiHu | Tuny -
3MiHM 3 SKOCTi.

loToBMiA
nikapcbknii
3aci6. 3MiHn y
BMPOGHULTBI.
3MiHM y npoueci
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionycKy

Peknamys
aHHsT**

Homep
peecmpayiiiHo
20
nocsioYeHHs

BMPOGHMLITBA
roToBOro
nikapcbKoro
3acoby,
BK/THOHAI0UM
MPOMiXHWI
NPOAYKT, L0
3aCTOCOBYETLCA
npu
BMPOOHNLTBI
roToBOro
nikapcbKoro
3acoby
(He3Ha4yHa 3MiHa
y npoueci
BVMPOGHMLTBA)
He3HayHa 3miHa
po3mipy cuta
(Big;: 3a3Buyaii
po3mipy cuta 5
a6o 8 MM -f0:
3a3Buyaii 8 Mm),
Y 3B'AA3KY 3
O0faBaHHAM
HOBOrO
BUPOBHMYOTO
MarijaHumka
MPONOHYIOTbLCSA
He3HauHi 3MiHu
o
3aTBEPAKEHOr0
Ha faHuii
MOMEHT
npouecy, sKuii
BXe fj€ B
Novartis Pharma
Produktions
GmbH,
Germany. 3miHn
| Tuny - 3miHn 3
AKoCTi. FoTOBWIA
nikapcbkni

3aci6. 3MiHn y




164

Bupo6HuK

KpaiHa

PeecmpayjitiHa

Ymosu

Peknamys
aHHsT**

Homep
peecmpayitiHo

Ne n/n

Hassa
JliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi

pevyosuHU

Koo
ATX

Popma
BUIYCKY
(nikapcbka
c¢hopma,
YnaKosKa)

3asaBHuUK

KpaiHa
3asiBHUKa

BUPOGHUKa

npoyedypa

BionycKy

BMPOGHULITBI.

20
nocsi0oYeHHs

3MiHK y npoLieci

3aCTOCOBYETbCA

(He3HayHa 3miHa

BMPOGHMLTBA
roToBOro
nikapcbKoro
3acoby,
BK/THOHAI0OUM
NPOMIXHWIA
NPOAYKT, L0

npu
BUPOGHNLITBI
roToBOro
nikapcbKoro
3acoby

y npoueci
BMPOGHNLITBA) -
JofaBaHHs
BTOPUHHOTO
nakyBaJibHOro
marepiany ans
npoaykuji in bulk
(noninponineHos
i 6ouKmM 3
BifNoBigHO0
KPULLIKOIO), Y
3B'A3KY 3
JofaBaHHAM
HOBOrO
BMPOBHNYOro
MaigaHumka
MPOMNOHYITLCSA
He3HauHi 3MiHu

no
3aTBEpPKEHOTO
Ha gaHuii
MOMEHT
npouecy, sKuii
BXe fje B
Novartis Pharma
Produktions
GmbH,
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

Germany. 3MiHn
| TMny - 3MiHu 3
aKocTi. FoToBui
nikapcbknii
3aci6. 3MiHn y
BMPOGHULTBI.
3MiHn
BMNPO6YBaHb
abo gonycTummx
Mex,
BCTaHOB/IEHUX Y
cneuudikalisix,
nig vac
BMpOBGHULTBA
roToBOroO
nikapcbKoro
3aco0by (iHLwi
3MiHW) - 3MiHa
KiNIbKOCTi 3pa3ka
310 go 20
TabneTHux agep
ans
BHYTPILLUHLOIO
KOHTPO/I0
«cepeHboi
TBEPAOCTI»,
AKNN
BWKOHYETbCA Ha
eTani 8
(TabneTyBaHHs),
BigNoBigHO A0
3anponoHoBaHu
X BHYTPILLHIX
_Npoueayp
nianpuemMcTBa.
Yxe cxsasieHa
BMPOGHMYA
OinsiHka
NPOAOBXYBaTNM
€ BVKOHyBaTu
BMNPO6YBaHHSA
i3
3aTBEPAKEHOI0
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
KiNIbKiCTHO
BU6ipkn (10
apep TabneTok).
3MiHu | TUny -
3MiHM 3 SKOCTi.
loToBMiA
nikapcbknii
3aci6. KoHTposib
roToBOroO

nikapcbKoro
3acoby. 3miHa y
MeToaax
BMNPOGYBaHHSA
roToBOro
nikapcbKkoro
3acoby
(He3Ha4yHa 3MiHa
y 3aTBEPXEHNX
mMeToaax
BUNPOBYBaHHS) -
He3HauHi 3MiHu
B @HaNiTUYHIl
MeToamui
«CynyTHsA
peyoBuHa 507-
00, wo
BU3HAYaAETLCS
3a [10Nomoroto
BEPX-MCx»:
GinbLu
3aranbHuii onuc
anapary,
fopasLun
"Hanpvknag"
nepeg Mogennio
Ta MapkKoto, LWob
y3roguTm 3
o6nagHaHHAM i
npoueaypamu,
AKi BXe [itloTb Ha
3anponoHoBaHili
OiNbHULL
BBegeHHs1 3MiH
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

NpOTAroM 6-Tn
MicaLiB nicns
3aTBEPKEHHS.
3MiHu | TUny -
3MiHM 3 SKOCTi.
loToBMiA
nikapcbknii
3aci6. KoHTposib
roToBOroO
nikapcbKoro
3acoby. 3miHa y
mMeTofAax
BMNPOGYBaHHSA
roToBOro
nikapcbKkoro
3acoby
(He3Ha4yHa 3MiHa
y 3aTBEPIXEHNX
mMeToaax
BUNPOBYBaHHS) -
He3HauHi 3MiHu
B @HaNiTUYHIl
MeToamui
«lgeHTudikanis,
KinbkicHe
BU3HAYEHHS |
Mpoayktn
posnagy 3a
[0MOMOroto
BEPX» :
nigrotToBka
3paska B
0flHOMY, a He B
[ABOX
NPUMipHUKaX,
06 y3rognTn 3
o6nagHaHHAM i
npoueaypamu,
AKi BXE Ail0Tb Ha
3anpornoHoBaHo
My Micuj.
BBefeHHs 3miH
npoTArom 6-Tn
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

MicsiB micns
3aTBEPMKEHHS.
3MiHn | Tuny -
3MiHM 3 AKOCTI.
loToBMiA
nikapcbknii
3aci6. KoHTposnb
roToBOro
nikapcbKkoro
3acoby. 3miHa 'y
MeToaax
BMNPOGYBaHHSA
roToBOro
nikapcbKoro
3acoby
(He3HayHa 3miHa
y 3aTBEPKEHNX
MeToaax
BMNPOOYBaHHS)
- HE3HaYHi 3MiHN
B aHa/TiITUYHIl
MeToaunL;j
«P0O34nHEHHS
MEeTOoL0oM YD»:
fofaHo
NPUMITKY He
BUKOPWCTOBYBAT
N a/lOMIHIEBI
KOMMOHeHTW Ans
Bar, Wob
y3roguTm 3
o6nagHaHHAM i
npoueaypamu,
AKi BXe [itloTb Ha
3anponoHoBaHo
My MicLj.
BBegeHHs 3MiH
NpoTArom 6-Tn
MicsauiB nicns
3aTBEPMKEHHS.
3MiHu | TNy -
3MiHM Wwozo
6e3nekn/edekTn
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BHOCTi Ta
thapmakoHarnag,
y (iHWi 3MiHW) -
OHOoB/IEHHA
TeKcTy
MapKyBaHHs
yrakoBKu
nikapcbKoro
3acoby y 3B'A3Ky
3 BUTyYEHHAM
ny6nto4oi
iHdpopmauii
pociiicbKoto
MOBO0.BBeeHH
S 3MiH MPOTATOM
6-Tn micsauiB
nicns
3aTBEPKEHHS.
72. FNIBEK® imatinib iMaTuHIO LO1EAO | TabneTku, BKPUTI Hosapric LLiBeiuapi KOHTPO/b LLiseiiuapisi/ BHECEHHS 3MiH 3a He UA/9469/01/02
1 nNiBKOBOKO dapma Al A AKOCTI HimeuunHa/ no peuenmom nionsieae
060/10HKOI0, N0 (vacTkoBUiA): CnoseHis peecTpauiiHnx
400 wmr, no 10 Hosapric mMartepianis:
Tabnetoky dapwma LUTeitH 3MiHu | TUny -
6nictepi; no 3 Al, 3MiHM 3 SKOCTI.
6nictepu B LBeiiuapis; loToBMiA
KopooLi nikapcbknii
BVPOGHMLTBO 3aci6. 3miHn y
3a NOBHUM BUPOGHULITBI.
LMKIOM: 3amiHa abo
HosaprTic BBE[EHHs
Papma [,04aTKOBOT
MpopakwH LinbHULI
m6X , BMpPOGHMLUTBA
HimeuunHa; AN YacTuHN
abo BCbOro
nepBrHHe, BMPOGHNYOro
BTOPVIHHE npouecy
nakyBaHHs, roToBOro
BMMYCK Cepii: nikapcbKoro
Nek 3acoby
dapmacboTnK (ginbHUUA, Ha
anc a.n., AKil
BUPOGHMYA npoBOAATLCA
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
LinbHUUS 6yab-SKi
NeHpaBa, BUPOGHUYI
CnoBeHis; cTagji, 3a
BUHATKOM
BMPOBHULTBO, BUMYCKY CepiiA,
nepBrHHE Ta KOHTPO/H0
BTOPVIHHE AKOCTI,
nakyBaHHs, NepBUHHOTO Ta
KOHTPO/Ib BTOPWHHOIO
AKOCTI nakyBaHHs, Ans
(4acTkoBWUiA), HeCcTepusIbHUX
BWMYCK cepil): NiKapCbKnX
HoBaprTic 3acob6iB) -
dapmMacbloTukK [0AaBaHHsA
an OinbHWL
MaHydhakTypiH Novartis
r INC, Pharmaceutical
CnoseHis. Manufacturing
KOHTpPO/Tb LLC, Slovenia,
SAKOCTI BignosigabHoOI
(vacTkoBUiA): 3a BUPOBGHNLTBO
Iex roToBol
dapMacbiTUK npoayKuii.
anc a.n., BBegeHHs 3MiH
CnoBeHis NpOTAroM 6-Tn

MicaLis nicns
3aTBEPLKEHHS.
3MiHu | TUny -
3MiHM 3 SKOCTi.
loToBMiA
nikapcbknii
3aci6. 3MiHn y
BMPOGHULTBI.
3miHa
iMnopTepa/amiHu
, L0 CTOCY0TbCA
BWMYCKy cepii Ta
KOHTPO/O AKOCTI
roToBOroO
nikapcbKoro
3acoby (3amiHa
abo gogasaHHsA

AinbHUUI, Ha
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
AKIN
3[jICHI0ETbCS
KOHTPO/1b/BMNPO
6yBaHHs cepii) -
[0AaBaHHsA
AinbHuui Lek

Pharmaceuticals
d.d., Slovenia,
BiANOBIga/IbHOI
3a KOHTPO/b
AKOCTI
(4acTKOBUA).
BBegeHHs 3MiH
NpoTArom 6-tn
MicsauiB nicns
3aTBEPMKEHHS.
3MiHu | TNy -
3MiHM 3 AKOCTI.
loToBwiA
nikapcbkuii
3aci6. 3miHn y
BMPOGHULITBI.
3MiHa
iMnopTepa/amMiHn
, L0 CTOCY0ThCA
BUNYyCKy cepii Ta
KOHTPOSHO SIKOCTI
roToBOro
nikapcbKoro
3acoby (3amiHa
abo gofaBaHHsA
BUPOGHMKA, LLLO
Bignosigae 3a
BBE3EHHSA
Ta/abo Bunyck
cepii) -
Bkntoyaroun
KOHTPO/L/BMNPO
6yBaHHsA cepii -
[0AaBaHHSA
LinbHULI
HosaprTic

PapmacbroTUKaN
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
MaHydhakTypiHr
NNC (Novartis
Pharmaceutical

Manufacturing
LLC, Slovenia),
BiANOBIga/IbHOI
3a KOHTPO/b
AKOCTI
(4acTkoBUA),
BMMYyCK cepil
nikapcbKoro
3acoby, 3a
afpecoro micus
NpoBaXXeHHS
AiSNbHOCTI: BY/.
BeposLukoBa 57,
No6nsaxa, 1000,
CnoBeHis. 3MiHu
BHECEHO B
IHCTpYKLit0 oNns
MeLMYHOro
3aCTOCYyBaHHSA
nikapcbKoro
3acoby y
po3ginu
"BUpo6HMK",
"MicuesHaxomxe
HHS BUPOOHWMKa
Ta agpeca micugd
NPOBaXEHHS
1ioro gisnbHocTi"
3 BigNoBigHVMUN
3MiHamMW B TEKCTI
MapKyBaHHS
yNaKkoBOK.
BBefeHHs 3miH
NpOTAroM 6-Tn
MicaLiB nicns
3aTBEPKEHHS.
3MiHu | Tuny -
3MiHM 3 SKOCTi.
loToBMiA
niKapcbknii
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

3aci6. 3MiHN Yy
BUPOBHULTBI.
3amiHa abo
BBE/EeHHs
[0[aTKOBOT
OinbHWL
BMPOGHMLITBA
ONSA YacTUHN
abo BCbOro
BMPOGHNYOro
npouecy
roToBOro
nikapcbKoro
3acoby
(ainbHUUA anAa
NepBMHHOIO
nakyBaHHs)
[ofaBaHHsA
OinbHULj
Novartis
Pharmaceutical
Manufacturing
LLC, Slovenia,
BiANOBIga/IbHOI
3a NepBuHHE
nakyBaHHs
nikapcbKkoro
3acoby.
BBeaeHHs 3MiH
NpOTArom 6-tn
MicsyiB micns
3aTBEPMKEHHS.
3MiHn | Tuny -
3MiHVM 3 AKOCTI.
loToBwiA
nikapcbknii
3aci6. 3MiHN Yy
BUPOBHULTBI.
3amiHa abo
BBE/eHHs
[0[aTKOBOT
OinbHWL
BMPO6GHMLTBA
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Bupo6HuK

KpaiHa

PeecmpayjitiHa

Ymosu

Peknamys

Homep

Ne n/n

Hassa
JliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi

pevyosuHU

Koo
ATX

Popma
BUIYCKY
(nikapcbka
c¢hopma,
ynakoska)

3asaBHuUK

KpaiHa
3asiBHUKa

BUPOGHUKa

npoyedypa

ANna 4aCTuHn

BionycKy

aHHST**

peecmpayitiHo
20
nocsi0oYeHHs

abo BCbOro
BUPOBHNYOro
npouecy
roToBOro
nikapcbKkoro
3acoby
(ainbHMUA ans
BTOPWHHOIO
nakyBaHHs1) -
[0AaBaHHA
AinbHUL
Novartis
Pharmaceutical
Manufacturing
LLC, Slovenia,
BiANOBiga/ILHOT
3a BTOPWHHE
nakyBaHHs
nikapcbKoro
3acoby.
BBefeHHs 3MiH
npoTArom 6-Tu
micsLis nicns
3aTBEPMKEHHS.
3MiHu | TUny -
AaMiHiCTpaTUBHI
3MiHN.
BunyueHHs
BUPOGHMYOT
OinbHULj
(CLGILLET LT
AinbHuU ans
Adl,
MPOMDKHOro
npoayKTy abo
roToBOro
nikapcbKoro
3acoby,
AinbHUUi ans
npoBefeHHs
nakyBaHHsl,

BMPOGHMKA,
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

BiANOBiAa/IbHOrO
3a BUNYCK cepid,
micue
npoBefeHHs
KOHTPO/tO cepil)
abo
noctadyasibHuKa
BUXIAHOIO
marepiany,
peareHTy abo
[ONOMDKHOT
PEYOBUHM (SIKLLO
3a3HayeHo y
[OCbE)-
BUAANIEHHS
hyHKL
NepBMHHOIO
nakyBaHHsl,
BTOPWHHOTO
nakyBaHHsl,
KOHTPOO SIKOCTI,
BWMYCKy cepil
ONsa [inbHU
HosapTic ®apma
LLTeiiH AT,
LLIseiiuapis.
[LinbHnus 6yne
NPOAOBXYBaTU
BUKOHYBaTW
KOHTPO/b SKOCTI
(vacTtkoBuii) N3.
3MiHN BHECEHO
B IHCTPYKL,i10
AN MegnvHoro
3aCTOCYyBaHHSA
nikapcbKkoro
3acoby y
po3gainu
"Bnpo6HMK",
"MicuesHaxomke
HHS BUpPOOHUKa
Ta agpeca micus
NPOBaKEHHS
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
ioro gisnbHocTi"

3 BignoBigHVMUN
3MiHamMW B TEKCTI
MapKyBaHHS
yNaKkoBOK.
BBefeHHs 3miH
NpPOTAroMm 6-Tn
MicaLis nicns
3aTBEPLKEHHS.
3MiHu | Tuny -
3MiHM 3 SKOCTi.
loToBMiA
nikapcbknii
3aci6. 3MiHn y
BMPOGHULTBI.
3MiHM y npoueci
BMpOBGHULTBA
roToBOroO
nikapcbKoro
3acoby,
BK/IOYA0UN
MPOMiXHWI
NPOAYKT, L0
3aCTOCOBYETLCA
npu
BMPOOHULITBI
roToBOroO
nikapcbKoro
3acoby
(He3HayHa 3miHa
y npoueci
BUPOGHMLTBA) -
He3HayHa 3MiHa
po3mipy cuta
(Big: 3a3Buuaii
po3mipy cuta 5
abo 8 MM -f0:
3a3Buyaii 8 Mm),
Y 3B’A3KY 3
[ofaBaHHAM
HOBOrO
BMPOGHNYOrO

MangaHumka
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionycKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

MPONOHYIOTbLCSA
He3HauHi 3MiHu
o
3aTBEPAKEHOro
Ha faHuii
MOMEHT
npouecy, sKuii
BXe fj€ B
Novartis Pharma
Produktions
GmbH,
Germany. 3miHn
| Tuny - 3miHn 3
AKocTi. FoToBWMIA
nikapcbkni
3aci6. 3MiHN Yy
BUPOBHULTBI.
3MiHKM y npoueci
BMPOGHMLITBA
roToBOro
nikapcbKoro
3acoby,
BK/THOHAI0UM
MPOMiXHWI
NPOAYKT, L0
3aCTOCOBYETLCA
npu
BMPOOHNLITBI
roToBOro
nikapcbKoro
3acoby
(He3Ha4yHa 3MiHa
y npoueci
BMPOGHULITBA) -
[0AaBaHHsA
BTOPWHHOTO
nakyBaslbHOro
martepiany ans
npoaykuii in bulk
(noninponineHos
i 6oYKM 3
BiANOBIAHOO

KPULLIKOK), Y
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

3B'A3KY 3
[oAaBaHHAM
HOBOrO
BMPOGHNYOrO
MalifaHumka
NPONOHYIOTLCS
He3HauHi 3MiHu
no
3aTBEPAKEHOTO
Ha JaHui
MOMEHT
npouecy, sAKuii
BXe fje B
Novartis Pharma
Produktions
GmbH,
Germany. 3MiHn
| Tuny - 3MiHn 3
AKOCTI. FoTOBWIA
nikapcbkuii
3aci6. 3MiHn Yy
BMPOGHULITBI.
3MiHK
BMNpOGYyBaHb
abo gonycTummx
MeXx,
BCTAHOB/IEHUX Y
cneuudikalisx,
nig vac
BMPOGHMLITBA
roToBOro
nikapcbKoro
3aco6y (iHwi
3MiHW) - 3MiHa
KiNIbKOCTI 3paska
310 go 20
TabneTHux agep
ans
BHYTPILLHBOrO
KOHTPO/0
«cepeHboT
TBEPAOCTI»,
AKUN
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

BWKOHYETbCA Ha
eTani 8
(TabneTyBaHHs),
BigMNoBigHO A0
3anponoHoBaHu
X BHYTPILLHIX
_Npoueayp
nianpuemMcTBa.
Yxe cxsasieHa
BMPOGHMYa
OinsiHka
NPOAOBXYBaTNM
€ BVKOHyBaTu
BMNPO6YBaHHSA
i3
3aTBEPAKEHOIO
KiNbKICTHO
BMbipkn (10
anep TabneTok).
3MiHu | TNy -
3MiHM 3 AKOCTI.
loToBwiA
nikapcbkuii
3aci6. KoHTponb
roToBOro
nikapcbKoro
3acoby. 3miHa 'y
mMeToaax
BMNPO6YBaHHSA
roToBOroO
nikapcbKoro
3acoby
(He3HayHa 3miHa
y 3aTBEPMKEHNX
MeToaax
BMNPOBYBaHHS) -
He3HauHi 3MiHu
B @HaNiTUYHIl
mMeToAnL;j
«CynyTHsA
peyosuHa 507-
00, wo
BU3HaAYaETbCS
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
3a [10Nomoroto
BEPX-MC»:
GinbLu
3arasibHuii onuc
anapary,
[oaasLm
"Hanpvknag"

nepes Mogennio
Ta MapkKoto, LWob

AKi BXe [itloTb Ha
3anponoHoBaHili

y3roguTm 3
o6nagHaHHAM i
npoueaypamu,

OiNbHULL
BBegeHHs 3MiH
NpoTArom 6-tn

MicsauiB nicns
3aTBEPMKEHHS.
3MiHu | TNy -
3MiHM 3 AKOCTI.
loToBwiA
nikapcbkuii
3aci6. KoHTponb
roToBOro
nikapcbKoro
3acoby. 3miHa 'y
mMeToaax
BMNPO6YBaHHSA
roToBOroO
nikapcbKoro
3acoby
(He3HayHa 3miHa
y 3aTBEPMKEHNX
MeToaax
BMNPOBYBaHHS) -
He3HauHi 3MiHu
B @HaNiTUYHIl
mMeToAnL;j
«lgeHTudikauis,
KinbkicHe
BW3HAYEHHS i

Mpoayktn
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionycKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

posnagy 3a
[0MOMOroto
BEPX» :
nigrotToBka
3paska B
0flHOMY, a He B
[ABOX
NPUMIpHUKaX,
06 y3rognTn 3
o6nagHaHHAM i
npoueaypamu,
AKi BXE Ail0Tb Ha
3anpornoHoBaHo
My Micui.
BBefeHHs 3miH
npoTArom 6-Tu
Micauis nicns
3aTBEPKEHHS.
3MiHu | TUny -
3MiHM 3 SKOCTI.
loToBMiA
nikapcbknii
3aci6. KoHTposib
roToBOroO
nikapcbKoro
3acoby. 3miHa y
mMeTofAax
BMNPOGYBaHHSA
roToBOro
nikapcbKoro
3acoby
(He3Ha4yHa 3MiHa
y 3aTBEPIXEHNX
mMeToaax
BUNPOBYBaHHS)
He3HauHi 3MiHu
B @HaNiTUYHIl
MeToamuj
«POo34nHeHHsA
MeToA0M YD»:
fofaHo
NPUMITKY He
BUKOPWCTOBYBAT
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

N a/lOMIHIEBI
KOMMOHEHTW ans
Bar, Wob
y3roguTm 3
o6nagHaHHAM i
npoueaypamu,
AKi BXe [itoTb Ha
3anponoHoBaHo
My MicLj.
BBegeHHs 3MiH
NpoTArom 6-tn
MicsauUiB nicns
3aTBEPMKEHHS.
3MiHu | TNy -
3MiHM Wwozo
6e3nekn/edexTu
BHOCTI Ta
thapmakoHarnag,
y (iHWi 3MiHW).
OHOB/IEHHSA
TeKcTy
MapKyBaHHS
ynakoBKu
nikapcbKkoro
3acoby y 3B'A3KY
3 BUJTYYEHHAM
ny6nto4oi
iHchopmauit
pocilicbKoto
MOBOIO.
BBegeHHs 3MiH
NpoTArom 6-Tn
MicsauiB nicns
3aTBEPAKEHHS.

73.

TNIKNA3NA

gliclazide

rniknasng

NMOPOLLIOK
(cybeTaHuin) y
noaBiiHNX
nonieTnNeHoBux
naketax gns
hapmaueBTUYHO
o 3aCTOCYBaHHS

TOBAPWUCT
BO 3
OBMEXXEH
folle
BIAMOBIJA
NBHICTIO
«KOPMOPA
s
«3[J0POB'SA

YkpaiHa

Ban ®apma
Nimiten

IHais

BHECEHHS 3MiH
o
peecTpauiiHnx
mMartepianis:
3MiHa 3asBHUKa
N3 (MIbM)
(BnacHuka
peecTpavuiiiHoro
NocBig4YeHHS)

UA/13914/01/01
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PeecmpayjitiHa

Ymosu

Peknamys

Homep

Ne n/n

Hassa
JliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUIYCKY
(nikapcbka
c¢hopma,
YnaKosKa)

3asaBHuUK

»

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

npoyedypa

(3rigHo Haka3zy

BionycKy

aHHST**

peecmpayitiHo
20
nocsi0oYeHHs

LWAHBbAYH

Kutaii

MO3 Big
23.07.2015 Ne
460). Takox
BHOCUTbCS
pefakuinHe
YTOUHEHHSA Ha
TWUTYNbHil
cTopiHui MKA
CTOCOBHO
npu3HayYeHHs
cybcTaHLil, a
came 3a3Ha4yeHo
B pefaxuji
3rigHO
PeecTpauiiitoro
NocCBigYEeHHsA
cybeTaHLii.
MK
TUTYNIbHA
CTOPIHKA
MOPOLLOK
(cybeTaHuin) y
noABIAHNX
NosieTUNEHOBNX
naketax Ans
BMPOGHMLITBA
HeCTepUIbHNX
niKapcbKknx
thopm
MK
TUTYNIbHA
CTOPIHKA
MOPOLLOK
(cybeTaHuin) y
noABIAHNX
NosieTUNEHOBNX
naketax Ans
thapmaveBTMHHO
o 3aCTOCYBaHHsA
BHECEHHS 3MiH

UA/17248/01/01

74.

TNIKNA3NA

gliclazide

rniknasng

MOPOLLIOK
(cy6eTaHuin) y
[1BOLIAPOBUX

TOBAPUCT
BO 3

YkpaiHa

OBMEXEH

KEKOAHb

PAPMACBIOT

4o

peecTpaviiinx
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
nonieTuIeHoBKX (e]}0) IKANT KO., marepianis:
nakertax ans BIAMOBIOA nTAa. 3MiHa 3asBHUKa
hapmaLleBTUYHO NbHICTHO N3 (MIBI)
ro 3actocyBaHHA | «KOPIOPA (BnacHvka
LA peecTpadiiiHoro
«300POB’A nocsigYeHHs)
» (3rigHO Hakasy
MO3 Big
23.07.2015 Ne
460).
75. FMOKO3AMIHY glucosamine rNtoKo3ami - KpUcTanivyHmi TOBAPUCT YkpaiHa AxTai Kutaii BHECEHHS 3MiH - UA/14169/01/01
CYNb®AT HY NOPOLLIOK BO 3 JoHryeHr 0o
HATPIIO cynbat (cybeTaHuis) y OBMEXXEH Biokemikans peecTpauiiHnx
xnoeupg, HaTpito noAgiliHmnx (e]}0) Ko., N4 mMartepianis:
xnopug nonieTuIeHoBMX BIAMOBIOA 3MiHa 3asBHUKa
naketax s NBHICTHO N3 (MIBIM)
thapmaueBTnyHo | «KOPIOPA (BnacHvika
ro 3aCTOCyBaHHs LA peecTpavuiiiHoro
«300POB’'A NnocCBifYEHHS)
» (3rigHO Haka3zy
MO3 Big
23.07.2015 Ne
460).
76. rPUNOMEL® paracetamol, napaueta | NO2BE5 | mopowwok ans MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH 6e3 UA/16531/01/01
XOoT combinations mon, 1 opasibHOro "XIMPAPM3 "XIMPAPM3A no peyenma
excl. ackop6iHo pPO34nHy 3 ABO/J BO/ peecTpauiiHnx
psycholeptics Ba Ma/IMHOBMM "YEPBOHA "UEPBOHA Martepianis:
Kucnota, CMakoMm; no5ry 3IPKA" 3IPKA" 3MinHu 1l Tuny -
oeHipamiH cawe; no 5 abo 3MiHM 3 AKOCTi.
y Masnieat 10 cawe y nayu,i ADI.
Brpo6HMLTBO.
3MiHa
BMpPOGHUKA
BMXigHOro/npomi
XHOro
npoaykty/peare
HTY, WO
BMKOPUCTOBYIOTb
cay
BMPOBHUYOMY
npoueci AdI,
abo 3miHa

BMPOGHMKA
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

(Brtovatoun, e
Heo6XifHo,
micue
npoBefeHHs
KOHTpO/I0
akocTi) APl (3a
BifACYTHOCTI
cepTudpikara
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei y
3aTBEPLKEHOMY
[0CbE)
(BBEAEHHSA
HOBOrO
BMpOGHUMKa AdDI
3 HafaHHAM
mMacTep-arina
Ha Adl) -
BBE/EHHS
[04aTKOBOTO
BMPOGHUKa
cybcTaHuii
napauertamony,
3aTBEPIKEHWIA
BUPOGHMK: Angiu
Lu'an
Pharmaceutical
Co., Ltd., Kutaii
NPONOHOBaHMI
BMPOGHMK: Angiu
Lu'an
Pharmaceutical
Co., Ltd., Kutaij;
Shenzhou
Jiheng
Pharmaceutical
Co., Ltd., Kutaii

77.

rPUNOMEA®
XOT

paracetamol,

combinations
excl.

psycholeptics

napaueta
morn,
ackKopbiHo
Ba
Kucnora,

NO2BE5
1

NOPOLLOK AN
opasibHOro
pO34nHy 3
JIMMOHHUM
CcMakom; no5ry

NPAT
"XIMPAPM3
ABO/,
"YEPBOHA
3IPKA"

YkpaiHa

NPAT
"XIMOAPM3A
BOA
"YEPBOHA
3IPKA"

Ykpaina

BHECEHHS 3MiH
ao
peecTpauiiHnx
marepianis:
3MiHm 11 TNy -

6e3
peyenma

UA/16532/01/01




Hassa

Koo
ATX

Popma
Bunycky

3asBHUK

186

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyedypa

Ymosu

Bidnycky

Peknamys
aHHS**

Homep
peecmpayitiHo
20

nocsioyeHHs1

Ne n/n

Hassa
JNliKapcbKo20
3aco6y

MixHapodHa
HenameHmos
aHa Ha3sa*

oditoyoi
peyosuHU

dheHipamiH

(nikapcbka
chopma,
ynakoska)
cawe; no 5 a6o
10 cauwe y nayi

3MiHK 3 AKOCTI.

ADI.
BMPOGHWLTBO.
3MiHa

BUPOGHMKA

y manear

BMXigHOro/Npomi

YXHOro
npogykTy/peare
HTY, WO
BMKOPUCTOBYIOTb
cay
BMPOBGHUYOMY
npoueci AdI,
abo 3MiHa
BMpoﬁHVIKa
(BKnl.OanOLIMy ae
Heo6XiaHO,
micue
npoBefeHHs
KOHTpO/ILO
sikocTi) A®I (3a
BifICYTHOCTI
cepTudpikata
BifNOBIAHOCTI
€Bponeicbkili
chapmakonei y
3aTBEPHKEHOMY
[0CbE)
(BBEEHHS
HOBOTO
BMPOGHIKA AD
3 HagaHHAM
macTep-thaiina
Ha AQI) -
BBEAEHHSA
[,04aTKOBOro
BUPOGHMKa
cy6eTaHLji

napavertamony,

3aTBep/pKeHNit

BUPOGHMK: Angjiu
Lu'an

Pharmaceutical
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

Co., Ltd., Kutait
NponoHoBaHU
BMPOGHMK: Angiu
Lu'an
Pharmaceutical
Co., Ltd., Kutan;
Shenzhou
Jiheng
Pharmaceutical
Co., Ltd., Kutait

78.

FYTTANAKC®MN
IKOCYNb®AT

sodium
picosulfate

HaTpito
nikocynbd
ary
MOHorigpa
T

AOGABO
8

Kpanni, 7,5
mr/Mn; no 15 mn
abo 30 mny
chnakoHi; no 1
hnakoHy y
KapTOHHil
KopooLi

TOB
"Onenna
Xenckea
YkpaiHa"

YkpaiHa

IcTiTyTO BIE
Anxeni C.p.n.

ITanisa

BHECEHHS 3MiH
o
peecTpauiiHnx
mMartepianis:
3MiHn | Tuny -
3MiHM 3 AKOCTI.
loToBwiA
nikapcbknii
3aci6.
CTabifbHICTb.
3miHay
TepmiHax
npugartHocTi abo
ymoBax
36epiraHHs
roToBOro
nikapcbkoro
3acoby
(3MEeHLIeHHs
TepMiHy
npUAAaTHOCTI
roToBOro
nikapcbkoro
3acoby) - Ans
TOProsoil
yMakoBKM.
3MeHLLeHHsA
TEPMiHY
npuaaTHocCTi
'N3. fitova
pefakuis:
TEPMIH
MNPUOATHOCTI

6e3
peuyenma

nionsieae

UA/0832/01/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

3 poku.
BukopucTosysar
1 npotarom 12
MicsiB micns
nepLuoro
pO3KpUTTA
chnakoHa.
lponoHoBaHa
pefakuis:
TEPMIH
MPNOATHOCTI
2 pokn.
BuikopucTosysar
1 npoTarom 12
MicsauiB nicns
nepLuoro
PO3KPUTTA
hnakoHa. 3MiHu
BHECEHO B
IHCTpYKLit0 oNns
MeLMYHOro
3acTocyBaHHsA
nikapcbKoro
3acoby y po3gin
«TepMmiH
NPUAATHOCTI».

79.

DALEEMTOH®

apomorphine

anomopdi
Hy
rippoxnop
nay
remirigpat

N04BCO
7

po3uunH ans
iH'ekujnn, 10
Mmr/mn, no 3 Mny
KapTpuaxi; no 5
KapTpuaxis y
Nn1acT1KoBili
KOHTYPHIl
ynakosLi B
KapTOHHii
Kopoo6Li

EBEP

Helipo

Papma
M6X

AscTpis

KOHTPO/Ib
AKOCTI
roToBOro
niKapcbKoro
3acoby,
BTOPVHHE
nakyBaHHs,
BUNYCK Cepil:
EBEP ®apma
€Ha 'mbX,
HimeuuunHa,;
BUPOGHMLTBO
roTOBOro
niKkapcbKoro
3acoby,
nepBuHHE
nakyBaHHs,

HimeuunHa/
PpaHuin

BHECEHHS 3MiH
ao
peecTpauiiHnx
marepianis:
3MiHu | TUny -
3MiHM 3 SKOCTi.
loToBMiA
nikapcbknii
3aci6. 3MiHn y
BMPOGHMLTBI.
3MiHa
iMnopTepa/3miHu
, LLIO CTOCYHOTbCA
BUNYCKy cepii Ta
KOHTPO/IO AKOCTI
roToBOro
NiKkapcbKoro

3a
peyerimom

He
nionsieae

UA/17992/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
KOHTpPO/Tb 3acoby (3amiHa
AKOCTI: abo fgofaBaHHA
Pecichapm BMPOGHMKa, WO
MoHTC, BignoBsigae 3a
®paHuis; BBE3EHHS
BVPOGHMLTBO Ta/abo BMMNycK
roToBOro cepii) -
nikapcbkoro Bkntovatoun
3acoby, KOHTPO/1b/BMNPO
nepBuHHE 6yBaHHS cepii -
nakyBaHHs, JopasaHHsA
KOHTPO/b hyHKLii BUMYCK
AKOCTI, cepii fo BXe
BTOPVHHE 3aTBEPKEHOr0
nakyBaHHs, BMPOGHUKA
BUMYCK Cepii: EBEP ®apma
EBEP ®apma €Ha 'vbX
€Ha 'mbX, (Bptoccenep
HimeuunHa LTp. 18, EHa,
07747,
HimeuunHa)
BiANoBiAaIbHOrO
3a BUPOOHULTBO
roToBOroO
nikapcbKoro
3acoby,
nepBrHHE
nakyBaHHS,

KOHTPO/b AKOCTI
Ta BTOPWHHE
nakyBaHHS1.
3MiHV BHEeceHo
B IHCTPYKL,i10
ANna MeanyHoro
3acTocyBaHHs
nikapcbKkoro
3acoby y po3gin
"MicuesHaxomxe
HHS BUPOOHWMKa
Ta agpeca micus
NPOBa/KEHHS
ioro gisnebHocTi"
3 BignoBigHVMMN
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
3MiHaMU B TEKCTI

MapKyBaHHS
yNaKoBOK.
BBegeHHs 3MiH
NpoTArom 6-Tn
MicsauiB nicns
3aTBEPAKEHHS
3MiHu | TNy -
AfMiHicTpaTuBHI
3MiHW. 3miHa
HaliMeHyBaHHs
Ta/abo agpecu
Micus
NpoBaXXeHHS
AiSNbHOCTI
BMPOGHMKa/iMMo
pTepa rotoBoro
nikapcbKkoro
3acoby,
BK/THOHAI0UM
OinbHWL
BWMYCKy cepil
abo micue
NpoBeeHHs
KOHTPO/0
AKOCTI.
(@isnbHicTb, 3a
AKy Bignosigae
BMPOBHUK/iMNop
Tep, BKIOYaKUn
BUMYCK Cepiid)
3miHa agpecu
BMPOGHMKA.
3MiHN BHEeCeHO
B IHCTPYKL0
[ANsi MegnvHoro
3aCTOCYyBaHHSA
nikapcbKoro
3acoby y po3gain
"MicuesHaxomke
HHS BUpPOOHUKa
Ta agpeca micus

NPOBaPKEHHS
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
ioro gisnbHocTi"
3 BignoBigHVMUN
3MiHamMW B TEKCTI
MapKyBaHHS
yNaKkoBOK.
BBefeHHs 3miH
NpPOTAroMm 6-Tn
MicaLis nicns
3aTBEPLKEHHS
80. AE3NOPATAL Desloratadine nesnopart - NOPOLLIOK TOBAPUCT YkpaiHa KALINA IHAin BHECEHHSA 3MiH - UA/15080/01/01
NH aauH (cy6eTaHuin) y BO 3 PAPMAC'HOTI no
noABiiHNX OBMEXEH KAN3 peecTpauiiHnx
nonieTuNeHoBmx (]}0) NIMITEL, mMartepianis:
nakeTtax ans BIAMOBIOA YTOUYHEHHS
hapmMaueBTNYHO JIbHICTIO HanucaHHA
ro 3actocyBaHHa | "KOPIOPA KpaiHu-
LA BUPOGHUKA B
"300POB'A Hakasi MO3

YKpaiHu Ne 526
Bif, 22.04.2026
B npoueci
BHECEHHSA 3MiH
(3miHa 3as1BHMKA
N3 (MIbM)
(BnacHuka
peecTpadjiiiHoro
nocBigYeHHs)
(3rigHO Hakazy
MO3 Big
23.07.2015 Ne
460):
3arBepaeHo:
ToBapucTBO 3
06MeXeHo
BiANOBIAANbHICT
10
"®apmaueBTUyH
a KoMnaHist
"3p0pos'a”,
YKpaiHa.
3anponoHoBaHo:
TOBAPUCTBO
3
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
OBMEXXEHOIO
BIANOBIAANBH
ICTHO
"KOPMOPALIA
"300POB A",
YkpaiHa).
Pepakuis B
Hakasi - Kutaii.
BipHa pegaxkuis
- lHAin.
81. AEKPICTON® colecalciferol xonekasib | Al11CCO | Tabnetku no TOBAPUCT YkpaiHa BupobHuuTBO, HimeuyunHa BHECEHHS 3MiH 6e3 nionsieae UA/20129/01/01
1000 MO umndpepon 5 1000 MO; no 10 BO 3 nakyBaHHs, 0o peyenma
Tabnetoky OBMEXXEH KOHTPO/b cepii peecTpauiiHnx
6nictepi; no 2 (e]}0) Ta BUNYyCK mMartepianis:
6nictepn y BIAMOBIOA cepii: mibe 3MinHn Il Tuny -
nauui; no 25 JIbHICTIO eX 3MiHK Wopao
Tabnetoky "MIBE ApuHaiimitTTen 6e3nekn/edekTn
6nicTepi; no 2, YKPAIHA" b, HiMeuunHa; BHOCTI Ta
abo no 4, abo nepBuHHe Ta thapmakoHarnsg,
no 8 6nictepis y BTOPWHHE y. 3MiHN Y
navui nakyBaHHs: KOPOTKiit
®igenio XapaxkTepucTuLli
Xenckea nikapcbkoro
Nim6ypr M6X, 3ac00y, TeKCTi
HimeyunHa MapKyBaHHSA Ta

iHCTpYKLUiT Ana
MeLMYHOro
3aCTOCyBaHHA Y
3B'A3KY i3
HOBMMW JaHUMU
3 AKOCTI,
OOKNIHIYHUMNA,
KAiHIYHUMN
AaHumun Ta
OaHumK 3
hapmakoHarnag,
y. 3MiHU
BHECEHO B
IHCTpYKLito Ans
MeANYHOro
3aCTOCYyBaHHSA
nikapcbkoro
3acoby a0
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

po3gainis
"TMpoTunokasaHH
a", "B3aemogis 3
iHWVIMK
niKkapcbknmu
3acobamu Ta
iHWIi BUAN
B3aemogiin",
"OcobnmBocCTi
3aCTOCyBaHHSA",
"3acTocyBaHHA
y nepiog
BariTHoOCTi abo
rogyBaHHs
rpyaat”,
"3paTHicTb
BNMBATK Ha
LIBMAKICTb
peakuii npu
KepyBaHHi
aBTOTPaHCMNopTO
M abo pob6oTi 3
IHLWIMK
mMexaHismamu',
"Cnoci6
3aCTOCYyBaHHSA
Ta gosun",
"Mepepno3yBaHH
A". BBefeHHs
3MiH NpPOTArom
6-Tn micsauiB
nicns
3aTBEPLKEHHS

82.

OENbTALE®

cefepime

uedpenimy
ourigpoxn
opuay
MOHorigpa
T

JO1DEO
1

NMopoLUOK AN
pO34nHy Ans
iH'ekwin abo
iHdpysinno 1 ;
no 1 a6o 10
h1akoHiB B
KapTOHHil
KopooLi

Mepokemi
nTa

Kinp

BVPOGHMLTBO
3a NOBHUM
LMK/TOM:
Mepokemi
Nimiteq

Kinp

BHECEHHS 3MiH
no
peecTpavinHmx
mMartepianis:
3MiHu | TUny -
3MiHM 3 AKOCTI.
loToBMiA
nikapcbknii
3aci6. KoHTposnb
roToBOro

3a
peyenmom

UA/20565/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
nikapcbKoro
3acoby. 3miHa

napameTpis
cneuudikayii
Ta/abo
L0MyCTUMMX
MeX roToBOro
nikapcbKoro
3acoby
(3BYXEHHS
[0MyCTUMMX
MEX) 3BY)XXEHHS
[0MyCTUMMX
Mex y
cneumdikauii
N3 3a
NOKa3HNKOM
«BbakTepianbHi
€HAO0TOKCUHW» 3
«He BifbLue HiX
0,06 MO/mr» go
«MEHLLIE HiX
0,04 MO/mr».
3MiHn | Tuny -
3MiHM 3 AKOCTI.
A®I. KoHTponb
Adl. 3miHa y
napameTpax
cneuudikawii
Ta/abo
[0MyCTUMMX
MeXx,
BU3HAYEHNX Y
cneuudikauisix
Ha A®I, abo
BUXigHWA/NpOMi
XHUIA
npoaykT/peareH
T, Wo
BUKOPWCTOBYIOTb
cAa 'y npoueci
BMPOGHMLITBA

A (3BY)KEHHSA
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
[0MyCTUMMX
MeXx,
BM3HAYEHNX Y
cneuudikauii)
3BY)KEHHS
[0NyCTUMUX
Mex y
cneundikawii
A®l 3a
MOKa3HNKOM
«BbakTepianbHi
€HOOTOKCUHN» 3
«Not more than
0.06 1U/mg» go
«Less than 0.04
1U/mg»
83. AEPMA30M®MN - KeToKoHa3 DO1AC | wamnyHb, no 50 TOB YkpaiHa KYCYM IHAin BHECEHHS 3MiH 6e3 UA/7632/01/01
noc on, Mn abo 100 mny | «NEODAP XENTXKEP no peyenma
LIMHKY hnakoHi, M NTA» MNBT NTA peecTpauiiHnx
nipuTiOH KpuLLeyka siIKoro mMartepianis:
06TArHyTa 3MiHn | Tuny -
NNiBKOBOIO 3MiHK Wopao
060/10HKOIO; MO 6e3nekn/edekTn
1 chnakoHy B BHOCTI Ta
KapTOHHil chapmakoHarnag,
ynakosLi y. BHeceHHst abo
3miHa(1) go
30608B'A3aHb Ta
yMOB BuAaui

peecTpavuiiiHoro
NOCBIgYEHHS,
BK/IOYa0UN
Mnax
ynpas/iiHHA
pu3nKamm
(3acTocyBaHHs
TEKCTY, AKuii
norogyxeHuii 3
KOMNETEHTHUM
opraHom).
3asaBHUKOM
HagaHo
OHOBJ/IEHUIA
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

MnaH
ynpaBniHHA
pr3nkamm
Bepcis 2.0
3MiHV BHEeceHo
[0 YacTuH:
| «3arasibHa
iHbopmaLis»

Il
«Cneuudpikauis
3 6e3nekun»,
mozyni:

Cl
«Enigemionoris
nokasaHb 0
3aCTOCYyBaHHSA
Ta uinbosa(i)
nonynauis(i)»,
ClIl «[okniHiyHa
yactuHa
cneumdikauii 3
6e3nekn»,
ClIl «Ekcnosunuis
navwieHTiB,
3a/Ty4eHnx Ao
KNIHIYHNX
BMNPOGYBaHb»,
CIV «[Monynsui,
AKi He
BMBYaNCH Mig
yac KiHiYHMX
BUNPOGYBaHb»,
CVv
«MicnapeecTtpay,
iliHWI focBig»,
CVI «[logaTkoBi
BUMOTY YKpaiHu,
€C po
cneumdikauii 3
6e3nekn»,
CVII
«lgeHTudikosaHi
Ta NOTEHUlHI
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
PU3NKN»,
CVIIl «Pe3stome
npo6nem
6e3nekn»
Il «MnaH 3
thapmakoHarnag,
y»,

IV»[naHu wopao
nicnapeecTpaui
HUX JOC/igKeHb
e)eKTUBHOCTI»,
V «3axogm 3
MiHimi3au,i
pU3MKIB»,

VI «Pestome
nnaHy
ynpaBniHHA
pUsnKamm»
VIl «Jopatkm»
y 3B'A3KY i3
3MiHOO
chopmarty,
Bi4NoBigHO A0
BMMOT
Evaluation
Guidance on the
format of the risk
management
plan (RMP) in
the EU —in
integrated
format. 31
October 2018
EMA/164014/20
18 Rev.2.0.1
accompanying
GVP Module V
Rev.2 Human
Medicines), a
TaKoX y 3B'A3KY
3 Nepexosiom Ha
eanHnii NMyP
0151 BCiX
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
NiKapCbKnX
3acobis, L0
MICTATb
KEeTOKOHa30/
(6e3 abo 3
LIIHKY
nipuTioHoM) Ta
3aCTOCOBYIOTbCSH
MicLeBO
(HawwKipHO).
Pestome Mnany
ynpaBniHHA
pr3nkamm
Bepcia 2.0
[0Aa€ETbCA.
3MiHa wogao
nyp
npoBoANTLCA
nvwe fo
roToBOro
nikapcbkoro
3acoby (P Ne
UA/7632/01/01).
84. AE®TOLUN Benzydamine | 6eH3ugami | AO1ADO | cnpeit gns T30B YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH 6e3 nionsizae UA/20649/01/01
HY 2 poToBOI "MNpeacTasH YKpaiHCbKO- no peyenma
rigpoxnop NMOPOXHWHK 1,5 UL TBO icnaHcbke peecTpauiiHnx
na mr/mn; no 30 mn BAYM nignpMeEMCTBO marepianis:
y PAPM y thopwmi 3MiHu | TUny -
nonieTuneHoBoM rMBX" ToBapucTea 3 AAMiHICTpaTVBHI
Y KOHTeHepi 3 06MEXEHO 3MiHN. 3MiHa
KPWVLLIKOKO B BiAgnoBigasIbHi HaliMeHyBaHHs
KOMMNNEKTi 3 cTio "Cnepko Ta/abo agpecu
NPUCTPOEM A8 Ykpaina", Micus
PO3nNuIOBaHHA YkpaiHa npoBaKeHHs
y nauui 3 (NoBHMIA LWKN LisNIbHOCTI
KapToHy abo no BMPOGHMLITBA, BMPOGHMKa/iMMo
30 mny BUNYCK Cepil; pTepa rotoBoro
nonieT1eHoBOM KOHTPO/b nikapcbkoro
Y KOHTelHepi 3 AKOCTI) 3acoby,
KPYLLKOIO Ta BK/THOHAI0UM
KOBMa4koM B LinbHULI
KOMMIEKTI 3 BUMYCKy cepil
NpUCTPOEM A/1A abo micue




199

Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

po3nVoBaHHA npoBefeHHs

y nauui 3 KOHTpO/I0

KapTOHYy AKOCTI.

(misnbHicTb, 3a
AKY Bignosigae
BMPOGHMK/iMNOP
Tep, BKOYaoun
BUMNYCK Cepiit).
3miHa agpecu
Micus
NpoBaXXeHHS
LOifNbHOCTI Ta
YTOYHEHHSA
HanmcaHHs
Ha3Bun
BMpOGHMKa /13y
po3aini
3.2.P.3.1.
Brpo6HuK(n).
3MiHN BHECEHO
B IHCTPYKL,i10
AN MegnvHoro
3aCTOCYyBaHHSA
nikapcbKkoro
3acoby y
po3gainu
«BUpO6HUK» Ta
«MicuesHaxomx
€HHs BUPOOHUKa
Ta agpeca micus
NPOBaKEHHS
noro
OiSNTBHOCTI»,
BiAMNOBIAHI 3MiHK
BHECEHO Yy TeKCT
MapKyBaHHs1
yrakoBKu
nikapcbKoro
3acoby.
BBegeHHs 3MiH
NpoTArom 6-Tn
MicsauiB nicns
3aTBEPMKEHHS.
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

3MiHu | TUny -
AAMiHICTpaTVBHI
3MiHW. 3miHa
HaliMeHyBaHHs
Ta/abo agpecu
micus
NPOBaKEHHS
LiSANbHOCTI
BMPOGHMKa/iMMO
pTepa rotoBoro
nikapcbKoro
3acoby,
BK/THOHAI0OUM
LinbHULI
BUMYCKy cepil
abo micue
npoBeeHHs
KOHTPO/0
AKOCTI.
([isnbHICTb, 3a
AKy Bignosigae
BMPOGHMK/iMNOp
Tep, He
BK/IOYA0UN
BUMYCK Cepiid) -
YTOUYHEHHSA
agpecu micus
NPOBaKEHHS
LisiNbHOCTI Ta
HanvcaHHs
Ha3Bun
BUpo6HUKa /13 'y
po3gaini
3.2.P.3.1.
B1po6HUK(M).

85.

IDKOKEP

sildenafil

cungeHad
in

GO4BEO
3

CyCneHsis
opasibHa no 25
mr/mn; no 30 mn
y thrakoHi 3
L,03y0UnM
Hacocom; rno 1
hnakoHy y
KapPTOHHIM

AnbneH
dapma
m6X

HimeyuuH
a

BMPOGHMLITBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs Ta
BUNYCK cepii
roToBOro
niKapcbKoro
3acoby:

IcnaHis

BHECEHHS 3MiH
no
peecTpauiiHnx
marepianis:
3MiHu | TUny -
3MiHM 3 SKOCTi.
oToBUIA
niKapcbknii

3a
peyenmom

UA/18813/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
Kopoo6Li ELE®APM, 3aci6. 3MiHN Yy
C.J1., IcnaHisi; BUPOBHULTBI.
KOHTPO/b 3MiHa po3mipy
AKOCTI Ta cepii
BUNYCK cepii (BKKOUALOUN
roTOBOro AianasoH
nikapcbkoro po3mipy cepii)
3acoby: roToBOro
PAPMANIAEP nikapcbKoro
, C.A,, IcnaHis; 3acoby
Mikpo6ionoriyH (36inbLUEHHA f0
WA KOHTPOSb: 10 pasis
BIONAB, C.N., MOPIBHSHO i3
IcnaHis 3aTBEPAKEHNM
po3mipom)
BBE/EeHHs
anbTepHaTUBHOr
0 po3mMipy cepii
roToBOro
nikapcbKoro
3acoby 1000 n B
[OMOBHEHHSA [10
BXe
3aTBEPKEHOr0
po3mipy cepii
250 n
86. ANTOKCUH digoxin [OVTOKCYH - nopoLLokK abo TOBAPUCT YkpaiHa HOBINYC MonbLa BHECEHHS 3MiH - UA/17736/01/01
Kpuctanu BO 3 EHT no
(cy6eTaHuin) y OBMEXXEH peecTpauiiHnx
naketax (0]}0) marepianis:3miH
noaBiiHNX BIAMOBIOA a 3asBHUKa /13
nonieTuIeHoBmxX NBHICTHO (MIBIT)
ans «KOPIMOPA (BnacHvika
hapmaueBTUYHO LA peecTpadjiiHoro
ro 3actocyBaHHs | «30OPOB'A nocBifAYeHHs)
» (3rigHO Hakasy
MO3 Big
23.07.2015 Ne
460).
87. ANKOP NOHI isosorbide i3ocopbisgy | CO1DAO | Tabnetku TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH 3a He UA/11012/01/01
dinitrate AvHITpaT 8 NpPOMOHroBaHo! "MIKPOXIM" «MIKPOXIM», no peyenmom nionsi2ae
Aji no 20 mr, no YKkpaina peecTpauinHmx
50 TabneToK y (topnanyHa Marepianis:
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
6aHuj; no 1 agpeca 3MiHu | TUny -
6aHLi y nayui 3 BUPOGHMKA; 3MiHM 3 SKOCTi.
KapToHy; no 10 BiANOBIAa/IbHU loToBMiA
Tabnetok y 11 3a BUNyCK nikapcbknii
6nictepi; no 5 cepii, He 3aci6. 3MiHn y
6nictepiB y BK/IOYAKOUN BMPOGHULTBI.
nauyj 3 KapToHy KOHTpONb/BUN 3amiHa abo
pobyBaHHs BBE/EHHS
cepii); [0[aTKOBOI
BignoBigabHM OinbHULj
3a BMPOGHULITBA
BUPOGHMLITBO, ONS YacTUHN
nepBuHHe Ta abo BCbOro
BTOPVHHE BUPOBHNYOro
nakyBaHHs1, npowecy
KOHTPO/b/BUM roToBOro
pobyBaHHS, He nikapcbKoro
BK/THOYAOUN 3acoby
BWMYCK Cepii: (ainbHMUS, Ha
AT AKN
"y6Hndhapm”, npoBOAATLCSA
YkpaiHa 6yab-SKi
BUPOGHUYI
cTagji, 3a
BUHATKOM
BUMYCKY CepiiA,
KOHTPO/H0
AKOCTI,
NepBUHHOTO Ta
BTOPWHHOTO
nakyBaHHs, Ans
HecTepuIbHMX
NiKapCbKnx
3acob6iB) -
BBE/EHHS
BMPOGHUYOI
OinbHuui AT
"Ny6Huhapm"”,
YKpaiHa, Wwo
BignoBigae 3a
BUPOGHMLTBO,

nepBuHHe Ta
BTOpPUHHE
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

nakysaHHsa M3
(no3yBaHHs 20
mr). BBegeHHs
3MiH NpOTArom
6-Tn MicAuiB
nicns
3aTBEPMKEHHS.
CynyTHSA 3MiHa
- 3MiHM 3 SKOCTI.
loToBwiA
nikapcbkuii
3aci6. 3MiHN Yy
BMPOGHULITBI.
3amiHa abo
BBEJEHHS
[,04aTKOBOT
LinbHULI
BMPOGHMLITBA
AN 4acTUHN
abo BCbOro
BMPOGHNYOrO
npouecy
roToBOro
nikapcbKkoro
3acoby
(ginbHUUA ons
BTOPWHHOIO
nakyBaHHs) -
3MiHM 3 SKOCTi.
loToBMiA
nikapcbknii
3aci6. 3MiHn y
BMPOGHULTBI.
3amina abo
BBE/EHHS
[04aTKOBOT
OinbHULj
BUpO6GHULTBA
ON151 YaCTUHK
abo BCbOro
BUPOBHMYOTO
npowecy
roToBOro
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

nikapcbKoro
3acoby
(ainbHUUA anA
NepBMHHOTO
nakyBaHHs1).
3MiHn | Tuny -
3MiHVM 3 AKOCTI.
loToBwiA
nikapcbknii
3aci6. 3MiHN Yy
BUPOBHULTBI.
3miHa
iMnopTepa/aMiHn
, LLIO CTOCY0TbCA
BWMYCKy Cepii Ta
KOHTPO/IO AKOCTI
roToBOro
nikapcbKkoro
3acoby (3amiHa
abo fgofaBaHHA
AinbHUUI, Ha
AKN
3[jICHI0ETbCS
KOHTPO/1b/BMNPO
6yBaHHs cepii) -
BBE/EHHS
BMPOGHUYOI
OinbHuui AT
"Ny6Huhapm"”,
YKpaiHa, Wwo
BignoBigae 3a
KOHTPONb
/BNpobyBaHHsA
cepii N3, He
BK/THOHAI0UM
BMMNYCK cepil
(mo3yBaHHaM 20
Mr). BBegeHHs
3MiH NpPOTArom
6-Tn micsauiB
nicns
3aTBEPLKEHHS.

3MiHuM | TMny -
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

3MiHVM 3 AKOCTI.
loToBwiA
nikapcbknii
3aci6. KoHTposnb
roToBOro
nikapcbKkoro
3acoby. 3miHa 'y
MeToaax
BMNPOGYBaHHSA
roToBOro
nikapcbKoro
3acoby
(He3HayHa 3miHa
y 3aTBEPKEHNX
MeToaax
BMMNPOOYBaHHS) -
BHECEHHS 3MiH
[0 MEeTOANKN
BMNPOGYBaHHSA
'N3 (no3yBaHHA
20 mr) 3a
MOKa3HNKOM
"lopeHTudikauis
(HiTpoedipHa
rpyna)”,
30Kpema: 3miHu
B
npo6onifroToBLi
. BBeeHHs 3MiH
NpOTArom 6-tn
MicsyiB micns
3aTBEPMKEHHS.
3MiHn | Tuny -
AfMiHiCTpaTuBHI
3MiHW.
BunyuyeHHs
BMPOBHUYOI
LinbHULI
(BKKOUAOUM
AinbHUUi ans
AdI,
NPOMKHOro
npoaykTy abo
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

roToBOro
nikapcbKoro
3acoby,
AinbHUUi ans
npoBefeHHs
nakyBaHHSl,
BMPOGHMKa,
BignoBiganbHOro
3a BUNYCK cepii,
micue
npoBefeHHs
KOHTPONIO cepii)
abo
noctavanbHuKa
BUXIAHOTO
marepiany,
peareHTy abo
[0NOMDKHOT
PEYOBUHM (SIKLLO
3a3HayeHo y
[OCbE) -
BU/TYYEHHS
BMpOOHUKa AD|
I130copbigy
AvHiTpar TOB
HB®
"MIKPOXIM" Ta
BMPOBHUYOI
AinbHuui MN3
(mo3yBaHHs 20
mr) TOB HB®
"MIKPOXIM". ¥
3B'A3KY 3
BUJTYYEHHAM
OfHi€El 3
BMPOGHNUNX
OiNbHUUB
BU/TyYEHO
IHCTpYKLilo Ans
MeAMYHOro
3aCTOCYyBaHHSA
Ta TekcT
MapKyBaHHs1
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
yrakoBKu
nikapcbKoro
3acoby ans
BignoBigHOT
BMPOBHUYOT
OiNbHULL

BBegeHHs 3MiH
NpoTArom 6-Tn
MicsauUiB nicns
3aTBEPMKEHHS.
3MiHu | TNy -
3MiHM 3 AKOCTI.
loToBwiA
nikapcbkuii
3aci6. 3MiHn Yy
BMPOGHULITBI.
3MiHM y npoueci
BMPOGHMLITBA
roToBOro
nikapcbKoro
3acoby,
BK/THOHAI0OUM
NPOMiXHWIA
NPOAYKT, L0
3aCTOCOBYETLCA
npu
BMPOOHMULITBI
roToBOro
nikapcbKoro
3acoby
(He3HayHa 3miHa
y npoteci
BUPOOHMLTBA) -
BHECEHHS 3MiH Y
BMPOGHUYNIA
npouec M3
(mo3yBaHHs 20
Mr), 30kpema: - y
3B'A3KY I3
BBE/IEHHAM
130copbigy
OVHITpar

po3BefeHoro,
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

BHECEHO 3MiHN
o p.
3.2.P.3.2.Cknag,
Ha cepito -
YTOYHEHO
nepepaxyHku
ans pitoyoi
130copbigy
OVHITpaT Ta
nakTosn
MOHorigpar; -
nig yac
NPUroTyBaHHA
pO34nHy AnA
HaHeceHHs
nNiBKOBOrO
MOKPUTTS Ha
TabneTtkn-sgpa
6yne
BUKOPWCTOBYBAT
ncs BogHe
cepefosuile
3aMmicTb BOAHO-
CNMpTOBOro
PO34nHyY. AK
Hacnigok,
BUTYYEHHS
KOHTPO/0
eTaHosny 3i
cneumdikauii
N3 rta
KOHTpO/I0
HaniBnNpoaykTy
nig vac
BUPOBHMYOTO
npovecy.
BBegeHHs 3MiH
NpoTArom 6-Tn
MicsauiB nicns
3aTBEPMKEHHS.
CynyTHSA 3MiHa
- 3MiHM 3 SKOCTI.
loToBMIA
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

nikapcbknii
3aci6. KoHTposib
roToBOroO
nikapcbKoro
3aco0by (iHLwi
3MiHW). 3MiHu |
™Mny - 3MiHu
wozno
6e3nekn/edextn
BHOCTi Ta
thapmakoHarnag,
y (iHWi 3MiHW) -
YTOYHEHO
norotun Ta
BHECEHO
He3HauHi
pefakuinHi
npaBku y TEKCT
MapKyBaHHS
nepBUHHOI Ta
BTOPVHHOT
yrakoBKu
nikapcbKoro
3acoby.
BBegeHHs 3MiH
NpoTArom 6-Tn
MicsauiB nicns
3aTBEPMKEHHS.
3MinHu 1l Tuny -
3MiHM 3 AKOCTI.
AdL.
Brpo6HMUTBO.
3miHa
BMPOGHUKaA
BMXiAHOro/npomi
XXHOro
npoaykTy/peare
HTY, WO
BUKOPWCTOBYIOTb
cay
BMPOBHUYOMY
npoueci AdI,
abo 3miHa




Koo

®opma

3asaBHuUK
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Kpaina

Bupo6HuUK

BUPOGHUKa

Kpaina

PeecmpayitiHa

npoyeodypa

BionycKy

Ymosu

Peknamys
AHHST**

nocsi0oYeHHs

peecmpayitiHo

Homep

20

Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapodHa
HernameHmos

aHa HasBa*

Hassa
diroyoi

pedyosuHuU

ATX

BUMYCKY
(nikapcbka
popma,
ynaxoska)

3asBHUKA

(BkNtoyatoun, ae

BMPOGHUKa

HeobXigHo,

CO1DAO

TabneTkn

TOB HB®

YKkpaiHa

TOB HB®

YkpaiHa

micue
npoBeAeHHs
KOHTPO/HO
AkocTi) AdI (3a
BifiCYTHOCTI
cepTudpikata
BifMNOBigHOCTI
€Bponeiicbkili
thapmakonei y
3aTBEpAXXEHOMY
[0CbE)
(BBEAEHHSA
HOBOrO
BUPOGHMKa ADI
3 HaaHHAM
macrep-taiina
Ha AdI) -
BBE[EHHSI
HOBOrO
BUPOGHMKa ADI
I30cop6igy
AvHiTpaT
po3BefeHuii
CHIN CHEM,
INDIA 3
HalaHHAM
macTep-thaiina
Ha ADI.
3arBepaeHo:
TOB HB®
"MIKPOXIM".
3anponoHoBaHo:
CHIN CHEM,
INDIA.
BBefeHHs 3MiH
npoTArom 6-Tu
MicsaUiB nicns

BHECEHHS 3MiH

3aTBepAXXeHHA.

3a

«MIKPOXIM>»

Jile}

peyerimom

He

UA/11012/01/02

nionsieae

88.

AVIKOP NOHT

isosorbide

dinitrate

i3ocop6iay

OvHITpar 8

NPOIOHroBaHol

"MIKPOXIM"
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
aji no 40 mr, no (Bnpo6HMYa peecTpauiiHnx
50 Tabnetok y OinbHuus (BCi mMartepianis:
6aHuj; no 1 cTagii 3MiHn | Tuny -
6aHui y nayui 3 BVMPOGHMYOTO 3MiHM Wwoao
KapToHy; no 10 npouecy); 6e3nekn/edekTn
Tabnetok y BiANOBIAa/IbHU BHOCTI Ta
6nicTepi; no 5 11 3a BUNyCK hapmakoHarnsg,
6nictepiB y cepii, He y (iHLWi 3MiHK)
nauui 3 KapToHy BK/IHOYAKYM YTO4HEHO
KOHTpO/b/BUM norotun Ta
pobyBaHHs BHECEHO
cepii) He3HauHi
pepakuiHi
npaBku y TEKCT
MapKyBaHHs1
nepBuHHOI Ta
BTOPUHHOI
yNakoBKM
nikapcbKoro
3acoby.

BBefeHHs 3miH
NpOTAroM 6-Tn
MicaLis nicns
3aTBEPLKEHHS.
3minu Il Tuny -
3MiHM 3 SKOCTi.
Adl.
Brpo6HMLTBO.
3MiHa
BMPOGHUKA
BWXigHOro/npomi
XXHOro
npoaykTty/peare
HTY, WO
BUKOPVCTOBYIOTb
cay
BMPOBHUYOMY
npoueci Adl,
abo 3miHa
BMPOGHUKa
(Bkntovatouu, ae
HeobXigHo,
Micue
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

npoBefeHHs
KOHTpO/I0
akocTi) APl (3a
BiACYTHOCTI
cepTudpikara
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei y
3aTBEpPKEHOMY
[0CbE)
(BBEAEHHSA
HOBOrO
BMpOGHUMKa AdDI
3 HafaHHAM
mMacTep-arina
Ha Adl)
BBE/EHHS
HOBOrO
BMpOGHUMKa AdDI
130copbigy
OVHITpar
po3BeaeHuit
CHIN CHEM,
INDIA 3
HafaHHAM
mMacTep-aiina
Ha AdI.
3arBepaKeHo:
TOB HB®
"MIKPOXIM".

3a|'|p0|'|0HOBaHOZ

CHIN CHEM,
INDIA.
BBegeHHs 3MiH
NpoTArom 6-Tn
MicsauiB nicns
3aTBEPMKEHHS.

89.

ANKOP NNOHI

isosorbide
dinitrate

i3ocopbigy
AvHITpaT

CO1DAO
8

Tabnetku
MPOJIOHrOBaHO|
Aii no 60 mr, no
50 Tabnetok y
6aHui; no 1
6aHUi y nayuj 3

TOB HB®
"MIKPOXIM"

YkpaiHa

TOB HB®
«MIKPOXIM»
(Bpo6HMYa
LinbHuus (BCi
cTagii
BUPOBGHMYOTO

YKpaiHa

BHECEHHS 3MiH
o
peecTpauiiHnx
mMartepianis:
3MiHn | Tuny -
3MiHK Woao

3a
peyenmom

He
nidnsieae

UA/11012/01/03
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
KapToHy; no 10 npotecy); 6e3nekn/edexTu
Tabnetok y BignoBigaibHU BHOCTI Ta
6nicTepi; no 5 11 3a BUNyCK hapmakoHarnsg,
6nictepiB y cepii, He y (iHWi 3MiHK)
nauui 3 kKapToHy BK/IHOHAK0UMN YTO4HEHO
KOHTpONb/BUN norotun Ta
pobyBaHHs BHECEHO
cepii) He3HauHi
pefakuiini
npaBKn y TEKCT
MapKyBaHHS
NepBUHHOT Ta
BTOPUHHOI
ynakoBKu
nikapcbKkoro
3acoby.

BBefeHHs 3MiH
NpoTArom 6-tn
MicsiB micns
3aTBEPMKEHHS.
3minm Il Tuny -
3MiHVM 3 AKOCTI.
AdL.
Brpo6HMLTBO.
3miHa
BMpOOHUKa
BUXigHOro/npomi
XHOro
npoaykTy/peare
HTY, WO
BUKOPWCTOBYIOTb
cay
BMPOBHUYOMY
npoueci Adl,
abo 3miHa
BMPOGHUKA
(Brtovatoun, e
Heo6XifHo,
micue
npoBefeHHs
KOHTpO/I0
akocTi) APl (3a
BiCYTHOCTI
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

cepTudpikata
BiANoBIAHOCTI
€Bponeichbkiin
thapmakonei y
3aTBEPAKEHOMY
00CbE)
(BBEAEHHSA
HOBOrO
BMpO6HUMKa API
3 HafaHHAM
mMacTep-aiina
Ha AdI)
BBE/eHHs
HOBOrO
BMPOGHUMKa API
130copbigy
OuHiTpaT
po3segeHuit
CHIN CHEM,
INDIA 3
HafaHHAM
macTep-aiina
Ha A®I.
3arBepaKeHo:
TOB HB®
"MIKPOXIM".
3anponoHoBaHo:
CHIN CHEM,
INDIA.
BBefeHHs 3miH
NpOTAroM 6-Tn
MicaLis nicns
3aTBEPKEHHSI.

90.

ANDEPENIH®

triptorelin

TpunTopen
iH

LO2AEOQ
4

NOPOLLIOK No
3,75 mr Ta
PO3YMHHWK ANs
cycneHsii ans
iH'eKuili
NPOSIOHFOBaHOro
BUBI/IbHEHHS; 1
h1akoH 3
NOPOLLKOM Y
KOMNEKTI 3

INCEH
DAPMA

®paHuin

MopoLuok:
Bupo6HULTBO
Ta nakyBaHHS:

INCEH
PAPMA
BIOTEK,
PpaHuis;

Mamma-

BMMPOMIiHIOBaH
Ha: INCEH

PpaHuisn/
ITanis/
Benbris

BHECEHHS 3MiH
no
peecTpavinHmx
mMartepianis:
3MiHu | TNy -
3MiHM Wwozo
6e3nekn/edekTu
BHOCTI Ta
hapmakoHarnag,
y. BBegeHHs

3a
peyenmom

UA/0695/01/02
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
PO3YMHHMKOM MO PAPMA ab60o 3miHM A0
2 mn (MaHiT (E BIOTEK, y3arasibHeHnx
421), Bopa ans ®paHuisn; abo AaHux npo
iH'eKUI) B CTEPIOXXEHI cuctemy
amnyni, KC ITANIA hapmakoHarnag,
wnpuuom gns C.M.A., Itanis; y (BBEAEHHSA
0/IHOPa30BOro abo y3ara/ibHeHUx
BUKOPUCTaHHA CTEPIOXEHI LaHuX npo
Ta fiBOmMa KC BEJIbIIA cuctemy
ronkamu (y CA (®nepyc), hapmakoHarnsg,
6nicTepHil Benbrist; Yy, 3MiHa
ynakosLii) y BTopuHHe YNOBHOB&XXEHOT
KapTOHHil nakyBaHHs, ocobu,
KopooLi KOHTPO/b BignosigabHoOI
AKOCTI Ta 3a 3[jiCHEHHS
BUMYCK thapmakoHarnsg,
niKkapcbKoro Y; KOHTaKTHOI
3acoby: ocobu 3
INCEH hapmakoHarnsg,
PAPMA y 3asBHUKa An1a
BIOTEK, 3MiICHEHHS
dpaHuis; hapmakoHarnsg,
PO34YMHHUK: y B YKpaiHi,
Brpo6HMLTBO, AKLO BOHA
nepBuHHE BigMiHHA Bif
nakyBaHHs Ta YMNOBHOBaXeHOoi
KOHTPO/b ocobw,
SIKOCTi: BignoBigabHOI
CEHEKCI, 3a 34jiCHEHHS
dpaHuis; hapmakoHarnsg,
BTopviHHe y (BkNtoyatoun
nakyBaHHs Ta KOHTaKTHI AaHi)
BUMYCK Cepii: Ta/abo 3miHn y
INCEH PO3MILLLEHHI
OAPMA mMacTep-gaiina
BIOTEK, cucrtemmn
dpaHLis hapmakoHarnsg,
y). 3MmiHa micus
3[jlACHEHHS
OCHOBHOI
LisNIbHOCTI 3
thapmakoHarnag,

Y.
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
3miHa
MicLie3Haxomxe
HHSA MacTep-
dhavina cuctemu
hapmakoHarnag,
y
91. ANPEPENIH® triptorelin Tpuntopen | LO2AEO | nopowok ro 0,1 INCEH ®paHuin Mopowok - ®paHuin BHECEHHS 3MiH 3a UA/0695/02/01
iH 4 M Ta PO3YMHHUK PAPMA Bupo6bHuuTBO, 0o peyernmom
[ONS PO3UNHY TEeCTyBaHHS, peecTpauiiHnx
ONs iH'ekuUiid; no nakyBaHHs, mMartepianis:
7 thnakoHis 3 BMNYCK cepil: 3MiHu | TUny -
nopoLukom T1a 7 IMCEH 3MiHM Wwozo
amnyn 31 mn PAPMA 6e3nekn/edextu
PO3UYMHHMKA BIOTEK, BHOCTI Ta
(po3u4urH HaTpito ®paHus; hapmakoHarnsg,
xnopugy 0,9 %) PO34YNHHWK - y. BBefeHHs
Y KapTOHHiiA Bupo6bHuuTBO, abo 3MiHM oo
Kopoo6Li nepBuHHE y3arasibHeHux
nakyBaHHs Ta JaHux npo
KOHTPONb cuctemy
AKOCTI: hapmakoHarnsg,
CEHEKCI, y (BBEAEHHSA
dpaHuis; y3arasibHeHux
PO3UYNHHNK - [aHux npo
BTopuiHHe cuctemy
nakyBaHHs, thapmakoHarnsg,
BMMYCK Cepii: y, 3MiHa
INCEH YNOBHOB&XEHOT
PAPMA ocobu,
BIOTEK, BiANOBIgasIbHOI
PpaHuin 3a 3/iliCHEeHHS
thapmakoHarnag,
Y; KOHTaKTHOT
ocobm 3
thapmakoHarnag,
y 3asBHVKa ANs
3/liiCHEeHHS
thapmakoHarnag,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif
YNOBHOBaXXeHOT

ocobu,
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BignoBigabHOI
3a 34jiCHEHHS
thapmakoHarnng,
y (BK/IHOYaoun
KOHTaKTHI aHi)
Ta/abo 3miHn y
PO3MILLLEHHI
mMacTep-aiina
cuctemu
hapmakoHarnsg,
y). 3MiHa micus
3[jACHEHHS
OCHOBHOI
LisNIbHOCTI 3
hapmakoHarnag,
y.
3MiHa
MicLe3Haxomxe
HHS MacTep-
dhaiina cuctemu
hapmakoHarnsg,
y
92. ANDPEPENIH® triptorelin Tpuntopen | LO2AEQ | mopoLiok no INCEH PpaHuis Mopowuok PpaHuis/ BHECEHHS 3MiH 3a UA/9454/01/01
iH 4 11,25 mr Ta PAPMA Bupo6HMLTBO Benbris 0o peyenmom
PO3YMHHWK ANs Ta nakyBaHHs: peecTpauiiHnx
cycneHsii ans INCEH mMartepianis:
iH'exuir PAPMA 3MiHn | Tuny -
NPOJSIOHrOBaHOro BIOTEK, 3MiHK Wopao
BUBI/IbHEHHS; 1 PpaHuis; 6e3nekn/edekTn
h1akoH 3 amma- BHOCTI Ta
MOPOLLKOM Yy BUNPOMiHIOBaH thapmakoHarnsg,
KOMMNNEKTi 3 HA: INCEH y. BBeaeHHs
PO3UYNHHWKOM MO PAPMA ab0o 3miHn Ao
2 mn (MaHiT (E BIOTEK, y3arasibHeHNx
421), Boga ans PpaHuisn; abo AaHux npo
iH'exuil) B CTEPIOXEHI cucremy
amnyni, KC ITANIA thapmakoHarnag,
LnpuLom Ans C.N.A,, ITanis; y (BBEAEHHS
0 HOpPa30BOro abo y3arasibHeHnx
BUKOPUCTaHHSA CTEPIOXXEHI [aHux npo
Ta TpboMa KC BEJIbI'IA cuctemy
ronkamu (y CA hapmakoHarnsg,
GnicTepHil (PNEPYCQ), y, 3MiHa
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
ynakoBLi) y Benebris; YNOBHOB&XEHOT
KapTOHHii BTOpuHHE ocobwu,
Kopoo6Li nakyBaHHs, BiANOBIga/IbHOI
KOHTpPO/Tb 3a 34jiiCHEHHS
AKOCTI Ta hapmakoHarnag,
BUMYCK Y; KOHTaKTHOT
nikapcbkoro ocobu 3
3acoby: thapmakoHarnag,
INCEH y 3asABHVKa oA
DAPMA 3iiCHEeHHS
BIOTEK, thapmakoHarnag,
PpaHujs; y B YKpaiHi,
PO34YMHHKK AKLLO BOHA
Bupo6bHuuTBO, BigMiHHA Bif
nepBuHHe YNOBHOB&XXEHOT
nakyBaHHs Ta ocobwm,
KOHTPO/b BignosiganbHoOl
AKOCTI: 3a 3[jiCHEHHSA
CEHEKCI, hapmakoHarnsg,
dpaHuis; y (BKNtovaroum
BTopuHHe KOHTaKTHI faHi)
nakyBaHHs Ta Ta/abo 3MiHn y
BMNYCK cepil: PO3MiLLEHHI
INCEH MacTep-arina
PAPMA cuctemu
BIOTEK, hapmakoHarnag,
PpaHuin y). 3miHa micus
3iiCHEeHHS
OCHOBHOI
AISNbHOCTI 3
hapmakoHarnsg,
y.
3miHa
MicLe3Haxomxe
HHS MacTep-
thaiina cuctemu
hapmakoHarnsg,
y.
93. ANDTANB® diclofenac aviknocpeH | SO1BCO | kpanni ouHi AT YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH 3a He UA/10548/01/01
ak 3 0,1%, no 5 mn "®apmak” no peyenmom niossieae
a6o 10 mny peecTpauiiHnx
donakoHi; no 1 marepianis:
bnakoHy B nayui 3MiHu | Tnny -




219

Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

3MiHVM 3 AKOCTI.
loToBwiA
nikapcbknii
3aci6.
CtabifibHICTb.
3miHay
TepMiHax
npugartHocTi abo
ymoBax
36epiraHHs
roToBOro
nikapcbKkoro
3acoby
(36iNbLUEHHS
TepMiHy
npugaTHocTi
roToBOro
nikapcbKkoro
3acoby) - Ans
TOprosoil
yNakoBKM
(nigTBEPOXYETHL
cA gaHumm
peasibHOro yacy)
36i/bLUEeHHA
TEPMiHY
npuaaTHocCTi
nikapcbKoro
3acoby ans
thnakoHis no 10
Mn
3arBepaKeHo:
TepMmiH
npugaTHocTi 2
poku
3anponoHoBaHo:

TepMmiH
npuaaTHocCTi:
dnakoHu no 5
M1 —2 POKU;
®nakoHun no 10

M/1- 3 POKM.
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
3MiHN BHEeCeHO
B IHCTPYKL0
ANs MeAnyHoro
3aCTOCYyBaHHSA
nikapcbKoro
3acoby y po3gin
"TepMiH
npuaaTHocTi".
BBefeHHs 3miH
NpOTAroMm 6-Tn
MicaLis nicns
3aTBEPLKEHHS
94. AOLUETAKCEN docetaxel pouetakce | LOLCDO | koHueHTpart ans Akkopa IcnaHis BMPOGHMLITBO, IHgjia/ BHECEHHS 3MiH 3a UA/17408/01/01
AKKOPA, n 2 pPO34MHy ang Xenckea KOHTPO/b Benuka 0o peyernmom
iHdpysin, 20 CNnYy. AKOCTI, BputaHis/ peecTpauiiHnx
mr/mn, no 1 mn nepBrHHe Ta Monbwa/ mMartepianis:
(20 mr) a6o 4 mn BTOPWHHE YropwmHa/ 3MiHu | TUny -
(80 mr) abo 8 mn nakyBaHHS: Manbta/ 3MiHM 3 SKOCTI.
(160 mr) y IHTac TypeyuunHa loToBMiA
nakoHax, no 1 dapmacbloTika nikapcbkuii
hnakoHy B nc Nimitea, 3aci6. Cuctema
KapTOHHIN nayui IHAis; KOHTeliHep/3aKy
BUMPOGHULITBO, noptoBasibHUii
KOHTPO/Ib 3aci6. 3miHa
AKOCTI, napameTtpis
nepBrHHE Ta cneuudikawii
BTOPUHHE Ta/abo
nakyBaHHS: [0MyCTUMMX
IHTac MeX NepBUHHOT
dapmacbloTika ynakoBKu
nc Niviteq, roToBOro
IHAis; nikapcbKoro
BTOPUHHE 3ac006y (iHLui
nakyBaHHs: 3MiHM) BHECEHHSA
Akkopg, 3MiH 40
Xenckea cneumdikauii
Nimites, YepBOHOI
Benuka BiAKMAHOT
BpuTtaHis Kpuwkn (20 mm
CuHonTU3 flip off red seal),
IHpacTpian a came
Cn.zo.0, OHOB/IEHO
Monblya; HOpMyBaHHS




221

Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
KOHTPO/b ONA TecTiB
AKOCTI cepil: Depth of
€BpodiHc complete unit,
AHaniTikan Depth of plastic
Cepsices top, Inner rim
Xanrepi K., diameter gns
YropLuHa; roToBOro
dapmagokc nikapcbKkoro
Xenckea N14., 3acoby
ManbTa; [itoua pepaxuis
BMPOBHULTBO, Specifications of
nepBrHHe Ta 20 mm flip off
BTOPUHHE red seal
nakyBaHHs: Depth of
OHko |nak complete unit
CaH. Be Tigx. 9.0 mm to 10.0
A.C., mm
TypeyuunHa; Inner rim
KOHTpPO/Tb diameter 20.22
AKOCTI cepil: mm to 20.4 mm
SAPMABANILA, Depth of plastic
nra. top 3.3 mm to
Mikpo6ionoriy 3.5 mm
Ha MNponoHoBaHa
na6oparopis, pepakuis
YroplmHa; Specifications of
BiANOBIAa/IbHU 20 mm flip off
11 3a BUNyCK red seal
cepii: Akkopg, Depth of
Xenckea complete unit
Moncka Cn. 3 9.02 mmto 9.91
0.0. Cknap, mm
ImnopTepa, Inner rim
Monbwa diameter Not
less than 20.22
mm
Depth of plastic
top 3.20 mm to
3.40 mm
95. EBPA® Norelgestromi | Hopenrect | GO3AAl | nnacTtup - BAT YropwyuHa | Bupo6HMULTBO HimeyunHa/ BHECEHHS 3MiH 3a UA/2051/01/01
n and POMiH, 3 TpaHcaepMasibH "T'efeoH Hepo3gacoBa YropLmHa 0o peyenmom
ethinylestradio | eTuHinect a TepaneBTUYHa PixTep" HOro MPOAyKTY peecTpauinHmx
| pagion cucrtema (TTC); Ta NepBMHHa Marepianis:
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
no 1 nnacTupy B ynakoBka: 3MiHu | TNy -
nakeri i3 NTC lomaHH 3MiHM 3 SKOCTi.
namMiHoBaHoro TepaneBTUYHI loToBMiA
nanepy i Cuctemn AT, nikapcbknii
aNOMIHIEBOT HimeuuunHa; 3aci6.
donbru; no 3 BTopuHHa MpoekTHWiA
naketu B ynakoBka Ta npocrTip Ta
npo3opomy BMNYCK cepil: nicnsipeecTpauiii
naxkeTunky 3 BAT "T'efieoH HW NPOTOKON
nosniMepHoi PixTep", ynpaBniHHSA
nnisku; no 1 a6o YropwuHa 3MiHamu.
3 npo3opux BHeCEeHHs 3MiH,

nakeTuku (3 abo
9 nnacTupis)
pasom 3i
cneuiasibHAMM
Hakneikamm Ha
KaneHgap ans
MO3HA4OoK Mpo
BVKOPUCTaHHS
nnactupy (TTC)
Y KapTOHHiIl
ynakoBsLi

L0 nepefbayeHi
y
3aTBEpKEHOMY
npoToKoi
ynpaBniHHA
3MiHamn
(BHECEHHS 3MiHN
BMMarae
nofanbLumx
niaTBepAXyBasb
HUX JaHuX).
BnpoBamkeHHs
3MiH,
nepegbayeHunx y
3aTBEpKEHOMY
npoToKoi
ynpaBniHHA
3MiHamn
roToBOro
nikapcbKoro
3acoby 3 MeTol
OHOB/IEHHS
BUpOBGHULTBA
(cTagia
NPOMWCNOBOrO
BUPOGHMLTBA)
[Ans BUPOGHMKa
NTC NomatH
TepaneBTUYHi
Cuctemn AT,
Himeyuunxa /
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

LTS Lohmann
Therapie-
Systeme AG .
3minu Il Tuny -
3MiHM 3 SKOCTi.
loToBMiA
nikapcbknii
3acio6.
MpoekTHWiA
npocTip Ta
nicnsipeecTpauiii
HW NPOTOKON
ynpaBniHHSA
3MiHamu.
BHeceHHs 3MiH
nicns
3aTBEPAKEHHS
npoToKony
ynpaBniHHSA
3MiHamMu ans
roToBOroO
nikapcbKoro
3acoby.
BnpoBamkeHHs
npoTOKOsY
ynpaBniHHA
3MiHamu nicns
3aTBEPAKEHHS,
B SIKOMY OMucaHi
3MiHW, SKi
B/TACHWK
peecTpadiiiHoro
noCBiAYEeHHS
Mae Hamip
BNpPOBaANTY Npu
BMPOOHMULITBI
roToBOro
nikapcbKoro
3acoby ans
BMpo6HuKa /ITC
INlomaHH
TepaneBTuYHi
Cucremu AT,
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
HimeuuunHa /
LTS Lohmann
Therapie-
Systeme AG
(cTtapin
NPOMMWCNOBOro
BMPOGHULITBA).
96. E30MNPAM escitalopram ecuntanio | NOBAB1 | Tabnetku, Bkputi | TOB «TeBa YkpaiHa AkTasic NTA, ManbTta/ BHECEHHS 3MiH 3a UA/7029/01/02
npamy 0 naiBKOBOIO YkpaiHa» ManbTa; Bonrapis no peyenmom
okcanar 060/10HKOI0, MO BankaHtapma peecTpauiiHnx
10 wr; no 10 -dynHnus AT, mMartepianis:
Tabnetoky Bonrapis 3MiHn | Tvny -
6nicTepi; no 3 3MiHK Wopao
6nictepu B nauui 6e3nekn/ecektu
KapTOHHif BHOCTI Ta
chapmakoHarnag,
y (iHWWi 3MiHK)
OHOBNEHO TEKCT
MapKyBaHHS
nepBUHHOI Ta
BTOPUHHOT
yrakoBKW
nikapcbKoro
3acoby Ta
BHECEHO
He3HauHi
pefakuiii
npaskKu.
BBeneHHs 3MiH
NpPOTArom 6-Tn
micsauis nicns
3aTBEPAKEHHS
97. E30MNPAM escitalopram ecumtasio | NO6ABL | TabneTtku, BkpuTi | TOB «TeBa YkpaiHa AkTasic NTA, ManbTta/ BHECEHHS 3MiH 3a UA/7029/01/04
npamy 0 NNiBKOBOKO YKpaiHa» ManbTa; Bonrapis no peyenmom
okcanat 060/10HKOI0, N0 BankaHtapma peecTpauiiHnx
20 wvr; no 10 -OynHnus AT, mMaTtepianis:
Tabnetok y Bonrapis 3MiHu | Tvny -
6nicTepi; no 3 3MiHu Wwopo
6nicTepn B nauuj 6e3nekn/echektn
KapTOHHii BHOCTI Ta
hapmakoHarnag,

y (iHWWi 3MiHW)
OHOBJ/IEHO TEKCT
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina

npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

98.

EK3NCTA

MapKyBaHHs
nepBUHHOI Ta
BTOPUHHOI
ynakoBKu
nikapcbKoro
3acoby Ta
BHeceHo
He3HauHi
pefakuiini
npasku.
BBeaeHHs 3MiH
NpoTArom 6-Tn
MicsyiB micns
3aTBEPKEHHSA

pregabalin

nperaéani
H

NO2BFO0
2

Kancynv Teepgj,
no 75 mr; no 14
Kancyny
6nicTepi, no 2
abo 4 6nictepu
B KapTOHHiii
Kopoo6Li

AT "Apames
dapma”

MonbLa

BVPOGHMLTBO
“in bulk”,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs: AT
«Apamvep,
Papma»,
MNonbLa;
BUPOBHUK
NepBNHHOTO Ta
BTOPUHHOTO
naxyBaHHs,
BMMYCK Cepii:
AT «Apamep,
Papma»,
Monbwa

MonbLla

BHECEHHS 3MiH
ao
peecTpauiiHnx
mMartepianis:
YTOUYHEHHS
HanucaHHA
Koay ATX B
Haka3i MO3
YKpaiHu Ne 523
Big 21.04.2026
B npodueci
BHECEHHSA 3MiH
(3MiHun | TUNY -
3MiHK Wopao
6e3nekn/edekTn
BHOCTI Ta
thapmakoHarnag,
y. BBeaeHHs
ab0o 3miHn Ao
y3arasibHeHUx
[JaHux npo
cuctemy
thapmakoHarnag,
y (BBEAEHHS
y3arasibHeHux
JaHux npo
cuctemy
hapmakoHarnag,
Y, 3MiHa

3a
peyerimom

UA/17002/01/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

YNOBHOB&XXeHOT
ocobu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
hapmakoHarnag,
Y; KOHTaKTHOT
ocobm 3
thapmakoHarnag,
y 3asBHVKa ANs
3iiCHEeHHS
thapmakoHarnag,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif
YNOBHOB&XXEHOT
ocobwm,
BignosiganbHoOl
3a 3[iliCHEHHSA
hapmakoHarnsg,
y (BKNtovaroum
KOHTaKTHI faHi)
Ta/abo 3MiHn y
PO3MiLLEHHI
MacTep-arina
cuctemu
hapmakoHarnag,
y). 3miHa
KOHTaKTHUX
OaHnx
YNOBHOB&XXEHOT
0Cco6V 3asIBHMKA,
BignosigabHoOI
3a
hapmakoHarnsg,
. 3MiHa
KOHTaKTHUX
AaHnx
KOHTaKTHOT
0co6u 3a8BHUKA,
BignoBiganbHOI
3a
thapmakoHarnag,
B YKpaiHi).
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

Pepakuis B
Hakasi -
NO3AX16.
BipHa pegakuis
- NO2BFO02.

99.

EK3NCTA

pregabalin

nperaéani
H

NO2BFO0
2

Kancynv Teepai,
no 150 wr; no 14
Kancyny
6nicTepi, no 2
abo 4 6nictepu
B KapTOHHii
Kopoo6Li

AT "Apames
dapma”

Monbwa

BVPOGHMLTBO
“in bulk”,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs: AT
«Apamep,
dapmax,
MNonbLia;
BUPOBHUK
NepBNHHOTO Ta
BTOPUHHOTO
naxyBaHHs,
BMMYCK Cepii:
AT «Apamep,
dapma»,
Monbwa

MonbLla

BHECEHHS 3MiH
o
peecTpauiiHnx
marepianis:
YTOUHEHHSs
HanucaHHA
Koay ATX B
Hakasi MO3
YkpaiHu Ne 523
Big 21.04.2026
B npodueci
BHECEeHHs 3MiH
(3MiHun | TUNY -
3MiHK Wopao
6e3nekn/edekTn
BHOCTI Ta
thapmakoHarnag,
y. BBefeHHsA
ab0o 3miHn Ao
y3arasibHeHux
[aHnx npo
cuctemy
chapmakoHarnag,
y (BBEAEHHS
y3arasibHeHux
[aHux npo
cuctemy
hapmakoHarnag,
Yy, 3MiHa
YNOBHOBaXeHOoT
ocobwm,
BiANOBifaNbHOT
3a 34jiCHEHHS
hapmakoHarnag,
Y; KOHTaKTHOT
ocobu 3
hapmakoHarnag,
y 3asBHVKa AN

3a
peyerimom

UA/17002/01/02
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

3iiCHEeHHS
thapmakoHarnag,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif
YMOBHOBa&XXEHOT
ocobwm,
BignosigabHoOI
3a 3iliCHEHHSA
hapmakoHarnsg,
y (BkNtovaroun
KOHTaKTHI faHi)
Ta/abo 3MiHN y
PO3MiLLEHHI
mMacTep-arina
cuctemu
thapmakoHarnag,
y). 3miHa
KOHTaKTHUX
OaHnx
YNOBHOB&XXEHOT
0Cco6V 3asIBHMKA,
BignosigabHoOI
3a
hapmakoHarnsg,
. 3MiHa
KOHTaKTHUX
AaHnx
KOHTaKTHOT
0co6u 3a8BHUKA,
BignoBiganbHOI
3a
thapmakoHarnag,
B YkpaiHi).
Pepaxuis B
Hakasi -
NO3AX16.
BipHa peaakuis
- NO2BF02.

100.

EKCTPAKT
PIAKNIA (1:2,8)
13 NIKAPCBLKOI
POC/INHHOI

naogun ami
3y6HOI

(Fructus
ammi

piaMHa
(cy6eTaHuin)
ans
hbapmMaueBTUHHO

TOBAPUCT
BO 3
OBMEXXEH
(6],0)

YkpaiHa

TOBAPWCTB
03
OBMEXEHO
\8}

YKpaiHa

BHECEHHS 3MiH
no
peecTpauinHmx
Marepianis:

UA/13194/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
CUPOBUHN: visnagae), ro 3actocyBaHHsa | BIAMNOBIOA BIAMNOBIAAN 3MiHa 3asiBHUKa
nnoais AMI Cnopuwly y MeTaneBux JIbHICTHO bHICTHO N3 (MIBIM)
3YBHOI Tpasa 60ukax KEI «KOPIOPA «KOPMOPAL| (BnacHvka
(FRUCTUS (Herba LA A peecTpadujiiHoro
AMMI polygoni «340POB’A «3[0POB’AA» NnoCBIAYEHHS)
VISNAGAE), avicularis), » (3rigHO Hakasy
cnopuvy 3Bipo6oto MO3 Big
TPABU Tpasa 23.07.2015 Ne
(HERBA (Herba 460). 3MiHn |
POLYGONI hyperici), Tuny -
AVICULARIS), XBowa AAMiHICTpaTVBHI
3BIPOBOIO nosiLb0BOro 3MiHW. 3MmiHa
TPABU Tpasa HaliMeHyBaHHs
(HERBA (Herba Ta/abo agpecu
HYPERICI), equiseti) Micus
XBOLWA NpoBapPKEHHSA
nonboBOIro LiSNbHOCTI
TPABU BMpPOGHMKA
(HERBA (BrTrovatoun, 3a
EQUISETI) Heob6XiAHOCTI,
(1:1,22:0,88:0,7 micue
3) npoBefeHHs
KOHTpO/I0
SKOCTi), abo
BM1aCHMKa
mMacTep-aiina
Ha A®l, abo
noctadyasibHuKa
Adl/BnxigHoro
martepiany/pear

eHTY/MpOoMiXHOT
0 NPOAYyKTY, WO
3aCTOCOBYHOTHLCS
Y BUPOGHULTBI
A®I (aKwo
3a3HayeHo y
[OCbE Ha
nikapcbkuii
3acib) 3a
BiACYTHOCTI
cepTudpikara
BiANOBIAHOCTI
€Bponencbkii
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

thapmakonei y
3aTBEPAKEHOMY
nocbe, abo
BMPOGHUKa
HOBOI
[0NOMDKHOT
PEYOBUHM (SIKLLO
3a3HayeHo y
[ocke). 3miHa
HaliMeHyBaHHs
Ta YTOUHEHHS
agpecu micus
NPOBaKEHHS
LiSANbHOCTI
BMPOGHUMKa API
3 ToBapucTsa 3
obmexeHoto
BiANOBIAANbHICT
10
«PapmaueBTUyH
a KkoMnaHis
«3[10poB’A» Ha
TOBAPVCTBO
3
OBMEXXEHOIO
BIANOBIAANBH
ICTHO
«KOPMOPALIA
«3[0POB’A»

101.

EKCTPATEPM
®

Tpasa
Tepmorncu
cy
naHueTHor
0, HaTpito
rigpokap6
oHart

R0O5X

Tabnetkv no 12
Tabnetoky
6nictepax; no
12 TabneToKy
6nicTepi; no 2
6nictepu y nauui
3 KapTOHY

MPAT
"®ITOPAPM

YkpaiHa

BiANOBIAa/IbHU
3a
BMPOBHULTBO,
nepBUHHE/BTO
pVHHe
nakyBaHHs,
KOHTPO/Ib
AKOCTI Ta
BMNYCK cepil:
MPAT
"OITOPAPM",
YKpaiHa,;
BiANOBIAa/IbHU
3a

Ykpaina

BHECEHHS 3MiH
ao
peecTpauiiHnx
marepianis:
3MiHu | TUny -
3MiHM 3 SKOCTi.
loToBMiA
nikapcbknii
3aci6. 3MiHn y
BMPOGHMLTBI.
3MiHa
iMnopTepa/3miHu
, LLIO CTOCYHOTbCA
BUMYCKY cepii Ta

6e3
peyenma

UA/3602/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BMPOGHMLTBO, KOHTPO/I0 SKOCTI
nepBUHHE/BTO roToBOro
pyHHe nikapcbKoro
nakyBaHHs Ta 3acoby (3amiHa
KOHTPO/b abo fofaBaHHA
SIKOCTI: BUPOBHMKA, LLIO
AT Bignosigae 3a
"Ny6Hudapm”, BBE3EHHS
YKpaiHa, Ta/abo BMMNycK
BiANOBIA&/IbHU cepii) - He
11 3a BUNYyCK BK/THOHAI0UM
cepii, He KOHTPO/1b/BMNPO
BK/IOUAIOUN 6yBaHHs cepil.
KOHTpONb/ 3miHa agpecu
BMNPOBYBaHHSA BMPOGHUYOI
cepii: AinbHUUi ans
MPAT BMNYyCKy cepil
"®ITOPAPM", MPAT
YkpaiHa "®ITOPAPM"

(m. Bopucninb).
3MiHU BHECEHO
B IHCTpYKL,0
ANs MegnvHoro
3acToCyBaHHsA
nikapcbKoro
3acoby y po3gain
"MicuesHaxomxe
HHS BUPOOHWMKa
Ta agpeca micugd
NPOBaXEHHS
1ioro gisnbHocTi"
Ta K HacnigoK -
y TeKcT
MapKyBaHHS
ynakoBKM
nikapcbKkoro
3acoby.
BBefeHHs 3MiH
NpOTArom 6-tn
MicsyiB micns
3aTBEPMKEHHS.
3MiHn | Tuny -
3MiHM Wwoao
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
6e3nekn/edexTu
BHOCTi Ta
thapmakoHarnng,
y (iHWi 3MiHW).
3MiHV BHECEHO Y
TeKCT
MapKyBaHHS
BTOPUHHOI
ynakoBKu
nikapcbKoro
3acoby y n. 17.
IHLLE.
BBegeHHs 3MiH
NpoTArom 6-tn
MicsauiB nicns
3aTBEPAKEHHS
102. EKCTPATEPM - Tpasa RO5X Tabnetku; no 12 MPAT YkpaiHa BignoBigasbHU Ykpaina BHECEHHS 3MiH 6e3 UA/3602/01/01
® Tepmoncu Tabnetok y "®ITOPAPM i 3a 0o peuyenma
cy 6nictepax; no " BMPOGHMLITBO, peecTpauiiHnx
NaHueTHor 12 TabneTok y nepBrYHHE/BTO mMartepianis:
0, HaTpito 6nicTepi; no 2 pyHHe 3MiHn | Tuny -
rigpokap6 6nictepy y nauui nakyBaHHs, 3MiHU 3 AKOCTI.
oHar 3 KapPTOHY KOHTPO/b loToBwiA
AKOCTI Ta nikapcbkni
BUNYCK Cepil: 3aci6. KoHTposnb
MPAT roToBOro
"OITOPAPM", nikapcbkoro
YKkpaiHa,; 3aco06y (iHLwi
BignoBigabHU 3MiHW)
n3a YTOYHEHHS
BMPOGHMLITBO, cneundikauii Ta
nepBUHHE/BTO MeTOoAVKMN
pUHHe BMNPOGYBaHHSA
nakyBaHHs Ta 3a NOKa3HUKOM
KOHTPO/b «lpeHTudpikauis.
akocTi: AT Ankanoigu
"Nly6HMchapm", TepMorcucy»
YkpaiHa,; 4oy, 2.2.27).
BiANOBIAa/IbHA 3arBepaKeHo:
11 3a BUNyCK Cneuudpikavis
cepii, He loeHTudbikauis.
BK/tOYauun Ankanoigmn
KOHTPO/Ib/BUMN Tepmoncucy Ha
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
po6yBaHHS XpomaTorpami
cepii: MPAT BUNPO6YBaHOro
"®ITOPAPM", PO3UMHY
YkpaiHa NOBMHHO

BUSIBNATUCS HE
MeHLwe 4 nnsam
6ypoBato-
4epBOHOro
KONbopy 3
pi3HOI0
IHTEHCMBHICTIO
3a6apB/ieHHs, B
iHTepBani
BenmuuH Rf Big
0,12 go 0,80.
JonyckaeTbesa
HasBHICTb
[04,aTKOBMX
nAsM.
3anponoHoBaHo:
Cneupndpikavis
laeHTudikayis.
Ankanoign
Tepmoncucy Ha
XpomaTorpami
BMNPO60BYBaHOM
0 pO34nHY
NOBUWHHI
BUSIBNSATUCA Ha
XXOBTOMY pOHi
He MeHwe 4
nnsm 6yposaro-
4YepBOHOro
KONbopy 3
pi3HO0
iHTEHCMBHICTIO
3abapBneHHs, B
iHTEepBani
BennuvH Rf Big,
0,12 o 0,80.
JonyckaeTbcsa
HasiBHICTb
[0AATKOBUX




234

Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
nAsMm
103. ENANPA3A idursulfase inypcynbd | A16ABO | koHUEHTparT ans Takepa Ipnangis BiANOBIAA/IbHA Ipnangis/ BHECEHHS 3MiH 3a UA/13360/01/01
asa 9 po34nHy AnA dapmacbtoTi 11 3a BUNyCK HimeuunHa/ no peyenmom
iHdpy3ii, 2 Kan3 cepii: LWaviep CLUA/ peecTpauiiHnx
Mr/mn; no 3 Mny | IHTepHewHn dapmacsioTika | HigepnaHaun mMartepianis:
donakoHi; no 1 AT Ipnangis n3 Ipnangis 3minu Il Tuny -
hnakoHy B BpeHu Nimites, 3MiHV Wwoao
KapTOHHii Ipnangis; 6e3nekn/edekTn
Kopoo6Li Takega BHOCTI Ta
PapmacbloTika thapmakoHarnag,
n3 y. BHeceHHst abo
IHTEepHeLwHN 3miHa(n) go
ATl IpnaHgis 3000B'A3aHb Ta
BpeHuy, YyMOB Buaadi
Ipnangis; peecTpadiiHoro
BUPOBHNLITBO NOCBIAYEHHS,
nNikapcbKoro BK/THOHAI0OUM
3acoby, Mnax
nepBuHHe ynpaBiHHA
nakyBaHHs, pr3nkamm
KOHTPO/b (3acTocyBaHHs
AKOCTI cepil, 3MiH(K), Aki(a)
Bi3yasibHa BUMaratoTb(€)
iHCnekwyjs: nofasnbLuoro
Bettep 06r'pyHTYBaHHS
Papma- HOBMMU
depTirtoHr [04aTKOBUM
m6X EHA Ko. [aHuMu, Wwo
KT, MatoTb
HimeuumnHa; HagaBaTucs
BUPOOHNLITBO KOMNETEHTHUM
nNikapcbKkoro opraHom,
3acoby, OCKiNbK®
nepBuHHe BUMAraeTbCs
nakyBaHHs, CyTTEBA OL{iHKa
KOHTPO/Ib KOMMNETEHTHUM
AKOCTI cepil: opraHom).
Bopa 3asaBHUKOM
dapmacbloTika HagaHo
n3 OHOB/EHUIA
IHxekTebnC, Mnax
IHK., CLUA, ynpaBniHHA
KOHTPO/b pv3nkamm
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
AKOCTI cepil, Bepcis 5.2
BisyasibHa 3MiHV BHEeceHo
iHCnekwyjs: [0 YaCTUH:
BetTep | «3arasibHa
dapwma- iHbopmaLis»
depTirtoHr ]
'm6X EHA Ko. «Cneuudpikauis
K, 3 6e3nekn»
HimeyumnHa; Il «MnaH 3
Bettep thapmakoHarnsg,
dapma- y»
depTirtoHr IV «[MnaHn
'm6X EHA Ko. uoao
K, nicnsipeecTpauiii
HimeyumnHa; HVX JOCTIMKEHD
KOHTpPO/Tb ehekTUBHOCTI»
AKOCTI cepil: V «3axoau 3
BetTep MiHimizawi
dapma- pY3nKiB»
PepTirtoHr VI «Pestome
Mv6X EHg Ko. nnaHy
K, ynpaBniHHSA
HimeuunHa; py3nKamm»
LWariep VII «dopatku»
XblOMEH y 3B'A3KY 3
[xeHeTik BifoBOpaKeHHAM
Tepanic, IHk., iHchopmavii npo
CLA; Yapnbs 3aBepLUeHHs
Pisep OOCNiMKEHHA
Nab6opaTopis «Hunter
Avinenpg Nta, Outcome Survey
IpnaHgjs; (HOS)» Ta itoro
BakcanTta HOC, BUK/IOYEHHAM 3
IHK., CLUA,; nnaHy
ONCTpubyLis hapmakoHarnag,
HanoBHEHUX y BiANoBigHO A0
HemapKoBaHUX npoueaypu
(pNaKoHiB: EMEA/H/C/PSU
EmineHT SA/00001722/20
Cepgices 2407,
KopnopefiLuH, OHOB/IEHHAM
CLA; [aHuX npo

MapKyBaHHsi

eKcrnosuuio 3
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

Ta nakyBaHHs,
ONCTpubyLis
roTOBOro
nikapcbkoro
3acoby:
NiEWYEN
Cannnaii
YeiiH
(Higepnanaw)

HigepnaHnaun

ypaxyBaHHAM
iHbopmauii 3
NOTOYHOro
OOCNiIKEHHS
SHP-ELA-401;
BK/TIIOYEHHAM
OHOB/IEHUX
WwabnoHiB Ta
BUASIEHHAM
BCiX Npo6nem 3
6e3neku,
BK/IOYA0UN
BiICYTHIO
iHdhopmadtito, a
TaKoX y 3B'A3KY
i3 3mMiHOIO
topmaty
BIANOBIAHO A0
BUMOT
Evaluation
Guidance on the
format of the risk
management
plan (RMP) in
the EU —in
integrated
format. 31
October 2018
EMA/164014/20
18 Rev.2.0.1
accompanying
GVP Module V
Rev.2 Human
Medicines.
Pestome MnaHy
ynpaBniHHA
pr3nkamm
Bepcia 5.2
A0faeTbes.

104.

EMOTOH

sertraline

cepTpani
y

rigpoxnop
na

NO6ABO
6

TabneTkn, BKpUTI
NNiBKOBOKO
060/10HKOHO, MO
50 mr; no 10

TOB
«Epcenb
Papma
YKpaiHa»

YkpaiHa

BVPOGHMLTBO
3a NOBHUM
LIMK/TOM:
ATNaHTIK

MopTyranis

BHECEHHS 3MiH
no
peecTpauinHmx
Marepianis:

3a
peyenmom

He
nionsieae

UA/15643/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
Tabnetok y dapma — 3MiHu | TUny -
6nictepi, no 3 Mpoaycoelu 3MiHV Wwoao
6nictepn y dapmaceyTika 6e3nekn/edekTn
KapTOHHIN nayui w, C.A, BHOCTI Ta
MopTyranis; hapmakoHarnag,
BVPOGHMLTBO y. 3miHa y
in bulk, KOPOTKiii
KOHTPO/b Ta Xapakrepuctui
BMNPOBYBaHHSA nikapcbKoro
cepii: 3aco0y, TeKCTi
MegiHdap MapKyBaHHs Ta
MaHydakuepi IHCTpYKLUii gns
Hr C.A., MeauUHOro
MopTyranis 3aCTOCYyBaHHSA
Ha nigcTasi
perynsipHo
OHOBJ/IIOBAHOI0

3BITYy 3 6e3nekn
nikapcbKoro
3acoby, abo
nocnigpkeHs 3
6e3neku
3aCTOCYyBaHHSA
nikapcbKkoro
3acoby B
nicnsipeecTpauiii
HWi1 nepiod, abo
AK pesynbrart
OLjiHKM 3BITY 3
LOCAigpKEHD,
npoBefeHnx
BiA4NoBigHO A0
nnany
negjaTpnyHmx
nocnimkeHb
(PIP) (3miHy
Y3rO[KEHO 3
KOMNETEHTHUM
YNOBHOBaXKEHUM
opraHom) -
3MiHN BHECEHO
[0 iHCTPYKU,T
AN MenvHoro
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Ymosu

Homep

Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
c¢hopma,
ynakoska)

3asaBHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

BionycKy

Peknamys
aHHsT**

peecmpayiiiHo
20
nocsioYeHHs1

3aCTOCYBaHHSA
nikapcbKoro
3acoby ao
posginy "Mo6ivHi
peakui*
BIANOBIAHO A0
OHOBJIEHOT
iHchbopmawii 3
6e3nekun gitoyoi
peyoBnHN
(cepTpaniny)
3rigHo 3
pekomeHaauiam
n PRAC
CynyTHS 3MiHa -
3MiHM Wwozao
6e3nekn/edekTn
BHOCTI Ta
thapmakoHarnag,
y. BHeceHHsa abo
3miHa(u) go
3060B'A3aHb Ta
YMOB BUAAYi
peecTpadjiiHoro
NOCBIAYEHHS,
BK/THOHAI0UM
Mnax
ynpasiHHA
pr3nkamm
(3acTocyBaHHs
TEKCTy, AKuit
NOrofXeHWi 3
KOMNETEHTHUM
opraHom) -
3aasHukom TOB
"Epcenb dapma
YKpaiHa",
YkpaiHa ,
HafaHo HaJaHo
OHOB/IEHUIH
Mnax
ynpasAiHHA

puUsnKamun
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

Bepcis 4.4
3MiHU BHECEHO
[0 YaCTuH:
V «3axogu 3
MiHiMi3aLji
pY3VKiB»,

VI «Pestome
nnaxy
ynpaBniHHA
pr3nkammn»
VIl «[dogaTkn»
Y 3B'A3KY 3
BHECEHHS 3MiH
Ta A0NOBHEHb
00 po3giny
"MoGiuHi
peaxuii” npoekTy
IHCTpYKLUii gns
MeAMYHOro
3aCTOCYyBaHHSA
nikapcbKoro
3acoby Ha
nigcrasi
pekomeHgauii
PRAC.
Pestome MnaHy
ynpaBniHHA
pr3nkamm
Bepcia 4.4
A0faeTbes.

105.

EMOTOH

sertraline

cepTpani
y

rigpoxnop
nao

NO6ABO
6

TabneTkn, BKpUTI
nNiBKOBOKO
060/10HKOIO, MO
50 wr; no 10
Tabnetoky
6nictepi, no 3
6nictepn y
KapTOHHIN nauui

TOB
«Epcenb
Papma
YKpaiHa»

YkpaiHa

BVPOGHMLTBO
3a NOBHUM
LMK/TOM:
ATNaHTIK
Papma —
MpogaycoeLw
dapmaceyTika
w, C.A,
MopTyranis;
BVPOGHMLTBO
in bulk,
KOHTPO/b Ta
BMNPOOGYBaAHHS

MopTyranis

3MiHu | TUny -
3MiHV Wwoao
6e3nekn/edextu
BHOCTi Ta
thapmakoHarnag,
y. 3MiHN Yy
KOPOTKiii
Xapakrepuctuui
nikapcbKoro
3aco0y, TeKCTi
MapKyBaHHSA Ta
IHCTpYKLUii gns
MeAMYHOro

3a
peyenmom

He
nionsieae

UA/15643/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

cepii: 3acTocyBaHHA

MegiHdap reHepuyHuX/riop

MaHydakuepi naHux/6ionofioH
Hr C.A., NX NiKapCbKnx
MopTyranis 3acobiB nicns

BHECEHHS Ti€l
camoi 3MiHM Ha
pedhepeHTHUIA
npenapar (3MiHa
He noTpebye
HafaHHs
XOLHNX HOBUX
[0AATKOBUX
LaHux) - 3MiHK
BHECEHO [0
iHCTpYKLUIii gns
MeAMYHOro
3acToCyBaHHsA
nikapcbKoro
3acoby y
posgainu
"®apmakonoriyHi
BnacTueocTi”,
"MpoTunokasaHH
s", "B3aemogis 3
IHWMMK
nNiKapcbknmmn
3acobamu Ta
iHLWIi BUAN
B3aemMogin",
"Oco6nuBocTi
3aCTOCyBaHHSA",
"3acTocyBaHHA
y nepiog
BariTHocTi abo
rofyBaHHs
rpyAanio”,
"3paTHiCTb
BN/MBATK Ha
LIBUAKICTb
peaxuii npu
KepyBaHHi
aBTOTPaHCNOpPTO
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
M a6o iHWUMK

MexaHismamu",
"Cnoci6
3aCTOCYyBaHHSA
Ta gosun",
"Mepepno3ysaHH
", "MNo6iyHi
peakuii” 3rigHo 3
iHchopmavieto
om0
MeAMYHOro
3acToCyBaHHsA
pedhepeHTHOro
nikapcbKoro
3acoby
(30/100T®).
BBefeHHs 3MiH
NpoTArom 6-tn
MicsiB micns
3aTBEPMKEHHS.
CynyTHS 3MiHa
- 3MiHM Wwogo
6e3nekn/edekTn
BHOCTI Ta
hapmakoHarnsg,
y. BHeceHHst a6o
3miHa(n) go
3000B'A3aHb Ta
YMOB BuAaui
peecTpavuiiiHoro
NOCBIAYEHHS,
BK/THOHAI0UM
Mnax
ynpaBniHHSA
pr3nkamm
(3acTocyBaHHs
TEKCTY, AKuii
norogpxeHuii 3
KOMNETEHTHUM
opraHom) -
3asaBHUKOM
HazfaHo

OHOB/IEHUIA
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

Mnax
ynpaBniHHA
pu3nkamm
Bepcis 4.4
3MiHN BHECEHO
[0 YaCTuH:
| «3arasnbHa
iHhopmaLisi»
V «3axogm 3
MiHimi3au,i
pU3UKIB»,

VI «Pestome
nnaxy
ynpaBniHHA
pusnKkamm»
VIl «Jogatkn»
Y 3B’A3KY 3
npuBeAeHHAM
NpoekTy
IHCTpYKLUiT Ana
MeLMYHOro
3aCTOCYyBaHHSA
reHepuyHoro
nikapcbKoro
3acoby y
BiANOBIAHICTb A0
IHCTpYKLUii gns
MeAMYHOro
3aCTOCYyBaHHSA
pedhepeHTHOro
nikapcbKoro
3acoby.
Pe3tome Mnany
ynpaBniHHSA
pr3nkamm
Bepcis 4.4
[0A3€ETbCA.

106.

EMOTOH

sertraline

cepTpani
y

rigpoxnop
na

NOGABO
6

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKO0, NO
100 wmr; no 10
Tabnetok y
6nictepi, no 3

TOB
«Epcenb
dapma
YKpaiHa»

YkpaiHa

BUPOGHMLTBO
3a NOBHUM
LUKIOM:
ATNaHTIK
Papma —
MpogycoeLwl

MopTyranis

3MiHu | TUny -
3MiHn Wwopo
6e3nekn/edextu
BHOCTI Ta
hapmakoHarnag,
y. 3MiHN Y

3a
peyenmom

He
nidnsieae

UA/15643/01/02
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
6nictepn y dapmaceyTika KOPOTKiii
KapTOHHIN nauui w, C.A, XapaKkTepucTuLli
MopTyranis; nikapcbkoro
BVPOGHMLTBO 3aco0y, TeKCTi
in bulk, MapKyBaHHs Ta
KOHTPONb Ta IHCTpYKLUii gns
BUMNPOOYBaHHSA MeAMYHOro
cepit: 3acTocyBaHHA
MegiHcap reHepuyHUX/riop
MaHydbakuyepi naHux/6ionofioH
Hr C.A., MX NiKapCbKUX
MopTyranis 3acobiB nicns

BHECEHHS Tiel
camoi 3MiHM Ha
pedepeHTHUI
npenapar (3MiHa
He notpebye
HafaHHA
XOLHNX HOBUX
[0AaTKOBUX
AaHuvX) - 3MiHn
BHECEHO A0
IHCTPYKLUiT Ana
MeLMYHOro
3aCTOCYyBaHHSA
nikapcbKoro
3acoby y
po3ginu
"PapMakonorivHi
B/1acTmMBOCTI",
"MMpoTunokasaHH
", "B3aemogis 3
IHWKMK
nNiKapCbKUMmn
3acobamu Ta
iHLWIi BUAN
B3aemMogijin",
"Oco6nmnBoCTi
3acToCyBaHHSA",
"3acTocyBaHHSA
y nepiog
BariTHOCTi abo
rogyBaHHs
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M abo iHLWnMK
MexaHiamamu",
"Cnoci6
3aCTOCYyBaHHSA
Ta gosun",
"Mepepno3yBaHH
a", "Mo6iyHi
peakuii" 3rigHo 3
iHchopmavieto
wozno
MeLMYHOro
3aCTOCYBaHHSA
pedhepeHTHOro
nikapcbkoro
3acoby
(30/100T®).
BBefeHHs 3miH
NpOTAroM 6-Tn
MicaLis nicns
3aTBEPKEHHS.
CynyTHS 3MiHa
- 3MiHV Woao
6e3nekn/edextn
BHOCTi Ta
hapmakoHarnag,
y. BHeceHHs abo
3miHa(1) go
3060B'A3aHb Ta
YMOB BUAAYi
peecTpadujiiHoro
NOCBIAYEHHS,
BK/IOYA0UN
Mnax
ynpaBniHHA
pu3nkamm

(3acTocyBaHHs

Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
rpyanio”,
"3paTHiCTb
BNAnBaTu Ha
LIBUAKICTb
peaxuii npu
KepyBaHHi
aBTOTPaHCNOPTO
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
TEKCTY, SKuii

norogxeHuii 3
KOMNETEHTHUM
opraHom) -
3aABHNKOM
HazfaHo
OHOB/IEHUIH
Mnax
ynpaBniHHA
pr3nkamm
Bepcia 4.4
3MiHN BHECEHO
[0 YaCTWH:
| «3arasibHa
iHchopmavis»
V «3axogm 3
MiHiMi3aLji
PU3MKIB»,
VI «Pestome
nnaxy
ynpaBniHHA
pr3nkammn»
VII «QopaTtku»
Y 3B’A3KY 3
npuBeAeHHAM
npoekTy
IHCTpYKLUii gns
MeAMYHOro
3aCTOCYyBaHHSA
reHepuyHoro
nikapcbKoro
3acoby y
BIANOBIAHICTb A0
iHCTpYKLUIii gns
MeAMYHOro
3acTocyBaHHsA
pedhepeHTHOro
nikapcbKoro
3acoby.
Pestome Mnany
ynpaBniHHA
pr3nkamm

Bepcia 4.4
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
[0A3€ETbCA.
107. EMOTOH sertraline ceptpaniH | NOBABO | Tabnetku, BKpUTI TOB YkpaiHa BUPOGHMLTBO MopTyranis 3MiHu | TUny - 3a He UA/15643/01/02
y 6 NNiBKOBOKO «Epcenb 3a MOBHUM 3MiHM Wwozo peuyenmom nidnsieae
rigpoxnop 060/10HKOI0, MO dapma LIMIK/TOM: 6e3nekv/edekTn
ng, 100 mr; no 10 YkpaiHa» ATNaHTIK BHOCTI Ta
Tabnetok y dapmva — hapmakoHarnag,
6nicTepi, no 3 MpogaycoelLu y. 3miHa y
6nictepn y dapmaceyTika KOPOTKiii
KapTOHHI nayui w, C.A, XapakTepucTuui
MopTyranis; nikapcbKoro
BUPOGHMLTBO 3acoby, TeKCTi
in bulk, MapKyBaHHA Ta
KOHTpO/b Ta IHCTPYKLUiT Ana
BUNPOOYBaHHA MeAMYHOro
cepil: 3acTOCYyBaHHSA
Megindbap Ha nigcrasi
MaHydakuepi perynsipHo
Hr C.A., OHOBJ/1I0BAHOTO
Moptyranis 3BiTYy 3 6e3neku

nikapcbKoro
3acoby, abo
[ocnimKeHb 3
6e3neku
3acToCyBaHHsA
nikapcbKoro
3acoby B
nicnapeecTpaui
HWi1 nepiog, abo
AK pesynbTart
OLLiHKM 3BITY 3
[OCNIoKEHD,
npoBeseHNnx
BiANOBIAHO A0
nnaxy
negiaTpuyHnx
[OChifKeHb
(PIP) (3miny
Y3rO)KEHO 3
KOMMNETEHTHUM
YNOBHOBaXXEHUM
opraHom) -
3MiHU BHECEHO
0,0 iHCTPYKUIT
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

AN MegnvHoro
3aCTOCYBaHHSA
nikapcbkoro
3acoby go
po3ainy "Mo6iyHi
peakui"
BigMNoBigHO A0
OHOB/IEHOT
iHchopmawii 3
6e3nekun gitoyoi
peyoBUHN
(cepTpaniny)
3rigHo 3
pekomeHaaLisiv
n PRAC
CynyTHS 3miHa -
3MiHV Wwoao
6e3nekn/edextn
BHOCTi Ta
hapmakoHarnag,
y. BHeceHHs abo
3miHa(1) go
3060B'A3aHb Ta
YMOB BUAAYi
peecTpadujiiHoro
NOCBIAYEHHS,
BK/IOYA0UN
Mnax
ynpaBniHHA
pr3nkamm
(3acTocyBaHHs
TEKCTY, AKuii
norofykeHuii 3
KOMNETEHTHUM
opraHom) -
3ansHukom TOB
"Epcenb dapma
YKpaiHa",
YkpaiHa ,
HafaHo HagaHo
OHOB/EHUIA
Mnax

ynpaB/liHHA
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

pr3nkamm
Bepcia 4.4
3MiHU BHECEHO
[0 YaCTWH:
V «3axogm 3
MiHimizawi
pV3VKIB»,

VI «Pestome
nnany
ynpaBniHHSA
pr3nkamm»
VII «QopaTkm»
Y 3B’A3KY 3
BHECEHHS 3MiH
Ta JONOBHEHb
[0 posginy
"Mo6iuHi
peakuii" npoekTy
iHCTpYKLUIii gns
MeAMYHOro
3acToCyBaHHsA
nikapcbKoro
3acoby Ha
nigcrasi
pekomeHgauii
PRAC.
Pestome Mnany
ynpaBniHHSA
pr3nkamm
Bepcis 4.4
[0A3€ETbCA.

108.

ECTPAMOH 50

estradiol

ecTtpagion

GO3CAO0
3

nnactup
TpaHcaepMasibH
ni1, 50 mMKr/po6a;
no 1 nnactupy B
nakeTuky; no 6
nakeTukis y
KapTOHHii
Kopoo6Li

CaHpo3
dapmacbtoTi
Kans g.4.

CnoseHisi

Bupo6HULTBO
3a MOBHUM
LMKTOM:
ekcan Al',
HimeuuuHa;
KOHTPO/Tb
SKOCTI:
Cantotac
dapma N'v6X,
HimeuuunHa;
KOHTPO/b
SAKOCTI:

HimeyunHa

BHECEHHS 3MiH
4o
peecTpauiiHnx
mMartepianis:
3MiHn | Tuny -
3MiHU 3 AKOCTI.
loToBwMiA
nikapcbknii
3aci6. KoHTposnb
roTOBOrO
nikapcbkoro
3acoby. 3miHa y

3a
peyenmom

UA/5035/01/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

AEPO®APM
m6X,
HimeuunHa

mMeToaax
BMNPOGYBaHHSA
roToBOro
nikapcbKoro
3acoby
(He3HayHa 3mMiHa
y 3aTBEPKEHNX
MeToaax
BMNPOOYBaHHS)
He3HayHa 3MiHa
y 3aTBEPKEHNX
MeToaax
BMNPOGYBaHHSA
rn3
TpaHCcAepMasibH
oro nnactupy 3a
NOKa3HNKOM
«LWBnakictb
BUBI/IbHEHHS
ecTpagiony», a
cawme,
BUAAIEHHSA
mMacu 3paska
ans
BMNpobyBaHb Ha
PO3YMHEHHS ANS
CMPOLLEHHS
onucy.
3aTBepmkeHuii
onuc «BigpkTe
4yacTuHy
nnacTupy, wo
Bignosigae 2,0
Mr ecTpagiony
(npn6nunsHo 10
cM?)»
3a/IMLIAETHCS.

109.

E®EPA/TTAH

paracetamol

napauerta
mon

NO2BEO
1

TabneTkn
Lwmnydi no 500
mr, no 4
Tabnetku y
cTpuni; no 4
cTpunu y

YINCA CAC

PpaHuin

YINCA CAC

PpaHuin

BHECEHHS 3MiH
o
peecTpauiiHnx
mMartepianis:
3MiHm | TUny -
3MiHK Woao

6e3
peuyenma

UA/5237/01/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

KapTOHHil
KopoobLi

6e3nekn/edexTu
BHOCTI Ta
thapmakoHarnng,
y. 3miHa
yactoTu Ta/abo
TEepMiHiB
nofaHHs
perynsipHo
OHOB/IHOBAHNX
3BITIB 3 6e3neku
niKapcbKknx
3ac06iB - 3MiHK
y yacToTi Ta
TepmiHax
noAaHHsa
perynsipHo
OHOBJ/IIOBAHOI0
3BiTYy 3 6e3neKu:
[itoua pepakuis:
YacTota
noAaHHsa
perynspHo
OHOBJ/IHOBAHOI0
3BITY 3 6e3nekn
13 pokiB.
KiHueBa pata
ON15 BK/THOYEHHSA
paHux go PO3b
—21.12.2025 p.
[ara nogaHHs
21.03.2026 p.
lponoHoBaHa
pefakuis:
YacTota
nofaHHa
perynspHo
OHOBJ/10BAHOIO
3BiTYy 3 6e3nekun
11 pokis.
KiHueBa gata
[ONSA BK/TIOYEHHS
AaHux go PO3b
-03.05. 2039 p.
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

Jata nogaHHA —
01.08.2039 p.
PekomeHgoBaHo
ao
3aTBEPIAKEHHS
BIANOBIAHO A0
nepioguYHOCTI
nojaHHs
perynspHo
OHOBJIHOBAHUX
3BITIB 3 6e3neku
NiKapCbKnX
3acobiBy EC

110.

E®EPA/TTAH

paracetamol

napauera
mon

NO2BEO
1

PO34MH
opanbHuin 3 %;
no 90 mny
chnakoHi; no 1
dnakoHy B
KOMM/IEKTi 3
MipPHOIO JTOXKOHO
Y KapTOHHIl
Kopoo6Li

YINCA CAC

PpaHuis

YINCA CAC

PpaHuin

BHECEHHS 3MiH
no
peecTpauiiHnx
mMartepianis:
3MiHn | Tuny -
3MiHK Wopao
6e3nekn/edekTn
BHOCTI Ta
thapmakoHarnag,
y. 3miHa
yacToTu Ta/abo
TEPMIHiB
nofaHHa
perynspHo
OHOB/IHOBAHNX
3BITIB 3 6e3nekn
nNikapcbKnx
3ac06iB 3MiHN Y
yacToTi Ta
TepMiHax
nofaHHa
perynsipHo
OHOB/IHOBAHOrO
3BITY 3 6e3neku:
[Litoua pepakuis:
YactoTa
nofaHHa
perynsipHo
OHOB/IKOBAHOrO
3BIiTY 3 6e3nekn

6e3
peuyenma

UA/5237/02/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

13 pokiB.
KiHueBa pata
ON15 BK/THOYEHHSA
paHux go PO3b
—21.12.2025 p.
[ara nogaHHs
21.03.2026 p..
lponoHoBaHa
pefakuis:
YacToTa
nofaHHsa
perynspHo
OHOB/TIOBaHOro
3BiTYy 3 6e3nekun
11 pokis.
KiHueBa gata
AN BKIHOYEHHS
AaHux go PO3b
-03.05. 2039 p.
Jata nogaHHs —
01.08.2039 p.
PekomeHgoBaHo
o
3aTBEPLKEHHS
BigMNoBigHO A0
nepiognYHOCTI
noAaHHsa
perynspHo
OHOBJ1IHOBAHUX
3BITIB 3 6e3neku
NiKapCbKnX
3acobiBy EC

111.

E®EPA/TAH

paracetamol

napaueta
mon

NO2BEO
1

cynosuTopii
pekTasibHi no 80
Mmr; no 5
CynosuTopiie y
6nicTepi; no 2
6nictepu B
KapTOHHIN
Kopoo6Li

YMNCA CAC

®paHuis

YMNCA CAC

®paHuis

BHECEHHS 3MiH
ao
peecTpauiiHnx
marepianis:
3MiHu | TUny -
3MiHV Wwoao
6e3nekn/edextu
BHOCTi Ta
thapmakoHarnag,
y. 3miHa
yactotu Ta/abo

6e3
peyenma

UA/5237/03/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

TepMiHiB
nofaHHa
perynspHo
OHOB/IHOBAHNX
3BITIB 3 6e3neku
NiKapCbKnx
3ac06iB. 3MiHM Y
YyacToTi Ta
TepMiHax
nofaHHs
perynsipHo
OHOB/IOBAHOrO
3BITY 3 6e3neku:
[Litoua pepakuis:
YactoTa
nofaHHs
perynsipHo
OHOB/IOBAHOrO
3BiTYy 3 6e3neku
13 pokis.
KiHuesa gata
ANSA BK/TIOYEHHS
paHux go PO3b
—21.12.2025 p.
Jata nogaHHA
21.03.2026 p.
MponoHoBaHa
pepakuis:
YacTota
noAaHHsa
perynsipHo
OHOBJ/IIOBAHOI0
3BITYy 3 6e3nekn
11 pokiB.
KiHueBa pata
ON15 BK/THOYEHHSA
paHux go PO3b
-03.05.2039 p.
[ara nogaHHsa —
01.08.2039 p.

112.

E®EPA/TTAH

paracetamol

napauerta
mon

NO2BEO
1

cynosuTopii
pekTasibHi No
150 mr; no 5

YINCA CAC

PpaHuin

YINCA CAC

PpaHuin

BHECEHHS 3MiH

o
peecTpaLinHnx

6e3
peuyenma

UA/5237/03/02
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
CynosuTopiis y marepianis:
6nictepi; no 2 3MiHu | TNy -
6nictepu B 3MiHn Wwopo
KapTOHHil 6e3nekn/edexTu
KopooLi BHOCTI Ta
thapmakoHarnag,
y. 3miHa
yactoTu Ta/abo
TEepMiHiB
nofaHHs
perynsipHo
OHOB/IHOBAHNX
3BITIB 3 6e3neku
niKkapcbKknx
3ac06iB. 3MiHM Y
yacToTi Ta
TepmiHax
nofaHHs
perynspHo
OHOBJ/IIOBAHOI0

3BiTYy 3 6e3neku:
[itoua pepakuis:
YacTota
noAaHHsa
perynsipHo
OHOBJ/IOBAHOIO
3BITYy 3 6e3nekn
13 pokiB.
KiHueBa pata
ON15 BK/THOYEHHSA
paHux go PO3b
—21.12.2025 p.
[ara nogaHHs
21.03.2026 p.
lponoHoBaHa
pefakuis:
YacTota
nojaHHs
perynspHo
OHOBJ/IHOBAHOrO
3BiTYy 3 6e3nekun
11 pokis.
KiHueBa gata
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
ANSA BK/TIOYEHHS
naHux go PO3b
-03.05.2039 p.
Jata nogaHHA —
01.08.2039 p.
113. E®EPANTAH paracetamol napaueta | NO2BEO | cynosuTopii YNCA CAC ®paHuis YMNCA CAC ®paHuis BHECEHHS 3MiH 6e3 UA/5237/03/03
Mon 1 pekTasibHi No ao peyenma
300 mr; no 5 peecTpauiiHnx
Cyno3nTopiiB y mMartepianis:
6nicTepi; no 2 3MiHu | Tuny -
6nictepu B 3MiHV Wwoao
KapTOHHIM 6e3nekn/edextu
Kopoo6Li BHOCTI Ta
thapmakoHarnag,
y. 3miHa
yactotu Ta/abo
TEPMiHiB
noAaHHsa
perynsipHo
OHOB/IHOBAHNX
3BITIB 3 6e3neku
nNiKapcbKnx
3aco06iB. 3MiHN Y
yacToTi Ta
TepmiHax
nofaHHa
perynspHo
OHOBJ/IOBAHOIO

3BiTYy 3 6e3neku:
[itoua pepakuis:
YactoTa
noAaHHsA
perynspHo
OHOB/IIOBaHOro
3BiTYy 3 6e3nekun
13 pokiB.
KiHueBa pgata
AN BKIHOYEHHSA
AaHux go PO3b
—21.12.2025 p.
[Jarta nogaHHa
21.03.2026 p.
[ponoHoBaHa
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

pepakuis:
YacTota
noAaHHsa
perynsipHo
OHOBJ/IIOBAHOI0
3BITY 3 6e3nekn
11 pokiB.
KiHueBa pata
ON15 BK/THOYEHHSA
paHux go PO3b
-03.05.2039 p.
[ara nogaHHsa —
01.08.2039 p.

114.

E€BPOHEKC

tranexamic
acid

TpaHeKkca
MOBa
Kncnorta

B0O2AAOQ

pO34MH Ans
iH'ekuin, 100
Mmr/ma, no 5 mn B
amnyni; no 5
amnyny
KapTOHHil
KopooLi

€Bpo
Nalidkep
MpaiiBiT
Nimiteq

IHais

Crepun-xeH
Naidy
Caiiencms (M)
nTa

IHais

BHECEHHS 3MiH
o
peecTpauiiHnx
mMartepianis:
3MiHn | Tuny -
3MiHK Wopao
6e3nekn/edekTn
BHOCTI Ta
thapmakoHarnag,
y (iHWWi 3MiHK).
3MiHU BHECEHO
B TEKCT
MapKyBaHHs
BTOPUHHOT
(nyHKT 17) Ta
nepBUHHOI
(nyHKT 6)
ynaxkoBOK
nikapcbKoro
3acoby. TepmiH
BBE/EHHS 3MiH -
npotarom 6
MicsauiB nicns
3aTBEPKEHHS.

3a
peyenmom

UA/18021/01/01

115.

3BIPOBOIO
TPABA

3Bipo60to
TpaBa
(Herba

Hyperici)

AO01AD1
1

Tpasa; no 50 r
abono75ry
naykax 3
BHYTPILLUHIM
nakeTom; no 1,5
ry inbTp-

MpAT
dapmaueBT
N4yHa
habpuka
"Biona"

YkpaiHa

MpAT
dapmaueBTny
Ha chabpuka
"Biona"

Ykpaina

BHECEHHS 3MiH
ao
peecTpauiiHnx
marepianis:
3MiHu | TUny -
3MiHK Wopao

6e3
peyenma

UA/2126/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
nakeri; no 20 6e3nekn/edexTu
iNbTp-NakeTiB BHOCTI Ta
y nauui hapmakoHarnsg,
y (iHWi 3MiHN) -
OHoBNEeHOo TekCT
MapKyBaHHs
BTOPUHHOI
ynakoBKM
nikapcbKkoro
3acoby (n. 1, 2,
4,15,17) Ta
BHECEHO
He3HauHi
pefakuinHi
npasku. (eCTD
Bepcis 0001).
BBefeHHs 3MiH
NpoTArom 6-tn
MicsiB micns
3aTBEPKEHHS.
116. 30/1APPEH olanzapine onansaniH | NO5AHO | Tabnetku, Wwo AT "Apawmeg, MonbLwa BVPOGHMLTBO MonbLa BHECEHHS 3MiH 3a He UA/19567/01/01
PACT 3 OucnepryTbes Papma” "in bulk", no peyenmom niossieae
B POTOBIi nepBuHHe Ta peecTpauiiHnx
NOPOXHWHI, NO BTOPUHHE marepianis:
10 mr,no 7 nakysaHHs: AT 3MiHu | TUny -
Tabnetoky "Apnamvep, 3MiHV Wwoao
6nictepi, no 4 dapma”, 6e3nekn/edekTn
6nictepn y Monbua; BHOCTI Ta
KapTOHHii BUPOBHMK, thapmakoHarnag,
Kopoo6Li BiANOBIAa/IbHU y. 3mMiHa y
1 3a BMNyCK Ta KOPOTKiii
KOHTpONb Xapakrepuctu
cepii: AT nikapcbKoro
"Apavepn 3aco0y, TeKCTi
Papma”, MapKyBaHHA Ta
Monbwa IHCTpYKLUii gns

MeLMYHOro
3acTocyBaHHs
Ha nigcTasi
perynspHo
OHOBJ/IOBAHOMO
3BITYy 3 6e3nekn
NiKkapcbKoro
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

3acoby, abo
nocnimpkeHs 3
6e3neku
3aCTOCYyBaHHSA
nikapcbKoro
3acoby B
nicnspeecTpauii
HWi1 nepioa, abo
AK pesynbTar
OLLiHKM 3BITY 3
LocCNifpKeHb,
npoBeAeHnx
BigNoBigHO A0
nnaxy
negjaTpnyHmx
[ocnigpkeHb
(PIP) (3miHy
Y3rOfPKEHO 3
KOMNETEHTHUM
YNOBHOB&XXEHUM
opraHom) 3miHn
BHECEHO A0
IHCTPYKLUiT Ana
MeAMUYHOro
3aCTOCYyBaHHSA
nikapcbKoro
3acoby y po3gain
"MoGiuHi
peaxuii”
BIANOBIAHO A0
OHOBJIEHOT
iHdbopmauii 3
6esneku gjroyoi
PeyoBUHN.
BBefeHHs 3MiH
npoTArom 6
MicsyiB micns
3aTBEPAKEHHS

117.

30/TA®PEH
DPACT

olanzapine

onaH3aniH

NO5AHO
3

TabneTku, Lo
ANCnepryoTbes
B POTOBIi
NOPOXHWHI, NO
20 mr, no 7

AT "Apames
dapma”

Monbwa

BVPOGHMLTBO
"in bulk",
nepBrHHE Ta
BTOPUHHE
nakyBaHHs: AT

MonbLla

BHECEHHS 3MiH
ao
peecTpauiiHnx
marepianis:
3MiHu | Tnny -

3a
peyenmom

He
nionsieae

UA/19567/01/02
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
Tabnetok y "Apamvep, 3MiHM Wwozao
6nictepi, no 4 dapma’, 6e3nekn/edekTn
6nictepn y Monbua; BHOCTI Ta
KapTOHHil BVPOGHWK, hapmakoHarnsg,
KopooLi BignoBigabHU y. 3miHa y
1 3a BMNYyCK Ta KOPOTKiit
KOHTPO/b Xapakrepuctu,i
cepii: AT nikapcbKoro
"Apamvep, 3acoby, TeKCTi
dapma”, MapKyBaHHA Ta
Monbwa IHCTPYKLUiT Ana

MeAMUHOro
3aCTOCYyBaHHSA
Ha nigcTasi
perynspHo
OHOBJ/10BAHOIO
3BiTYy 3 6e3nekun
nikapcbKkoro
3acoby, abo
nocnimpkeHs 3
6e3neku
3aCTOCYyBaHHSA
nikapcbKoro
3acoby B
nicnspeecTpauii
HWi1 nepioa, abo
AK pesynbTar
OLLiHKM 3BITY 3
LocCNifpKeHb,
npoBeseHNnx
BigNoBigHO A0
nnaxy
negjaTpnyHmx
[ocnigpkeHb
(PIP) (3miHy
Y3rOfKEHO 3
KOMNETEHTHUM
YNOBHOBaXXEHUM
opraHom) 3miHn
BHECEHO 0
IHCTpYKLUiT Ana
MeAMUYHOro
3aCTOCYBaHHSA
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
nikapcbKoro
3acoby y po3gain
"Mo6iyHi
peakujii"
BiA4NoBigHO A0
OHOBJIEHOT
iHchopmawii 3
6e3nekun gitoyoi
PEeYOBUHM.
BBegeHHs 3MiH
npotarom 6
MicsauUiB nicns
3aTBEPAKEHHS
118. 30/IEYM zoledronic 3onegpoH | MO5BAO | po3suvH ons AHaHTa Benvka €ponalic IHais BHECEHHS 3MiH 3a He UA/17715/01/01
acid oBa 8 iHdpysin, 5 Megikeap BpuTtaHis Xentkeap o peyenmom nionsizae
Kucnota Mr/100 m; no nra. MeT. /114, peecTpauiiHnx
100 mn B mMartepianis:
KOHTelHepi, no 1 3MiHn | Tuny -
KOHTeliHepy B 3MiHV Wwoao
KopooLi 6e3nekn/edekTn
BHOCTI Ta
thapmakoHarnag,
y. 3MiHN Y
KOPOTKii
XapaxkTepucTuLli

nikapcbKoro
3acoby, TeKCTi
MapKyBaHHA Ta
iHCTpYKLUiT Ana
MeLMYHOro
3aCTOCYyBaHHSA
reHepuyHuX/riop
naHux/6ionofioH
VX NiKapCbKNX
3acob6is nicns
BHECEHHS Tiel
camoi 3MiHM Ha
pedhepeHTHuiA
npenapar (3MiHa
He noTpebye
HaaHHs
XXOAHUX HOBUX
[0A8TKOBUX




261

Ne n/n

Hassa

MixHapooHa Hassa Koo Dopma 3assHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
[aHnx). 3MiHn
BHECeHO 0
IHCTpYKUiT Ans
MeAMYHOro
3aCTOCYyBaHHSA
nikapcbKkoro
3acoby go
po3ainy "Mo6iyHi
peakui"
BigNoBigHO A0
iHchopmauit
pedepeHTHOro
nikapcbKoro
3acoby AknacTa,
po3uunH ans
iHCDy3iiA.
BBefeHHs 3MiH
npoTArom 3-x
MicsiB micns
3aTBEPKEHHS.
119. IBYNPO®EH ibuprofen ibynpodpe - KpucTanivyHmim TOBAPUCT YkpaiHa XYBEU Kutai BHECEHHS 3MiH - UA/17482/01/01
H nopoLuok abo BO 3 BIOKO3 no
Kpuctanu OBMEXEH XEWNEHb peecTpauiiHnx
(cybeTaHuin) y (e]}0) DAPMACHIOT mMartepianis:
noaBiiHNX BIAMOBIOA IKAT KO., 3MiHa 3asiBHMKa
nonieTuIeHoBmxX NbHICTHO nTAa. N3 (MIBIM)
naketax gs «KOPIOPA (BnacHvka
hapmaueBTUYHO LA peecTpadujiiHoro
ro 3actocyBaHHs | «30OPOB'A nocBifAYeHHs)
» (3rigHO Hakasy
MO3 Big
23.07.2015 Ne
460)
120. IBYNPO®EH ibuprofen I6ynpoche | MOL1AEOQ | kancynu no 200 ToBapucTBo YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 6e3 UA/16147/01/01
H 1 mr, no 10 kancyn 3 06MEXEHO0 no peyenma
y 6nicTepi, no 1 06MEXEHO BiANoBiAa/IbHI peecTpauinHmx
abo 2 6nictepu Bignosiganb CTHo mMartepianis:
y Kopob6ui 3 HiCTIO "dapmaLeBTn 3MiHn | TUny -
KapTOHY "hapmaueBT yHa chipma AAMiHICTpaTVBHI
n4yHa dhipma "BepTekc”, 3MiHW. 3MiHa
"BepTekc" YkpaiHa HaliMeHyBaHHs
(BMPOGHNLTBO Ta/abo agpecu
3 NpoAyKLji in Mmicus
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
bulk NPOBaKEHHS
TOBAPUCTB LiSNbHOCTI
A3 BMPOGHMKa/iMMO
OBMEXEHO pTepa rotoBoro
10] nikapcbKoro
BIAMOBIAAN 3acoby,
bHICTHO BK/IHOYA0UN
«KOPIMOPALI OinbHUL
A BUMNYCKy cepil
«300POB'A», abo micue
YkpaiHa) nposefeHHsA
KOHTPO/H0
AKOCTI.

([isnbHICTB, 3a
AKy Bignosigae
BMPOGHMK/iMNOp
Tep, BKOYaoUn
BWMNYCK Cepiit).
3miHa
HaliMeHyBaHHs
BMPOGHUKA
npoaykuii in bulk
3 ToBapucTea 3
06MEXEHOI0
BiANOBiAA/IbHICT
10
«®apmaueBTUyH
a KoMmnaris
«3/[10pOB’A» Ha
TOBAPUCTBO
3
OBMEXEHORO
BIAMOBIOANBH
ICTIO
«KOPMNOPALIA
«300POB'A».
Appeca
BMPOBHUYOT
AOiNnbHWLj Ta BCi
BMPOGHUYI
onepavii
3a/MwanTbeA
HE3MiHHUMM.
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
3MiHU BHECEHO Y
TekcT
MapKyBaHHs
BTOPUHHOI
ynakoBKM
nikapcbKkoro
3acoby (n. 11) y
3B'A3KY 3i
3MiHOI Ha3BM
BMPOGHUKa
npoAyKuii in
bulk. BBegeHHs
3MiH NpOTArom
6-Tn MicAuiB
nicns
3aTBEPAKEHHS
121. IBYNPO®EH ibuprofen I6ynpocbe | MOL1AEO | kancynu no 400 ToBapucTBo YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 6e3 UA/16147/01/02
H 1 mr, no 10 kancyn 3 06MEXEHO 0o peuyenma
y 6nictepi, no 1 06MexeHo BiANOBIAA/bHI peecTpauiiHnx
abo 2 6nictepu BignoBiganb cTHo mMartepianis:
y kopobu,i 3 HICTIO "®apmaueBTu 3MiHn | Tuny -
KapToHY "papmaueBT YyHa chipma AAMiHICTpaTVBHI
n4yHa dipma "BepTekc", 3MiHW. 3MiHa
"BepTtekc" Ykpaina HaliMeHyBaHHs
(BUpPOGHMLTBO Ta/abo agpecu
3 NpOAYKLUIT in Micusa
bulk NpOBa)KEHHS
TOBAPUCTB BisANbHOCTI
A3 BMpPO6HUKa/imMno
OBMEXXEHO pTepa rotoBoro
10] nikapcbKoro
BIANOBIAAN 3acoby,
bHICTHO BK/IOYaoumn
«KOPIOPALLI LinbHUU]
A BMNYyCKy cepil
«300POB'A», abo micue
YkpaiHa) nposefeHHsA
KOHTpO/I0
AKOCTI.

([isnbHICTB, 3a
AKY Bignosigae
BMPOGHMK/iMNOp
Tep, BKAYak4n
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

BWMNYCK Cepiit).
3miHa
HaliMeHyBaHHs
BMPOGHUKa
npoaykuii in bulk
3 ToBapucTsa 3
obmexeHor
BiANoOBiAaNbHICT
10
«®apmaueBTUYH
a KoMnaHis
«3[10pOB’A» Ha
TOBAPWCTBO
3
OBMEXXEHOIO
BIANOBIAANBH
ICTHO
«KOPTOPALIIA
«300POB'Ax».
Appeca
BMPOGHUYOI
LiNbHULj Ta BCi
BUPOGHUYI
onepauii
3a/mMwaTbCa
HEe3MiHHUMMW.
3MiHV BHECEHO Y
TeKkcT
MapKyBaHHS
BTOPVHHOT
yrakoBKu
nikapcbKoro
3acoby (n. 11) y
3B'A3KY 3i
3MIHOI Ha3BU
BMPOGHUKA
npoaykuii in
bulk. BBegeHHs
3MiH NpPOTArom
6-Tn micsauiB
nicns
3aTBEPLKEHHS

122.

IBYMNMPO®MEH-

ibuprofen

16ynpoche

MO1AEQ

Kancynm M'ski no

TOBAPUCT

YKpaiHa

BCi cTagii

YkpaiHa

BHECEHHS 3MiH

6e3

nionsieae

UA/19233/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
3400POB'A H 1 200 wmr, no 10 BO 3 BMPOGHMLITBA, 0o peyenma
YNbTPAKAN Kkancyny OBMEXXEH BMNYCK cepil: peecTpauiiHnx
6nicTepi; no 2 Ooto TOBAPUCTB marepianis:
6nictepn y BIAMOBIAA 03 3MiHu | TUny -
Kopobui 3 NBHICTHO OBMEXEHO 3MiHM 3 SKOCTi.
KapTOHY «KOPIOPA O loToBMiA
LA BIAMNOBIAAN nikapcbknii
«340POB’A bHICTHO 3aci6. Cuctema
» «KOPTOPALII KOHTeliHep/3aky
A noproBasibHWi
«300POB'A», 3aci6. 3miHa
YKpaiHa, po3mipy
KOHTPO/b yrakoBKu
AKOCTI: roToBOro
ToBapucTBO 3 nikapcbKkoro
obMmexeHo 3acoby
BignoBigasbHi (BUNYYEHHSA
CTHO ynakoBKu
"®APMEKC NMeBHOro
reyn:, po3mipy).
YKpaiHa, BunyuyeHHs
KOHTPO/b ynakosok no 10
AKOCTI, BUMYCK Kancyny
cepii: 6nicTepi; no 1
TOBAPWCTB 6nictepy y
03 Kopobui 3
OBMEXEHO KapTOHY Ta no
10] 10 kancyny
BIANOBIAAN 6nictepi; no 6
bHICTHO 6nictepis y
«KOPIMOPALLI KopooLi 3
A KapToHy, 3
«300POB’A», BiANOBIAHUMY
YkpaiHa 3MiHaMu o
posginy
«YNakoBKa».
3MiHN BHEeCeHO
B IHCTPYKL0
ANs MeAnyHoro
3aCTOCYyBaHHSA

nikapcbKoro
3acoby y po3gin
"Ynakoska" y
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
3B'A3KY 3
BUTYYEHHAM
NMeBHOro po3mipy
yNakoBKK, AK
Hacnigok -
BU/TyYEHHS
TeKcTy
MapKyBaHHS
BiAnNoBigHOI
yNaKkoBKu.
BBeaeHHs 3MiH
NpOTArom 6-tn
MicsyiB micns
3aTBEPAKEHHS
123. IBYMPO®EH- ibuprofen I6ynpocpe | MOL1AEOQ | kancynu m'skino | TOBAPUCT YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 6e3 nionsizae UA/19233/01/02
3400POB'A H 1 400 wmr, no 10 BO 3 BMPOGHMLITBA, bo peyenma
YNbTPAKAN Kancyny OBMEXEH BMNYCK cepil: peecTpauiiHnx
6nicTepi; no 2 (e]10) TOBAPUCTB marepianis:
6nictepn y BIANOBIOA 03 3MiHu | TUny -
Kopobui 3 NBHICTHO OBMEXEHO 3MiHM 3 SKOCTi.
KapTOHY «KOPIOPA O loToBMiA
LA BIANOBIAAN nikapcbknii
«340POB’A bHICTHO 3aci6. Cuctema
» «KOPTOPALII KOHTeliHep/3akKy
A noproBasibHuWi
«300POB'A», 3aci6. 3miHa
YKpaiHa,; po3mipy
KOHTPO/b yrakoBKu
AKOCTI: roToBOro
ToBapucTBO 3 nikapcbkoro
06MexeHo 3acoby
BignoBigasbHI (BUNYYEHHS
CTHO ynakoBKu
"®APMEKC neBHOro
reyn:, po3mipy).
YKpaiHa,; BunyuyeHHs
KOHTPO/b ynakosok no 10
AKOCTI, BUMYCK Kancyny
cepii: 6nicTepi; no 1
TOBAPWCTB 6nictepy y
03 Kopobui 3
OBMEXEHO KapTOHY Ta no
10) 10 kancyny
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

BIAMOBIAAN
bHICTHO
«KOPIMOPALII
A
«3[00POB'A»,
Ykpaina

6nicTepi; no 6
6nictepis y
Kopobu,i 3
KapToHy, 3
BigNoOBiAHUMYN
3MiHamu 8o
po3sginy
«YNnaKkoBKa».
3MiHN BHECEHO
B IHCTpYKL,0
ANs MegnvHoro
3acToCyBaHHsA
nikapcbKoro
3acoby y po3gain
"Ynakoska"y
3B'A3KY 3
BUTYYEHHAM
NMeBHOro po3mipy
yNakoBKK, AK
Hacnigok -
BU/TyYEHHS
TeKcTy
MapKyBaHHS
BiAnNoBigHOI
yNaKkoBKu.
BBefeHHs 3MiH
NpoTArom 6-Tn
MicsiB micns
3aTBEPAKEHHS

124.

IBOHIA3MA 100

isoniazid

i30HiIa3ng,

JO4ACO
1

Tabnetku, Wo
ANCnepryoTbes
no 100 wmr; no 10
Tabnetok y
cTpuni, no 10
cTpuniB y
KapTOHHif
ynakoBLj

Makneogc
dapmacboT
nkanc
Nimiten

IHais

Okcanic /labc

IHais

BHECEHHS 3MiH
ao
peecTpauiiHnx
marepianis:
3MiHu | Tuny -
3MiHV Wwoao
6e3nekn/edextu
BHOCTi Ta
thapmakoHarnag,
y. BBefeHHs
abo 3MiHM ao
y3arasibHeHux
AaHvx npo
cuctemy

3a
peyenmom

UA/20452/01/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

hapmakoHarnsg,
y (BBEAEHHS
y3arasibHeHUx
JaHux npo
cuctemy
thapmakoHarnag,
y, 3MiHa
YMNOBHOBaXeHOoi
ocobwm,
BignoBiganbHOI
3a 34jiCHEHHS
thapmakoHarnag,
Y; KOHTaKTHOT
ocobu 3
hapmakoHarnag,
y 3asBHMKa AN1A
3[iACHEHHS
thapmakoHarnag,
y B YKpaliHi,
AKLLO BOHA
BiAMiIHHA Bif
YNOBHOB&XXeHOT
ocobu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
hapmakoHarnag,
y (BkNtoYaroum
KOHTaKTHI fjaHi)
Ta/abo 3MiHu y
PO3MiLLEHHI
macTep-aiina
cuctemn
thapmakoHarnag,
y) - 3miHa
MicLie3Haxomxe
HHS1 MacTep-
thaiina cuctemm
hapmakoHarnag,
y Ta inoro
HoMepa. 3MiHa
Micusa
3[jlACHEHHS
OCHOBHOI
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
LOisiNbHOCTI 3
hapmakoHarnag,
y
125. ITOMEA® itopride iTtonpuay AO3FAQ | Tabnetku, BkpuTi | MPO.ME/A.LL Yecbka BVPOGHMLTBO Yecbka BHECEHHS 3MiH 3a UA/11446/01/01
rigpoxnop 7 nNiBKOBOKO C MNpara a.c. | Pecny6nik 3a MOBHUM Pecny6nika/ no peuenmom
na 060/10HKOI0, N0 a LMKIOM: Cnosaubka peecTpauiiHnx
50 wr, no 20 MPO.MEA.LIC Pecny6nika mMartepianis:
Tabnetoky Mpara a.c., 3MiHu | TUny -
6nictepi, no 2 Yecbka 3MiHM 3 SKOCTI.
abo 5 6nicTepis Pecny6nika; loToBMiA
Y KapTOHHiii nepBUHHE i nikapcbknii
Kopob6ui; no 15 BTOPUHHE 3aci6. Cuctema
TabneTok y nakyBaHHS: KOHTelHep/3aKy
6nictepi, no 1 KOO®APMA noproBasibHWiA
6nictepy y C.p.0., Yecbka 3aci6 (iHwi
KapTOHHil Pecny6nika; 3MiHW)
KopooLi KOHTPO/b OHOBJIEHHS P.
akocTi: A/IC 3.2.P.7.
Yecbka Cucrtema
Pecny6nika, KOHTeliHep/3aKy
C.p.o., Yecbka noproBasibHWi
Pecny6nika; 3acib, a came
BMPOBHULTBO, 3MiHa
nepBuHHE i napameTpis
BTOPUHHE cneuudikayii
nakyBaHHs, BXigHOro
KOHTPO/Ib KOHTpO/o 6e3
AKOCTI: AKICHNX 3MiH
CaHeka marepianis, L0
PapmacboTuK BMKOPUCTOBYHOTb
ansa.c., ca ana
CnoBaLbka nepBUHHOI Ta
Pecny6nika BTOPWHHOT
yNaKkoBKu;
BKa3aHo
iHchopmawito
LLIOA0 TOBLLMHM
wapy Al B
atoOMIHIEBIN
honb3i;
OHOBJIEHO

cepTucpikatu
KOHTPO/0
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
akocTi, 14 (NIR)
CnekTpu Ta
Aexknapauir;
BHECEHO
He3HauHi 3MiHn
dhopmysoBaHb.
MNpvBegeHHA y
BiANOBIAHICTb 3
[OKyMeHTaMm
BMPOGHUKa
roToBOro
nikapcbKkoro
3acoby.
BBeaeHHs 3MiH
NnpoTArom 6-tn
MicsiB micns
3aTBEPAKEHHS
126. MOrEKCO/- iohexol norekcon VO8ABO | po3uuH gns TOB "tOpis- YkpaiHa TOB "tOpis- YkpaiHa BHECEHHS 3MiH 3a He UA/20863/01/01
oo 2 iH’ekuiid, 350 Mr Papm” Papm” no peyenmom niossieae
rogy/mn, no 20 peecTpauiiHnx
M abo no 50 marepianis:
MY doiakoHax 3MiHu | Tuny -
CKAHMX; No 1 3MiHM 3 AKOCTi.
dnakoHy y loToBMiA
Kopoo6ui 3 nikapcbknii
KapToHy; no 100 3aci6. KoHTposb
M a6o no 200 roToBOro

M abo no 400
MY NAsLKax
CK/IAHMX, Mo 1
nnawui y
Kopobui 3
KapToHY

nikapcbKoro
3acoby. 3miHa
napameTpis
cneuudikayii
Ta/abo
[0NyCTUMMX
MeX roToBOro
nikapcbKoro
3ac006y (iHLwi
3MiHK) —
BHECEHHS 3MiH
40 cneundikauii
M3 3a
NOKa3HNKOM
«MexaHiuHi
BK/TOYEHHS.
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
HeBugumi
YacTuHku» (Ph.

Eur. 2.9.19),
BHAaCNIigoK
BBE/EHHS

[0AATKOBUX

06’emiB

nakyBaHHs No
200 mn Ta 400
MY NASLWKaxX
CKNAHMX. 3MiHU |
TMny - 3MiHK 3
AKOCTI. FoTOBUIA
nikapcbkuii
3aci6. KoHTponb
roToBOro
nikapcbKoro
3acoby. 3miHa 'y
mMeToaax
BMNPOGYBaHHSA
roToBOro
nikapcbKoro
3aco0by (iHLwi
3MiHM Yy MeTogax
BMNpOGYyBaHb
(BKKOUALOUM
3amiHy abo
[OOMOBHEHHS)) —
BHECEHHS 3MiH
[0 meTogis
KOHTPO/IO AKOCTI
N3 3a
NOKa3HNKOM
«MexaHiuHi
BK/THOUEHHSI.
Hesuanmi
yacTuHku» (Ph.
Eur. 2.9.19),
BHACNIifOK
BBE/eHHs
[0AaTKOBUX
06’emiB
nakyBaHHs Nno
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
200 mn Ta 400

MY NAsLWKax
CKSAHWX.
3minu Il Tuny -
3MiHM 3 SKOCTi.
loToBMiA
nikapcbknii
3aci6. Cuctema
KOHTeliHep/3aky
noproBasibHWi
3aci6. 3miHa
po3mipy
yrakoBKu
roToBOro
nikapcbKkoro
3acoby (3miHa
mMacu/o6'emy
BMiCTY
KOHTeliHepa
6araTof030B0ro
CTEPUSIBHOrO
nikapcbKoro
3acoby (abo
0[HOZ030BOrO,
4acTKOBOro
BMKOPUCTaHHS)
Ta
6araTof030B0ro
nikapcbKoro
3acoby
6ionoriyHoro/imy
HOJT0rYHOTO
NMOXOKEHHS
ans
napeHTepasibHor
0 3acTOCyBaHHS)
- BHECEHHS
[0AaTKOBUX
06’emiB
nakyBaHHS: Mo
20 mny
donakoHax

CKNAHUX Ta No




273

Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

200 mn 1400 mn
y nnsiwkax
CKNSAHUX. 3MiHN
BHECEHO B
IHCTpYKLit0 oNns
MeLMYHOro
3aCTOCYyBaHHSA
(po3gain
"Ynakoska'") Ta B
KOpPOTKY
XapakTepucTuky
nikapcbKkoro
3acoby (po3ain
6.5. Tun Ta
BMICT NePBUHHOT
yMakoBKM) y
3B'A3KY 3
BBEJEHHAM
[0AATKOBUX
ynakoBOK Ta 5K
Hacnigok -
3aTBEPAKEHHS
TeKcTy
MapKyBaHHs
[0AATKOBUX
ynakoBOK
nikapcbKkoro
3acoby.
BBeaeHHs 3MiH
NpOTArom 6-tn
MicsyiB micns
3aTBEPKEHHS.

127.

KANBL|IIO
CEHO3UAN A |
B 20%

senna
glycosides

KanbLiito
ceHo3uam

NMOPOLLIOK
(cybeTaHuis) y
noAgiliHmnx
nonieTuIeHoBMX
naketax; Ans
BUPOGHMLTBA
HeCTepUIbHUX
NiKapcbknx

thopm

TOBAPWUCT
BO 3
OBMEXEH
fo]'e
BIAMOBIJA
NBHICTIO
«KOPMOPA
LA
«3[J0POB'SA

»

Ykpaina

MexTa
PapmacbioTika
n3 Mpisar
Nimiten

IHais

BHECEHHS 3MiH
ao
peecTpauiiHnx
mMartepianis:3miH
a 3asBHuKa /13
(MIBM)
(BnacHvka
peecTpadujiiHoro
NoCBIAYEHHS)
(3rigHO Hakasy
MO3 Big

UA/11777/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
23.07.2015 Ne
460)
128. KAPOOHAT L- levocarnitine nesokapHi | A16AAO0 | po3uuH CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH 6e3 UA/19316/01/01
KAPHITUH TUH 1 opanbHuii, 200 YKpaiHCbKO- YKpaiHCbKO- no peyenma

Mmr/mn no 60 mMn icnaHcbke icnaHcbke peecTpauiiHnx
Y KOHTeiHepi i3 nignpvemcTs nignpMeEMCTBO marepianis:
nonieTuneHTepe 0 "ClMNEPKO "Cnepko 3MiHu | TUny -
ranary YKPAIHA" YkpaiHa'", 3MiHK 3 AKOCTI.
3aKpUTUM Ykpaina CepTtudikar
KPWLLIKOKO 3 (NoBHWMIA LMKN BignosigHocTi/T
KOHTpONeM BMPOGHULTBA, E-cepTudikat
nepLuoro BUMYCK Cepii; BiANOBIAHOCTI
BigKpuTTA; Mo 1 KOHTPO/b €Bponeiicbkili
KOHTEliHepy 3 AKOCTI) thapmakonei/mo
[03Y0UnM Horpadii.
LINPYLOM Y MogaHHA HOBOrO
nauti 3 KapToHY; ab0 OHOBNEHOTO
no 100 mny cepTudpikata

KOHTeliHepi i3
nonieTuneHTepe
Tanaty
3aKpUTUM
KPULLIKOIO 3
KOHTpO/SieM
nepLuoro
BigKpuTTA; Mo 1
KOHTeliHepy 3
[03YH04O0I0
JIOXKOIO Ta 3
[03YH0UNM
LINPYLOM Y
nauui 3 KapToHy

BigNoBiAHOCTI
a60 BUTyYEHHSA
ceptudiikata
BigNoBIAHOCTI
€Bponeiicbkili
thapmakonei:
ona A®l; ona
BUXIAHOTO
martepiany/pear
eHTYy/NnpoMiXHOr
0 NPOAYKTY, L0
BMKOPUCTOBYIOTb
cay
BMPOOHULITBI
A®l; ona
[0MOMDKHOT
PeYOoBWHM
(ceptudpikat
BignNoBiAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBnREeHWi
cepTuaikaT Big
yxe
3aTBEPAKEHOI0
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BMPOGHUKA -
nofaHHa
OHOBJIEHOr0
cepTudpikata
BiANoBIAHOCTI
€Bponeichbkiin
hapmaxkonei Ne
CEP 2022-068 -
Rev 01
(3aTBEpAXEHO:
CEP 2022-068 -
Rev 00) ana Al
NeBokapHITUHY
Bif,
3aTBEPKEHOr0
BMPOGHUKaA
Northeast
Pharmaceutical
Group Co., Ltd.,
Kvtaii
129. KAPOOCAN® olmesartan onmecapt | CO9CAOQ | TtabneTku, BKpUTI MeHapiHi Mokcemby | BupobHULTBO HimeuunHa/ BHECEHHS 3MiH 3a He UA/3433/01/01
10 MI’ medoxomil aHy 8 NnNiBKOBOKO IHTepHeLLoH pr "in bulk", IcnaHis/ no peyenmom niossieae
MeLOoKCOMi 060/10HKOH0, MO an nepBrHHE Ta Yexis peecTpauiiHnx
n 10 wr, no 14 OnepeiwoH BTOPUHHE marepianis:
Tabnetoky [« nakyBaHHs, 3MiHu Il Tuny -
6nictepi; no 1 Mokcembypr KOHTPONb Ta 3MiHV Wwoao
abo no 2 C.A. BMMYCK Cepii: 6e3nekn/edextu
6nictepu B [AIYI CAHKIO BHOCTI Ta
KapTOHHii HOPOYN thapmakoHarnag,
Kopoo6Li v6X, y. 3MiHN Yy
HimeuuunHa; KOPOTKiii
MeHapiHi-PoH XapaKkTepucTuLl

XengeH M'vbX,

nikapcbkoro

HimeuuunHa; 3aco0y, TeKCTi
MepBuHHE Ta MapKyBaHHs Ta
BTOPUHHE IHCTpYKLUii gns
nakyBaHHs, MeANYHOro
KOHTPO/b Ta 3acToCyBaHHA y
BMNYCK cepil: 3B'A3KY i3
BEP/IH-XEMI HOBUMU JaHUMN
Al 3 AKOCTI,
HimeuuuHa; OOKNIHIYHUMN,
JlabopaTtopioc KNiHIYHAMN
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Ne n/n

Hassa MixHapooHa Hassa Koo Dopma 3assHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
MeHapiHi C.A., AaHvMu Ta
IcnaHis; OaHumm 3
KoHTposb hapmakoHarnsg,
cepii: y. 3MiHn
AHaniTivec BHECEHO [0
3eHTpyMm IHCTpYKUiT Ans
Biochapm MeLVYHOro
'M6X BepniH 3acTocyBaHHsA
(A3B), nikapcbKoro
HimeuyuunHa; 3acoby go
AJIC Yecbka posginy
Pecnyb6nika, "hapMakoorivHi
C.P.O., Yexis BNacTMBOCTI", &
came BHEeCEHHS
YTOYHEHb
iHchopmawii npo
pesynbTatu
[OCNigpKEeHHA
ROADMAP.
BBefeHHs 3MiH
npoTArom 6
MicsiB micns
3aTBEPAKEHHS
130. KAPOOCAN® olmesartan onmecapt | CO9CAO | Ttabnetku, BKpUTI MeHapiHi Mokcemby | BupobHULTBO HimeuunHa/ BHECEHHS 3MiH 3a He UA/3433/01/02
20 MI medoxomil aHy 8 NNiBKOBOKO IHTepHeLLoH pr "in bulk", IcnaHis/ no peyenmom niossieae
MeL0KCOMi 060/10HKOH0, MO an nepBrHHE Ta Yexis peecTpauiiHnx
n 20 wr, no 14 OnepeiwoH BTOPUHHE marepianis:
Tabnetoky [« nakyBaHHs, 3MiHu Il Tuny -
6nictepi; no 1 Mokcembypr KOHTPONb Ta 3MiHV Wwoao
abo no 2 C.A. BMMYCK Cepii: 6e3nekn/edextu
6nictepu B [AIYI CAHKIO BHOCTI Ta
KapTOHHii HOPOYN thapmakoHarnag,
Kopoo6Li v6X, y. 3MiHN Yy
HimeuuunHa; KOPOTKiii
MeHapiHi-PoH XapaKkTepucTuLl

XengeH M'vbX,

nikapcbkoro

HimeuuunHa; 3aco0y, TeKCTi
MepBuHHE Ta MapKyBaHHA Ta
BTOPUHHE IHCTpYKLUii gns
nakyBaHHs, Me[UYHOro
KOHTPO/Ib Ta 3acTocyBaHHsA y
BMNYCK cepil: 3B'A3KY i3
BEPJ/1IH-XEMI HOBUMU AaHUMK
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
Al 3 AKOCTI,
HimeuuunHa; OOKNIHIYHUMNA,
Nab6opaTtopioc KAiHIYHUMN
MeHapiHi C.A., AaHvMu Ta
IcnaHis; OaHumm 3
KoHTposb hapmakoHarnsg,
cepii: y. 3MiHn
AHaniTivec BHECEHO [0
3eHTpyMm IHCTpYKUiT Ans
Biochapm MeLVYHOro
'M6X BepniH 3acTocyBaHHsA
(A3B), nikapcbKoro
HimeuyuunHa; 3acoby go
AJIC Yecbka posginy
Pecnyb6nika, "hapMakoorivHi
C.P.O., Yexis BNacTMBOCTI", &
came BHEeCEHHS
YTOYHEHb
iHchopmawii npo
pesynbTatu
[OCNigpKEeHHA
ROADMAP.
BBeaeHHs 3MiH
npoTArom 6
MicsiB micns
3aTBEPAKEHHS
131. KAPOOCAN® olmesartan onmecapt | CO9CAO | TtabneTku, BKpuUTI MeHapiHi Mokcemby | BupobHULTBO HimeuunHa/ BHECEHHS 3MiH 3a He UA/3433/01/03
40 MI medoxomil aHy 8 NNiBKOBOKO IHTepHeLLoH pr "in bulk", IcnaHis/ no peyenmom niossieae
MeLO0KCOMi 060/10HKOH0, MO an nepBrHHE Ta Yexis peecTpauiiHnx
n 40 wmr, no 14 OnepeiwoH BTOPUHHE marepianis:
Tabnetoky [« nakyBaHHs, 3MiHu Il Tuny -
6nictepi; no 1 Mokcembypr KOHTPO/b Ta 3MiHV Wwoao
abo no 2 BUMYCK Cepii: 6e3nekn/edextu
6nictepu B [AIYI CAHKIO BHOCTI Ta
KapTOHHii HOPOYN thapmakoHarnag,
Kopoo6Li v6X, y. 3MiHN Yy
HimeuuunHa; KOPOTKiii
MeHapiHi-PoH XapaKkTepucTuLl

XengeH MvbX,
HimeuuunHa;
MepBuHHE Ta
BTOPWHHE
nakyBaHHs,

nikapcbkoro
3aco0y, TeKCTi
MapKyBaHHSA Ta
IHCTpYKLUii gns

MeAMYHOro
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
KOHTPO/Ib Ta 3aCTOCYyBaHHA Y
BMNYCK cepil: 3B'A3KY i3
BEPJIIH-XEMI HOBMMU flaHnMn
Al 3 AKOCTI,
HimeuuunHa; OOKNIHIYHUMNA,
Nab6opaTtopioc KAiHIYHUMN
MeHapiHi C.A., AaHvMu Ta
IcnaHis; OaHumm 3
KoHTposb hapmakoHarnsg,
cepii: y. 3MiHK
AHaniTivec BHECEHO [0
3eHTpyMm IHCTpYKUiT Ans
Biochapm MeLVYHOro
'M6X BepniH 3acTocyBaHHsA
(A3B), nikapcbKoro
HimeyuunHa; 3acoby go
AJIC Yecbka posginy
Pecny6nika, "hapMakoorivHi
C.P.O., Yexis BNacTMBOCTI", &
came BHEeCEHHS
YTOYHEHb
iHchopmawii npo
pesynbTatu
[OCNigpKEeHHA
ROADMAP.
BBefeHHs 3MiH
npoTArom 6
MicsiB micns
3aTBEPAKEHHS
132. KAPISOH® clobetasol kno6etaso | DO7ADO | masb 0,5 mr/r; TOB "MIBE YkpaiHa mi6e MM6X HimeuunHa BHECEHHS 3MiH 3a UA/10950/03/01
ny 1 no1l5ra6o 30, YKPAIHA" ApuHaiimitTTen no peyenmom
nponioHat a6o 50 r y Ty6i; b peecTpauiiHnx
no 1 Ty6i B marepianis:
KapTOHHIN nayui 3MiHu | TUny -
3MiHM 3 SKOCTi.
loToBMiA
nikapcbknii
3aci6. KoHTposb
roToBOro

nikapcbKoro
3acoby. 3miHa y
mMeToAax
BMNPOGYBaHHS




279

Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

roToBOro
nikapcbKoro
3acoby
(He3HayHa 3miHa
y 3aTBEPKEHNX
MeToaax
BMMNPOOYBaHHS) -
3amiHa
BiCKO3MMeTpa
yepes
NPUNUHEHHSN
nigTPUMKN
icHyto4oro
BUNPOGYBasIbLHOT
0 obnagHaHHs, 3
BigNoBiAHMMMN
3MiHamMu B
Creuudpikavito
(Ha BuNyck Ta
TEepMiH
npugaTHocTi) Ta
meToan
KOHTPO/II0 3a
NOKa3HNKOM
«B’A3KiCTb».

133.

KBALPOLED®

cefepime

uedenim
(y Burnagi
uedpenimy
rigpoxnop
nay
MOHoriapa
)

JO1DEO
1

NOPOLLOK A5
PO3UnHy ans
iH'ekyii no 1,0,
1 conakoH 3
NOPOLLKOM Y
nayui

NAT
"KviBmeanp
enapar”

YkpaiHa

NAT
"KviiBmeanpen
apar”

YKpaiHa

BHECEHHS 3MiH
no
peecTpauiiHnx
mMartepianis:
3MiHm | TUny -
3MiHM 3 AKOCTI.
loToBwiA
nikapcbknii
3aci6. 3MiHN Yy
BUPOBHULTBI.
3MiHn
BMNpOGYBaHb
a6o gonyctuMumx
MeXx,
BCTaHOB/IEHUX Y
cneundikavisx,
nig yac
BMPO6GHMLTBA

3a
peuyenmom

UA/11759/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
roToBOro
nikapcbKoro
3ac006y (iHLi
3MiHW) 3MiHK
KpuTepito
NPUIAHATHOCTI 3a
MOKa3HNKOM
«HKiCTb
MapKyBaHHs»
NPOMIKHOI
npoaykuii B
KOPOTKOMY OMUCi
TEXHOMOri4YHOro
npotecy B
po3gaini
3.2.P.3.4.
134. KEHAJOT 40 triamcinolone TpuamumH | HO2ABO | cycneHsia ans KPKA, a.4., CnoseHis KPKA, a.4., CnoseHis BHECEHHS 3MiH 3a He UA/0463/01/01
O/TIOHY 8 iH'eku;n, 40 HoBo mecTo HoBo mecTo 0o peuyenmom nidnsieae
aLeToHiIg, mr/mn no 1 mn B peecTpauiiHnx
amnyni; no 5 mMartepianis:
amnyny 3minu Il Tuny -
6nicTepi; no 1 3MiHK Wopao
6nictepy B 6e3nekn/edekTn
KapTOHHIM BHOCTI Ta
Kopoo6Li chapmakoHarnag,
y. 3MiHN Y
KOPOTKii
XapaxkTepucTuLli

nikapcbKoro
3acoby, TeKCTi
MapKyBaHHSA Ta
iHCTpYKLUiT Ana
MeLMYHOro
3aCTOCYyBaHHA Y
3B'A3KY i3
HOBMMW JaHUMU
3 AKOCTI,
OOKNIHIYHUMNA,
KAiHIYHUMN
AaHummn Ta
OaHumK 3
hapmakoHarnag,
y. 3MiHn
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

BHECEHO B
IHCTpYKLit0 oNns
MeLMYHOro
3aCTOCYyBaHHSA
nikapcbKoro
3acoby go
po3ginis
"Ioka3aHHA"
(peparyBaHHs
nepeknagy
TEPMIHIB),
"B3aemogis 3
HWYMK
niKkapcbknmu
3acobamu Ta
iHWIi BUAN
B3aemogiin",
"OcobnuBocCTi
3aCTOCyBaHHSA",
"3acTocyBaHHA
y nepiog
BariTHOCTi abo
rogyBaHHs
rpyaa”
(yTOUYHEHHs
iHbopmawii),
"Cnoci6
3aCTOCYBaHHSA
Ta
003" (yTOYHEHH
A iHdopmaui),
"Mo6iYHI
peakuji".
BBegeHHs 3MiH
NpoTArom 6-Tn
MicsauiB nicns
3aTBEPAKEHHS

135.

KEPABOPT

imiquimod

imikBimop,

D06BB1
0

Kpem 5 % no
250 mr kpemy B
cauwe; no 12 a6o
24 cawey
KapTOHHiM
Kopoo6Ui

neHmapk
PapmacboT
vkans Jita.

IHAis

neHmapk
dapmMacboTuK
ans fi1g.

IHais

BHECEHHS 3MiH
o
peecTpauiiHnx
mMartepianis:
3MiHn | Tuny -
3MiHU 3 AKOCTI.

3a
peuyenmom

UA/13581/01/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

loToBwiA
nikapcbkuii
3aci6. KoHTponb
L0MOMIDKHUX
peyoBuH. 3MiHa
napameTpis
cneuudikayii
Ta/abo
L0MyCTUMMX
MeX Ans
[ONOMDKHOT
pPeyoBUHN
(BONOBHEHHSA
cneuudikavii
HOBUM
MOKa3HUKOM 3
BigNoBiAHUM
MeToA0oM
BMMNPOOYBaHHS) -
[OMOBHEHHS
cneumdikauii
[0NOMDKHOT
peyoBUHN
cop6itany
CTeapaT HOBUM
NOKa3HNKOM
Limit of
Diethylene
Glycol and
Ethylene Glycol
(By GC) 3
BigNoBiAHUM
MeToA0oM
B/MNPOGYBaHHS

136.

KNAPUTUH®

loratadine

noparaam
H

RO6AX1
3

cupon, 1 mr/mn;
no 60 mn a6o no
120 mny
chnakoHi; no 1
dnakory 3
MipHUM
CTakaHoM Y
KapTOHHIN
Kopoo6Ui

Baiiep
KoHcblomep
Kep Al

LLBeiiuapi
a

Jenbchapm
MoHpeans IHk.

KaHaga

BHECEHHS 3MiH
no
peecTpauiiHnx
mMartepianis:
3MiHm | TUny -
3MiHM 3 AKOCTI.
CepTuchikat
BignosigHocTi/l"
E-ceptudikar

bes
peyenma

UA/2171/02/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BignoBiAHOCTI
€Bponeiicbkili
thapmakonei/mo
Horpadpii.
MogaHHA HoBOrO

abo OHOB/IEHOTO
ceptudpikata
BiANoBIAHOCTI
abo BUNyYeHHs
cepTudpikata
BiANoBIAHOCTI
€Bponeichbkiin
hapmakonei:
ana A®l; ana
BUXIAHOTO
marepiany/pear
eHTY/NpoMiXXHOT
0 MPOAYKTY, WO
BUKOPWCTOBYIOTb
cay
BMPOOHNLTBI
A®l; ana
[ONOMDKHOT
pPeyoBUHN
(ceptudpikat
BiANoBIAHOCTI
€Bponeichbkiin
thapmakoner) -
Hoswii
ceptuddikat Big
HOBOrO
BMpOOHUKa
(3amina abo
[OOMNOBHEHHS)
MogaHHA HoBOrO
CEP (R1-CEP
2009-009-Rev
03) pnsa APl
NopataguHy Big
HOBOrO
BMpOOHUKa
VASUDHA
PHARMA CHEM
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
LIMITED (Unit-

11).3MiHu | TUNY -
3MiHM 3 AKOCTI.
AdL.
Brpo6HMUTBO.
3miHa
BMPOGHUKa
BMXiAHOro/npomi
XHOro
npoaykTy/peare
HTY, WO
BMKOPUCTOBYHOTb
cay
BMPOBHUYOMY
npoueci AdI,
abo 3miHa
BMpOOHUKa
(Bkntoyatoum, ge
HeobXigHo,
micue
npoBefeHHs
KOHTPO/0
aKocTi) AdI (3a
BifACYTHOCTI
cepTudpikata
BiANoBIAHOCTI
€Bponeichbkiin
thapmakonei y
3aTBEPAKEHOMY
[0CbE)
(BBEAEHHA HOBOI
OinbHuui, fe
3iiCHI0ETBCA
MiKpOHi3auisi)
BBefeHHA HoBOI
AinbHuUi, fe
3[iiCHI0ETbCSA
MiKpOHi3aLis
A®| lopaTtaguH
- VASUDHA
PHARMA CHEM
LIMITED (Unit-
). 3miHn | TMINY
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

- 3MiHK 3 AKOCTi.
AdL.
CTabinbHiCTb.
3miHa nepiogy
NOBTOPHMX
BunpobyBaHb/ne
piogy
36epiraHHa abo
YMOB 36epiraHHs
AdI (3a
BiiCYTHOCTi y
3aTBEpKEHOMY
[0Cbe
cepTudpikara
BiANOBIAHOCTI
€Bponeiicbkili
thapmakoneli, Lo
BK/HOYaAE nepiog,
NOBTOPHOTO
BUNPOBYBaHHS)
(nepiog,
NOBTOPHOTO
BUNPOGYBaHHSA/M
epioa
36epiraHHs) -
36inbLieHHs abo
BBE/EHHS
nepiogy
NOBTOPHOTO
BMNpoGyBaHHA/M
epiogy
36epiraHHa Ha
OCHOBI
pe3ynbTaTiB
nocnimKeHb y
peasibHOMYy Yaci
- BBegeHHsA
TEPMiHY
npugaTtHocTi 60
Micsiyis 3
BigNOBIiAHUMUN
ymoBamu
36epiraHHa ons
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
A®I NlopaTtagunH
Bi, HOBOrO
anbTepHaTMBHOT
0 BUpPOOHMKA
VASUDHA
PHARMA CHEM
LIMITED (Unit-
)]
137. KNAPUTPOMIL, | clarithromycin K1apuTpo - KpucTanivyHmim TOBAPUCT YkpaiHa XKepxiaHr Kutai BHECEHHS 3MiH - UA/15668/01/01
NH MiLUH NOPOLLIOK BO 3 l'yo6aHr no
(cy6eTaHuin) y OBMEXXEH dapmacbloTika peecTpauiiHnx
nonieTuneHoBmx Ooto n Ko., NTa. marepianis:
naketax gns BIAMOBIOA 3MiHa 3asBHMKa
hapmaLeBTUYHO NbHICTHO N3 (MIBIM)
ro 3actocyBaHHa | «KOPIOPA (BnacHvka
LA peecTpadujiiHoro
«340POB’'A nocBifAYeHHs)
» (3rigHO Hakasy
MO3 Big
23.07.2015 Ne
460)
138. KNIHAAMIUVH clindamycin KniHAamiL, - NOPOLLIOK TOBAPUCT YkpaiHa WKEL3AH Kutaii BHECEHHS 3MiH - UA/15224/01/01
Y ®OCOHAT NHY (cybeTaHuis) BO 3 TAHbLTAN no
oocchat ons OBMEXEH OAPMACBHIOT peecTpauinHmx
hapMaueBTUYHO (]}0) IKAJT KO., mMartepianis:
ro 3actocysaHHsa | BIAMNOBIJA nTAa. 3MiHa 3asBHUKa
y NOABINHNX NIBHICTHO N3 (MIBIM)
nonietuneHosmx | «KOPMOPA (BnacHuika
nakeTax LA peecTpadjiiiHoro
«300POB’'A NOCBIgYEHHS)
» (3rigHO Hakazy
MO3 Big
23.07.2015 Ne
460)
139. Knonikcon zuclopenthixol | 3yknoneHT | NOSAFO | Tabnetku, BKpuUTI Nynabek NaHis BVMPOGHMLTBO [JaHis BHECEHHS 3MiH 3a UA/2205/01/01
nkcony 5 N/1iBKOBOO Ekcnopt A/C Hepo3dacosa ao peyernmom
ourigpoxn 060/10HKOH0, MO HOro peecTpauiiHnx
opua 2 mr; no 100 NPOAYKTY, marepianis:
Tabnetok y nepBuHHE Ta 3MiHn | TUny -
nnacTUKoBOMy BTOPVHHE 3MiHun wopao
KOHTelHepi; no 1 nakyBaHHs, 6e3nekn/edextn
nnacTrkoBoOMy BUWMYCK Cepiii: BHOCTI Ta
KOHTelHepy B X. NlyHabek chapmakoHarnsg
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

KapTOHHil
KopoobLi

A/C, [aHisi;
BUNPOGYBaHHSA
3a
MOKa3HNKOM
"Mikpo6ionoriy
Ha unctoTa'™
EypodpiHc
Biochapma
MpopakT
TecTiHr
[eHmapk A/C,
[Janis

y. BBeaeHHsA
abo 3MiHu 10
y3arasibHeHux
JaHux npo
cuctemy
thapmakoHarnag,
y (BBEAEHHS
y3arasibHeHUx
AaHvx npo
cuctemy
thapmakoHarnag,
Y, 3MiHa
YNOBHOB&XXEHOT
ocobu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
thapmakoHarnag,
Y; KOHTaKTHOT
ocobm 3
hapmakoHarnag,
y 3asBHVKa ANs
3iiCHEeHHS
thapmakoHarnag,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif
YNOBHOB&XXEHOT
ocobwm,
BignosigabHoOI
3a 3[iliCHEHHSA
hapmakoHarnsg,
y (BK/TIOYa0uM
KOHTaKTHI faHi)
Ta/abo 3MiHN y
PO3MiLLEHHI
mMacTep-arina
cuctemu
hapmakoHarnag,
y). 3miHa
KOHTaKTHOT
0cobu 3asBHUKA,
BiANOBIga/IbHOI
3a
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
hapmakoHarnsg,
B YKpaiHi.
[itoua pepakuis:
OHMLLEHKO
AmuTpo
Bonogumuposuny
. MponoHoBaHa
pefakuis:
[aHinosa
Napuca
BonogumuposHa
. 3miHa
KOHTaKTHUX
OaHnx
KOHTaKTHOT
0Cco6V 3asIBHMKA,
BignosiganbHoOl
3a
hapmakoHarnsg,
B YKpaiHi.
140. Knonikcon zuclopenthixol | 3yknoneHT | NO5AFO | Tabnetku, BKpuUTI Nynabek NaHis BVPOGHMLTBO [JaHis BHECEHHS 3MiH 3a UA/2205/01/02
nkcony 5 NnNiBKOBOKO Ekcnopt A/C Hepo3gacoBa no peyenmom
ourigpoxn 060/10HKOH0, MO HOro peecTpauiiHnx
opua 10 wmr; no 100 NPOAYKTY, marepianis:
Tabnetoky nepBrHHe Ta 3MiHu | TUny -
nnacTUKoBOMY BTOPVHHE 3MiHK wopao
KOHTelHepi; no 1 nakyBaHHs, 6e3nekn/edextu
n1acTUKoBOMY BUMYCK Cepili: BHOCTi Ta
KOHTelHepy B X. NyHpbek thapmakoHarnsg,
KapTOHHIM AIC, [aHis; y. BBefeHHs
Kopoo6Li BMNPO6YBaHHSA abo 3miHM [0
3a y3arasibHeHux
NoKa3HUKOM AaHvx npo
"Mikpobionoriy cuctemy
Ha yucTtoTa™ thapmakoHarnag,
EypodpiHc y (BBEAEHHSA
Biochapma y3arasibHeHNx
MpopgaxT [JaHux npo
TecTiHr cucremy
Jenmapk A/C, thapmakoHarnag,
[JaHis Yy, 3MiHa
YNOBHOBaXXeHOT

ocobu,
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BignoBigabHOI
3a 34jiCHEHHS
thapmakoHarnng,
Y; KOHTaKTHOT
ocobu 3
thapmakoHarnag,

y 3asBHMKa ANnA
3[iACHEHHS
thapmakoHarnag,
y B YKpaiHi,
AKLLO BOHA
BiAMiHHA Bif
YNOBHOB&XXEHOT
ocobu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
thapmakoHarnag,
y (BkNtoYaroum
KOHTaKTHI fjaHi)
Ta/abo 3MiHu y
PO3MiLLEHHI
macTep-aiina
cuctemn
thapmakoHarnag,
y). 3miHa
KOHTaKTHOT
0co6u 3a8BHUKA,
BignoBigabHOI
3a
thapmakoHarnng,
B YKpaiHi.
[Litoua pepakuis:
OHULLEHKO
AmuTpo
Bonogumuposuny
. MponoHoBaHa
pepakuis:
[aHinosa
Napuca
BonognmuposHa
. 3MiHa
KOHTaKTHUX
AaHnX
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
KOHTaKTHOT
0Cco6U 3as1BHMKA.
BiANOBIga/IbHOI
3a
hapmakoHarnag,
B YKpaiHi.
141. KNOTPUMA3O clotrimazole KnoTpumMa - KpucTanivyHmi TOBAPUCT YkpaiHa ONIOH C.IN.A. ITanis BHECEHHS 3MiH - UA/17396/01/01
n 30N NOPOLLIOK BO 3 0o
(cybeTaHuin) OBMEXXEH peecTpavinHmx
ons (]}0) mMartepianis:
thapmaueBTnyHo | BIAMNOBIOA 3MiHa 3asBHUKa
ro 3aCTOCyBaHHs NbHICTHO N3 (MIbM)
y nakeTtax «KOPIMOPA (BnacHvika
nonieTuIeHoBmxX LA peecTpadjiiiHoro
«300POB’A nocBigYeHHs)
» (3rigHO Hakazy
MO3 Big
23.07.2015 Ne
460)
142. KOKAPHIT - HIiKOTUHaMI A11JC | niogpinizaT gns TOB YkpaiHa yYorPna TypeuunHa BHECEHHS 3MiH 3a UA/8392/01/01
A, PO34NHY ansa "YOPN[, MEANUNH no peyenmom
KOKap6oKC iH'ekuin; 3 MEANLH" ITAY CAH. BE peecTpauiiHnx
unasa, dNaKoHu 3 TIOXK. A.LL. marepianis:
LiaHoko6a niocpinizatom y 3MiHu | TUny -
nami, KOMMNNEKTi 3 3 3MiHV Wwoao
AvHaTpilo amnynamm 6e3nekn/edextn
afeHo3MH po3umHHMKa (0,5 BHOCTI Ta
y % pO34nH thapmakoHarnsg,
Tpudpoca nigokaiHy y. BHeceHHst abo
Ty rigpoxnopuay) 3miHa(n) go
Tpurigpat no2mny 3000B'A3aHb Ta
KOHTYPHIlA YMOB BUAAYI
YapyHKOBIl peecTpavujiiHoro
ynakosLi; no 1 NOCBIJYEHHS,
KOHTYPHIlA BK/IOYa0UN
YapyHKOBIl MnaH
ynakosLi B ynpas/iiHHA
KapTOHHiiA pu3uvkamm (iHLwi
KopoobUi 3MiHN).
3asBHUKOM
HagaHo
OHOBJ/IEHUIA

[naH
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

ynpaBniHHSA
pr3nkamm
Bepcis 2.0 3miHn
BHECEHO A0
YacTuH: |
«3arasibHa
iHchopmauis, 11
«Cneuundikavis
3 Gesneku», llI
«[naH 3
thapmakoHarnag,
y», IV»[1naHu
om0
nicnsipeecTpauiii
HVX JOCTIMKEHD
eheKTUBHOCTI»,
V «3axogm 3
MiHimizawi
pu3ukiB», VI
«Pestome nnaHy
ynpaBniHHA
pusnkamm», VI
«flopaTkn» y
3B'A3KY 3
OHOB/IEHHAM
nepeniky
npobnem 3
6e3nekn Ta
OHOB/IEHHAM
cTpykTypu MNYyP
3rigHO
pekomeHpaLili
Guideline on
good
pharmacovigilan
ce practices
(GVP) Module V
— Risk
management
systems (Rev
2.0.1)).

143.

KONAI®EHC
MA3b

MEeHTON
pauemiyHm

R0O5X

Masb no 251 B
6aHLUi; no 1

ToBapucTeo
3

YkpaiHa

TOB "[OKn
"PapmaueBTu

Ykpaina

BHECEHHS 3MiH
no

6e3
peuenma

nidnsieae

UA/6397/01/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

n,
Kamdpopa
pauemiyHa
; TUmor,
anvuesa
onis (Pine
oil);
eBKaninTo
Ba onis
(Eucalyptu
s ail);
MycKaTHa
onis
(Nutmeg
oil)

6aHLi B mayu,i

06MEXEHO
Bignosiganb
HICTIO
"MPEACTA
BHMLITBO
BAYM
®APM
rMBX"

yHa habpuka”

peecTpauiiHnx
mMartepianis:
3MiHa 3asBHMKa
N3 (MIBMM)
(BnacHuka
peecTpaujiiHoro
NnocBiAYEeHHS)
(3rigHO Hakazy
MO3 Big
23.07.2015 Ne
460). TepMmiH
BBEEHHS 3MiH
npoTArom 6
MicaLis nicns
3aTBEPLKEHHS.
3MiHu | TUny -
3MiHV Wwoao
6e3nekn/edextn
BHOCTi Ta
hapmakoHarnag,
y. BBefieHHs
abo 3MiHM ao
y3arasibHeHux
[aHux npo
cuctemy
hapmakoHarnag,
y (BBEAEHHSA
y3ara/ibHeHUx
JaHux npo
cuctemy
hapmakoHarnsg,
Yy, 3MiHa
YMOBHOBa&XXEHOT
ocobwm,
BignosigabHoOI
3a 3[iliCHEHHSA
hapmakoHarnsg,
Y; KOHTaKTHOT
ocobm 3
hapmakoHarnsg,
y 3asBHMKa ANA
3MiICHEHHS
chapmakoHaraiag,
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
y B YKpaiHi,
AKLLO BOHA
BiAMiIHHA Bif
YNOBHOB&XXeHOT
ocobwu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
thapmakoHarnag,

y (BkNtoYaroum
KOHTaKTHi fjaHi)
Ta/abo 3MiHu y
PO3MiLLEHHI
macTep-aiina
cuctemm
hapmakoHarnag,
y). 3miHa
YNOBHOBaXeHOoi
0co6u 3a8BHUKA,
BignoBigabHOI
3a
thapmakoHarnng,
. Litova
pefakuis:
BuwHeBcbka
MapuHa
CraHicnasiBHa.
MponoHoBaHa
pepakuis:
Bucoubka Onbra
IpuropisHa.
3miHa
KOHTaKTHUX
OaHnx
YNOBHOB&XXEHOT
0cobu 3asBHYIKa,
BiANOBIga/IbHOI
3a
hapmakoHarnag,
. 3miHa
MicLe3Haxomxe
HHSA MacTep-
thaiina cuctemu
chapmakoHaraiag,
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

y Ta iioro
Homepa.
3miHa micua
3iiCHEeHHS
OCHOBHOI
AISNbHOCTI 3
hapmakoHarnsg,
y. 3MiHn | TNy -
3MiHn Wwopo
6e3nekn/edexTu
BHOCTI Ta
thapmakoHarnag,
y (iHWi 3MiHW).
3MiHU BHECEHO
[10 TEeKCTy
MapKyBaHHS
ynakoBKu
nikapcbKkoro
3acoby, a came
[0 TekcTy
MapKyBaHHs1
BTOPUHHOT (N.17)
Ta NepBUHHOI
yNakoBKM
nikapcbKoro
3acoby (n.6).
TepmiH
BBEAEHHS 3MiH
npotarom 6
MicsauiB nicns
3aTBEPMKEHHS.
3MiHu | TNy -
AfMiHicTpaTuBHi
3MiHW. 3miHa
Ha3Bun
nikapcbKkoro
3acoby. 3miHa
Ha3Bun
nikapcbkoro
3acoby:
3aTBEPMXEHO -
PO3TUPAH
(ROSTIRAN)
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
3anpornoHoBaHo
- KONAgI®PEHC
MA3b. TepmiH
BBEAEHHS 3MiH
npotarom 6
MicsauiB nicns
3aTBEPAKEHHS.
144. KPOMy - Kpony A02X nnoau, no 50 ry MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 6e3 UA/2257/01/01
NAXy4yoro naxy4oro naykax 3 PapmaueBT PapmaueBTny no peyenma
nnoan nnoamu BHYTPILLUHIM nyHa Ha thabpuka peecTpauiiHnx
(Fructus nakeTom; no 31 habpuka "Biona" mMartepianis:
Anethi y hinbTp-nakeTi; "Biona" 3MiHun | TUny -
graveolent no 20 cinbTp- 3MiHV Wwoao
is) nakeTiB y nauui 6e3nekn/edekTn
BHOCTI Ta
chapmakoHarnag,
y (iHWWi 3MiHK) -
OHOoB/IEHO TEeKCT
MapKyBaHHS
BTOPUHHOI
ynakoBKu
nikapcbKoro
3acoby (n. 1, 2,
4,15,17) Ta
BHECEHO
He3HauHi
pefakuiii
npasku (eCTD
Bepcis 0001).
BBefeHHs 3miH
NpOTAroM 6-Tn
MicaLiB nicns
3aTBEPKEHHS.
145. KPYLUNHU - Kopa AOB6ABO | kopa no 50 r abo MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 6e3 UA/2128/01/01
KOPA KPYLLNHN 7 no 100 r y nauui dapmaveBT dapmavneBTNy no peyenma
(Frangulae 3 BHYTPILLHIM nyHa Ha thabpuka peecTpauinHmx
cortex) naketom; no 1,5 thabpuka "Biona" mMartepianis:
ry ginbTp- "Biona" 3MiHn | TUny -
nakeri; no 20 3MiHM Wwozo
QiNbTp-NakeTiB 6e3nekn/edextu
y navui BHOCTI Ta
hapmakoHarnag,

y (iHWi 3MiHW) -
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
OHoB/IEHO TeKCT
MapKyBaHHS
BTOPVHHOT
yrakoBKu
nikapcbKoro
3acoby (n. 1, 2,
4,15,17) Ta
BHECEHO
He3HauHi
pepakuiHi
npasku (eCTD
Bepcis 0001).
BBegeHHs 3MiH
NpoTArom 6-tn
MicsauiB nicns
3aTBEPAKEHHS.
146. NA3O/IBAH® 3 ambroxol amb6pokco | RO5CBO | cupon, 30 mr/5 TOB YkpaiHa Jenbchapm PpaHuis/ BHECEHHS 3MiH 6e3 nionsieae UA/13771/01/01
MONYHUYHO- ny 6 mn; no 100 mny "Onenna Peiimc, Icnanis o peyenma
BEPLUKOB/M rigpoxnop chnakoHi; no 1 Xerckea PpaHuis; peecTpauiiHnx
CMAKOM ng, hnakoHy B YkpaiHa" mMartepianis:
KOMMIEKTI 3 Bepinrep 3MiHn | Tuny -
n1acTUKoOBUM IHrenbxaim 3MiHK wopao
MipHUM EcnaHa, CA, 6e3nekn/edekTn
KOBMaykoM y Icnanis BHOCTI Ta
KapTOHHil chapmakoHarnag,
KopooLi y (iHWWi 3MiHK).

3MiHU BHECEHO
00 IHCTPYKLUT
ANs MegnvHoro
3acToCyBaHHsA
nikapcbKoro
3acoby fo
posginis
"PapMakonorivHi
BnacTmsocTti"
(yTOuHeHHs Ta
pepakuiHi
npasku),
"OcobnuBoCTi
3aCTOCyBaHHSA",
"3paTHiCTb
BNAMBaTV Ha
LUBUAKICTb
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
peakuii npu
KepyBaHHi
aBTOTPAHCNOPTO

npo Nigo3ptoBaHi

M abo pob6oTi 3
IHWMMK
MexaHismammn"
(pepaxuiiiHa
npaska),
"MoGiuHi
peakuii” (wogo
NoBIAOMNEHHS

noGiyHi peaxuii
Ta pefakuiliHi
npasku).
BBegeHHs 3MiH
NpoTArom 6-tn
MicsauiB nicns
3aTBEPMKEHHS.
3MiHu | TNy -
3MiHM Wwozo
6e3nekn/edexTu
BHOCTI Ta
thapmakoHarnag,
y (iHWi 3MiHW).
3MiHN BHECEHO
[10 TEeKCTy
MapKyBaHHS
ynakoBKM
nikapcbkoro
3acoby, a came
0o
n. 3. NEPENIK
OONOMBPKHUX
PEYOBVIH,
n. 7. IHWI
OCOB/MBI
3ACTEPEXEH
HA,
n. 15 4ns
NIKAPCBKNX
3ACOBIB, FKI

MPU3HAYEHI
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

ansa
CAMOCTIVHOI
O NNIKYBAHHA
— IHPOPMALIA
Woa0
3ACTOCYBAH
HA,

n. 16.
IHPOPMALIA,
AKA
HAHOCUTbLCA
LWPNPTOM
BPANS,

n. 17 IHWE
BTOPVHHOT
yMakoBKM.
BBefeHHs 3MiH
NpoTArom 6-tn
MicsiB micns
3aTBEPKEHHS.
3MiHn | Tuny -
3MiHM 3 AKOCTI.
loToBMiA
nikapcbknii
3aci6. Onuc Ta
cknag (iHwi
3MiHW).
BHeceHHs 3MiH
0o posgainy
“Cknag.
LonomixHi
peyoBuHK", a
came
[OMOBHEHHS
iHhopmadieto
LLIOA0 HasABHOCTI
nponineHxraikon
10y cknagj
NOYHUYHO-
BEPLUKOBOrO
apomary Ta
BaHi/IbHOrO
apomMaTty. 3MiHu
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BBefeHHs 3miH
NpOTAroMm 6-Tn
MicaLis nicns
3aTBEPLKEHHS.
3minu Il Tuny -
3MiHV Wwoao
6e3nekn/edextn
BHOCTi Ta
thapmakoHarnag,
y. 3MiHN Yy
KOPOTKiii
Xapakrepuctui
nikapcbkoro
3aco0y, TeKCTi
MapKyBaHHA Ta
IHCTpYKLUii gns
MeAMYHOro
3aCTOCYyBaHHA Y
3B'A3KY i3
HOBUMW JaHMU
3 AKOCTI,
LOKMIHIYHUMMY,
KMiHIYHUMN
JaHumun Ta
OaHuMK 3
hapmakoHarnsg,
y. 3MiHU
BHECEHO [0
iHCTpYKLUIii gns
MeAMYHOro
3acTocyBaHHsA
nikapcbKoro
3acoby fo
posginy

"dapMakooriyHi

Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BHECEHO A0
IHCTPYKLUiT Ana
MeauyHoro
3aCTOCYyBaHHSA
nikapcbKoro
3acoby go
po3sginy
"Cknag".




Hassa

Koo

Popma

3asaBHuUK

300

Kpaina
3asBHUKA

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa

npoyedypa

Ymosu

BionycKy

Peknamys
aHHS**

Homep
peecmpayitiHo
20
nocsioYeHHs1

Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Ha3sa*

diroyoi
peyoBUHU

ATX

BUMYCKY
(nikapcbka
(popMa:
ynakoska)

NPOTUBIPYCHUX

BNacTMBOCTI"
(wopo

B/1aCTMBOCTEN in

vitro i Ha
TBaPUHHUX
MOAENSIX).
BBefeHHs 3MiH
npoTArom 6-T
MicsyiB micns
3aTBEPKEHHS.
3MinHn Il Tuny -
3MiHn Wwopo
6e3nekn/ecdexTu
BHOCTI Ta
hapmakoHarnsg,
y. 3MiHn y
KOPOTKii
XapaKkTepucTuui
nikapcbKoro
3acoby, TEKCTi
MapKyBaHHs Ta
iHCTPYKUiT ANst
Mean4yHoro
3aCTOCyBaHHSA y
3B'A3KY i3
HOBMMM [aHUMM
3 SIKOCTI,
OOKNIHIYHUMNA,
KNiHIYHUMN
LaHumn Ta
OaHuMu 3
thapmakoHarnag,
y.
3MiHM BHECEHO
[0 IHCTPYKUIT
ANS MeanyHoro
3acTocyBaHHS
nikapcbkoro
3acoby go
posginy
"B3aemogisi 3

iHLIMMKW
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
nNiKapCbKUMmn
3acobamu Ta
iHLWIi BUAN
B3aeMogiii"
wozno
3acToCyBaHHsA
nauieHtam i3
yXe ICHYUMMUN
pecnipaTopHumu
3aXBOPIOBAHHAM
1, NOB’A3aHNMMN
3
rinepcekpeLiieto
CNu3y, Takumm
AK KICTO3HUI
hibpo3
(mykoBicunzos)
abo
OGPOHX0EKTATUYH
a xsopoba.
BBefeHHs 3miH
NpOTAroM 6-Tn
MicaLis nicns
3aTBEPKEHHS.
147. NA3O0/IBAH® ambroxol ambpokco | RO5CBO | cupon, 15 mr/5 TOB YkpaiHa BepiHrep IcnaHis/ BHECEHHS 3MiH 6e3 niossieae UA/9887/01/01
31 CMAKOM ny 6 mn; no 100 mny "Onenna IHrenbxanm PpaHuin 0o peyenma
nicoBux Arig rigpoxnop CKISIHOMY Xenckea EcnaHa, CA, peecTpavinHmx
ng, hnakoHi 3 YkpaiHa" Icnanis abo mMartepianis:
nn1acTMKOBUM Jenbchapm 3MiHu | TNy -
3aKynopoBavibH Peiimc, 3MiHn Wwopo
VM NPUCTPOEM i3 PpaHuin 6e3nekn/edekTu
3aX1CTOM Bif, BHOCTI Ta
BiAKPUTTA hapmakoHarnsg,
OiTbMK; no 1 y (iHLWi 3MiHK).
hnakoHy B 3MiHV BHECeHO
KOMMIEKTI 3 [0 iHCTPYKU,T
n1acTUKoOBUM AN MegnvHoro
MipHUM 3aCTOCYyBaHHSA
KOBMaykoM y nikapcbKoro
KapTOHHil 3acoby go
KopooLi po3ainis

"dapmakoorivHi
BaacTmBocTi"
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
(yTOUYHEeHHs Ta

peakuinHi
npasku),
"OcobnunBocTi
3aCTOCyBaHHSA",
"3acTocyBaHHA
y nepiog
BariTHocTi abo
rofyBaHHs
rpyaaio”
(pepaxuiiHa
npaska),
"MoGiuHi
peaxuii” (wono
NOBIAOMNEHHS
npo nigo3proBaHi
no6iyHi peakwii
Ta pefakuiliti
npasku).
BBefeHHs 3MiH
NpPOTArom 6-Tn
MicaiB nicns
3aTBEPMKEHHS.
3MiHn | Tuny -
3MiHM Wwoao
6e3nekn/ecektu
BHOCTI Ta
hapmakoHarnsg,
y (iHLWi 3MiHK).
3MiHU BHECEHO
[0 TeKcTy
MapKyBaHHS
yNakoBKM
nikapcbKoro
3acoby, a came
gon. 7. IHLWI
OCOB/MBI
3ACTEPEXEH
HA, n. 15 Ans
NIKAPCbKNX
3ACOBIB, FKI
MPN3HAYEHI
and
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

CAMOCTINHOI
O NIIKYBAHHA
— IHOOPMALIA
woao
3ACTOCYBAH
HA, n. 17 IHWE
BTOPUHHOI
ynakoBku; Ao n.
3. HOMEP
CEPIl
NIKAPCbKOI'O
3ACOBY, n. 6
IHWE
nepBUHHOI
YNaKoBKM.
BBegeHHs 3MiH
NpoTArom 6-tn
MicsauiB nicns
3aTBEPMKEHHS.
3MinHu 1l Tuny -
3MiHM Wwozo
6e3nekn/edexTu
BHOCTI Ta
thapmakoHarnag,
y. 3MiHN Y
KOPOTKiit
XapakTepucTuui
nikapcbKoro
3acoby, TeKCTi
MapKyBaHHSA Ta
iHCTpYKLUIii gns
MeAMYHOro
3aCTOCYBaHHS y
3B'A3KY i3
HOBUMU JaHMU
3 AKOCTi,
OOKNIHIYHUMN,
KMIHIYHUMKN
JaHumun Ta
AaHumm 3
hapmakoHarnag,
y. 3MiHn
BHECEHO A0
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
iHCTpYKLUIii gns

MeAMYHOro
3acTocyBaHHsA
nikapcbKoro
3acoby fo
posginy
"®apmakonoriyHi
BnacTmsocTti”
(wopo
NPOTUBIPYCHUX
BfacTueocTeli in
vitro i Ha
TBaPUHHUX
MoAensx).
BBefeHHs 3miH
NpOTAroM 6-Tn
Micauis nicns
3aTBEPLKEHHS.
3minu Il Tuny -
3MiHu Wwoao
6e3nekn/edextn
BHOCTi Ta
thapmakoHarnag,
y. 3MiHN Yy
KOPOTKiii
Xapakrepuctui
nikapcbKkoro
3aco0y, TeKCTi
MapKyBaHHA Ta
IHCTpYKLUii gns
MeAMYHOro
3aCTOCYyBaHHA Y
3B'A3KY i3
HOBUMW JaHMU
3 AKOCTI,
LOKMIHIYHUMMY,
KMiHIYHUMN
JaHumun Ta
OaHuMK 3
hapmakoHarnsg,
y. 3MiHU
BHECEHO [0

iHCTPYKUIi Ans
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

MeAMYHOro
3aCTOCYBaHHSA
nikapcbkoro
3acoby go
posginy
"B3aemogis 3
iHWYMK
niKkapcbknmu
3acobamu Ta
iHWIi BUAN
B3aemogii"
oo
3aCTOCYyBaHHSA
nauieHtam i3
yXe iCHyl4MMun
pecnipaTopH1MU
3aXBOPIOBAHHAM
1, NOB’sA3aHUMU
3
rinepcekpedieto
CNnn3y, Takumm
AK KICTO3HWIA
hibpo3
(mykoBicumao3s)
a6bo
6GPOHX0EKTaTUYH
a xsopoba.
BBegeHHs 3MiH
NpoTArom 6-tn
MicsauiB nicns
3aTBEPMKEHHS.

148.

NAKTVHET®-
PIXTEP

desogestrel

fesorectp
en

GO3ACO
9

TabneTku, BKPUTI
NNiBKOBOIO
0060/10HKOH0, MO
0,075 wmr, no 28
Tabnetok y
6nicTepi; no 1
6nictepy y
nakeri 3
namiHoBaHoI
a/TItOMiHIEBOT
donbru; no 1
abo 3 naketu

BAT
"TefeoH
PixTep"

YropLmHa

BAT "TepeoH
Pixtep"

YropLmHa

BHECEHHS 3MiH
o
peecTpauiiHnx
mMartepianis:
3MiHn | Tuny -
3MiHM 3 AKOCTI.
CepTuchikat
BignosigHocTi/l"
E-ceptudikar
BignoBIAHOCTI
€Bponeicbkiin
chapmakonei/mo

3a
peuyenmom

UA/9036/01/01
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Hassa Koo Popma 3assHUK Kpaina Kpaina Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
pasom 3 Horpadpii.
KapTOHHUM MogaHHA HOBOrO
dyTnsipom ans a60 OHOB/EHOTO
36epiraHHs cepTudpikata
6nictepa B BiANoBIAHOCTI
KapTOHHIM abo BUNyYeHHs
ynakoBLi ceptudpikata
BiANoBIAHOCTI
€Bponeichbkiin
hapmakonei:
ana A®l; ana
BUXIAHOTO
marepiany/pear

eHTY/NpoMiXXHOT
0 MPOAYKTY, WO
BUKOPWCTOBYIOTb
cay
BMPOOHMULITBI
A®l; ana
[ONOMDKHOT
peyoBuHN
(ceptudpikat
BiANoBIAHOCTI
€Bponeichbkiin
thapmakoner) -
OHOBNEHWIA
ceptuddikat Big
yxe
3aTBEPKEHOr0
BMPOOHUKA -
nofaHHs
OHOB/IEHOr0
cepTudikata Big,
yxe
3aTBEPXEHOr0
BMPOGHUKA
njtoyoi
peyoBUHN
fgesorectpen
BAT "TeneoH
PixTep", R1-
CEP 2006-174-

Rev 04, 6yB
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BuaaHuii 18
ntortoro 2022
poky. OHOBNEHO
cneuudikauito
nito4oi
PeYoBUHM:
BU/TyYEHO
NoKasHuK «BmicT
XpoMy>», A04aHO
MOKa3HUK
«MikpobionoriuH
a uncroTa»
149. NAMIBNN® terbinafine Tepb6iHadi | DO1BAO | Tabnetkm no 250 Hosapric LBefiuapi | Bupo6HMLTBO, HimeyunHa/ BHECEHHS 3MiH 3a UA/1005/02/01
HY 2 mr; no 14 ®apma Al ] KOHTPO/b CnoseHis 0o peyernmom
rigpoxnop Tabnetok y SIKOCTI, peecTpavinHmx
ng, 6nicTepi; no 1 nakyBaHHs, mMartepianis:
6nictepy B BMNYCK cepil: 3MiHu | TNy -
Kopoo6Li HoBapTic 3MiHM Wwozao
dPapma 6e3nekn/edekTu
MpoaakLuH BHOCTi Ta
m6X, hapmakoHarnag,
HimeuuunHa; y. BBefeHHsA
MepBuHHE abo 3MiHM 10
nakyBaHHs, y3arasibHeHux
BTOPVIHHE JaHux npo
nakyBaHHs, cuctemy
KOHTPO/b hapmakoHarnsg,
SAKOCTI, BUNYCK y (BBEAEHHSA
cepii: ek y3arasibHeHux
PapmacboTuK AaHuX npo
anc g.a., cuctemy
BMpPOOHUYa thapmakoHarnag,
LinbHUUS y, 3MiHa
JNleHpasa, YNOBHOBaXXeHOT
CnoseHis ocobu,
BiANoBigaIbHOI
3a 3/iliCHeHHs
thapmakoHarnag,
Y; KOHTaKTHOT
ocobm 3
thapmakoHarnag,

y 3asiBHUKA gNsi
3f1iiCHEeHHs
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

hapmakoHarnsg,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif
YMNOBHOBaXeHOoi
ocobwm,
BignoBigabHOI
3a 34jiCHEHHS
thapmakoHarnag,
y (BK/IHOYaoun
KOHTaKTHI AaHi)
Ta/abo 3miHn y
PO3MILLEHHI
mMacTep-gaiina
cuctemn
hapmakoHarnsg,
y). 3MiHa
KOHTaKTHUX
AaHnx
YNOBHOBaXeHOoi
0co6u 3as1BHMKA,
BignoBigabHOI
3a
thapmakoHarnag,
. 3miHa
MicLie3Haxomxe
HHS1 MacTep-
thaiina cuctemm
thapmakoHarnag,
y. 3MiHa micua
3iiCHEeHHS
OCHOBHOI
AISNbHOCTI 3
hapmakoHarnsg,
y.

150.

NATAMEL

timolol,
combinations

naradonp
ocT,
TUMONON

SO1ED5
1

Kpansi ouHi,
po3uuH; no 2,5
MYy h1aKoHi-
KpanesibHWLj; No
1 donakoHy-
KpanesibHULji B
KapTOHHIN
Kopoo6Ui

TOB
"YOP/I]
MELIAH"

YkpaiHa

K.O.
Pomdapm
KomnaHi
C.P.N,
PymyHis;
YOPNA
MEAVLIH
INAY CAH. BE

PymyHis/
TypeuunHa

BHECEHHS 3MiH
ao
peecTpauiiHnx
marepianis:
3MiHu | TUny -
3MiHV Wwoao
6e3nekn/edekTn
BHOCTi Ta

3a
peyerimom

He
nionsieae

UA/14903/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
TIOXK. A.LL., hapmakoHarnsg,
TypeyunHa y. 3MiHN Y
KOPOTKii
XapakTepucTuui

nikapcbKoro
3acoby, TekcTi
MapKyBaHHA Ta
IHCTPYKLUiT Ana
MeLMYHOro
3aCTOCYyBaHHSA
reHepuyHuX/riep
naHux/6ionofioH
MX NiKapCbKNX
3acob6is nicns
BHECEHHS Ti€l
camoi 3MiHu Ha
pechepeHTHUIA
npenapar (3MiHa
He noTpebye
HafaHHs
XOLHNX HOBMX
[0AATKOBUX
naHux) 3MiHu
BHECEHO 10
iHCTpYKLUii ans
MeAMYHOro
3acToCyBaHHsA
nikapcbKoro
3acoby y po3gain
"OcobnuBocCTi
3acTocyBaHHsa"
3rigHo 3
iHchopmavieto
oo
MeAMYHOro
3acToCyBaHHsA
pedhepeHTHOro
nikapcbKoro
3acoby
(Xalacom eye
drops, solution).
BBefeHHs 3miH
npoTArom 6-Tn
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
MicsiB micns
3aTBEPAKEHHS
151. NEBOMAK 750 levofloxacin nesogpriok | JOIMAL | TabneTku, BKpUTI Makneogc IHAis Makneopc IHAis BHECEHHS 3MiH Ne 5, Ne 10 UA/15561/01/01
cauuHy 2 N/1iBKOBOO dapmMacbioT dapmacbloTuK ao —3a
remirigpat 060/10HKOH0, MO nKasc aunc Nimiteq, peecTpauiiHnx peuyenmom;
750 wr; no 10 Nimiteq mMartepianis: Ne 100 —
Tabnetok y 3MiHu | TUny - misibku 0715
6nictepi; no 1 3MiHV Wwoao 3acmocyBsaH
6nictepy B 6e3nekn/eddekTn | Hs 8 ymosax
KapTOHHil BHOCTI Ta cmavyioHapy
ynakosLi; no 10 thapmakoHarnag,
Tabnetoky y. BBegeHHs
6nicTepi; no 10 abo 3miHM [0
6nictepiB y y3ara/ibHeHnx
KapTOHHIN LaHuX npo
ynakosLj; no 5 cuctemy
Tabnetoky thapmakoHarnag,
6nicTepi; no 1 y (BBEAEHHSA
6nictepy B y3arasibHeHUx
KapTOHHiiA [aHux npo
ynakoBLi cucremy
thapmakoHarnag,
Yy, 3MiHa
YNOBHOBaXXEHOT
ocobwm,
BignoBigabHOT
3a 3[iliCHEHHSA
chapmakoHarnag,
Y; KOHTaKTHOI
ocobm 3
thapmakoHarnag,
y 3asBHMKa ANA
3[jlACHEHHS
chapmakoHarnag,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif
YNOBHOBaXeHOoT
ocobwm,
BiANOBifaNbHOT
3a 34jiCHEHHS
hapmakoHarnag,

y (BKNOYaKUM
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

KOHTaKTHI fjaHi)
Ta/abo 3MiHu y
PO3MILLEHHI
macTep-aiina
cuctemn
thapmakoHarnag,
y). 3miHa
KOHTaKTHUX
OaHnx
YNOBHOB&XXEHOT
0cobu 3asBHUKA,
BiANOBIga/IbHOI
3a
thapmakoHarnag,
. 3miHa
MicLe3Haxomxe
HHS MacTep-
thaiina cuctemu
hapmakoHarnsg,
y Ta lioro
Homepa. 3MiHa
Micus
3[jACHEHHS
OCHOBHOI
LOisiNbHOCTI 3
hapmakoHarnag,

Y.

152.

NIJOKCAH®
MEA,

Xnoprekcu
OVH
avrigpoxn
opva,
nigokaiH
rigpoxnop
na

RO2AA0
5

NIbOAAHUKN, 5
mr/1 mr; 12
NbOASHWKIB B
6nicTepi; no 2
6nictepu B
KapTOHHIM
Kopoo6Li

CaHpo3
dapmacbHoTi
Kans g.4.

CrnoseHis

BUWMYCK Cepiii:
Nek
PapmaueBTny
Ha KoMnaHis
a.A.,
CnoBeHis;
BVPOGHMLTBO
in bulk,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs,
KOHTPO/Ib
cepiii:
Na6opatopia
Ksanichap HB
(KBanichap

CnoseHis/
Benbris

BHECEHHS 3MiH
o
peecTpavinHmx
mMartepianis:
YTOUYHEHHSA
HanucaHHA
kogy ATX B
Hakasi MO3
YKpaiHu Ne 523
Bif 21.04.2026
B npoueci
BHECEHHS 3MiH
(3minu | TNy -
3MiHV Wwoao
6e3nekn/edextu
BHOCTI Ta

6e3
peyenma

UA/18785/01/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

HB), Benebris

hapmakoHarnsg,
y. BBegeHHs
abo 3miHn o
y3ara/ibHeHUx
JaHux npo
cuctemy
hapmakoHarnsg,
y (BBEAEHHS
y3arasibHeHUx
JaHux npo
cuctemy
thapmakoHarnag,
y, 3MiHa
YNOBHOBaXeHOoi
ocobwm,
BignoBiganbHOI
3a 34jiCHEHHS
thapmakoHarnag,
Y; KOHTaKTHOT
ocobu 3
thapmakoHarnng,
y 3asBHMKa ANA
3[jACHEHHS
thapmakoHarnag,
y B YKpaliHi,
AKLLO BOHA
BiAMiIHHA Bif
YNOBHOB&XXeHOT
ocobu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
hapmakoHarnag,
y (BkNtoYaroum
KOHTaKTHi fjaHi)
Ta/abo 3MiHu y
PO3MiLLEHHI
macTep-aiina
cuctemn
thapmakoHarnng,
y). 3miHa
YMNOBHOBaXeHOoi
0co6u 3a8BHUKA,
BignoBiganbHOI
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

3a
thapmakoHarnag,
. Oitoua
pepakuis: asig
[xoH Nesic.
MNponoHoBaHa
pepakuis: Kotan
Moxamepq Ani.
3miHa
KOHTaKTHUX
OaHnx
YNOBHOB&XEHOT
ocobu,
BignosigabHoOI
3a 3[iliCHEHHSA
hapmakoHarnsg,
y. 3MiHa
KOHTaKTHOT
0cobu 3asBHUKA,
BignosigabHoOI
3a 3[iliCHEHHSA
hapmakoHarnsg,
y B YKpaiHi.
[itoua pepakuis:
Opnos
B’suecnas
BikTopoBuuy.
[ponoHoBaHa
pefakuis:
TaHacoBa
3opsHa
MwukonaisHa.
3miHa
KOHTaKTHUX
OaHnx
KOHTaKTHOT
0cobu 3asBHUKA,
BignosigabHoOI
3a 3[iliCHEHHSA
hapmakoHarnsg,
y B YKpaiHi.
3miHa micua
3iiCHEeHHS
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
OCHOBHOI
LisNIbHOCTI 3
thapmakoHarnng,
y. 3miHa
MicLie3Haxomxe
HHSA MacTep-
thaiina cuctemm
thapmakoHarnag,
y Ta inoro
HOMepa).
Pepaxuis B
Hakasi - RO2A.
BipHa pegakuis
- RO2AA05.
153. NIBOMAK 600 linezolid niHesonig | JO1XXO | TabneTku, BKPUTI Makneogc IHAis Makneopc IHAis BHECEHHS 3MiH 3a UA/9086/01/01
8 N/1iBKOBOO dapmMacbioT dapmacbloTuK ao peyernmom
060/10HKOI0 N0 nKasc aunc Nimiteq, peecTpauiiHnx
600 wmr; no 4 Nimiteq marepianis:
Tabnetkn y 3MiHu | TUny -
cTpuni; no 1 3MiHV Wwoao
cTpuny y 6e3nekn/edextu
KapTOHHil BHOCTI Ta
ynakosLi; no 10 thapmakoHarnag,
Tabnetok y y. BBegeHHs
cTpuni; no 1 a6o abo 3miHM [0
6, a6o 10 y3arasibHeHuXx
cTpuniB y AaHuX npo
KapTOHHIii cuctemy
ynakosLi; no 10 thapmakoHarnag,
Tabnetok y y (BBEAEHHSA
6nicTepi; no 10 y3arasibHeHNx
6nictepiB y AaHux npo
KapTOHHIM cucremy
ynakoBLj chapmakoHarnag,
Yy, 3MiHa
YNOBHOBaXXeHOT
ocobwm,
BignoBigabHOT
3a 3[iliCHEHHSA
thapmakoHarnag,
Y; KOHTaKTHOI
ocobm 3

hapmakoHarnsag
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

y 3asBHMKa AN1A
3[iACHEHHS
thapmakoHarnng,
y B YKpaliHi,
AKLLO BOHA
BiAMiIHHA Bif
YNOBHOB&XXeHOT
ocobu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
thapmakoHarnag,
y (BkNtoYaroum
KOHTaKTHi fjaHi)
Ta/abo 3MiHn y
PO3MILLEHHI
macTep-aiina
cuctemn
thapmakoHarnag,
y). 3miHa
MicLie3Haxomxe
HHS1 MacTep-
thaiina cuctemm
thapmakoHarnag,
y Ta inoro
HoMepa. 3MiHa
Micusa
3[jlACHEHHS
OCHOBHOI
LisNIbHOCTI 3
thapmakoHarnng,
y.

154.

NIMEHAA-N

Combinations
of imidazole
derivatives

MeTpoHiAa
307,
MiKOHa30/
y HiTpart,
nigokaiH

GO1AF2
0

cynosuTopii
BariHasbHi, no 7
CynosuTopiiB y
6nictepi; no 1
6nictepy y
KOMM/IEKTi 3 7
HanasibYyH1Kamm
0iHOPa30BOro
BUKOPWCTaHHSA y
KapTOHHii
Kopoo6Li

TOB
«YOPNA,
MEAVLINH>»

YkpaiHa

YOPN[,
MEAMLIH
INAY CAH. BE
TIDK. A.LLL

TypeyunHa

BHECEHHS 3MiH
o
peecTpauiiHnx
mMartepianis:
3MiHn | Tuny -
3MiHK Wopao
6e3nekn/edekTn
BHOCTI Ta
thapmakoHarnag,
y. BHeceHHst abo
3miHa(1) go
3060B'A3aHb Ta

3a
peyenmom

UA/15946/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
YMOB BUAaui
peecTpadjiiiHoro
NOCBIAYEHHS,
BK/THOHAI0OUM
MnaH
ynpaBniHHA
pr3nkamm
(3acTocyBaHHs

TEKCTY, AKuii
NoropKeHuii 3
KOMNETEHTHUM

opraHom).
3asaBHUKOM
HafaHo
OHOB/IEHUIA
MnaH
ynpaBniHHA
pu3nkamm
Bepcis 2.0.
3MiHV BHEeCeHOo
[0 YacTuH: |
«3arasibHa
iHChopMaLis»,
Il
«Cneuudpikauis
3 6e3neku», llI
«[naH 3
hapmakoHarnsg,

y», IV»lnaHu

oo
nicnspeecTpauii
HUX JoCnigxeHb
eheKTNBHOCTI»,

V «3axogm 3

MiHiMi3aLji
pusukiB», VI
«Pe3tome nnaHy
ynpaBniHHA

pusnkamm», VII

«flopaTkn» y
3B'A3KY 3
yHichikauieto
iHdhopMmauii
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
LL0A0 pPU3NKIB
018 BCiX
NiKapCbKnx
3aco6is
3asBHUKA, WO
MICTATb
KOMGiHaL,iio
MeTpoHiAason/m
iKkoHa3or,
LUASXOM
BK/THOYEHHS X 10
€[MHOTO MaHy
ynpaBniHHSA
pu3nkamu.
Pestome Mnany
ynpaBniHHSA
pr3nkamm
Bepcis 2.0
[0A3€ETbCA.
155. NIHEKC® Lactic acid aHTMGIoTN AO7FAQ | kancynu TBepai CaHpo3 CnoBeHis Nek CnoseHisa BHECEHHS 3MiH 6e3 UA/14267/01/01
producing KopesucTe 1 no 32 kancynmy | ®apmacbloTi dapmaueBTUY 0o peuyenma
organisms HTHI chnakoHi; no 1 Kans g.4. Ha KoMnaHis peecTpauiiHnx
MOJI0YHOK hnakoHy B n0.4., CnoseHis mMartepianis:
ueni KapTOHHIM (BUpPOBHMLTBO 3MiHn | Tuny -
6akTepii: Kopob6ui; no 8 in bulk, 3MiHU 3 AKOCTI.
Lactobacill Kancyny nakyBaHHs; CepTuchikat
us 6nicTep; no 2, BUMYCK cepii) BignosigHocTi/l"
acidophilu abo no 4, abo E-cepTudikar
s (sp. L. no 6 6nictepis y BignoBIAHOCTI
gasseri), KapTOHHIN €Bponeicbkiin
Bifidobacte Kopoo6Li thapmakonei/mo
rium Horpadii.
infantis, MogaHHA HOBOTO
Enterococc ab0 OHOB/IEHOTO
us faecium cepTudpikata

BiANOBIAHOCTI
ab0o BUyYEHHSA
cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei:
ansa A®l; gna
BUXiAHOIO




318

Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
marepiany/pear

EeHTY/NpoMiXXHOT
0 NPOAYKTY, L0
BUKOPWCTOBYIOTb
cay
BMPOOHMULITBI
A®l; ana
[ONOMDKHOT
peyosuHm (M'E-
cepTudpikat
BiANoBIAHOCTI
€Bponeichbkiin
thapmakonei
ans
Adl/BuxigHoro
marepiany/pear
eHTY/NpoMiXXHOT
0 NpoaykTy abo
[0NOMDKHOT
peyoBUHM) -
OHoBREHWi
cepTtudikaT Big,
BXe
3aTBEPAKEHOTO
BMPOGHUKA -
nofaHHa
oHosneHoro ME-
cepTudpikata
BiANoBIAHOCTI
€Bponeichbkiin
hapmakonei Ne
CEP 2000 045
Rev 06 ansa
[0NOMDKHOT
peyoBUHN
XenatuHy Big
BXe
3aTBEPXEHOr0
BMPOGHUKA
Tessenderlo
Group N.V.,
Benbrisi. 3miHn |
TMNYy - 3MiHK 3
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
AKOCTI.
CepTucpikat

BignosigHocTi/l"
E-cepTudikar
BiANoBIAHOCTI
€Bponeichbkiin
hapmakonei/mo
Horpadii.
MopaHHA HOBOTO
ab0 OHOB/IEHOTO
cepTudpikara
BiANOBIAHOCTI
abo BUNyYeHHs
cepTudpikara
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei:
ansa A®l; gna
BUXiQHOIO
marepiany/pear
EeHTY/NPOMIXHOT
0 NPOAYKTY, WO
BUKOPWCTOBYIOTb
cay
BMPOOHNLITBI
A®I; ana
[0NOMDKHOT
peyoBuHm (IE-
ceptuaikat
BiANOBIAHOCTI
€Bponeiicbkili
hapmakonei
ans
Adl/BnxigHoro
marepiany/pear
EeHTY/NPOMIXHOT
0 npoaykTy abo
[ONOMDKHOT
peyoBuUHM) -
OHoBNEHWIA
cepTuaikaT Big
BXE

3arBepaXXeHoro
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BMPOGHUKA -
nofaHHa
oHoBneHoro ME-
cepTudpikata
BiANoBIAHOCTI

€Bponeichbkiin
hapmaxkonei Ne
CEP 2000 045
Rev 05
(3aTBEpAXEHO:
R1-CEP 2000
045 Rev 04) ana
[0NOMDKHOT
peyoBUHN
XenatuHy Big
BXe
3aTBEPXEHOr0
BMPOGHUKA
Tessenderlo
Group N.V.,
Benbrisi. 3miHn |
TMny - 3MiHK 3
AKOCTI.
CepTtudikar
BignosigHocTi/l
E-cepTudikar
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/mo
Horpadii.
lMNopaHHA HOBOroO
a60 OHOBNEHOTO
ceptuddikata
BignoBiAHOCTI
a60 BUTyYEHHSA
ceptuddikata
BignoBiAHOCTI
€Bponeiicbkili
thapmakonei:
ona A®l; ona
BUXIAHOIO

martepiany/pear

eHTy/NnpoMiXHor
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionycKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

0 NPOAYKTY, WO
BUKOPWCTOBYIOTb
cay
BMPOOHNLTBI
A®I; ana
Z0MNOMDKHOI
peyoBuHm (IE-
ceptuaikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakornei
ans
Adl/BnxigHoro
marepiany/pear
EeHTY/NPOMiXHOT
0 npoaykTy abo
[ONOMDKHOT
peyoBuHM) -
OHoBNEHWIA
cepTuaikaT Big
BXE
3aTBEPAKEHOro
BMPOOHUKA -
noAaHHsa
oHoBneHoro E-
cepTudpikara
BiANOBIAHOCTI
€Bponeiicbkili
hapmakonei Ne
R1 CEP 2000
029 Rev 06
(3aTBEpPAXKEHO:
R1 CEP 2000
029 Rev 05) ansa
[ONOMDKHOT
peyoBuHN
XenaTviHy Big,
BXe
3aTBEPKEHOr0
BMPOGHUKa
Rousselot,
HigepnaHnam

156.

NIHKOMIUNHY

lincomycin

cyma

KpUCTanivyHuiA

TOBAPUCT

YKpaiHa

TOMPOHA,

Kutaii

BHECEHHS 3MiH

UA/15682/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
rigpoxnorup NiHKOMILM NOPOLLIOK BO 3 OAPMACHBIOT no
HYy (cybeTaHuin) y OBMEXXEH IKAJT KO., peecTpauiiHnx
rigpoxnop noABiiHNX (0],0) nTAa. marepianis:
nay Ta nonieTuIeHoBMX BIAMOBIOA 3MiHa 3asiBHUKa
NiHKOMILM naketax g NBHICTHO N3 (MIBM)
Hy B hapmaueBTnyHO | «KOPIMOPA (BnacHuka
rigpoxnop ro 3aCTOCyBaHHs LA peecTpadujiiHoro
nay «340POB’A nocsifgYeHHs)
» (3rigHO Hakasy
MO3 Big
23.07.2015 Ne
460)
157. NOMEKCUH® fenticonazole deHTnkoH | GO1lAF1 | kancynu Pekopgaarti IpnaHgis KataneHt ITanis BHECEHHS 3MiH 6e3 UA/6094/01/01
asony 2 BariHabHi M’k Ainenp 1o ITani C.n.A. no peuyenma
HiTpar no 600 mr no 1 peecTpauiiHnx
abo no 2 marepianis:
Kancynu y 3MiHu | TUny -
6nictepi, no 1 3MiHM 3 SKOCTI.
6nictepy B CepTudpikar
KapTOHHii BignosigHocTi/l
Kopoo6Li E-cepTudikar
BigNoBIAHOCTI
€Bponeiicbkili
thapmakonei/mo
Horpadii.

MogaHHA HoBOrO
abo OHOB/IEHOTO
cepTudpikara
BignoBIAHOCTI
abo BUNyYeHHs
cepTudpikara
BignoBIAHOCTI
€Bponeicbkiin
thapmakonei:
ona A®l; ans
BUXiAHOTO
marepiany/pear
eHTY/NpOMiXXHOT
0 NPoAyKTy, WO
BMKOPUCTOBYIOTb
cay
BMPOOHULITBI
A®l; ans




Koo

Popma

3asBHUK
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Kpaina
3asBHUKA

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina
npoyedypa

Ymosu
BionycKy

Peknamys
aHHS**

Howmep
peecmpayitiHo
20
nocsi0oYeHHs

Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HernameHmos
aHa Hassa*

Hassa
oditoyoi
peqyosuHU

ATX

BUMYCKY
(nikapcbka
4)0pMal
ynakoska)

[0NOMDKHOT
peyoBUHN
(ceptudpikat

BiANOBIAHOCTI
€Bponeiicbkili
thapmaxone) -
OHOBREHWi
cepTudikar Big
yxe
3aTBEPAKEHOr0
BMPOOGHUKA -
nofaHHs
OHOBJIEHOr0
cepTudikaty
BiAANOBIAHOCTI
€Bponeiicbkiii
hapmakonei
CEP 2014-374-
Rev 01 Big BxXe
3aTBEPIKEHOrO
BMpPOOHMKA
RECORDATI
INDUSTRIA
CHIMICA E
FARMACEUTIC
A S.P.A., ltaly
Aitouoi
peyoBnHN
heHTukoHasony
HITpaT B 3B'SI3KY
3 BUJUIEHHAM
NPOMIXHOro
BMPOGHUKA
HEZE PANDA

LTD., China ta

3MiHa agpecu
NPOMIiXHOro

CHIZHOU
ZHONGRUI

CHEMICAL CO.,

BUPOGHUKA ADI

CHEMICAL CO.,

LTD., China,
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
micue
BMpOGHULTBA He
3MiHWNOCh
(3aTBEpAXEHO:
R1-CEP 2014-
374-Rev 00;
3anponoHOBaHO:
CEP 2014-374-
Rev 01)
158. NOMEKCUH® fenticonazole deHTnkoH | GO1lAF1 | kancynu Pekopgaarti IpnaHgis KataneHt ITanis BHECEHHS 3MiH 6e3 UA/6094/01/02
asony 2 BariHabHi M’k Ainenp 1o ITani C.n.A. no peuyenma
HiTpar no 200 mr no 3 peecTpauiiHnx
abo no 6 kancyn mMartepianis:
y 6nictepi, no 1 3MiHu | TUny -
6nictepy B 3MiHM 3 SKOCTI.
KapTOHHil CepTudpikar
KopooLi BignosigHocTi/l
E-cepTudikar
BigNoBiAHOCTI
€Bponeiicbkili
thapmakonei/mo
Horpadii.

MogaHHA HoBOrO
ab0o OHOB/IEHOTO
cepTudpikara
BignoBIAHOCTI
abo BUNyYeHHs
cepTudpikara
BignoBIAHOCTI
€Bponeicbkiin
thapmakonei:
ona A®l; ans
BUXIAHOTO
marepiany/pear
eHTY/NpoMiXXHOT
0 NPoAyKTy, WO
BMKOPUCTOBYIOTb
cay
BMPOOHULITBI
A®l; ana
[0NOMDKHOT
peyoBuHN
(cepTudikat




Koo

®opma

3asaBHuUK
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Kpaina
3asiBHUKa

Bupo6HuUK

Kpaina
BUPOGHUKa

PeecmpayitiHa

npoyeodypa

Ymosu
BionycKy

Peknamys
AHHST**

Homep
peecmpayiiiHo
20
nocsio4YeHHs1

Ne n/n

Hassa
JliKapcbKo20
3acoby

MixHapodHa
HernameHmos
aHa HasBa*

Hassa
diroyoi
peqyosuHU

ATX

BUIYCKY
(nikapcbka
popma,
ynaxoska)

BifJNOBIAHOCTI
€Bponeiicbkili
chapmaxone) -

OHoBNEHWi
cepTuaikaT Big
yxe
3aTBEPIXEHOr0
BMPOOGHUKA -
nofaHHs
OHOBJIEHOTO
cepTudpikaty
BifNOBIAHOCTI
€Bponeiicbkili
hapmakonei
CEP 2014-374-
Rev 01 Big BxXe
3aTBEPKEHOr0
BUPOOGHMKA
RECORDATI
INDUSTRIA
CHIMICAE
FARMACEUTIC
A S.P.A., ltaly
Aitouoi
peyvoBUHN
heHTUKkoHasony
HITpaT B 3B'SI3KY
3 BUJIEHHSAM
NPOMIiXHOro
BMPOGHUKA
HEZE PANDA
CHEMICAL CO.,
LTD., China ta
3MiHa agpecy
NPOMIiXHOro
BUPOGHMKa ADI
CHIZHOU
ZHONGRUI
CHEMICAL CO.,
LTD., China,
micue

BUPOGHMLITBA He

3MiHWI0Cb
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
(3aTBEpAXEHO:
R1-CEP 2014-
374-Rev 00;
3anponoHOBaHO:
CEP 2014-374-
Rev 01)
159. NOMEKCUH® fenticonazole eHTnkoH | DO1AC1 | kpem 2 %; no 30 Pekopgaarti IpnaHgis Pekopparti ITanis BHECEHHS 3MiH 6e3 UA/6094/02/01
asony 2 ryTy6i; no 1 Ainenp 1o IHpacTpia no peuyenma
HiTpar Ty6i y KapPTOHHIi Ximika e peecTpauiiHnx
Kopoo6Li dapmaceBTika mMartepianis:
C.n.A., ITanisi; 3MiHKn | TUny -
BAM®APMA 3MiHM 3 SKOCTI.
C.P.N., Itanisa CepTudpikar
BignosigHocTi/l
E-cepTudikar
BignNoBiAHOCTI
€Bponeiicbkili
thapmakonei/mo
Horpadii.

MogaHHA HoBOrO
ab0o OHOB/IEHOTO
cepTudpikara
BignoBIAHOCTI
abo BUNyYeHHs
cepTudpikara
BignoBIAHOCTI
€Bponeicbkiin
thapmakonei:
ona A®l; ans
BUXiAHOTO
marepiany/pear
eHTY/NpOMiXXHOT
0 NPoAyKTy, WO
BMKOPUCTOBYIOTb
cay
BMPOOHULITBI
A®l; ana
[0NOMDKHOT
peyoBuHN
(cepTudpikar
BignoBIAHOCTI
€Bponeicbkiin
cthapmakonei) -




327

Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
OHOBREHWi
cepTuaikaT Big
yxe
3aTBEPAKEHOro
BUPOGHMKA.
MopaHHsA
OHOBJIEHOr0

ceptudikaTy
BiANOBIAHOCTI
€Bponeiicbkili
hapmakonei
CEP 2014-374-
Rev 01 Big BXe
3aTBEPKEHOr0
BMPOGHUKA
RECORDATI
INDUSTRIA
CHIMICA E
FARMACEUTIC
A S.P.A., ltaly
nito4oi
peyoBnHN
dheHTUKkoHasony
HITparT B 3B'A3KY
3 BUJUIEHHAM
NPOMIiXHOro
BMPOGHUKA
HEZE PANDA
CHEMICAL CO.,
LTD., China Ta
3MiHa agpecu
NPOMIXHOro
BMpO6HUMKa API
CHIZHOU
ZHONGRUI
CHEMICAL CO.,
LTD., China,
micue
BMPOGHMLITBA HE
3MiHWI0Ch
(3aTBEpPAXKEHO:
R1-CEP 2014-
374-Rev 00;
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
3anponoHOBaHO:
CEP 2014-374-
Rev 01)
160. NOMEKCUH® fenticonazole eHTnkoH | GO1lAF1l | kpem Pekopgaarti IpnaHgis Pekopparti ITanis BHECEHHS 3MiH 6e3 UA/6094/03/01
asony 2 BariHanbHWi 2 Ainenp 1o IHpacTpia no peuyenma
HiTpar % no 78 ry Ty6i; Ximika e peecTpauiiHnx
no 1 1y6iy dapmaceBTika mMartepianis:
KOMMNNEKTi 3 C.n.A., lTanis 3MiHu | TUny -
annikatopom y abo 3MiHM 3 SKOCTI.
KOHTeliHepi; no 1 BAM®APMA CepTudpikar
KOHTEliHepy B C.P.N., Itanis BignosigHocTi/l

KapTOHHIN
Kopoo6Li

E-cepTudikar
BignNoBiAHOCTI
€Bponeiicbkili
thapmakonei/mo
Horpadii.
MogaHHA HoBOrO
abo OHOB/IEHOTO
cepTudpikara
BiANoBIAHOCTI
abo BUNyYeHHs
cepTudpikara
BignoBIAHOCTI
€Bponeicbkiin
thapmakonei:
ona A®l; ans
BUXiAHOTO
marepiany/pear
eHTY/NpOMiXXHOT
0 NPoAyKTy, WO
BUKOPWCTOBYIOTb
cay
BMPOOHULITBI
A®l; ana
[0NOMDKHOT
peyoBuHN
(cepTudbikar
BignoBIAHOCTI
€Bponeicbkiin
thapmakonei) -
OHOBNEHWIA
cepTtudikat Big
yxe




329

Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
3aTBEPAKEHOro
BMPOOGHUKA -
nogaHHa

OHOBJIEHOr0

ceptudikaTy

BiANOBIAHOCTI

€Bponeiicbkili
hapmakonei

CEP 2014-374-
Rev 01 Big BXe
3aTBEPKEHOr0
BMPOGHUKA
RECORDATI
INDUSTRIA
CHIMICA E
FARMACEUTIC
A S.P.A., ltaly
nito4oi
peyoBnHN
heHTUkoHasony
HITpaT B 3B'A3KY
3 BUJUIEHHAM
NPOMIiXHOro
BMPOGHUKA
HEZE PANDA
CHEMICAL CO.,
LTD., China Ta
3MiHa agpecu
NPOMIiXHOro
BMpO6HUMKa API
CHIZHOU
ZHONGRUI
CHEMICAL CO.,
LTD., China,
micue
BMPOGHMLITBA HE
3MiHWI0Ch
(3aTBEpPAXKEHO:
R1-CEP 2014-
374-Rev 00;
3anponoHOBaHO:
CEP 2014-374-
Rev 01)
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
161. NOMNIHABIP/ lopinavir and noniHasip JO5AR1 | Tabnetku, BKpUTI Makneogc IHais Makneoac IHais BHECEHHS 3MiH 3a UA/19934/01/01
PUTOHABIP ritonavir Ta 0 NNiBKOBOKO dapmacboT PapMacbiTUK no peyernmom
MAKNEOAC pUTOHaBIp 060/10HKOI0 MO vKanc auc Nimiteq, peecTpavinHmx
100 mr/25 wr, no Nimiteq marepianis:
60 TabneTtok y 3MiHu | TNy -
nnacTyKoBomy 3MiHn Wwopo
donakoHi i3 6e3nekn/edexTu
noninponinieHos BHOCTI Ta
VM 3aXUCHUM thapmakoHarnag,
NPUCTPOEM Bif, y. BBegeHHs
aiten, wo abo 3MiHu 10
MICTUTb ABa y3arasibHeHux
cawe 3 JaHux npo
cunikarenem cuctemy
hapmakoHarnag,
y (BBEAEHHS
y3arasibHeHux
AaHvx npo
cuctemy
hapmakoHarnag,
Y, 3MiHa
YNOBHOB&XXeHOT
ocobwu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
hapmakoHarnag,
Y; KOHTaKTHOT
ocobu 3
thapmakoHarnag,
y 3asBHVKa ANs
3iiCHEeHHS
hapmakoHarnag,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif
YNOBHOB&XXEHOT
ocobu,
BignosigabHoOI
3a 3[iliCHEHHSA
hapmakoHarnsg,

y (BkNtovaroum
KOHTaKTHI faHi)
Ta/abo 3MiHN Y
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
PO3MILLLEHHI
mMacTep-aiina
cucremu
hapmakoHarnsg,
y). 3MiHa
KOHTaKTHUX
AaHnx
YMNOBHOBaXeHOoi
0cobu 3a8BHUKA,
BignoBiganbHOI
3a
thapmakoHarnag,
. 3miHa
MicLie3Haxomxe
HHSA MacTep-
thaiina cuctemm
thapmakoHarnag,
y Ta inoro
HoMepa. 3MiHa
Micusa
3[jlACHEHHS
OCHOBHOI
LisNIbHOCTI 3
thapmakoHarnag,
y.
162. NONIHABIP/ lopinavir and noniHasip JO5AR1 | Tabnetku, BKpUTI Makneogc IHAis Makneogc IHAin BHECEHHS 3MiH 3a UA/19934/01/02
PUTOHABIP ritonavir Ta 0 NNiBKOBOKO PapmacboT dapmMacboTuK 0o peyenmom
MAKNEO/AC puTOHaBIp 060/10HKOI0 MO nKauic avc Nimiteq, peecTpauiiHnx
200 mr/50 mr, no Nimiteq mMartepianis:
120 TabneTtok y 3MiHn | Tuny -
nnacTMKoBOMy 3MiHK Wopao
hakoHi i3 6e3nekn/edekTn
noninponineHos BHOCTI Ta
MM 3aXVICHUM thapmakoHarnsg,
NPUCTPOEM Bif, y. BBegeHHs
niten, wo abo 3MiHM o
MICTUTb ABa y3arasibHeHUx
cawe 3 [JaHux npo
cunikarenem cuctemy
thapmakoHarnag,
y (BBEAEHHS
y3arasibHeHux

[laHnx npo
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

cuctemy
thapmakoHarnag,
Y, 3MiHa
YNOBHOB&XXeHOT
ocobu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
thapmakoHarnag,
Y; KOHTaKTHOT
ocobm 3
thapmakoHarnag,
y 3asBHVKa ANs
3iiCHEeHHS
thapmakoHarnag,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif
YNOBHOB&XXEHOT
ocobwm,
BignosigabHoOI
3a 3[iliCHEHHSA
hapmakoHarnsg,
y (BkNtovaroun
KOHTaKTHI faHi)
Ta/abo 3MiHN y
PO3MiLLEHHI
mMacTep-arina
cuctemu
thapmakoHarnag,
y). 3miHa
KOHTaKTHUX
OaHnx
YMOBHOBa&XXEHOT
0Cco6V 3asIBHMKA,
BignosigabHoOI
3a
hapmakoHarnsg,
. 3MiHa
MicLe3Haxomxe
HHS MacTep-
thaiina cuctemum
thapmakoHarnag,
y Ta iioro
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
HoMepa. 3MiHa
Micusa
3[jlACHEHHS
OCHOBHOI
LisNIbHOCTI 3
thapmakoHarnag,
y.
163. NOPATAAVH loratadine noparagu - NOPOLLIOK TOBAPUCT YkpaiHa KALINTA IHAin BHECEHHS 3MiH - UA/15299/01/01
H (cybeTaHuin) y BO 3 PAPMACBIOT 0o
noAgiiHnx OBMEXXEH NKAN3 peecTpauiiHnx
nonieTuIeHoBmX (e]}0) NIMITEL, mMartepianis:
MilKax gns BIANOBIOA 3MiHa 3asBHMKa
hapmaueBTUYHO NBHICTHO N3 (MIBIM)
ro 3actocyBaHHsa | «KOPIOPA (BnacHvika
LA peecTpavuiiiHoro
«300POB’'A NocCBifYEHHS)
» (3rigHO Haka3zy
MO3 Big
23.07.2015 Ne
460)
164. NNOPOCAH - KBITU RO2AA2 | cnpeii TOB YkpaiHa MpAT "Bionik" YkpaiHa BHECEHHS 3MiH 6e3 nidnsieae UA/12867/01/01
COHSALLIHUK 0 OPOMYKO3HUIA, "TEONIK no peyenma
a (flores po3uuH; no 30 PAPM peecTpauiiHnx
helianthi) M/ Yy h/1akoHi 3 MAPKETWVH MaTtepianis:
Hacocom- rreymn" 3MiHa 3asBHUKa
[,03aTOPOM 3 N3 (MIBI)
posnuoBayem,; (BnacHuka

no 1 dpnakony y
nauj 3 KapToHy

peecTpadjiiHoro
noceiAYeHHs)
(3rigHO Hakasy
MO3 Big
23.07.2015 Ne
460) y 3B'A3KY 3
nepegadyeto
npas BNACHOCTI.
3MiHN BHECEHO
B IHCTPYKL0
ANs MegnvHoro
3acTocyBaHHs
nikapcbKoro
3acoby, a came
BU/Ty4YEHO
po3ainu
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
"3asaBHUK" Ta

"MicuesHaxomxe
HHA 3aABHUKA".
BBegeHHs 3MiH
NpoTArom 6-Tn

MicsauiB nicns
3aTBEPMKEHHS.
3MiHu | TNy -
3MiHM Wwozo
6e3nekn/edexTu
BHOCTI Ta
thapmakoHarnag,
y. BBefeHHA
abo 3MiHM 10
y3arasibHeHux
JaHux npo
cuctemy
thapmakoHarnag,
y (BBEAEHHS
y3arasibHeHUx
AaHvx npo
cuctemy
thapmakoHarnag,
Y, 3MiHa
YNOBHOB&XXEHOT
ocobu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
thapmakoHarnag,
Y; KOHTaKTHOT
ocobm 3
hapmakoHarnag,
y 3asBHVKa ANs
3iiCHEeHHS
hapmakoHarnag,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif
YNOBHOB&XXEHOT
ocobwm,
BignosigabHoOI
3a 3[iliCHEHHSA
chapmakoHaraiag,
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

y (BK/IHOYaoun
KOHTaKTHI AaHi)
Ta/abo 3miHn y
PO3MILLLEHHI
MacTep-aiina
cuctemn
hapmakoHarnsg,
y). 3MiHa
YMNOBHOB&XXEHOT
0Cco6V 3asIBHMKA,
BignosigabHoOI
3a
hapmakoHarnsg,
. Oitova
pefakuis:
BpuTtaH OkcaHa
BaneHTuHiBHA.
MponoHoBaHa
pepakuis:
YperTiii Cepriii
IBaHOBMY. 3MiHa
KOHTaKTHUX
OaHnx
YMOBHOBa&XXEHOT
0Cco6V 3asIBHMKA,
BignosigabHoOI
3a
hapmakoHarnsg,
. 3MiHa
MicLe3Haxomxe
HHS MacTep-
thaiina cuctemum
thapmakoHarnag,
y. 3MiHa Micud
3[iACHEHHS
OCHOBHOI
LOisiNbHOCTI 3
hapmakoHarnag,
y. 3Minn | Tuny -
3MiHM Wwozao
6e3nekn/edekTn
BHOCTI Ta
chapmakoHaraiag,
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
y (iHWi 3MiHW).
3MiHU BHECEHO
B TEKCT
MapKyBaHHS
nepBUHHOI Ta
BTOPVHHOT
yNakoBOK
nikapcbKoro
3aco6y y NyHKT
17.
BBeaeHHs 3MiH
NpOTArom 6-tn
MicsyiB micns
3aTBEPMAKEHHS.
165. MArHE-B6® - MarHito A11EC | po3uvH ans TOB YkpaiHa KOMEPACHO ®paHuis BHECEHHS 3MiH 6e3 UA/5476/01/01
nakraty nepopasibHoro "Onenna H no peyenma
ourigpart, 3aCTOCYBaHHS; Xenckea PAPMACBIOT peecTpauiiHnx
MarHito Ne 10: no 10 mn YkpaiHa" IK PPAHCE3 marepianis:
nigonsaT, B amnyni; no 10 3MiHu Il Tuny -
nipugokcu amnyn 3 ggomMa 3MiHM 3 SKOCTi.
HYy nNiHiaMn ADI.
rigpoxnop posnomy y Bnpo6bHuuTBO
ng nigaoHi 3 (iHLWi 3MiHN) -
(BiTamiH KapTOHY, B nofaHHa
B6) KapTOHHil OHOBJ1IEHOTO
KOpOoO6Li malictep-chaiiny
Ha firouy
PeyoBUHY
MarHito nakraty
avrigpaty
BMPOGHUKa
MOEHS
IBERICA S.L.
(Spain).
3arBepaeHo:
ASMF, rpyfeHb
2015
3anponoHoBaHo:
ASMF,
6epeseHb 2019
166. MAKMNEHEM meropenem meponeHe | JO1DHO | nmopoilok Ans Makneogc IHAis Bpykc IHAiA BHECEHHS 3MiH 3a UA/18786/01/01
1000 My 2 PO34mMHy ans dapmacboT CrepicaiieHc 0o peyenmom
Tpurigpat iH'ekLjn no 1000 nKaac JlimiTeq peecTpaLiiHuX
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

Mmr; no 1
hnakoHy y
KapTOHHIN
ynakoBLi

NimiTeq

marepianis:
3MiHu | TNy -
3MiHM Wwozo
6e3nekn/edexTu
BHOCTi Ta
thapmakoHarnag,
y. BBeaeHHsA
abo 3MiHM 10
y3arasibHeHux
JaHux npo
cuctemy
thapmakoHarnag,
y (BBEAEHHS
y3arasibHeHux
AaHvx npo
cuctemy
thapmakoHarnag,
y, 3MiHa
YNOBHOB&XXeHOT
ocobu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
thapmakoHarnag,
Y; KOHTaKTHOT
ocobm 3
hapmakoHarnag,
y 3asBHVKa ANs
3iiCHEeHHS
thapmakoHarnag,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif
YMOBHOBa&XXEHOT
ocobwm,
BignosigabHoOI
3a 3[iliCHEHHSA
hapmakoHarnsg,
y (BkNtovaroum
KOHTaKTHI faHi)
Ta/abo 3MiHN y
PO3MiLLEHHI
mMacTep-arina
cuctemu
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
hapmakoHarnsg,
y). 3MiHa
KOHTaKTHUX
AaHnx
YMNOBHOBaXeHOoi
0cobu 3a8BHUKA,
BignoBigabHOI
3a
thapmakoHarnag,
. 3miHa
MicLie3Haxomxe
HHSA MacTep-
thaiina cuctemm
thapmakoHarnag,
y Ta inoro
HoMepa. 3MiHa
Micusa
3[jlACHEHHS
OCHOBHOI
LisNIbHOCTI 3
thapmakoHarnng,
y.
167. MENIBAKAIHY Mepivacaine MeniBakal - NOPOLLIOK TOBAPUCT YkpaiHa C.LM.C. ITanis BHECEHHS 3MiH - UA/10732/01/01
rigpoxnopunp HYy KpucTanivyHmim BO 3 C.P.. no
rigpoxnop (cybeTaHuis) y OBMEXXEH peecTpauiiHnx
ng, noAgiliHmnx (e]}0) mMartepianis:
nonieTuIeHoBMX BIAMOBIOA 3MiHa 3asBHUKa
naketax s NBHICTHO N3 (MIBIM)
hapmaueBTnyHo | «KOPIOPA (BnacHvika
ro 3aCTOCyBaHHs LA peecTpavuiiiHoro
«300POB’'A NocCBiAYEHHS)
» (3rigHO Haka3zy
MO3 Big
23.07.2015 Ne
460).
168. MEPIO®EPT human meHoTponi | GO3GAO | nopoLuoK Ta IBCA LLIseliyapi BTOPWHHE LLiBeviyapisi/ BHECEHHS 3MiH 3a UA/20004/01/02
150 MO menopausal H (JIMT, 2 PO3YMHHUK ANs IHCTUTYT A nakyBaHHs, ITanis no peyenmom
gonadotrophin | noacbkuii NpUroTysBaHHsA Bioximik CA KOHTPO/b peecTpauiiHnx
MeHonays PO34MHy AN SIKOCTi Ta Martepianis:
anbHWi iH'ekuii mo 150 BMNYCK cepil: 3MinHu 1l Tuny -
roHafoTpo MO; no 1 IBCA IHCTUTYT 3MiHM 3 SKOCTi.
niH) CKsTHOMY Bioximik CA, Ad®l. Cuctema
hakoHy 3 LUBeliuapis; KOHTeliHep/3aky
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
MEHOTPONIHOM, BMPOGHMLTBO, noproBasibHWi
no 1 amnyni (1 nepBrHHE Ta 3aci6. 3miHa y
M) 3 BTOPUHHE 6e3nocepeHii
PO3YMHHUKOM Y nakyBaHHs: ynakosui A®|
KapTOHHil IBCA IHCTUTYT (sikicHi Ta/abo
Kopo6ui, no 10 Bioximik CA, KiNbKICHi 3MiHW
KOpOGOK y LlBeiiuapis; cknagy ans
KapTOHHIN nauui BUPOGHMLTBO CTEepPU/IbHUX Ta
roToBOro HEe3aMOpPOXEHNX
nikapcbkoro Ad|
3acoby, 6ionorivuHoro/imy
BK/THOYAOUN HOJTOrYHOTO
nepBUHHY MOXOKEHHS) -
yNaKoBKY; [0AaBaHHsA
BVMPOGHMLTBO a/1bTepHaTUBHOT
PO3UMHHYIKA: cuctemu
3amM60H KOHTeliHepy/3ak
C.M.A,, lTanis; YNOpHBasIbHOrO
BVPOGHMLTBO 3acoby, a came
PO3YMHHYIKA: chnakoHy 3
IBCA nonietTuneHTepe
dapmaueyTuui thranaty (PET)
ITania cpn, ons Aol
ITanisa MEHOTPONIHY
(moacbkuii
MeHonay3a/bHN

1 roHagoTponiH,
Lo BignoBiaae
75 MO uun 150

MO oCr

(dbonikynoctnmy

NoKYHoMy

ropMOHy) Ta 75
MO un 150 MO

nr

(ntoTeiHI3yrO4OM
Yy TOpPMOHY)) Ao
BXe iCHyto4OTl

cuctemn

KOHTeliHep/3aKy
noproBasibHWi

3aci6 — chnakoH

3 PETG
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
(cononiedip
nonieTuneHTepe

pTanart rnikons)
3 METOH0
3anobiraHHs
MOX/IMBUM
nepe6osm y
noctayaHHi
npoayKuii.
[itoua pepakuis
3.287
Container
Closure system
The API
containers are
PETG
(polyethylene
terephthalate
copolyester)
bottles with
white high-
density
polyethylene
screw closures,
suitable for
frozen storage.
[ponoHoBaHa
pepaxuis
3.28.7
Container
Closure system
The API
containers are
PETG
(polyethylene
terephthalate

PET
(Polyethylene
terephthalate)

bottles with

copolyester) or

white high-
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
density
polyethylene
screw closures,
suitable for
frozen storage.
169. MEPIO®EPT 75 human meHoTponi | GO3GAO | nopoLiok Ta IBCA LLsefuapi BTOPUHHE LLseiiuapis/ BHECEHHS 3MiH 3a UA/20004/01/01
MO menopausal H (JIMT, 2 PO3YMHHWK 4N IHCTUTYT A nakyBaHHs, ITanis no peyenmom
gonadotrophin | ntopacbkuii NpUroTyBaHHsA Bioximik CA KOHTPO/b peecTpauiiHnx
MeHonays3 po34nHy Ans AKOCTI Ta marepianis:
anbHWi iH'ekyin no 75 BUNYCK Cepil: 3MiHu Il Tuny -
roHagoTpo MO; no 1 IBCA IHCTUTYT 3MiHM 3 SKOCTi.
niH) CKNsAHOMY Bioximik CA, A®I. Cuctema
hnakoHy 3 LBeiiuapis; KOHTeliHep/3aKy
MEHOTPONIHOM, BUMPOGHULITBO, noptoBasibHUii
no 1 amnyni (1 nepBrHHE Ta 3aci6. 3miHa 'y
M) 3 BTOPUHHE 6e3nocepeHii
PO3YMHHUKOM Y nakyBaHHs: ynakoBLi Adl
KapTOHHIN IBCA IHCTUTYT (siKicHi Ta/abo
Kopo6ui, no 10 Bioximik CA, KiNbKICHi 3MiHV
KOpobOoK y Lseiiyapis; cknagy ans
KapTOHHI nayui BVPOGHMLTBO CTEPU/IbHUX Ta
roToBOro He3amMOpOXeHUX
nikapcbKoro Adl
3acoby, 6ionoriyHoro/imy
BK/IHOHAK0UMN HOOrYHOro
nepBUHHY NOXOKEHHS) -
yMaKoBKy; [ofaBaHHsA
BVPOGHMLTBO a/lbTepHaTUBHOT
PO3UMHHYIKA: cuctemn
3am60H KOHTeliHepy/3ak
C.N.A., Itanis; ynopoBasibHOro
BUPOGHMLTBO 3acoby, a came
PO3UYUHHKKA: hnakoHy 3
IBCA nonieTuneHTepe
dapmaueyTumui pranaty (PET)
ITania cpn, ans Aol
ITanis MEHOTPONiHY
(nroacbkuii
MeHonay3asibH1

1 roHaJoTpOMiH,

Lo Bignosigae

75 MO um 150
MO ¢Cr
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

(dbonikynoctrmy
NoKYoMy
rOpMOHy) Ta 75
MO un 150 MO
nr
(ntoTeiHI3yrO4OM
Yy TOpPMOHY)) Ao
BXe iCHyto4OTl
cuctemn
KOHTeliHep/3aKy
noproBasibHWi
3aci6 — chnakoH
3 PETG
(cononiedpip
nonietTuneHTepe
hranat rnikons)
3 MeTol
3anobiraHHs
MOX/IMBUM
nepe6osm y
noctayaHHi
NpPOAyKLUIi.
[Litova pepakuis
3.28.7
Container
Closure system
The API
containers are
PETG
(polyethylene
terephthalate
copolyester)
bottles with
white high-
density
polyethylene
screw closures,
suitable for
frozen storage.
[ponoHoBaHa
pepaxuis
3.28.7
Container
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
Closure system
The API
containers are
PETG
(polyethylene
terephthalate
copolyester) or
PET
(Polyethylene
terephthalate)
bottles with
white high-
density
polyethylene
screw closures,
suitable for
frozen storage.
170. MEPOMNEHEM meropenem meponeHe | JO1DHO | mopowok ans MpuBaTtHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 3a He UA/17669/01/01
My 2 pOo34nHy AN akuioHepHe akuioHepHe no peyenmom niossieae
Tpurigpat iH eKuii no 500 TOBapucTBo TOBapuCTBO peecTpauiiHnx
mr; 1 a6o 10, "Jlekxim- "Jlekxim- mMartepianis:
a6o 50 Xapkis" Xapkis", 3MiHu | Tuny -
h1akoHiB 3 YkpaiHa 3MiHV Wwoao
NOPOLLIKOM Y (BUpPOBHMLTBO 6e3nekn/edextu
KapTOHHIN nayui 3 NPOAYKLUIT in BHOCTI Ta
bulk chipmu- thapmakoHarnag,
BMPO6HMKa y. 3miHa y
EiCiEc KOPOTKiii
OOB®AP XapaKkTepucTuLl
Ec.Ni.En., nikapcbkoro
ITanis) 3aco0y, TeKCTi

MapKyBaHHSA Ta
IHCTpYKLUii gns
MeAMYHOro
3aCTOCYyBaHHSA
Ha nigcTasi
perynsipHo
OHOBJ/IOBAHOI0
3BITYy 3 6e3nekn
nikapcbKoro
3acoby, abo
nocnigpkeHs 3
6e3neku
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
3aCTOCYBaHHSA
nikapcbKoro
3acoby B

nicnspeecTpauiii
HKi nepioa, abo
AK pesynbrart
OLLiHKM 3BITY 3
LocCNifpKeHb,
npoBefeHNx
BigNoBigHO A0
nnaxy
negjiaTpuyHmx
[ocnigpkeHb
(PIP) (3miHy
Y3rOfKEHO 3
KOMNETEHTHUM
YNOBHOBaXXEHUM
opraHom). 3MiHu
BHECEHO B
IHCTpYKLit0 oNns
MeAMUYHOro
3aCTOCYyBaHHSA
nikapcbKoro
3acoby go
po3ginis
"Oco6nmnBoCTi
3acTocyBaHHA"
Ta "MNobiuHi
peaxuii”
BIANOBIAHO A0
OHOBJIEHOT
iHchopmauit
oo 6esnekn
3aCTOCYyBaHHSA
nito4oi
peyoBUHN
(rinokaniemia Ta
YpaXeHHs
MeuyiHKK) 3rigHo 3
pekomeHAaLjieo
PRAC. 3MiHn |
™ny - 3MiHu
oo
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
6e3nekn/edexTu
BHOCTI Ta
thapmakoHarnng,
y. 3MiHN Y
KOPOTKiit
XapakrepucTuui

nikapcbKoro
3acoby, TeKCTi
MapKyBaHHS Ta
iHCTpYKLUIii gns
MeAMYHOro
3acToCyBaHHsA
reHepuyHUx/riop
naHux/6ionoaioH
NX NiKapCbKNX
3acobis nicns
BHECEeHHS Tiel
camoi 3MiHM Ha
pedepeHTHUI
npenapart (3miHa
He notpebye
HafiaHHs
XOLHNX HOBUX
[,04,aTKOBMX
[aHnx). 3MiHn
BHECEHO A0
IHCTpYKLUii gns
MeAMYHOro
3aCTOCYyBaHHSA
nikapcbkoro
3acoby y
po3gainu
"hapMakoorivHi
BNaCTMBOCTI",
"Moka3aHHsA",
"OcobnuBocCTi
3aCTOCyBaHHSA",
"3acTocyBaHHA
y nepiog
BariTHoOCTi abo
rogyBaHHs
rpyaat”,
"Cnoci6
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
3aCTOCYBaHHSA
Ta gosun”,
"Mo6iyHi
peakuji" 3rigHo 3
iHhopmadieto
oo
MeAMYHOro
3aCTOCYyBaHHSA
pedepeHTHOro
nikapcbKoro
3acoby
(Meronem).
171. MEPONEHEM meropenem MeponeHe | JO1DHO | nopoluok ans MpuBaTHe YkpaiHa MpuBatHe Ykpaina BHECEHHS 3MiH 3a He UA/17669/01/02
My 2 pO34nHy Ans akuioHepHe akuioHepHe no peuenmom nionsieae
Tpurigpat iH eKuii no 1000 TOBapuncTBo TOBapuCTBO peecTpauiiHnx
mr; 1 a6o 10, "Jlekxim- "Jlekxim- mMartepianis:
a6o 50 Xapkis" Xapkis", 3MiHu | TUny -
dNakoHiB 3 YkpaiHa 3MiHn Wwopo
NOPOLLKOM Y (BUpOOHMLTBO 6e3nekn/edextu
KapTOHHIN nayui 3 NpOAYKLUIT in BHOCTI Ta
bulk chipmu- hapmakoHarnag,
BMPOGHMKa y. 3miHa y
EiCIEc KOPOTKiit
NOBDAP XapakTepucTuui
Ec.Mi.En., nikapcbKoro
ITanis) 3acoby, TeKCTi

MapKyBaHHs Ta
IHCTPYKLUiT Ana
MeAMYHOro
3acToCyBaHHsA
Ha nigcTasi
perynsipHo
OHOB/IHOBAHOrO
3BiTYy 3 6e3neku
nikapcbKoro
3acoby, abo
[ocnimKeHb 3
6e3neku
3acToCyBaHHsA
nikapcbKoro
3acoby B
nicnapeecTpaui
HWIA nepiog, abo
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

AK pesynbrart
OLjiHKM 3BITY 3
LOCAigpKEHD,
npoBefeHnx
BiA4NoBigHO A0
nnaHy
neajaTpnyHmx
nocnimkeHb
(PIP) (3miHy
Y3rOKEHO 3
KOMNETEHTHUM
YMOBHOBaXEHUM
opraHom). 3MiHu
BHECEHO B
IHCTpYKLil0 Ans
MeAMYHOro
3aCTOCYBaHHSA
nikapcbKkoro
3acoby go
po3ainis
"OcobnuBocCTi
3acTocyBaHHsA"
Ta "Mob6iyHi
peakui"
BigMNoBigHO A0
OHOB/IEHOT
iHdpopmauii
Loao 6e3nekn
3aCTOCYyBaHHSA
nito4oi
peyoBnHN
(rinokaniemis Ta
YPaKeHHS
MeuyiHKK) 3rigHo 3
pekomeHpalieto
PRAC. 3miHn |
™Mny - 3MiHu
wozno
6e3nekn/edextn
BHOCTi Ta
hapmakoHarnag,
y. 3MiHN Yy
KOPOTKiit
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
XapakTepucTuui

nikapcbKoro
3acoby, TekCTi
MapKyBaHHA Ta
IHCTpYKLUiT Ana
MeLMYHOro
3aCTOCYyBaHHSA
reHepuyHuX/riop
naHux/6ionofioH
MX NiKapCbKNX
3acob6is nicns
BHECEHHS Ti€l
camoi 3MiHu Ha
pedhepeHTHUIA
npenapar (3MiHa
He noTpebye
HafaHHs
XOLHNX HOBUX
[0AATKOBUX
AaHunx). 3MiHn
BHECEHO [0
iHCTpYKLUii gns
MeAMYHOro
3acToCyBaHHsA
nikapcbKoro
3acoby y
posgainu
"®apmakonoriyHi
B/1lacTMBOCTI",
"Moka3aHHs",
"OcobnuBocTi
3aCTOCyBaHHSA",
"3acTocyBaHHA
y nepiog
BariTHoCTi abo
rofyBaHHs
rpyano”,
"Cnoci6
3acToCyBaHHsA
Ta gosn”,
"Mo6iuHi
peakuii" 3rigHo 3

iHdhopmaliieto
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Ne n/n

Hassa

MixHapooHa Hassa Koo Dopma 3assHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
oo
MeAMYHOro
3acToCyBaHHsA
pedhepeHTHOro
nikapcbKoro
3acoby
(Meronem).
172. MIKCTAPA® 30 insulin iHCyniH A10ADO | cycneHsis gns A/T HoBso NaHis BignosiganbH [Nanis/ BHECEHHS 3MiH 3a UA/2682/01/01
HM (human) NOACHKNI 1 iH'ekuin, 100 Hopgaick niA 3a BUMNYCK ®paHuis no peyenmom
6iocuHTET MO/mn; no 10 cepiii peecTpauiiHnx
NYHMi1 (30 M1y h1aKOHi; KiHLLeBOro mMartepianis:
% no 1 conakoHy B npoaykty: A/IT 3MiHn | Tuny -
PO34YMHHOT KapTOHHil Hoso Hopgick, 3MiHV Wwoao
0 iHCy iHY, KopoobLi [anis; 6e3nekn/edekTn
70 % BUpo6HMK BHOCTI Ta
KpucTanis npoaykuii 3a chapmakoHarnag,
i3ohaH- NOBHUM y. 3miHa
IHCYNiHY, uukiom: Hoso yactoTu Ta/abo
BMPOGNEH Hopgaick TEPMIHiB
oro 3a MpoAKCLOH nofaHHa
TEeXHONOri CAC, ®paHujs perynsipHo
et pAHK OHOB/IOBaHNX
B 3BITIB 3 6e3neKkn
Saccharo nNikapcbKnx
myces 3aco6iB - 3MiHa
cerevisiae) yactoTu
noAaHHsa
perynsipHo
OHOBJ/IOBAHOI0
3BITYy 3 6e3nekn
(PO3B)

nikapcbKoro
3acoby: [itoua
pefakuis:
YacTota
nogaHHa PO3b -
3 poku; KiHueBa
nara ans
BK/IIOUYEHHS
paHux go PO3b
- 26.10.2020 p.;
JaTa nofaHHs
PO3b -
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

24.01.2021 p.
lponoHoBaHa
pefakuis:
YactoTa
nogaHHa PO3b -
5 pokis; KiHueBa
fata gna
BK/IIOYEHHSA
AaHux go PO3b
-26.10.2028 p.;
faTa nofaHHs
PO3b6 -
24.01.2029 p.
PekomeHgoBaHo
o
3aTBepMKeHHsA
Bi4NoBigHO A0
nepiognYHOCTI
noAaHHsA
perynspHo
OHOB/IHOBAHNX
3BITiB 3 6e3neku
niKapcbKknx
3aco6iB y
€Bponericbkomy
Cotosi

173.

MINAPOKAPA-
H

meldonium

3-(2,2,2-
TpUMETUAT
ifpasuHiit)
nponioHar
y gurigpat
(MenbaoHi
)

CO1EB2
2

po3uunH ans
iH'ekujin, 100
mr/mn; no 5 mn B
amnyni; no 10
amnyn y nadui 3
KapTOHY

TOB
«OPAPMACE
N»

YkpaiHa

MoBHMiA
BMPOGHWYNIA
uukn: TOB
«®APMACEN
», YKpaiHa;
KoHTpoOb,
BUMYCK Cepii:
TOB
«®APMACEN
», YKpaiHa;
BTopuHHa
ynakoBka,
KOHTPO/b:
XONOMAK
depnakyHrcre
XHiK TM6X,
HimeyuunHa,

Ykpaina/
HimeuunHa

BHECEHHS 3MiH
ao
peecTpauiiHnx
marepianis:
3MiHu | TUny -
3MiHV Wwoao
6e3nekn/edekTn
BHOCTi Ta
thapmakoHarnag,
y. 3MiHN Yy
KOPOTKiii
Xapakrepuctuui
nikapcbkoro
3aco0y, TeKCTi
MapKyBaHHSA Ta
IHCTpYKLUii ans
MeAMYHOro

3a
peyerimom

He
nionsieae

UA/10376/01/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

Bupo6HMLTBO
Hepo3gacoBa
HOT NpoAayKu,i,
nepBuHHA Ta
BTOPVHHA
ynakoBka,
KOHTPO/b!
XONOMAK
depnakyHrcre
XHik TM6X,
HimeuunHa

3aCTOCYBaHHSA
reHepuyHuX/riep
naHux/6ionofioH
MX NiKapCbKNX
3acob6is nicns
BHECEHHS Ti€l
camoi 3MiHu Ha
pedhepeHTHUIA
npenapar (3MiHa
He noTpebye
HafaHHs
XOLHNX HOBMX
[0AATKOBUX
AaHunx). 3MiHn
BHECEHO 10
iHCTpYKLUii ans
MeAMYHOro
3acToCyBaHHsA
nikapcbKoro
3acoby y
posgainu
"®apmakonoriyHi
B/1lacTmMBOCTI",
"MMpoTunokasaHH
2", "Mo6ivHi
peakuii"
BIANOBIAHO A0
iHchopmauit
wozno
MeAMUYHOro
3aCTOCYyBaHHSA
pedhepeHTHOro
nikapcbKkoro
3acoby
(MingpoHaT®,
PO34MH Ana
iHekujn 100
Mr/mn).
BBefeHHs 3miH
NpOTAroM 6-Tn
MicaLis nicns
3aTBEPLKEHHS

174.

MIOTUN

thiocolchicosid

TIOKOJIXIKO

M03BX0

TabneTtkn no 8

TOB

YKpaiHa

biodpapm Cn. 3

MNonbLia

BHECEHHS 3MiH

3a

UA/19602/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
e 314 5 mr; no 14 "PAPMALE 0.0. Lo peyenmom
Tabnetok y BTUYHA peecTpauiiHnx
6nicTepi; no 1 KOMMAHIA marepianis:
6nictepy B "®APMBEP 3MiHu | TUny -
KapTOHHil r 3MiHu Wwoao
Kopoobui 6e3nekn/edekTn
BHOCTi Ta
thapmakoHarnag,
y (iHWi 3MiHW).
3MiHN BHECeHO
B TEKCT
MapKyBaHHs
BTOPUHHOI
(nyHkTH 16, 17)
Ta NnepBUHHOT
(nyHKT 6)
ynakoBOK
nikapcbKkoro
3acoby. TepmiH
BBEEHHS 3MiH-
NpOTArom 6-tn
MicsiB micns
3aTBEPAKEHHS
175. MIPEHA levonorgestrel | neBoHopre | GO2BAQO | BHyTpilUHbOMATK Baiep Oy ®iHNAHgA | BupobHULTBO PiHnaHgis/ BHECEHHS 3MiH 3a UA/8614/01/01
cTpen 3 oBa cuctema 3 3a NOBHUM Benbris ao peyernmom
neBoHoprecTpen LMKIOM: peecTpauiiHnx
om, 52 wr (20 Baiiep Oy, marepianis:
MKr/24 roguHW); PiHNAHAIA; 3MiHu | TUny -
BHYTPIiLUHbOMATK BTopuHHe 3MiHK Wwopao
oBa cuctema Ta nakyBaHHs: 6e3nekn/edekTn
npucTpin ans Baiiep Oy, BHOCTI Ta
BBE[EHHS PiHNAHAIA; thapmakoHarnag,
(3anasHuin B Crepunisauis: y (iHWi 3MiHN).
oKpemuii CrepigXeHikc 3MiHV BHeceHo
6nictep), Benmxiym B TEKCT
3anakoBaHi B (MNeTi-PewweH), MapKyBaHHs
CTEPUNBHUIA, Benbris nepBuHHOI Ta
3anasiHui BTOPWHHOI (M.
MiLLEYOK, Lo 17) ynakoBok
NoMiLLIaETLCA B nikapcbKoro
KapTOHHY nayky 3acoby.
176. MOBI®J/IEKC® dexketoprofen | pekcketon | MO1AEl | po3uuH ans TOB "MoBi YkpaiHa [Lea XonguHr TypeyunHa BHECEHHS 3MiH 3a He UA/19056/01/01
AEKC podpeH 7 iH'ekUii, 50 mr/2 Xenc" A.C. [o peyenmom nionsicae
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

MJ1; 0 2 M1 B
amnyni; 6 amnyn
Y KOHTYpHIiA
YapyHKOBIli
ynakosLi, no 1
KOHTYPHIl
YapyHKOBIli
ynakoBLi B
KapTOHHIN
Kopoo6Li

peecTpauiiHnx
mMartepianis:
YTOYHEHHS
peecTpauiiHoi
npoueaypu B
Hakasi MO3
Ykpainn Ne 386
Big, 23.03.2026 -
3MiHn | Tuny -
3MiHVM 3 AKOCTI.
loToBwiA
nikapcbknii
3aci6. Onuc Ta
cknag (iHwi
3MiHW) - 3MiHK
pepakuiiHoro
XapakTepy B
po3gini "Cknag”,
a came 3MiHn y
BUKNaAAHHI
po3giny B
peecTpauiiHnx
martepianax
nikapcbKkoro
3acoby.
3arBepaKeHo:
aitoya
peyoBvHa:
nekcketonpodge
H TpOMEeTamorn:
1 amnyna no 2
M1 PO34MHY AN
iH'eKLin MiCTUTB
nekcketonpode
Hy TpomeTamorny
73,8 mr, wo
eKBiBa/IEHTHO
nekcketonpode
Hy 50 mr (1 mn
PO34nHY AN1A
iH'eKLin MicTUTb
nekcketonpodge
Hy TpoMeTamosny
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
36, 9 wr, Wwo
€KBIBa/IEHTHO
nekcketonpodge
Hy 25 mr);
[LONOMDKHI
PEeYOBUHN:

eTaHon 96%,
HaTpito xnopua,
HaTpito
rigpokcua, Boga
ONs iH'ekujin
3anponoHoBaHo:

nitova
peyoBuHa:
nekcketonpode
H; 1 amnyna no
2 M1 PO3UnHY
MICTUTb
nekcketonpode
Hy 50 mr (y
BUrNAAI
nekcketonpode
HY
TpomeTamony);
[LONOMDKHI
peyoBUHN:
eTaHon 96%,
HaTpito xnopua,
HaTpito
rigpokcua, Boga
ONs iH'ekuin
3MiHU BHECEHO
B IHCTpYKL,0
ANs MegnvHoro
3acTocyBaHHsA
nikapcbKoro
3acoby y po3gain
"Cknag" (gitoua
peyoBuHa) 3
BigNOBIiAHUMUN
3MiHamMW B TEKCTI
MapKyBaHHs1
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Ne n/n

Hassa

MixHapooHa Hassa Koo Dopma 3assHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
yNakoBOK
nikapcbKoro
3acoby.
BBegeHHs 3MiH
NpoTArom 6-Tn
MicsauiB nicns
3aTBEPAKEHHS.
177. MYKO®ANBK ispaghula Ispaghula | AOBACO | rpaHynu, 3,25 Op. ®anbk HimewunH | BignosiganbHu HimeuyunHa BHECEHHS 3MiH 6e3 nionsieae UA/6104/01/01
AMNENbLCUH (psylla seeds) husk 1, r/srno5r dapma a 14 3a BMNyCK 0o peuyenma
(ny3ra C10AX | rpaHyn y nakeri; 6X cepiii peecTpauiiHnx
HaciHHSA no 20 nakeTiB y KiHLLeBOro mMartepianis:
NMOA0POXH KapTOHHIM npoaykry:ap. 3MiHn | Tuny -
nka Kopoo6Li Panbk Papma AAMiHICTpaTVBHI
Plantago v6X, 3MiHW.
ovata HimeuuunHa; BunyuyeHHs
Forssk.) BMPOGHMK BMPOGHUYOI
[,030BaHoil LinbHULI
cdhopmu Ta [CLGILEETRTY
KOHTPO/b OinbHUUI ona
AKocTi: Jlo3aH Adl,
dapma N'v6X, NPOMKHOro
HimeuunHa; npoaykTy abo
BUPOGHWKM, roToBOro
BiANOBIAAbHI nikapcbKoro
3a NepBuHHeE, 3acoby,
BTOPWHHE AinbHuU Ans
nakyBaHHs Ta npoBefeHHs
KOHTPO/b nakyBaHHs,
AKOCTI: BUPOGHMKA,
Ninpgodhapm BiANOBIAA/IbHOIO
M6X, 3a BUNYCK cepiid,
HimeuuunHa; micue
NosaH ®apma npoBefeHHsA
M6X, KOHTPO/O cepii)
HimeyuunHa,; abo
BMPOGHMKM, nocTavasnibHuka
BignoBsigancHi BUXiAHOIO
3a KOHTPO/b marepiany,
SIKOCTI: peareHTy abo
XeHkenb Al i [0MOMDKHOT
Ko. KlraA, pevoBUHM (SKLLO
HimeuumnHa; 3a3HayeHo y
Jlabop JIC CE 00CbE).
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
i Ko. KT, BunyyeHHs
HimeuuunHa; BMPOBHUYOT
IMK - IHcTUTYT AinbHULI,
MiKpob6iosoriuH BignoBigabHOI
oro 3a NnepBuHHe Ta
3abe3neyeHHs BTOPUHHE
AaKocTi FTM6X, nakyBaHHs 113
HimeuunHa JNlo3aH ®apma

m6X, OTTO-
XaH-LTpacce
13, 79395,
HoeHbypr,
HimeyvunHa.
3arsepaxeHumu
PYHKLSAMN
BMPOGHUKaA
3a/MwaTbea
BMPOGHUK
[,030BaHol
dhopmu Ta
KOHTPO/Ib SIKOCTI.
3MiHu | TUny -
AAMiHICTpaTVBHI
3MiHMW.
BunyyeHHsa
BMPOBHUYOT
OinbHWL
[CLGILEETETY
AinbHuU Ans
Adl,
NPOMKHOro
npoaykTy abo
roToBOroO
nikapcbKoro
3acoby,
AinbHUUI ans
npoBefeHHs
nakyBaHHsl,
BMPOGHMKA,
BiANOBiAaIbHOrO
3a BUNYCK Cepid,
micue
NpoBefeHHs
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

KOHTPOSO cepii)
abo
nocrayanbHuKa
BUXiQHOIO
mMaTtepiany,
peareHTy abo
[0NOMDKHOT
pevoBUHM (AKLLO
3a3Ha4yeHo y
[OCbE).
BunyyeHHsa
BMPOGHUYOI
OinbHNUI,
BignosigabHoOI
3a KOHTPO/1b
akocTi MN3: TBA
dapma M'M6X,
EpHcT-AGGe-
LLtpacce 40,
89079 Ynbm,
HimeuuunHa/
GBA Pharma
GmbH, Ernst-
Abbe-Strasse
40, 89079 Ulm,
Germany.
3MiHn | Tuny -
AfMiHiCTpaTuBHiI
3MiHW.
BunyuyeHHs
BMPOBHUYOI
LinbHULI
(BKKOUAOUM
AinbHUUi ans
Adl,
NPOMKHOro
npoaykty abo
roToBOro
nikapcbkoro
3acoby,
AinbHuU Ans
NpoBeEeHHs
nakyBaHHsl,
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

BMPOGHMKa,
BiAnoBiganbHOro
3a BUMYCK Cepiid,

micue
npoBefeHHs
KOHTPONIO cepii)
abo
noctayanbHuKa
BUXIAHOTO
marepiany,
peareHTy abo

[0NOMDKHOT
PEYOBUHM (SIKLLO

3a3HayeHo y
nocke) (A7. 1A)

BunyyeHHsa

BMPOBHUYOT

AinbHULI,
BignoBigabHOI
3a KOHTpO/b
akocTi [N3: TBA
dapma 'vbX,
dpayHxoepLut
pacce 11a,
82152

MapTiHCpiga,

HimeuumHa.

3MiHu | TUny -
AfMiHiCTpaTuBHI
3MiHW.

BunyyeHHsa

BMPOBHUYOT

OinbHWL
(BKNtoyatoUn
AinbHuU Ans

Adl,

NPOMKHOro

npoaykTy abo

roToBOroO
nikapcbKoro
3acoby,

AinbHUUI ans

NpoBefeHHs
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionycKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

nakyBaHHS,
BUPOGHMKA,
BiANOBIAA/IbHOIO
3a BUNYCK cepid,
micue
NpoBeeHHs
KOHTpO/IO cepii)
abo
noctavasibHuka
BUXiQHOIO
mMaTtepiany,
peareHTy abo
[0NOMDKHOT
pevoBUHM (AKLLO
3a3Ha4yeHo y
[OCbE).
BupaneHHsa
BMPOGHUYOI
AinbHUUi ans
AdI Ispaghula
husk (nysra
HaCiHHA
NoAOPOXHMKA
Plantago ovata
Forssk) Martin
Bauer GmbH &
Co. KG,
Germany.
3aTBepaXKeHi
BVPOGHMKM:
Jyotindra
International,
India, Martin
Bauer Polska
Sp.z.0.0,
Poland.
3MiHu | TNy -
AfMiHiCTpaTuBHI
3MiHW. 3miHa
Ha3su A®l abo
[ONOMDKHOT
peyoBUHN.
3MiHa Ha3BK
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KpaiHa

PeecmpayjitiHa

Ymosu

Peknamys

Homep

Ne n/n

Hassa
JliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi

pevyosuHU

Koo
ATX

Popma
BUIYCKY
(nikapcbka
c¢hopma,
ynakoska)

3asaBHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

BUPOGHUKa

npoyedypa

[OMNOMDKHOI

BionycKy

aHHST**

peecmpayitiHo
20
nocsi0oYeHHs

pPEeYOBUHM:
Kucnota
JIMMOHHa

6e3BofHa y
3B'A3KY 3

OHOBJ/IEHHAIM

MoHorpadii Ph
Eur.

[itova pepakuis:
KMcnota
JIMMOHHa

6e3BogHa

MponoHoBaHa
pefaxujis:
Kucnora
JIMMOHHa

3MiHV BHECEHO

80 IHCTpyKuii
ANs MeanyHoro
3acTocyBaHHsA
nikapcbKoro
3acoby fo
po3sginy
"Cknag”, 3miHa
Ha3Bu
[L0NOMiXHOT
PEYOBUHM.
3MiHu | TNy -
3MiHM 3 AKOCTI.
A®I. KoHTponb
AD|. 3miHa y
napameTpax
cneuudikayii
Ta/abo
LOMyCTUMMX
MEX,
BM3HAYEHUX Y
cneumdikauisax
Ha A®l, abo
BUXigHWA/NpOMI
XKHU

npoAyKT/peareH
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionycKy

Peknamys
aHHsT**

Homep
peecmpayiiiHo
20
nocsioYeHHs

T, WO
BUKOPWCTOBYIOTb
€Ay npoueci
BMPOGHMLITBA
AD| (BUNy4YeHHs
He3HayHoro
nokasHuKa
AKOCTI
(Hanpuiknag,
BU/TYYEHHS
3acTapinoro
NoKasHuKa)).
BunyyeHHsa
He3HayHoro
napameTpy 3
cneuudikauii
Ad|
(3amLkoBwUit
BMICT
6pomucToro
mMeTuny). 3minm |
TMny - 3MiHK 3
AakocTi. AdL.
KoHTposb AdI.
3miHay
napameTpax
cneuudikawii
Ta/abo
[0MyCTUMMX
MeXx,
BU3HAYEHNX Y
cneuudikavisx
Ha A®l, abo
BWXigHWA/NpOMi
XKHUIA
npoaykt/peareH
T, WO
BUKOPVCTOBYIOTb
€Ay npoueci
BMPOGHMLITBA
Ad| (nopaBaHHA
a60 3amiHa (3a

BUHATKOM




362

Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

aKTUBHOT
peyoBUHN

6ionoriyHoro

a6bo
iMyHO0rYHOrO
NMOXOKEHHS)
napametpa

cneumnaikawii 3
BiANOBIAHUM
MeTOoA0M
BMNPO6YBaHHSA
3a
pesynbratamu
nocnimkeHs 3
6e3nekn abo
SAKOCTI).
JlonoBHEHHA
cneumdikauii
HOBUM
NOKa3HNKOM
AKOCTI -
ankanoigu
niponisauaunHy 3
HOPMYBaHHAM
n.m.t. 50 pg/kg.
(LS-MS/MS).3mi
HW | TNy -
3MiHVM 3 AKOCTI.
A®I. KoHTponb
Adl. 3miHa y
mMeToaax
BMNPO6YBaHHSA
Adl abo
BUXiQHOIO
marepiany/npom
DKHOro
npoaykTy/peare
HTY, WO
BVIKOPVCTOBYETb
cs 'y npoueci
BUpOBGHULTBA
A®I| (HesHauHI
3MiHW Y
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionycKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

3aTBEPAKEHNX
MeToaax
BMNPOGYBaHHS).
HesHauHa 3miHa
y MeTogj
BMNPOGYBaHHSA
njtoyoi
peyoBUHN —
BWU3HAYEHHS
ahnaToKCUHy.
3MiHu | TNy -
3MiHM 3 AKOCTI.
loToBwiA
nikapcbkuii
3aci6. 3MiHn y
BMPOGHULITBI.
3MiHM y npoueci
BMPOGHMLITBA
roToBOro
nikapcbKoro
3acoby,
BK/THOHAI0OUM
NPOMiXHWIA
NPOAYKT, L0
3aCTOCOBYETLCA
npu
BMPOOHMULITBI
roToBOro
nikapcbKoro
3acoby
(He3HayHa 3miHa
y npoteci
BMPOGHMLITBA).
HesHauHa 3miHa
y npoteci
BMPOGHMLITBA
'N3: BKIHOYEHHSA
eTany
0oCTaToO4yHOro
3MiLLyBaHHSA
BUCYLLEHNX
rpaHyn Ta
nonepegHL0
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
npocisiHoro
apomarusaropa
B NpoLeci
rpaHynsuii 3
nceBAo3pPIMKEHN
M Lapom

npotsrom 5-10
XBUNWH. 3MiHN |
TMny - 3MiHK 3
[kocTi. FoToBuiA
nikapcbkuii
3aci6. KoHTponb
roToBOro
nikapcbKoro
3acoby. 3miHa
napameTpiB
cneuudikaylii
Ta/abo
[0MyCTUMMX
MeX roToBOro
nikapcbkoro
3acoby
(8ONOBHEHHSA
abo 3amiHa
nokasHuKa
crneundikauii 3a
pesynbTaramu
nocnigpkeHs 3
6e3nekn abo
SKOCTi (3a
BUHATKOM
niKapcbKnx
3acobis
6ionoriyHoro/imy
HOJOrYHOTO
MOXOMKEHHS)).
JLONOBHEHHSA
cneundikawii
N3 npu
BUMYCKY HOBUM
NOKa3HNKOM
«Ankanoigu
niponisnanHy» 3
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

HOPMYyBaHHAM <
32,5 ppb.
3MiHn | Tuny -
3MiHVM 3 AKOCTI.
CepTucpikat
BignosigHocTi/l"
E-cepTudikar
BiANoBIAHOCTI
€Bponeichbkiin
hapmakonei/mo
Horpadii. 3MiHuK,
noB'A3aHi 3
HEOoOXifHICTHO
nprvBeAeHHs y
BIANOBIAHICTb A0
MoHorpadii Y
abo
€BponencbKoi
hapmakonei,
abo iHwoi
HavioHas1bHOT
thapmakonei
nepxasu €C
(3miHa y
cneuudikalisx,
nos'sazaHa 3i
3MiHamu B 1Y,
abo
€Bponeiicbkili
thapmakonei,
abo iHLWin
HaLjioHasbHil
thapmakonei
nepxasu €C).
MNpvBeneHHA y
BIANOBIAHICTb A0
BUMOT
€BponeiicbKoi
thapmakonei,
ONA NOKa3HUKa
cneuudikawii
AdI
“Mikpo6iosioriyH




Hassa

Koo

Popma
Bunycky

3asBHUK

366

Kpaina
3asBHUKA

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyedypa

Ymosu
BionycKy

Peknamys
aHHS**

Howmep
peecmpayitiHo
20
nocsi0oYeHHs

Ne n/n

Hassa
JliKapcbKo20
3acoby

MixHapodHa
HernameHmMos
aHa Hassa*

oditoyoi
peyosuHU

ATX

(nikapcbka
(popMa:
ynakoska)

a uucroTa” fo

Mogayns

3.2.5.4.1."Cney,
ncpikayii” Ta

Mogaynsi
3.2.5.4.2."Anani
TUYHI METOAMKN"
fofaHo
NocusIaHHs Ha
po3gin 2.6.31
€BponeiicbKoi
hapmakonei
(Ph.Eur.)
“Mikpo6ionoriyu
€ JOCAIoKEHHS
NiKapCbKnX
3acobis
POC/IMHHOTO
NOXOPKEHHS
ons
nepopasibHOro
3acTocyBaHHS
Ta eKcTpakTiB,
o

ca ans ix
BMPOGHNLTBA".
OHoB/eHO
moayni
3.2S5.4.1.1a
3.2.54.2.

CepTudpikat

Horpadii. 3mi

BVIKOPUCTOBYIOTb

3MiHu | Tuny -
3MiHM 3 AKOCTI.

BignosigHocTi/l
E-cepTudpikar
BiANOBIAHOCTI
€Bponelicbkili

thapmakonei/mo

HN,

noB's3aHi 3
HeobXiAHICTO

NpuBeAEHHS Y
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

BiANOBIAHICTb A0
MoHorpadii 4dY
abo
€BponeiicbKoi
thapmakonei,
abo iHwoi
HauioHa/IbHOT
hapmakonei
nepxasu €C
(3miHa y
cneundikavisx,
nos's3aHa 3i
3MiHamu B 1Y,
abo
€Bponeichbkiin
hapmakonei,
ab0 iHLWii
HaLioOHasbHI
thapmakonei
nepxasu €C).
[nsa napameTtpa
cneuudikauii
AD| «3anuLkosi
KiNbKOCTI
nectuumaiB»
3MiHEHO
nocunaHHsA Ha
meTog 3 835
LMBG Ha §64
LFBG (3miHa B
HaLjioHa/TbHOMY
3aKOHOaBCTBi).
3MiHn | Tuny -
3MiHM Wwozao
6e3nekn/edekTn
BHOCTI Ta
hapmakoHarnsg,
y (iHWWi 3MiHK).
3MiHV BHECEHO
80 IHCTpyKuii
ANs MegnvHoro
3acToCyBaHHS
nikapcbKkoro
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
3acoby go
po3ainy "Cnoci6
3acToCyBaHHsA
Ta [o3un" Wwono
6e3neku
3acToCyBaHHsA
nikapcbKoro
3acoby.
178. MYNbTUIPUN xylometazoline | kcunomet | RO1AAOQ | Kpanni HasasbHi, [Jenbta LLseiiuapi | BUMPOBHULTBO, PymyHis BHECEHHS 3MiH 6e3 nionsizae UA/15882/01/02
HA3A/b asoniHy 7 po3unH 0,1% no Megiken A nepBuHHe Ta no peyenma
rigpoxnop 10 mny dnakoHi | MpomoyLuH3 BTOPWHHE peecTpauiiHnx
na 3 Hasa/IbHUM Al nakyBaHHs, marepianis:
annikaTtopom; rno BUNYCK Cepil; 3MiHu | TUny -
1 donakoHy B KOHTPOsb cepil 3MiHV Wwoao
KapTOHHif (chizmko- 6e3nekn/edextu
ynakoBLj XIMIYHWIA Ta BHOCTI Ta
Mikpo6ionoriyH thapmakoHarnag,
WA KOHTPOSb): y. BunyyeHusa
Biochapm CA, (cvna pgii).
PymyHis BunyyeHHsa
[03yBaHHsA
0.05% 13
MynbTurpun
Haszanb 3
marepianis

peecTpadjiiiHoro
00CbE. 3MiHK
BHECeHi [0
iHCTpYKLUiT Ana
MeLMYHOro
3aCTOCyBaHHA Y
po3gainu
"Cxnag’,
"TMpoTunokasaHH
A", "Cnoci6
3acTocyBaHHs
Ta gosun" (y T. u.
"0iTn") y 3B'A3Ky
i3 BUNYYeHHAM
cunwn aii
(0,05%), sk
Hacnigok
BU/TYYEHHS
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
TeKcTy
MapKyBaHHs 4N

no3syBaHHs 0,5
mr/mn.
BBefeHHs 3MiH
NpOTArom 6-tn
MicsiB micns
3aTBEPMKEHHS.
3MiHn | Tuny -
3MiHM Wwozao
6e3nekn/edekTn
BHOCTI Ta
hapmakoHarnsg,
y (iHWWi 3MiHK).
3MiHN BHECEHI
80 IHCTpyKuii
ANs MegnvHoro
3aCTOCYyBaHHS
nikapcbKoro
3acoby fo
posginy
"OcobnuBi
3axoam
6esnekn”
(BUNYYEHHSA
posginy y
3B'A3KY I3
Ay6oBaHHAM
iHhopmauii B
po3gaini
"OcobnuBocTi
3acTocyBaHHA"),
BHECEHI
pepakuiHi
npaBKkn A0

3aCToCyBaHHSA
IIAiTMu)’

", "Mo6iYHI
peakuji"

po3ainis "Cnocio
Ta fosun" (y T. u.

"Mepepno3yBaHH

BignoBigHO A0
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BBefeHHs 3miH
NpOTAroM 6-Tn
MicaLis nicns
3aTBEPLKEHHS.
3MiHu | Tuny -
3MiHu Wwoao
6e3nekn/edextn
BHOCTi Ta
thapmakoHarnag,
y. 3miHa y
KOPOTKiii
Xapakrepuctu,i
nikapcbKkoro
3aco0y, TeKCTi
MapKyBaHHSA Ta
IHCTpYKLUii gns
MeAMYHOro
3aCTOCYyBaHHSA
Ha nigcTasi
perynspHo
OHOBJ/IHOBAHOI0
3BITYy 3 6e3nekn
nikapcbKoro
3acoby, abo
nocnigpkeHs 3
6e3neku
3aCTOCYyBaHHSA
nikapcbkoro
3acoby B

nicnsipeecTpauiii

HWi1 nepiog, abo
AK pesynbTart
OLjiHKM 3BITY 3
LOCAigpKEHD,

npoBefeHnx
BiA4NoBigHO A0
nnaHy
negjaTpnyHmx
nocnimkeHb
(PIP) (iHwwi

3MiHK). 3MiHK

Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
marepianis
[0CbE.
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionycKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

BHECEHi 0
IHCTpYKUiT Ans
MeLMYHOro
3aCTOCYyBaHHSA
nikapcbKoro
3acoby go
po3ginis
"lMpoTunokasaHH
a", "B3aemogin 3
HWYMK
niKkapcbknmu
3acobamu Ta
iHWIi BUAN
B3aemogiin",
"OcobnuBocCTi
3acTocyBaHHsA"
[(VARCE
"3acTocyBaHHA
y nepiog
BariTHocTi abo
rofyBaHHs
TPYAAI0"),
"Mo6iYHI
peakuii" woao
6e3neku
3aCTOCYyBaHHSA
nikapcbKoro
3acoby.
BBeaeHHs 3MiH
NpOTArom 6-tn
MicsyiB micns
3aTBEPKEHHS.

179.

HA3UBIH®

oxymetazoline

okcumeTas
oniHy
rigpoxnop
na

RO1AAO0

cnpei
HasasbHUIA,
no3oBaHwuii 0,05
%, no 10 MmNy
hnakoHi 3
[03YH04NM
NpUCTPOEM; Mo 1
hN1aKoHy B
KapTOHHii
KOpoo6L;
bakoH MiCTUTb

Mi enp Oxi
Xenc
xepmaHi
M6X

HimeyunH
a

Codgpapimexc -
IHaycTpia
Kimika e
dapmaueyTika
,C.A,
MopTyranis;
lMpokTep eHa
Fem6n
MaHydekuypiH
r rméxX,
HimeuyunHa

MopTtyranis/
HimeuunHa

BHECEHHS 3MiH
ao
peecTpauiiHnx
marepianis:
3MiHu | TUny -
3MiHV Wwoao
6e3nekn/edextu
BHOCTi Ta
thapmakoHarnag,
y. BBefeHHs
abo 3MiHM A0

6e3
peyenma

UA/18086/01/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

He MeHLwe 143
BMOPCKYBaHb

y3ara/ibHeHUx
[JaHux npo
cuctemy
hapmakoHarnsg,
y (BBEAEHHS
y3arasibHeHUx
JaHux npo
cuctemy
thapmakoHarnag,
y, 3MiHa
YNOBHOBaXeHOoi
ocobwm,
BignoBiganbHOI
3a 34jiCHEHHS
hapmakoHarnag,
Y; KOHTaKTHOT
ocobu 3
thapmakoHarnag,
y 3asBHMKa AN1A
3[iACHEHHS
thapmakoHarnng,
y B YKpaliHi,
AKLLO BOHA
BiAMiIHHA Bif
YNOBHOB&XXEHOT
ocobwu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
thapmakoHarnag,
y (BkNtovaroum
KOHTaKTHi fjaHi)
Ta/abo 3MiHu y
PO3MiLLEHHI
macTep-aiina
cuctemn
thapmakoHarnag,
y) 3miHa
YMNOBHOBaXeHOoi
0co6u 3a8BHUKA,
BignoBiganbHOI
3a
thapmakoHarnag,
. fditova
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

pegpakuist: Dr.
Rafael Josupeit
MponoHoBaHa
pepakuis:
Melanie
Schneider 3miHa
KOHTaKTHUX
OaHnX
YNOBHOB&XEHOT
0cobu 3as9BHUKA,
BignosigabHoOI
3a
chapmakoHaring,

180.

HA3UNBIH®

oxymetazoline

okcumeTas
OniHy
rigpoxnop
na

RO1AAO

Kpanni HasasbHi
0,01 % no 5 mn
y thnakoHi; no 1
hnakoHy B
KapTOHHIN
Kopoo6Li

Mi eng Oxi
Xenc
[xepmaHi
M6X

HimeyunH
a

Coghapimekc-
IHaycTpia
Kimika e
dapmaueyTika
, C.A,
MopTyranis;
MpokTep eHp,
Fem6n
MaHyekuypiH
r FmeX,
HimeuunHa

HimeyunHa

BHECEHHS 3MiH
no
peecTpauiiHnx
mMartepianis:
3MiHn | Tuny -
3MiHK Wopao
6e3nekn/edekTn
BHOCTI Ta
thapmakoHarnag,
y. BBefeHHsA
ab0o 3miHn Ao
y3arasibHeHUx
[JaHux npo
cuctemy
chapmakoHarnag,
y (BBEAEHHS
y3arasibHeHux
JaHux npo
cuctemy
hapmakoHarnag,
Yy, 3MiHa
YNOBHOBaXeHOoT
ocobwm,
BiANOBifaNbHOT
3a 34jiCHEHHS
hapmakoHarnag,
Y; KOHTaKTHOT
ocobu 3
hapmakoHarnag,
y 3asBHMKa AN1s

bes
peyenma

UA/7928/01/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

3iiCHEeHHS
thapmakoHarnag,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif
YMOBHOBa&XXEHOT
ocobwm,
BignosigabHoOI
3a 3iliCHEHHSA
hapmakoHarnsg,
y (BkNtovaroun
KOHTaKTHI faHi)
Ta/abo 3MiHN y
PO3MiLLEHHI
mMacTep-arina
cuctemu
thapmakoHarnag,
y) 3miHa
YNOBHOB&XXeHOT
0cobu 3asBHUKA,
BiANOBIga/IbHOI
3a
thapmakoHarnag,
. Oitoua
pegpakuisi: Dr.
Rafael Josupeit
MponoHoBaHa
pepakuis:
Melanie
Schneider 3miHa
KOHTaKTHUX
OaHnx
YMOBHOBa&XXEHOT
0Cco6V 3asIBHMKA,
BignosigabHoOI
3a
chapmakoHaring,

181.

HA3UNBIH®

oxymetazoline

okcumeTas
OniHy
rigpoxnop
na

RO1AAO

Kpanni HasasbHi
0,025 % no 10
M1y dO1aKOHi;
no 1 dpnakoHy B
KapTOHHIN
Kopoo6Ui

Mi eng Oxi
Xenc
[xepmaHi
M6X

HimeyunH
a

Coghapimekc-
IHaycTpia
Kimika e
dapmaueyTika

MopTtyranis;

Moptyranis/
HimeuunHa

BHECEHHS 3MiH
o
peecTpauiiHnx
mMartepianis:
3MiHn | Tuny -
3MiHK Woao

bes
peyenma

UA/7928/01/02
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

MpokTep eHp,
Fem6n
MaHydekuypiH
r Fm6X,
HimeuunHa

6e3nekn/edexTu
BHOCTi Ta
thapmakoHarnng,
y. BBeaeHHsA
abo 3MiHu 10
y3arasibHeHux
JaHux npo
cuctemy
thapmakoHarnag,
y (BBEAEHHS
y3arasibHeHUx
AaHvx npo
cuctemy
thapmakoHarnag,
y, 3MiHa
YNOBHOB&XXEHOT
ocobu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
hapmakoHarnag,
Y; KOHTaKTHOT
ocobm 3
thapmakoHarnag,
y 3asBHVKa ANs
3iiCHEeHHS
hapmakoHarnag,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif
YNOBHOB&XEHOT
ocobwm,
BignosigabHoOI
3a 3[jiCHEHHSA
hapmakoHarnsg,
y (BkNtovaroum
KOHTaKTHI fjaHi)
Ta/abo 3MiHN y
PO3MiLLEHHI
MacTep-arina
cuctemu
hapmakoHarnag,
y) 3miHa
YMNOBHOBaXXEHOT
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

0cobu 3asBHUKA,
BignosiganbHoOl
3a
hapmakoHarnsg,
. Oitova
pegakuis: Dr.
Rafael Josupeit
lponoHoBaHa
pefakuis:
Melanie
Schneider 3miHa
KOHTaKTHUX
AaHnx
YNOBHOBaXeHOoi
0co6u 3a8BHUKA,
BignoBiganbHOI
3a
hapmakoHarang,

182.

HA3UBIH®

oxymetazoline

okcumeTas
oniHy
rigpoxnop
na

RO1AAO0

Kpanni HasasibHi
0,05 % no 10 mn
y chnakoHi; no 1
hnakoHy B
KapTOHHii
Kopoo6Li

Mi eHg Oxi
Xenc
xepmani
M6X

HimeuunH
a

Codhapimexc-
IHaycTpia
Kimika e
dapmaueyTika
, C.A,
MopTyranis;
MpokTep eHp,
Fem6n
MaHydhekuypiH
r rm6X,
HimeuunHa

Moptyranis/
HimeyunHa

BHECEHHS 3MiH
no
peecTpavinHmx
mMartepianis:
3MiHu | TUny -
3MiHM Wwogao
6e3nekn/edextu
BHOCTI Ta
hapmakoHarnag,
y. BBefeHHsA
abo 3MiHM o0
y3arasibHeHux
JaHux npo
cuctemy
hapmakoHarnag,
y (BBEAEHHSA
y3arasibHeHux
AaHvx npo
cuctemy
thapmakoHarnag,
y, 3MiHa
YNOBHOBaXXeHOT
ocobwu,
BiANoBigaIbHOI
3a 3f1iicCHEeHHs

bes
peuyenma

UA/7928/01/03
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

hapmakoHarnsg,
Y; KOHTaKTHOI
ocobm 3
hapmakoHarnsg,
y 3asBHMKa ANA
3[jlACHEHHS
hapmakoHarnsg,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif
YNOBHOBaXeHOoi
ocobwm,
BignoBiganbHOI
3a 34jiCHEHHS
hapmakoHarnag,
y (BK/IHOYaoun
KOHTaKTHI AaHi)
Ta/abo 3miHn y
PO3MILLLEHHI
mMacTep-aiina
cuctemn
hapmakoHarnsg,
y) 3miHa
YMOBHOBa&XXEHOT
0Cco6V 3asIBHMKA,
BignosigabHoOI
3a
hapmakoHarnsg,
. Oitova
pegpakuis: Dr.
Rafael Josupeit
lponoHoBaHa
pefakuis:
Melanie
Schneider 3miHa
KOHTaKTHUX
AaHnx
YMNOBHOBaXeHOoi
0co6u 3a8BHUKA,
BignoBiganbHOI
3a
hapmakoHarang,

183.

HA3MBIH®

oxymetazoline

OKCMmeTas

RO1AAO0

Kpansi HasasbHi

Mi eng Oxi

HimeyynH

[,03BiN Ha

ABcTpis/

BHECEHHS 3MiH

6e3

UA/11620/01/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

CEHCUTUMB

oniHy
rigpoxnop
na

0,01 %; no 5 mn
npenapary y
donakoHi; no 1
hNakoHy B
KapTOHHil
Kopoo6Li

Xenc

xepmaHi
M6X

BWMYCK Cepii:
Mi enp, Oxi
Xenc OcTpis
'm6X eHp Ko.
Or, ABcTpis;
BVPOGHMLTBO
3a NOBHUM
LMKITOM:
dPamap Xenc
Keap Cepgici3
Magpna,
C.AlY., IcnaHis

IcnaHis

ao
peecTpauiiHnx
marepianis:
3MiHu | TNy -
3MiHV Wwoao
6e3nekn/edekTn
BHOCTi Ta
thapmakoHarnag,
y. BBefieHHsA
abo 3MiHM go
y3arasibHeHUx
[aHux npo
cuctemy
thapmakoHarnag,
y (BBEAEHHSA
y3ara/ibHeHUx
JaHux npo
cuctemy
hapmakoHarnsg,
Yy, 3MiHa
YNOBHOB&XEHOT
ocobwm,
BignosigabHoOI
3a 3iliCHEHHSA
hapmakoHarnsg,
Y; KOHTaKTHOI
ocobm 3
hapmakoHarnsg,
y 3asBHUKa 4Na
3[jlACHEHHS
hapmakoHarnsg,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif
YMNOBHOBaXeHOoi
ocobwm,
BignoBiganbHOI
3a 34jiCHEHHS
thapmakoHarnng,
y (BK/IHOYaoun
KOHTaKTHI AaHi)
Ta/abo 3miHn y
PO3MiLLEHHi

peyernma
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

mMacTep-gaiina
cuctemm
thapmakoHarnng,
y). 3miHa
YMNOBHOBaXeHOoi
0cobu 3anBHMKA,
BignoBigabHOI
3a
thapmakoHarnag,

[Litova pepakuis:
Dr. Rafael
Josupeit.

lponoHoBaHa
pefakuis:
Melanie
Schneider.
3miHa
KOHTaKTHUX
OaHnx

YNOBHOB&XEHOT

0cobu 3a9BHMKA,

BignosigabHoOI

3a
hapmakoHarnsg,

184.

HATPIIO
ACKOPBAT

HaTpito
ackop6ar

KpucTaniyHuii
nopoLuok abo
KpucTanu
(cybeTaHuis) y
nonieTNeHoBux
naketax gns
hapMaueBTUYHO
ro 3aCTOCyBaHHSA

TOBAPWUCT
BO 3
OBMEXEH
oo
BIAMOBIJA
NBHICTIO
«KOPMOPA
LA
«3[J0POB'SA

»

YkpaiHa

HOPTICT
®APMACHIOT
IKAN TPYM
Ko., NTA.

Kutan

BHECEHHS 3MiH
no
peecTpauiiHnx
marepianis:
3MiHa 3asBHUKa
N3 (MIBMM)
(BnacHuka
peecTpadjiiHoro
NoCBIAYEHHS)
(3rigHO Hakasy
MO3 Big
23.07.2015 Ne
460).

UA/17105/01/01

185.

HEWPOBIOH

Vitamin B1 in

combination

with vitamin
B6 and/or

TiamiHy
avcynbdi
4 (BiTamiH

B1),

A11DB

TabneTku, BKPUTI
060/10HKOI0; N0
10 Tabnetok y
6nictepi; no 2

Mi eng Oxi
Xenc
[xepmaHi
rM6X

HimeyunH
a

Mi enp, Oxi
Xenc OcTpis
'm6X eHg Ko.

or

ABCTpist

BHECEHHS 3MiH
o
peecTpauinHmx
Marepianis:

3a
peuyenmom

UA/5409/01/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

vitamin B12

nipuaokcu
Hy
rigpoxnop
na
(BiTamiH
B6),
LjiaHoko6a
namiH
(BiTaminy
B12)

6nictepn y
KapTOHHii
Kopoo6Li

3MiHu | TUny -
3MiHV Wwoao
6e3nekn/edextn
BHOCTi Ta
hapmakoHarnag,
y. BBefieHHs
abo 3MiHM ao
y3arasibHeHUx
[aHux npo
cuctemy
thapmakoHarnag,
y (BBEAEHHSA
y3ara/ibHeHUx
[JaHux npo
cuctemy
hapmakoHarnsg,
Yy, 3MiHa
YNOBHOB&XEHOT
ocobwm,
BignosigabHoOI
3a 3[jiCHEHHSA
hapmakoHarnsg,
Y; KOHTaKTHOI
ocobm 3
hapmakoHarnsg,
y 3asBHMKa ANA
3[jlACHEHHS
hapmakoHarnsg,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif
YMNOBHOBaXeHOoi
ocobwm,
BignoBiganbHOI
3a 34jiCHEHHS
thapmakoHarnag,
y (BK/IHOYaoun
KOHTaKTHI aHi)
Ta/abo 3miHn y
PO3MILLEHHI
mMacTep-aiina
cuctemn
chapmakoHaraiag,
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

y). 3miHa
YNOBHOBaXeHOoi
0co6u 3a8BHUKA,
BignoBigabHOI
3a
thapmakoHarnag,

[Litoua pepakuis:
Dr. Rafael
Josupeit
lponoHoBaHa
pefakuis:
Melanie
Schneider 3miHa
KOHTaKTHUX
OaHnX
YNOBHOBaXeHOoi
0co6u 3a8BHUKA,
BignoBigabHOI
3a
thapmakoHarnng,

186.

HEMWPOBIOH

Vitamin B1 in
combination
with vitamin
B6 and/or
vitamin B12

TiamiHy
rigpoxnop
na
(BiTamiH
B1),
nipugokcu
Hy
rigpoxnop
na
(BiTamiH
B6),
LiiaHoKo6a
namiH
(BiTamiH
B12)

A11DB

pO34MH Ans
iH'ekuinn no 3 mn
B amnyni; no 3
amnynv B
KapTOHHIN
Kopoo6Li

Mi eng Oxi
Xenc
[xepmaHi
M6X

HimeyunH
a

NOBHUIA LMK

BMPOGHMLTBA:

CEHEKCI
HSC

PpaHuin

BHECEHHS 3MiH
o
peecTpauiiHnx
mMartepianis:
3MiHn | Tuny -
3MiHK Wopao
6e3nekn/edekTn
BHOCTI Ta
thapmakoHarnag,
y. BBeaeHHs
ab0o 3miHn Ao
y3arasibHeHUx
[JaHux npo
cuctemy
thapmakoHarnag,
y (BBEAEHHS
y3arasibHeHux
JaHux npo
cuctemy
hapmakoHarnag,
Y, 3MiHa

3a
peyenmom

UA/5409/02/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

YNOBHOB&XXeHOT
ocobu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
hapmakoHarnag,
Y; KOHTaKTHOT
ocobm 3
thapmakoHarnag,
y 3asBHVKa ANs
3iiCHEeHHS
thapmakoHarnag,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif
YNOBHOB&XEHOT
ocobwm,
BignosiganbHoOl
3a 3[iliCHEHHSA
hapmakoHarnsg,
y (BKNtovaroum
KOHTaKTHI faHi)
Ta/abo 3MiHn y
PO3MiLLEHHI
MacTep-arina
cuctemu
hapmakoHarnag,
y). 3miHa
YNOBHOB&XXeHOT
0cobu 3asBHUKA,
BiANOBIga/IbHOI
3a
hapmakoHarnag,

[itoua pepakuis:
Dr. Rafael
Josupeit
[ponoHoBaHa
pefakuis:
Melanie
Schneider 3miHa
KOHTaKTHUX
LaHnx
YMNOBHOBaXXEHOT
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Ne n/n

Hassa MixHapooHa Hassa Koo Dopma 3assHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
0Cco6V 3asIBHMKA,
BignosiganbHoOl
3a
hapmakoHarnsg,
187. HEVWPOBIOH® Vitamin B1 in TiamiHy A11DB | Tabnetku, BKpUTI Mi enp Oxi HimeuumnH Mi eng Oxi ABCTpIs BHECEHHS 3MiH 6e3 UA/20293/01/01
AABAHC combination HiTpaT NNiBKOBOKO Xenc a Xenc OcTpis no peyenma
with vitamin (BiTamiH 060/10HKOIO; MO xepmaHi 'M6X eHg Ko. peecTpauiiHnx
B6 and/or B1), 10 TabneTok y 6X or mMartepianis:
vitamin B12 nipugokcu 6nicTepi, no 3 3MiHu | Tuny -
HYy 6nictepn y 3MiHV Wwoao
rigpoxnop KapTOHHIM 6e3nekn/edextu
na, Kopob6ui; no 15 BHOCTI Ta
(BiTamiH Tabnetoky thapmakoHarnag,
B6), 6nicTepi, no 2 y. BBegeHHs
LjiaHokoba 6nictepn y abo 3miHM [0
namiH KapTOHHii y3ara/ibHeHnx
(BiTamiH Kopoo6Li AaHuX npo
B12) cuctemy
thapmakoHarnag,
y (BBEAEHHSA
y3arasibHeHUx
[JaHux npo
cuctemy
chapmakoHarnag,
Yy, 3MiHa
YNOBHOBaXXeHOT
ocobwm,
BignoBigasbHOT
3a 3[iliCHEHHSA
thapmakoHarnag,
Y; KOHTaKTHOI
ocobm 3
chapmakoHarnag,
y 3asBHMKa ANA
3[jlACHEHHS
thapmakoHarnag,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif
YNOBHOBaXeHOoT
ocobwm,

BiZNoBigaNbHOI
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

3a 3[iliCHEHHS
thapmakoHarnag,
y (BkNtovaroum
KOHTaKTHI fjaHi)
Ta/abo 3MiHu y
PO3MILLEHHI
macTep-aiina
cuctemn
thapmakoHarnag,
y). 3miHa
YNOBHOBaXeHOoi
0cobu 3asBHUKA,
BignoBiganbHOI
3a
hapmakoHarnag,

[Litoua pepakuis:
Dr. Rafael
Josupeit
lponoHoBaHa
pefakuis:
Melanie
Schneider 3miHa
KOHTaKTHUX
OaHnX
YMNOBHOBaXeHOoi
0cobu 3asBHUKA,
BignoBigabHOI
3a
thapmakoHarnng,

188.

HE®OIMAMY
rigpoxnoprung

nefopam

Hedhonamy
rigpoxnop
na

KpUcTanivyHmi
MOPOLLIOK
(cybeTaHuis) y
nonieTnNeHoBux
naketax gns
hapmaueBTUYHO
o 3aCTOCYBaHHSA

TOBAPWUCT
BO 3
OBMEXXEH
folle
BIAMOBIJA
NbHICTIO
«KOPMOPA
s
«3[J0POB'A

»

YkpaiHa

MEMCi
ICOKEM

PpaHuin

BHECEHHS 3MiH
o
peecTpauiiHnx
mMartepianis:
3MiHa 3asBHMKa
N3 (MIBMM)
(BnacHuka
peecTpavuiiiHoro
NocCBiAYEHHS)
(3rigHO Haka3zy
MO3 Big
23.07.2015 Ne

UA/17364/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
460)
189. HISOPAN® ketoconazole KeTokoHa3 | DO1ACO | wamnyHb, 20 CTALA HimeuuunH BMPOBHULTBO, Benbris/ BHECEHHS 3MiH 6e3 UA/2753/02/01
on 8 mr/r; no 25 mn ApuHaimitt a nepBuHHE HimeuunHa/ no peyenma
abo no 60 mny enb Al nakyBaHHs, Pecny6nika peecTpauiiHnx
naswui; no 1 BTOPWHHE Cepbis/ mMartepianis:
nAAWLi B nakyBaHHs, PymyHis 3MiHn | Tuny -
KapTOHHil KOHTPO/b 3MiHU 3 AKOCTI.
Kopobui; no 7,5 AKOCTI loToBwMiA
M1y cale; no 8 nikapcbkoro nikapcbkni
calwle B 3acoby, 3aci6. 3MiHn Yy
KapTOHHii BMNYCK cepil: BUPOBHULTBI.
KopoobLi AHCcCceH 3MmiHa
PapmaLeBTUK iMnopTepa/amiHu
a HB, Benbrig; , LLIO CTOCYTbCA
BTOPUHHE BWMYCKy cepii Ta
nakyBaHHs, KOHTPO/IO AKOCTI
KOHTPO/b roToBOro
AKOCTI nikapcbkoro
niKkapcbKoro 3acoby (3amiHa
3acoby, abo fgofaBaHHA
BMMYCK Cepii: AinbHUUI, Ha
CTALA SAKIN
ApuHaiimitTTen 3[jICHI0ETbCS
b Al, KOHTPO/1b/BUNPO
HimeuuunHa; 6yBaHHs cepii).
BUMPOGHULITBO, BBeeHHs
nepBuHHe [0[aTKoBOT
nakyBaHHs, LiNbHAL
BTOPWHHE BignoBigasbHOT
nakyBaHHs: 3a KOHTPO/1b
«Xemodhapm» cepii MN3:
Al Bpadu, CTALA
Biaain Xemochapm CP/1
BMPOGHMYA (Kanea
OiNbHALA TopoHTanynyi,
LWa6au, KM 6,
Pecny6nika Timiwoapa,
Cepbis; 300668,
KOHTPO/b PymyHis) /
cepiii: STADA
CTALA Hemofarm SRL
Xemochapm (Calea

CPJ1, PymyHis

Torontalului, Km
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
6, Timisoara,
300668,
Romania)
190. HIKOTUHOBA nicotinic acid HIKOTUHOB - KpucTanivyHmi TOBAPUCT YkpaiHa AMCAJ1 HEM. IHais BHECEHHS 3MiH - UA/16263/01/01
KUCNOTA a kucnota NOPOLLIOK BO 3 NBT. NTA. 0o
(cybeTaHuin) y OBMEXXEH peecTpauinHmx
noAgiliHnx (]}0) mMartepianis:
nonietuneHosmx | BIAMNOBIOA 3MiHa 3asBHUKa
naketax g NbHICTHO N3 (MIbM)
thapmaueBTnyHO | «KOPIOPA (BnacHvika
ro 3aCTOCyBaHHS LA peecTpadjiiHoro
«300POB'A nocBigYeHHs)
» (3rigHO Hakazy
MO3 Big
23.07.2015 Ne
460)
191. HITPO®YHIH - X/TOPHITPO DO1AE | po3uuH gns TOB «TeBa YkpaiHa Tesa Yex Yecbka BHECEHHS 3MiH 6e3 UA/10177/01/01
oeHon 30BHILUHLOTO YkpaiHa» IHoacTpi3 Pecny6nika 0o peuyenmam
3aCTOCYBaHHS, c.p.o. peecTpauiiHnx
10 mr/mn no 25 marepianis:
My dh1aKOHi; 3MiHu | TUny -
no 1 dpnakoHy B 3MiHY Wwoao
KopooLi 6e3nekn/edekTn
BHOCTI Ta
thapmakoHarnag,
y (iHWi 3MiHW).
OHoB/IEHHA
TeKcTy
MapKyBaHHs
nepBuvHHOI Ta
BTOPUHHOI
ynakoBOK
nikapcbkoro
3aco0y.
BBefieHHs 3miH
NpOTArom 6-Tn
MicauiB nicns
3aTBEPKEHHS
192. HOBOKAIH procaine HOBOKaiH NO1BAO | po3uvH ans NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 3a UA/5126/01/01
(npokainy 2 iH'ekyii, 5 mr/mn "Fanuuchap "Tanuucapm” no peuenmom
rigpoxnop no5wmns M" peecTpauiiHux
na) amnyni, no 5 marepianis:
amnyny 3MiHu 1l Tuny -
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
KOHTYpHIlA 3MiHM 3 AKOCTI.
YapyHKOBIli ADL. (iHWi 3MiHW)
ynakosLi, no 2 OHOBJ1IEHHA DMF
KOHTYpHI A9 aKTUBHOT
YyapyHKOoBI peyoBUHN
ynakoBKu B HOBOKaiH
naui (npokainy
rigpoxnopua)
Bif
3aTBEPAKEHOr0
BMpOOHUKaA
Chongging
Southwest No.2
Pharmaceutical
Factory Co.,
Ltd., Kutaii 3
Version No:9 go
Version No:10 H
February, 2023
193. HOKCIMPEN oxymetazoline | okcumeTtas | RO1AAQ | HasanbHUiA CnineHe YkpaiHa CninbHe Ykpaina BHECEHHS 3MiH 6e3 nionsieae UA/1703/01/01
oniHy 5 cnpeii 0,05 % no | ykpaiHCbKO- YKpalHCbKO- 0o peuyenma
rigpoxnop 10 mn a6o 12 icnaHcbke icnaHcbke peecTpauiiHnx
ng M, abo 20 Mny | nignpuemcTs nigNpPUEMCTBO mMartepianis:
KOHTeliHepi 3 0 "Cnepko "Cnepko 3MiHn | Tuny -
npo6koto- YkpaiHa" YkpaiHa" AAMiHICTpaTVBHI
po3nuBayeM; (NoBHMIA LWKN 3MiHW. 3MiHa
no 1 KoHTeiHepy BMPOGHMLITBA, HaliMeHyBaHHs
B nauuj 3 BUNYCK Cepil; Ta/abo agpecu
KapTOHY KOHTPO/b micus
AKOCTI) NpoBaKEHHA
BisANbHOCTI

BMpO6HUKa/iMno
pTepa rotoBoro
nikapcbKoro
3acoby,
BK/IOYa0UN
LiNbHAL
BMNYyCKy cepil
abo micue
npoBefeHHs
KOHTpO/I0
AKOCTI.
(gisNbHICTB, 3a
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
AKy Bignosigae

BMPOGHUK/iIMNop
Tep, BKYaumn
BWMYCK Cepii).
3miHa agpecu
micus
NPOBaKEHHS
BUpo6HMKa 13
CninbHe
YKpaiHCbKO-
icnaHcbke
nignpMEMCTBO
"Cnepko
Ykpaiva"y
po3gaini
3.2.P.3.1.
Bupo6Huk(n), y
3B'A3KY 3
BiJOKpEM/IEHHS
M BUPOBHUYOro
Kopnycy Big,
pewTn byaisens
3 JofaHHAM
[04aTKOBOT
nitepu, T06T0
6e3
TepuTopiasibHor
0 MepemMiLLEeHHS,
a cawve 3
(21027,
YkpaiHa, M.
BiHHMUA, BYN.
600-piyus, 25)
Ha (21027,
YkpaiHa, M.
BiHHuLSA, BY/.
600-pivus, 25-
). BupobHuua
AiNbHMUA Ta BCi
BMPOGHUYI
onepavii
3a/mwarTbes

HE3MiHHUMMU.
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
3MiHN BHEeCeHO
B IHCTPYKL0
ANs MeAnyHoro
3aCTOCYyBaHHA Y
po3gin
«MicuesHaxomx
€HHS BUpPOGHMKa
Ta agpeca micugd
NPOBaKEHHS
noro
LiSNIbHOCTI» Ta
AK HaCNIAokK - y
TekcT
MapKyBaHHS
ynakoBKu
nikapcbKoro
3acoby.
BBefeHHs 3miH
NpOTAroM 6-Tn
MicaLis nicns
3aTBEPKEHHS..
194. HOKCMPEN oxymetazoline | okcumeTtas | RO1AAOQ | HasasbHUIA CMNEPKO Kinp CninbHe Ykpaina BHECEHHS 3MiH 6e3 niossieae UA/12675/01/01
AKTUB oniHy 5 cnpeii 0,05 % no | IHTEPHELL YKpPaiHCbKO- 0o peyenma
rigpoxnop 8 mn a6o 10 mn, | HANIMITEL icmaHcbke peecTpauinHmx
ng, abo 12 mny nigNpPUEMCTBO mMartepianis:
KOHTElHepi 3 y chopwmi 3MiHu | TUny -
Hacocom 3 ToBapucTaa 3 AfMiHicTpaTuBHI
posnuBayeM; 06MexeHo 3MiHW. 3MiHa
no 1 KoHTelHepy BignoBigasbHI HaliMeHyBaHHs
B KQpPTOHHIl cTio "Cnepko Ta/abo agpecu
nayui YkpaiHa" micus
(NoBHWI LUyKN NpoBaXXeHHS
BMPOGHMLITBA, AiSNbHOCTI
BUNYCK Cepil; BMPOGHMKa/iMMo
KOHTPO/b pTepa rotoBoro
AKOCTI) nikapcbKoro

3acoby,
BK/THOHAI0UM
OinbHWL
BUNYyCKyY cepil
abo micue
npoBefeHHs
KOHTPO/0
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
AKOCTI.

([isnbHICTB, 3a
AKy Bignosigae
BMPOGHMK/iMNOp
Tep, BKYaoUn
BWMNYCK Cepiit).
3miHa agpecu
Micusa
NPOBaXEHHS
LisNbHOCTI Ta
YTOYHEHHS
HanmcaHHs
Ha3Bun
BUpo6HMKa 13
y po3gini
3.2.P.3.1.
Bupo6HUK(1).
3MiHU BHECEHO
B IHCTpYKL,0
ANs MegnvHoro
3acTocyBaHHS
nikapcbKoro
3acoby y
posgainu
«BUpo6HUK» Ta
«MicuesHaxomx
€HHS BUPOGHMKa
Ta agpeca micus
NpoBaXXeHHS
noro
BisiNIbHOCTI».
BizgnosigHi 3miHK
BHECEHO B TEKCT
MapKyBaHHS
ynakoBKM
nikapcbKkoro
3acoby.
BBefeHHs 3MiH
NpOTArom 6-tn
MicsyiB micns
3aTBEPMKEHHS.
3MiHn | Tuny -
AAMiHICTpaTVBHI
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

3MiHW. 3miHa
HaliMeHyBaHHs
Ta/abo agpecu
Micus
NpoBaXXeHHS
AiSNbHOCTI
BMPOGHMKa/iMMo
pTepa rotoBoro
nikapcbKkoro
3acoby,
BK/THOHAI0UM
OinbHUL
BMMYCKy cepil
abo micue
NpoBeEeHHs
KOHTPO/0
AKOCTI.
(@isnbHicTb, 3a
AKy Bignosigae
BMPOBHUK/iMNop
Tep, He
BK/THOHAI0OUM
BUMNYCK Cepiit).
YTOYHEHHSA
agpecy Micugd
NpoBaXXeHHS
LisiNbHOCTI Ta
HanmcaHHs
Ha3Bun
BMpOGHUKa M3
y po3gini
3.2.P.3.1.
Brpo6HuK(n).
BBegeHHs 3MiH
NpoTArom 6-Tn
MicsauiB nicns
3aTBEPAKEHHS

195.

HYTPU®DJIEKC
ninig NepPi
HOBO

BEPXHSA
Kamepa
(pO3uunH

TNIIOKO3M):

T10KO3M,

MOHorigpa

BO5BA1
0

eMynbCia ans
iHdy3ili; no 1250
M (500 mn
PO3UUHY
amiHokmcnoT +
250 M1 X1poBoi

B. BpayH
Menb3yHreH
Al

HimeyunH
a

Bupo6bHuuTBO,
KOHTPO/Ib
cepit,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,

HimeyunHa

BHECEHHS 3MiH
o
peecTpauiiHnx
mMartepianis:
3minu Il Tuny -
3MiHK Woao

3a
peyenmom

He
nidnsieae

UA/20663/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
T; HaTpito emynbcii + 500 BWMYCK Cepii: 6e3nekn/edexTu
ourigpodo MJ/1 PO3UMHY B. BpayH BHOCTI Ta
ccpar, TNII0KO3K) Y Menb3yHreH thapmakoHarnng,
ovrigpart; THY4YKOMY Al y. 3MiHN Y
LIMHKY 6araTokamepHo KOPOTKiit
auerar, MY MiLLKY 3 XapakrepucTuui
ovrigpart; 6araToLuapoBoi nikapcbKoro
cepefHs onbru; no 5 3acoby, TeKCTi
Kamepa MiLLKIB Y MapKyBaHHsA Ta
(xupoBa KapTOHHil iHCTpYKLUIii gns
eMy/bCis): KopobLi; no MeANYHOro
onisl coesa 1875 mn (750 3aCTOCYBaHHS y
padhiHoBa M1 PO3UVHY 3B'A3KY i3
Ha, amiHoKMcNoT + HOBUMU JaHVMU
Tpurniuep 375 M1 Xu1poBsoi 3 AKOCTI,
nam emynbcii + 750 OOKNIHIYHUMN,
cepefHbor MJ/1 PO3UMHY KNiHIYHUMUY
o] rN0KO3N) Y AaHvMu Ta
naHuora,; THYYKOMY AaHumm 3
HUKHS 6araTokamepHo thapmakoHarnsg,
Kamepa MY MiLLKy 3 y. 3MiHN
(po3unH 6araToLuaposoi BHECeHO 0
amMiHOKuMCN onbru; no 5 IHCTPYKLUiT Ana
oT): MiLLKIB Y MeANYHOro
i3oneniuuH KapTOHHil 3acTocyBaHHS
, NeALmH, KopobLi; no nikapcbKoro
Ni3nHy 2500 mn (1000 3acoby Ao
rigpoxnop M1 PO3UVHY po3gainis
na, amiHokucnoTt + "PapMakonorivHi
METIOHiH, 500 M xuposoi BNacTnBOCTI",
theHinana emynbcii + 1000 "MpoTrnokasaHH
HiH, MJ/1 PO3YMHY ",
TPEOHIH, TNII0KO3K) Y "Ocob6nnBocTi
TpunTodha THYYKOMY 3acTocyBaHHS",
H, BasiH, 6araTokamepHo "Cnoci6
apriHiH, MY MiLLKY 3 3acTOoCyBaHHA
ricTMauHy 6araToLuapoBoi Ta fosn"
rigpoxnop onbru; no 5 BiA4NoBigHO A0
na, MiLLKIB Y Cy4yacHux
MOHoriapa KapTOHHil KNMIHIYHUX 3HaHb
T, anaHiH, KopooLi uoao
acnapariH napeHTepasibHOr
0Ba 0 Xap4yBaHHSs
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
KncnoTa, niTel, BUAaHnX
rnyTamiHo MiXXHapOaHUMUN
Ba KAiHIYHUMN
kucnota, ToBapucTBamu
TNILYH, ESPGHAN/ESP
NpOoniH, EN/ESPR/CSPE
CEpPUH, N. BBegeHHsa
HaTpito 3MiH NPOTArom
rigpokecuna, 6-T MicsauiB
HaTpito nicns
xnopwuga, 3aTBEPMKEHHS.
HaTpito
auerar,
Tpurigpar,
Kanito
auerar,
MarHito
auerar,
TeTparigp
ar,
KaunbLiito
Xnopwug,
aurigpat
196. OKTAIrAM Immunoglobuli | imyHorno6 | JO6BAO | po3uuH gns OKTA®APM ABCTpif OkTathapma ABcTpisi/ BHECEHHS 3MiH 3a UA/13905/01/01
ns, normal WAl 2 iHdpysiit, 50 A dapmaLeBTUK Lseuisi/ no peuenmom
human, for NOANHN mr/mn; no 50 mn, | dapmauesT a ®paHuia/ peecTpauiiHnx
intravascular HOpMaJsibH abo no 100 mn, nka MpopykTioHcre HimeyunHa mMartepianis:
adm. niA a6o no 200 mny | MNpoaykTioHC c. M.6.X., 3MiHu | TUny -
naswui; no 1 rec. m.6.X. ABCTPIS; 3MiHM 3 AKOCTI.
naawui y B1po6HWK, loToBMiA
KapTOHHii BiANOBIAA/IbHU nikapcbknii
Kopoo6Li n3a 3aci6. Cuctema
BVPOGHMLTBO KOHTeliHep/3aKy
3a NOBHUM noptoBasibHUii
LMKIOM, 3a 3aci6. 3miHa
BUK/OYEHHAM napameTpiB
BTOPUHHOI cneuudikawii
yMaKoBKK: Ta/abo
OKTA®PAPMA LONyCTUMUX
AB, LLBeuis; MeX NepBUHHOT
Brpo6HuK, yrnaxKoBKu
BignoBsiganbHn roToBOro
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

n3a
BUPOGHMLTBO
3a NOBHUM
LMKIOM, 38
BUK/OYEHHAM
BMPOGHMLTBA
PO34KHY in-
bulk,
BTOPUHHOT
YNaKoBKu.
AnbTepHaTuBH
o,
BVPOGHMLTBO
KiHLLeBOro
npoaykTy 3 in-
bulk po3unny,
BUpO6EeHOro
Ha
OxkTadapma
dapmaLeBTUK
a
MpogaykTioHcre
c. m.6.X.,
ABCTPIS:
OkTadhapma,
PpaHuis;
AnbTepHaTUBH
a BUpobHNYa
ninsiHka ans
BTOPUHHOTO
nakyBaHHS:
OkTathapma
[eccay 'm6X,
HimeyvunHa;
Bunpo6HuK,
BiANOBIAa/IbHU
n3a
BUNPOGYBaHHSA
Ha a/ItoMiHil
(nopaTkoBO O
BUPOGHMKa
OkTacapma
AB, LlBeuis):

nikapcbKoro
3aco0by (iHLwi
3MiHW).
Po3wwmpeHHa
TemnepartypHoro
AianasoHy
36epiraHHs
MOPOXHIX
CKNSAHNX
chnakoHiB, a
came 3 «+15 o
+25°C» 0o «+2
10 +30°C».
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
OxkTadapma
MpopykTioHcre
cenwadt
[Loliunang
M.6.X.,
HimeuunHa
197. OKTAHAT coagulation thakTop B02BDO | nopotuok ans OkTtadapma ABCTpIf BVPOGHMLTBO Lseuisi/ BHECEHHS 3MiH 3a UA/15468/01/01
factor VIII VIl 2 pPO34MHy ang dapmaueBT 3a NOBHUM ABcTpisi/ 0o peyernmom
Koarynsuji iH’exuiii no 50 nka LMK/IOM 3a ®paHuia/ peecTpauiiHnx
KpOBI MO/mn; MpoayKTioHC BUK/TIOYEHHAM HimeuyunHa mMartepianis:
NoaNHU KapToHHa rec Mm.6.X. BTOPUHHOT 3MiHu | TUny -
Kopobka Nel: yMNaKoBKU: 3MiHM 3 AKOCTI.
MiCTUTb 1 OkTathapma loToBMiA
h1akoH 3 AB, LLBeuis; nikapcbkuii
NOPOLLKOM AN1A BVPOGHMLTBO 3aci6. KoHTposnb
PO34nHyY Ans 3a NOBHUM roToBOro
iH'EKUNA. LIMKIOM, nikapcbKoro
KapToHHa BK/IOYAKOUN 3acoby. 3miHa 'y
Kopo6ka Ne2: Bi3yasibHy MeTogax
MiCTUTb 1 iHCneku;to: BMNPOGYBaHHSA
h1akoH 3 OkTaghapma roToBOro
PO3YNHHVIKOM dapmaueBTuk nikapcbKoro
(Bopa ansa a 3acoby
iH'eKwili no 5 mn MpopykTioHcre (He3HauyHa 3miHa
(250 c Mm.6.X., y 3aTBepIKEHNX
MO/chnakoH) ABCTpIS; MeTofax
a6o 10 mn (500 BVPOGHMLTBO BMNPOGYBaHHS).
MO/hnakoH)) Ta 3a MOBHUM He3HauHa 3miHa
KOMMNAEKT ans LMKIoM 3a y
PO3YMHEHHS Ta BUK/TIOYEHHAM 3aTBEpKEHOMY
BHYTPILUHbOBEHH BTOPWHHOI meTogj
oro BBefeHHs (1 YNaKoBKM: BUNPOBYBaHHSA
wnpu, OkTadapma, 3a MoKa3HMKOM
opHopasosuid, 1 PpaHuis; "'eMarnoTUHIHW
[BOCTOPOHHS BTOPVHHE " (BU3HAYEHHS
rosika, 1 roska 3 nakyBaHHs, aHTUTIN aHTK-A
inbTpom, 1 Bi3yasibHa Ta aHTn-B
rofnika ans iHCneKu,is: MEeTOoA0M
iH'ekuin, 2 OkTacapma npamoi
npocoYeHi [Leccay Mm6X, remarnioTuHauii)
CNMpTOM HimeuunHa; , acave
TamnoHu) y BVPOGHMLTBO BUKOPUCTaHHA
naketi abo Kpionpeujnitat 3paskiB niasmu,
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuUK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
6nicTepi. a: OkTachapma 06pobeHnx
Kopo6ka Ne 1 Ta MpoaykuioHcr S/D, Big, ooHopiB
Kopo6ka Ne 2 ecennwadTt AB, 5K
06’eHyI0TbCA Joliunang aflbTepHaTUBHON
MiX CO60t0 M.6.X., 0 HeraTMBHOro
naacTMKoBOO HimeuunHa KOHTPOSIO.
N/1iBKOO
198. OKTAHAT coagulation hakTop B02BDO | nopotuok ans OkTtadhapma ABCTpist BUPOGHMLTBO Lseuisi/ BHECEHHS 3MiH 3a UA/15468/01/02
factor VIII VI 2 po34nHy Ans dapmaveBT 3a MOBHUM AscTpisi/ no peyenmom
Koarynsuii iH’ekuii no 100 nKka LMKIOM 3a ®paHuis/ peecTpauiiHnx
KpOBI MO/mn; MpoayKTioHC BUK/IIOYEHHSIM HimeuyunHa mMartepianis:
NOANHN KapToHHa rec m.6.X. BTOPUHHOT 3MiHn | Tuny -
Kopo6ka Nel: yNaKoBKU: 3MiHU 3 AKOCTI.
MiCTUTb 1 OkTahapma loToBwMiA
hnakoH 3 AB, LLiBewjs; nikapcbkui
MOPOLLKOM A4S BUPOBHNLITBO 3aci6. KoHTponb
pO34nHy Ans 3a NOBHUM roToBOro
iH'eKLiNA. LIMKIOM, nikapcbkoro
KapToHHa BKJ/THOYA0UN 3acoby. 3miHa y
Kopobka No2: Bi3yasibHy MeTofax
MicTnTb 1 iHCMeKL;jto: BMNPOGYBaHHSA
hNakoH 3 OkTathapma roToBOro
PO3UYNHHVIKOM dapmaveBTuK nikapcbkoro
(Boga ans a 3acoby
iH’ekuiii no 10 MpopykTioHcre (He3HayHa 3mMiHa
M (1000 c M.6.X., y 3aTBEpIKEHUNX
MO/cbnakoH)) Ta ABCTPIS; mMeToAax
KOMNAEKT Ans BUPOOHNLITBO BUMPOOYBaHHS).
PO3YMHEHHs Ta 3a NOBHUM HesHauHa 3miHa
BHYTPILUHbOBEHH LMK/IOM 3a y
oro BBefieHHs (1 BUK/OYEHHAM 3aTBepKEHOMY
wnpuy, BTOPUHHOT MeToai
opHopasosuii, 1 yMNaKoBKU: BMNPOGYBaHHSA
[BOCTOPOHHS OkTadhapma, 3a NOKa3HUKOM
ronka, 1 ronka 3 PpaHuis; "'eMarnoTUHIHN
dinbTpom, 1 BTOPUHHE " (BU3HAYEHHS
ronka gns nakyBaHHs, aHTUTIN aHTn-A
iH'eKuUiid, 2 Bi3yasibHa Ta aHTn-B
NpoCOoYeHi iHCnekwyjs: MeToA0M
CNnpTOM OkTathapma npamoi
TamrnoHn) y [eccay 'm6X, remarnioTuHawii)
nakeTi abo HimeuunHa; , a came
6nictepi. BUPOBHMLTBO BUKOPVCTaHHS
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
Kopo6ka Ne 1 Ta Kpionpeujnitat 3paskiB nnasmu,
Kopobka Ne 2 a: Oktadhapma 06p061eHNX
06’eaHy0TbCA MpoaykuioHer S/D, Big, AOHOpIB
MiX co60t0 ecennwadpTt AB, 5K
N1acTUKOBO [Joiliunang, anbTepHaTUBHOr
NniBKOO M.6.X., 0 HeraTMBHOTO
HimeyynHa KOHTPOIO.
199. onisA COCHMA - 0nisi COCHU - piaMHa TOBAPUCT YkpaiHa dpeii+Nay HimeuyunHa BHECEHHS 3MiH - UA/15604/01/01
3BUYAINHOI, 3BUYAIAHOI, (cy6eTaHuis) y BO 3 rmM6X Jito)
PEKTU®DIKOBA pekTUaiKo cTaneBux OBMEXXEH peecTpauiiHnx
HA BaHa 6apabaHax Ans (e]}0) mMartepianis:3miH
hapmauesTuuHo | BIAMOBIJA a 3aaBHuUKa /13
ro 3acToCyBaHHs NBHICTHO (MIBIT)
«KOPIOPA (BnacHvika
LA peecTpavuiiiHoro
«300POB’'A NocCBifYEHHS)
» (3rigHO Haka3zy
MO3 Big
23.07.2015 Ne
460)
200. OJ/IMECAP 10 olmesartan onmMecapT | CO9CAOQ | Tabnetku, BKpUTI Makneogc IHais Makneopc IHgis BHECEHHS 3MiH 3a UA/19322/01/01
medoxomil aHy 8 NNiBKOBOKO dapmacbioT PapmacboTUK no peuenmom
Me0KCOMi 060/10HKOI0, N0 nkanc anc flimiteq peecTpauiiHnx
n 10 mr, no 10 Nimiteq MaTtepianis:
Tabnetok y 3MiHu | TUny -
6nicTepi, no 3 3MiHu Wwopo
abo 9 6nictepis 6e3nekn/edekTn
Y KapTOHHiIl BHOCTI Ta
Kopoo6Li hapmakoHarnag,
y. BBegeHHsa
ab60o 3miHM 10
y3arasibHeHux
JaHux npo
cuctemy
hapmakoHarnag,
y (BBEAEHHS
y3arasibHeHUx
[AaHnx npo
cuctemy
thapmakoHarnag,
Yy, 3MiHa
YMNOBHOBaXXEHOT

ocobu,
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

BignoBigabHOI
3a 34jiCHEHHS
thapmakoHarnng,
Y; KOHTaKTHOT
ocobu 3
thapmakoHarnag,
y 3asBHMKa ANnA
3[iACHEHHS
thapmakoHarnag,
y B YKpaiHi,
AKLLO BOHA
BiAMiHHA Bif
YNOBHOB&XXEHOT
ocobu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
thapmakoHarnag,
y (BkNtoYaroum
KOHTaKTHI fjaHi)
Ta/abo 3MiHu y
PO3MiLLEHHI
macTep-aiina
cuctemn
thapmakoHarnag,
y). 3miHa micus
3[iACHEHHS
OCHOBHOI
LOisiNbHOCTI 3
thapmakoHarnag,
y.
3miHa
MicLie3Haxomxe
HHS1 MacTep-
thaiina cuctemm
hapmakoHarnag,
y Ta inoro
Homepa.

201.

OJIMECAP 20

olmesartan
medoxomil

onmecapT
aHy
Mef0KCOMi
n

CO9CAO
8

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKO0, NO
20 mr, no 10
Tabnetok y
6nictepi, no 3

Makneogc
PapmacboT
nKasnc
Nimiteq

IHAis

Makneopac
PapmacboTuK
auic Nlimitepq,

IHais

BHECEHHS 3MiH
o
peecTpauiiHnx
mMartepianis:
3MiHn | Tuny -
3MiHK Woao

3a
peyenmom

UA/19322/01/02
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

abo 9 6nicTepis
Y KapTOHHiii
Kopoo6Li

6e3nekn/edexTu
BHOCTi Ta
thapmakoHarnng,
y. BBeaeHHsA
abo 3MiHu 10
y3arasibHeHux
JaHux npo
cuctemy
thapmakoHarnag,
y (BBEAEHHS
y3arasibHeHUx
AaHvx npo
cuctemy
thapmakoHarnag,
y, 3MiHa
YNOBHOB&XXEHOT
ocobu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
hapmakoHarnag,
Y; KOHTaKTHOT
ocobm 3
thapmakoHarnag,
y 3asBHVKa ANs
3iiCHEeHHS
hapmakoHarnag,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif
YNOBHOB&XXEHOT
ocobwm,
BignosigabHoOI
3a 3[iliCHEHHSA
hapmakoHarnsg,
y (BkNtovaroum
KOHTaKTHI fjaHi)
Ta/abo 3MiHN y
PO3MiLLEHHI
MacTep-arina
cuctemu
hapmakoHarnag,
y). 3miHa micus
3iiCHEeHHS
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

OCHOBHOI
LisNIbHOCTI 3
thapmakoHarnng,
y.
3miHa
MicLe3Haxomxe
HHS MacTep-
thaiina cucrtemum
thapmakoHarnag,
y Ta iioro
Homepa.

202.

OJIMECAP 40

olmesartan
medoxomil

onmvecapT
aHy
MeLOoKCOMi
n

C09CAO0
8

TabneTku, BKpUTI
NiBKOBOO
060/10HKOI0, NO
40 mr, no 10
Tabnetoky
6nictepi, no 3
abo 9 6nicTepis
Y KapTOHHiIl
KopooLi

Makneogc
dapmacboT
nkanc
Nimiten

IHais

Makneopc
dapmMacblTUK
aunc Nimiteq,

IHais

BHECEHHS 3MiH
ao
peecTpauiiHnx
marepianis:
3MiHu | TUny -
3MiHV Wwoao
6e3nekn/edextu
BHOCTi Ta
thapmakoHarnag,
y. BBefeHHs
abo 3MiHM ao
y3arasibHeHux
AaHvx npo
cuctemy
thapmakoHarnag,
y (BBEAEHHSA
y3arasibHeHUx
[JaHux npo
cuctemy
thapmakoHarnag,
Yy, 3MiHa
YNOBHOBaXXEHOT
ocobwm,
BignoBigabHOT
3a 3[iliCHEHHSA
thapmakoHarnag,
Y; KOHTaKTHOI
ocobm 3
thapmakoHarnag,
y 3asBHMKa ANA
3[jlACHEHHS
hapmakoHarnsag

3a
peyerimom

UA/19322/01/03
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

y B YKpaiHi,
AKLLO BOHA
BiAMiIHHA Bif
YNOBHOB&XXeHOT
ocobu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
thapmakoHarnag,
y (BkNtoYaroum
KOHTaKTHi fjaHi)
Ta/abo 3MiHu y
PO3MiLLEHHI
macTep-aiina
cuctemn
hapmakoHarnag,
y). 3miHa micus
3[iACHEHHS
OCHOBHOI
LOisiNbHOCTI 3
hapmakoHarnag,
y.
3miHa
MicLie3Haxomxe
HHS1 MacTep-
thaiina cuctemm
hapmakoHarnag,
y Ta inoro
Homepa.

203.

OJIMECAP HA
40/12.5/10

olmesartan
medoxomil,
amlodipine
and
hydrochlorothi
azide

onmecapT
aHy
Mef0KCOMi
n,
amnoamni
rigpoxnop
oTiasng

C09DX0
3

TabneTku, BKPUTI
naiBKOBOIO
060/10HKOI0, MO
40 mr/12.5 mr/10
mr; no 10
Tabnetoky
6nictepi, no 3
abo 9 6nicTepis
Y KapTOHHiIl
ynakosLi

Makneogc
PapmacboT
nKasnc
Nimiteq

IHAis

Makneopc
PapmacboTuK
auic Nlimitepq,

IHais

BHECEHHS 3MiH
o
peecTpauiiHnx
mMartepianis:
3MiHn | Tuny -
3MiHK Wopao
6e3nekn/edekTn
BHOCTI Ta
thapmakoHarnag,
y. BBeaeHHs
abo 3miHn Ao
y3arasibHeHUx
[JaHux npo
cuctemy
hapmakoHarnsag

3a
peyenmom

UA/20558/01/02
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

y (BBEAEHHS
y3arasibHeHux
AaHvx npo
cuctemy
hapmakoHarnag,
Y, 3MiHa
YNOBHOB&XXeHOT
ocobu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
thapmakoHarnag,
Y; KOHTaKTHOT
ocobm 3
thapmakoHarnag,
y 3asBHVKa ANs
3iiCHEeHHS
thapmakoHarnag,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif
YNOBHOB&XXEHOT
ocobwm,
BignosigabHoOI
3a 3[iliCHEHHSA
hapmakoHarnsg,
y (BkNtovaroum
KOHTaKTHI fjaHi)
Ta/abo 3MiHN y
PO3MiLLEHHI
MacTep-arina
cuctemu
hapmakoHarnag,
y). 3miHa
KOHTaKTHUX
OaHnx
YNOBHOB&XXEHOT
0Cco6V 3asIBHMKA,
BignosigabHoOI
3a
hapmakoHarnsg,
. 3MiHa micus
3[jlACHEHHS
OCHOBHOI
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

LOisiNbHOCTI 3
thapmakoHarnag,
y. 3mina
MicLe3Haxomxe
HHS MacTep-
thaiina cuctemu
hapmakoHarnsg,
y Ta lioro
Homepa.

204.

OJ/IMECAP HA
40/12.5/5

olmesartan
medoxomil,
amlodipine
and
hydrochlorothi
azide

onmvecapT
aHy
MeL0KCOMi
n,
amoauniH
rigpoxnop
oTiasng

C09DX0
3

TabneTkn, BKpUTI
nNiBKOBOKO
060/10HKOIO, MO
40 mr/12.5 mr/5
mr; no 10
Tabnetok y
6nicTepi, no 3
abo 9 6nictepis
Y KapTOHHiIl
ynakoBLj

Makneoac
PapmacboT
VKauic
Nimiteq

IHAjA

Makneogc
dapMacbTUK
anc fliviteq

IHAjA

BHECEHHS 3MiH
no
peecTpavinHmx
mMartepianis:
3MiHu | TUny -
3MiHM Wwozo
6e3nekn/edextu
BHOCTI Ta
hapmakoHarnag,
y. BBefeHHsA
abo 3MiHM o0
y3arasibHeHux
JaHux npo
cuctemy
hapmakoHarnag,
y (BBEAEHHSA
y3arasibHeHux
AaHvx npo
cuctemy
thapmakoHarnag,
y, 3MiHa
YNOBHOBaXXeHOT
ocobu,
BiANOBIgasIbHOI
3a 3/iliCHeHHs
thapmakoHarnag,
Y; KOHTaKTHOT
ocobm 3
thapmakoHarnag,
y 3asBHVKa ANs
3/liiCHEeHHS
thapmakoHarnag,
y B YKpaiHi,
AKLLO BOHA

3a
peyenmom

UA/20558/01/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

BigMiHHA Bif
YNOBHOBaXeHOoi
ocobwm,
BignoBigabHOI
3a 34jiCHEHHS
thapmakoHarnag,
y (BK/IHOYaoun
KOHTaKTHI AaHi)
Ta/abo 3miHn y
PO3MILLEHHI
mMacTep-aiina
cuctemn
hapmakoHarnsg,
y). 3MiHa
KOHTaKTHUX
AaHnx
YNOBHOBaXeHOoi
0co6u 3a8BHUKA,
BignoBigabHOI
3a
thapmakoHarnng,
. 3MiHa micus
3[jACHEHHS
OCHOBHOI
LOisiNbHOCTI 3
hapmakoHarnag,
y. 3mina
MicLe3Haxomxe
HHS MacTep-
thaiina cuctemu
hapmakoHarnsg,
y Ta lioro
Homepa.

205.

O/IMECAPTAH
MAK/EO/AC 10

olmesartan
medoxomil

onmecapt
aHy
MeL0KCOMi
n

C09CAO0
8

TabneTkn, BKpUTI
nniBKOBOIO
060/10HKOIO, MO
10 wr, no 10
Tabnetok y
6nictepi, no 3
abo 9 6nicTepi
Y KapTOHHiii
ynakoBLi

Makneogac
PapmacboT
VKauic
Nimiteq

IHAjA

Maxkneogc
dapMacbiTUK
anc Niviteq

IHAjA

BHECEHHS 3MiH
no
peecTpavinHmx
mMartepianis:
3MiHu | TUny -
3MiHM Wwozo
6e3nekn/edextu
BHOCTI Ta
hapmakoHarnag,
y. BBegeHHs

3a
peyenmom

UA/19531/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

abo 3MiHM ao
y3arasibHeHux
[aHux npo
cuctemy
hapmakoHarnag,
y (BBEAEHHSA
y3ara/ibHeHUx
JaHux npo
cuctemy
hapmakoHarnsg,
Yy, 3MiHa
YNOBHOB&XXEHOT
ocobwm,
BignosigabHoOI
3a 3[iliCHEHHSA
hapmakoHarnsg,
Y; KOHTaKTHOI
ocobm 3
hapmakoHarnsg,
y 3asBHMKa ANA
3[jlACHEHHS
hapmakoHarnsg,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif
YMNOBHOBaXeHOoi
ocobwm,
BignoBigabHOI
3a 34jiCHEHHS
thapmakoHarnng,
y (BK/IHOYaoun
KOHTaKTHI aHi)
Ta/abo 3miHn y
PO3MILLLEHHI
mMacTep-aiina
cuctemn
hapmakoHarnsg,
y). 3MiHa
KOHTaKTHUX
AaHnx
YMNOBHOBaXeHOoi
0Ccobu 3asiBHMKA
3
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

hapmakoHarnsg,
y.
3miHa
MicLe3Haxomxe
HHS MacTep-
thaiina cuctemu
hapmakoHarnsg,
y Ta lioro
Homepa. 3MiHa
Micus
3[jACHEHHS
OCHOBHOI
LOisiNbHOCTI 3
thapmakoHarnag,

Y.

206.

O/IMECAPTAH
MAK/EOAC 20

olmesartan
medoxomil

onmecapt
aHy
MeL0KCOMi
n

C09CAO0
8

TabneTkn, BKpUTI
nniBKOBOO
060/10HKOIO, MO
20 wmr, no 10
Tabnetoky
6nictepi, no 3
abo 9 6nicTepi
Y KapTOHHiii
ynaKkoBLi

Makneogac
PapmacboT
VKauic
Nimiteq

IHAjA

Maxkneogc
PapMacbTUK
anc Niviteq

IHAjA

BHECEHHS 3MiH
no
peecTpavinHmx
mMartepianis:
3MiHu | TUny -
3MiHM Wwozo
6e3nekn/edextu
BHOCTI Ta
hapmakoHarnag,
y. BBefeHHsA
abo 3MiHM oo
y3arasibHeHux
[aHux npo
cuctemy
hapmakoHarnag,
y (BBEAEHHSA
y3arasibHeHux
AaHvx npo
cuctemy
thapmakoHarnag,
y, 3MiHa
YNOBHOBaXXeHOT
ocobu,
BiANOBIgasIbHOI
3a 3/iliCHEeHHS
thapmakoHarnag,
Y; KOHTaKTHOT
ocobm 3

3a
peyenmom

UA/19531/01/02
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

hapmakoHarnsg,
y 3asBHMKa ANA
3MiICHEHHS
hapmakoHarnsg,
y B YKpaiHi,
AKLLO BOHA
BigMiHHa Bif
YMNOBHOBaXeHOoi
ocobwm,
BignoBiganbHOI
3a 34jiCHEHHS
thapmakoHarnag,
y (BK/IHOYaoun
KOHTaKTHI AaHi)
Ta/abo 3miHn y
PO3MILLLEHHI
mMacTep-aiina
cuctemn
hapmakoHarnsg,
y). 3MiHa
KOHTaKTHUX
AaHnx
YNOBHOBaXeHOoi
0cobu 3asiBHMKA
3
hapmakoHarnag,
y.
3miHa
MicLie3Haxomxe
HHS1 MacTep-
thaiina cuctemm
hapmakoHarnag,
y Ta inoro
HoMepa. 3MiHa
Micusa
3MiICHEHHS
OCHOBHOI
LisNIbHOCTI 3
thapmakoHarnng,
y.

207.

ONIMECAPTAH
MAK/IEO/C 40

olmesartan
medoxomil

onmecapT
aHy
Mef0KCOMi

CO9CAO
8

TabneTku, BKPUTI
NNiBKOBOIO
0060/10HKOHD, MO

Makneogc
PapmacboT
vKanc

IHAis

Makneopac
dapmMacboTuK
anc flimiteq,

IHais

BHECEHHS 3MiH
o
peecTpaLinHnx

3a
peyenmom

UA/19531/01/03
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

40 wr, no 10
Tabnetok y
6nictepi, no 3
abo 9 6nicTepis
Y KapTOHHiii
ynakoBLi

NimiTea,
IHais

IHgis

marepianis:
3MiHu | TNy -
3MiHM Wwozo
6e3nekn/edexTu
BHOCTi Ta
thapmakoHarnag,
y. BBeaeHHsA
abo 3MiHM 10
y3arasibHeHux
JaHux npo
cuctemy
thapmakoHarnag,
y (BBEAEHHS
y3arasibHeHux
AaHvx npo
cuctemy
thapmakoHarnag,
y, 3MiHa
YNOBHOB&XXeHOT
ocobu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
thapmakoHarnag,
Y; KOHTaKTHOT
ocobm 3
hapmakoHarnag,
y 3asBHVKa ANs
3iiCHEeHHS
thapmakoHarnag,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif
YMOBHOBa&XXEHOT
ocobwm,
BignosigabHoOI
3a 3[iliCHEHHSA
hapmakoHarnsg,
y (BkNtovaroum
KOHTaKTHI faHi)
Ta/abo 3MiHN y
PO3MiLLEHHI
mMacTep-arina
cuctemu
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
hapmakoHarnsg,
y). 3MiHa
KOHTaKTHUX
AaHnx
YMNOBHOBaXeHOoi
0Cco6U 3asBHMKA
3
thapmakoHarnag,
y.
3miHa
MicLie3Haxomxe
HHSA MacTep-
thaiina cuctemm
thapmakoHarnag,
y Ta inoro
HoMepa. 3MiHa
Micusa
3[jlACHEHHS
OCHOBHOI
LisNIbHOCTI 3
hapmakoHarnsg,
y.
208. OHAAHCETPO ondansetron oHAaHceT - NOPOLLIOK TOBAPUCT YkpaiHa Inka IHais BHECEHHS 3MiH - UA/14488/01/01
HY POHY (cybeTaHuin) y BO 3 NabopaTtopis 0o
rigpoxnoprung rigpoxnop naketax OBMEXXEH nTa. peecTpauiiHnx
AUrIAPAT nay noAagiliHnx 3 (e]}0) mMartepianis:
avrigpat nonieTuneny BIANOBIOA 3MiHa 3asBHMKa
ans JNIBHICTIO N3 (MIBM)
hapmaueBTnyHo | «KOPIOPA (BnacHvika
ro 3aCTOCyBaHHs LA peecTpavuiiiHoro
«300POB’'A NocCBiAYEHHS)
» (3rigHO Haka3zy
MO3 Big
23.07.2015 Ne
460)
209. OTUMAKC® - oeHa3oH S02DA3 | kpanni BywHi; no | BIOKOAEKC dpaHuis BIOKOLEKC ®paHuis BHECEHHS 3MiH 6e3 UA/5205/01/01
Ta 0 16 ry chnakoHi; no peyenma
nigokaiHy no 1 dpnakoHny peecTpauiiHnx
rigpoxnop pasom 3 Martepianis:
nay NNacTUKoBO 3MiHu | TUny -
MoOHoriapa KpanenbHULLe 3MiHu Wwopo
T Y KapTOHHIl 6e3nekn/edekTn
Kopoo6Li BHOCTI Ta
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

hapmakoHarnsg,
y. BBegeHHs
abo 3miHn o
y3ara/ibHeHUx
JaHux npo
cuctemy
hapmakoHarnsg,
y (BBEAEHHS
y3arasibHeHUx
JaHux npo
cuctemy
thapmakoHarnag,
y, 3MiHa
YNOBHOBaXeHOoi
ocobwm,
BignoBiganbHOI
3a 34jiCHEHHS
thapmakoHarnag,
Y; KOHTaKTHOT
ocobu 3
thapmakoHarnng,
y 3asBHMKa ANA
3[jACHEHHS
thapmakoHarnag,
y B YKpaliHi,
AKLLO BOHA
BiAMiIHHA Bif
YNOBHOB&XXeHOT
ocobu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
hapmakoHarnag,
y (BkNtoYaroum
KOHTaKTHi fjaHi)
Ta/abo 3MiHu y
PO3MiLLEHHI
macTep-aiina
cuctemn
thapmakoHarnng,
y). 3miHa
KOHTaKTHUX
OaHnx
YMNOBHOBaXXEHOT
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
0Cco6V 3asIBHMKA,
BignosiganbHoOl
3a
chapmakoHaraiag,
210. MAHAZON Paracetamol, napaueta | NO2BE5 | tabnetku, Bkputi | XaseoH HOK Benvka XaneoH IpnaHgis BHECEHHS 3MiH 6e3 UA/2691/01/01
EKCTPA combinations Mon, 1 060/10HKOHO; MO TpeiigiHr BpuTaHis AlipneHg, 0o peyenma
excl. KodheiH 12 Tabnetok y Nimiteq [aHrapeaH peecTpauiiHnx
psycholeptics 6nictepi; no 1 Nimiteq mMartepianis:
6nictepy B 3MiHun | TUny -
KapTOHHil 3MiHU 3 AKOCTI.
KopooLi CepTuchikat
BignosigHocTi/l"
E-ceptudikar
BignoBIAHOCTI

€Bponeicbkiin
thapmakonei/mo
Horpadii.
MogaHHA HOBOTO
ab0 OHOB/IEHOTO
cepTudpikata
BiANOBIAHOCTI
ab0o BUyYEHHSA
cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei:
ansa A®l; gna
BUXiAHOIO
marepiany/pear
eHTY/NpPOMiXHOT
0 NPOAYKTY, WO
BUKOPVCTOBYIOTb
cay
BMPOGHMULTBI
A®I; ana
[0NOMDKHOT
peyvoBVHN
(cepTudpikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei) -
OHoBREeHWi

cepTudikar Big




412

Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

yxe
3aTBEPIKEHOr0
BMPOGHMKA.
MopaHHA
OHOB/IEHOr0
ceptuddikata
BignoBiAHOCTI
€Bponeiicbkili
hapmakonei Ne
CEP 2002-020 -
Rev 11
(3aTBEpPAKEHO:
CEP 2002-020 -
Rev 10) ons
nito4oi
peyoBnHN
Paracetamol Big,
BXE
3aTBEPAKEHOro
BUPOGHMKA,
KNI 3MIHWB
Ha3By 3
FARMSON
PHARMACEUTI
CAL GUJARAT
PRIVATE
LIMITED Ha
FARMSON
BASIC DRUGS
PRIVATE
LIMITED

211.

MAHKAIOP®

acetylcysteine

aueTunumn
CcTeiH

rpaHynv ans
opasibHOro
po3unHy no 200
mr; in bulk: Ne
960 (1x960)
cawe;nolr
rpaHyn y caue,
no 960 calue B
KapTOHHil
KopooLi

TOB
"TNELGAP
M ATA

YkpaiHa

KYCYM
XENTXKEP
MBT NTA

IHais

BHECEHHS 3MiH
4o
peecTpauiiHnx
mMartepianis:
3MiHn | Tuny -
3MiHU 3 AKOCTI.
loToBwMiA
nikapcbknii
3aci6. Cuctema
KOHTeliHep/3akKy
noptoBasibHNIA
3aci6. 3miHa

UA/21156/02/01
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y (iHWWi 3MiHK) -
3MiHU BHECEHO
B TEKCT
MapKyBaHHs
BTOPUHHOT
ynaxkoBKm
nikapcbKoro
3aC00y y NyHKTK
2,8,12,16, 17
Ta B TEKCT
MapKyBaHHs
nepBUHHOI
yMakoBku y
NyHKTW 2, 17.
BBefeHHA 3MiH
nNpoTArom 6-Tn
MicsauiB nicns
3aTBEPKEHHS.
3MiHu | TUny -
3MiHM 3 AKOCTI.

[oTOBMIA

Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
po3mipy
ynakoBKu
roToBOroO
nikapcbKoro
3aco0by (iHLwi
3MiHM) -
BBE/eHHs
[0[aTKOBOT
ynakoBKu y
chopmi in bulk y
3B'A3KY 3
BMPOGHNYOI0
HEeoOXifHICTHO
212. MAHKA/IOP® acetylcysteine | auetnnum | RO5CBO | rpaHynav gns TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 6e3 UA/20432/02/01
CTelH 1 opasibHOro "TNEOPAP XENTXKEP no peyenma
po3unHy no 200 M naTa" MNBT NTA peecTpauiiHnx
mr;nolr mMartepianis:
rpaHyn y catue, 3MiHn | Tuny -
no 10 a6o no 30 3MiHK Wopao
cawey 6e3nekn/edekTn
KapTOHHIM BHOCTI Ta
ynakoBLj thapmakoHarnag,
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
nikapcbknii
3aci6. Cuctema
KOHTeliHep/3aky
noproBasibHWi
3aci6. 3miHa
po3mipy
yrakoBKu
roToBOro
nikapcbKkoro
3aco06y (iHLui
3MiHM) -
BBEJEHHS
[,04aTKOBOT
yNakoBKu Yy
chopmi in bulk y
3B'A3KY 3
BUPOBHUYOI
HEeobXifgHICTHO
213. NMAHKPEATUH Multienzymes | naHkpeatu - amopdoHwmit TOBAPUCT YkpaiHa CnuyaHb Kutaii BHECEHHS 3MiH - UA/17163/01/01
(lipase, H NOPOLLIOK BO 3 BiocuH no
protease etc.) (cybeTaHuin) y OBMEXXEH dapmacbloTika peecTpavinHmx
[BOLLAPOBUX (e]}0) n Ko., Nita. mMartepianis:
nonietuneHosmx | BIAMNOBIOA 3MiHa 3asBHUKa
naketax gs NbHICTHO N3 (MIbM)
thapmaueBTnyHo | «KOPIOPA (BnacHvika
ro 3acToCyBaHHS LA peecTpadjiiiHoro
«300POB’A nocBigYeHHs)
» (3rigHO Hakazy
MO3 Big
23.07.2015 Ne
460).
214. NMAHTAMAK pantoprazole naHtonpas | A02BCO | TabneTku, BKpUTI Makneogc IHAis Makneogc IHAiA BHECEHHS 3MiH 3a UA/17027/01/01
ony 2 060/10HKOIO, dapmacbioT dapmacboThK ao peyernmom
HaTpito KMLLKOBOPO3YWH nKauic auc Nimiteq, peecTpauiiHnx
Cecksirigp Hi no 40 wmr, no Nimiteq marepianis:
aT 10 TabneTok y 3MiHu | TUny -
6nicTepi; no 3 3MiHV Wwoao
6nictepu B 6e3nekn/edextn
KapTOHHIN BHOCTI Ta
Kopoo6Li thapmakoHarnag,
y. BBefeHHs

abo 3MiHM o
y3arasibHeHUx
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

JaHux npo
cuctemy
thapmakoHarnng,
y (BBEAEHHS
y3arasibHeHux
AaHvx npo
cuctemy
thapmakoHarnag,
y, 3MiHa
YNOBHOB&XXEHOT
ocobu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
thapmakoHarnag,
Y; KOHTaKTHOT
ocobm 3
thapmakoHarnag,
y 3asBHVKa ANs
3iiCHEeHHS
hapmakoHarnag,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif
YMOBHOBa&XXEHOT
ocobwm,
BignosigabHoOI
3a 3[iliCHEHHSA
hapmakoHarnsg,
y (BkNtovaroun
KOHTaKTHI faHi)
Ta/abo 3MiHN y
PO3MiLLEHHI
MacTep-arina
cuctemu
hapmakoHarnag,
y). 3miHa
KOHTaKTHUX
OaHnx
YNOBHOB&XXEHOT
0Cco6V 3asIBHMKA,
BignosigabHoOI
3a
chapmakoHaraiag,
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

. 3miHa
MicLie3Haxomxe
HHSA MacTep-
thaiina cuctemm
hapmakoHarnag,
y Ta inoro
HoMmepa. 3MiHa
Micusa
3[jlACHEHHS
OCHOBHOI
LisNIbHOCTI 3
thapmakoHarnag,
y.

215.

NAHTEHON-
370POB'AA
nnoc

Chlorhexidine,
combinations

JekcnaHte
Hon,
6eH3asIKoH
ito
xnopvg,
X/ioprekcu
AVHy
VT TIOKOH
aT

DO8ACS5
2

Kpem; no 40 r
abono 100ry
Ty6i; no 1 Ty6i y
Kopobui 3
KapToHY

TOBAPWUCT
BO 3
OBMEXXEH
folle
BIAMOBIJA
NBHICTIO
«KOPMOPA
s
«3[J0POB'A

»

YkpaiHa

TOBAPIWCTB
03
OBMEXXEHO
1o}
BIAMNOBIAAN
bHICTHO
«KOPTOPALII
A
«300POB'A»

YKpaiHa

BHECEHHS 3MiH
no
peecTpauiiHnx
mMartepianis:
3MiHn | Tuny -
3MiHU 3 AKOCTI.
loToBwMiA
nikapcbknii
3aci6. Cuctema
KOHTeliHep/3aKy
noptoBasibHNIA
3aci6. 3miHa
po3mipy
ynakoBKM
roToBOro
nikapcbKoro
3acoby
(BUNyYeHHSA
ynakoBKM
neBHOro
po3mipy).
BunyyeHHs
nakyBaHHs no
20 ry Ty6i.
3MiHV BHECeHOo
B po3gin
"YnakoBka" B
IHCTpYKLit0 oNns
MeLMYHOro
3aCTOCYBaHHSA

6e3
peuyenma

nionsieae

UA/19323/01/01




417

Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
nikapcbKoro
3acoby y 3B'A3KYy
3 BUJTYYEHHAM
NeBHOro Po3Mipy
ynakoBku Ta K
Hacnigok -
BU/TYYEHHS
TeKcTy
MapKyBaHHs
BignoBigHOT
ynakoBKM
nikapcbKkoro
3acoby.
BBeaeHHs 3MiH
NnpoTArom 6-tn
MicsiB micns
3aTBEPKEHHS.
216. NMANABEPUHY papaverine nanasepu - KpucTanivyHmim TOBAPUCT YkpaiHa PEKOPAATI ITanisa BHECEHHS 3MiH - UA/18221/01/01
rigpoxnoprung HY nopoLuok abo BO 3 IHOACTPIA bo
rigpoxnop Kpuctanu OBMEXXEH KIMIKA E peecTpauiiHnx
ng (cybeTaHuin) y (e]}0) DAPMACHIOT mMartepianis:
noaBiiHNX BIAMOBIOA IKA C.IN.A. 3MiHa 3asiBHMKa
nonieTuIeHoBmxX NbHICTHO N3 (MIBIM)
naketax gs «KOPIMOPA (BnacHvika
hapmaueBTUYHO LA peecTpadjiiHoro
ro 3actocyBaHHs | «30OPOB'A nocBifAYeHHs)
» (3rigHO Hakasy
MO3 Big
23.07.2015 Ne
460).
217. NMAPALEETAMO Paracetamol napaueta - KpucTanivyHmi TOBAPUCT YkpaiHa LLieHbYxoy Kutaii BHECEHHS 3MiH - UA/17745/01/01
n Mon NOPOLLIOK BO 3 Li3ixeH no
(cybeTaHuin) y OBMEXEH dapmacbloTika peecTpauinHmx
naketax (]}0) n Ko., Nita. mMartepianis:
noAgiiHmnx BIAMOBIOA 3MiHa 3asBHUKa
nonieTuIeHoBMX NIBHICTHO N3 (MIBIM)
ons «KOPIMOPA (BnacHvka
hapmaLleBTUYHO LA peecTpaLiiHoro
ro 3actocyBaHHsl | «30OPOB'A NOCBIgYEHHS)

»

(3rigHO Hakazy
MO3 Big
23.07.2015 Ne
460).
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
218. MK-MEPL|, amantadine amaHTagn | NO4BBO | posuvH ans Mepvy, HimeuumnH npoaykuis in Icnanis/ BHECEHHS 3MiH 3a UA/9031/02/01
HYy 1 iHdpysiin, 0,4 dapmachbHoTi a bulk, HimeyunHa/ no peuenmom
cynbhat mr/mn; no 500 Kanc M6Xx nepBrHHE Ta Natsis peecTpauiiHnx
My doNakoHi; BTOPUHHE marepianis:
no 2 pnakoHn y nakyBaHHs, 3MiHu | TNy -
KapTOHHIN KOHTPOJ1b 3MiHM Wwozo
Kopoo6Li AKOCTI (XiMiKo- 6e3nekn/edexTu
Pi3nYHI BHOCTI Ta
BMNPOBYBaHHSA hapmakoHarnsg,
, y. BBefeHHA
Mikpo6ionoriyH abo 3MiHu 10
Uii KOHTPONb y3arasibHeHux
Ta JaHux npo
BUNPOOYBaHHA cuctemy
Ha hapmakoHarnsg,
€HIO0TOKCUHM): y (BBEAEHHS
B. bpayH y3arasibHeHux
Megikan, C.A., [aHuX npo
IcnaHis; cuctemy
KOHTPO/b thapmakoHarnsg,
AKOCTI (XiMiKO- y, 3MiHa
i3nYHi YNOBHOB&XEHOT
BUNPOGYBaHHSA ocobwu,
) Ta BunycK BiANOBIga/IbHOI
cepii: 3a 34jiiCHEHHS
Mepu dapma hapmakoHarnag,
m6X i Ko. Y; KOHTaKTHOI
KraA, ocobm 3
HimeuuunHa; thapmakoHarnag,
BTopuHHe y 3asABHVKa oA
nakyBaHHs: 3[jACHEeHHS
MpecTix hapmakoHarnag,
MpomoyLuH y B YKpaiHi,
Bepkaydcchoe AKLLO BOHA
PLEPYHT & BigMiHHA Bif
Bepb6ecepsic YNOBHOBaXEHOT
rm6X, ocobwm,
HimeuuunHa; BignosigabHoOI
KoHTposb 3a 3[jiCHEHHSA
AKOCTI (XiMiKo- hapmakoHarnsg,
Pi3nYHI y (BkNtovaroum
BMNPOBYBaHHSA KOHTaKTHI faHi)

Ta/abo 3MiHN Y
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
MiKpob6iosoriuH PO3MILLLEHHI
WA KOHTPOSIb): mMacTep-aiina
Na6opatopi cucTemun
o Ananisic hapmakoHarnsg,
o y). 3MiHa
Bionogxukann YMOBHOBa&XXEHOT
i EKTiB 0Ccob6V 3asIBHMKA,
KomnoyHac BignosigabHoOI
NaTtBiaH 3a
IHCTITbIOT O hapmakoHarnsg,
OpraHik .
CiHTesic, [itoua pepakuis:
Narsis; Dr. Julia
KoHTposb Gehricke.
AKOCTI (XiMiKO- [MponoHoBaHa
i3nYHi pepakuisi: Ulrike
BUNPOGYBaHHSA Meyer, PhD.
s 3MiHa
MiKpob6iosoriuH KOHTaKTHUX
nii KOHTPOb OaHnx
Ta YNOBHOB&XXEHOT
BMMNPOBYBaHHSA 0cobu 3as9BHUKA,
Ha BignosigabHoOI
€HO0TOKCUHW): 3a
Na6op IC CE hapmakoHarnsg,
& Ko. KT,
HimeyumnHa;
KoHTposb
AKOCTI (XiMiKO-
i3nYHi
BMNPO6YBaHHSA
):
'BA dapma
rm6X,
HimeuyuunHa,;
EBOHiK
OnepeiilHe
Mv6X — Nlabop
MpogakT NaiH
AHanNITIKC,
HimeuyuunHa,;
EBOHiK

OnepenLHc
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
rm6X,
HimeuunHa
219. NNABIKC® clopidogrel knonigorp | BO1ACO | TabneTku, BKpUTI TOB YkpaiHa CAHO®I ®paHuis BHECEHHS 3MiH 3a UA/9247/01/02
eno 4 NnNiBKOBOKO "CaHoi- BIHTPOIN no peyenmom
rigpocynb 060/10HKOH0, MO ABeHTIC IHOACTPIA peecTpauiiHnx
at 300 wmr; Ne 10 YkpaiHa" mMartepianis:
(10x1): no 10 3MiHu | TUny -
Tabnetoky 3MiHM 3 SKOCTi.
6nictepi; no 1 ADI.
6nictepy B Brpo6HMLTBO.
KapTOHHii 3miHa po3mipy
KopoobLi cepii
(BKKOUALOUM

nianasoHn) Adl
a60 NPOMIKHOTO
NpoAYKTY, SKWiA
3aCTOCOBYETLCSA
y npoueci
BMPOGHULITBA
AdI
(36inbLUeHHs o
10 pasiB
NOPIBHSAHO i3
3aTBEPKEHUM
po3Mipom) -
36iNbLUEHHSA
po3mipy cepii
A®| SR25990 C
Clopidogrel
hydrogen sulfate
31742 kr + 214
K L0
OTPUMYETLCA 3i
CcTaHfapTHOro
BXigHOro
martepiany 950
Kr SR94653 o
1851 kr + 226 «r,
LLIO OTPUMYETLCS
3i cTaHAapTHOro
BXigHOro
maTtepiany 1000
Kr SR94653.
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
3miHa
cTocyeTbeA
3akpuTtor
yactuHn ASMF.
3arBepaeHo:
SR25990 C
Clopidogrel

hydrogen sulfate
1742 kr + 214 kr
LU0 OTPUMYETbCS
3i cTaHAapTHOro
BXiiHOro
matepiany 950
kr SR94653
3anponoHoBaHo:
SR25990 C
Clopidogrel
hydrogen sulfate
1851 kr + 226 «r,
LLIO OTPUMYETHCS
3i cTaH4apTHOrO
BXigHOro
MaTtepiany 1000
Kr SR94653.
3MiHu | TUny -
3MiHM 3 SKOCTi.
Adl.
Brpo6HMLTBO.
3MiHK
BMNPOGYyBaHb
abo gonycTummx
MeX y npoveci
BMPOGHMLITBA
A®I, wo
BCTaHOB/EHI Y
cneungikavisx
(nopaBaHHSA
HOBOrO
BMNPOGYBaHHSA
Ta fonycTUMmUX
MeX) - BHECEHHS
3MiH J0
KOHTPO/O Mif




Ne n/n

422

Hassa MixHapooHa Hassa Koo Dopma 3assHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
yac
BMpO6GHULTBA
A®| Clopidogrel
hydrogen
sulfate,
30Kpema: 3amiHa
MOTOYHOrO
meToay
BMNPOGYBaHHSA

TLC Ha HoBWiA
aHaniTU4HUiA
metog GC 3i

3MiHOO
[0NyCTUMUX
Mex 3 "He

6inbLlue 0,1%"

Ha "He 6inbLue

200 ppm" ansa
3a/IMLLIKOBOI

OCHOBMU
PCRO0665 (Tect
IPC-2 KoHTponto

B npoveci
BVMPOGHMLTBA,
LLIO BUKOHYETbCS
Ha eTani 3).
3MiHa
CTOCyeTbCs
3aKpuToi
yacTnHu ASMF.
3MiHu | Tuny -
3MiHM 3 SKOCTi.
A®I. KoHTponb
A®l. 3miHa y
napameTpax
cneuudikawii
Ta/abo
[0NyCTUMUX

MEX,
BM3HAYEHUX Y
cneuudikavisx
Ha A®l, abo

BUXigHWA/MpOMI
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

XHUIA
npoaykT/peareH
T, Wo
BUKOPWCTOBYIOTb
cAa 'y npoueci
BMPOGHMLITBA
A®| (BUAyYEHHSN
He3HayHoro
nokasHuka
AKOCTI
(Hanpuknag,
BU/TyYEHHS
3acrapinoro
NnoKasHuka)) -
BHECEHHS 3MiH
ao
cneuundikavii/
mMeTogiB
KOHTpoONo AdI
Clopidogrel
hydrogen
sulfate,
30Kpema:
BU/TyYEHHS
KOHTPOJTIO 3a
NOKa3HNKOM
«Mesutun
oKCUa». Takox
3aABHUK
ckopucTascs
Harogoto, LWob
HazaTu OujiHKY
pv3uKy Ans
efleMeHTapHNX
[OMILLIOK
BIANOBIAHO A0
KepiBHuuTBa
ICH Q3D
(3.2.P.5.5)3
MeToto
BUTYYEHHS
BaXKUX MeTanis
3i cneumdikaui




424

Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

A®I BignoBigHO
[0 BuMor €9.
3MiHn | Tuny -
3MiHVM 3 AKOCTI.

AdL.
Brpo6HMLTBO.
3MiHn
BMNPO6YBaHb
abo gonycTummx

MEX Y npoueci

BUpOBGHULTBA
A®I, wo

BCTaHOBJIEHI Y

cneuudikavisx
(BUNYyYeHHSA
HecyTTEBOro

BUNPOBYBaHHS) -
BU/TyYEHHS
NPOMKHOro

KOHTpoNto IPC-

3, wo

BWKOHYETbCA Ha

eTani 4 nig yac
BMPOGHMLITBA

A®| Clopidogrel

hydrogen
sulfate.
KoHTposb B
npoueci
BMPOGHMLITBA
npoBOAMBCS
nvwe ans
iHchopmawii; uei
KOHTPO/b B
npoueci

BMPOGHMLTBA €
3acTapinum.
3MiHu | TNy -

3MiHM 3 AKOCTI.

A®I. KoHTponb
AD|. 3miHa y
napameTpax
cneundikauivi
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PeecmpayjitiHa

Ymosu

Peknamys

Homep

Ne n/n

Hassa
JliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

peyosuHu

Hassa
diroyoi

Koo
ATX

Popma
BUIYCKY
(nikapcbka
c¢hopma,
ynakoska)

3asaBHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

npoyedypa

Ta/abo

BionycKy

aHHST**

peecmpayitiHo
20
nocsi0oYeHHs

IcnaHis

[0MyCTUMMX
MeXx,
BU3HAYEHNX Y
cneumdikauisax
Ha A®l, abo
BVXigHWA/NpoMmi
XKHUIA
npoaykt/pearex
T, WO
BUKOPVCTOBYIOTb
ca'y npoteci
BMPOGHMLTBA
A®| (BUyYeHHs
He3HauyHoro
nokasHuKa
AKOCTI
(Hanpuknag,
BU/TYYEHHS
3acTapinoro
noKasHuka)) -
BHECEHHS 3MiH

no
cneuudikauii/
MeTogiB
KOHTposto Al
Clopidogrel
hydrogen
sulfate,
30Kpema:
BU/TYYEHHS
KOHTPO/II0 3a
MOKa3HNKOM
«MeTuneHxnopu
.D.»-
BHECEHHS 3MiH

3a

UA/8261/01/01

220.

NNAKBEHIN®

hydroxychloro
quine

riApOKCHX
NIOPOXiHY
cynbar

PO1BAO
2

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOI0, NO
200 mr; Ne 60
(15x4): no 15
Tabnetok y
6nictepi; no 4

onictepn y

TOB
"CaHoi-
ABEHTIC
YkpaiHa"

YkpaiHa

CAHOO®I-
ABEHTIC C.A.

no
peecTpauiiHnx
marepianis:
3MiHu | TUny -
3MiHV Wwoao
6e3nekn/edekTn
BHOCTI Ta

peyerimom
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
KapTOHHil hapmakoHarnsg,
Kopo6bui; Ne 60 y (iHLWi 3MiHK)
(10x6): no 10 3MiHU BHECEHO
TabneTok y B TEKCT
6nictepi; no 6 MapKyBaHHs
6nictepiB y BTOPWHHOT
KapTOHHii yNakoBKM
KopooLi nikapcbKoro
3aC00y y NyHKTK
11, 16.
BBeaeHHs 3MiH
npoTArom 6
MicsyiB micns
3aTBEPAKEHHS
221. noBIAOH-NOA Povidone- Vog - amopdHwit TOBAPUCT YkpaiHa AREci CLWA BHECEHHS 3MiH - UA/16908/01/01
iodine NOPOLLIOK BO 3 Kewmikans NINC no
(cybeTaHuin) y OBMEXXEH peecTpauiiHnx
ibpoBUX (0]}0) marepianis:
6apabaHax 3 BIANOBIAA 3MiHa 3asBHUKa
nonieTuneHoBo NBHICTHO N3 (MIBIM)
10 BKNagkoto ana | «KOPMOPA (BnacHvka
hapmaueBTUYHO LA peecTpadujiiHoro
ro 3actocyBaHHs | «3J0OPOB'A nocBifAYeHHs)
» (3rigHO Hakasy
MO3 Big
23.07.2015 Ne
460)
222. noni-MiKC b polymyxin B nosimikcu JO1XBO | niochinizaT ans Bxapart IHais Bxapart IHais BHECEHHS 3MiH 3a UA/18622/01/01
HB 2 po3unHy anA Cipamc eHf Cipamc eHf no peyenmom
cynbat iH’ekuii no 500 BakuuHc BakupuHc peecTpauinHmx
000 MO; 1 Nimiteq Nimitepn mMartepianis:
hNakoH y 3MiHn | TUny -
KapTOHHIN AAMiHICTpaTVBHI
Kopoo6Li 3MiHW. 3MiHa
HaliMeHyBaHHs
Ta/abo agpecu
3asBHUKA
(BnacHvka
peecTpavujiiHoro
NOCBIAYEHHS).
3miHa agpecu
3asBHUKA.
223. NMONIMIKCUH B polymyxin B cyma - NOPOLLIOK TOBAPUCT YKpaiHa BioTika A.C. CnoBaubka BHECEHHS 3MiH - UA/16506/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
CYNb®AT nonimikcm (cybeTaHuis) y BO 3 Pecny6nika ao
HiB B1, noAgiiHnx OBMEXXEH peecTpauiiHnx
B2, B3i nonieTuNeHoBUX e];0] mMartepianis:
B1-I naketax gns BIAMOBIOA 3MiHa 3asiBHUKa
hapmaueBTUYHO NBHICTHO N3 (MIBM)
ro 3actocyBaHHa | «KOPIOPA (BnacHvka
LA peecTpadujiiHoro
«340POB’A nocsifgYeHHs)
» (3rigHO Hakasy
MO3 Big
23.07.2015 Ne
460.
224, MPAMINEKC®X pramipexole npaminekc | NO4BCO | Tabnetku TOB YkpaiHa Na6opaTtopioc IcnaHis BHECEHHS 3MiH 3a UA/15481/01/01
R ony 5 NpPOJIOHroBaHOTI "ACIHO HopmoH, C.A. 0o peyernmom
AUriApoXn Aii no 0,75 wr; YKPAIHA" peecTpaviiHnx
opuay no 10 Tabnetok mMartepianis:
MOHorigpa y 6nictepi; no 3 3MiHu | TUny -
T 6nictepn y 3MiHM 3 SKOCTI.
KapTOHHIN nayui CepTudpikar
BignosigHocTi/l
E-cepTudikar
BigNoBIAHOCTI
€Bponeiicbkili
thapmakonei/mo
Horpadii.

MogaHHA HoBOrO
abo OHOB/IEHOTO
cepTudpikara
BignoBIAHOCTI
abo BUNyYeHHs
cepTudpikara
BignoBIAHOCTI
€Bponeicbkiin
thapmakonei:
ona A®l; ans
BUXiAHOTO
marepiany/pear
eHTY/NpOMiXXHOT
0 NPoAyKTy, WO
BMKOPUCTOBYIOTb
cay
BMPOOHULITBI
A®l; ans
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Ymosu

Peknamys

Homep

Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUIYCKY
(nikapcbka
c¢hopma,
ynakoska)

3asaBHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyedypa

[OMNOMDKHOI

BionycKy

aHHST**

peecmpayitiHo
20
nocsi0oYeHHs

peyoBUHM
(ceptudpikar
BifJNOBIAHOCTI
€sponencbkili
thapmakonei) -
Hosuii
cepTuaikaT Big
HOBOrO
BUPOGHMKa
(3amiHa abo
[IONOBHEHHS).
MogaHHA HOBOTO
cepTudikata
BiANOBIAHOCTI
€Bponencokili
thapmakonei Ne
CEP 2011-047 -
Rev 03 gna A®l|
npaminekcony
aurigpoxnopuay
MOHoOrigparty Bif
HOBOroO
a/lbTepHaTUBHOr
0 BMPOGHWMKa
Cipla Limited,
India. 3MmiHn |
™ny - 3MiHn 3
AKOCTi. ADI.
KoHTposb AdI.
3miHay
meTogax
BUMPOOYBaHHS
Adl abo
BUXIAHOIO
martepiany/npom
DKHOTO
npoaykty/peare
HTY, WO
BUKOPUCTOBYETb
cA'y npoueci
BMPOGHMLITBA

AQ®| (iHWi 3MiHN
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
y MeTogax
BMNPOGYBaHHSA
(BKKOUAOUM
3amiHy abo
[OMOBHEHHS)
Adl abo
BWXigHOro/npomi

XXHOTO NPOZYKTY)

[0AaBaHHSA
BHYTPILLHLOT
BasiigosaHoi X
MeTOoAVKN ANs
BWU3HAYEHHS
3NLLKOBUX
PO3UYNHHVIKIB,
BK/TOYEHUX [10
CEP Cipla
Limited
(meTaHon,
eTnnauerar Ta
i3onponaHon).
3MiHu | TNy -
3MiHM 3 AKOCTI.
AdL.
CtabifibHICTb.
3miHa nepiogy
NOBTOPHMX
BUNpobyBaHb/ne
piogy
36epiraHHsa abo
YMOB 36epiraHHst
AdI (3a
BiACYTHOCTI y
3aTBEPAKEHOMY
Jile[e>
cepTudpikata
BiANoBIAHOCTI
€Bponeichbkiin
hapmakoneli, wo
BKJ/1IOYAE nepiog,
NMOBTOPHOTO
BUNPOOGYBaHHS)




430

Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionycKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

(nepiog,
NOBTOPHOTO
BMNpoGyBaHHA/M
epiog,
36epiraHHs) -
36inbLeHHs abo
BBE/eHHs
nepiogy
NMOBTOPHOTO
BMNpoGyBaHHA/MN
epiogy
36epiraHHsA Ha
OCHOBI
pesynbTaTis
LocnigpKeHb y
peanbHOMy yaci.
BepneHHa
nepiogy
NOBTOPHOTO
BMNPOGYBaHHSA
24 micaui Ha
OCHOBI
pesynbTaTis
LoCnigpKeHb y
peasibHOMY Yaci
ansa Aol
npaminekcony
avrigpoxnopuay
MOHorigparty Big,
BMpo6Huka Cipla
Limited, India.

225.

MPAMIMEKC®X
R

pramipexole

npaminekc
ony
aurigpoxn
opnay
MoOHorigpa
T

NO4BCO
5

Tabnetku
MPOJIOHrOBaHO|
Aiino 1,5 mr; no
10 TabneTok y
6nictepi; no 3
6nictepn y
KapTOHHIN nauui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

Nab6opaTtopioc
HopmoH, C.A.

IcnaHis

BHECEHHS 3MiH
o
peecTpauiiHnx
mMartepianis:
3MiHu | TNy -
3MiHM 3 AKOCTI.
CepTuchikat
BignosigHocTi/l"
E-ceptudikar
BignoBIAHOCTI
€Bponeicbkiin
chapmakonei/mo

3a
peyenmom

UA/15481/01/02
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Hassa Koo Popma 3assHUK Kpaina Kpaina Peecmpayitina Peknamys Homep
JNliKapcbKo20 HernameHmMos ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
Horpadpii.
MogaHHA HoBOrO
ab0 oHOBNEHOroO

cepTudpikata
BiANoBIAHOCTI
abo BUNyYeHHs
ceptudpikata
BiANoBIAHOCTI
€Bponeichbkiin
hapmakonei:
ana A®l; ana
BUXIAHOTO
marepiany/pear
eHTY/NpoMiXXHOT
0 MPOAYKTY, WO
BUKOPWCTOBYIOTb
cay
BMPOOHMULITBI
A®l; ana
[ONOMDKHOT
peyoBUHN
(ceptudpikat
BiANoBIAHOCTI
€Bponeichbkiin
thapmakoner) -
Hoswii
ceptuddikat Big
HOBOrO
BMpOOHUKaA
(3amina abo
[OMOBHEHHS).
MogaHHA HoBOrO
ceptuddikata
BignoBiAHOCTI
€Bponeiicbkili
hapmakonei Ne
CEP 2011-047 -
Rev 03 ansa A®I|
npaminekcony
avrigpoxnopuay
MOHorigparty Big,
HOBOrO

aJibTepHaTuBHoOr
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KpaiHa

Peecmpayitina

Ymosu

Peknamys

Homep

Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
c¢hopma,
ynakoska)

3asaBHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

BUPOGHUKa

npoyedypa

0 BMPOGHWMKa

BionycKy

aHHST**

peecmpayitiHo
20
nocsi0oYeHHs

Cipla Limited,
India. 3miHn |
™ny - 3MiHn 3
AakocTi. AdL.
KoHTposb AdI.
3miHay
MeToaax
BUMPOOYBaHHS
Adl abo
BUXIAHOIO
martepiany/npom
DKHOrO
npoaykTy/peare
HTY, WO
BMKOPWCTOBYETb
cA'y npoueci
BMPOGHMLITBA
A®I (iHLWi 3MiHN
y MeTogax
BUMPOOYBaHHS
(BK/TIOUAIOUM
3aMiHy abo
[OMOBHEHHS)
Adl abo
BMXiAHOro/npomi
YKHOTO NPOoAyKTY)

[0AaBaHHA
BHYTPILLHLOT
BanigoBaHoi MNX
MeToAVKM AN
BWU3HAYEHHS
3aUTULLIKOBUX
PO3UMHHYIKIB,
BK/TOYEHUX [10
CEP Cipla
Limited
(meTaHon,
eTunauerar Ta
i3onponaHon).
3MiHu | Tuny -
3MiHVM 3 AKOCTI.
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
ADI.

CtabifbHICTb.
3miHa nepiogy
NOBTOPHMX
BUNpobyBaHb/ne
piogy
36epiraHHsa abo
YMOB 36epiraHHs
AdI (3a
BiACYTHOCTI y
3aTBEPAKEHOMY
Z0Cbe
cepTudpikata
BiANoBIAHOCTI
€Bponeichbkiin
hapmakonei, wo
BKJ/1IOYAE nepiog,
NOBTOPHOTO
BMNPOOYBaHHS)
(nepiog
NOBTOPHOTO
BMNpoGYyBaHHA/MN
epiog
36epiraHHs) -
36inbLeHHs abo
BBE/EHHS
nepiogy
NOBTOPHOTO
BUNPOGYBaHHSA/N
epiogy
36epiraHHs Ha
OCHOBI
pe3ynbTaTis
[OCNiHKEeHb Y
peasibHOMY Yaci.
BepeHHsa
nepiogy
NOBTOPHOTO
BMNPOGYBaHHSA
24 micsaui Ha
OCHOBI
pesynbTaTis
[ocCnimKeHb y
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
peasibHOMy Yaci
ansa Aol
npaminekcony
avrigpoxnopuay
MOHorigparty Big,
BMpo6Huka Cipla
Limited, India.
226. NMPEBEHTOP rosuvastatin po3yBacta | C10AAOQ | Tabnetku, BKpUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 3a UA/17500/01/01
TVH 7 naiBKOBOIO "papmaueBT "®dapmauesTu no peyenmom
KauibLiito 060/10HKOI, NO nyHa dipma YyHa chipma peecTpauiiHnx
10 wr; no 10 "apHuus" "OapHuus" mMartepianis:
Tabnetoky 3MiHn | Tuny -
KOHTYpHIlA 3MiHU 3 AKOCTI.

YapyHKOBIli
ynakosui, no 3
abono9
KOHTYPHUX
YyapyHKOBUX
yNakoBOK B
nauuj

loToBwiA
nikapcbknii
3aci6. KoHTposnb
roToBOro
nikapcbkoro
3acoby. 3miHa y
MeToaax
BMNPOGYBaHHSA
roToBOro
nikapcbKoro
3ac006y (iHLui
3MiHM y MeToAax
BMNPO6YBaHb
(BKKOUAOUM
3amiHy abo
[ONOBHEHHS)) -
BHECEHHS 3MiH
[0 MeToANKN
BMNPOGYBaHHSA
N3 3sa
MOKa3HNKOM
«lpeHTudpikauis
A», 30Kpema:
OHOBJIEHO
BHACNIL0K
npuBefeHHs
MeTOoAMKN
BMNPOGYBaHHSA
"CynpoBigHi
[OMILWKN" Ao
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BMMOT Ajiro4oil

MoOHorpadii €
«Rosuvastatin
calcium tablets»
Ta BHECEHO
nocunaHHsA Ha
meToq,
KOHTpoNo APY,
2.2.46 N;
BHECEHHS
pepakuiitHnx
npaBokK
BigNoBigHO A0
OOY. 3MiHm |
TMny - 3MiHu 3
AKOCTI. FoTOBUIA
nikapcbkuii
3aci6. KoHTponb
roToBOro
nikapcbKoro
3acoby. 3miHa
napameTpiB
cneuudikaylii
Ta/abo
[0MyCTUMMX
MeX roToBOro
nikapcbKkoro
3aco06y (iHLi
3MiHun). CynyTHsA
3MiHa - 3MiHK 3
AKOCTI. FoTOBUIA
nikapcbkuii
3aci6. KoHTponb
roToBOro
nikapcbKoro
3acoby. 3miHa 'y
mMeToaax
BMNPO6YBaHHSA
roToBOro
nikapcbKoro
3aco0by (iHLwi
3MiHM Yy MeTogax
BMNPOOYBaHb
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

[CLGILEETETY
3aMiHy abo
[OMOBHEHHS)) -
BHECEHHS 3MiH
0o Cneuudpikavii
/MeTogis
BMNPOGYBaHHSA
N3 3a
NOKa3HNKOM
"CynpoBigHi
LOMILLKM",
30Kpema:
HOPMYyBaHHSA Ta
MeToAuKY
BMNPOGYBaHHHSA
npviBeieHo
Bi4NoBigHO A0
BMMOT AjtoyoTl
MoHorpadii €D
«Rosuvastatin
calcium tablets»
Ta ICH Q3B(R2)
Impurities In
New Drug
Products.

227.

NMPEBEHTOP

rosuvastatin

po3yBacTta
TUH
KasibLito

C10AA0

TabneTku, BKPUTI
naiBKOBOIO
060/10HKOI, NO
20 mr; no 10
Tabnetok y
KOHTYpHIlA
YapyHKOBIli
ynakosLi, no 3
abo no 9
KOHTYPHUX
YyapyHKOBUX
yNakoBOK B
nauuj

MpAT
"papmauesT
nyHa dipma

"fNapHuua”

YkpaiHa

MpAT
"®apmauesTu
YyHa chipma
"fapHuua"

YKpaiHa

BHECEHHS 3MiH
no
peecTpauiiHnx
mMartepianis:
3MiHn | Tuny -
3MiHU 3 AKOCTI.
loToBwMiA
nikapcbknii
3aci6. KoHTposnb
roToBOro
nikapcbkoro
3acoby. 3miHa 'y
MeToaax
BMNPOGYBaHHSA
roToBOro
nikapcbKoro
3ac006y (iHLwi
3MiHWN Y MeTofax

3a
peyenmom

UA/17500/01/02
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BMNpOGYyBaHb
(BKKOUALOUN
3amiHy abo
[OMOBHEHHS)) -

BHECEHHS 3MiH
[0 MEeTOANKN
BMNPOGYBaHHSA
N3 3a
NOKa3HNKOM
«lgeHTudikauisa
A», 30Kpema:
OHOBJIEHO
BHACNIigoK
npvBeAeHHs
MeToAMKN
BMNPOGYBaHHSA
"CynpoBiaHi
OoMiwkn" Ao
BMMOT Ajiro4oil
MOHorpadii €
«Rosuvastatin
calcium tablets»
Ta BHECEHO
nocunaHHsA Ha
meToq,
KOHTpoNo APY,
2.2.46 N;
BHECEHHSA
pepakuiitHnx
npaBokK
BigNoBigHO A0
OOY. 3MmiHn |
TMny - 3MiHu 3
[kocTi. FoToBWiA
nikapcbkuii
3aci6. KoHTponb
roToBOro
nikapcbKoro
3acoby. 3miHa
napameTpis
cneuudikayii
Ta/abo

[0NyCTUMUX
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

MeX roToBOro
nikapcbKoro
3ac006y (iHLi

3MiHn). CynyTHSA

3MiHa - 3MiHu 3
akocTi. FoToBui
nikapcbknii
3aci6. KoHTposib
roToBOroO
nikapcbKoro
3acoby. 3miHa y
mMeTofAax
BMNPOGYBaHHSA
roToBOro
nikapcbKkoro
3aco06y (iHLui
3MiHM Y MeToAax
BMNPOGYyBaHb
[CLGILEETETY
3aMiHy abo
[OMOBHEHHS)) -
BHECEHHS 3MiH
0o Cneuudpikavii
/MeTogis
BMNPOGYBaHHSA
N3 3a
NOKa3HUKOM
"CynpoBigHi
LOMILLKM",
30Kpema:
HOPMYyBaHHSA Ta
MeToAuKY
BMNPOGYBaHHHSA
npviBeieHo
Bi4NoBigHO A0
BMMOT AjtoyoTl
MoHorpadii €D
«Rosuvastatin
calcium tablets»

Ta ICH Q3B(R2)
Impurities In

New Drug
Products.
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
228. MPErABANIH pregabalin nperabani | NO2BFO | kancynu TBepaj AKkopA, Icnanis BVPOGHMLTBO IHgis/ BHECEHHS 3MiH 3a UA/19209/01/02
FEHEAM H 2 no 150 wmr, no 14 Xenckea niKkapcbKoro YropwmHa/ no peyernmom
Kancyny CNYy. 3acoby, ITanis/ peecTpauiiHnx
6nicTepi; no 4 nepBuHHE Ta Monba/ marepianis:
6nictepu y nauui BTOPWUHHE HimeyunHa/ 3MiHu | TNy -
nakyBaHHs, Benuka 3MiHM 3 AKOCTI.
KOHTpPO/Tb BpuTaHis loToBMiA
AKOCTI cepil: nikapcbkuii
IHTac 3aci6. 3miHn y
dapmacbloTika BMPOGHULITBI.
nc Nimites, 3MiHa po3mipy
IHgis; cepii
BVPOGHMLTBO [CLGILEETETY
niKkapcbKoro niana3oH
3acoby, po3mipy cepii)
nepBuHHe Ta roToBOro
BTOPVHHE nikapcbkoro
nakyBaHHs 3acoby
(anbTepHaTuB (36inbLUeHHs ao
HWiA 10 pasiB
BMPOGHUK): NOPIBHSAHO i3
IHTac 3aTBEPMHKEHNM
$apmacbloTika po3Mipom) -
nc Nimitea, BKJ/THOYEHHS
IHAis; [0AaTKOBOTO
KOHTPO/b po3mipy cepil
SKOCTI: 120,000 kr
€BpodiHc (600000 kancyn)
AHaniTikan 0151 L03yBaHHSA
Cepsices 150 mr.
XaHrepi K., 3aTBepmkeHo:
YroplmHa; 29.000 kg of
KOHTPO/Ib blend/granules
AKOCTI: equivalent to
®APMABA/IA, 145,000
nra. capsules
Mikpob6ionoriy 280.000 kg of
Ha blend/granules
na6oparopis, equivalent to
YropLmHa; 1,400,000
Jopatkosa capsules
OiNbHULA 3 140.000 kg of
BTOPVHHOIO blend/granules
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
nakyBaHHs: equivalent to
adn cAnni 700,000
UEWH (ITanis) capsules
CIMA, Itanis; 240.000 kg of
nofaTtkosa blend/granules
OiNbHULA 3 equivalent to
BTOPVHHOIO 1,200,000
nakyBaHHS: capsules
CuHonTtus 3anponoHoBaHo:
IHgacTpian
Cn.3o0.0., 29.000 kg of
Monbua; blend/granules
nofaTtkosa equivalent to
OinbHUUA 3 145,000
BTOPUHHOTO capsules
nakyBaHHs: 280.000 kg of
MpecTmx blend/granules
MpomoyLH equivalent to
depkaydcdep 1,400,000
[EepyHr eHf capsules
depbeepsic 140.000 kg of
M6X, blend/granules
HimeuuunHa; equivalent to
fofaTtkosa 700,000
OinbHUUS 3 capsules
NepBMHHOrIO Ta 240.000 kg of
BTOPUHHOTO blend/granules
nakyBaHHs: equivalent to
AKKOP/, 1,200,000
XEJICKEA capsules
NIMITEA, 120.000 kg of
Benuka blend/granules
BputaHis; equivalent to
BignoBigabHM 600,000
11 33 BUNYyCK capsules
cepii: Akkopa
Xenckea
Moncka Cn. 3
0.0. Cknap,
IMnopTepa,
MNonbLa;
Aoparkosa

OiNbHUUS 3
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep

peecmpayitiHo

20
nocsi0oYeHHs

NepBUHHOTO Ta
BTOPUHHOTO
nakyBaHHs:

AKKOP[-
OKEW
NIMITEL
Benuka
BpuTaHis;
KOHTPO/b
AKOCTI,
nopartkosa
OiNbHULA 3
BTOPUHHOTO
nakyBaHHs:

JNTABOPATOPI
®YHOACIO

LAY, IcnaHisi;
Aoparkosa
OinbHUUS 3
BTOPUHHOTO
nakyBaHHs:
CEHTPAN

PAPMA
(KOMEKIHI
MAPTHEP)
NIMITEL,
Benuka
BputaHis;
nopartkosa
OiNbHULA 3
BTOPUHHOTO
nakyBaHHs:
CK ®apma
NoricTikc
vm6X,
HimeyunHa

229.

MPEAHI3ONOH

Y ALEETAT

prednisolone

npegHizon
OHYy
auerar

KpucTanivyHmi
NOPOLLIOK
(cybeTaHuin) y
noaBiiHNX
nonieTUIEHOBKX
naketax gns
hbapmMaueBTUHHO

TOBAPWCT
BO 3
OBMEXEH
folle
BIAMOBIJA
NbHICTIO
«KOPMOPA

YkpaiHa

XeHaHb Jlixya
dapmacbloTika
n Ko., Nita.

Kutaii

BHECEHHSA 3MiH
no
peecTpavinHmx
mMartepianis:
3MiHa 3asiBHMKa
N3 (MIBM)
(BnacHuka

UA/17188/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
ro 3acTocyBaHHA LA peecTpadujiiHoro
«340POB’A NnocBifAYeHHs)
» (3rigHO Hakasy
MO3 Big
23.07.2015 Ne
460)
230. NMPEHECA® perindopril nepuHgon | CO9AAQ | TabneTku, no 2 KPKA, a.4., CnoseHis Bupo6HMLTBO CnoseHis BHECEHHS 3MiH 3a UA/5145/01/01
puny 4 mr, no 10 HoBo mecTo «in bulk», 0o peyenmom
BUTNAAI Tabnetoky nepBrHHe Ta peecTpauiiHnx
coni TepT- 6nicTepi; no 3 BTOPUHHE mMartepianis:
6yTunamix a6o no 6, abo nakyBaHHs, 3MinHun 1l Tuny -
y no 9 6nictepis B KOHTPOb cepii 3MiHn Wwopo
KapTOHHil Ta BUMyCcK 6e3nekn/edextu
KopoobLi cepii: KPKA, BHOCTI Ta
Aa.4a., Hoeo hapmakoHarnsg,
MecTo, Y. IHWi 3MiHW, AKi
CnoseHis: He BBILWN Y
KoHTposb uei posgin, sk
cepii: KPKA, BK/IOHAOTb
n.4n., Hoso nogaHHsa
MecCTO, pesynbTaTiB
CnoBeHisa [ocnimkeHb oo

KOMNETEHTHOro
oprany —
nogaHo
pesynbTatu
[OChifKeHb
CTOCOBHO
nigTBEPLKEHHS
reHepuYHOCTI/6i
0€eKBiBa/IEHTHOC
Ti nikapcbKoro
3acoby 3
[03YBaHHAM 2
Mmr abo 4 wr.
Posgin
3.2.P.2.®apma
eBTMYHa
po3pobka
Mogyns 3
OHOBJIEHO
BiANOBIAHO A0
3asB/1EHOT 3MiHW
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
231. NMPEHECA® perindopril nepuHgon | CO9AAQ | Tabnetku, no 4 KPKA, a.4., CnoBeHis Bupo6HMLTBO CnoBeHis BHECEHHS 3MiH 3a UA/5145/01/02
puny 4 mr, no 10 HoBo mecTo «in bulk», no peyenmom
BUTNAAI Tabnetok y nepBrHHE Ta peecTpauiiHnx
coni TepT- 6nicTepi; no 3 BTOPUHHE marepianis:
6yTunamix a6o no 6, abo nakyBaHHs, 3MinHu 1l Tuny -
y no 9 6nictepis B KOHTPO/b cepii 3MiHn Wwopo
KapTOHHii Ta BUMYCK 6e3nekn/edexTu
KopooLi cepii: KPKA, BHOCTI Ta
4.4a., Hoso hapmakoHarnsg,
MecTo, y. IHWi 3MiHK, Aki
CnoseHis: He BBILWN Y
KoHTposb uei posgin, ski
cepii: KPKA, BK/IOHAOTb
An.4n., Hoso nogaHHsa
MecCTO, pesynbTaTiB
CnoBeHis [ocnigpkeHb go
KOMNETEeHTHOro
oprany —
nogaHo
pesynbTatu
OOChifKEHb
CTOCOBHO
nigTBEPLKEHHS
reHepuYHOCTI/6i
0eKBiBa/IEHTHOC
Ti nikapcbKoro
3acoby 3
[03YBaHHAM 2
Mr abo 4 wr.
Posgin
3.2.P.2.dapmay
eBTMYHa
po3pobka
Mogyns 3
OHOBJIEHO
BIANOBIAHO A0
3asB/1EHOI 3MiHN
232. NPOKAIHY procaine npokaiHy - KPUCTaNIYHWIA TOBAPUCT YkpaiHa YyHUiH Kutaii BHECEHHS 3MiH - UA/14704/01/01
rigpoxnopunp rigpoxnop nopoLLok abo BO 3 CaycsecT no
ng, Kpuctanu OBMEXXEH No.2 peecTpauiiHnx
(cy6eTaHuin) y (e]}0) $apmacbloTika mMartepianis:
naketax 3 nnisku | BIAMNOBIAA n dekTopi Ko., 3MiHa 3asBHUKa
nonieTnneHoBoi JIbHICTHO n1a N3 (MIBIT)
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
ons «KOPTOPA (BnacHvka
hapMaueBTUYHO LA peecTpadjiiiHoro
ro 3actocyBaHHs | «3J0OPOB'A nocBigYeHHs)
» (3rigHO Hakasy
MO3 Big
23.07.2015 Ne
460)
233. nPoMNoO®on propofol nponocorn - pignHa AT YkpaiHa Bayem CA, LBeliuapis BHECEHHS 3MiH - UA/14612/01/01
(cybeTaHuin) y "dapmak” Cykkypcasne 0o
KOHTelHepax Ae BioHHas peecTpauiiHnx
aNOMIHIEBUX mMartepianis:
ans 3MiHn | Tuny -
hapmaueBTUYHO 3MiHU 3 AKOCTI.

ro 3aCToCcyBaHHA

CepTuchikat
BignosigHocTi/l"
E-ceptudikat
BignoBIAHOCTI
€Bponeicbkiin
thapmakonei/mo
Horpadii.
MogaHHA HOBOTO
ab0 OHOB/IEHOTO
cepTudpikata
BiANOBIAHOCTI
ab0o BUyYEHHSA
cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei:
ansa A®l; gna
BUXiAHOIO
marepiany/pear
EeHTY/NpPOMiXHOT
0 NPOAYKTY, WO
BUKOPWCTOBYIOTb
cay
BMPOGHMULTBI
A®I; ana
[0NOMDKHOT
peyvoBnHN
(cepTudpikat
BiANOBIAHOCTI
€Bponencbkii




445

Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
thapmakoner) -
OHOBNEHWiA
ceptudikaT Big
yxe
3aTBEPXEHOr0
BMPOOHUKA -
nofaHHs
OHOB/IEHOr0
ceptudikata
BignoBiAHOCTI
€Bponeiicbkili
hapmakonei Ne
CEP 2005-003 -
Rev 05
(3aTBEpPAKEHO:
CEP 2005-003 -
Rev 04) ons A®l
nponodyon Bif
BXe
3aTBEPIKEHOrO
BMPOGHUKA
Bauem CA,
Cykkypcasne e
BioHHas3,
LLiBeliLapisi.
234. NMPOMPAHOIO propranolol nponpaHo - NOPOLLIOK TOBAPUCT YkpaiHa Brpo6H1LTBO, IHAin BHECEHHS 3MiH - UA/19150/01/01
ny nony (cybeTaHuin) y BO 3 KOHTPO/b, 0o
rigpoxnoprup rigpoxnop noAgiiHnx OBMEXXEH BUNYCK Cepil: peecTpauiiHnx
ng, nonieTuIeHoBmX (e]}0) INKA mMartepianis:
nakeTtax ans BIAMOBIOA Nab6opaTtopis 3MiHa 3asBHUKa
hapmaueBTUYHO NBHICTHO Nimites, IHAjs; N3 (MIBIM)
ro 3actocyBaHHsa | «KOPIOPA Bupo6bHnuTBO, (BnacHvika
LA KOHTPO/b, peecTpadiiHoro
«300POB’A BUNYCK Cepil: nocBif4YeHHs)
» PAMJEB (3rigHo Hakasy
KEMIKAN MO3 Big
MNBT. 1TA4,., 23.07.2015 Ne
IHais 460).
235. MPOTOMUK tacrolimus Takponimy | D11AHO | ma3b 0,03 %; no | JIEO d®apma [aHis BUPOGHMLTBO IpnaHgis BHECEHHS 3MiH 3a UA/7779/01/01
c 1 10ra6ono 30, AlC 3a NOBHUM no peyenmom
abono60ry uuknom: JIEO peecTpauiiHnx
Ty6i; no 1 Ty6i B Nab6opaTtopic Martepianis:
KapPTOHHIN JlimiTeq 3MiHm Il TNy -
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

Kopoo6Li

3MiHM 3 SKOCTI.
ADL. (iHWi 3MiHW)
- OHOBJIEHHSA
DMF Ha A®I
Takponimyc
BMPOGHUKA
Concord Biotech
Ltd., IHgis 3
Version No:E-
05, 2024-March
Ha Version
No:E-06, 2024-
November 3
BHECEHHSIM
HE3HAYHNX 3MiH

236.

MPOTONUK

tacrolimus

Takponimy
c

D11AHO
1

masb 0,1 %; no
10rabono 30,
abono60ry
Ty6i; no 1 Ty6i B
KapTOHHii
Kopoo6Li

JNNIEO dapma
AIC

[JaHis

BVPOGHMLTBO
3a NOBHUM
umknom: IEO
Na6opaTopic
Nimiteq

IpnaHgis

BHECEHHSA 3MiH
no
peecTpavinHmx
mMartepianis:
3MinHun 1l Tuny -
3MiHM 3 SKOCTI.
ADL. (iHWi 3MiHW)
- OHOBJIEHHSA
DMF Ha A®I
Takponimyc
BMpPOBHUKaA
Concord Biotech
Ltd., IHgis 3
Version No:E-
05, 2024-March
Ha Version
No:E-06, 2024-
November 3
BHECEHHSIM
HE3HAYHNX 3MiH

3a
peyenmom

UA/7779/01/02

237.

MYCTUPHUKA
HACTOUKA

Tpasa
NyCTUPHUK
a (Leonuri
herba)

NO5CM

HacToiika, no 25
MY doiakoHax

ToBapucTtso
3
06MeXeHo
BignoBigasib
HiCTHO
"papmavresT
N4yHa
KOMNaHis

YKpaiHa

MPAT
"®ITOPAPM"

YkpaiHa

BHECEHHS 3MiH
no
peecTpauiiHnx
Martepianis:
3MiHa 3asBHUKa
N3 (MIBM)
(BnacHuka
peecTpaujiiHoro

6e3
peyenma

nidnsieae

UA/8058/01/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionycKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

"Biona"

NnocBiAYEeHHS)
(3rigHO Hakazy
MO3 Big
23.07.2015 Ne
460): TepMmiH
BBEEHHS 3MiH
npoTsArom 6
MicaLis nicns
3aTBEPLKEHHS.
3MiHu | Tuny -
3MiHV Wwoao
6e3nekn/edextn
BHOCTi Ta
thapmakoHarnag,
y. BBefieHHs
abo 3MiHM ao
y3arasibHeHux
[aHux npo
cuctemy
hapmakoHarnag,
y (BBEAEHHSA
y3ara/ibHeHUx
[JaHux npo
cuctemy
hapmakoHarnsg,
Yy, 3MiHa
YNOBHOB&XXEHOT
ocobwm,
BignosigabHoOI
3a 3[iliCHEHHSA
hapmakoHarnsg,
Y; KOHTaKTHOI
ocobm 3
hapmakoHarnsg,
y 3asBHMKa ANA
3MiICHEHHS
hapmakoHarnsg,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif
YMNOBHOBaXeHOoi
ocobwm,
BignoBiganbHOI
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

3a 3[iliCHEHHS
thapmakoHarnag,
y (BkNtovaroum
KOHTaKTHI fjaHi)
Ta/abo 3MiHu y
PO3MiLLEHHI
macTep-aiina
cuctemn
thapmakoHarnag,
y). 3miHa
YNOBHOBaXeHOoi
0co6u 3a8BHUKA,
BignoBiganbHOI
3a
hapmakoHarnag,
. Litova
pefakuis:
[limakosa NaHHa
CraHicnaBiBHa.
lponoHoBaHa
pefakuis:
Masnosa tOnis
CepriiBHa.
3miHa
KOHTaKTHUX
OaHnx
YNOBHOB&XXEHOT
0cobu 3asBHUKA,
BignosigabHoOI
3a
hapmakoHarnsg,
B YKpaiHi. 3miHa
MicLe3Haxomxe
HHS MacTep-
thaiina cucrtemum
thapmakoHarnag,
y Ta iioro
Homepa.
3miHa micua
3iiCHEeHHS
OCHOBHOI
AISNbHOCTI 3
chapmakoHaraiag,
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Ne n/n

Hassa MixHapooHa Hassa Koo Dopma 3assHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
y. 3MiHu | Tuny -
3MiHV Wwoao
6e3nekn/edextn
BHOCTi Ta
hapmakoHarnag,
y (iHWi 3MiHW).
3MiHU BHECEHO Y
TeKkcT
MapKyBaHHs
nepBUHHOI
ynakoBKM
nikapcbKkoro
3acoby. TepmiH
BBEAEHHS 3MiH
npoTArom 6
MicsiB micns
3aTBEPKEHHS.
238. PABE30/ rabeprazole pabenpa3s | A02BCO | Ttabnetku KYMPEP JinToBCbKa | BUPOBHULTBO Icnanis/ BHECEHHS 3MiH 3a UA/18871/01/01
on 4 KMLLKOBOPO3YUH BIOTEX, Pecny6nik niKkapcbKoro IHais no peyenmom
Hi no 20 mr, no YAB a 3acoby, peecTpauiiHnx
14 Tabnetok y nepBrHHe Ta marepianis:
6nicTepi; no 2 BTOPUHHE 3MiHu | TUny -
6nictepu y nauui nakyBaHHs, 3MiHM 3 KOCTi.
KOHTPO/b CepTtudikar
AKOCTI cepil, BignosigHocTi/l
BignoBigabHU E-cepTudikat
11 3a BUNyCK BiANOBIAHOCTI
cepii: €Bponeiicbkili
Nab6opaTtopioc thapmakonei/mMo
NikoHca, C.A., Horpadii.
IcnaHis; MNopaHHA HOBOrO
Jopatkosa ab0o oHOBNEHOrO
OiNbHULSA 3 ceptudikata
KOHTPO/I0 BignNoBiAHOCTI
cepil: a60 BUNYYEHHSA
NABOPATOPI ceptudikata
(0] BignNoBiAHOCTI
EXEBAPHE, €Bponeiicbkili
C.A,, IcnaHis; thapmakonei:
foparkosa ona A®l; ona
LinbHUUSA 3 BUXIAHOTO
KOHTPO/II0: martepiany/pear
XEMO IHAIA EHTY/NPOMiXKHOT
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
c¢hopma,
ynakoska)

3asaBHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionycKy

Peknamys
aHHsT**

Homep

peecmpayiiiHo
20

nocsioYeHHs1

SOPMIONEN
LWH3 MBT.
NTA., Inais;
Jopatkosa
OiNbHUUA 3
BTOPMHHOTO
nakyBaHHS:

ATAIC
®APMA, C.N.,
IcnaHis;
Jopatkosa
AiNbHMUA 3
BTOPVHHOTO
nakyBaHHs:

MAHAHTIA/Tb

IHTETPA,

C.J1Y., IcnaHis

0 NPOAyKTy, Lo
BUKOPUCTOBYIOTb
cay
BMPOOHNLTBI
A®I; ana
Z0MNOMDKHOI
peyoBUHN
(ceptudhikat
BifJNOBIAHOCTI
€Bponeicbkii
thapmaxonei) -
OHoBNeHWiA
cepTudikar Big,
yxe
3aTBEPPKEHOrO
BUPOGHMKA -
nofaHHsA
OHOBJ1EHOTO
cepTudikarty
BifANOBIAHOCTI
€Bponeicbkii
thapmakonei R1-
CEP 2016-303-
Rev 00 Big,
3aTBEePPKEHOrO
BMPOGHUKa
Quimica
Sintetica S.A.,
Spain gitouoi
peyoBUHN
pa6enpa3sor
HaTpio
(3aTBEpAXEHO:
RO-CEP 2016-
303-Rev 00;

3anponoHOBaHo:

R1-CEP 2016-
303-Rev 00)

UA/20181/01/01

239.

PAHO3NH®

ranolazine

paHonasu
H

CO1EB1
8

TabneTku

NpoJIoHroBaHol
Aii no 375 wr, no
10 TabneTok y

6nictepi, no 6

AT
"®Papmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH
ao
peecTpaLiiHnx
marepianis:
3MiHu Il Tuny -

3a
peyenmom
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

6nictepiB y
nauuj

3MiHM 3 SKOCTI.
A®I. KoHTponb
A®| (iHWi 3MiHK)
OHOBJ/IEHHS
Bepcii AM®
BMpO6HUMKa API
PaHonasuH,
KNI 3MIHNB
Ha3By 3 Amoli
Organics Private
Limited Ha Amoli
Organics (A
Division of
Umedica
Laboratories
Pvt. Ltd., IHais
3arBepaeHo:
AOPL-VAD/RNZ
/AP/-02
3anponoHoBaHo:
AOPL-VAD/RNZ
IAP/EM-
01+Addendum-I.
Effective Date:
May31, 2025

240.

PAHO3NH®

ranolazine

paHonasun
H

CO1EB1
8

Tabnetku
MPOJIOHrOBaHO|
Aii no 500 mr, no
10 TabneTok y
6nictepi, no 6
6nictepiB y
nauuj

AT
"®apmak”

YkpaiHa

AT "®dapmak"

YKpaiHa

BHECEHHS 3MiH
no
peecTpauiiHnx
mMartepianis:
3minu Il Tuny -
3MiHU 3 AKOCTI.
A®I. KoHTponb
A®I (iHWi 3MiHK)
OHOB/IEHHS
Bepcii M
BMPOGHUMKa API
PaHonasuH,
AKWIA 3MiHWB
Has3By 3 Amoli
Organics Private
Limited Ha Amoli
Organics (A
Division of

3a
peuyenmom

UA/20181/01/02
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

Umedica
Laboratories
Pvt. Ltd., IHgis
3arBepaKeHo:
AOPL-VAD/RNZ
IAP/-02
3anponoHoBaHo:
AOPL-VAD/RNZ
IAP/EM-
01+Addendum-I.
Effective Date:
May31, 2025

241.

PAHO3NH®

ranolazine

paHonasn
H

CO1EB1
8

TabneTku
NpPOJIOHroBaHOTI
Aii no 750 wmr, no
10 Tabnetok y
6nictepi, no 6
6nictepiB y
nayui

AT
"®apmak”

YkpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH
no
peecTpavinHmx
mMartepianis:
3MinHun 1l Tuny -
3MiHM 3 SKOCTI.
A®I. KoHTponb
AP (iHLWi 3MiHW)
OHOBJ/IEHHS
Bepcii AM®
BUpo6HUKa AD|
PaHonasuH,
AKNIA 3MiHWB
Ha3By 3 Amoli
Organics Private
Limited Ha Amoli
Organics (A
Division of
Umedica
Laboratories
Pvt. Ltd., IHgis
3arBepoKeHo:
AOPL-VAD/RNZ
/AP/-02
3anponoHoBaHo:
AOPL-VAD/RNZ
IAP/EM-
01+Addendum-I.
Effective Date:
May31, 2025

3a
peyenmom

UA/20181/01/03

242.

PAHO/TIASVH

ranolazine

paHonasun

NOPOLLOK

AT

YKpaiHa

Amoni

IHAjs

BHECEHHS 3MiH

UA/20182/01/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

(cybeTaHuis) y
MiLLKax
noABiiHNX
nonieTNeHoBux
ans
hapmaLleBTUYHO
ro 3aCTOCyBaHHs

"®Gapmak”

OpraHikc (A
LisbkH oh
Omegika
Na6opaTtopiec
MeT. N14.)

ao
peecTpauiiHnx
marepianis:
3minu Il Tuny -
3MiHM 3 SKOCTi.
A®I. (iHWi 3MiHN)
OHOB/IEHHS
Bepcii AM®
BMpO6HUMKa API
PaHonasuH,
AKWIA 3MiHWB
Ha3By 3 Amoli
Organics Private
Limited Ha Amoli
Organics (A
Division of
Umedica
Laboratories
Pvt. Ltd., IHgjs.
3arBepaeHo:
AOPL-VAD/RNZ
/AP-02
(EffectiveDate:
May23, 2022).
3anponoHoBaHo:
AOPL-VAD/RNZ
IAP/EM-
01+Addendum-I.
EffectiveDate:
May31, 2025.
Bigbynacbk 3miHa
TEPMiHY
36epiraHHa Ad|
3aTBepakeHo:
Mepiog
petecTyBaHHsA 3
poku.
3anponoHoBaHo:

Mepiop,
petectyBaHHs 4
POKM.

243.

PETPOBIP

zidovudine

31a0Byam

JO5AFO0

PO34YMH aNns

BiiB

Benwvka

[nakco

Benvka

BHECEHHS 3MiH

3a

UA/0232/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
H 1 iHdpysin, 10 Xenckep FOK | BputaHis OnepeiilHe BpuTaHis ao peyenmom
mr/mn; no 20 mn Nimiteq tOK Nimitepq, peecTpauiiHnx
y thnakoHi; no 5 mMartepianis:
donakoHiB y 3MiHu | TUny -
KapTOHHil 3MiHM 3 SKOCTi.
Kopoo6Li CepTtudikar
BignosigHocTi/l

E-cepTudikar
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/mo
Horpadii.
lMNopaHHA HOBOroO
ab0 OHOBNEHOIO
ceptuddikata
BignoBiAHOCTI
a60 BUTyYEHHSA
ceptuddikata
BignoBiAHOCTI
€Bponeiicbkili
thapmakonei:
ona A®l; ona
BUXIAHOIO
martepiany/pear
eHTY/MpOoMiXHOT
0 NPOAYyKTY, WO
BUKOPWCTOBYIOTb
cay
BMPOOHULITBI
A®I; ona
[0NOMDKHOT
peyoBUHN
(ceptudhikat
BignoBiAHOCTI
€Bponeiicbkili
thapmakoner) -
OHOBREHWi

yxe

BMPOOHUKA -
MopaHHsA

cepTuaikaT Big

3aTBepaKeHoro

QOHOBJ1EHOIO
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
cepTudpikata

BiANoBIAHOCTI
€Bponeichbkiin
thapmakonei
CEP 2005-063-
Rev 05
(3aTBEpAXEHO:
R1-CEP 2005-
063-Rev 04) ans
Ad|
3140BYAVHY Bif,
BXe
3aTBEPAKEHOr0
BMpOOHUKaA
Aurobindo
Pharma Limited.
Y 3B'A3KY 3
OHOBJ/IEHHAM
CEP Bigbynacs
3MiHW Ha3BU
BMpO6HUMKa API
(3anponoHoBaHo
: Apitoria
Pharma Private
Limited). Takox
ONns yHidikaui
dhopmyoBaHHA
MKA N3 B
po3aini "Cknag”
3a/IMLLIAETLCA
TiNbKN Ha3Ba
BMpOOHUKa
aKTUBHOT
peyoBMHY 6e3
3a3HaYeHHs
afpecu.
[itoua pepakuis:

METOAM
KOHTPOJIO
AKOCTI

CKNAA




Ne n/n

Hassa

MixHapooHa Hassa

Koo

456

JNliKapcbKo20
3acoby

HernameHmMos
aHa Hassa*

oditoyoi
peyosuHU

ATX

Popma
BUMYCKY
(nikapcbka
¢opma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina

BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
sionycky

Peknamys
aHHA**

Homep

peecmpayitiHo
20

nocsioYeHHs1

244,

PUBOKCWH-

inosine pPUBOKCUH

CO1EB

1 M1 po3unHy
MICTUTb:
AKTUBHa

peyoBuHa:

3ungosyavH 10

Mmr
Aurobindo
Pharma Limited
Unit — VIII,

Survey No.

10&13
I.D.A. Kazipally
Jinnaram
Mandal, Medak
District
India — 502 319
Gaddapotharam
Village

Telangana

lponoHoBaHa
peakuist:

METOAN

KOHTPO/IHO
AKOCTI

CKNAL
1 MA po3unHy
MiCTUTb:
AKTUBHA
peyoBuHa:
3ngosyavH 10
mr
Apitoria Pharma
Private Limited
Unit — Il

LAPHULA

(iHO3MH)

TabneTkn, BKPUTI
0060/10HKOH0, MO
200 mr; no 10
TabneTok y
KOHTYPHIli
YapyHKOBIli
ynakoBLi; no 5

KOHTYPHUX

MpAT
"®apmavneBT
n4yHa chipma
"NapHuus”

YkpaiHa

MpAT
"®GapmauesTn
yHa chipma
"NapHuus”

YkpaiHa

BHECEHHS 3MiH
no
peecTpauiiHnx
mMartepianis:
3MiHn | Tuny -
3MiHM 3 SKOCTi.

oToBUIA

3a
peyenmom

niKapcbknii

UA/6209/02/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

YapyHKOBUX
ynakoBOK Y
nauui

3aci6. 3MiHN Yy
BUPOBHULTBI.
3MiHKM y npoueci
BMPOGHMLITBA
roToBOro
nikapcbKoro
3acoby,
BK/THOHAI0UM
MPOMiXHWI
NPOAYKT, L0
3aCTOCOBYETLCA
npu
BMPOOHNLITBI
roToBOro
nikapcbKoro
3aco06y (iHLui
3MiHMU) -
MpuBepeHHs
po3giny 3.2.P.3.
Mpouec
BMPOGHMLITBA
nikapcbKoro
3acoby fo
tpopmarty CTD,
a came
3pjiicHeHO
YTOYHEHHS
napametpa
KOHTpO/I0
npowecy
CYLUiHHSA Ha
cTagji 2
onepauii 2.1.
BHeceHo
He3HauHi
pefakuiini
YTOYHEHHS, WO
He BMVBalTb
Ha
3aTBEPMKEHWIA
BMPOGHUYNIA
npovec.
Y3romxeHo
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

HanmncaHHa Ha3B
PEYoBVH Yy
peecTpavinHmx
marepianax.
Jopnatkoso
YTOYHEHO Onunc
cTagji
«lMakyBaHHS Ta
MapKyBaHHs1
TabneTok»
Bi4NoBigHO A0
aKTyaslbHUX
BUMOTr, 6e3
3MiHKW npoLecy.
3MiHm | TUny -
3MiHVM 3 AKOCTI.
loToBwiA
nikapcbkni
3aci6. Onuc Ta
cknag (iHwi
3MiHW)
MNpvBepeHHA
po3giny 3.2.P.1.
Onuc i cknag
nikapcbKoro
3acoby fo
¢opmaty CTD

245,

PIHBOK®

upadacitinib

ynagauut
WHIG;

LO4AFO
3

TabneTku, BKPUTI
nniBKOBOO
060/10HKOIO,
NpPOJIOHroBaHoI
4ii, 15 mr; Ne28:
no 7 Tabnetok y
6nicTepi, no 4
6nictepn y
KapTOHHif
Kopoo6Li

EG66BI
Biochapmach
toTiKan3
rmM6X

LLiBeiuapi
A

nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
BUNYCK Cepil:
E668BI C.p.N.,
ITanis;
BVPOGHMLTBO
nikapcbKoro
3acoby,
TeCcTyBaHHS:
E66BI
Alipneng HN
B.B., IpnaHgis;
TeCTyBaHHs
nig yac
36epiraHHs:

ITanis/
IpnaHgais
/CWWA

BHECEHHS 3MiH
no
peecTpavinHmx
mMartepianis:
3MiHn | TUny -
3MiHM 3 AKOCTI.
AdL.
CTabinbHICTb.
3miHa nepiogy
NOBTOPHMX
BUNpobyBaHb/ne
piogy
36epiraHHsa abo
YMOB 36epiraHHs
Adl (3a
BifICYTHOCTi y

3a
peyenmom

UA/18371/01/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

E66BI IHK.,
CWA

3aTBepKEHOMY
[ocbe
ceptuddikata
BignoBiAHOCTI
€Bponeiicbkili
hapmakonei, wo
BK/IOYAE Nepiog,
NOBTOPHOTO
BMNPOOYBaHHS)
(nepiog
NOBTOPHOTO
BMNpoGyBaHHA/M
epiog,
36epiraHHs) -
36inbLeHHs abo
BBE/EeHHs
nepiogy
NMOBTOPHOTO
BMMNpoGYyBaHHA/MN
epiogy
36epiraHHsA Ha
OCHOBI
pesynbTaTis
[OCNimpKeHb Y
peanbHOMy yaci.
3MiHn g0
3aTBEPKEHOr0
npoTOKOsY
cTabifbHOCTI
nito4oi
PeyoBUHM-
ynagaunTuHioy,
Y 3B’A3KY 3
OHOB/IEHHAM
nepiogy
NMOBTOPHOTO
TecTyBaHHs 3 24
Micauis fo 36
MicAUIB Ha
OCHOBI faHNX
cTabifilbHOCTI B
peasibHOMy yaci.

246.

POJVHIP

cefdinir

uedauHip

JO1DD1

Kancynu Teepai

TOB

YKpaiHa

dapmaBixH

TypeyynHa

BHECEHHS 3MiH

3a

UA/17831/01/01
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TEKCTY, AKuii
norofkeHuii 3
KOMNETEHTHUM

opraHom).
3aABHNKOM
HafaHo
OHOB/EHUIA
Mnax
ynpaBniHHSA
pr3nkamm
Bepcis 3.0.
3MiHN BHECeHO

[0 vacTuH: |

«3arasibHa
iHchopmavisi»
|

«Cneundikauis
3 6e3neku», Il
«lnaH 3
thapmakoHarnng,
y», IV»naHun
wozno
nicnapeecTpauii

HUX A0C/iAKeHb

Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
5 no 300 wmr; no 10 "YOPN[, CaH. Be Tigx. 0o peyenmom
Kkancyny MEONUNH" A.LL. peecTpauiiHnx
6nicTepi; no 1 marepianis:
abo 2 6nictepu 3MiHu | TUny -
B KapTOHHii 3MiHu Wwoao
Kopoobui 6e3nekn/edekTn
BHOCTI Ta
thapmakoHarnag,
y. BHeceHHs abo
3miHa(1) go
30608B'A3aHb Ta
YMOB BUAAYi
peecTpadujiiHoro
NoCBIJYEHHS,
BK/IOYA0UN
MnaH
ynpaBniHHA
pr3nkamm
(3acTocyBaHHs
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

ePeKTUBHOCTI»,
V «3axoam 3
MiHimizawi
pu3ukie», VI
«Pestome nnaHy
ynpaBiHHA
pusnkamm» VI
«flopaTkn» y
3B'A3KY 3
YHichikauieto
iHchopmauit
Lozgo npobnem
6e3nekn gns
YCiX NiKapCbKnX
3acobis
3asBHUKA, WO
MICTATb
uedavHip, B
OfHOMY MNaHi
ynpaBniHHA
pvi3vKamu.
Pestome MNnaHy
ynpaBniHHA
pu3nkamm
Bepcis 3.0
[0Aa€eTbCA.

247.

PO3APT

rosuvastatin

posysacTa
TUH

C10AAOQ

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKOH0, MO
5 wmr; no 10
TabneTok y
6nictepi; no 3
abo 9 6nicTepis
y Kopobuj

TOB «TeBa
YKpaiHa»

YkpaiHa

Axtasic NT[,

ManbTa

BHECEHHS 3MiH
o
peecTpauiiHnx
mMartepianis:
3MiHu | Tuny -
3MiHV Wwoao
6e3nekn/edextu
BHOCTI Ta
thapmakoHarnag,
y (iHWi 3MiHK) -
OHOB/EHO TEKCT
MapKyBaHHs
nepBUHHOI Ta
BTOPUHHOI
ynakoBKu
nikapcbkoro
3acoby

3a
peyerimom

UA/11647/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BBegeHHs 3MiH
NpoTArom 6-Tn
MicsUiB 3 Aatn
3aTBEPAKEHHS
248. PO3APT rosuvastatin posysacta | C10AAQ | Tabnetku, Bkputi | TOB «TeBa YkpaiHa AkTasic 1T/, ManbTa BHECEHHS 3MiH 3a UA/11647/01/02
TUH 7 nNiBKOBOKO YkpaiHa» 0o peyenmom
060/10HKOI, NO peecTpauiiHnx
10 wr; no 10 mMartepianis:
Tabnetoky 3MiHn | Tuny -
6nicTepi; no 3 3MiHK Wopao
ab6o 9 6nictepis 6e3nekn/edekTn
y Kopobui BHOCTI Ta
thapmakoHarnag,
y (iHWWi 3MiHK) -
OHOBNEHO TEKCT
MapKyBaHHS
nepBuHHOI Ta
BTOPUHHOT
yrakoBKu
nikapcbKoro
3acoby
BBefeHHA 3MiH
nNpoTArom 6-tn
MicsLiB 3 Aatn
3aTBEPAKEHHS
249. PO3APT rosuvastatin posysacta | C10AAOQ | Tabnetku, Bkputi | TOB «TeBa YkpaiHa Axtasic NT[, Manbta BHECEHHS 3MiH 3a UA/11647/01/03
TVH 7 NNiBKOBOKO YkpaiHa» no peyenmom
060/10HKO, NO peecTpauiiHnx
20 wr; no 10 marepianis:
Tabnetok y 3MiHu | TUny -
6nicTepi; no 3 3MiHV Wwoao
abo 9 6nicTepis 6e3nekn/edextn
y Kopobui BHOCTI Ta
thapmakoHarnag,

y (iHWi 3MiHW) -
OHOB/EHO TEKCT
MapKyBaHHs
nepBuHHOT Ta
BTOPWHHOT
yrnaxkoBKu
nikapcbKoro
3acoby

BBefAeHHSA 3MiH
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
NpOTAroM 6-Tn
MicauiB 3 gatu
3aTBEPLKEHHS
250. PO3APT rosuvastatin posyeacta | C10AAO | Tabnetku, BkpuTi | TOB «TeBa YkpaiHa AkTasic 1T, ManbTa BHECEHHS 3MiH 3a UA/11647/01/04
TUH 7 nNiBKOBOKO YKpaiHa» 0o peyenmom
060/10HKOI0, N0 peecTpauiiHnx
40 wmr; no 10 mMartepianis:
Tabnetoky 3MiHu | TUny -
6nicTepi; no 3 3MiHn Wwopo
abo 9 6nicTepi 6e3nekn/edextu
y KOpoo6ui BHOCTI Ta
hapmakoHarnag,
y (HLWi 3MiHK) -
OHoBNEHO TeKCT
MapKyBaHHs
nepBuHHOI Ta
BTOPUHHOI
ynakoBKM
nikapcbKoro
3acoby
BBefeHHs 3miH
NpOTAroM 6-Tu
MicauiB 3 gatu
3aTBEPKEHHS
251. PO3MAPUHY - po3mMapuH - nucra TOBAPUCT YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH - UA/11830/01/01
NIKAPCbKOro y (cybeTaHuis) y BO 3 obmexeHoro o
NNCcTA nikapcbKor naketax 3 niiskn | OBMEXXEH BiANoBiAa/IbHI peecTpauinHmx
0 nucTsa nonieTuneHoBol (]}0) CTHo mMarepianis:
(Rosmarin onsa BIAMOBIOA "CYMUNDITOP 3MiHa 3asBHUKa
us hapMaueBTNYHO NIBHICTHO APMALLIA" N3 (MIBIM)
officinalis ro 3actocyBaHHa | «KOPIOPA (BnacHvka
L) LA peecTpaLiiHoro
«300POB’'A NOCBIgYEHHS)
» (3rigHO Haka3zy
MO3 Big
23.07.2015 Ne
460)
252, POKYPOHII rocuronium pokypoHito | MO3ACO | po3uuH gns PpeseHiyc HimeuumnH BMPOGHULITBO, ABCTpIs BHECEHHS 3MiH 3a He UA/15270/01/01
KABI bromide 6powmig, 9 iH'ekuiin, no 10 Kabi a nakyBaHHs, no peyenmom nidnsieae
mr/mn, no 5 mn'y [Joliunang, KOHTpO/b peecTpauiiHnx
CKNsAHOMY M6X AKOCTI, BUMYCK marepianis:
donakoHi; no 5 cepii: 3MiHn | TUny -
a6o 10 PpeseHiyc 3MiHV Woao
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
doNakoHiB y Kabi ABcTpis 6e3nekn/edexTu
KapTOHHii vm6X, BHOCTI Ta
Kopob6ui; no 10 ABCTPIS; hapmakoHarnsg,
MY CKNSAHOMY MapKyBaHHS, y. 3miHa 'y
hnakoHi; no 5 BTOPWUHHE KOPOTKiit
a6o 10 nakyBaHHs, XapakrepucTuui
donakoHiB y anbTepHaTUBH nikapcbKoro
KapTOHHii a ainbHuuUA 3acoby, TeKCTi
Kopoo6Li AN KOHTPOS0 MapKyBaHHA Ta
AKOCTI: iHCTpYKLUIii gns
dpeseHiyc MeAMYHOro
Kabi AscTpis 3aCcTOCyBaHHA
m6X, Ha nigcTasi
ABCTpiIst; perynsipHo
anbTepHaTUBH OHOB/IOBAHOrO
a ginbHuuUs 3BiTYy 3 6e3neku
ans nikapcbKoro

MiKpo6iosoriuH
Oro KOHTPO/IO:
EFEC "'m6X,
AscTpis

3acoby, abo
nocnigpkeHs 3
6e3neku
3acTocyBaHHS
nikapcbKoro
3acoby B
nicnapeecTpauii
HWi1 nepiog, abo
AK pesynbrart
OLLiHKM 3BITY 3
[ocCNigpKeHb,
npoBeseHnx
BIANOBIAHO A0
nnaxy
negiaTpuyHmnx
[OChifKEHb
(PIP) (3miHy
Y3rO[XKEHO 3
KOMNETEHTHUM
YNOBHOB&XXEHUM
opraHom)
3MiHU BHECEHO
B IHCTpYKL,0
ANs MegnvHoro
3acToCyBaHHS
nikapcbKkoro
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
3acoby B
po3gainu
"OcobnuBocCTi
3acTocyBaHHsA"
Ta "Mob6iyHi
peakui"
BigMNoBigHO A0
OHOB/IEHOT
iHdpopmauii
Loao 6e3nekn
3aCTOCYyBaHHSA
nito4oi
PEYOBYHN.
253. POHOLUUT citicoline uutukoniH | NO6BXO0 | po3uvH ans TOB YkpaiHa K.O. PymyHis BHECEHHS 3MiH 3a He UA/16011/01/01
6 iH'ekuin, 500 "YOPNA, Pomdapm o peyenmom nionsizae
Mmr/4 mn; no 4 mn | MEQMLUNH" KomnaHi peecTpauiiHnx
B amnyni; no 5 C.P.N. mMartepianis:
amnyn B 3MiHn | Tuny -
KOHTYpHIlA 3MiHV Wwoao
YapyHKOBIli 6e3nekn/edekTn
ynakosuj; no 1 BHOCTI Ta
KOHTYpHIlA thapmakoHarnag,
YapyHKOBIli y. 3MiHN Y
ynakoBLj y KOPOTKiit
KapTOHHil XapaxkTepucTuLli
KopooLi nikapcbKoro

3acoby, TeKCTi
MapKyBaHHA Ta
iHCTpYKLUiT Ana
MeLMYHOro
3aCTOCYyBaHHSA
reHepuyHuX/riop
naHux/6ionofioH
VX NiKapCbKNX
3acob6is nicns
BHECEHHS Tiel
camoi 3MiHM Ha
pedhepeHTHuiA
npenapar (3MiHa
He noTpebye
HaaHHs
XXOAHUX HOBUX
[0A8TKOBUX
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

AaHnx) 3MiHKn
BHECeHO 0
IHCTpYKLUii gns
MeAMYHOro
3aCTOCYyBaHHSA
nikapcbKkoro
3acoby y
po3gainu
"B3aemogis 3
HWYMK
niKkapcbknmu
3acobamu Ta
iHWIi BUAN
B3aemogiin",
"OcobnuBocCTi
3aCTOCyBaHHSA",
"Cnoci6
3acToCyBaHHsA
Ta gosn”,
"Mepepno3ysaHH
5", "Mo6iYHI
peakuji" 3rigHo 3
iHhopmadieto
oo
MeAMYHOro
3aCTOCYyBaHHSA
pedepeHTHOro
nikapcbKoro
3acoby
(COMA3NHA®,
PO34MH ANna
iH'ekuji, 500
mr/4 mn, 1000
Mr/4 mn).
BBefeHHs 3MiH
NpoTArom 6-Tn
MicsyiB micns
3aTBEPAKEHHS

254,

POHOLINT

citicoline

LMTUKONIH

NO6BX0
6

pO3unH ansi
iH'ekujin, 1000
Mr/4 mn; no 4 mn
B amnyni; no 5
amnyn B

TOB
"YOP/I]
MELIAH"

YkpaiHa

K.O.
Pomdapm
KomnaHi
C.P.N.

PymyHis

BHECEHHS 3MiH
ao
peecTpauiiHnx
marepianis:
3MiHu | Tnny -

3a
peyenmom

He
nionsieae

UA/16012/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
KOHTYpHIlA 3MiHu Wwopo
YapyHKOBIli 6e3nekn/edekTn
ynakosuj; no 1 BHOCTI Ta
KOHTYpHIlA hapmakoHarnsg,
YapyHKOBIl y. 3MiHN Y
ynakoBLj y KOPOTKiit
KapTOHHii XapakTepucTuui
KopooLi nikapcbKoro

3acoby, TeKCTi
MapKyBaHHA Ta
IHCTPYKLUiT Ana
MeLMYHOro
3aCTOCYyBaHHSA

reHepuyHuX/riop
naHux/6ionofioH

MX NiKapCbKNX
3aco6iB nicns
BHECEHHS Tiel
camoi 3MiHM Ha
pechepeHTHUIA

npenapar (3MiHa

He noTpebye
HafaHHs
XOLHNX HOBUX
[0AATKOBUX
naHux) 3MiHu
BHECEHO [0
iHCTpYKLUIii gns
MeAMYHOro
3acTocyBaHHS
nikapcbKoro
3acoby y
posgainu
"B3aemogis 3
IHWMMK
nNiKapcbknmmn
3acobamu Ta
iHLWIi BUAN
B3aemMogin",
"Oco6nuBocTi
3aCTOCyBaHHSA",
"Cnoci6
3aCTOCYBaHHSA
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Ne n/n

Hassa

MixHapooHa

Hassa

Koo

Popma 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
Ta gosn”,
"Mepepno3ysaHH
5", "Mo6iYHI
peakuji" 3rigHo 3
iHhopmadieto
oo
MeAMYHOro
3aCTOCYyBaHHSA
pedepeHTHOro
nikapcbKoro
3acoby
(COMA3NHA®,
PO34MH ANna
iH'ekuji, 500
mr/4 mn, 1000
Mr/4 mn).
BBefeHHs 3MiH
NpoTArom 6-tn
MicsiB micns
3aTBEPAKEHHS
255, POTAPUKC Rota virus, live | potasipyc | JO7BHO | cycneHsis nakcoCmit Benuka FnakcoCmiTKn Benbrisa BHECEHHS 3MiH 3a UA/13060/01/01
BAKUUHA ONA | attenuated NIOAVHN, 1 opasibHa (1,5 KnsiiH BpuTaHis SAAH Lo peyernmom
MPO®ITAKTUK XUBUIA mn/go3y); no 1 Ekcnopt Bionogxikans peecTpauiiHnx
n aTeHyioBa abono5 Nimiteq C.A. mMartepianis:
POTABIPYCHO HWiA WTam nonepegHLo YTOUHEHHSA
T IHOEKLLIT RIX4414* 3aMoBHEHMX HanucaHHsa
* OpasIbHUX Koay ATX B
BMPOLLEHN annikatopis abo Hakasi MO3
1 Ha Ty6 B KAPTOHHIiA YkpaiHn Ne 523
KynbTypi Kopoo6Li Big 21.04.2026
KNiITUH B npodueci
Vero

BHECEeHHs 3MiH
(3miHu | TNy -
3MiHU 3 AKOCTI.
loToBwMiA
nikapcbknii
3aci6. KoHTposnb
roTOBOrO
nikapcbkoro
3aco6y. 3miHa
napameTpis
cneuudikawii
Ta/abo
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
[0MyCTUMMX

MeX roToBOro
nikapcbkoro
3acoby
(3BYXEHHS
[0NyCTUMUX
Mex,
BU3HAYEHNX Y
cneumdikauii Ha
nikapcbki
3acobu, gns
AKNX
OTPUMYETLCSA
[03BiN Ha
BWMYCK Cepil Big,
odpiviriHoro
perynsTopHoro
opraHy)
3BYXXEHHSA
KpuTepiis
NPUAHATHOCTI
AN opanibHOro
annikaTopa 3a
NOKa3HUKOM
«AKTUBHICTb
poTasipycy» 3
«He meHLue Hix
6,3 log10
TUA50 Ha po3sy-
Mpwn BUNycky»
£o «Mix 6,3 i
7,0 log10
TUA50 Ha
[03y».
BHeceHHA
pefakuiinnx
3MiH. TepmiH
BBEJEHHS 3MiH -
npoTArom 6
MicsyiB micns
3aTBEPMKEHHS.
3MiHn | Tuny -
3MiHVM 3 AKOCTI.
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
loToBMiA

nikapcbkuii
3aci6. KoHTponb
roToBOro
nikapcbKoro
3acoby. 3miHa
napameTpiB
cneuudikayii
Ta/abo
[0MyCTUMMX
MeX roToBOro
nikapcbKkoro
3acoby
(3BYXEHHS
[0NyCTUMMX
Mex,
BU3HAYEHNX Y
cneumdikauii Ha
nikapcbki
3acobu, gns
AKNX
OTPUMYETLCSA
[03BiN Ha
BWMYCK Cepil Big,
odpiviriHoro
perynsTopHoro
opraHy)
3BYXXEHHSA
KpuTepiis
NPUAHATHOCTI
ansa Tyéu 3a
NOKa3HNKOM
«AKTUBHICTb
poTasipycy» 3
«He MeHLe Hix
6,6 log10
TLA50 Ha posy-
Mpwy BUNYyCKy»
0o «Mix 6,6 i
7,0 log10
TUA50 Ha
[03y».
BHeceHHA
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
peaakuiitHnx
3MiH. TepMmiH
BBEAEHHS 3MiH -
npoTsArom 6
MicaLis nicns
3aTBEPIKEHHS).
Pepakuis B
Hakasi - JO7B
BH. BipHa
pepakuis -
J07BHO1.
256. CAHAIMYH ciclosporin LMKI0Ccno LO4ADO | po3unH Hosapric Lliselinapi | BUPOGHMLTBO, ®paHuis/ BHECEHHS 3MiH 3a UA/3165/03/01
HEOPAN® pyH 1 opanbHuii, 100 dapma Al A KOHTPO/b HimeyunHa no peyenmom
mr/mn; no 50 mn AKOCTI, peecTpauiiHnx
y chnakoHi; no 1 nepBuHHE marepianis:
hnakoHy pasom nakyBaHHs, 3MiHu | TUny -
3 103yBa/IbHUM BTOPVHHE 3MiHK wopao
KOMMNEKTOM Y nakyBaHHs: 6e3nekn/edextu
Kopoo6ui 3 Jendapm BHOCTI Ta
KapTOHY XtoHiHr C.A.C., thapmakoHarnag,
naxkyBasibHOro dpaHuis; y. BBefeHHs
BUNYCK Cepil: ab6o 3miHM 10
HoBapric y3arasibHeHux
PapmacboTuK AaHux npo
a, C.A., cuctemy
IcnaHis; thapmakoHarnag,
BMMYCK Cepii: y (BBEAEHHSA
Hosapric y3arasibHeHUx
$apma NvbX, [aHuX npo
HimeuunHa cuctemy
thapmakoHarnag,
Yy, 3MiHa
YNOBHOBaXXEHOT
ocobwm,
BignoBigabHOT
3a 3[iliCHEHHSA
thapmakoHarnag,
Y; KOHTaKTHOI
ocobm 3
thapmakoHarnag,
y 3asBHMKa ANA
3[jlACHEHHS

hapmakoHarnsag
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

y B YKpaiHi,
AKLLO BOHA
BiAMiIHHA Bif
YNOBHOB&XXeHOT
ocobu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
thapmakoHarnag,
y (BkNtoYaroum
KOHTaKTHi fjaHi)
Ta/abo 3MiHu y
PO3MiLLEHHI
macTep-aiina
cuctemn
hapmakoHarnag,
y). 3miHa
KOHTaKTHUX
OaHnx
YNOBHOB&XXeHOT
0cobu 3asBHUKA,
BiANOBIga/IbHOI
3a
thapmakoHarnag,
. 3miHa
MicLe3Haxomxe
HHS MacTep-
thaiina cuctemu
hapmakoHarnsg,
y. 3MiHa micus
3[jlACHEHHS
OCHOBHOI
LisNIbHOCTI 3
thapmakoHarnag,
y.

257.

CUNAEHA®IN-
DAPMAK

sildenafil

cungeHad
in

GO04BEO
3

TabneTku, BKPUTI
o060n0oHKot, 20
mr; no 10
Tabnetok y
6nictepi, no 9
6nictepiB y
nauui 3 KapToHy

AT
«Papmak»

YkpaiHa

AT «®apmak»

YKpaiHa

BHECEHHS 3MiH
0o
peecTpauiiHnx
mMartepianis:
3MiHn | Tuny -
3MiHM 3 AKOCTi.
[oToBWMIA
nikapcbknii
3aci6. Onuc Ta

3a
peyenmom

He
nidnsieae

UA/17026/01/01




473

Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

cknag. 3miHay
cknagi
(monomikHux
peyoBuHaXx)
roToBOro
nikapcbKkoro
3aco06y (iHLui
3MiHK). 3MiHa B
cknagi
nNiBKOBOrO
NOKPUTTS. 3MiHK
BHECEHO B
iHCTpYKLilo Ans
MeAMYHOro
3acToCyBaHHSA y
po3gin "Cknag"
Ta K Hacnigok -
y TeKcT
MapKyBaHHS
ynakoBKM
nikapcbkoro
3acoby.
BBeaeHHs 3MiH
NpOTArom 6-tn
MicsiB micns
3aTBEPMKEHHS.
3MiHn | Tuny -
3MiHVM 3 AKOCTI.
loToBwiA
nikapcbknii
3aci6. 3MiHN Yy
BUPOBHULTBI.
3amiHa abo
BBE/EeHHs
[0[aTKOBOT
OinbHWL
BMPOGHMLITBA
ONSA YacTUHN
abo BCbOro
BMPOGHNYOrO
npouecy
roToBOro
nikapcbKkoro
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

3acoby
(ginbHUUA ons
BTOPWHHOTO
nakyBaHHs).
3amiHa giroyoi
BMPOGHUYOI
OinbHuUi TOB
Haykoso-
BMPOGHMYA
thipma
«MiKpoXxim»,
YKpaiHa Ha
BVMPOGHUYY
dinbHuuo AT
«Papmak», ons
BTOPWHHOTO
nakyBaHHs /13.
3MiHU BHECEHO
B IHCTpYKL,0
ANs MegnvHoro
3aCTOCYBaHHS y
po3ginu
"BUPOBHUK" Ta
"MicuesHaxomxe
HHS BUPOOHMKa
Ta agpeca micugd
NPOBaXEHHS
ioro gisnbHocTi"
y 3B'A3KY 3
3amiHot0
BMPOGHUKa
nikapcbKoro
3acoby, Wwo
BignoBsigae 3a
BUNYyCK cepii, Ta
AK HaCNiAokK - y
TekcT
MapKyBaHHS
yNakoBKM
nikapcbKoro
3acoby.
BBefeHHs 3miH
npoTArom 6-Tn
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

MicsiB micns
3aTBEPMKEHHS.
3MiHn | Tuny -
3MiHVM 3 AKOCTI.
loToBwiA
nikapcbknii
3aci6. 3MiHN Yy
BUPOBHULTBI.
3amiHa abo
BBE/eHHs
[0[aTKOBOT
OinbHUL
BMPOGHMLITBA
ONSA YacTuHN
abo BCbOro
BMPOGHNYOrO
npouecy
roToBOro
nikapcbKoro
3acoby
(ainbHUUA anA
NepBMHHOTO
nakyBaHHs1).
3awmiHa gjroyoi
BMPOBHUYOI
AinbHuUi TOB
HaykoBo-
BMPOGHMYa
hipma
«MiKpOXim»,
YkpaiHa Ha
BUPOGHMYY
AinbHuuo AT
«Papmak» ansa
NepBMHHOIO
nakyBaHHs /13.
3MiHN BHEeCeHO
B IHCTPYKL0
ANsi MegnvHoro
3aCTOCYyBaHHA Y
po3gainu
"BUpo6HUK" Ta

"MicuesHaxomke
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

HHS BUPOOHWMKa
Ta agpeca micugd
NPOBaXEHHS
1A0ro AisnbHOCTI
y 3B'A3KY 3
3amiHot0
BMPOGHUKa
nikapcbKoro
3acoby, Wwo
BignoBigae 3a
BUNYyCK cepii, Ta
AK HaCNIAokK - y
TekcT
MapKyBaHHS
yNakoBKM
nikapcbKoro
3acoby.
BBefeHHs 3miH
NpOTAroM 6-Tn
MicaLis nicns
3aTBEPLKEHHS.
3MiHu | TUny -
3MiHM 3 SKOCTi.
loToBMiA
nikapcbknii
3aci6. 3MiHn y
BMPOGHULTBI.
3amiHa abo
BBE/EHHS
[04aTKOBOT
OinbHULj
BUpOBGHULTBA
ONS YacTUHN
abo BCbOro
BUPOBHMYOTO
npowecy
roToBOro
nikapcbKoro
3acoby
(@inbHMUS, Ha
AKN
npoBOAATLCA
Oy ab-siKi

"
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

BMPOGHUYI
cTagji, 3a
BUHSATKOM
BWMYCKY CepiiA,
KOHTpO/I0
SIKOCTI,
NepBUHHOTO Ta
BTOPWHHOTO
nakyBaHHs, Ans
HecTepuIbHNX
niKapcbKknx
3aco6iB). 3amiHa
njtoyoi
BMPOBHUYOT
AinbHuui TOB
HaykoBo-
BUPOGHMYA
thipma
«MiKpoXim»,
YkpaiHa Ha
BMPOGHWYY
OinbHuuo AT
«Papmak» ans
BMPOGHMLITBA
N3. 3miHn
BHECEHO B
IHCTpYKLilo Ans
MeAMYHOro
3aCTOCYyBaHHA Y
posgainu
"BUpo6HKK" Ta
"MicuesHaxomxe
HHS BUPOOHWMKa
Ta agpeca micus
NpoBaXXeHHS
ioro gisnebHocTi"
y 3B'A3KY 3
3aMiHO0
BMPOGHUKA
nikapcbKoro
3acoby, Wwo
Bignosigae 3a
BMNYyCK cepii, Ta
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BBegeHHs 3MiH
NpoTArom 6-Tn
MicsauUiB nicns
3aTBEPMKEHHS.
3MiHu | TNy -
3MiHM 3 AKOCTI.
loToBwiA
nikapcbkuii
3aci6. 3MiHn Yy
BMPOGHULITBI.
3MiHa
iMnopTepa/amMiHn
, L0 CTOCY0ThCA
BUNYyCKy cepii Ta
KOHTPOJHO SIKOCTI
roToBOro
nikapcbKoro
3acoby (3amiHa
abo gofaBaHHsA
BUPOGHMKA, LLLO
Bignosigae 3a
BBE3EHHSA
Ta/abo BunycK
cepii) -
Bkntoyaroun

6yBaHHs cepii.

3amiHa gjrouoi
BMPOBHUYOT

AinbHuui TOB

HaykoBo-
BUPOGHMYA
thipma

«MiKpoXim»,
YkpaiHa Ha
BMPOGHWYY

OinbHuuo AT

KOHTPO/L/BUNPO

Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
AK HaCnifokK - y
TekcT
MapKyBaHHA
yrakoBKu
nikapcbKoro
3acoby.
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
«®apmak» ans

KOHTPOII0 Ta
BUMNYCKy cepil
N3. 3miHn
BHECEHO B
IHCTpYKLilo Ans
MeAMYHOro
3aCTOCYyBaHHA Y
posgainu
"BUpo6HMK" Ta
"MicuesHaxomxe
HHS BUPOOHMKa
Ta agpeca micus
NpoBaXXeHHS
ioro gisnebHocTi"
y 3B'A3KY 3
3aMiHO0
BMPOGHUKA
nikapcbKoro
3acoby, Wwo
Bignosigae 3a
BMMYCK cepii, Ta
AK HACNigoK - y
TEKCT
MapKyBaHHS
ynakoBKM
nikapcbKkoro
3acoby.
BBeaeHHs 3MiH
NpOTArom 6-tn
MicsyiB micns
3aTBEPMKEHHS.
3MiHn | Tuny -
3MiHVM 3 AKOCTI.
loToBwiA
nikapcbknii
3aci6. 3MiHN Yy
BUPOBHULTBI.
3MiHKM y npoueci
BMPOGHMLITBA
roToBOro
nikapcbKkoro

3acoby,
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KpaiHa

Bupo6HuK

KpaiHa

Peecmpayitina

Ymosu

Peknamys
aHHsT**

Homep
peecmpayitiHo

Ne n/n

Hassa
JliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa HasBa*

Hassa
diroyoi

pevyosuHU

Koo
ATX

Popma
BUIYCKY
(nikapcbka
c¢hopma,
YnaKosKa)

3asiBHUKa

BUPOGHUKa

npoyedypa

BK/1toHako4n

BionycKy

20
nocsi0oYeHHs

NPOMDKHWIA
NPOAYKT, LLO
3aCTOCOBYETLCA
npwu
BUPOGHNLITBI
roToBOro
nikapcbKoro
3aco6y (iHLi
3MiHN). 3MiHN B
npoueci
BMPOGHMLTBA
N3, Ha cTagji
NpUroTyBaHHs
cycneHsii
nNiBKOBOT
000/10HKM 3a
paxyHoK 3amiHu
BUKOPUCTaHHSA
OKpeMux
iHrpegieHTiB
MnAiBKOBOro
MOKPUTTS Ha
roToBy cuctemy
Opadry, a Takox
3MiHY
PO3UYMHHMKA

BOZY OUMLLEHY,
Lo
BVKOPWCTOBYETb
csa Ha cTagii
NPUroTyBaHHSA
cycneHsii
PO3YMHHYIKA.
BBefieHHsA 3MiH
npoTArom 6-Tu
MicaLiB nicns
3aTBEPKEHHS.
3MiHu | TNy -
3MiHM 3 SKOCTi.
loToBMiA

eTaHosny 96% Ha

nikapcbknii
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
3aci6. 3MiHN Yy

BUPOBHULTBI.
3MiHa po3mipy
cepii
(BKKOUALOUN
AianasoH
po3mipy cepii)
roToBOro
nikapcbKkoro
3acoby
(36inbLUEHHA f0
10 pasis
MOPIBHSHO i3
3aTBEPAKEHNM
pO3mipom).
3MiHa po3mipy
cepii MN3.
[itoua pepakuis
11,16 «r (90,0
TnC. TabneTok)
33,48 kr (270,0
TnC. TabneTok)
55,80 kr (450,0
TnC. TabneTok)
[ponoHoBaHa
pepaxuis
24,80 kr (200,0
TUC. TABMEeTOK).
BBeaeHHs 3MiH
NpOTArom 6-tn
MicsyiB micns
3aTBEPMKEHHS.
3MiHn | Tuny -
3MiHVM 3 AKOCTI.
loToBwiA
nikapcbknii
3aci6. KoHTposnb
roToBOro
nikapcbkoro
3aco06y (iHLi
3MiHN).
BHeceHHA
YTOYHEHHS B
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

cneuudikauio
Ha 13 Ta
mMeToam
KOHTPOJTIO 3a
NOKa3HNKOM
«lgeHTudikauii
TUTaHy
noiokenay».
BBefeHHs 3miH
NpOTAroMm 6-Tn
MicaLis nicns
3aTBEPKEHHS.
3MiHu | Tuny -
3MiHM 3 SKOCTi.
loToBMiA
nikapcbknii
3aci6. Cuctema
KOHTeliHep/3aky
noproBasibHWi
3aci6 (iHwi
3MiHW). Po3gin
3.2.P.7.Cuctema
KOHTeliHep/3aKy
noptoBasibHNIA
3aci6
aKTyanisosaHo
BIANOBIAHO A0
BHYTPILLIHIX
nigxoais AT
«®apmak». MNpn
BMPOOHNLITBI
npenaparty éyge
BMKOPUCTOBYBAT
ncb
3aTBEpPAKEHE
nepBrHHE
nakyBaHHS:
6nictep 3 nniBkn
nonisiHinxnopug
HOI Ta chonbru.
BBefeHHs 3MiH
NpoTArom 6-tn

MicsuiB micns
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

3aTBEPMKEHHS.

3MiHu | TNy -

3MiHM 3 AKOCTI.

CepTtudikar

BignosigHocTi/l

E-cepTudikar

BignoBiAHOCTI

€Bponeiicbkili

thapmakonei/mo
Horpadii. 3miHu,
noB'A3aHi 3
HEeOobXigHICTIO
npvBeAeHHs y
BiANOBIAHICTb A0
MoHorpadii Y
a6bo
€BponeiicbKoi
thapmakonei,
abo iHwoi
HauioHas1IbHOT
thapmakonei
nepxasun €C
(iHLWi 3MiHW).
MpuBepeHHs
cneyudikauii Ta
aHalTUYHNX
MeTOoAMK
[0NOMDKHOT
peyoBWH
lnpomenosay
BiANOBIAHICTb A0
BUMOT
BiANOBIAHMX
MOHorpadiii
€BponeiicbKoi
thapmakonei
aitoyoro
BUAAHHS.
BBefeHHs 3miH
NpOTAroM 6-Tn
MicaLis nicns
3aTBEPLKEHHS.
3MiHuM | TMny -




484

Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

3MiHVM 3 AKOCTI.
CepTucpikat
BignosigHocTi/l"
E-cepTudikar
BiANoBIAHOCTI
€Bponeichbkiin
hapmakonei/mo
Horpadii. 3MiHu,
noB'A3aHi 3
HEeOoOXifHICTHO
nprvBeAeHHs y
BIANOBIAHICTb A0
MoHorpadii Y
abo
€BponencbKoi
hapmakonei,
abo iHwoi
HavioHas1bHOT
thapmakonei
nepxasu €C
(IHLWi 3MiHK) .
MNpvBepeHHA
crneundikauii Ta
AHaTITUYHNX
MeToAuK
[ONOMDKHOT
peyoBUH
Kanbujto
rigpodpocchat
6e3BOAHNIA Y
BiANOBIAHICTb A0
BUMOT
BiANOBIAHMX
MOHorpadiii
€BponeiicbKoi
thapmakonei
aitoyoro
BUAAHHS.
BBefeHHs 3miH
NpOTAroM 6-Tn
MicaLis nicns
3aTBEPLKEHHS.
3MiHuM | TMny -
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

3MiHVM 3 AKOCTI.
CepTucpikat
BignosigHocTi/l"
E-cepTudikar
BiANoBIAHOCTI
€Bponeichbkiin
hapmakonei/mo
Horpadii. 3MiHu,
noB'A3aHi 3
HEeOoOXifHICTHO
nprvBeAeHHs y
BIANOBIAHICTb A0
MoHorpadii Y
abo
€BponencbKoi
hapmakonei,
abo iHwoi
HavioHas1bHOT
thapmakonei
nepxasu €C
(iHLWi 3MiHW).
MNpvBepeHHA
crneundikauii Ta
AHaTITUYHNX
MeToAuK
[ONOMDKHOT
peyoBUH
Lientonosa
MiKpOKpUCTaniyuH
ay
BiANOBIAHICTb A0
BUMOT
BiANOBIAHMX
MOHorpadiii
€BponeiicbKoi
thapmakonei
aitoyoro
BUAAHHS.
BBefeHHs 3miH
NpOTAroM 6-Tn
MicaLis nicns
3aTBEPLKEHHS.
3MiHuM | TMny -
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

3MiHVM 3 AKOCTI.
CepTucpikat
BignosigHocTi/l"
E-cepTudikar
BiANoBIAHOCTI
€Bponeichbkiin
hapmakonei/mo
Horpadii. 3MiHu,
noB'A3aHi 3
HEeOoOXifHICTHO
nprvBeAeHHs y
BIANOBIAHICTb A0
MoHorpadii Y
abo
€BponencbKoi
hapmakonei,
abo iHwoi
HavioHas1bHOT
thapmakonei
nepxasu €C
(iHLWi 3MiHW).
MNpvBepeHHA
crneundikauii Ta
AHaTITUYHNX
MeToAuK
[ONOMDKHOT
peyoBUH
KpemHito
niokeunpg,
KONOIgHWIA y
BiANOBIAHICTb A0
BUMOT
BiANOBIAHMX
MOHorpadiii
€BponeiicbKoi
thapmakonei
aitoyoro
BUAAHHS.
BBefeHHs 3miH
NpOTAroM 6-Tn
MicaLis nicns
3aTBEPLKEHHS.
3MiHuM | TMny -
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

3MiHVM 3 AKOCTI.
CepTucpikat
BignosigHocTi/l"
E-cepTudikar
BiANoBIAHOCTI
€Bponeichbkiin
hapmakonei/mo
Horpadii. 3MiHu,
noB'A3aHi 3
HEeOoOXifHICTHO
nprvBeAeHHs y
BIANOBIAHICTb A0
MoHorpadii Y
abo
€BponencbKoi
hapmakonei,
abo iHwoi
HavioHas1bHOT
thapmakonei
nepxasu €C
(iHLWi 3MiHW).
MNpvBepeHHA
crneundikauii Ta
AHaTITUYHNX
MeToAuK
[ONOMDKHOT
PEYOBUH MarHito
cTeapaTy
BiANOBIAHICTb A0
BUMOT
BigNoBigHNX
MOHOrpadiit
€BponencbKoi
thapmakonei
aitoyoro
BUAHHS.
BBegeHHs 3MiH
NpoTArom 6-Tn
MicsauiB nicns
3aTBEPMKEHHS.
3MiHu | TNy -
3MiHM 3 AKOCTI.
Ceptudpikat
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BignosigHocTi/l
E-cepTudikar
BiANOBIAHOCTI
€Bponeiicbkili

thapmakonei/mo
Horpadii. 3MiHu,
noB'A3aHi 3
Heo6XifHICTIO
npuUBeAeHHs y
BiANOBIAHICTb A0
MoHorpadii 4Py
abo
€BponeiicbKoi
thapmakonei,
abo iHwoi
HauioHa/IbHOT
hapmakonei
nepxasu €C
(iHLWi 3MiHW).
MNpvBeneHHA
cneuudikauii Ta
aHasTliTUYHKX
MeToAuK
[0NOMDKHOT
peyoBuMH
Kpockapmesnosa
Yy BifnoBigHICTb
[0 BAMOT
BigNoBigHNX
MOHorpadii
€BponeiicbKoi
hapmakonei
aitoyoro
BUAAHHS.
BBefeHHs 3MiH
NpoTArom 6-tn
MicsyiB micns
3aTBEPMKEHHS.
3MiHn | Tuny -
3MiHM Wwozao
6e3nekn/edekTn
BHOCTI Ta
chapmakoHaraiag,
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
y (iHWi 3MiHW).

3MiHU BHECEHO
B TEKCT
MapKyBaHHS
BTOPUHHOI
ynakoBKu
nikapcbKoro
3aco0by y MyHKTU
1,2,3,16TaB
TekcT
MapKyBaHHS
NepBUHHOT
yMakoBKn y
nyHKTM 1, 2.
BBefeHHs 3miH
NpOTAroM 6-Tn
Micauis nicns
3aTBEPKEHHS.
3MiHu | TUny -
3MiHu Wwoao
6e3nekn/edextn
BHOCTi Ta
thapmakoHarnag,
y (iHWi 3MiHW).
3MiHN BHEeCeHO
B IHCTPYKL0
ANs MeAnyHoro
3aCTOCYBaHHSA
nikapcbKoro
3acoby y po3gain
"YnakoBka".
BBefeHHs 3MiH
NpOTArom 6-tn
MicsiB micns
3aTBEPMKEHHS.
3MiHn | Tuny -
3MiHVM 3 AKOCTI.
loToBwiA
nikapcbknii
3aci6. 3MiHN Yy
BUPOBHULTBI.
3MiHa po3mipy

cepii
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

[CLGILEETETY
niana3oH
po3mipy cepii)
roToBOro
nikapcbKoro
3ac006y (iHLi
3MiHN).
BunyyeHHsa
3aTBEPMKEHNX
po3wmipis cepii
N3, a cave
po3mipom 33,48
Kkr (270,0 Tnc.
Tabnetok) Ta
55,80 kr (450,0
TnC. TabneTok).
[itova pepakuis
11,16 «r (90,0
TnC. TabneTok)
33,48 kr (270,0
TnC. TabneTok)
55,80 kr (450,0
TnC. TabneTok)
MNponoHoBaHa
pepakuis
24,80 «r (200,0
TnC. TabneTok)
BBegeHHs 3MiH
NpoTArom 6-tn
MicsauiB nicns
3aTBEPMKEHHS.

258.

CIMMOHI®

golimumab

ronimymat

LO4ABO
6

po34nH ons
iH ekui 100
mr/mn, no 0,5 mn
a6o 1,0 mn
PO3UMHY Y
nonepegHLo
HanoBHEHOMY
wnpuui i3 ckna
Tiny 13
ryMOBUM
HaKOHEYHUKOM
Ta roNkow,

TOB
«JIKOHCOH i
J>KOHCOH
Ykpaina l1»

YkpaiHa

BUPOGHMLTBO
niKapcbKoro
3acoby,
nepBuHHa
ynakoBka:
CimTpa HOC
NNC, CWA,;

BVPOGHMLTBO
nikapcbKoro
3acoby,
nepBuHHA

CLIA/
LLiBefuapis

BHECEHHS 3MiH
o
peecTpauiiHnx
mMartepianis:
3MiHn | Tuny -
AAMiHICTpaTVBHI
3MiHW. 3miHa
HaliMeHyBaHHs
Ta/abo agpecu
Micusa
NpOBa)KEHHS
LisNbHOCTI

3a
peyenmom

UA/15841/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BKPUTOIO yrnakoBka: BMPOGHMKa/iMMo
KOBNayvkom, 3 Cinar Arl', pTepa rotosoro
NPUCTPOEM A5 Llseiuapis; nikapcbKoro
BBE/leHHs 3acoby,
UltraSafe; no 1 BTOPVHHA BK/IHOYaA0UN
wnpuuy B yMnaKoBKa, OinbHWL
KapTOHHii BUMYCK Cepii, BWMYCKy cepil
Kopobui; no 0,5 KOHTPO/b abo micue
mn a6o 1,0 mn akocTi [1: npoBefeHHs
pPO3UnHYy Y Cinar AT, KOHTPO/HO
nonepegHL0 LLiBeiiuapis AKOCTI.
HarnoBHEHOMY (aisnbHICTB, 3a
wnpuui i3 ckna AKy Bignosigae
Tmny 13 BMPOBHUK/iMNop
ryMOBUM Tep, He
HaKOHEYHWKOM BK/THOHAI0OUM
Ta rosikot, BUMNYCK Cepiit).
BKPUTOIO 3miHa Ha3Bu
KOBMa4koM, y BUPOGHMKa
pyuui 3 BiAnoBiganbHOro
aBTOIH'EKTOPOM; 3a BUPOBGHNLTBO
no 1 pyuui B nikapcbKoro
KapTOHHii 3acoby,
Kopoo6Li NepBUHHY
yNaKoBKy.
MicuesHaxompxe
HHS BUPOGHMYOT
OiNbHULI He
3MIHWI0Ch.
259, CKIHOPEH® azelaic acid asenaiHos | D10AXO | kpem 20 %; no NEO dapma NaHis NEO dapma ITanisa BHECEHHS 3MiH 6e3 UA/1074/02/01
a kucrota 3 30 ryTy6i; mo 1 AlC MaHydakTypiH no peyenma
Ty6i Y KAPTOHHIi r ltani CPN peecTpauiiHnx
KopoobLi mMartepianis:
3MiHu | TUny -

3MiHK 3 SIKOCTI.
A®I. KoHTponb
A®|. 3miHa y
napameTpax
cneuudikawii
Ta/abo
LONyCTUMUX
MEX,
BU3HAYEHUX Y




Koo

Popma

3asaBHuUK
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KpaiHa

Bupo6HuUK

KpaiHa

PeecmpayitiHa
npoyedypa

Ymosu
BionycKy

Peknamys
aHHST**

Homep
peecmpayitiHo
20

Ne n/n

Hassa
JliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa HasBa*

Hassa
diroyoi
peqyosuHU

ATX

BUIMYCKY
(nikapcbka
ghopma,
YnaKosKa)

3asiBHUKa

BUPOGHUKA

cneuudikauisx

Ha A®l, abo

nocsi0oYeHHs

BUXigHUIA/Npomi
npoaykt/peareH

BUKOPUCTOBYHKTb

JonasaHHa ans
A®| AzenaiHoBa

XKHWI
T, WO

cAa 'y npoueci
BMPOGHMLTBA
Aol
(4ONOBHEHHSA
cneungikawii
HOBUM
NOKa3HNKOM
SIKOCTi Ta
BignoBiAHUM
MeToA0M
BUNPOGYBaHHS)

KucnoTa Tecty
"CynposigHi
JoMilWwKn" ans
BUPOGHMKa
Alivus Life
Sciences
Limited.
Cneuudpikais
Ta aHaNniTUYHI
MeTOAVIKM Bif,
NEO ®apma
A/C, [aHis
[0NOBHEHO
LaHum
NOKa3HUKOM.
3MiHun | Tuny -

3MiHM 3 SKOCTI.
A®I. KoHTponb

Adl. 3miHa y
napameTpax

cneuudikayii

Ta/abo

A0onyCcTuMmnx
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
Mex,
BU3HAYEHNX Y

cneumgikavisx
Ha A®l, abo
BUXigHWA/NpOMI
XKHU
npogykT/peareH
T, WO
BMKOPUCTOBYHOTb
cs 'y npoueci
BUpOBGHULTBA
Ad|
(BONOBHEHHSA
cneuudikavii
HOBUM
MOKa3HNKOM
SAKOCTi Ta
BiANOBIAHUM
MeToA0M
BUNPOBYBaHHS)
[opasaHHa ons
A®| AsenaiHoBa
KucnoTa TecTty
"3a/IMLLKOBI
PO3UYNHHUKN" —
eTunauerary Ta
MeTaHony, ki
MOXYTb 6yTK
NPUCYTHIMU y
BMPOGHUKA
Alivus Life
Sciences
Limited.
Cneumdpikauis
Ta aHaniTUYHI
MEeTOAVKM Bif
NEO ®apma
AIC, faHis
[OMOBHEHO
JaHum
MOKa3HNKOM.
3MiHn | Tuny -

3MiHM 3 SIKOCTI.
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
A®I. KoHTponb
AD|. 3miHa y
napameTpax
cneuudikayii
Ta/abo
A0nyCTUMUX
Mex,

BU3HAYEHNX Y
cneumgikawisx
Ha A®l, abo
BUXigHWA/NpOMi
XKHUN
npoaykT/peareH
T, WO
BUKOPWCTOBYIOTb
csa 'y npoueci
BMpOBGHULTBA
A®| (BUNYyYEHHN
He3HayHoro
nokasHuka
AKOCTI
(Hanpwknag
BUTYYEHHS
3acTapinioro
nokKasHukay))
BunyyeHHsa
BMNPOGYBaHHSA
"Bakki meTann".
3MiHu | TNy -
3MiHM 3 AKOCTI.
A®I. KoHTponb
AD|. 3miHa y
napameTpax
cneuudikayii
Ta/abo
LOMyCTUMMX
Mex,
BU3HAYEHNX Y
cneumgikavisx
Ha A®l, abo
BUXigHWA/NpOMI
XKHU

npoaykT/peareH




Koo

®opma

3asaBHuUK
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Kpaina
3asiBHUKa

Bupo6HuUK

Kpaina
BUPOGHUKA

PeecmpayitiHa
npoyeodypa

BionycKy

Peknamys
AHHST**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapodHa
HernameHmos
aHa HasBa*

Hassa
diroyoi
peqyosuHU

ATX

BUINYCKY
(nikapcbka
popma,
ynaxoska)

T, Wo
BMUKOPUCTOBYIOTb
cAy npoueci

BMPOGHMLITBA
A®| (BUNYYEHHSN
He3HayHoro
nokKasHuka
AKOCTI
(Hanpuknag,
BUTyYEHHS
3acTapinoro
NoKasHuKa))
BunyyeHHsa
BUNPO6YBaHHS
Ha NPo30picTb
pO34mHY 3i
cneumdikauii Ha
Aitody peyoBuHy.
3MiHu | TUny -
3MiHK 3 SKOCTI.
A®I. KoHTponb
A®l. 3miHa y
MeToAax
BUNPOOYBaHHS
Adl abo
BUXIAHOIO
marepiany/npom
DKHOro
npoaykTy/peare
HTY, WO
BVIKOPVCTOBYETb
cs 'y npoueci
BMPOGHULITBA
ADI (He3HauHi
3MiHW Y
3aTBeppkeHnx
MeTogax
BUNPOOYBaHHS)
HesHauHi 3MiHmn
B METOANL]
"KinbKicHuit
BMICT", a came

3MiHK 06'emy Ta
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
KOHLeHTpau,ii
iHaMKaTopa
eHondpTaneiny
. 3MiHm | TNy -

3MiHM 3 SKOCTi.
A®I. KoHTponb
A®l. 3miHa y
MeToaax
BMNPOGYBaHHSA
Adl abo
BUXIAHOIO
martepiany/npom
DKHOrO
npoaykTy/peare
HTY, WO
BMKOPWCTOBYETb
cAa 'y npoueci
BMPOGHMLITBA
A®I| (He3HauHI
3MiHW Y
3aTBEPIXKEHNX
mMeToaax
BUNPOBYBaHHS)
3MiHn y
KOHLeHTpau,ii
TECTOBOro
3paskaTay
3MiHi peareHTiB,
o
BMKOPUCTOBYIOTb
cs nig vac
BMNPO6YBaHHSA
po3mipy
4aCTUHOK
MeToAoM
ONTUYHOT
MiKpocKonil.
3MiHu | TNy -
3MiHM 3 AKOCTI.
A®I. KoHTponb
AD|. 3miHa y
mMeTofAax

B/MNPOGYBaHHS
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

Adl abo
BUXIAHOIO
martepiany/npom
DKHOrO
npoaykTy/peare
HTY, WO
BMKOPWCTOBYETb
cAa 'y npoueci
BMPOGHMLITBA
A®| (BUAyYEHHSN
meToay
BMNPOGYBaHHSA
ans
Adl/peareHTy/np
OMDKHOTO
NPoAyKTY, AKWO
anbTepHaTUBHN
i meTopg BXe
3aTBEPKEHWNIA)
BupaneHHsa
anbTepHaTMBHOT
0 MeToay
BMNPO6YBaHHSA
"Water Content",
pepakuiHi
3MiHU B
meToauui "Water
Content (semi-
micro
determination).
3MiHu | Tuny -
3MiHM 3 SKOCTi.
A®I. KoHTponb
A®l. 3miHa y
MeToaax
BMNPOGYBaHHSA
Adl abo
BUXIAHOIO
martepiany/npom
DKHOrO
npoaykTy/peare
HTY, WO
BMKOPUCTOBYETb
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

€Ay npoueci
BMpO6GHULTBA
A®| (iHWi 3MiHN
y MeTogax
BMNPO6YBaHHSA
(BKKOUAOUM
3amiHy abo
[OMOBHEHHS)
Adl abo
BWXigHOro/npomi
XKHOTO NPOAyKTY)
JonasaHHsA
meToay
BMNPO6YBaHHSA
"Monimopdpiam”
ons Aol
BMpOOHUKa
Alivus Life
Sciences
Limited.
3arBepaKeHo:
X-ray
diffraction ,
powder method
(Bayer DS),
3anponoHoBaHo:
X-ray
diffraction ,
powder method
(Bayer DS),
Identification by
XRD ( Alivus
DS). 3minu Il
TMny - 3MiHu 3
AakocTi. AdL.
Bnpo6HMUTBO.
3miHa
BMpOOHUKaA
BMXigHOro/npomi
XHOro
npoaykTy/peare
HTY, WO
BUKOPWCTOBYIOTb




MixHapooHa

Hassa

Koo
ATX

Popma
BUIYCKY

3asaBHuUK
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Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina Ymosu
npoyeoypa BionycKy

cay

Peknamys
aHHs**

Homep
peecmpayitiHo
20

nocsi0oYeHHs

Ne n/n

Hassa
JNliKapcbKo20
3acoby

HernameHmMos
aHa Hassa*

oditoyoi
peyosuHU

(nikapcbka
¢popma,
ynakoska)

BMPOBHUYOMY
npoueci Adl,
abo 3miHa

BMpOOHUKa
(Bkntoyatoum, ge

HeobXigHo,
micue
npoBefeHHs

KOHTPO/0
aKocTi) AdI (3a
BifACYTHOCTI
cepTudpikata
BiANoBIAHOCTI
€Bponeichbkiin
hapmakonei y
3aTBEPAKEHOMY
[0CbE)
(BBEAEHHSA
HOBOrO
BMPOGHUKa API
3 HafaHHAM
mMacTep-gaiina
Ha AdI)
JopaBaHHA
HOBOrO
BMPOGHUKa API
A3enaiHoBoi
kucnotu Alivus
Life Sciences
Limited 3
HafaHHAM
mMacTep-ghaiina
Ha A®I. Litoua
pegakuis: Oioua
peyoBuHa:
AsenaiHoBa
Kucnota
Bupo6Huk:
Bayer AG,
Germany

MponoHoBaHa

pegakuisi: fitoua
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
peyoBvHa:
AsenaiHoBa
Kucnota
Bupo6Huk:
Bayer AG,

Germany, Alivus
Life Sciences
Limited, India.
3minm Il Tuny -
3MiHM 3 AKOCTi.
A®I. KoHTponb
Adl. 3miHa y
napameTpax
cneuudikaylii
Ta/abo
[0MyCTUMMX
MeXx,
BU3HAYEHNX Y
cneuudikauisix
Ha A®l, abo
BWXigHWA/NPOMiI
XHUIA
npoaykT/peareH
T, Wo
BUKOPWCTOBYIOTb
cA 'y npoueci
BMPOGHMLITBA
A®I (3miHa no3za
mMexamu
3aTBEPAKEHOTO
nianasoHy y
crneundikauii Ha
Adl)
3aTBepmkeHi
Kputepii
NPUAHATHOCTI 3a
MOKa3HNKOM
pPO3Mipy YacToK
A5 nikapcbKoi
cy6cTaHuil
asenaiHosa
Kucnota
MiKpOHi3oBaHa
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
«BigcyTHi
4acTkm
pO3MipoM noHag,
60 MKM»
NPOMNOHYETLCA
3MiHUTK Ha «He
Ginblue 5 vacTok
po3Mipom noHaz
60 MKM>»,
I'pyHTYIOUMCH Ha
CTaTUCTUYHUX
OaHuX
260. COKCMNAT oxaliplatin okcaninna | LOLXAO | KoHueHTpaT ans M. BIOTEK Benuka MAWNAH IHAjA BHECEHHS 3MiH 3a He UA/12962/01/01
TUH 3 pO34nHy Ans nTa BpuTaHis NABOPATOPI no peuenmom nionsieae
iHdpysin no 5 3 NNIMITEL peecTpauiiHnx
mr/mn, no 10 mn (OTL) mMartepianis:
a6o 20 mn, abo 3MiHu | TUny -
40 Mmny 3MiHM Wwozo
chnakoHi; no 1 6e3nekn/edextu
hnakoHy y nauui BHOCTI Ta
3 KApTOHY hapmakoHarnag,
y. 3MiHN Y
KOPOTKiit
XapakTepucTuui

nikapcbKoro
3acoby, TeKCTi
MapKyBaHHs Ta
IHCTPYKLUiT Ana
MeAMYHOro
3acToCyBaHHsA
reHepuyHUX/riop
naHux/6ionoaioH
MX NiKapCbKnX
3acobis nicns
BHECEHHS Tiel
camoi 3MiHM Ha
pedbepeHTHUIA
npenapart (3miHa
He noTpebye
HafaHHs
XOLHNX HOBUX
[,04,aTKOBMX
AaHnx). 3MiHn
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BHECEHO A0
IHCTPYKLUiT Ana
MeauyHoro
3aCTOCYyBaHHSA
nikapcbKoro
3acoby y
po3ginu
"B3aemogis 3
IHWKMK

nNiKapCbKUMmn
3acobamu Ta
iHLWIi BUAN
B3aemMogijin",
"OcobnmBoCTi
3aCcToCyBaHHSA",
"MoGiuHi
peaxkui” 3rigHo 3
iHchopmaviieto
oo
MeAMYHOro
3aCTOCYyBaHHS
pedhepeHTHOro
nikapcbKoro
3acoby
(ENOKCATUH®
). 3MiHu | TUny -
3MiHM Wwozo
6e3nekn/edexTu
BHOCTI Ta
thapmakoHarnng,
y. 3MiHa y
KOPOTKiit
XapakrepucTuui
nikapcbKoro
3acoby, TeKCTi
MapKyBaHHS Ta
iHCTpYKLUIii gns
MeAMYHOro
3aCTOCYyBaHHS
Ha nigcTasi
perynsipHo
OHOB/IOBAHOrO
3BIiTY 3 6e3nekn
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

nikapcbKoro
3acoby, abo
[OCnigpKeHb 3
6e3neku
3aCTOCYyBaHHSA
nikapcbKkoro
3acoby B
nicnsipeecTpauiii
HWi1 nepiog, abo
AK pesynbTart
OLjiHKM 3BITY 3
LOCHigpKEHb,
npoBefeHnx
Bi4NoBigHO A0
nnany
negjaTpnyHmx
nocnimkeHb
(PIP) (3miHy
Y3rO[KEHO 3
KOMNETEHTHUM
YNOBHOBaXKEHUM
opraHom). 3MiHu
BHECEHO A0
IHCTpYKLUii gns
MeAMYHOro
3aCTOCYyBaHHSA
nikapcbKkoro
3acoby B
po3gainu
"OcobnuBocCTi
3aCTOCyBaHHSA",
"Mo6iuHi
peakui"
BigMNoBigHO A0
OHOB/IEHOT
iHchopmawii 3
6e3nekun gitoyoi
PEYOBVHN.

261.

COJTAKYTAH®

diclofenac

aviknodeH
aky HaTpili

D11AX1
8

renb, 30 mr/r; no
251y Ty6i; no 1
Ty6i y nauui

TOB "MIBE
YKPAIHA"

YkpaiHa

mi6e MeX
ApuHaiimitTen
b

HimeyunHa

BHECEHHS 3MiH
ao
peecTpauiiHnx
marepianis:
3MiHu | Tnny -

3a
peyerimom

UA/18872/01/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

3MiHM 3 AKOCTI.
loToBMiA
nikapcbknii
3aci6. KoHTposnb
roToBOro
nikapcbKkoro
3acoby. 3miHa 'y
MeToaax
BMNPOGYBaHHSA
roToBOro
nikapcbKoro
3acoby
(He3HayHa 3miHa
y 3aTBEPKEHNX
MeToaax
BMNPOGYBaHHS).
3amiHa
BiCKO3MMeTpa
yepes
NPUNUHEHHSN
nigTPUMKN
icHyto4oro
BUNPOGYBasIbLHOT
0 obnagHaHHs, 3
BigNoBiAHMMMN
3MiHamu B
Creuudpikavito
(Ha BuNyck Ta
TEepMiH
npugartHocTi) Ta
meToan
KOHTPO/II0 3a
NOKa3HNKOM
«B’a3kicTb».

262.

CTOMAHTIIH

hexetidine

rekcetmau
H

RO2AA2

cnpei ans
poToBOI
MOPOXHWHM,
1,92 mr/mn no
30 mny
chnakoHi; no 1
hnakoHy 3
MeXaHiYHUM
po3nuoBayeM,

TOB «TeBa
YkpaiHa»

YkpaiHa

TeBa Yex
IHAacTpi3
c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH
no
peecTpauiiHnx
mMartepianis:
3MiHn | Tuny -
3MiHK Wopao
6e3nekn/edekTn
BHOCTI Ta
hapmakoHarnsag

6e3
peuyenma

UA/1831/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
annikatopom y (iHWi 3MiHW).
019 POTOBOI OHOB/IEHHSA
NOPOXHWHM Ta TEKCTy
KPULLIKOIO, Sika MapKyBaHHS
3axvae nepBUHHOI Ta
po3nunoBay, B BTOPVHHOT
Kopoo6Li yNakoBOK
nikapcbKoro
3acoby.
BBegeHHs 3MiH
NpoTArom 6-tn
MicsauUiB nicns
3aTBEPAKEHHS
263. CTPENTOLUNA sulfanilamide | cynbchaHin | JO1EBO | Tabnetku no 300 MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH 3a He UA/7258/01/01
amig 6 mr; no 10 "Tanuudchap "Tanuudpapm”, 0o peuyenmom nidnsieae
Tabnetoky m" Ykpaina; NMAT peecTpauiiHnx
cTpuni; no 10 "Kuismegnpen mMartepianis:
Tabnetok y apat", YkpaiHa 3MiHn | Tuny -
6nicTepi, no 1 3MiHK Wopao
6nictepy B navui 6e3nekn/edekTn
BHOCTI Ta
thapmakoHarnag,

y (iHLWi 3MiHK)
3MiHU BHECEHO
B IHCTpyKUjto
ANs MegnvHoro
3acTocyBaHHs
nikapcbKoro
3acoby fo
po3gainy "Mo6iyHi
peaxuii” wogao
3BiTyBaHHSA Mpo
noGiyHi peaxuii
Ta BUIyYeHO
pocilicbkOMOBHY
Bepcito
IHCTpYKUiT Ans
MeAMYHOro
3acToCyBaHHsA
nikapcbKoro
3acoby.
TepMmiH
BBEEHHS 3MiH -
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

npoTsArom 6
MicaLiB nicns
3aTBEPLKEHHS.
3MiHu | TNy -
3MiHu Wwoao
6e3nekn/edextn
BHOCTi Ta
thapmakoHarnag,
y. 3miHa y
KOPOTKiii
Xapakrepuctui
nikapcbKkoro
3aco0y, TeKCTi
MapKyBaHHA Ta
IHCTpYKLUii gns
MeAMYHOro
3aCTOCYBaHHSA
Ha nigcTasi
perynspHo
OHOBJ/IIOBAHOI0
3BITYy 3 6e3nekn
nikapcbKoro
3acoby, abo
nocnigpkeHs 3
6e3neku
3aCTOCYyBaHHSA
nikapcbKkoro
3acoby B
nicnsipeecTpauiii
HWi1 nepiod, abo
AK pesynbTart
OLjiHKM 3BITY 3
LOCAigpKEHD,
npoBefeHnx
Bi4NoBigHO A0
nnaHy
negjaTpnyHmx
nocnimkeHb
(PIP) (iHwwi
3MiHM). 3MiHK
BHECEHO B
IHCTpyKUito ans
MeAMYHOro
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

3aCTOCYBaHHSA
nikapcbKoro
3acoby ao
po3sginy
"MMoka3aHHA"
(yTOUHEHHs
iHchopmawii)
Bi4NoBigHO A0
iHdpopmauii
Loao 6e3nekn
3aCTOCYyBaHHSA
nito4oi
PeyoBUHN.
TepMiH
BBEAEHHS 3MiH -
npoTArom 6
Micauis nicns
3aTBEPKEHHS.
3MiHu | TUny -
3MiHu Wwoao
6e3nekn/edextn
BHOCTi Ta
thapmakoHarnag,
y (iHWi 3MiHK)
3MiHN BHEeCeHO
B [HCTpyKUjto
ANs MeAnyHoro
3aCTOCYBaHHSA
nikapcbKoro
3acoby ao
po3ginis
"PapMakonorivHi
B/1aCTWBOCTI,
"MMpoTunokasaHH
", "B3aemogis 3
IHWKMK
nNiKapCbKUMmn
3acobamu Ta
iHLWIi BUAN
B3aemMogijin",
"Oco6nmnBoCTi
3aCcToCyBaHHSA",
"3acTocyBaHHs
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

y nepiog
BariTHocTi abo
rofyBaHHs
rpyanio”,
"3paTHiCTb
BN/MBATK Ha
LIBUAKICTb
peaxuii npu
KepyBaHHi
aBTOTPaHCNOPTO
M abo poboTi 3
IHWKMK
mexaHizmamu”,
"aitn", "Mo6iyHi
peakui”, a came:
BHECEHO
pefakuinHi
npasku.
TepmiH
BBEJEHHS 3MiH -
npoTArom 6
MicsiB micns
3aTBEPMAKEHHS.

264.

CYNbNIPNA,

sulpiride

cynbnipug,

NO5ALO
1

Tabnetku no 200
mr, no 12
Tabnetoky
6nictepi, no 1
6nictepy B
Kopobui; no 15
Tabnetok y
6nicTepi, no 2
6nictepu B
Kopoo6Li

TOB «TeBa
YKpaiHa»

YkpaiHa

TOB TeBa
OnepeiwH3
MNonaHpg

MonbLla

BHECEHHS 3MiH
o
peecTpauiiHnx
marepianis:
3MiHu | TUny -
3MiHV Wwoao
6e3nekn/edextu
BHOCTi Ta
thapmakoHarnag,
y (iHWi 3MiHW).
OHOB/IEHHA
TEKCTy
MapKyBaHHs
nepBuHHOI Ta
BTOPUHHOI
ynakoBOK
nikapcbKoro
3acoby.
BBefeHHs 3miH
npoTArom 6-Tn

3a
peyerimom

UA/4832/02/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
MicsiB micns
3aTBEPAKEHHS
265. CYNIb®ATIA30 sulfathiazole cynbdhaTia - NopoLLOK abo TOBAPUCT YkpaiHa Nabopatopiym | HigepnaHgun BHECEHHS 3MiH - UA/4316/01/01
N HATPIIO 30n Kpuctanu BO 3 Ocdpixem 6.8. no
FEKCATIAPAT HaTpito (cy6eTaHuin) y OBMEXXEH peecTpauiiHnx
noABiiHNX (0]}0) marepianis:
nonieTuneHoBnx BIAMOBIOA 3MiHa 3asiBHMKa
abo NBHICTIO N3 (MIBM)
NaMiHOBaHMX «KOPIOPA (BnacHvka
naketax gns LA peecTpadujiiHoro
thapmaueBTnyHo | «340OPOB'A nocBifAYeHHs)
ro 3aCTOCyBaHHs » (3rigHo Hakasy
MO3 Big
23.07.2015 Ne
460
266. CYMAMEA® azithromycin asutpomiy, | JO1FALl | nopollok ans TOB «TeBa YkpaiHa MNIBA Xopsaris BHECEHHS 3MiH 3a UA/15660/01/01
VH 0 opasibHOI YKpaiHa» XpBarcka no peyenmom
cycneHsii 3i 4.0.0. peecTpauinHmx
CMakoMm mMarepianis:
nonyHuui, 100 3MiHn | TUny -

mr/5 ma, no 1
hnakoHy 3
NopoLLKOM ANns
opasibHOI
cycneHsii no 20
M (400 mr)
pasom 3i
Lwinpuuom gns
[03yBaHHSA B
KopoobUi

3MiHM 3 AKOCTI.
A®I. KoHTponb
ADI. 3miHa y
mMeToaax
BMNPOGYBaHHS
Adl abo
BUXIQHOIO
marepiany/npom
DKHOro
npoaykty/peare
HTY, WO
BMKOPWUCTOBYETH
cAa 'y npoueci
BMPOGHULITBA
A®| (iHWi 3MiHK
y MeTogax
BMNPOGYBaHHS
(BKKOUAOUM
3amiHy abo
[OMOBHEHHS)
Adl abo
BMXigHOro/npomi
XXHOTO NPOAYKTY)
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
JLONOBHEHHSA
cneuudikawii
Ad|
anbTepHaTNBHA
M METOL0M
nasepHoi
Avdppaxkuii 3a
[0MOMOroto
npunagy
Malvern
Mastersizer
3000
267. CYMAMEA® azithromycin asuTpomiy | JO1FA1l | Tabnetku, Wwo TOB «TeBa YkpaiHa MNIBA Xopsaris BHECEHHS 3MiH 3a UA/15994/01/01
WH 0 [ucnepryoTbes, YKpaiHa» Xpsartcka 0o peyenmom
no 125 wmr; no 6 4.0.0. peecTpauiiHnx
Tabnetoky mMartepianis:
6nictepi; no 1 3MiHu | TUny -
6nictepy B 3MiHM 3 SKOCTI.
Kopoo6Li A®I. KoHTposnb

Adl. 3miHa y
mMeToAax
BMNpPOGYBaHHSA
A®dl abo
BUXIAHOTO
marepiany/npom
DKHOro
npoaykTty/peare
HTY, WO
BWKOPWUCTOBYETH
€Ay npoueci
BMPOGHMLITBA
AD| (iHLWi 3MiHK
y MeTogax
BMNpPOGYBaHHSA
(BKKOUAOUM
3amiHy abo
[OMOBHEHHSA)
A®dl abo
BUXigHOro/npomi
XXHOTO NPOAyKTY)
- [LONOBHEHHS
cneumdikauii
Ad|
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
anbTepHaTNBHA
M METOL0M
nasepHoi
Avdppaxuii 3a
[0MoMOroto
npunagy
Malvern
Mastersizer
3000.
268. CYMAMEA® azithromycin asuTpomiy | JO1FA1l | Tabnetku, Wo TOB «TeBa YkpaiHa MNIBA Xopsaris BHECEHHS 3MiH 3a UA/15994/01/02
WH 0 [ucnepryoTbes, YKpaiHa» Xpsartcka 0o peyenmom
no 250 mr; no 6 4.0.0. peecTpauiiHnx
Tabnetoky mMartepianis:
6nictepi; no 1 3MiHu | TUny -
6nictepy B 3MiHM 3 SKOCTI.
Kopoo6Li A®I. KoHTposnb

Adl. 3miHa y
mMeToAax
BMNpPOGYBaHHSA
A®dl abo
BUXiAHOTO
marepiany/npom
DKHOro
npoaykTty/peare
HTY, WO
BWKOPWUCTOBYETH
€Ay npoueci
BMPOGHULITBA
AD| (iHLWi 3MiHK
y MeTogax
BMNPOGYBaHHS
(BKKOUALOUM
3amiHy abo
[OMOBHEHHSA)
A®dl abo
BUXigHOro/npomi
XXHOTO NPOAyKTY)
- [LONOBHEHHS
cneumdikauii
Ad|
anbTepHaTUBHA
M MEeTOA0M
nasepHol
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Homep

Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
c¢hopma,
ynakoska)

3asaBHuUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
BionycKy

Peknamys
aHHsT**

peecmpayitiHo
20
nocsi0oYeHHs

Andbpakuii 3a
[,0MoMOror
npunaay
Malvern
Mastersizer
3000.
BHECEHHSA 3MiH

3a

UA/15994/01/03

269.

CYMAME/A®

azithromycin

asnTpomil,
WH

JO1FAl1
0

Tabnetku, Wo
OucnepryTbes,
no 500 mr; no 3
Tabnetkn y
6nictepi; no 1
abo no 2
6nictepu B
Kopoo6Li

TOB «TeBa
YkpaiHa»

YkpaiHa

MAIBA
XpBarcka
f.0.0.

Xopsartis

no
peecTpaviiHnx
marepianis:
3MiHu | TUny -
3MiHM 3 AKOCTI.
A®I. KoHTponb
Ad|. 3miHa y
mMeToAax
BUMPOOYBaHHA
A®dl abo
BUXiAHOTO
marepiany/npom
DKHOro
npoaykty/peare
HTY, WO
BMKOPWUCTOBYETH
cA 'y npoueci
BMPOGHULITBA
A®| (iHWi 3MiHN
y MeTogax
BUMNPOOYBaHHA
(BKntouatoun
3amiHy abo
[OMOBHEHHSA)
A®dl abo
BMXigHOro/npomi
XXHOTO NPOAyKTY)
- [LONOBHEHHS
cneumdikaui
Ad|
anbTepHaTNBHN
M MEeTOA0M
nasepHoi
Avdppakuii 3a
[,0MOMOrot

npunagy

peyenmom
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionycKy

Peknamys
aHHsT**

Homep
peecmpayiiiHo
20
nocsioYeHHs

Malvern
Mastersizer
3000.

270.

CYMAME®

azithromycin

asnTpomil,
WH

JO1FAl1
0

TabneTku, Lo
[OVCNEePryoThbes,
no 1000 mr; no 1
Tabnetyiy
6nictepi; no 1
abono 3
6nictepu B
KopooLi

TOB «TeBa
YKpaiHa»

YkpaiHa

MNIBA
Xpsarcka
f.0.0.

Xopsaris

BHECEHHS 3MiH
no
peecTpaviiHnx
mMartepianis:
3MiHu | TUny -
3MiHM 3 AKOCTI.
A®I. KoHTponb
Adl. 3miHa y
mMeToAax
BMNPOGYBaHHS
A®dl abo
BUXiAHOTO
marepiany/npom
DKHOro
npoaykTy/peare
HTY, WO
BMKOPWUCTOBYETH
€Ay npoueci
BMPOGHULITBA
AD| (iHLWi 3MiHK
y MeTogax
BMNpPOGYBaHHSA
[CLGILEETETY
3amiHy abo
[OMOBHEHHSA)
A®dl abo
BMXigHOro/npomi
XXHOTO NPOAyKTY)
- [LONOBHEHHS
cneumdikauii
Ad|
anbTepHaTNBHN
M MEeTOA0M
nasepHoi
andopaxuii 3a
[,0MOMOroto
npunaay
Malvern
Mastersizer
3000.

3a
peyenmom

UA/15994/01/04
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

271.

CYMAME[L®

azithromycin

asuTpomiL
VH

JO1FAl1
0

TabneTkn, BKpUTI
NNiBKOBOKO
060/10HKOO, MO
125 mr; no 6
Tabnetoky
6nictepi; no 1
6nictepy y
KopooLi

TOB «TeBa
YKpaiHa»

Ykpaina

MNIBA
Xpsarcka
4.0.0.

XopBartis

BHECEHHS 3MiH
no
peecTpavinHmx
marepianis:
3MiHu | TNy -
3MiHM 3 AKOCTI.
A®I. KoHTponb
ADl. 3miHa y
mMeTofAax
BMNPOGYBaHHSA
A®l abo
BUXIAHOTO
marepiany/npom
DKHOro
npoaykTty/peare
HTY, WO
BMKOPUCTOBYETH
€Ay npoueci
BMPOGHMLITBA
AP (iHLWi 3MiHK
y MeTogax
BMNPOGYBaHHSA
(BKKOUALOUN
3amiHy abo
[OOMNOBHEHHS)
A®l abo
BUXigHOro/npomi
XXHOTO NPOAyKTY)
- [LONOBHEHHS
cneumdikauii
Ad|
anbTepHaTUBHA
M METOL0M
nasepHoi
andopakuii 3a
[,0MoMOror
npunagy
Malvern
Mastersizer
3000.

3a
peyenmom

UA/2396/02/01

272.

CYMAMEA®

azithromycin

asnTpomiL,
WH

JO1FAL
0

TabneTku, BKPUTI
NNiBKOBOIO
0060/10HKOHD, MO

TOB «TeBa
YkpaiHa»

YkpaiHa

MNIBA
XpBarcka
4.0.0.

Xopsaris

BHECEHHS 3MiH

no
peecTpaLinHnx

3a
peyenmom

UA/2396/02/02
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

500 mr; no 2 a6o
no 3 Tabnetkn y
6nictepi; no 1
6nictepy y
KopooLi

marepianis:
3MiHu | TNy -
3MiHM 3 AKOCTI.
A®I. KoHTponb
ADl. 3miHa y
mMeTofAax
BMNPOGYBaHHSA
A®l abo
BUXIAHOTO
marepiany/npom
DKHOro
npoaykTty/peare
HTY, WO
BMKOPWUCTOBYETH
€Ay npoueci
BMPOGHMLITBA
AP (iHLWi 3MiHK
y MeTogax
BMNPOGYBaHHSA
(BKKOUALOUM
3amiHy abo
[OMNOBHEHHS)
A®l abo
BUXigHOro/npomi
XXHOTO NPOAyKTY)
- [LONOBHEHHSA
cneumdikauii
AdI
anbTepHaTUBHN
M MEeTOA0M
nasepHoi
andopaxuii 3a
[,0MoMOror
npunagy
Malvern
Mastersizer
3000.

273.

CYMAMEA®

azithromycin

asnTpomiL,
WH

JO1FAL
0

kancynu no 250
Mr; Nno 6 kancyn
y 6nicTtepi, no 1
6nictepy B
KapTOHHIN
Kopoo6Ui

TOB «TeBa
YkpaiHa»

YkpaiHa

MNIBA
XpBarcka
4.0.0.

Xopsaris

BHECEHHS 3MiH
o
peecTpauiiHnx
mMartepianis:
3MiHn | Tuny -
3MiHU 3 AKOCTI.

3a
peuyenmom

UA/2396/03/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

A®I. KoHTponb
AD|. 3miHa y
mMeTofAax
BMNPOGYBaHHSA
A®l abo
BUXIAHOTO
marepiany/npom
DKHOro
npoaykTty/peare
HTY, WO
BWKOPWUCTOBYETH
€Ay npoueci
BMPOGHMLITBA
AP (iHLWi 3MiHK
y MeTogax
BMNPOGYBaHHSA
(BKKOUALOUM
3amiHy abo
[OOMNOBHEHHS)
A®l abo
BMXigHOro/npomi
XXHOTO NPOAyKTY)
JlonoBHEHHA
cneumdikauii
AdI
anbTepHaTUBHA
M MEeTOA0M
nasepHoi
andopakuii 3a
[,0MoMOror
npunagy
Malvern
Mastersizer
3000

274.

CYMAMEA®

azithromycin

asnTpomiL,
WH

JO1FAL
0

NOPOLLOK AN1A
opasibHOoI

cycneHsii, 100
mr/5 mn, no 1

TOB «TeBa
YkpaiHa»

YkpaiHa

MNIBA
XpBarcka
4.0.0.

Xopsaris

BHECEHHS 3MiH
no
peecTpauiiHnx
mMartepianis:

dnakory 3 3MiHn | Tuny -
NOPOLLKOM Ans 3MiHU 3 AKOCTI.
opanbHOI A®I. KoHTponb
cycneHsii no 20 A®l. 3miHa y

M (400 mr) MeToaax

3a
peyenmom

UA/4612/01/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

pasom 3i
LUNPULLOM ANnst
[03yBaHHA B
Kopoo6Li

BMNPOGYBaHHSA
A®l abo
BUXIAHOTO
marepiany/npom
DKHOro
npoaykTty/peare
HTY, WO
BMKOPWUCTOBYETH
€Ay npoueci
BMPOGHMLITBA
AP (iHLWi 3MiHK
y MeTogax
BMNPOGYBaHHSA
(BKKOUALOUN
3amiHy abo
[OOMNOBHEHHS)
A®l abo
BUXigHOro/npomi
XXHOTO NPOAyKTY)
JlonoBHEHHA
cneumdikauii
AdI
anbTepHaTUBHN
M MEeTOA0M
nasepHoi
andopakuii 3a
[,0MoMOror
npunagy
Malvern
Mastersizer
3000

275.

CYMAMEA®
DOPTE

azithromycin

asnTpomiL,
WH

JO1FAL
0

NOpPOLLIOK AN1s
opasibHOoi
cycneHsii 3i
cmakom 6aHaHa,
200 wmr/5 mn; no
1 conakoHy 3
NopoLLKOM ANns
opasibHOoi
cycneHsii no 15
M (600 mr)
pasom 3i
Linpuuom ans

TOB «TeBa
YkpaiHa»

YkpaiHa

MNIBA
XpBarcka
4.0.0.

Xopsaris

BHECEHHS 3MiH
o
peecTpauiiHnx
mMartepianis:
3MiHn | Tuny -
3MiHU 3 AKOCTI.
A®I. KoHTponb
Adl. 3miHa y
meTogax
BMNPOGYBaHHSA
Adl abo
BUXiAHOIO

3a
peyenmom

UA/15661/01/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

[03yBaHHA B
KopoobLi

marepiany/npom
DKHOro
npoaykTty/peare
HTY, WO
BMKOPWUCTOBYETH
€Ay npoueci
BMPOGHMLITBA
AP (iHLWi 3MiHK
y MeTogax
BMNPOGYBaHHSA
(BKKOUALOUM
3amiHy abo
[OMNOBHEHHS)
A®l abo
BUXigHOro/npomi
XHOro
NPOAYKTY).
JONOBHEHHA
cneuudikauii
AdI
aflbTepPHATUBHU
M METof0M
nasepHoi
Avdppaxkuii 3a
[0MOMOroto
npunagy
Malvern
Mastersizer
3000.

276.

CYMAMEL®
®OPTE

azithromycin

asnTpomiL,
WH

JO1FAl1
0

NOPOLLIOK ANs
opasibHOI
cycnexsii 3i
CMaKoOM MaulnHu,
200 mr/5 mn; no

TOB «TeBa
YKpaiHa»

YkpaiHa

MNIBA
Xpsarcka
4.0.0.

Xopsaris

BHECEHHS 3MiH
ao
peecTpauiiHnx
marepianis:
3MiHu | TUny -

1 donakoHy 3 3MiHM 3 SKOCTi.
MOpPOLLUKOM AnNs A®I. KoHTponb
OopasIbHOI A®|. 3miHa y
cycnexsii no MeTojax
37,5 mn (1500 BMNPOGYBaHHSA
Mr) pa3om 3i Adl abo
LINpYUOM Ans BUXiZHOrO
[03yBaHHA B marepiany/npom
Kopoo6Ui iXHOro

3a
peyerimom

UA/15662/01/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

npoaykTy/peare
HTY, WO
BMKOPWUCTOBYETH
csa 'y npoueci
BUpOBGHULTBA
A®I (iHWi 3MiHN
y MeTogax
BMNPO6YBaHHSA
(BKKOUAOUM
3amiHy abo
[OMOBHEHHS)
Adl abo
BWXigHOro/npomi
XXHOro
NPOAYKTY).
JLONOBHEHHSA
cneuudikawii
Ad|
anbTepHaTNBHA
M METoL0M
nasepHoi
Avdppaxuii 3a
[0MOMOroto
npunagy
Malvern
Mastersizer
3000.

2717.

CYMAMEL®
®OPTE

azithromycin

asnTpomil,
WH

JO1FAl1
0

NOpOLLIOK AN
opanibHOI
CycneHsii 3i
CMaKkom
nonyHuui, 200
Mmr/5 mn; no 1
hnakoHy 3
NopoLLKOM ANns
opasibHOoI
cycneHsii no 30
M (1200 mr)
pasom 3i
Linpuuom ans
[03yBaHHsA B
Kopoo6Li

TOB «TeBa
YKpaiHa»

YkpaiHa

MNIBA
Xpsartcka
f.0.0.

Xopsaris

BHECEHHS 3MiH
no
peecTpavinHmx
mMartepianis:
3MiHu | TUny -
3MiHM 3 AKOCTI.
A®I. KoHTponb
Adl. 3miHa y
mMeToAax
BMNPOGYBaHHSA
Adl abo
BUXiAHOTO
marepiany/npom
DKHOrO
npoaykTty/peare
HTY, L0

3a
peyenmom

UA/15663/01/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

BMKOPWCTOBYETb
cAa 'y npoueci
BMPOGHMLITBA

A®I (iHWi 3MiHK

y MeTogax
BMNPOGYBaHHSA
[CLGILEETETY
3aMiHy abo
[0MNOBHEHHS)
Adl abo
BMXiAHOro/npomi
XXHOro
npoaykTy).
JlonoBHEHHA
cneumdikauii
AdI
anbTepHaTUBHN
M MEeTOA0M
nasepHoi
andopaxuii 3a
[0MOMOroro
npunagy
Malvern
Mastersizer
3000.

278.

CYMAMEA®
DOPTE

azithromycin

asnTpomiL,
WH

JO1FAL
0

NOPOLLIOK A5
opasibHOoI
cycneHsii, 200
mr/5 ma; no 1
nakoHy 3
MOpOLLKOM A5
opanbHOI
cycnensii no 15
mn (600 mr), abo
no 30 mn (1200
mr), abo no 37,5
M (1500 mr)
pasom 3i
Lnpuuom ans
[03yBaHHsA B
KopooLi

TOB «TeBa
YkpaiHa»

YkpaiHa

MNIBA
XpBarcka
4.0.0.

Xopsaris

BHECEHHS 3MiH
no
peecTpauiiHnx
mMartepianis:
3MiHn | Tuny -
3MiHU 3 AKOCTI.
A®I. KoHTponb
Adl. 3miHa y
meTogax
BMNPOGYBaHHSA
Adl abo
BUXiAHOIO
marepiany/npom
DKHOro
npoaykTy/peare
HTY, WO
BVIKOPVCTOBYETb
Cs Y npoueci

3a
peyenmom

UA/4170/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BMPOGHMLITBA
AP (iHLWi 3MiHK
y MeTogax
BMNPOGYBaHHSA
(BKKOUALOUN
3amiHy abo
[OMNOBHEHHS)
A®l abo
BMXigHOro/npomi
XHOro
NPOAYKTY).
JONOBHEHHA
cneuudikauii
Ad|
anbTepHaTUBHN
M METof0M
nasepHoi
Avdppaxkuii 3a
[0MOMOroto
npunagy
Malvern
Mastersizer
3000.
279. CYMATPUNTA sumatriptan cymartpunt - NOPOLLIOK TOBAPUCT YkpaiHa CMC IHAis BHECEHHS 3MiH - UA/14825/01/01
HY CYKUUHAT aHy (cybeTaHuis) y BO 3 PAPMACBIOT no
CcyKuuHat noAgiliHmnx OBMEXEH IKAN3 peecTpauiiHnx
nonieTuIeHoBMX (0]}0) NIMITE[, marepianis:
naketax gns BIAMOBIOA 3MiHa 3asiBHMKa
hapmaueBTUYHO NbHICTHO N3 (MIBIM)
ro 3actocyBaHHa | «KOPIOPA (BnacHvka
LA peecTpadujiiHoro
«340POB’A NnocBifAYeHHs)
» (3rigHO Hakasy
MO3 Big
23.07.2015 Ne
460)
280. CYMINAP ramipril and amnoguniH | CO9BBO | kancynu TBepgi CaHpo3 CnoBeHis Bunyck cepiii: CnoseHis/ BHECEHHS 3MiH 3a UA/15319/01/01
amlodipine y 6ecunar, 7 no 5 mr/5 mr; no PapmacbioTi Nex Monbla no peyenmom
paminpun 7 Kancyn Kans a.4. dapmaueBTny peecTpauiliHux
TBEPAUX Y Ha KoMnaHis mMartepianis:
6nicTepi; no 4 a.a., 3MiHn | TUny -
6nictepn y CnoBeHis; 3MiHM Wwozo
KapPTOHHIN BUpPOGHULTBO 6e3nekn/edektu
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

Kopoo6Li

in bulk,
TEeCTyBaHHS,
nepBrHHE Ta
BTOPWHHE
nakyBaHHs:
Apawvep
Papma C.A,,
MNonbLa;
TecTyBaHHSA:
Apamvep,
dapma C.A.,
Monbwa

BHOCTi Ta
thapmakoHarnag,
y. BBefieHHsA
abo 3MiHM go
y3arasibHeHux
[aHux npo
cuctemy
thapmakoHarnag,
y (BBEAEHHSA
y3ara/ibHeHUx
JaHux npo
cuctemy
hapmakoHarnsg,
Yy, 3MiHa
YNOBHOB&XEHOT
ocobwm,
BignosiganbHoOl
3a 3[iliCHEHHSA
hapmakoHarnsg,
Y; KOHTaKTHOI
ocobm 3
hapmakoHarnsg,
y 3asBHUKa 4Na
3[jlACHEHHS
hapmakoHarnsg,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif
YNOBHOBaXeHOoi
ocobwm,
BignoBiganbHOI
3a 34jiCHEHHS
thapmakoHarnag,
y (BK/IHOYaoun
KOHTaKTHIi AaHi)
Ta/abo 3miHn y
PO3MILLEHHI
mMacTep-gaiina
cuctemn
hapmakoHarnsg,
y). 3MiHa
YNOBHOB&XEHOT
0cobu 3asBHYUKA,
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BignoBigabHOI
3a
thapmakoHarnng,

[Litoua pepakuis:
Nasig JyxoH
Nesic / David
John Lewis.
MNponoHoBaHa
pepakuis: Kotan
Moxamepq Ani.
3miHa
KOHTaKTHUX
OaHnx
YNOBHOB&XXEHOT
ocobu,
BignosiganbHoOl
3a 3[iliCHEHHSA
hapmakoHarnsg,
y. 3MiHa
KOHTaKTHOT
0cobu 3as9BHUKA,
BignosigabHoOI
3a 3[iliCHEHHSA
hapmakoHarnsg,
y B YKpaiHi.
[itoua pepakuis:
Opnos
B’suecnas
BikTopoBuuy.
[ponoHoBaHa
pefakuis:
TaHacoBa
3opsHa
MwukonaisHa.
3miHa
KOHTaKTHUX
OaHnx
KOHTaKTHOT
0cobu 3asBHUKA,
BignosigabHoOI
3a 3[iliCHEHHSA
chapmakoHaraiag,
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
y B YKpaiHi.
3MiHa Mmicusa
3[jlACHEHHS
OCHOBHOI
LisNIbHOCTI 3
thapmakoHarnag,
y. 3miHa
MicLie3Haxomxe
HHSA MacTep-
thaiina cuctemm
thapmakoHarnag,
y Ta inoro
Homepa.
281. CYMINAP ramipril and amnoguniH | CO9BBO | kancynu TBepgi CaHpo3 CnoBeHis Bunyck cepiii: CnoseHis/ BHECEHHS 3MiH 3a UA/15319/01/02
amlodipine y becunar, 7 no 10 mr/10 wmr; dapmacbtoTi Nex Monbwa no peyenmom
paminpun no 7 kancyn Kans a.4. dapmaueBTuy peecTpauiiHnx
TBEPAMUX Y Ha KoMnaHis martepianis:
6nicTepi; no 4 a.a., 3MiHn | Tvny -
6nictepn y CnoseHis; 3MiHV Wwoao
KapTOHHii Bupo6HULTBO 6e3nekn/ecektu
Kopoo6Li in bulk, BHOCTI Ta
TecTyBaHHS, thapmakoHarnsg,
nepBuHHe Ta y. BBegeHHs
BTOPUHHE abo 3miHn Ao
nakyBaHHS: y3arasibHeHUx
Apawvep [aHuX npo
Papma C.A,, cucremy
MonbLya; thapmakoHarnsg,
TecTyBaHHs: y (BBEAEHHSA
Apawven y3aras/ibHeHuXx
Papma C.A,, OaHux npo
Monbwa cuctemy
hapmakoHarnag,
Yy, 3MiHa
YNOBHOBaXeHOoT
ocobwm,
BiANOBifaNbHOT
3a 34jiCHEHHS
hapmakoHarnag,
Y; KOHTaKTHOT
ocobu 3
hapmakoHarnag,

y 3asiBHUKa ANsi
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

3iiCHEeHHS
thapmakoHarnag,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif,
YMOBHOBa&XXEHOT
ocobwm,
BignosigabHoOI
3a 3iliCHEHHSA
hapmakoHarnsg,
y (BkNtovaroum
KOHTaKTHI faHi)
Ta/abo 3MiHM y
PO3MiLLEHHI
mMacTep-ghaiina
cuctemu
thapmakoHarnag,
y). 3miHa
YNOBHOB&XXeHOT
0cobu 3asBHUKA,
BiANOBIga/IbHOI
3a
thapmakoHarnag,

[itoua pepakuis:
[asig JxoH
Nesic / David
John Lewis.
lponoHoBaHa
pepakuis: Kotan
Moxamepq Ani.
3miHa
KOHTaKTHUX
OaHnX
YMNOBHOBaXeHOoi
ocobu,
BignoBiganbHOI
3a 34jiCHEHHS
thapmakoHarnng,
y. 3miHa
KOHTaKTHOT
0co6u 3a8BHUKA,
BignoBiganbHOI
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

3a 3[iliCHEHHS
thapmakoHarnag,
y B YKpaiHi.
[itoua pepakuis:
Opnos
B’auecnas
BikTopoBuy.
lponoHoBaHa
pefakuis:
TaHacoBa
3opsHa
MwukonaisHa.
3miHa
KOHTaKTHUX
OaHnx
KOHTaKTHOT
0cobu 3asBHYIKa,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
hapmakoHarnag,
y B YKpaiHi.
3MiHa Micus
3[jACHEHHS
OCHOBHOI
LOisiNbHOCTI 3
hapmakoHarnag,
y. 3mina
MicLe3Haxomxe
HHSA MacTep-
thaiina cuctemu
hapmakoHarnsg,
y Ta lioro
Homepa.

282.

CYMINAP

ramipril and
amlodipine

amnoauniH
y 6ecunar,
paminpun

C09BBO
7

Kancynu Teepai
no 5 mr/10 wr;
no 7 kancyn
TBEPANX Y
6nictepi; no 4
6nictepn y
KapTOHHil
KopooLi

CaHpo3
dapmacbHoTi
Kans g.4.

CnoseHis

Bunyck cepiii:
Nek
PapmaueBTny
Ha KoMnaHis
aa.,
CnoBeHis;
Bupo6HMLTBO
in bulk,
TECTyBaHHS,
nepBUHHE Ta

CnoseHis
/MonbLa

BHECEHHS 3MiH
no
peecTpavinHmx
mMartepianis:
3MiHu | TUny -
3MiHM Wwozo
6e3nekn/edextu
BHOCTI Ta
hapmakoHarnag,
y. BBegeHHs

3a
peyenmom

UA/15320/01/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

BTOPWHHE
nakyBaHHs:
Apawvep
Papma C.A,,
MNonbLa;
TecTyBaHHSA:
Apamvep,
dapma C.A.,
Monbwa

abo 3MiHM ao
y3arasibHeHux
[aHux npo
cuctemy
hapmakoHarnag,
y (BBEAEHHS
y3ara/ibHeHUx
JaHux npo
cuctemy
hapmakoHarnsg,
Yy, 3MiHa
YNOBHOB&XEHOT
ocobu,
BignosigabHoOI
3a 3[iliCHEHHSA
hapmakoHarnsg,
Y; KOHTaKTHOI
ocobm 3
hapmakoHarnsg,
y 3asBHMKa ANA
3[jlACHEHHS
hapmakoHarnsg,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif
YMNOBHOBaXeHOoi
ocobwm,
BignoBigabHOI
3a 34jiCHEHHS
thapmakoHarnng,
y (BK/IHOYaoun
KOHTaKTHI aHi)
Ta/abo 3miHn y
PO3MILLLEHHI
mMacTep-aiina
cuctemn
hapmakoHarnsg,
y). 3MiHa
YNOBHOB&XEHOT
0cobu 3asBHUKA,
BignosigabHoOI
3a
chapmakoHaraiag,
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

[Litova pepakuis:
[Jasig JxoH
Nesic / David
John Lewis.
MNponoHoBaHa
pepakuis: Kotan
Moxamepq Ani.
3miHa
KOHTaKTHUX
OaHnx
YNOBHOB&XXEHOT
ocobu,
BignosigabHoOI
3a 3[iliCHEHHSA
hapmakoHarnsg,
y. 3MiHa
KOHTaKTHOT
0cobu 3asBHUKA,
BignosigabHoOI
3a 3[iliCHEHHSA
hapmakoHarnsg,
y B YKpaiHi.
[itoua pepakuis:
Opnos
B’suecnas
BikTopoBuuy.
[ponoHoBaHa
pefakuis:
TaHacoBa
3opsHa
MwukonaisHa.
3miHa
KOHTaKTHUX
OaHnx
KOHTaKTHOT
0cobu 3asBHUKA,
BignosigabHoOI
3a 3[iliCHEHHSA
hapmakoHarnsg,
y B YKpaiHi.
3miHa micua
3iiCHEeHHS
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
OCHOBHOI
LisNIbHOCTI 3
thapmakoHarnng,
y. 3MiHa
MicLie3Haxomxe
HHSA MacTep-
thaiina cuctemm
thapmakoHarnag,
y Ta inoro
Homepa
283. CYMINAP H Ramipril, amnoguni | C09BXO0 | kancynu Teepaj CaHpo3 CnoseHis BUMYCK Cepili: CnoseHis / BHECEHHS 3MiH 3a UA/20220/01/01
amlodipine HY 3 5 mr/5 mr/12,5 dapmacbioTi Nexk MonbLa 4o peyenmom
and Gecunar mr no 10 kancyn Kans a.4. dapmaueBTuy peecTpauiiHnx
hydrochlorot | Tta TBEPAMUX Y Ha KoMnaHis mMartepianis:
hiazide rigpoxno 6nicTepi, no 3 a.a., YTOUHEHHSA
porTiasng, 6nictepu a6o 10 CnoBeHis; in HanucaHHs
6nictepiB y bulk kopy ATX, MHH
KapTOHHif BMPOGHMLITBO, Ta Aitoyoi
Kopo6Li nepBuHHe Ta peyYoBUHM B
BTOPUHHE Hakasi MO3
nakyBaHHsA: YkpaiHu Ne 498
Apawven Big 13.04.2026
dPapma C.A,, B npoueci
MonbLya; BHECEHHS 3MiH
nepBrHHe Ta (3MiHn | TMNY -
BTOPVHHE 3MiHK wopao
nakyBaHHs, 6e3nekn/edextu
KOHTpONb/BUN BHOCTI Ta
pobyBaHHSA thapmakoHarnag,
cepii: Agamep, y. BBefeHHs
dapma C.A., abo 3miHM [0
Monblya y3arasibHeHux
AaHvx npo
cuctemy
thapmakoHarnag,
y (BBEAEHHSA
y3arasibHeHUx
[JaHux npo
cuctemy
thapmakoHarnag,
Yy, 3MiHa
YNOBHOBaXXeHOT

ocobu,
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BignoBigabHOI
3a 34jiCHEHHS
thapmakoHarnng,
Y; KOHTaKTHOT
ocobu 3
thapmakoHarnag,

y 3asBHMKa ANnA
3[iACHEHHS
thapmakoHarnag,
y B YKpaiHi,
AKLLO BOHA
BiAMiHHA Bif
YNOBHOB&XXEHOT
ocobu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
thapmakoHarnag,
y (BkNtoYaroum
KOHTaKTHI fjaHi)
Ta/abo 3MiHu y
PO3MiLLEHHI
macTep-aiina
cuctemn
thapmakoHarnag,
y). 3miHa
YMNOBHOBaXeHOoi
0co6u 3a8BHUKA,
BignoBigabHOI
3a
thapmakoHarnng,

[Litoua pepakuis:
[Jasig JxoH
Nesic / David
John Lewis.
MponoHoBaHa
pepakuis: Kotan
Moxamepq Ani.
3MiHa
KOHTaKTHUX
OaHnX
YNOBHOB&XXEHOT
ocobu,
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

BignoBigabHOI
3a 34jiCHEHHS
thapmakoHarnng,
y. 3miHa
KOHTaKTHOT
0cobu 3a8BHUKA,
BignoBigabHOI
3a 34jiCHEHHS
thapmakoHarnag,
y B YKpaiHi.
[Litoua pepakuis:
Opnos
B’ayecnas
BikTopoBuy.
MNponoHoBaHa
pepakuis:
TaHacoBa
3opsHa
MwukonaiBHa.
3mMiHa
KOHTaKTHUX
OaHnX
KOHTaKTHOT
0cobu 3a8BHUKA,
BignoBiganbHOI
3a 34jiCHEHHS
thapmakoHarnag,
y B YKpaiHi.
3MiHa Mmicusa
3[jlACHEHHS
OCHOBHOI
LisNIbHOCTI 3
thapmakoHarnag,
y. 3miHa
MicLie3Haxomxe
HHSA MacTep-
thaiina cuctemm
hapmakoHarnag,
y Ta inoro
HOMepa).
Pepaxuis B
Hakasi - kog ATX
- C09BB07, MHH
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
- Ramipril and
amlodipine,
cknag, -
amnogumniy
6ecunar Ta
paminpun.
BipHa pegakuis
- Kop, ATX -
C09BX03, MHH -
Ramipril,
amlodipine and
hydrochlorothi
azide, cknapg, -
paminpun,
amnoguniny
Gecunar Ta
rigpoxnoporias
nA
284. CYMINAP H Ramipril, amnoguni | C09BXO0 | kancynu TBepgi CaHpo3 CnoseHis BUWMYCK Cepiii: CnoseHis / BHECEHHS 3MiH 3a UA/20220/01/03
amlodipine HY 3 10 mr/10 mr/25 PapmacboTi Nex Monbua no peuenmom
and 6ecunar mr o 10 kancyn Kans g.4. dapmaneBTny peecTpauiiHnx
hydrochlorot | Ta TBEPAUX Y Ha KoMnaHis mMartepianis:
hiazide rigpoxsno 6nictepi, no 3 a.4., YTOUHEHHSA
porTiasung, 6nictepu abo 10 CnoBeHis; in HanucaHHs
6nictepiB y bulk Koy ATX, MHH
KapTOHHii BMPOBHULTBO, Ta gitouoi
Kopoo6Li nepBrHHE Ta pevyoBUHM B
BTOPUHHE Hakasi MO3
nakyBaHHs: YKpaiHu Ne 498
Apameq Big 13.04.2026
Papma C.A,, B npodueci
Monblya; BHECEHHSA 3MiH
nepBrHHe Ta (3miHu | TNy -
BTOPUHHE 3MiHK Wopao
nakyBaHHs, 6e3nekn/edekTn
KOHTpONb/BUN BHOCTI Ta
pobyBaHHs thapmakoHarnsg,
cepii: Agamep, y. BBeaeHHs
dapma C.A., abo 3miHn Ao
Monblya y3arasibHeHUx
[JaHux npo
cuctemy

hapmakoHarnsag
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

y (BBEAEHHS
y3arasibHeHux
AaHvx npo
cuctemy
hapmakoHarnag,
Y, 3MiHa
YNOBHOB&XXeHOT
ocobu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
thapmakoHarnag,
Y; KOHTaKTHOT
ocobm 3
thapmakoHarnag,
y 3asBHVKa ANs
3iiCHEeHHS
thapmakoHarnag,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif
YNOBHOB&XXEHOT
ocobwm,
BignosigabHoOI
3a 3[iliCHEHHSA
hapmakoHarnsg,
y (BkNtovaroum
KOHTaKTHI fjaHi)
Ta/abo 3MiHN y
PO3MiLLEHHI
MacTep-arina
cuctemu
hapmakoHarnag,
y). 3miHa
YNOBHOB&XXEHOT
0cobu 3asBHUKA,
BiANOBIga/IbHOI
3a
hapmakoHarnag,

[itoua pepakuis:
[Oasig [koH
Nesic / David
John Lewis.
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

[ponoHoBaHa
pefakuis: Kotan
Moxameg Ani.
3miHa
KOHTaKTHUX
OaHnx
YNOBHOB&XXeHOT
ocobwu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
thapmakoHarnag,
y. 3mina
KOHTaKTHOT
0cobu 3asBHYIKa,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
thapmakoHarnag,
y B YKpaiHi.
[itoua pepakuis:
Opnos
B’auecnas
BikTopoBuy.
lponoHoBaHa
pefakuis:
TaHacoBa
3opsHa
MwukonaisHa.
3miHa
KOHTaKTHUX
OaHnx
KOHTaKTHOT
0cobu 3asBHYIKa,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
hapmakoHarnag,
y B YKpaiHi.
3MiHa Micus
3[iACHEHHS
OCHOBHOI
LOisiNbHOCTI 3
hapmakoHarnag,
y. 3mina
MicLie3Haxomxe
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

HHS MacTep-
thaiina cuctemum
thapmakoHarnng,
y Ta iioro
HOMepa).
Pepakuis B
Hakasi - kog ATX
- C09BBO07, MHH
- Ramipril and
amlodipine,
cknag, -
amnogunivy
6ecunar Ta
paminpun.
BipHa pegaxkuis
- kog ATX -
C09BX03, MHH -
Ramipril,
amlodipine and
hydrochlorothi
azide, cknapg, -
paminpwun,
amnoguniHy
Gecunar Ta
rigpoxnoportia3
nA

285.

CYNPACTUH®

chloropyramin
e

xnoponipa
MiHYy
rigpoxnop
na

ROGACO
3

Tabnetku no 25
mr; no 10
Tabnetoky
6nictepi; no 2
6nictepu B
KapTOHHii
Kopoo6Li

3AT
dPapmaueBT
WNYHWI1 3aBOY,

ErIC

YroplmHa

3AT
dapmaueBTny
HWi 3aBOf,
EFIC

YropmHa

BHECEHHS 3MiH
ao
peecTpauiiHnx
marepianis:
3MiHu | TUny -
3MiHM 3 SKOCTi.
loToBMiA
nikapcbknii
3aci6. KoHTposb
roToBOro
nikapcbKoro
3acoby. 3miHa
napameTpis
cneuudikayii
Ta/abo
[0NyCTUMMX
MEX roToBOro

6e3
peyenmom

UA/9251/01/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

nikapcbKoro
3acoby
(BUNYyYeHHSA
He3HayHoro
nokasHuka
(ranpwknag
3acrapinoro
NOKasHUKa,
TakKoro sk 3anax
Ta cmak, abo
iaeHTudiKauin
6apBHYIKIB UK
CMaKoBUX
[06aBoK)).
BunyueHHs
nokasHuKa
«[Mopgin
TabneTok 3a
Macoto» 3i
cneuudikawii
N3, ocKinbkn
OeMoHcTpauis
O HOPIAHOCTI
po3aineHnx
TabneTok Hasnin
noTpibHa nuile
nig yac
pO3po6KN
peuenTypu Ta
nig yac
BMPOGHNYOrO
npouecy, a He
AIK PYyTUHHE
BMNPOGYBaHHSA
Ha BMNyCK,
3rigHo 3 €O
(aitoue
BUAAHHS).
BBefeHHs 3miH
npoTArom 6-Tu
MicaLis nicns
3aTBEPKEHHSI.

286.

TA3AMAKC

Piperacillin

ninepauu

JO1CRO

MOPOLLIOK ANsl

MicTtpan

AHrnis

MiTtim C.p.n.

ITanis

BHECEHHS 3MiH

3a

UA/19928/01/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

and beta-
lactamase
inhibitor

NiH HaTpilo
Ta
Tasobakra
M HaTpito

PO34nHy Ans
iHdpysii, 4 r/500
mr; 10 donakoHis
3 MOPOLLKOM B
nauuj

Kenitan
MeHeKmeH
T Nlimiteq,

ao
peecTpauiiHnx
marepianis:
3MiHu | TUny -
3MiHM 3 SKOCTi.
loToBMiA
nikapcbknii
3aci6. Cuctema
KOHTeliHep/3aky
noproBasibHWi
3aci6 (iHwi
3MiHW)
OHOB/IEHHS
po3giny 3.2.P.7
Cucrema
KOHTeliHep/3aKy
noproBasibHWi
3aci6, a came
BU/TYYEHHS
noctavyasibHuKIB
nakyBasIbHUX
marepianis,
OHOB/IEHHS
nigposginy
3.2.P.7.1 Onuc
nepBUHHOI
YNaKoBKMu;
BU/TYYEHHS 3
posginy
3.2.P.7.2
Cneuudpikaui
AKOCTI nepeniky
TecTiB B
TEKCTOBOMY
dopmari,
BUTYYEHHS
3acrapinoro
nokasHuka 3i
cneumdikauii
6pombyTunosoi
nNpo6kn. 3MiHu |
TMny - 3MiHK 3
AKOCTI. [OTOBUIA

peyerimom
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

nikapcbknii
3aci6. Cuctema
KOHTeliHep/3aky
noproBasibHWi
3aci6. 3miHa
napameTpis
cneuudikayii
Ta/abo
L0MyCTUMMX
MeX NepBUHHOI
ynakoBKM
roToBOro
nikapcbKoro
3acoby
(BUNYyYeHHSA
He3HayHoro
nokasHuka
(ranpwknag
3acrapinoro
NoKasHUKa))
BUTYYEHHS
3acrapinoro
NoKasHUKa.
"hardness" i3
cneuudikauii
rymMoBOi Npo6ku
(20 mm
bromobutyl
rubber stopper
type | Ta 32 mm
bromobutyl
rubber stopper
type 1). 3MiHn |
TMny - 3MiHK 3
AKoCTi. FoTOBWIA
nikapcbknii
3aci6. Cuctema
KOHTeliHep/3aKy
noptoBasibHNIA
3aci6. 3miHa
noctayanbHuKa
nakyBasIbHUX
MaTepianis abo
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
KOMMNIEKTYHUNX
(aKwo
3a3HayeHo B
[0CbE)
(BUNYyYEHHSA
noctavyasnibHUKa)
BU/TYYEHHS
noctavyaibHUKIB
hNakoHiB,
6poMbYTMNIOBMX
npo6ok Ta
TIOMIHIEBUX
KOBMAYKIB.
287. TAMOKCUDEH tamoxifen Tamokeng - KpUcTanivyHmi TOBAPUCT YkpaiHa ONOH C.N.A. ITanis BHECEHHS 3MiH - UA/14996/01/01
Y UATPAT eHy NOPOLLIOK BO 3 no
uuTpart (cybeTaHuis) y OBMEXXEH peecTpauiiHnx
noAgiliHmnx (e]}0) mMartepianis:
nonieTuIeHoBMX BIAMOBIOA 3MiHa 3asBHUKa
naketax s NBHICTHO N3 (MIBIM)
hapmaueBTnyHO | «KOPIOPA (BnacHvika
ro 3aCTOCyBaHHs LA peecTpavuiiiHoro
«300POB’'A NnocCBifYEHHS)
» (3rigHO Haka3zy
MO3 Big
23.07.2015 Ne
460)
288. TAMOKCUDEH tamoxifen TaMmokcngy - KpUCTanivyHuiA TOBAPUCT YkpaiHa 706125- IHgis BHECEHHS 3MiH - UA/17312/01/01
Y UATPAT eHy NOPOLLIOK BO 3 BIOKCEPA no
uuTpar (cybeTaHuin) y OBMEXXEH PAPMA peecTpauiiHnx
noaBIHNX (e]}0) NBT.NTA(Mpa Martepianis:
nonietuneHosmx | BIAMNOBIOA nBert Jlimiten) 3MiHa 3asBHUKa
naketax gs NbHICTIO N3 (MIBI)
thapmaueBTnyHO | «KOPMOPA (BnacHuka
ro 3acToCyBaHHA LA peecTpadjiiHoro
«300POB’A noceiAYeHHs)
» (3rigHO Hakazy
MO3 Big
23.07.2015 Ne
460)
289. TAPIHNAP® dabrafenib nabpacheH | LOLECO | kancynu TBepgi Hosapric LLiBeiiuapi | BUPOGHWK Ans IcnaHis/ BHECEHHS 3MiH 3a UA/14420/01/01
i6 2 no 50 wmr; no 120 Papma Al ] nakyBaHHs Ta Benuka 0o peyenmom
Kancyny BWMYCKY Cepil: BputaHis/ peecTpauiiHnx
hiakoHax "nakco CnoseHis mMartepianis:
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
Bennkom C.A., 3MiHu | TUny -
IcnaHis; AAMiHICTpaTVBHI
BMPOGHMK 3MiHW.
Hepo3dacosa BunyyeHHs
HOI NpoAYKLUiT: BMPOBHUYOT
"nakco OinbHWL
OnepeiilHe [CLGILEETETY
tOK Nimitep, AinbHuU Ans
Benvka Adl,
BputaHis; NPOMKHOro
anbTepHaTnBH npoaykTy a6o
a AinbHuus roToBOro
BignoBigasibHa nikapcbKoro
3a 3acoby,
BUPOGHMLTBO AinbHuUi ans
Hepo3dacosa npoBefeHHs
HOI NpoayKuii nakyBaHHs,
Ta KOHTPOJSIb BMPOGHMKA,
SIKOCTi: BiANOBiAa/IbHOrO
3irchpig, 3a BUNYCK cepid,
Bap6epa C./1., micue
IcnaHis; npoBefeHHs
KOHTPO/b KOHTPO/tO cepil)
AKOCTI abo
(vacTkoBUiA): nocrtavasnbHuka
Nek BUXIAHOIO
PapmacbioTuK marepiany,
anc g.a., peareHTy abo
CnoseHis; [ONOMDKHOT
BMPOBHMLTBO, pevoBUHM (SKLLO
nepBuHHe Ta 3a3HayeHo y
BTOPVHHE [0CbE)
nakyBaHHs, BunyyeHHs
KOHTPO/1b BMpOGHUMKa AdDI
SAKOCTI nabpaceHioy
(vyacTkoBuin), Glaxo
BUMYCK Cepii: Operations UK
Hosapric Ltd. (trading as
dapmacboTuK Glaxo Wellcome
an Operations),
MaHydakTypiH United Kingdom,
r NG, BiANOBIAA/IbHOIO
CnoseHis 3a NpoBefeHHs
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
4acTKOBOro
KOHTPO/O AKOCTI
cybcTaHuii, 3
marepianis

peecTpadiiiHoro
[OCbE po3giny
3.25.2.1.
Bupo6HUK(1).
3MiHn | Tuny -
AfMiHiCTpaTuBHiI
3MiHW.
BunyueHHs
BMPOBHUYOI
LinbHULI
(BKKOUAKOUM
AinbHUUi ans
Adl,
NPOMKHOro
npoaykty abo
roToBOro
nikapcbkoro
3acoby,
AinbHuU Ans
NpoBeeHHs
nakyBaHHS,
BUPOGHMKA,
BiANOBIAA/IbHOIO
3a BUNYCK Cepiid,
micue
NpoBeeHHs
KOHTPO/IO cepii)
abo
nocrayanbHuKa
BUXiQHOIO
mMaTtepiany,
peareHTy abo
[0NOMDKHOT
pevoBUHM (AKLLO
3a3Ha4yeHo y
[OCbE)
BunyyeHHsa
BMPOGHUMKa API
nabpacpeHioy
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
GlaxoSmithKline
Inc.,
Mississauga,
Canada,
BignoBiganbHOro
3a NpoBefeHHs
4acTKOBOro
KOHTPO/O AKOCTI
cybcTaHuii, 3
marepianis
peecTpadiiHoro
[OCbE po3giny
3.25.2.1.
BUpo6HUK(M).
290. TA®PIHNAP® dabrafenib nabpacher | LOLECO | kancynu TBepgi HoBaprtic LLsefuapi | BUPOBHWK AnA Icnanis/ BHECEHHS 3MiH 3a UA/14420/01/02
i6 2 no 75 mr; no 120 dapma Al A nakyBaHHs Ta Benuka no peyenmom
Kancyny BUNYCKY cepii: BpuTanisa/ peecTpauiiHnx
dhnakoHax nakco CnoBeHis marepianis:
Bennkom C.A., 3MiHu | TUny -
IcnaHis; AAMiHICTpaTVBHI
BMPOGHMK 3MiHW.
Hepo3dacosa BunyyeHHs
HOI NpOAYKLUiT: BMPOBHUYOT
"nakco OinbHWL
OnepeiilHe (BKKOUALOUN
HOK Nimitep, AinbHuU Ans
Benvka Adl,
BpuTaHis; NPOMIXHOro
anbTepHaTnBH npoaykTy a6o
a AinbHuus roToBOro
BignosiganbHa nikapcbKoro
3a 3acoby,
BUPOBHMLTBO AinbHuU ans
Hepo3dacosa npoBefeHHs
HOI npoayKuii nakyBaHHs,
Ta KOHTPOSIb BMPOGHMKa,
AKOCTI: BifNoBigaIbHOro
3ircopig, 3a BUNYCK Cepid,
Bap6epa C./1., micue
IcnaHis; npoBefeHHs
KOHTPO/b KOHTPO/tO cepil)
AKOCTI abo
(4acTKoBUNA): noctavyasibHvKa
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
Nek BUXiQHOIO
dapmMacbloTukK marepiany,
anc 4a.4., peareHTy abo
CnoBeHis; [0NOMDKHOT
BMPOBHULTBO, pevoBUHM (AKLLO
nepBuHHe Ta 3a3Ha4yeHo y
BTOPVIHHE [0CbE)
nakyBaHHs, BunyyeHHs
KOHTPO/b BMpO6HUMKa API
AKOCTI nabpadpeHiby
(4acTkoBWUiA), Glaxo
BUMYCK Cepii: Operations UK
HoBaprTic Ltd. (trading as
dapmacboTUK Glaxo Wellcome
an Operations),
MaHydhakTypiH United Kingdom,
r INC, BiAnoBiganbHOro
CnoBeHis 3a NpoBefeHHs
4acTKOBOro
KOHTPO/O AKOCTI
cybcTaHuii, 3
marepianis

peecTpadiiHoro
[OCbE po3giny
3.25.2.1.
Bupo6HUK(1).
3MiHn | Tuny -
AfMiHiCTpaTuBHiI
3MiHW.
BunyuyeHHs
BMPOBHUYOI
LinbHULI
(BKKOUAOUM
AinbHUUi ans
AdI,
NPOMKHOro
npoaykty abo
roToBOro
nikapcbkoro
3acoby,
AinbHuU Ans
NpoBeEeHHs
nakyBaHHsl,
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

BMPOGHMKa,
BiAnoBiganbHOro
3a BUMYCK Cepiid,

micue
npoBefeHHs
KOHTPONIO cepii)
abo
noctayanbHuKa
BUWXifHOTO
marepiany,
peareHTy abo

[0NOMDKHOT
PEYOBUHM (SIKLLO

3a3HayeHo y
[OCbE)
BunyyeHHsa
BMpOOHUKa AD|
nabpacpeHioy
GlaxoSmithKline
Inc.,
Mississauga,
Canada,
BignoBiganbHOro
3a NpoBefeHHs
4acTKOBOro
KOHTPO/O AKOCTI
cy6cTaHui, 3
marepianis
peecTpadiiHoro
[0Cbe po3giny
3.25.2.1.
Bypo6HUK(M).

291.

TENMICTA

telmisartan

TenmicapT
aH

CO09CA0
7

Tabnetku no 40
Mmr; no 7
Tabnetoky
6nictepi; no 2, 4
abo 8 6nicTepis
Y KapTOHHiii
Kopob6ui; no 10
Tabnetoky
6nictepi; no 3
abo 6 6nictepis
Y KapTOHHiIl

KPKA, a.4.,
HoBo mecTto

CnoBeHisi

BVPOGHMLTBO
"in bulk",
nepBUHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/Ib Ta
BMMYCK Cepii:
KPKA, a.4.,
HoBo mecTo,
CnoBeHis;
BUPOGHMUTBO

CnoseHis/
Monba/
IHais

BHECEHHS 3MiH
ao
peecTpauiiHnx
marepianis:
3MiHu | Tuny -
3MiHM 3 SKOCTi.
loToBMiA
nikapcbknii
3aci6. 3MiHn y
BMPOGHMLTBI.
3MiHKM Y npoueci

3a
peyerimom

UA/13210/01/02
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
Kopoo6Li "in bulk", BMPOGHMLITBA
nepBuHHe Ta roToBOro
BTOPWHHE nikapcbKoro
nakyBaHHS, 3acoby,
KOHTPO/b Ta BK/THOHAI0UM
BUMYCK Cepii: MPOMiXHWI
KPKA lMonbLua NPOAYKT, Wo
Cn.3 0.0, 3aCTOCOBYETLCA
Monbua; npn
KOHTPO/Tb BMPOOHNLTBI
cepit: roToBOro
Nab6eHa f.0.0., nikapcbKkoro
CnoBeHis; 3acoby
KOHTPO/b (He3Ha4yHa 3MiHa
cepil: y npoueci
Hewwen BVMPOGHMLTBA)
Ne6opaTopi oB He3HauHi 3MiHU y
Xenc BMPOBHUYOMY
EHBalipoHMeH npoueci ans
T EHg ®ya pO3LLMPEHHA
(HN30X), fiana3oHis
CnoBeHis; napameTpiB
KOHTPO/b NOTOKY BXiAHOTO
cepii: NoBITPSt Ta TUCKY
Kemina6 pO3MuUAEeHHS nig,
A.0.0., yac rpaHynsuii,
CnoseHis; a TaKkox ans
BUPOOHNLTBO He3HayHoro
«in bulk», 36iNbLUEeHHSA
nepBrHHE Ta AianasoHy
BTOPVIHHE LIBUAKOCTI
nakyBaHHS: CTUCHEHHS
Naypyc Na6e TabneTok nig
Nimitea, IHAjsa yac
TabneTtyBaHHs,
3aU1eXHO Bif,
HasBHOCTI
obnagHaHHs.

3MiHn | Tuny -
3MiHM 3 AKOCTI.
loToBMiA
nikapcbknii
3aci6. 3MiHn y
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BMPOGHULITBI.
3miHa

iMnopTepa/amMiHn
, LLIO CTOCYHOTbCSA
BUNYyCKy cepii Ta
KOHTPOJHO SIKOCTI
roToBOrO
nikapcbKoro
3acoby (3amiHa
abo gofaBaHHsA
AOinbHWU, Ha
AKIN
3[iiCHI0ETbCSA
KOHTPO/1b/BUNPO
6yBaHHs cepii)
LofaBaHHs
anbTepHaTUBHOT
0 BMpPOGHMKa
rns,
BiAnoBiganbHOro
3a KOHTPO/1b
cepii National
Laboratory of
Health,
Environment
And Food
(NLZOH),
Dalmatinova
ulica 3, 8000
Novo mesto,
Slovenia/
HewmHen
JlebopaTopi 0B
Xenc
EHBalipoHMeHT
Eng ®ypa
(HN30X),
[anwvaTiHoBa
yniga 3, 8000
HoBo mecTo,
CnoBeHis. 3MiHu
| Tuny - 3MiHn 3
AKocTi. [oToBUIA
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
nikapcbknii
3aci6. 3MiHn y
BMPOGHULTBI.
3miHa

iMnopTepa/3miHu
, LLIO CTOCYHOTbCA
BWMYCKy cepii Ta
KOHTPO/O AKOCTI
roToBOroO
nikapcbKoro
3acoby (3amiHa
abo gogasaHHsA
AinbHNUI, Ha
AKIN
3[iiCHI0ETBCA
KOHTPO/b/BMNPO
6yBaHHs cepii)
3amiHa
BMPOGHMKa,
BiAnoBiganbHOro
3a KOHTPO/1b
cepii N3 KPKA,
n.4n., Hoso
MecTo,
CnoBeHis
(MosxoBa yniua
5, 8501 HoBso
MecTo,
CnoseHis)/
KRKA, d.d.,
Novo mesto,
Slovenia
(Povhova ulica
5, 8501 Novo
mesto, Slovenia)
Ha BUPOOHMKA,
BiANOBiAaIbHOrO
3a KOHTpO/b
cepii /labeHa
4.0.0., CnoBeHis
(Tecnosa 30,
1000 NtobnsHa,
CnoseHis)/
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
Labena d.o.o0.,
Slovenia
(Teslova 30,
1000 Ljubljana,
Slovenia).
292, TENMMICTA telmisartan Tenwmicapt | CO9CAO | tabneTtku no 80 KPKA, a.4., CnoBeHis BVPOGHMLTBO CnoseHis/ BHECEHHS 3MiH 3a UA/13210/01/03
aH 7 Mr; no 7 Hoso mecTo "in bulk", Monba/ bo peyenmom
Tabnetoky nepBrHHE Ta IHais peecTpauiiHnx
6nicTepi; no 2, 4 BTOPUHHE marepianis:
abo 8 6nicTepis nakyBaHHs, 3MiHu | TUny -
Y KapTOHHiii KOHTPONb Ta 3MiHM 3 SKOCTi.
Kopob6ui; no 10 BUMYCK Cepii: loToBMiA
Tabnetoky KPKA, 8.4, nikapcbknii
6nictepi; no 3 HoBo mecTo, 3aci6. 3MiHn y
abo 6 6nictepis CnoseHis; BMPOGHULITBI.
Y KapTOHHiIl BVPOGHMLTBO 3MiHM y npoueci
KopooLi "in bulk", BMpPOBGHULTBA
nepBrHHE Ta roToBOro
BTOPVIHHE nikapcbKoro
nakyBaHHs, 3acoby,
KOHTPO/b Ta BK/IOYa0UN
BUNYCK Cepil: MPOMiXHWIA
KPKA TonbLa NPOAYKT, Wo
Cn.3 0.0, 3aCTOCOBYETLCA
MonbLa; npwm
KOHTPO/b BMPOOHULITBI
cepil: roToBOro
Nab6ena g.0.0., nikapcbKoro
CnoBeHis; 3acoby
KOHTPO/b (He3HayHa 3miHa
cepit: y npoueci
HewmHen BUPOGHMLTBA)
JNlebopaTopi oB He3HauHi 3MiHN y
Xenc BUPOGHNYOMY
EHBalipoHmeH npoueci Ans
T EHA dya pO3LLIMPEHHA
(HN30X), [iana3oHis
CnoseHis; napameTpis
KOHTPO/Ib NOTOKY BXiAHOrO
cepii: NoBITPS Ta TUCKY
Kemina6 PO3NUAEHHA nig
A.0.0., yac rpaHynsyi,
CnoseHig; a TakoX Ans
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BUPOOHNLTBO He3HayHoro
«in bulk», 36iNbLUEHHSA
nepBrHHE Ta AianasoHy
BTOPVIHHE LIBUAKOCTI
nakyBaHHS: CTUCHEHHS
Naypyc Na6e TabneTok nig
Nimitea, IHAjsa yac
TabneTtyBaHHs,
3aU1eXHO Bif,
HasiBHOCTI
obnagHaHHs.

3MiHn | Tuny -
3MiHVM 3 AKOCTI.
loToBwiA
nikapcbknii
3aci6. 3MiHN Yy
BUPOBHULTBI.
3miHa
iMnopTepa/aMiHn
, LLIO CTOCY0TbCA
BWMYCKy Cepii Ta
KOHTPO/IO AKOCTI
roToBOro
nikapcbKkoro
3acoby (3amiHa
abo fgofaBaHHA
AinbHUUI, Ha
AKN
3[jICHI0ETbCS
KOHTPO/1b/BMNPO
6yBaHHs cepii)
[0AaBaHHsA
anbTepHaTUBHOr
0 BUpPOOHMKA
N3,
BiANOBIAA/IbHOIO
3a KOHTPO/b
cepii National
Laboratory of
Health,
Environment
And Food
(NLZOH),
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

Dalmatinova
ulica 3, 8000
Novo mesto,
Slovenia/
HewmHen
JlebopaTopi 0B
Xenc
EHBalipoHMeHT
Enp ®yg
(HN30X),
[anwvaTiHoBa
yniga 3, 8000
HoBo mecTo,
CnoBeHis. 3MiHu
| Tuny - 3MiHn 3
[kocTi. FoToBWiA
nikapcbkuii
3aci6. 3miHn y
BMPOGHULITBI.
3mMiHa
iMnopTepa/amMiHn
, L0 CTOCY0ThCA
BUNYyCKy cepii Ta
KOHTPOJHO SIKOCTI
roToBOro
nikapcbKoro
3acoby (3amiHa
abo gofaBaHHsA
AOinbHWU, Ha
AKIN
3[iiCHI0ETbCSA
KOHTPO/L/BMNPO
6yBaHHs cepii)
3amiHa
BUPOGHMKA,
BiANOBIAA/IbHOIO
3a KOHTPO/b
cepii N3 KPKA,
4.4., Hoso
MecTo,
CnoBeHis
(MoexoB.a yniua
5, 8501 HoBo
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

MecTo,
CnoseHis)/
KRKA, d.d.,
Novo mesto,

Slovenia
(Povhova ulica
5, 8501 Novo
mesto, Slovenia)
Ha BUPOOHUKA,

BiANOBiAaIbHOrO

3a KOHTPO/1b
cepii /labeHa

4.0.0., CnoBeHis

(Tecnosa 30,

1000 /obnsHa,

CnoseHis)/
Labena d.o.o.,
Slovenia
(Teslova 30,

1000 Ljubljana,
Slovenia).

293.

TEPA®NIO BIA,
reuny TA
3ACTYAN 3
CMAKOM
NTMMOHA

paracetamol,

combinations
excl.

psycholeptics

napaueta
morn,

heHipamiH

y Masniear,

heHinedp
NHY

rigpoxnop
na,

kucnora

ackop6iHo

Ba

NO2BE5
1

NOpPOLLIOK A5
opasibHOro
po3uuHy; 1
naket 3
nopotukom; 10
naketis 3
MOPOLLIKOM Y
KapTOHHii
Kopoo6Li

XaneoH KX
CAPN

LLiBeiuapi
A

OENTb®APM
OPJIEAH

PpaHuin

BHECEHHS 3MiH
no
peecTpauinHmx
mMartepianis:
3MiHn | TUny -
3MiHM 3 AKOCTI.
loToBMiA
nikapcbknii
3aci6. KoHTposnb
roToBOro
nikapcbKoro
3ac006y (iHLui
3MiHW) nepeknag,
MKSA 3
pociicbkoi MOBM
Ha YKpaiHCbKy
MOBY AN15
npuBELEHHS Y
Bif4NOBIAHICTD i3
BMMOramm
YMHHOI pegakuil
Hakazy MO3

6e3
peyenma

UA/5529/01/01




552

Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

Ykpainn Ne 426
Bif 26.08.2005.
3MiHm | TNy -
3MiHM Wwoao
6e3nekn/edekTn
BHOCTI Ta
hapmakoHarnsg,
y (iHLWi 3MiHK)
BU/TyYEHHS
TeKcTy
MapKyBaHHS
BTOPVHHOT Ta
nepBUHHOI
ynakoBOK
nikapcbKkoro
3acoby 3
MeTogis
KOHTPOSHO SIKOCTI
nikapcbKoro
3acoby i
3a3HayeHHs B
po3gaini
MapkyBaHHA
“3rigHo 3
3aTBEPMHKEHNM
TEKCTOM
MapKyBaHHs"

294.

TAMANIH

Cyxuii
oumnLEeHN
eKCTpakT
TMmMycy
(BMNOYKOB
o 3as1031)
BeJIMKOI
poratoi
Xy[o6um

LO3AX

niodpinizar ansa
pO3uUnHy ANA
iH’eKuild, He
MeHwe 1,5 mr;
5 chnakoHis 3
niogpinizatom y
6nicTepi; no 2
6nictepu y nauui
3 KapTOHY

TOB "®3
"CTALA"

YkpaiHa

TOB "®3
"CTALA"

YKpaiHa

BHECEHHS 3MiH
o
peecTpavinHmx
mMartepianis:
YTOUYHEHHSA
HanucaHHA
nikapcbKoi
chopmu Ta
[03yBaHHA B
Hakasi MO3
YkpaiHu Ne
1040 Big,
05.05.2020 B
npoueci
nepepeecTpauii
Ta Hakasax

3a
peyenmom

UA/2989/01/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

o0
BHECEeHHs 3MiH
no
peecTpauiiiHnx
X mMarepianis y
3B'A3KY 3
npoBeAeHHAM
npoueaypu
"BUNpPaBNEeHHSA
TeXHIYHOI
NOMU/IKA B
peecTpauiiHomy
nocBigYeHHI"
(HanucaHHsa
nikapcbKoi
chopmm Ta
[03yBaHHs
npyvBeAeHo Yy
BiANOBIAHICTb A0
3aTBEPAKEHNX
peecTpavinHmx
[LOKYMEHTIB).
Pepaxuis B
Hakasix -
niodpinizat gns
pO34nHy AnA
iH'ekyjin no 10
mr. BipHa
pepaxuis -
niodinisar gna
PO3UMHY ANA
iH’ ek, He
MeHwe 1,5 mr.

295.

TIAMA30N

thiamazole

Tiamason

KpucTanivyHmi
NOPOLLIOK
(cybeTaHuis) B
noaBiiHNX
nonieTUIEHOBKX
naketax gns
hapmaueBTUYHO
0 3aCTOCYBaHHs

TOBAPWCT
BO 3
OBMEXEH
folle
BIAMOBIJA
NbHICTIO
«KOPMOPA
L1
«3[]J0POB'A

»

YkpaiHa

IHHOBA
PAPMAKTUB
Met. N14.

IHAjA

BHECEHHS 3MiH
no
peecTpavinHmx
mMartepianis:
3MiHa 3asBHUKa
N3 (MIbM)
(BnacHuka
peecTpadjiiHoro
nocBigYeHHs)
(3rigHO Hakasy

UA/15127/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
MO3 Big
23.07.2015 Ne
460)
296. TIAMIHY thiamine (vit TiamiHy - KpucTanivyHmi TOBAPUCT YkpaiHa Li3saHci Kutaii BHECEHHS 3MiH - UA/18358/01/01
rigpoxnoprup B1) rigpoxnop NnopoLLoK abo BO 3 TSAHbCIHb no
na Kpuctanu OBMEXEH dapmacbloTika peecTpauiiHnx
(cybeTaHuis) y (]}0) n Ko., Nita. mMartepianis:
nonietuneHosmx | BIAMNOBIOA 3MiHa 3asBHUKa
naketax g NbHICTHO N3 (MIbM)
thapmaueBTnyHO | «KOPIOPA (BnacHvika
ro 3aCTOCyBaHHS LA peecTpadjiiHoro
«300POB'A nocBigYeHHs)
» (3rigHO Hakazy
MO3 Big
23.07.2015 Ne
460)
297. TIAPA YO valsartan and | BanicaptaH | CO9DAO | Tabnetku, BKpuUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 3a He UA/16280/01/01
hydrochlorothi Ta 3 NNiBKOBOKO "hapmaueBT "bapmaueBTn 0o peyenmom nidnsieae
azide rigpoxnop 060/10HKO, NO n4yHa dhipma YyHa chipma peecTpauiiHnx
Tiasng, 160 mr/25 wr, no "OapHnus” "AapHnus” marepianis:
7 TabneTok y 3MiHu | TUny -
KOHTYpHilA 3MiHY Wwoao
YapyHKOBIli 6e3nekn/edekTn
ynakoBLi; no 2 BHOCTI Ta
abo no 4 thapmakoHarnsg,
KOHTYpHI y. 3MiHa y
YapyHKOBI KOPOTKIi
ynakoBkn B Xapakrepuctui
nauuyj; no 14 nikapcbKoro
Tabnetok y 3acoby, TeKcTi
KOHTYPHIli MapKyBaHHA Ta

YapyHKOBIli
ynakosui, no 1
abo no 2
KOHTYpHI
YapyHKOBI
yNakoBKM B
navui

IHCTPYKUiT gns
MeLNYHOro
3acTocyBaHHS
Ha nigcTasi
perynspHo
OHOBJ/IOBAHOrO
3BiTY 3 6e3nekun
nikapcbkoro
3acoby, abo
nocnimpkeHs 3
6e3neku
3acTocyBaHHS
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

nikapcbKoro
3acoby B
nicnapeecTpauii
HWi1 nepiog, abo
AK pesynbrart
OLiHKW 3BITY 3
[ocnigpKeHb,
npoBefeHNnx
BIANOBIAHO A0
nnaxy
negiaTpuyHmnx
[OCHifKEHb
(PIP) (3miHy
Y3rOXKEHO 3
KOMNETEHTHUM
YNOBHOBaXXEHUM
opraHom). 3miHu
BHECEHO [0
iHCTpYKLUIii gns
MeAMYHOro
3acToCyBaHHsA
nikapcbKoro
3acoby y
posgainu
"OcobnuBocTi
3aCTOCyBaHHS",
"MoGiuHi
peakujii"
Bi4NoBigHO A0
OHOBJIEHOT
iHchopmawii 3
6e3nekun gitoyoi
peyoBUHN.
BBegeHHs 3MiH
NpoTArom 6-Tn
MicsauiB nicns
3aTBEPAKEHHS

298.

TIAPA YO

valsartan and
hydrochlorothi
azide

BasicapTaH
Ta
rigpoxnop
Tiaang

CO9DAO
3

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKO0, NO
160 mr/12,5 wr,
no 7 tabnetok y
KOHTYPHili

MpAT
"papmauesT
nyHa dipma

"fNapHuua”

YkpaiHa

MpAT
"®apmauesTu
YyHa chipma
"fapHuua"

YKpaiHa

BHECEHHS 3MiH
o
peecTpauiiHnx
mMartepianis:
3MiHm | TUny -
3MiHK Woao

3a
peyenmom

He
nidnsieae

UA/16280/01/02
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
YapyHKOBIli 6e3nekn/edexTu
ynakosLi; no 2 BHOCTI Ta
Ta No 4 KOHTYpHI hapmakoHarnsg,
YapyHKOBI y. 3MiHa y
yNakoBKU B KOpOTKilA
nauuj; no 14 XapakrepucTuui
Tabnetok y nikapcbKoro
KOHTYpHilA 3acoby, TeKCTi
YapyHKOBIl MapKyBaHHsA Ta

ynakosuj; no 1,
no 2 a6o no 6
KOHTYPHUX
YapyHKOBUX
yNakoBOK B
nauui

iHCTpYKLUIii gns
MeAMYHOro
3acTocyBaHHS
Ha nigcTasi
perynsipHo
OHOBJ/IOBAHOIO
3BiTYy 3 6e3neku
nikapcbKoro
3acoby, abo
nocnigpkeHs 3
6e3neku
3acTocyBaHHS
nikapcbKoro
3acoby B
nicnapeecTpauii
HWi1 nepiog, abo
AK pesynbrart
OLLiHKM 3BITY 3
[ocCNigpKeHb,
npoBeseHnx
BIANOBIAHO A0
nnaxy
negiaTpuyHmnx
[OChifKEHb
(PIP) (3miHy
Y3rO[XKEHO 3
KOMNETEHTHUM
YNOBHOB&XXEHUM
opraHom). 3miHu
BHECEHO 0
iHCTpYKLUIii gns
MeAMYHOro
3acToCyBaHHS
nikapcbKkoro
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
3acoby y
po3gainu
"OcobnuBocCTi
3aCTOCyBaHHSA",
"Mo6iuHi
peakui"
BigMNoBigHO A0
OHOB/IEHOT
iHchopmawii 3
6e3nekun gitoyoi
peyoBUHN.
BBefeHHs 3miH
NpOTAroM 6-Tn
MicaLis nicns
3aTBEPLKEHHS
299. TIAPA YO valsartan and | BasicaptaH | CO9DAO | Tabnetku, BKpUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 3a He UA/16280/01/03
hydrochlorothi Ta 3 nNiBKOBOKO "papmaueBT "®apmaueBTu no peuenmom nionsieae
azide rigpoxnop 060/10HKOI0, N0 nyHa chipma YHa dhipma peecTpauiiHnx
Tiasng 80 mr/12,5 wrr, "OapHuus” "AapHnus” mMartepianis:
no 7 Tabnetok y 3MiHu | TUny -
KOHTYPHIl 3MiHn Wwopo
YapyHKOBIl 6e3nekn/edextu
ynakosLi; no 2 BHOCTI Ta
Ta no 4 KOHTYpHI hapmakoHarnsg,
YapyHKOBI y. 3miHa y
yNakoBKU B KOpOTKilA
nauuj; no 14 XapakTepucTuui
TabneTok y nikapcbKoro
KOHTYpHil 3acoby, TeKCTi
YapyHKOBIl MapKyBaHHs Ta

ynakosLi; rno 1,
no 2 a6o no 6
KOHTYPHUX
YapyHKOBUX
yNnakoBOK B
navui

IHCTPYKLUiT Ana
MeLMYHOro
3acToCyBaHHsA
Ha nigcTasi
perynsipHo
OHOB/IHOBAHOrO
3BiTYy 3 6e3neku
nikapcbKoro
3acoby, abo
[ocnimKeHb 3
6e3neku
3acToCyBaHHs
NiKkapcbKoro
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

3acoby B
nicnsipeecTpauiii
HWi1 nepiod, abo

AK pesynbrart
OLjiHKM 3BITY 3
LOCAigpKEHD,
npoBefeHnx
Bi4NoBigHO A0
nnaHy
negjaTpnyHmx
nocnimkeHb
(PIP) (3miHy
Y3rO[KEHO 3
KOMNETEHTHUM
YMOBHOBaXEHUM
opraHom). 3MiHu
BHECEHO A0
IHCTpYKLUii gns
MeAMYHOro
3aCTOCYyBaHHSA
nikapcbkoro
3acoby y
po3gainu
"OcobnmBocCTi
3aCTOCyBaHHSA",

"Mo6iuHi

peakuji"

BigMNoBigHO A0
OHOB/IEHOT
iHchopmawii 3
6e3nekun gitoyoi
pPeyoBUHN.
BBefeHHs 3miH
NpOTAroM 6-Tn
MicaLis nicns
3aTBEPLKEHHS

300.

TONNEPU30OH
y
rAPOXTOPU,

tolperisone

TONnepuso
Hy
rigpoxnop
na

KpucTanivyHmi
NOPOLLIOK
(cybeTaHuis) y
noaBiiHNX
nonieTUIEHOBKX
naketax gns
hbapmMaueBTUHHO

TOBAPWCT
BO 3
OBMEXEH
folle
BIAMOBIJA
NbHICTIO
«KOPMOPA

YkpaiHa

CiH-Tek Kem.
& dapm. Ko.,
nra.

TaliBaHb

BHECEHHSA 3MiH
no
peecTpavinHmx
mMartepianis:
3MiHa 3asiBHMKa
N3 (MIBM)
(BnacHuka

UA/8849/01/01




Ne n/n

559

Hassa MixHapooHa Hassa Koo Dopma 3assHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
ro 3acTocyBaHHA LA peecTpadujiiHoro
«340POB’A NnocBifAYeHHs)
» (3rigHO Hakasy
MO3 Big
23.07.2015 Ne
460)/ Takox
BHOCUTbCS

pepakuiiHe
YTOUYHEHHS Ha
TUTYNbHIl
cTopiHUi MKA
CTOCOBHO
NpV3HaYeHHN
cybceTaHLUil, a
came 3a3HayeHo
B pejakuii
3riHO
PeecTtpauiinHoro
NoCBigYEHHS
cybcTaHLii.
3arBepaKeHo:
MK#A -
TUTYJIbHA
CTOPIHKA -
KpucTaniyHui
MOPOLLIOK
(cybeTaHuin) y
noABIHNX
nonieTNeHoBux
nakeTax gns
BMPOGHMLITBA
CTepUNbHUX Ta
HecTepuIbHNUX
NiKapCbKnX
dhopm
3asBHUIK,
KpaiHa:
ToBapucTsO 3
06MEXEHOI0
BiANOBiAA/IbHICT
10
«dapmaLeBTUYH

a KoMnaHis
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

«3[0poB'A»,
YKpaiHa -
3anponoHoBaHo:

MK#A
TUTYNIbHA
CTOPIHKA -
KpucTanivyHuii

MOPOLLIOK
(cybcTaHuis) y
noAgiliHMx
nonieTuIeHoBmX
nakeTtax gns
hapMaLeBTUYHO
ro 3aCTOCYBaHHS
- 3aBHUK,
KpaiHa:
TOBAPUCTBO
3
OBMEXEHORO
BIAMOBIOANBH
ICTIO
«KOPMNOPALIA
«300POB'A»,
YkpaiHa

301.

TOPACEMIA-
TEBA

torasemide

Topacemig

CO3CA0
4

Tabnetku no 5
mr, no 10
Tabnetoky
6nictepi; no 2
a6o 3 6nictepu
Y KapTOHHiIl
KopooLi

TOB «TeBa
YkpaiHa»

YkpaiHa

MNIBA
XpBarcka
4.0.0.

Xopsaris

BHECEHHS 3MiH
o
peecTpauiiHnx
mMartepianis:
3MiHn | Tuny -
3MiHK Wopao
6e3nekn/edekTn
BHOCTI Ta
chapmakoHarnag,
y (iHLWi 3MiHK)
OHOBEHO TEKCT
MapKyBaHHs
nepBUHHOI Ta
BTOPUHHOT
ynaxkoBKm
nikapcbKoro
3acoby.
BBefeHHA 3MiH

3a
peyenmom

UA/10754/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
NpOTAroM 6-Tn
MicaLiB nicns
3aTBEPLKEHHS
302. TOPACEMIA- torasemide Topacemig | CO3CAO | Ttabnetku no 10 TOB «TeBa YkpaiHa MNIBA Xopsaris BHECEHHS 3MiH 3a UA/10754/01/02
TEBA 4 mr, no 10 YKpaiHa» Xpsarcka 0o peyenmom
Tabnetok y 4.0.0. peecTpauiiHnx
6nicTepi; no 2 mMartepianis:
a6o 3 6nictepu 3MiHu | TUny -
Y KapTOHHiIl 3MiHn Wwopo
Kopoo6Li 6e3nekn/edextu
BHOCTI Ta
hapmakoHarnag,
y (iHLWi 3MiHK)
OHoBNEHO TeKCT
MapKyBaHHs
nepBuHHOI Ta
BTOPUHHOI
ynakoBKM
nikapcbKoro
3acoby.
BBefeHHs 3miH
NpOTAroM 6-Tu
MicaLiB nicns
3aTBEPKEHHS
303. TPAMALON tramadol Tpamagon | NO2AX0 | po3yuH ons AT Natsis BCi cTagii CnoBayuunHa BHECEHHS 3MiH 3a UA/16468/01/01
KAJLUEKC y 2 iH ek, 100 "Kanuexc" BVMPOGHNYOTO / NatBis no peyenmom
rigpoxnop Mr/2 M1; no 2 mn npouecy, Kpim peecTpauinHmx
ng, B amnyni; no 5 BUNYCKY cepii: mMartepianis:
amnyny XBM ®apma 3MiHn | TUny -
KOHTYPHIl c.p.o., 3MiHM 3 SKOCTI.
YapyHKOBIli CnoBayyunHa; CepTudpikar
ynakosLi Bignosigae 3a signosigHocTi/l"
(niggoHi); no 2 KOHTPO/Ib E-cepTudikat
abo no 20 cepii/sBunpoby BiANOBIAHOCTI
KOHTYPHMUX BaHHS: €Bponeiicbkili
YapyHKOBMX AT "I'piHgekc”, cthapmakonei/Mo
yNakoBOK Narsig; Horpadii.
(nippoHis) B BUPOGHMK, MogaHHA HOBOrO
nauui 3 KapToHy KNI ab0 OHOBJ/IEHOTO
Bignosigae 3a cepTudpikara
BUMYCK Cepii: BiANOBIAHOCTI
AT "Kanuekc", ab0 BUYYEHHS
JNlatBisg cepTuduikata




Koo

Popma

3asaBHuUK
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Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa

npoyedypa

Ymosu
BionycKy

Peknamys
aHHS**

Howmep
peecmpayiiiHo
20
nocsi0oYeHHs

Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HenameHmos
aHa Ha3sa*

Hassa
diroyor
peqyosuHU

ATX

BUMYCKY
(nikapcbka
4)0pMal
ynakoska)

BiANOBIAHOCTI
€sponencbkili
thapmakonei:

ana A®l; ans
BUXIAHOIO
maTepiasny/pear
EeHTY/NMpoMiXXHOT
0 MpOAYKTY, W0
BUKOPUCTOBYIOTb
cay
BUPOGHULTBI
A®I; ans
[OMNOMDKHOI
peyoBUHM
(cepTucpikat
BifJNOBIAHOCTI
€Bponeiicbkili
thapmakonei) -
OHOB/EHMIA
cepTudikar Big
yxe
3aTBEpPKEHOTO
BUPOGHMKa.
MogaHHs
OHOBJ/IEHOTO
cepTudcikaty
BiAANOBIAHOCTI

€Bponencokili
papmakonei Ne
R1-CEP 2007-
129 — Rev 07
(3aTBEpPAXKEHO:
R1-CEP 2007-
129 — Rev 06)
ans pitoyoi
peyoBuHN
Tramadol
hydrochloride
Bi,lJ, BXe
3aTBEPIXEHOr0
BMpOOHUKa
Aragen Life

Sciences Private
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
Limited. 3miHn |
TMny - 3MiHu 3
AKOCTI.
CepTtudikar
BignosigHocTi/l

E-cepTudikar
BignoBiAHOCTI
€Bponeiicbkili
thapmakonei/mMmo
Horpadii.
MogaHHA HoBOIO
abo OHOB/IEHOTO
cepTudpikata
BiANoBIAHOCTI
ab0o BUNyYEHHSA
cepTudpikata
BiANoBIAHOCTI
€Bponeichbkiin
thapmakonei:
ana A®l; ona
BUXIAHOTO
marepiany/pear
EeHTY/NpOMKHOT
0 NPOAYKTY, LU0
BUKOPWCTOBYIOT!
cay
BMPOOHMULITBI
A®l; ana
[ONOMDKHOT
peyoBUHN
(ceptudpikat

b

BiANoBIAHOCTI

€Bponeichbkiin
thapmakoner) -

OHOBNEHWiA
cepTudikaT Big
yxe
3aTBEPKEHOr0

BMPOGHMKA.

MopaHHA

OHOBJ/IEHOTO
ceptudpikaty

BignoBiAHOCTI
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
€Bponeiicbkili
thapmakonei Ne

R1-CEP 2007-
129 — Rev 08
ans pitoyoi
peyoBuHN
Tramadol
hydrochloride
Bif BXe
3aTBEPAKEHOr0
BUPOGHMKA,
KNI 3MIHVB
Ha3By 3 Aragen
Life Sciences
Private Limited
Ha Aragen Life
Sciences
Limited.
3MiHu | TNy -
3MiHM 3 KOCTi.
CepTtudikar
BignosigHocTi/l
E-cepTudikar
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/mMo
Horpadii.
MNopaHHA HoBOrO
ab0 OHOBJ/IEHOrO
ceptuddikata
BignoBiAHOCTI
a60 BUYYEHHSA
ceptuddikata
BignoBiAHOCTI
€Bponeiicbkili
thapmakonei:
ona A®l; ona
BUXIAHOIO
martepiany/pear
EeHTY/NMpoMiXXHOT
0 NPoAyKTy, WO
BMKOPUCTOBYIOTb

cay




565

Bupo6HuK

KpaiHa

Peecmpayitina

Ymosu

Peknamys

Homep

Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUIYCKY
(nikapcbka
c¢hopma,
ynakoska)

3asaBHuUK

KpaiHa
3asiBHUKa

BUPOGHUKa

npoyedypa

BMPOOHNLITBI

BionycKy

aHHST**

peecmpayitiHo
20
nocsi0oYeHHs

A®I; ana
[L0NOMiXHOT
PEYOBMHN
(cepTudpikar
BiANOBIAHOCTI
€sponencbkili
thapmaxkoner) -
OHoBneHuii
cepTudikar Big
yxe
3aTBEePPKEHOrO
BUPOOGHMKA.
MopaHHsA
OHOBJ1EHOTO
cepTudikarty
BifNOBIAHOCTI
€Bponeicbkii
thapmakonei Ne
CEP 2007-129 -
Rev 09 ans
nitoyoi
PeYoBMHN
Tramadol
hydrochloride
Bifl BXe
3aTBEePPKEHOrO
BUPOGHMKa
Aragen Life
Sciences
Limited. 3MiHn |
TIny - 3MiHu 3
AKOCTI.
CepTtuddikat
BignosigHocTi/l
E-ceptudpikar
BifJNOBIAHOCTI
€sponencbkili
thapmakonei/mo
Horpadii.
MoAaHHA HoBOro
a60 OHOB/IEHOTO

cepTudikata
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BignoBiAHOCTI
a60 BUNYYEHHSA
ceptuddikata
BignoBiAHOCTI
€Bponeiicbkili

thapmakonei:
ona A®l; ona
BUXIAHOIO
martepiany/pear
EeHTY/NMpoMiXXHOT
0 NPoOAYyKTy, WO
BUKOPWCTOBYIOTb
cay
BMPOOHULITBI
A®I; ona
[0NOMDKHOT
peyoBUHN
(ceptudhikat
BignoBiAHOCTI
€Bponeiicbkili

Hoswit

HOBOrO
BMPOGHUKaA

nito4oi

thapmakoner) -

cepTuaikaT Big

(3amiHa abo
[0MNOBHEHHS)
nofaHHA HOBOTO
ceptudikaTy
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei No.
CEP 2013-320 -
Rev 02 ans

peyoBUHN
Tramadol
hydrochloride
Bifi HOBOrO
(mopatkoBoro)
BMpOOHUKa
EMNAR

PHARMA
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
PRIVATE
LIMITED, IHgjs.
3MiHn | Tuny -

3MiHUM 3 AKOCTi.
A®I. KoHTponb
Adl. 3miHa y
napameTpax
cneuudikayii
Ta/abo
[0MyCTUMMX
MeXx,
BM3HAYEHNX Y
cneuudikauisix
Ha A®l, abo
BWXigHWA/NPOMiI
XHUIA
npoaykT/peareH
T, WO
BUKOPWCTOBYIOTb
cA 'y npoueci
BMPOGHMLITBA
AdI
(4ONOBHEHHSA
cneumdikauii
HOBUM
NOKa3HNKOM
AKOCTI Ta
BignoBiAHUM
MeToAoM
BMNPOOYBaHHS)
[OMOBHEHHSA
cneuudikawii
ans gioyoi
peyoBnHN
Tramadol
hydrochloride
HOBUM
NOKa3HNKOM
SAKocTi Impurities
1,2-
Dibromoethane)
NMT 2 ppm 3

BignoBigHUM
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
MeToA0M

BUNPOGYBaHHSA Y
BignoBigHOCTI A0
Bumor CEP Big
HOBOrO
BMPOGHUKA
EMNAR
PHARMA
PRIVATE
LIMITED, Ingis.
3MiHu | TvnYy -
3MiHU 3 SKOCTI.
A®I. KoHTponb
AD|. 3miHa y
napameTpax
cneuudikayii
Ta/abo
LOMyCTUMMX
Mex,
BU3HAYEHNX Y
cneumgikavisx
Ha A®l, abo
BUXifgHWA/NpOMi
XKHU
npoaykT/peareH
T, Wo
BUKOPWCTOBYIOTb
cA 'y npoueci
BUpOBGHULTBA
Ad|
(BONOBHEHHSA
cneuudikawii
HOBUM
MOKa3HNKOM
SAKOCTi Ta
BiANOBIAHUM
MeTOoA0M
BUNPOBYBaHHSA)
[OMOBHEHHS
cneuudikauii
ans pitoyoi
peyoBUHN

Tramadol
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
hydrochloride
HOBUM
NOKa3HNKOM
akocTi Impurities
Isopropyl
chloride - NMT
70 ppm 3
BigNoBiAHUM
MEeToA0M

BMNPOGYBaHHA y
BignosigHOCTI A0
sumor CEP Big
HOBOrO
BMpOOHUKaA
EMNAR
PHARMA
PRIVATE
LIMITED, IHgjs.
3MiHu | TNy -
3MiHM 3 SIKOCTI.
A®I. KoHTpO/b
A®l. 3miHa y
napameTpax
cneuudikawi
Ta/abo
[0MyCTUMMX
MeXx,
BU3HAYEHNX Y
cneuudgikavisx
Ha A®l, abo
BWXigHWA/NpOMi
XKHUIA
npoaykt/peareH
T, Wo
BUKOPVCTOBYIOTb
€Ay npoueci
BMPOGHMLITBA
AdI
(AONOBHEHHS
cneuudikauii
HOBUM
NOKa3HNKOM

SKOCTi Ta




3asaBHuUK
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KpaiHa

Bupo6HuUK

KpaiHa

PeecmpayitiHa
npoyedypa

Ymosu
BionycKy

Peknamys
aHHST**

Homep
peecmpayitiHo
20

Ne n/n

Hassa
JliKapcbKo20
3acoby

Hassa
diroyoi
peqyosuHU

MixxHapoOHa
HernameHmos
aHa HasBa*

Koo
ATX

®opma
BUIYCKY
(nikapcbka
popma,
YnaKosKa)

3asiBHUKa

BUPOGHUKa

BiNOBIgHUM
MeToz0M

nocsi0oYeHHs

BMNPOOYBaHHS)
[OMOBHEHHS
cneuudikawii
ans pitoyoi
peyvoBUHN
Tramadol
hydrochloride
HOBUM
NOKa3HUKOM
skocTi Residual
solvents -
toluene- NMT
890 ppm 3
BiNOBIgHUM
METO0M
BUMPOOYBaHHA y
BignoBigHOCTI 40
Bumor CEP Big,
HOBOrO
BMPOGHUKa
EMNAR
PHARMA
PRIVATE

3MiHun | TNy -
3MiHM 3 SKOCTI.

Adl. 3miHa y
napameTpax
cneuudikayii
Ta/abo
[0MyCTUMNX
Mex,

LIMITED, Ingis.

A®I. KoHTponb

BU3HAYEHUX Yy
cneuudikauisix
Ha A®l, abo
BUXigHWIA/NpoMmi
XKHWI
npoaykt/peareH
T, WO

BMKOPUCTOBYHOTb
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

cA 'y npoueci
BMpO6GHULTBA
Ad|
(BONOBHEHHSA
cneuudikawii
HOBUM
MOKa3HNKOM
SAKOCTi Ta
BiANOBIAHUM
MeTOoA0M
BUNPOBYBaHHSA)
[OMNOBHEHHSA
cneuudikauii
ans pitoyoli
peyoBuHN
Tramadol
hydrochloride
HOBUM
MOKa3HNKOM
akocTi Residual
solvents - 2-
propanol - NMT
5000 ppm 3
BiANOBIAHUM
MeTOoA0M
BUNPOGYBaAHHSA Y
BignoBigHOCTI A0
Bumor CEP Big
HOBOrO
BMPOGHUKA
EMNAR
PHARMA
PRIVATE
LIMITED, Ingis.
3MiHu | Tvny -
3MiHU 3 SKOCTI.
A®I. KoHTponb
ADl. 3miHa y
napameTpax
cneuudikayii
Ta/abo
[0NyCTUMMX
Mex,
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BU3HAYEHNX Y

cneuudikavisx
Ha A®l, abo
BWXigHWA/NpOMi
XHUIA
npoaykt/peareH
T, Wo
BUKOPVCTOBYIOTb
€Ay npoueci
BMPOGHMLITBA
AdI
(AONOBHEHHS
cneuudikauii
HOBUM
NOKa3HNKOM
AKOCTi Ta
BigNoBiAHUM
MeToA0oM
BMNPOOYBaHHS)
[OMOBHEHHS
cneumdikauii
ans pitoyoi
peyoBUHN
Tramadol
hydrochloride
HOBUM
NOKa3HNKOM
akocTi Residual
solvents -
benzene NMT 2
ppm 3
BigNoBiAHUM
MeToA0oM
BMMNPOGYBaHHA y
BignosigHOCTI A0
sumor CEP Big
HOBOrO
BMpOOHUKaA
EMNAR
PHARMA
PRIVATE
LIMITED, IHgjs.
3MiHu | TNy -
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
3MiHU 3 SKOCTi.
CepTucpikat

BignosigHocTi/l"

E-cepTudikar

BiANoBIAHOCTI

€Bponeichbkiin
hapmakonei/mo
Horpadii.
MogaHHA HoBOTO
abo OHOBIEHOTO
cepTudpikara
BiANOBIAHOCTI
abo BUNyYeHHs
cepTudpikara
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei:
ansa A®l; gna
BUXiQHOIO
marepiany/pear
EeHTY/MpoMiXHOr
0 NPOAYKTY, WO

BVWKOPUCTOBYHOTb

cay
BMPOOHNLITBI
A®I; ana
[0NOMDKHOT
peyoBnHN
(cepTudhikat

yxe

OHOBJ/1EHO

BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei) -
OHoBREeHWi
cepTtudikaT Big,

3aTBEpPKEHOTO
BMPOGHMKa.
MopjaHHA

ro

cepTudpikaty
BiANoBIAHOCTI
€Bponeichbkiin

chapmakonei Ne
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
CEP 2007-129 —
Rev 10 ansa
nito4oi
peyoBnHN
Tramadol
hydrochloride
Bif, BXe
3aTBEPXEHOr0
BMPOGHUKA
Aragen Life
Sciences
Limited.
304. TPAYME/b C - Achillea - Masb no 50 r Bionoriwe HimeuumnH Bionoriwe HimeyunHa BHECEHHS 3MiH 6e3 UA/5934/01/01
millefolium abono100ry Xalinbmitre a XalinbMmiTrens no peuyenma
Do, Ty6i; no 1 Ty6i B nb Xeenb Xeenb M'M6X peecTpauiiHnx
Aconitum Kopoo6ui 3 M6X marepianis:
napellus KapTOHY 3MiHu | TUny -
D1, Arnica 3MiHM 3 AKOCTI.
montana loToBMiA
D3, Atropa nikapcbkuii
bella- 3aci6. KoHTposnb
donna D1, roToBOro
Bellis nikapcbKoro
perennis 3ac006y (iHLui
Do, 3MiHW) 3MiHV B
Calendula MKA N13 B
officinalis Creundikauii Ta
Do, MeTopax
Echinacea KOHTPONI0, &
DO, came BHeCEHHsI
Echinacea pepakuiiHnx
purpurea npaBoK Ta
Do, BUNpaB/ieHHA
Hamameli TEXHIYHOT
s NOMUIIKM 3a
virginiana NMOKa3HNKOM
DO, Hepar «Bwmict
sulfuris eTaHosny».
D6,
Hypericum
perforatum
D6,

Matricaria
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
recutita
DO,
Mercurius
solubilis
Hahnema
nni D6,
Symphytu
m
officinale
D4
305. TPUHOMIA® atorvastatin, Kucnora C10BX0 | kancynu TBepfi deppep Icnanis deppep Icnanis BHECEHHS 3MiH 3a UA/15408/01/01
acetylsalicylic aueTwnica 6 no 100 mr/20 IHTepHaujoH IHTepHauioHan 4o peyenmom
acid and niunnosa, Mmr/10 mr; no 7 anb, C.A. b, C.A. peecTpauiiHnx
ramipril aTopBacTa Kancyny mMartepianis:
TUH, 6nictepi; no 4 [oToBUIA
paminpun 6nictepu B nikapcbknii
KapTOHHii 3aci6. KoHTposb
Kopoo6Li roToBOro
nikapcbKoro
3aco6by (iHLwi
3MiHW).
BuknageHHs
MKA
nikapcbkoro
3acoby
TpVHOMIA®,
Kancynu Teepgi
no 100 mr/20
Mmr/10 mr
YKpaiHCbKOIo
MOBOO Ta
BHECEHHS
pefakuiiHnx
npaBoK.
306. TPUHOMIA® atorvastatin, Kucnota C10BX0 | kancynu TBepai deppep IcnaHis deppep IcnaHis BHECEHHS 3MiH 3a UA/15409/01/01
acetylsalicylic auetunca 6 no 100 mr/20 IHTepHaLioH IHTepHauioHan 0o peyenmom
acid and niunnosa, Mmr/5 mr; no 7 anb, C.A. b, C.A. peecTpauiiHnx
ramipril aTopBacTa Kancyny marepianis:
TWH, 6nictepi; no 4 3MiHu | TUny -
paminpun 6nictepu B 3MiHM 3 AKOCTI.
KapPTOHHIi roToBwuiA
KopoobUi nikapcbknii

3aci6. KoHTposib
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

roToBOro
nikapcbKoro
3ac006y (iHLi
3MiHN).
BuknageHHs
MKSA
nikapcbKoro
3acoby
TpyHOMISA®,
Kancynv TBepgi
no 100 mr/20
Mmr/5 mr
YKpaiHCbKOIo
MOBOIO Ta
BHECEHHS
pefakuinHmx
npaBoK.

307.

TPUHOMIA®

atorvastatin,

acetylsalicylic
acid and
ramipril

kucnora
auetunca
niunnosa,
aropsacTta
TUH,
paminpun

C10BX0
6

Kancynu Teepgi
no 100 mr/20
Mmr/2,5 mr; no 7
Kancyny
6nicTepi; no 4
6nictepu B
KapTOHHIN
Kopoo6Li

deppep
IHTepHaLjioH
anb, C.A.

IcnaHis

deppep
IHTepHauioHan
b, C.A.

IcnaHis

BHECEHHS 3MiH
ao
peecTpauiiHnx
marepianis:
3MiHu | Tuny -
3MiHM 3 SKOCTi.
loToBMiA
nikapcbknii
3aci6. KoHTposb
roToBOro
nikapcbKoro
3aco6by (iHLwi
3MiHW).
BuknageHHs
MKA
nikapcbkoro
3acoby
TpVHOMIA®,
Kancynu Teepgi
no 100 mr/20
Mr/2,5 mr
YKpaiHCbKOIo
MOBOO Ta
BHECEHHS
pefakuiiHnx
npaBoK.

3a
peyerimom

UA/15410/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
308. YNCAPVH acetylsalicylic augetunca | NO2BA5 | Ttabnetku YMNCA CAC ®paHuis YMNCA CAC ®paHuis BHECEHHS 3MiH 6e3 UA/7598/01/01
YMCA 3 acid, nignnosa | 1 wmnydi; no 10 no peuyenma
BITAMIHOM C combinations KUCnora, TabneTtok y Tyo6i; peecTpavinHmx
excl. acKopGiH no 1 a6o 2 tybu marepianis:
psycholeptics oBa Y KapTOHHiii YTOUHEHHSA
Kucnota Kopoobui HanucaHHs
(BiTamMiHC Aitouoi
) peyoBUHU B
Hakasi MO3

YKpaiHu Ne 523
Bif, 21.04.2026
B npoueci
BHECEHHSA 3MiH
(3MiHn | TMNY -
3MiHM 3 AKOCTI.
AdL.
CtabifibHICTb.
3miHa nepiogy
NOBTOPHMX
BUNpobyBaHb/ne
piogy
36epiraHHsa abo
YMOB 36epiraHHs
AdI (3a
BiACYTHOCTI y
3aTBEPAKEHOMY
Jile[e>
cepTudpikata
BiANoBIAHOCTI
€Bponeichbkiin
hapmakoneli, wo
BKJ/1IOYAE nepiog,
NMOBTOPHOTO
BMNPOOYBaHHS)
(iHLWi 3MiHN) -
MpuBepeHHs
BHYTPILLHBOrO
nepiogy
NMOBTOPHOTO
BMNPOGYBaHHSA
Ad|
aueTunicaniumno
Ba KVCN0Ta, Wo
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
3aCTOCOBYETLCA

UPSA (1 pik), ¥
BIANOBIAHICTb A0
3aTBEPAKEHOro
Ta
3apeecTpoBaHor
o CEP Ne R1-
CEP 2001-292-
Rev 04,
BMpOGHUMKa AdDI
Bayer Hispania,
S.L., aKnii
BCTaHOB/IIOE
niATBEPIXEHWIA
re-test period 24
Micaui. 3miHm |
TMny - 3MiHu 3
akocTi. AdL.
CTabiNbHICTb.
3miHa nepiogy
NOBTOPHMX
BMnNpobyBaHb/ne
piogy
36epiraHHsa abo
YMOB 36€epiraHHs
Al (3a
BiACYTHOCTI y
3aTBepKEHOMY
[ocbe
ceptuddikata
BignoBiAHOCTI
€Bponeiicbkili
thapmakonei, Lo
BK/1OYAE Nepiog,
NOBTOPHOTO
BMNPOOYBaHHSA)
(iHWi 3MiHW) -
MNpvBeneHHA
BHYTPILLHBOrO
nepiogy
NOBTOPHOTO
BMNPOGYBaHHSA
AdI
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
yrnakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

aueTtuncaniyuno

Ba KMCMoTa, Lo
3aCTOCOBYETLCA
UPSA (1 pix), y

BiANOBIAHICTb A0

3aTBEPAKEHOr0
Ta

3apeecTpoBaHor

0 CEP Ne R2-
CEP 1993-007-
Rev 06,
BMpO6HUMKa API
Novacyl, sknii
BCTaHOB/IIOE
niaTBEPIAKEHWNIA
re-test period 3
poku). Pepakuis
B Hakasi -

aueTtuncaniyuno

Ba Kucnota.

BipHa pegaxkuis

aueTuncaniuymn

OBa Kucnora,
ackop6iHoBa
Kucnorta
(BiTamiHC).

309.

YPCOCAH®

ursodeoxychol
ic acid

Ypcopeok
cuxonesa
Kucnora

AO05AAQ
2, AO5B

Kancynum no 250
mr, no 10 kancyn
y 6nictepi; no 1
abo 5, a6o 10
6nictepiB y
KapTOHHIN
Kopoo6Li

MPO.MEA.L,
C Mpara a.c.

Yecbka
Pecny6nik
a

BCi cTagii
BMPOGHULTBA,
KOHTPO/Ib
AKOCTI Ta
BMNYCK cepil:
MPO.MEA.LIC
Mpara a.c.,
Yecbka
Pecnyb6nika;
NepBUHHE |
BTOPWHHE
nakyBaHHs:
CBYC dapma
a.c., Yecbka
Pecnyb6nika;
NEPBUHHE i

Yecbka
Pecny6nika/
Cnosaubka
Pecny6nika

BHECEHHS 3MiH
no
peecTpavinHmx
mMartepianis:
3MiHu | TUny -
3MiHM 3 AKOCTI.
A®I. KoHTponb
Adl. 3miHa y
mMeToAax
BMNPOGYBaHHSA
Adl abo
BUXiAHOTO

marepiany/npom

KHOro

npoaykTty/peare

HTY, WO

3a
peyenmom

UA/3636/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BTOPVIHHE BMKOPWCTOBYETb
nakyBaHHs: cA 'y npoueci
KOO®APMA BMPOGHMLTBA
c.p.o., Yecbka A®I| (He3HauHI
Pecnyb6nika; 3MiHW Y
KOHTPO/Ib 3aTBEPIXKEHNX
akocTi: A/IC mMeToaax
Yecbka BUNPOBYBaHHS) -
Pecnyb6nika,
c.p.o., Yecbka He3HauHi 3MiHn
Pecny6nika; B MeToji
nepBuHHe Ta BUNPOBYBaHHS
BTOPUHHE nitoyoi
nakyBaHHs1, peyoBUHN
BVMPOGHMLTBO Ursodeoxycholic
"in bulk", acid B1po6H1Ka
KOHTPO/b N3 3a
cepii: CaHeka NOKa3HNKOM
dapmacbloThK «3aLLKOBI
ansa.c., KiNbKOCTI
Cnosaubka opraHiyHux
Pecny6nika PO3YMHHNIKIB —
[a3oBa
XpomaTorpacisi»

. BBeaeHHs 3miH
NpoTArom 6-Tn
MicsauiB nicns

3aTBEPMKEHHS.
3MiHu | TNy -
3MiHM 3 AKOCTI.

A®I. KoHTponb
AD|. 3miHa y

mMeTofAax
BMNPOGYBaHHSA
Adl abo
BUXIAHOTO
marepiany/npom
DKHOro
npoaykTty/peare
HTY, WO
BMKOPWUCTOBYETH
€Ay npoueci
BMPO6GHMLTBA
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

A®I| (He3HauHI
3MiHW Y
3aTBEPAXKEHNX
mMeToaax
BUNPOBYBaHHS) -
BHECEHHS
He3HaYHMX 3MiH
[0 metony
KOHTPOO Ans
njtoyoi
peyoBUHN
Ursodeoxycholic
acid 3a
NOKa3HNKOM
«CynposigHi
[LOMILLKM
Jomiwkn C
(Lithocholic
acid)» meTon
TLC, Bif
BMpOGHWKa MN3.
BBegeHHs 3MiH
NpoTArom 6-tn
MicsauiB nicns
3aTBEPMKEHHS.
3MiHu | TNy -
3MiHM 3 AKOCTI.
loToBMiA
nikapcbkuii
3aci6. KoHTponb
L0MOMIDKHUX
peyoBUH (iHLUI
3MiHM) -
BHECEHHSA
KOPEKTOPCbKNX
npaBoK B po3g4in
3.2.P.4, a came
BUMpPaBEHHS
TEeXHIYHNX
NoOMUWIOK Ta
[ofaHHsA
aKTyaslbHUX
AaHnX
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BBegeHHs 3MiH
NpoTArom 6-Tn
MicsauiB nicns
3aTBEPMKEHHS.
3MiHu | TNy -
3MiHM 3 AKOCTI.
loToBwiA
nikapcbkuii
3aci6. Cuctema
KOHTeliHep/3aKy
noproBasibHWiA
3aci6 (iHwi
3MiHW) -
OHOB/IEHHS
iHchopmauii,
npeacTaseHol
B po3ini
3.2.P.7., acave
BHECEHHSA
KOPEKTOPCbKUX
npaBoK,
fofaHHsA
3arasibHol
iHdpopmauii
oo
nakyBaHHs
HaniBnNpoaykTy
bulk, a Takox
YTOYHEHHS
Ha3BuW Ta
HOpPMyBaHHS
NnoKasHUKiB
cneumdikauii
BXigHOro
KOHTpO/I0
nakyBasIbHUX
marepianis Ak
Hacnigok,
BHECEHO

BiANOBIAHI 3MiHK

Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
(cepTudpikaris
TSE/BSE) B
po3gin 3.2.A.2
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
B po3gin 3.2.P.8.
CTabinbHICTb.
MpuBepeHHAa y

BiANOBIAHICTb A0

marepianis
BMPOGHMKA.
BBegeHHs 3MiH
NpoTArom 6-Tn
MicsauUiB nicns
3aTBEPMKEHHS.
3MiHu | TNy -
3MiHM 3 AKOCTI.
CepTtudikar
BignosigHocTi/l
E-cepTudikar
BignoBiAHOCTI
€Bponeiicbkili

Horpadpii.
cepTudpikata
BiANoBIAHOCTI

cepTudpikata

thapmakonei/mo

MogaHHA HoBOrO
abo OHOB/IEHOTO

abo BUNyYeHHs

BiANoBIAHOCTI
€Bponeichbkiin
hapmakonei:
ana A®l; ana

BUXIAHOTO
marepiany/pear
EeHTY/NpoMiXXHOT
0 MPOAYKTY, WO

BVUKOPUCTOBYHKTb

cay
BMPOOHMULITBI
A®l; ana
[ONOMDKHOT
peyoBuHN
(ceptudpikat
BiANoBIAHOCTI
€Bponeichbkiin

chapmakonei) -
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
OHOBREHWi
cepTuaikaT Big
yxe
3aTBEPAKEHOro
BMPOOHUKA -
nogaHHa
OHOBJIEHOr0

cepTudpikara
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei Ne
CEP 2005-198 -
Rev 07
(3aTBEpPAXKEHO:
R1-CEP 2005-
198 - Rev 06)
ans pitoyoti
pPeyoBUHN
Ursodeoxycholic
acid Big Bxe
3aTBEPKEHOr0
BMpo6HMKa ICE
S.P.A. Reggio
Emilia
BBegeHHs 3MiH
NpoTArom 6-Tn
MicsauiB nicns
3aTBEPMKEHHS.
3MiHu | TNy -
3MiHM 3 AKOCTI.
CepTtudikar
BignosigHocTi/l
E-cepTudikar
BignoBiAHOCTI
€Bponeiicbkili
thapmakonei/mo
Horpadpii.
MogaHHA HoBOrO
abo OHOB/IEHOTO
cepTudpikata
BiANoBIAHOCTI
abo BUNyYeHHs
cepTuduikara
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

BignoBiAHOCTI

€Bponeiicbkili

thapmakonei:

ona A®l; ona

BUXIAHOIO

martepiany/pear
eHTY/MpOoMiXHOT
0 NpoAykTy, Lo
BUKOPWCTOBYIOTb

cay
BMPOOHULITBI
A®I; ana
[0NOMDKHOT
peyoBUHN
(ceptudhikat
BignoBiAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBNEHWIA
cepTuaikaT Big
yxe
3aTBEPAKEHOro
BMPOOHUKA -
nofaHHs
OHOBJIEHOr0
cepTudpikara
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei Ne
CEP 2018-115-
Rev 01
(3aTBEpPAXKEHO:
R1-CEP 2018-
115-Rev 00) gns
nito4oi
peyoBUHN
Ursodeoxycholic
acid Big Bxe
3aTBEPKEHOr0
BMPOGHUKa
PharmaZzell
GmbH,

HimeyuunHa y
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(India) Private
Ltd, IHgis (MKA
N13 0001).
BBegeHHs 3MiH
NpoTArom 6-tn
MicsauUiB nicns
3aTBEPMKEHHS.
3MiHu | TNy -
3MiHM 3 AKOCTI.
A®I. KoHTponb
AD|. 3miHa y
napameTpax
cneuudikayii
Ta/abo
[0MyCTUMMX
Mex,
BU3HAYEHNX Y
cneumgikavisx
Ha A®l, abo
BUXigHWA/NpOMI
XKHU
npoaykT/peareH
T, WO
BUKOPWCTOBYIOTb
cs 'y npoueci
BUpOBGHULTBA
A®| (BUAYyYEHHSR
He3HayHoro
nokasHuka
AKOCTI
(Hanpwvknag
BUTYYEHHS
3acTapinoro
noKasHuka)) -
BWU/TyYEHHS i3
cneumdikauii

KOHTPOJ110 AKOCTI

Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
3B'A3KY 3
[oAaBaHHAM
a1bTepHaTUBHOT
BMPOBHUYOI
LinbHUL -
Pharmazell
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
njtoyoi
peyoBUHN
Ursodeoxycholic
acid 3acrtapinoro
nokasHuka
SAKOCTi «BavKki
MeTann»,
OCKiNbK®
BMPOGHUKOM
roToBOro
nikapcbKoro
3acoby
nposefeHa
OujiHKa
€e/1leMEHTHNX
[LOMILLIOK.
BBefeHHs 3MiH
NpoTArom 6-tn
MicsiB micns
3aTBEPKEHHS.
310. DPAMOTUANH famotidine thamoTuan - KpucTanivyHmim TOBAPUCT YkpaiHa INKA IHAis BHECEHHS 3MiH - UA/17264/01/01
H nopoLuok abo BO 3 NNABOPATOPI no
Kpuctanu OBMEXEH 3 NIMITEL peecTpauiiHnx
(cybeTaHuin) y (e]}0) mMartepianis:
nonieTuneHoBnx BIAMOBIOA 3MiHa 3asiBHMKa
naketax s NbHICTHO N3 (MIBIM)
hapmaneBTMuHo | «KOPMOPA (BnacHvka
ro 3acToCyBaHHA LA peecTpadujiiHoro
«340POB’A nocBifAYeHHs)
» (3rigHO Hakasy
MO3 Big
23.07.2015 Ne
460)
311. PEMAPA® letrozole netposon LO2BGO | Ttabnetku, BKpUTI Hosapric LLiBefiuapi Bupo6HMLTBO LLiseiiuapisi/ BHECEHHS 3MiH 3a He UA/2721/01/01
4 nniBKOBOO dapwma Al A Hepo3scpacosa ITanisa o peyernmom nionsi2ae
060J10HKOH0, MO HOI NPOAYKLUIT, peecTpauinHmx
2,5 wmr; no 10 nepBrHHa Ta mMartepianis:
Tabnetok y BTOpPUHHA 3MiHn | TUny -
6nictepi; no 3 ynakoBKa, 3MiHM 3 SKOCTI.
6nictepu y KOHTPO/Ib loToBMiA
KapTOHHiiA AKOCTI: nikapcbkuii
KopoobUi HoBapric 3acib.

dapma LTeliH

CTabinbHicThb.
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
Al 3miHay
LBeiiyapis; TepmiHax
Bupo6HuLTBO npugaTHocTi abo
3a NOBHUM ymoBax
LIMKIOM: 36epiraHHs
HoBapric roToBOro
dapma C.n.A,, nikapcbKoro
ITania 3acoby
(3MEeHLIEHHSs
TepMiHy
npuAaTHoOCTI
roToBOroO

nikapcbKoro
3acoby) - Ana
TOProsoi
YNaKoBKM -
3MEHLLEHHS
TepMiHy
npugaTHocTi
N33 5-m po 3-
X POKiB. 3MiHU
BHECEHO B
IHCTpYKLit0 oNns
MeLMYHOro
3aCTOCYyBaHHSA
nikapcbKoro
3acoby y po3gain
«TepMmiH
NpPUAATHOCTI»
(3MEeHLIEHHSs
TepMiHy
nNpUAAaTHOCTI
roToBOroO
nikapcbKoro
3acoby).
BBefeHHs 3miH
NpOTAroM 6-Tn
MicaLiB nicns

3MiHu | Tuny -

[oToBuiA

3aTBEPLKEHHS.

3MiHK 3 SIKOCTiI.

niKapcbknii
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

3aci6. KoHTposnb
roToBOro
nikapcbkoro
3aco06y (iHLui
3MiHM) -
nepeknag MKA
3 pociicbkoi
MOBM Ha
YKpaiHCbKy MOBY
ans
nprvBeAeHHs y
BIANOBIAHICTD i3
BMMOramm
UYMHHOI pefakuii
Hakazy MO3
Ykpainn Ne 426
Bif 26.08.2005,
BK/IOYA0UN
pepakuiHi
YTOUYHEHHS.
BBefeHHs 3miH
NpOTAroM 6-Tn
MicaLis nicns
3aTBEPKEHHS.

312.

DEMIKNIH

dequalinium

LeKBaniHi
10 Xn1opug,

GO1ACO
5

Tabnetkun
BariHanbHi no 10
Mr; 1o 6
Tabnetoky
6nictepi; no 1
6nicTepy B naui
3 KapTOHY

AT
"KUIBCbKW
i
BITAMIHHM
" 3ABOA"

YkpaiHa

AT

"KUIBCbKWI

BITAMIHHUN
3ABOJ"

YKpaiHa

BHECEHHS 3MiH
no
peecTpavinHmx
mMartepianis:
3MiHu | TUny -
AfMiHicTpaTuBHi
3MiHN.
BunyyeHHs
BMPOBHUYOI
LiNbHAL
(BKKOUAOUM
AinbHUUI Ans
Adl,
NPOMIiXHOro
npoaykTy abo
roToBOro
nikapcbKoro
3acoby,
OinbHUUI ons

6e3
peyenma

UA/17193/01/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHA**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

npoBefeHHs
nakyBaHHsl,
BUPOGHMKA,
BiANOBiAaIbHOrO
3a BUNYCK Cepid,
micue
npoBefeHHs
KOHTPOtO cepii)
abo
noctadyasibHuKa
BUXIAHOIO
marepiany,
peareHTy abo
[ONOMDKHOT
PeyoBUHM (AKLLO
3a3HayeHo y
[0CbE)
BunyuyeHHs
BMpOGHUMKa AdDI
[ekBaniHito
xnopug "Olon
S.p.A..", ITanis.
3arBepaeHo:
«Laboratorios
Espinos Y Bofill
S.A. (LEBSA)»,
Icnanis
«Olon S.p.A.»,
ITanis.
3anponoHoBaHo:
«Laboratorios
Espinos Y Bofill
S.A. (LEBSA)»,
IcnaHis

313.

®EHIPAMIHY
MANEAT

Pheniramine

oeHipamiH
y masieat

NOPOLLIOK
(cybeTaHuis) y
noaBiiHNX
nakeTax
nonieTUIeHoBMX
ons
hapmaLeBTUYHO
ro 3aCTOCyBaHHs

TOBAPWUCT
BO 3
OBMEXXEH
folle
BIAMOBIJA
NBHICTIO
«KOPMOPA
s
«3[J0POB'SA

YkpaiHa

Cynpis
NaiicbcaitHe
nra.

IHais

BHECEHHS 3MiH
o
peecTpauiiHnx
mMartepianis:
3MiHa 3asBHUKa
N3 (MIbM)
(BnacHuka
peecTpavuiiiHoro
NocBig4YeHHS)

UA/10364/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
» (3rigHO Hakasy
MO3 Big
23.07.2015 Ne
460).
314. ®EHIPAMIHY Pheniramine heHipamiH - KPUCTaNIYHWIA TOBAPUCT YkpaiHa XAPIKA IHais BHECEHHS 3MiH - UA/16451/01/01
MANEAT y Masieat NOPOLLIOK BO 3 OPAIC no
(cybeTaHuis) y OBMEXXEH MPIBAT peecTpauiiHnx
noAgiliHmnx (e]}0) NIMITEL, mMartepianis:
nonieTuIeHoBMX BIAMOBIOA 3MiHa 3asBHUKa
naketax s NBHICTHO N3 (MIBIM)
hapmaueBTnyHo | «KOPIOPA (BnacHvika
ro 3aCTOCyBaHHs LA peecTpavuiiiHoro
«300POB’'A NocCBiAYEHHS)
» (3rigHO Haka3zy
MO3 Big
23.07.2015 Ne
460).
315. DJIEKAIHIL, flecainide dnekaiHig | CO1BCO | Ttabnetks no 50 CaHpo3 CnoBeHisi BUPOGHMLTBO HimeuyunHa BHECEHHS 3MiH 3a UA/15559/01/01
CAHAO3® y auetar 4 mr; no 10 dapmachbHoTi "in bulk", no peuenmom
Tabnetok y Kans g.4. nakyBaHHs, peecTpauiiHnx
6nictepi; no 3 KOHTPO/b Ta Martepianis:
abo 6, abo 12 BUWMYCK Cepiii: 3MiHu | TUny -
6nictepiB y CanTac 3MiHM 3 AKOCTi.
KapTOHHIN dapma M'm6X CepTtucpikat
Kopoo6Li BignosigHocTi/l
E-cepTudikar
BigMOBIAHOCTI
€Bponeiicbkili
thapmakonei/mo
Horpadii.

MoaaHHA HoBOrO
ab0 OHOBMEHOrO
cepTudpikata
BiANoBIAHOCTI
ab0 BUNyYEHHSA
cepTudpikata
BiANoBIAHOCTI
€Bponeiicbkili
chapmakonei:
ana Aol; ana
BUXifHOrO
martepiany/pear
EHTY/NpoMiXKHOr
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

0 NPOAYKTY, WO
BUKOPWCTOBYIOTb
cay
BMPOOHNLTBI
A®I; ana
[0NOMDKHOT
peyvoBnHN
(cepTudpikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei) -
OHoBREeHWi
cepTtudikaT Big,
yxe
3aTBEPKEHOr0
BMPOGHUKA -
nofaHHa
OHOBJIEHOr0
cepTudpikata
BiANoBIAHOCTI
€Bponeichbkiin
hapmaxkonei Ne
CEP 2013-145-
Rev 02
(nonepegHs
Bepcia R1-CEP
2013-145-Rev
01) ana A®I
donekainigy
auertaTty Big
3aTBEPAKEHOr0
BMpOOHUKa
Maprimed S.A.

316.

®NIEKAIHIL,
CAHA03®

flecainide

conekaiHig
y auetar

C01BCO
4

Tabnetku no 100
mr; no 10
Tabnetok y
6nicTepi; no 3
a6o 6, abo 12
6nictepiB y
KapTOHHil
KopooLi

CaHpo3
dapmacbHoTi
Kans g.4.

CnoseHis

BVPOGHMLTBO
"in bulk”,
nakyBaHHs1,
KOHTPO/b Ta
BUWMYCK Cepiii:
Cantotac
dapma M'm6X

HimeuunHa

BHECEHHS 3MiH
no
peecTpavinHmx
mMartepianis:
3MiHu | TUny -
3MiHM 3 AKOCTI.
CepTudpikar
BignosigHocTi/l
E-cepTudikar
BifNOBIAHOCTI

3a
peyenmom

UA/15559/01/02
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
€Bponeiicbkili
thapmakonei/mo
Horpadii.
MNopaHHA HOBOroO
a60 OHOBNEHOTO

ceptuddikata
BignoBiAHOCTI
a60 BUTyYEHHSA
ceptudikata
BignoBiAHOCTI
€Bponeiicbkili
thapmakonei:
ona A®l; ona
BUXIAHOIO
martepiany/pear
eHTY/MpOoMiXHOT
0 NPOAYyKTY, WO
BUKOPWCTOBYIOTb
cay
BMPOOHULITBI
A®I; ona
[0NOMDKHOT
peyoBUHN
(ceptudhikat
BignoBiAHOCTI
€Bponeiicbkili

OHoBeHWI

yxe

nofaHHs

cepTudikat

Rev 02

thapmakoner) -
cepTuaikaT Big

3aTBEPAKEHOr0
BMPOOHUKA -

OHOBJ/1EHOIro

a

BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei Ne
CEP 2013-145-

(nonepepfHs
Bepcis R1-CEP

2013-145-Rev
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
01) ana A®l
donekainigy
auertaTty Big
3aTBEPAKEHOro
BMpOOHUKa
Maprimed S.A.
317. PJTYKOHA30N fluconazole hnykoHas - KpucTanivyHmi TOBAPUCT YkpaiHa IOKEHHEKC IHais BHECEHHS 3MiH - UA/16616/01/01
on NOPOLLIOK BO 3 NNTABOPATOPI 0o
(cybeTaHuin) y OBMEXXEH 3 NIMITEL peecTpavinHmx
nakertax 3 (]}0) mMartepianis:
nonieTuneHy BIANOBIOA 3MiHa 3asBHUKa
HU3bKOT NbHICTIO N3 (MIbM)
WiNbHOCTI Ansa «KOPIMOPA (BnacHuka
hapmaLeBTUYHO LA peecTpadjiiiHoro
ro 3actocyBaHHs | «30OPOB'A nocBigYeHHs)
» (3rigHO Hakazy
MO3 Big
23.07.2015 Ne
460)
318. PNYUMNHAP® fluocinolone dnyoumHo | DO7ACO | ma3sb, 0,25 mr/r; TOB "BAYLU YkpaiHa dapmsasof MonbLa BHECEHHS 3MiH 3a UA/1720/01/01
acetonide NIOHY 4 no 15 r y Ty6i; XENC €nbtha A.T. 0o peyenmom
aueToHig, no 1 Ty6i B YKPAIHA" peecTpauiiHnx
KapTOHHiiA marepianis:
KopoobUi 3MiHu | TUny -
3MiHM 3 AKOCTI.
CepTtudikar
BignosigHocTi/l
E-ceptudikar
BiANOBIAHOCTI
€Bponeichbkiin
thapmakonei/mo
Horpadii.

MNopaHHA HoBOroO
ab0 OHOBNEHOrO
cepTtudikata
BigMOBIAHOCTI
ab0 BUyYEHHS
cepTtudikata
BigMOBIAHOCTI
€Bponeiicbkili
hapmakonei:
ona Aol; ana
BUXiAHOIO




Koo

®opma

3asaBHuUK
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Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
BionycKy

Peknamys
AHHST**

Howmep
peecmpayitiHo
20
nocsi0oYeHHs

Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HernameHmos
aHa Ha3sa*

Hassa
diroyoi
peqyosuHU

ATX

BUIYCKY
(nikapcbka
470pMal
ynakoska)

marepiasy/pear
EeHTY/NpoMiXXHOT
0 NPOAYKTY, L0

BUKOPWUCTOBYIOTb
cay
BUPOGHULTBI
A®l; ona
[OMNOMIKHOI
pevoBUHN
(cepTuchikat
BiANOBIAHOCTI
€Bponelicbkilt
thapmaxoner) -
OHoB/EHW
cepTudikaT Big
yXe
3aTBEpPKEHOr0
BMPOGHUKA -
noAaHHs
OHOB/IEHOTO
cepTudpikaty
BifJNOBIAHOCTI
€Bponeicbkiii
thapmakonei
CEP 2004-103-
Rev 03 gjtouoi
pevoBUHN
dh1yOLIMHONOHY
aueToHiay Big
BXE
3aTBEp/KEHOr0
BUPOGHMKa
FARMABIOS
S.p.A B 3B'3KY
TWM, L0 AaHi
woAo

[OO0MNOBHEHO

3

BUPOOHWKIB ADI

SPOR ORG ID
Ta SPOR LOC
ID HoMepamu
(3aTBEpAKEHO!

R1- CEP 2004-
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
103-Rev 02;
3anponoHOBaHO:
CEP 2004-103-
Rev 03)
319. DITYUNHAP® fluocinolone dnyoumHo | DO7ACO | renb, 0,25 mr/r TOB "BAYLU YkpaiHa dapm3asop, Monbwa BHECEHHS 3MiH 3a UA/2878/01/01
acetonide NOHY 4 no 15 ry Ty6i; XENC Enbha A.T. 4o peyenmom
aueToHig, no 1 Ty6i B YKPAIHA" peecTpauiiHnx
KapTOHHii mMartepianis:
Kopoo6Li 3MiHn | Tuny -

3MiHM 3 AKOCTI.
CepTuchikat
BignosigHocTi/l"
E-ceptudikar
BignoBIAHOCTI
€Bponeicbkiin
thapmakonei/mo
Horpadii.
MogaHHA HOBOTO
ab0 OHOB/IEHOTO
cepTudpikata
BiANOBIAHOCTI
ab0o BUyYEHHSA
cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei:
ansa A®l; gna
BUXiAHOIO
marepiany/pear
eHTY/NpPOMiXHOT
O MPOAYKTY, WO
BUKOPVCTOBYIOTb
cay
BMPOGHMULTBI
A®I; ana
[0NOMDKHOT
peyvoBVHN
(cepTudpikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei) -
OHoBREeHWi
cepTudikar Big
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Ne n/n Hassa MixxHapoOoHa Hassa Koo
JNliKapcbKo20 HernameHmMos diroyoi
3acoby aHa Hassa* peyoBUHU

Dopma 3assHUK KpaiHa

ATX Bunycky 3asBHUKa

(nikapcbka 20

¢hopma, nocsioYeHHs1
ynakoska)

Bupo6Huk KpaiHa Peecmpayitina Ymosu

Peknamys Homep
BUPOGHUKa npoyeoypa

BionycKy aHHsT** peecmpayitiHo

yxe
3aTBEPIKEHOr0
BMPOOHUKA -
nofaHHs
OHOB/IEHOr0
ceptudpikaty
BignoBiAHOCTI
€Bponeiicbkili
thapmakonei
CEP 2004-103-
Rev 03 gitoyoi
peyvyoBuHN
h/TyOLMHOMOHY
aueToHiay Big,
BXE
3aTBEPAKEHOro
BMpOOHUKa
FARMABIOS
S.p.A B 3B’A3KY 3
TUM, LLO AaHi
oo
BMPOGHWKIB ADI
[OMOBHEHO
SPOR ORG ID
Ta SPOR LOC
ID HoMepamu
(3aTBEpPAKEHO:
R1- CEP 2004-
103-Rev 02;
3anponoHOBAaHO:
CEP 2004-103-
Rev 03).
BHECEHHS 3MiH 3a
ao peyernmom
peecTpauiiHnx
marepianis:
3MiHu | TUny -
3MiHM 3 SKOCTi.
CepTtudikar
BignosigHocTi/T
E-cepTudikat
BiANOBIAHOCTI
€Bponencbkii

320. PNYUNMHAP® N Fluocinolone ¢nyounHo | DO7CCO | masbno 15ry

acetonide and JIOHY 2 Ty6i; no 1 Ty6i B XENC
antibiotics aueroHia, KapTOHHii YKPAIHA"
HEOMILHY Kopoo6Li
cynbat

TOB "BAYLL Ykpaina Papm3aBos MonbLla

UA/2879/01/01
€nba A.T.




MixHapooHa

Hassa

Koo
ATX

Popma
Bunycky

3asiBHUK
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Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKA

PeecmpauyitiHa

npoyedypa

Ymosu
BionycKy

Peknamys
aHHS**

Howmep
peecmpayitiHo
20
nocsi0oYeHHs

Ne n/n

Hassa
JliKapcbKo20
3aco6y

HenameHmos
aHa Hassa*

diroyoi
peqyosuHuU

(nikapcbka
4)0pMal
ynakoska)

thapmakonei/mo
Horpadhii.

MogaHHA HOBOrO

ab0 OHOBJIEHOTO

cepTtudpikata
BIifNOBIAHOCTI
abo BUYyYeHHs!
cepTudikata
BIANOBIAHOCTI
€Bponeiicbkili
thapmakonet:
ona Aol; ana
BVXiHOTO
matepiany/pear
€HTY/NpOMiXHOT
0 NPOAYKTY, L0
BUKOPUCTOBYIOTb
cay
BMPOOHNLITBI
A®I; ans
LLOMOMiIXKHOT
PEYOBMHN
(cepTudpikat
BiANOBigHOCTi
€Bponelicbkilt
thapmakonei) -
OHOB/IEHWI

yxe
3aTBepapkeHor
BUPOGHMKA -

nofaHHs
OHOBJIEHOr0

€Bponeicbk

cepTudikar Big,

(]

cepTudikarty
BiANOBIAHOCTI

in

chapmakonei
CEP 2004-103-
Rev 03 gjtouoi
PEUOBUHY
dh1yoLIMHONOHY
aueToHiay Bifg

BXe
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
3aTBEPAKEHOro
BMpOOHUKa
FARMABIOS
S.p.A B 3B’A3KY 3
TUM, LLO AaHi
oo
BMPOGHMKIB ADI
[OMOBHEHO
SPOR ORG ID
Ta SPOR LOC
ID HoMepamu
(3aTBEpPAKEHO:
R1- CEP 2004-
103-Rev 02;
3anponoHOBAHO:
CEP 2004-103-
Rev 03)
321. PJTIOAHKCON flupentixol dnoneHtTn | NOSAFO | TabneTtku, BKpUTI Nynabek NaHis Bupo6HMLTBO [JaHis BHECEHHS 3MiH 3a UA/10197/01/01
Kcony 1 NNiBKOBOKO Ekcnopt A/C Hepo3gacoBa no peyenmom
ourigpoxn 060/10HKOH0, MO HOro peecTpauiiHnx
opua 0,5 wmr; no 100 NPOAYKTY, marepianis:
Tabnetoky nepBrHHE Ta 3MiHu | Tuny -
n1acTUKoBOMY BTOPVHHE 3MiHK wopao
KOHTelHepi; no 1 nakyBaHHs, 6e3nekn/edextu
n1acTUKoBOMY BUMYCK Cepili: BHOCTi Ta
KOHTelHepy B X. NyHpbek thapmakoHarnsg,
KapTOHHif AIC, [laHis; y. BBefeHHs
Kopoo6Li BunpobyBaHH ab60o 3miHM 10
A3a y3arasibHeHux
NoKa3HUKOM AaHvx npo
«Mikpobionoriy cuctemy
Ha uncToTax: thapmakoHarnsg,
EypodpiHc y (BBEAEHHSA
Biochapma y3arasibHeHNx
MpopgaxT [JaHux npo
TecTiHr cucremy
Jenmapk A/C, thapmakoHarnag,
[JaHis Yy, 3MiHa
YNOBHOBaXXeHOT
ocobwm,
BignoBigabHOT

3a 3[iliCHEHHSA
hapmakoHarnsag
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

Y; KOHTaKTHOT
ocobu 3
thapmakoHarnng,
y 3asBHMKa ANA
3[iACHEHHS
thapmakoHarnag,
y B YKpaliHi,
AKLLO BOHA
BiAMiIHHA Bif
YNOBHOB&XXEHOT
ocobwu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
thapmakoHarnag,
y (BKNtoYaroum
KOHTaKTHi fjaHi)
Ta/abo 3MiHn y
PO3MiLLEHHI
macTep-aiina
cuctemn
thapmakoHarnng,
y). 3miHa
KOHTaKTHOT
0cobu 3a8BHUKA,
BignoBiganbHOI
3a
thapmakoHarnag,
B YKpaiHi.
[Litova pepakuis:
OHULLEHKO
AmuTpo
Bonogumuposuny
. MponoHoBaHa
pepakuis:
[aHinosa
Napuca
BonognmuposHa
. 3miHa
KOHTaKTHUX
AaHnx
KOHTaKTHOT
0co6u 3a8BHUKA,
BignoBiganbHOI
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
3a
thapmakoHarnag,
B YKpaiHi.
322. PTIOAHKCON flupentixol dnoneHtTn | NOSAFO | TabneTtku, BKpUTI NyHabek [aHia Bupo6HMLTBO [Janis BHECEHHS 3MiH 3a UA/10197/01/02
Kcony 1 NiBKOBOO Ekcnopt A/C Hepo3dacosa no peyenmom
avrigpoxn 060/10HKOI0, N0 HOro peecTpauiiHnx
opug 1 wr; no 100 NPOAYKTY, mMartepianis:
Tabnetoky nepBrHHE Ta 3MiHu | TUny -
naacTyKoBOMy BTOPUHHE 3MiHn Wwopo
KOHTeliHepi; no 1 nakyBaHHs, 6e3nekn/edextu
naacTUKoBOMYy BUMYCK Cepili: BHOCTi Ta
KOHTeliHepy B X. Nynabek hapmakoHarnsg,
KapTOHHil A/C, OaHis; y. BBefeHHs
KopoobLi Bunpo6yBaHH abo 3MiHM 10
A3a y3arasibHeHux
MOKa3HNKOM JaHux npo
«MiKkpo6ionoriy cucremy
Ha uncToTa»: hapmakoHarnsg,
EypodiHc y (BBEAEHHSA
Biochapma y3ara/ibHeHnx
MpopakT AaHux npo
TecTiHr cuctemy
[Jenmapk A/C, thapmakoHarnag,
[Janis y, 3MiHa
YNOBHOBaXXeHOT
ocobu,
BiANoBigaIbHOI
3a 3/ilicCHeHHs
thapmakoHarnag,
Y; KOHTaKTHOT
ocobm 3
thapmakoHarnag,
y 3asBHVKa ANs
3/liiCHEeHHS
thapmakoHarnag,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif
YNOBHOBaXXeHOT
ocobwm,
BignoBigabHOT

3a 3[iliCHEHHSA
hapmakoHarnsag
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

y (BK/IHOYaoun
KOHTaKTHI AaHi)
Ta/abo 3miHn y
PO3MILLLEHHI
MacTep-aiina
cucremu
hapmakoHarnsg,
y). 3MiHa
KOHTaKTHOT
0Cco6V 3asIBHMKA,
BignosigabHoOI
3a
hapmakoHarnsg,
B YKpaiHi.
[itoua pegakuis:
OHMLLEHKO
AmuTpo
Bonognumuposuny
. MponoHoBaHa
pefakuis:
[aHinosa
Napuca
BonogumuposHa
. 3miHa
KOHTaKTHUX
OaHnx
KOHTaKTHOT
0Cco6V 3asIBHMKA,
BignosigabHoOI
3a
hapmakoHarnsg,
B YKpaiHi.

323.

®NIOAHKCON
[EMO

flupentixol

uns(2)-
dononeHTu

Kcony
JekaHoar

NO5AFO
1

PO34MH ans
iH'ekujin, 20
mr/mn; no 1 mn B
amnyni; no 10
avnyn B
KapTOHHii
Kopoo6Li

Nynabek
Ekcnopt A/C

NaHis

Bupo6HMLTBO
Hepo3gacoBa
Horo
NPOAYKTY,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
BUWMYCK Cepiii:
X. NyHpbek
A/C, [aHisi;
BMNPOOGYBaAHHS

[JaHis

BHECEHHS 3MiH
ao
peecTpauiiHnx
marepianis:
3MiHu | TUny -
3MiHV Wwoao
6e3nekn/edextu
BHOCTi Ta
thapmakoHarnag,
y. BBefeHHs
abo 3MiHM A0

3a
peyerimom

UA/2209/02/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
3a y3ara/ibHeHUx
NOKa3HNKOM [JaHux npo
"TecT Ha cuctemy
CTEpPUSIbHICTL", hapmakoHarnsg,
BUNPOGYBaHHSA y (BBEAEHHS
3a y3arasibHeHux
MOKa3HNKOM JaHux npo
"Mikpo6ionoriy cuctemy
Ha ymcroTa" thapmakoHarnag,
(TecT Ha y, 3MiHa
€H0TOKCUHN)) YNOBHOBAXEHOT
: ocobwm,
EypodpiHc BiANOBIga/IbHOI
Biochapma 3a 34jiCHEHHS
MpopakT hapmakoHarnsg,
TecTiHr Y; KOHTaKTHOT
[eHmapk A/C, ocobu 3
[Janis hapmakoHarnsg,

y 3asBHMKa AN1A
3[iACHEHHS
thapmakoHarnng,
y B YKpaliHi,
AKLLO BOHA
BiAMiIHHA Bif
YNOBHOB&XXEHOT
ocobwu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
thapmakoHarnag,
y (BkNtovaroum
KOHTaKTHi fjaHi)
Ta/abo 3MiHu y
PO3MiLLEHHI
macTep-aiina
cuctemn
thapmakoHarnag,
y). 3miHa
KOHTaKTHOT
0co6u 3a8BHUKA,
BignoBiganbHOI
3a
thapmakoHarnag,
B YKpaiHi.
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
[itoua pepakuis:
OHuLEeHKO
Amutpo
Bonogumuposuy
. MponoHoBaHa
pefakuis:
[aHinoBa
Napuca
BonogumuposHa
3MiHa
KOHTaKTHUX
AaHnx
KOHTaKTHOT
0co6u 3a8BHUKA,
BignoBiganbHOI
3a
thapmakoHarnag,
B YKpaiHi.
324. DOPTPAHC® Macrogol, makporon | AO6AD6 | nopoLuok ans INCEH PpaHuis BEOO®YP PpaHLis BHECEHHS 3MiH 3a UA/6620/01/01
combinations 4000; 5 opasibHOro KOHCbIOM INCEH 4o peyenmom
HaTpito PO34KHY; Mo EP IHOYCTPI peecTpauiiHnx
cynbhat 73,69 1 nopoLuKy XEJICKEA, mMartepianis:
6€e3B0AHN Yy nakeTuky; no 4 AKLjioHepHe 3MiHu | TNy -
1; HaTpito nakeTukn y TOBapucTBo 3MiHU 3 AKOCTI.
6ikapboHa KapTOHHii CnpoLLeHoro CepTuchikat
T, HaTpito Kopoo6Li mny BignosigHocTi/l"
xnopua; E-ceptudikat
Kauito BignoBIAHOCTI
xnopug €Bponeicbkiin
thapmakonei/mo
Horpadii.

MogaHHA HOBOTO
ab0 OHOB/IEHOTO
cepTudpikata
BiANOBIAHOCTI
ab0o BUyYEHHSA
cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei:
ansa A®l; gna
BUXiAHOIO




Hassa

Koo

Popma

3asiBHUK
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Kpaina
3asiBHUKA

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpauyitiHa
npoyedypa

Ymosu
Bionycky

Peknamys
aHHS**

Homep
peecmpayitiHo
20
nocsioyeHHs

Ne n/n

Hassa
JliKapcbKo20
3aco6y

MixHapodHa
HenameHmos
aHa Hassa*

diroqoi
peqyosuHuU

ATX

Bunycky
(nikapcbka
4)0pMal
ynakoska)

maTtepiasny/pear
eHTy/npomiKHOr
0 MPOAYKTY, L0
BUKOPUCTOBYIOTb

cay
BUPOGHMLTBI

A®I; ona
[lONOMiXHOT
PEYOBUHY
(ceptudpikat
BignoBigHoCTi
€BpOonechbkiit
chapmakonei) -
OHOBEHWIA
CepTl/l(biKaT Bi,U,
yxe
3aTBEPMKEHOT0
BUPOGHMKA.
MopaHHs
OHOB/IEHOTO
cepTudpikaty
BifJNOBIAHOCTI
€Bponeiicbkiii
dhapmakonei
CEP 2002-180-
Rev 05
(3aTBepfpKeHO:
R1-CEP 2002-
180-Rev 04) ans

niroyoi
PEUOBUH
Macrogols 4000

Bif, BXe
3aTBEPAKEHOTO
BMpOOHUKa
CLARIANT
PRODUKTE
(DEUTSCHLAN
D) GMBH,
Germany.
3MiHm | TNy -
3MiHU 3 AKOCTI.

CepTudpikat
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)

BignosigHocTi/l

E-cepTudikar

BiANOBIAHOCTI

€Bponeiicbkili

thapmakonei/mo

lMNopaHHA HOBOroO

Horpadii.

ab0 OHOBNEHOIO
ceptudikata
BignoBiAHOCTI
a60 BUTyYEHHSA
ceptudikata
BignoBiAHOCTI
€Bponeiicbkili
thapmakonei:
ona A®l; ona
BUXIAHOIO
martepiany/pear
eHTY/MpOoMiXHOT
0 NPOAYyKTY, WO
BUKOPWCTOBYIOTb
cay
BMPOOHULITBI
A®l; ona
[0NOMDKHOT
peyoBUHN
(ceptudhikat
BignoBiAHOCTI
€Bponeiicbkili

OHoBeHWi
yxe

BUPOGHMKA.
MopaHHsA

CEP 2010-3

thapmakoner) -
cepTuaikaT Big

3aTBepaXeHoro

OHOBJIEHOr0
ceptudikaTy
BiANOBIAHOCTI
€Bponeiicbkili
hapmakonei

80-

Rev 05
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
(3aTBEpAXEHO:
R1-CEP 2010-
380-Rev 04) ans
njtoyoi

peyoBUHM Kanito
X/10pnA, Bif, BXE
3aTBEPAKEHOr0
BMpOOHUKa K+S
MINERALS AND
AGRICULTURE
GMBH,
Germany.
3MiHu | Tuny -
3MiHM 3 SKOCTi.
CepTtudikar
BignosigHocTi/l
E-ceptudikar
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/mo
Horpadii.
MNopaHHA HOBOroO
ab0 OHOBNEHOIO
ceptuddikata
BignoBiAHOCTI
a60 BUTyYEHHSA
ceptuddikata
BignoBiAHOCTI
€Bponeiicbkili
thapmakonei:
ona A®l; ona
BUXIAHOIO
martepiany/pear
eHTY/MpOoMiXHOT
0 NPOAYyKTY, WO
BMKOPUCTOBYIOTb
cay
BMPOOHULITBI
A®I; ona
[0NOMDKHOT
peyoBUHN
(ceptudhikat
BignoBiAHOCTI
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

€Bponeiicbkili
thapmakonei) -
OHoBREHWi
cepTtudikaT Big,
yxe
3aTBEPAKEHOTO
BMPOGHMKa.
MopjaHHA
OHOB/IEHOr0
cepTudpikaty
BiANoBIAHOCTI
€Bponeichbkiin
thapmakonei
CEP 2006-085-
Rev 04
(3aTBEpAXEHO:
R1-CEP 2006-
085-Rev 03) gns
njtoyoi
peyoBUHN
makporon 4000
Bif, BXe
3aTBEPKEHOr0
BMPOGHUKA
UNION
CARBIDE
CORPORATION
. Takox
3a5BHUKOM
BHOCUTLCS
YTOYHEHHSA [0
po3ainy "Cknag”
MKA 113, a came
3a3HaunTK
Ha3By
BMPOGHUYOI
OinbHULj
"UNION
CARBIDE
CORPORATION
, United States
of America",
3aMiCTb Ha3Bu
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
BnacHuka CEP
"THE DOW
CHEMICAL
COMPANY,
United States
Am."3MiHu |
TMny - 3MiHK 3
AKOCTI.
CepTtudikar

BignosigHocTi/l
E-ceptudikar
BiANOBIAHOCTI
€Bponeiicbkili

thapmakonei/mo

Horpadii.

lMNopaHHA HOBOroO
ab0 OHOBJ/IEHOTO

ceptuddikata
BignoBiAHOCTI

a60 BUSTyYEHHSA

ceptuddikata
BignoBiAHOCTI

€Bponeiicbkili
thapmakonei:
ona A®l; ona
BUXIAHOIO
martepiany/pear
eHTY/MpOoMiXHOT
0 NPOAYyKTY, WO
BUKOPWCTOBYIOTb
cay
BMPOOHULITBI
A®l; ona
[0NOMDKHOT
peyoBUHN
(ceptudhikat
BignoBiAHOCTI
€Bponeiicbkili
thapmakoner) -
OHOBREHWi
cepTuaikaT Big
yxe

3arBepaXXeHoro
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

BMPOGHMKa.
MopgaHHA
OHOBJ/IEHOTO
cepTtudpikaty
BiANoBIAHOCTI
€Bponeichbkiin
thapmakonei
CEP 2002-180-
Rev 06 ansa
njtoyoi
peyoBUHN
Macrogols 4000
Bif, BXe
3aTBEPKEHOr0
BMPOGHUKA
CLARIANT
PRODUKTE
(DEUTSCHLAN
D) GMBH,
Germany. Ak
Hacnigok
OHOBJ/IEHHS
paHoro CEP
Bigbynacs 3mMiHa
Ha3Bun
BMPOBHUYOT
OinbHWL
BignoBigabHOI
3a "spraying
step only" 3
Linus GmbH Ha
DRESSLER
GROUP GMBH.
3MiHu | TUny -
3MiHM 3 SKOCTi.
CepTtudikar
BignosigHocTi/l
E-cepTudikar
BiANOBIAHOCTI
€Bponeiicbkili
hapmakonei/mo
Horpadii.
lNogaHHA HOBOroO




MixHapodHa

Hassa

Koo
ATX

Popma
Bunycky

3asiBHUK
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Kpaina
3asiBHUKA

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayitiHa

npoyeodypa

Ymosu
Bionycky

Peknamys
aHHS**

Howmep
peecmpayitiHo
20
nocsi0oYeHHs

Ne n/n

Hassa
JliKapcbKo20
3aco6y

HenameHmos
aHa Ha3Ba*

diroyoi
peyosuHU

(nikapcbka
4)0pMal
ynakoska)

a60 OHOB/IEHOTO

abo BUIyYEHHs

cepTudpikata
BiANOBIAHOCTI

cepTtudpikata

BiNOBIAHOCTI
€Bponeiicbkili
thapmakonet:
ona Aol; ana
BUXiAHOro
matepiany/pear
eHTYy/npomiXHOr
0 NpoAyKTy, L0
BMKOPUCTOBYIOTb
cay
BUPOBHULITBI
A®l; ona
[OMOMDKHOT
peyoBUHN
(cepTudpikat
BiNOBIAHOCTI
€Bponeiicbkili
thapmakonei) -
OHOB/IEHNIA
cepTudikar Big
yxe
3aTBEP/KEHOTO
BMPOGHMKa.
MopaaHHs
OHOB/IEHOTO
cepTudikaty
BianosigHoCTi
€Bponecbkil
chapmakonei

Rev 05 ansa
aitoyoi
peuoBUHN

CEP 2006-085-

makporon 4000
Bif, BXe
3aTBeP/PKEHOro
BMPOGHUKA

UNION
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
CARBIDE
CORPORATION
325. POCPOMILUH fosfomycin docchomil, - NOPOLLIOK TOBAPUCT YkpaiHa IHTEPKBIM Mekcuka BHECEHHS 3MiH - UA/16664/01/01
Yy NHY (cy6eTaHuin) y BO 3 C.A. AE U.B. no
TPOMETAMON TpomeTam noABiiHNX OBMEXEH peecTpauiiHnx
on nonieTuNeHoBmx (]}0) mMartepianis:
nakeTtax ans BIAMOBIOA 3MiHa 3asBHUKa
hapmaLleBTUYHO NbHICTHO N3 (MIbM)
ro 3actocyBaHHa | «KOPIOPA (BnacHvika
LA peecTpadjiiHoro
«300POB'A nocBigYeHHs)
» (3rigHO Hakazy
MO3 Big
23.07.2015 Ne
460)
326. ®PPEHOPMA aripiprazole apuninpa3 | NO5AX1 | Tabnetku no 10 Makneogc IHAis Makneopc IHAiA BHECEHHS 3MiH 3a UA/18697/01/01
on 2 mr; no 10 dapmacboT dapmMacboTUK 0o peyenmom
Tabnetok y nKauic auc Nimiteq, peecTpauiiHnx
6nictepi, no 3 Nimiten mMartepianis:
a6o 6, abo 10 3MiHu | TUny -
6nicTepiB y 3MiHY Wwoao
KapTOHHiiA 6e3nekn/edextn
KopoobUi BHOCTI Ta
thapmakoHarnag,
y. BBefeHHs
abo 3MiHM o
y3arasibHeHUx
[AaHux npo
cuctemy
thapmakoHarnag,
y (BBEAEHHSA
y3ara/ibHeHUx
JaHux npo
cuctemy
thapmakoHarnag,
Yy, 3MiHa
YMNOBHOBaXEHOT
ocobwm,
BignoBigasbHOT
3a 34jiCHEHHS
hapmakoHarnag,

Y; KOHTaKTHOI
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

ocobm 3
thapmakoHarnag,
y 3asBHMKa 4Ns

3iiCHEeHHS
hapmakoHarnag,
y B YKpaiHi,
AKLLO BOHA
BigMiHHA Bif
YMNOBHOB&XXEHOT
ocobwm,
BignosigabHoOI
3a 34iliCHEHHSA
hapmakoHarnsg,
y (BkNtovaroun
KOHTaKTHI fjaHi)
Ta/abo 3MiHN y
PO3MiLLEHHI
mMacTep-arina
cuctemu
hapmakoHarnag,
y). 3miHa
KOHTaKTHUX
OaHnx
YMOBHOBa&XXEHOT
0Cco6V 3asIBHMKA,
BignosigabHoOI
3a
hapmakoHarnsg,

. 3MiHa
MicLe3Haxomxe

HHS MacTep-
thaiina cuctemum
thapmakoHarnag,

y Ta iioro
HOoMepa. 3MmiHa
Micus
3iiCHEeHHS

OCHOBHOI

AISNbHOCTI 3
hapmakoHarnsg,

y.

327.

®PEHOPMA

aripiprazole

apvninpas
on

NO5AX1
2

Tabnetku no 15
mr; no 10

Makneogc
PapmacbioT

IHais

Makneopc
dapmacbiTUK

IHais

BHECEHHS 3MiH
no

3a
peyenmom

UA/18697/01/02
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

Tabnetok y
6nictepi, no 3
abo 6, a6o 10
6nictepiB y
KapTOHHil
Kopoo6Li

nKasic
Nimiteq

aunc Nimiteq,

peecTpauiiHnx
mMartepianis:
3MiHn | Tuny -
3MiHM Wwoao
6e3nekn/edekTn
BHOCTI Ta
hapmakoHarnsg,
y. BBefeHHs
ab0o 3miHn Ao
y3ara/ibHeHUx
JaHux npo
cuctemy
hapmakoHarnsg,
y (BBEAEHHS
y3arasibHeHUx
JaHux npo
cuctemy
thapmakoHarnag,
y, 3MiHa
YNOBHOBaXeHOoi
ocobwm,
BignoBigabHOI
3a 34jiCHEHHS
thapmakoHarnag,
Y; KOHTaKTHOT
ocobu 3
thapmakoHarnag,
y 3asBHMKa AN1A
3[jACHEHHS
thapmakoHarnng,
y B YKpaiHi,
AKLLO BOHA
BiAMiIHHA Bif
YNOBHOB&XXEHOT
ocobu,
BiANOBIga/IbHOI
3a 3[iliCHEHHS
hapmakoHarnag,
y (BkNtoYaroum
KOHTaKTHi fjaHi)
Ta/abo 3MiHu y
PO3MiLLEHHI
MacTep-haiina
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
cuctemu
thapmakoHarnag,
y). 3miHa
KOHTaKTHUX
OaHnx
YMOBHOBa&XXEHOT
0Ccob6V 3asIBHMKA,
BignosigabHoOI
3a
hapmakoHarnsg,
. 3MiHa
MicLe3Haxomxe
HHS MacTep-
thaiina cuctemum
hapmakoHarnag,
y Ta iioro
HoMepa. 3MiHa
Micus
3iiCHEeHHS
OCHOBHOI
AISNbHOCTI 3
hapmakoHarnsg,
y.
328. DYNBECTPAH fulvestrant dynsectp | LO2BAO | posuvH ans Mictpan AHrnis BMPOGHWK, LLIO Icnanis BHECEHHS 3MiH 3a UA/18759/01/01
T-BICTA aHT 3 iH'ekujin, 250 Kenitan 3pilicHI0E bo peyenmom
mr/5mnno 1 MeHeKmeH KOHTPO/b peecTpauiiHnx
nonepegHL0 T NimiTeq, CTEPUNbHUX mMartepianis:
3arnoBHeHOMy BMPOGIB: TexHiyHa
wnpuuy 3 NABOPATOPI nomusika (3rigHo
KOHTpO/SieM O Hakasy MO3 Big,
nepLuoro EUEBAPHE, 23.07.2015 Ne
BigKpUTTA B C.A., IcnaHis; 460)
KapTOHHIM BMPOGHWK, LLIO BunpasneHo
Kopoo6ui 3 3[jiicHI0E TEXHIYHY
6e3neyHoto BTOPVHHE NoMUsIKy, fka
ronkoto (BD nakyBaHHs: gonyuieHa nig,
SafetyGlide); no MAHAHTIAN yac npouenypu
2 nonepenHLo IHTEIPA, nepepeectpavis
3aMoBHeHi C.1.1o., (Haka3 MO3 Ne
wnpuum 3 IcnaHis; 1646 Big
KOHTpONEeM BUPOGHMK, L0 30.10.2025) B
nepLuoro 3[jCHI0E ApyKoBaHoMy
BiAKPUTTS B BTOPUHHE BapiaHTi
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
KapTOHHil nakyBaHHs: iHCTpYKLUIii gns
KopobLi 3 ABOMA ATAIC MeANYHOro
6e3neyHrMm PAPMA, C.N1., 3aCTOCyBaHHA
ronkamu (BD Icnanis; nikapcbKoro
SafetyGlide) BUPOGHMK, L0 3acoby, a came
3[jCHI0E y po3gini
NMOBHWIA LMK "TMo6iYHI
BUPOGHMLTBA peaxuii”
Ta BU/Ty4YEHO
BignoBigabHM Oy6oBaHHs
11 3a BUNYyCK TEKCTy Ta
cepil: JogaHo
NNABOPATOPI nponyLLeHnit
oC ab3aL, TEeKCTy.
PAPMAJIAH 3asHaveHe
C.A., IcnaHis BUNpaB/EHHA
Bignosigae
marepianam
peecTpadujiiHoro
[10Cbe
329. XNOPBYTAHO Mono 1,1,1- - KpucTanivyHmim TOBAPUCT YkpaiHa ATYN IHAis BHECEHHS 3MiH - UA/9506/01/01
N remMirigpAT TpuxIop- nopoLuok abo BO 3 BIOCAMEHC no
2-meTunn- Kpuctanu OBMEXEH nTAa. peecTpauiiHnx
2- (cybeTaHuin) y (e]}0) mMartepianis:
nponaHosn noaBiiHNX BIAMOBIOA 3MiHa 3asiBHMKa
nonieTuIeHoBmxX NbHICTHO N3 (MIBIM)
naketax gs «KOPIOPA (BnacHvka
hapmaueBTUYHO LA peecTpadujiiHoro
ro 3actocyBaHHs | «30OPOB'A nocBifAYeHHs)
» (3rigHO Hakasy
MO3 Big
23.07.2015 Ne
460).
330. XNOPrEKCuA, Chlorhexidine XJ10prekcu - piaMHa TOBAPUCT YkpaiHa tOHina6 IHais BHECEHHS 3MiH - UA/12872/01/01
NHY OVHY (cybeTaHuis) y BO 3 Kemikasnc eHg, no
AUNTMIOKOHAT OVTIOKOH nonietuneHosmx | OBMEXXEH dapmacbloTika peecTpauinHmx
Y PO34UH ar 60y4kax ans (]}0) nc nert. Nita. mMartepianis:
thapmaueBTnyHo | BIAMNOBIAA 3MiHa 3asBHUKa
ro 3aCTOCyBaHHs NIBHICTHO N3 (MIBIM)
«KOPIMOPA (BnacHvka
LA peecTpadjiiiHoro
«300POB’'A NOCBIgYEHHS)

»

(3rigHO Hakasy
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
MO3 Big
23.07.2015 Ne
460):
331. XOHAPOITUHY | chondroitin XOHA,POITU - NOPOLLIOK TOBAPUCT YkpaiHa CWNHTEKC ApreHTuHa BHECEHHS 3MiH - UA/16410/01/01
CYNb®AT sulfate HYy (cy6eTaHuin) y BO 3 C.A. no
HATPIIO cynbat noABiiHNX OBMEXEH peecTpauiiHnx
HaTpito nonieTuNeHoBmx (]}0) mMartepianis:
nakeTtax ans BIAMOBIOA 3MiHa 3asBHUKa
hapmaLleBTUYHO NbHICTHO N3 (MIbM)
ro 3actocyBaHHa | «KOPIOPA (BnacHvika
LA peecTpadjiiHoro
«300POB'A nocBigYeHHs)
» (3rigHO Hakazy
MO3 Big
23.07.2015 Ne
460)
332. LUETUPN3UH- cetirizine uetmpusuH | ROGAEO | Tabnetku, Bkputi | TOB «Tesa YkpaiHa Mepkne 'm6X, HimeuunHa BHECEHHS 3MiH 6e3 UA/7158/01/01
TEBA y 7 NNiBKOBOKO YkpaiHa» HimeuunHa no peyenma
avrigpoxn 060/10HKOI0, MO (BnpobHULTBO peecTpauiiHnx
opua 10mrno7 Hepo3ghacoBa mMartepianis:
Tabnetok y HOro 3MiHu | TUny -
6nicTepi; no 1 NPOAYKTY, 3MiHY Wwoao
6nictepy y [03BiN Ha 6e3nekn/edekTn
Kopo6ui; no 10 BMNYCK Cepil: BHOCTI Ta
TabneTok y MepBuHHa Ta thapmakoHarnsg,
6nicTepi; no 1 BTOPUHHA y (iHWi 3MiHW).
abo no 2, abo ynakoBka, OHOB/IEHO TEeKCT
no 3, abono 5 KOHTPO/b MapKyBaHHSA
6nicTepis y AKOCTI) nepBuHHOT Ta
KopoobUi BTOPVIHHOT
ynakoBKu
nikapcbKoro
3acoby, a Takox
BHECEHO
He3HauHi
pefakuiini
npaskKw.
BBefieHHs 3miH
NpOTArom 6-Tn
MicauiB nicns
3aTBEPKEHHS.
333. LETNO® levocetirizine nesouetn | ROGAEO | tabnetku, Bkputi | OPFTAHOCK OAE EBepTomXeH IHais BHECEHHS 3MiH - UA/16176/01/01
PU3NHY 9 N1iBKOBOKO H Naiidp 0o
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
aurigpoxn 060/10HKOI0, NO NAN®CAEH CaeHcus peecTpauiiHnx
opua 5 wmr; in bulk: no Ch3 (E® Nimiteq mMartepianis:
1000 TabneTtok y 3ET ) 3MiHun | TNy -
noaBiiHNX 3MiHM 3 SKOCTI.

nonieTuneHoBmx
naketax

loToBwiA
nikapcbknii
3aci6. KoHTposnb
roToBOro
nikapcbKkoro
3acoby. 3miHa 'y
MeToaax
BMNPOGYBaHHSA
roToBOro
nikapcbKoro
3ac06y (iHLi
3MiHM Yy MeTofax
BMNPO6YBaHb
(BKKOUAOUM
3amiHy abo
[ONOBHEHHS))
YAOCKOHaEHHS
3aTBEPXEHOT
aHaniTUYHoI
MEeToAMKM 3a
MOKa3HNKOM
«CynpoBigHi
PEeyoBNHU», L0
noe’A3aHo 3
YTOUYHEHHSAM
yMOB
NPUroTyBaHHA
PO34MHiB, YMOB
Xpomarorpadys
aHHA, a Takox
BiKOpWroBaHo
YMOBW
npugaTHocTi
xpomatorpadiyH
of cucTemu.
Kputepii
NPUAHSATHOCTI
0119 NoKasHuKa
«CynpoBigHi
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
pPeyoBUHU»
3a/mwaTbea
HE3MiHHUMK
334. LEET/TIO® levocetirizine nesoueTn ROBAEO | Tabnetku, BkpuTi | OPFTAHOCK OAE EBepTomxeH IHAjA BHECEHHSA 3MiH 6e3 UA/16177/01/01
pU3nHYy 9 nNiBKOBOKO H Naiidp no peuyenma
avrigpoxn 060/10HKOI0, N0 NANOCAEH CaeHcus peecTpauiiHnx
opug 5 wmrno 10 Ch3 (E® Nimitep mMartepianis:
Tabnetoky 3ETI) 3MiHu | TUny -
6nictepi; no 1 3MiHM 3 SKOCTI.
abono 3 loToBMiA
6nictepn y nikapcbknii

KapTOHHI nauui

3aci6. KoHTposnb
roToBOro
nikapcbKoro
3acoby. 3miHa 'y
meTogax
BMNPOGYBaHHSA
roToBOro
nikapcbKoro
3aco6by (iHLwi
3MiHM Yy MeTogax
BMNpOGYyBaHb
(BKKOUALOUM
3amiHy abo
[ONOBHEHHSA))
YLOCKOHaIEHHS
3arBepxeHol
aHaniTUYHOI
MeTOAMKM 3a
NOKa3HUKOM
«CynpoBigHi
PEYOBUHU», LLIO
noB’A3aHo 3
YTOUYHEHHAM
yMOB
NPUroTyBaHHSA
PO34MHiB, YMOB
Xpomarorpadys
aHHs, a Takox
BiKOpWrosaHo
YMOBW
npuaaTHocCTi
XpomarorpadivH
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
Oi cucTemu.
Kputepii
NPUAHATHOCTI
ONS NOKa3HUKa
«CynpoBigHi
PeyoBUHN»
3a/mMwaTbea
He3MiHHUMU
335. LWKMIO 3® - cyxuii CO5CX | kancynu TBepai; M'ep ®abp dpaHuis M'ep ®abp dpaHuis BHECEHHS 3MiH 3a UA/7550/01/01
POPT eKCTpaKT no 10 kancyny MegnkameH MepgukameHT no peyernmom
irnuui 6nictepi; no 3 T MpopakwH peecTpauiiHnx
(Ruscus 6nictepn B mMartepianis:
aculeatus) KapTOHHil 3MiHu | TUny -
3 ynakosLi 3MiHM 3 AKOCTi.
TUTPOBaHU CepTtudikar
M BMiCTOM BignosigHocTi/T
cTeposios E-cepTudikat
nx BiANOBIAHOCTI
reteposung €Bponeiicbkili
iB, thapmakonei/mo
recrnepvuamv Horpadii.
HYy MogaHHA HOBOrO
mMeTunxan ab0 OHOBMEHOro
bKOH, ceptudikata
Kucnota BignNoBiAHOCTI
ackKopbiHo a60 BUTyYEHHSA
Ba cepTudpikata

BigNoBiAHOCTI
€Bponeiicbkili
thapmakonei:
ona A®l; ona
BUXIAHOTO
martepiany/pear
eHTYy/NnpoMiXHOr
0 NMPOAYKTY, WO
BMKOPUCTOBYIOTb
cay
BMPOOHULITBI
A®l; ona
[0MOMDKHOT
peyYoBUHMN
(ceptudhikat
BifNOBIAHOCTI
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
€Bponeiicbkili
thapmakonei) -
OHoBREHWi
cepTtudikaT Big,
yxe
3aTBEPKEHOr0
BMPOGHUKa
MopjaHHA
OHOBJIEHOr0
cepTudpikata
BiANoBIAHOCTI
€Bponeichbkiin
hapmakonei Ne
R1-CEP 1996-
078 - Rev 05
(3aTBEpAXEHO:
R1-CEP 1996-
078 - Rev 04)
NS BUpOGHMKa
ackopbiHoBoOI
kucnotn DSM
NUTRITIONAL
PRODUCTS
LTD
336. LUVWHKOBA - LIMHKY DO02AB | ma3sb 10 %, no MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 6e3 UA/6626/01/01
MA3b oKeunp, 25r1y dapmaueBT PapmaueBTny 0o peyenma
KOHTelHepax; no nyHa Ha habpuka peecTpauiiHnx
20rabono30r thabpuka "Biona" marepianis:
y Ty6ax; no 20 r "Biona" 3MiHu | TUny -
abono30ry 3MiHn Wwopo
Ty6i; no 1 Ty6i B 6e3nekn/edextu
nauii 3 KapToHY; BHOCTI Ta
no 20 r abo no hapmakoHarnsg,
30 ry Tybax y (iHWi 3MiHN) -
namiHaTHuX; no OHOBNEHHSA
20rabono30r TeKCcTy
y Ty6i MapKyBaHHs
namiHarTHiii; no 1 BTOPUHHOT Ta
Ty6i B nauuj 3 nepBUHHOT
KapTOoHY yrakoBKu

nikapcbKoro
3acoby (eCTD
Bepcis 0001).
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

TepmiH
BBEAEHHS 3MiH
npoTArom 6
MicsiB micns
3aTBEPKEHHS.

337.

UMHHAPU3NH
CO®PAPMA

cinnarizine

LMHapu3m
H

NO7CAO
2

Tabnetku no 25
mr, no 50
Tabnetoky
6nictepi; no 1
6nictepy B
KapTOHHIN nauui

AT
"Codpapma”

Bonrapis

AT
"Codghapma”

Bonrapis

BHECEHHS 3MiH
ao
peecTpauiiHnx
marepianis:
3MiHu | Tuny -
AfMiHiCTpaTuBHI
3MiHW.
BunyyeHHsa
BMPOBHUYOT
OinbHWL
(BKKOUALOUN
AinbHuU Ans
Adl,
NPOMIXHOro
npoaykTy abo
roToBOro
nikapcbKoro
3acoby,
AinbHUUI Ans
npoBefeHHs
nakyBaHHsl,
BMPOGHMKa,
BifNoBigaIbHOro
3a BUNYCK cepid,
micue
npoBefeHHs
KOHTPO/tO cepil)
abo
noctadyasnbHuKa
BUXIAHOTO
marepiany,
peareHTy abo
[0NOMDKHOT
PEeYOBUHM (SIKLLO
3a3HayeHo y
[OCbE).
BunyuyeHHs
a/IbTepHaTUBHOT

6e3
peyenma

nidnsieae

UA/10290/01/01
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

BMPOBHUYOI
ginbHuui N3 AT
«BITAMIHW>»,
YKpaiHa,
BignosigabHoOI
3a BTOPUHHY
ynakoBky Ta
BUMYCK cepil.
3MiHM BHECEHI B
iHCTpYKLilo Ans
MeAMYHOro
3acToCyBaHHsA
nikapcbKoro
3acoby y
posgainu
«BUpo6HUK» Ta
«MicuesHaxomx
€HHS BUPOGHMKa
Ta agpeca micus
NpoBaXXeHHS
noro
LisANIbHOCTI», 5K
Hacnigok —
BUTYYEHHS
TeKcTy
MapKyBaHHS
yNakoBKM
nikapcbKoro
3acoby ans
BMPO6HUMKa AT
«BITAMIHW».
TepMmiH
BBEAEHHS 3MiH -
npoTArom 6
MicaLis nicns
3aTBEPLKEHHS

338.

UMHHAPU3NH
CODAPMA

cinnarizine

LUnHapusn
H

NO7CAO0
2

TabneTtku no 25
Mr, in bulk Ne
4000 (50x80):
no 50 TabneTok
y 6nictepi; no 80
6nicTepis B
noninponineHoBi

AT
"Cocpapma"

Bonrapis

AT
"Codhapma”

Bonrapis

BHECEHHS 3MiH
no
peecTpavinHmx
mMartepianis:
3MiHu | TUny -
AfMiHicTpaTuBHi
3MiHK.

UA/12593/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
1 kopobuj; in BunyyeHHs
bulk Ne 4500 BMPOBHUYOT
(50x90): no 50 OinbHWL
Tabnetok y [CLGILEETETY
6nictepi; no 90 AinbHuU Ans
6nictepiB B Adl,
noninponisieHoBi NPOMKHOro
11 kopobLi npoaykTy abo
roToBOroO
nikapcbKoro
3acoby,
AinbHUUI ans
npoBefeHHs
nakyBaHHsl,
BMPOGHMKA,
BiANOBiAaIbHOrO
3a BUNYCK cepid,
micue
npoBefeHHs
KOHTPO/tO cepil)
abo
noctadyasibHuKa
BUXIAHOIO
marepiany,
peareHTy abo
[ONOMDKHOT

PEYOBUHM (SIKLLO
3a3HavyeHo y
[OCbE) -
BunyuyeHHs
a/lbTepHaTUBHOT
BMPOBHUYOT
AinbHuui MN3 AT
«BITAMIHN>»,
YKpaiHa,
BiANOBIga/IbHOI
3a BTOPUHHY
ynakoBky Ta
BMNYCK cepil.
3arBepaKeHo:
Bupo6bHMLTBO
Hepo3cacosaHo
i npoaykuji,
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

nepBuHHa
ynakoBka abo
BMPOOHULITBO 3a
MOBHUM LIK/IOM:
AT «Cochapma»,
Bonrapis /
Sopharma AD,
Bulgaria
BTopuHHa
ynakoBska,
[03BiN Ha
BMNYCK cepil:
AT
«BITAMIHW>»,
YkpaiHa /
«VITAMINY»,
JSC, Ukraine
3anponoHoBaHo:
AT
«Codhapma»,
Bonrapis /
Sopharma AD,
Bulgaria
TepMmiH
BBEJEHHSI 3MiH -
npotarom 6
MicsauiB nicns
3aTBEPAKEHHS

339.

LUVCNNATUHA
AKKOPJ,

cisplatin

umcnnatum
H

LO1XAO
1

KOHLeHTpaT Ans
pO3unHy Ans
iHdpysin, 1
mr/mn, no 10 mn,
no 25 mn, no 50
w1, no 100 mny
chnakoHi; no 1
dNakoHy y
KapTOHHil
KopooLi

Akkopp,
Xerckea
Moncka Cn.
3.0.0.

MonbLa

Bupo6HULTBO
N3,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/b
AKOCTI cepii:
IHTac
dapmacbloTika
n3 Nivitepn,
IHAis;
(anbTepHaTuB
HWA
BMPOGHUK):

IHais/
Benvka
BputaHis/
ManbTa/
YropwwHa/
Monbwa/
peuis

BHECEHHS 3MiH
o
peecTpauiiHnx
mMartepianis:
3MiHm | TNy -
3MiHVM 3 AKOCTI.
loToBwiA
nikapcbknii
3aci6. 3MiHN Yy
BUPOBHULTBI.
3amiHa abo
BBE/eHHs
[0[aTKOBOT
OiNbHWL

3a
peyenmom

UA/15240/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
IHTac BMPOGHMLTBA
dapmacbloTika ONSA 4acTUHN
n3 Niviteg, a60 BCbOro
IHAis; BMPOGHNYOrO
Brpo6HuLTBO npouecy
roTOBOro roToBOroO
nikapcbkoro nikapcbKoro
3acoby, 3acoby
BTOPUHHE (ginbHUUSA, Ha
nakyBaHHs: AKIN
IHTac npoBOAATLCA
dapmacbloTika 6yAb-SKi
nc Nimiteq BMPOGHUYI
(Bnok H), cTagji, 3a
IHAis; BUHATKOM
BTopuHHe BWMNYCKY Cepii,
nakyBaHHs: KOHTPO/O AKOCTI
AkKopg, Ta BTOPMHHOTO
Xenckea nakyBaHHs 4N
Nimites, CTepPU/IbHUX
Benuka NiKapCbKnx
BputaHis; 3acob6iB
KOHTPO/b (BkNtoyatoUM
AKOCTI cepili: BMPOGNEHi
dapmagoke acenTU4HUM
Xenckea Nta., MeTOoLO0M), KpiM
ManbTa NiKapCcbKnX
KOHTpPO/Tb 3aco6iB
SIKOCTi cepiii: 6ionorivuHoro/imy
dapmasanig HOJIOTYHOTO
nra. MOXOKEHHS) -
Mikpo6ionoriy [oAaBaHHSA
Ha IHTac
na6oparopis, dapmacbloTikan
YropwuHa ¢ Nlimitep (Bnok
BiANOBIAa/IbHU H) sk
71 3a BUNYyCK anbTepHaTnBHa
cepit: OinbHUUA ANns
AkKopg, BUrOTOB/IEHHA
Xenckea roToBol
Moncka Cn. 3 npoAayKLUii. 3MiHK
0.0. Cknapg | Tuny - 3MiHn 3
IMnopTepa, SIKOCTi. [oTOBWMIA
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Ne n/n

Hassa
JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

Monba
BTOPVHHE
nakyBaHHs1,
KOHTPO/b
SIKOCTi cepiii:
AkKopg,
Xenckea CiHrn
Mewmbep C.A.,
pevis

nikapcbknii
3aci6. 3MiHn y
BMPOGHULTBI.
3amiHa abo
BBE/EHHS
[04aTKOBOT
[inbHULj
BUpOBGHULTBA
ONS YacTUHN
abo BCbOro
BUPOBHMYOTrO
npouecy
roToBOro
nikapcbKoro
3acoby
(ainbHUUA ansa
BTOPWHHOTO
naxyBaHHs)
JopaBaHHA
anbTepHaTUBHOr
0 BUPOOHUKA,
BiANoBiAaIbHOrO
3a BTOPWHHE
nakyBaHHs IHTac
dapmacbloTikan
¢ Nlimitep (Bnok
H)/Intas
Pharmaceuticals
Limited (Block
H). 3MiHn | TUny
- 3MiHK 3 AKOCTi.
loToBwiA
nikapcbknii
3aci6. 3MiHN Yy
BUPOBHULTBI.
3MiHKM y npoueci
BMPOGHMLITBA
roToBOro
nikapcbkoro
3acoby,
BK/THOHAI0UM
MPOMiXHWI
NPOAYKT, L0




Hassa

Koo
ATX

Popma
Bunycky

3assHUK

628

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyedypa

Ymosu

Bidnycky

Peknamys
aHHS**

Homep
peecmpayitiHo
20

nocsioyeHHs1

Ne n/n

Hassa
JNliKapcbKo20
3aco6y

MixHapodHa
HenameHmos
aHa Ha3sa*

oditoyoi
peyosuHU

(nikapcbka
¢hopma,
ynakoska)

3aCTOCOBYETHCA
npu
BUPOGHULITBI
[OTOBOrO
NiKapcbKoro

3acoby
(He3HauHa 3MiHa
y npoueci
BUPOGHULTBA)
BHeceHHst
He3HauHNX 3MiH
Jils)
TE3XHO/I0rYHOro
npouecy
BUPOGHULITBA
NiKapcbKoro
3aco0y Y 383Ky
3
BUKOPUCTaHHAM
BMPOGHNUNX
niHii AinbHAL]
Intas

Pharmaceuticals

Limited (Block
H). a came:

(hN1aKoHiB,
LUBMKOCTI

ymoB

AKOCTI.

BI/ANOBIAHI 3MiHN
y napametpax
npouecy ansa
MalLnHW ANs
NPOMVBAaHHSA

noToky asoTy,

HaBKO/IMLLHBOTO
cepeaosuLLa
Touwo. 3minu |
TIny - 3MiHu 3

Ceprudikar
BiAnoBigHOCTI/T
E-cepTudpikar

BiZJNOBiAHOCTI




MixHapooHa

Hassa

Koo

Popma
Bunycky

3asaBHuUK
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Kpaina
3asBHUKA

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa

npoyeodypa

Ymosu
BionycKy

Peknamys
aHHS**

Homep
peecmpayitiHo
20
nocgioyeHHs

Ne n/n

Hassa
JliKapcbKo20
3acoby

HenameHmos
aHa Ha3sa*

diroyoi
peyoBUHU

ATX

(nikapcbka
4)0pMal
ynakoska)

€Bponeichbkili

thapmakonei/mo
Horpadii.

MoaaHHA HoBOrO

ab0 OHOBJ/IEHOTO
cepTudpikata
BiANOBIAHOCTI
abo BUTyYeHHA
cepTudpikata
BignoBiAHOCTI
€Bponeiicbkili
thapmakonei:
ansa Adl; ans
BUXIAHOIO
martepiany/pear
€HTy/MpOoMiXXHOT
0 NPOAYKTy, Lo
BUKOPUCTOBYIOTb
cay
BUPOGHNLTBI
A®I; ans
[OMOMDKHOT
peyoBUHN
(cepTucpikat
BignoBiAHOCTI
€Bponelicbkili
chapmakonei) -
OHOB/EHMi

yxe
3aTBepLKEHOT
BMPOOHUKA -

Mogaua
OHOBJ1IEHOTO

€Bponeiicbk

cepTudikar Bia

(]

cepTudpikaty

BiANOBIAHOCTI
in
hapmakonei

(CEP 2004-305-
Rev 03) Big
3aTBEPKEHOTO
BUPOGHMKa A

SUN
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
PHARMACEUTI
CAL
INDUSTRIES
LIMITED, India
340. LUNTUKONIH citicoline LMTUKONIH - Kpuctanu abo MpusatHe YkpaiHa Li3eHbL3un KnTaiicbka BHECEHHS 3MiH - UA/18033/01/01
HATPIO HaTpito KpucCTaniyHuii akuioHepHe dapmacbloTika HapogHa 0o
NOPOLLIOK TOBapucTBo n3 (Cyuxoy) Pecny6nika peecTpauiiHnx
(cybeTaHuin) y "Jlekxim- nra. mMartepianis:
noABiiHNX Xapkis" 3MiHn | Tuny -
nonieTuNeHoBmx 3MiHU 3 AKOCTI.
Milkax ons ADI.
hapMaueBTUYHO CTabinbHiCTb.

o 3aCToCyBaHHA

3miHa nepiogy
NOBTOPHMX
BMnpobyBaHb/ne
piogy
36epiraHHsa abo
YMOB 36epiraHHs
Al (3a
BiCYTHOCTi y
3aTBEpKEHOMY
[0Cbe
cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkili
hapmakoneli, Lo
BK/HOYaE nepiog,
NOBTOPHOTO
BUNPOBYBaHHS)
(nepiog
NOBTOPHOTO
BUNPOGYBaHHSA/N
epioa
36epiraHHs) -
36inbLieHHs abo
BBEJEHHSA
nepiogy
NOBTOPHOTO
BMNpPOGYBaHHA/MN
epiogly
36epiraHHsa Ha
OCHOBI
pesynbTaTis




Ne n/n

Hassa

MixHapooHa

Hassa

Koo

631

JNliKapcbKo20
3acoby

HernameHmMos
aHa Hassa*

oditoyoi
peyosuHU

ATX

Popma
BUMYCKY
(nikapcbka
¢opma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina

BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
sionycky

Peknamys
aHHA**

Homep

peecmpayitiHo
20

nocsioYeHHs1

341.

LUNPNOCIH

ciprofloxacin

uunpodpio

JO1MAO

po3unH ans

[ocnimpKeHb y
peanibHOMY Yaci
36iNbLUeHHs
nepiogy
NepeKoHTPOSO
nito4oi
peyvoBUHN
LUUTUKONIHY
HaTpito
BMPOGHMLITBA
Zenji
Pharmaceuticals
(Suzhou) Ltd.,
The People’s
Republic of
China. fjtoua
pepaxuis Mepiog,
NEePeKoHTPOSII0.
2 pokw.
lponoHoBaHa
pefakuis:
Mepiop,
NepeKOHTPOJIH0.
3 poku.

KCaUMH

2

iHdpy3iin 2 mr/mn,
no 100 mny
nnawuyi, no 1
NAALWL Y nadL

MpuBartHe
akujioHepHe
TOBapUCTBO

"IHcpy3ia"

YkpaiHa

MpuBartHe
akujoHepHe
TOBapuCTBO

"IHcpy3ia"

YKpaiHa

BHECEHHS 3MiH
o
peecTpavinHmx
mMartepianis:
3Mminun | Tuny -
3MiHK Wwoao
6e3neku/eexTn

BHOCTI Ta
thapmakoHarnsg,
y. 3miHa y
KOPOTKiii
XapaKkTepucTuLi
nikapcbKoro
3acoby, TeKCTi
MapKyBaHHs Ta
IHCTPYKLUiT Ana
MeAMYHOro
3acToCyBaHHs

Ha nigcTasi

3a
peuyerimom

He
nionsieae

UA/19887/01/01
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
perynspHo
OHOB/IHOBAHOI0

3BITYy 3 6e3nekn
nikapcbKoro
3acoby, abo
nocnigpkeHs 3
6e3neku
3aCTOCYyBaHHSA
nikapcbKkoro
3acoby B
nicnsipeecTpauiii
HWi1 nepiog, abo
AK pesynbTart
OLjiHKM 3BITY 3
LOCAigpKEHD,
npoBefeHnx
Bi4NoBigHO A0
nnaHy
negjaTpnyHmx
nocnimkeHb
(PIP) (3miHy
Y3rO[KEHO 3
KOMNETEHTHUM
YNOBHOBaXXEHUM
opraHom) 3miHu
BHECEHO B
IHCTpyKUito ans
MeAMYHOro
3aCTOCYyBaHHSA
nikapcbkoro
3acoby go
po3ainy "Mo6iyHi
peakui"
BigMNoBigHO A0
iHchopmauit
oo 6esneku
3aCTOCYyBaHHSA
nito4oi
PEYOBMHM 3riJHO
3
pekomeHpalieto
PRAC. 3miHn |
™My - 3MiHK
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
oo
6e3nekn/edekTn
BHOCTI Ta
hapmakoHarnsg,

y (iHLWi 3MiHK)
3MiHU BHECEHO
B IHCTpYyKLU;tO
ANs MegnvHoro
3acToCyBaHHsA
nikapcbKoro
3acoby fo
po3gainy "Mo6iyHi
peakujii" woao
3BiTyBaHHSA Mpo
no6iyHi peakuiji.
3MiHu | TUny -
3MiHV Wwoao
6e3nekn/edextn
BHOCTi Ta
hapmakoHarnag,
y. BHeceHHs abo
3miHa(1) go
3060B'A3aHb Ta
YMOB BUAAYi
peecTpadujiiHoro
NOCBIAYEHHS,
BK/IOYA0UN
Mnax
ynpaBniHHA
pv3vkamm (iHwi
3MiHW) -
3aABHNKOM
HagaHo
OHOB/IEHUIH
Mnax
ynpaBniHHA
pr3nkamm
Bepcia 1.3 3MiHun
BHECEHO [0
YacTuH: |
«3aranbHa
iHdhopmavis» |1
«Cneundikauis
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
3 6e3neku», Il

«lnaH 3
thapmakoHarnng,
y», IV»naHu
wozno
nicnapeecTpauii
HUX JOC/igKeHb
eeKTUBHOCTI»,
V «3axogm 3
MiHimi3au,i
pu3sukiB», VI
«Pe3iome nnaHy
ynpaBniHHSA
pusnkamm» VI
«flopatku» y
3B'A3KY 3
OHOB/IEHHAM
cneumdikaui 3
6e3nekun gitoyoi
peyoBUHN
uunpodiokcaum
HTa
BMNPOBaKEHHAM
[,04,aTKOBMX
3axofiB 3
MiHiMi3aLji
pv3vkiB
BigMNoBigHO A0
aKTyanbHol
pedepeHTHoI
iHchbopmawii, a
TaKoX y 3B'A3KY
i3 3MiHOIO
dopmarty
Bi4NoBigHO A0
BUMOT
Evaluation
Guidance on the
format of the risk
management
plan (RMP) in
the EU —in
integrated
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Ne n/n Hassa MixxHapoOoHa Hassa Koo Popma 3asasHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
JNliKapcbKo20 HernameHmMos diroyoi ATX Bunycky 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHS** peecmpayitiHo
3acoby aHa Hassa* peyoBUHU (nikapcbka 20
¢hopma, nocsioYeHHs1
ynakoska)
format. 31
October 2018
EMA/164014/20
18 Rev.2.0.1
accompanying
GVP Module V
Rev.2 Human
Medicines).
Pestome Mnany
ynpaBniHHSA
pr3nkamm
Bepcis 1.3
Jofjaetbes
342. YEBPELO - yebpeLo - NOPOLLIOK TOBAPUCT YkpaiHa PiHUeNnb6epr HimeuunHa BHECEHHS 3MiH - UA/13442/01/01
EKCTPAKT eKcTpakT (cybeTaHuis) y BO 3 v6X i Ko KI no
CMPTOBUIA CNUPTOBWIA nonietuneHosux | OBMEXXEH peecTpauiiHnx
CYXWIA (80% Cyxuii naketax s (e]}0) mMartepianis:
HATUBHWI) (80% hapmauesTuuHo | BIAMOBIJA 3MiHa 3asBHMKa
(HaTuBHMIA ro 3acToCyBaHHs NBHICTHO N3 (MIBIM)
) (Thymi «KOPIOPA (BnacHvika
herba) LA peecTpadiiHoro
«300POB’'A NnocCBifYEHHS)

»

(3rigHO Haka3zy
MO3 Big
23.07.2015 Ne
460). Takox
BHOCUTLCS
pepakuiiHe
YTOUYHEHHS Ha
TUTYNbHIl
cTopiHUi MKA
CTOCOBHO
npy3HaYEHHs
cybcTaHuii, a
came 3a3HayeHo
B pedakuji
3rigHo
PeecTpauiiiHoro
nocBigYeHHs
cybcTaHuil.
3arBepaKeHo:
MKS
TUTYNBHA




Ne n/n

Hassa
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JNliKapcbKo20
3acoby

MixHapooHa
HerameHmos
aHa Hassa*

Hassa
diroyoi
peqyosuHU

Koo
ATX

Popma
BUMYCKY
(nikapcbka
¢popma,
ynakoska)

3asaBHuUK

Kpaina
3as1BHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Peknamys
aHHs**

Homep
peecmpayitiHo
20
nocsi0oYeHHs

CTOPIHKA
MOPOLLIOK
(cybeTaHuin) y
nonieTNeHoBUxX
nakeTtax gns
BMPOGHMLITBA
HecTepuIbHMUX
niKapcbKknx
dhopm
3anponoHoBaHo:

MK#A
TUTYNIbHA
CTOPIHKA

MOPOLLIOK
(cybcTaHuis) y
NosieTUNEHOBNX
nakeTax gns
hapmaLeBTUYHO
ro 3aCTOCYBaHHsI

* BionosioHo Ao iHghopmayii oghiyitiHozo calimy LieHmpy BOO3 o cnisnpayi 8 Memodosiozii cmamucmuyHux docnioxers (https://www.whocc.no/atc_ddd_index/)
**y pasi BHECEHHS 3MiH 00 IHCMPYKYIi Npo MeoduyHe 3acmocyBaHHS

B.o. Haua/ILHUKAa
dapMaLeBTUYHOTO yIIPaB/IiHHA

Ounekcanpap I'PIHEHKO



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

ITEPEJIIK

Aopartok 4

Ao Hakasy MiHicTepcTBa OXOpPOHU
3popoB’s  YkpaiHu «[po  pepxaBHY
peecTpauito (nepepeecTpaliito)
NiKapCbKnX 3acob6iB (MeanUYHNX
iMyHoGionoriuHux npenaparis) Ta
BHECEHHA 3MiH [0  peecTpauiliHuX
marepianiB»

Bij 13 TpaBHs 2026 poky Ne 612

JIIKAPCHKHMX 3ACOBRIB, IKVM BIIMOBJ/IEHO B JIEP)KABHIM PEECTPAIIIL, IIEPEPEECTPAIIIL ABO Y
BHECEHHI 3MIH IO PEECTPALIMHNX MATEPIAJIIB

amnyni; no 5
amnyny
KapTOHHIW
ynaxoBLi

Ne Ha3ssa ®dopma sunycky 3asasHUK Kpaina Bupo6Huk Kpaina liocmasa lMpoyedypa
n/n JliKapcbKo20
3acoby
1. AHr1O- po3unH AN TOB YkpaiHa MpuBaTHe Ykpaina 3acigaHHa HTP BigmoBuTK y 3aTBEpPMAKEHHI - 3MiHW | TVMY - 3MiHW 3 AKOCTI. [OTOBWIA NiKapCbKuii
BETAPTIH iHdpy3iiA, 42 mr/mn "BOPBAPTC akujioHepHe Ne 15 Big 3aci6. 3miHu y BMpo6HUUTBI. 3MiHa po3Mipy cepii (BkIYakun gianasoH po3mipy

no 100 mny PAPMA" TOBapuCTBO 16.04.2026 cepil) roToBOro sikapcbkoro 3acoby (36iMbweHHs A0 10 pasiB NOPIBHAHO i3
naswui, no 1 "Indpysia” 3aTrBepmxeHum posmipom) (B.11.6.4. (a) IA), ockinbkn 3assneHo npoueaypy b.11.6.4.
NAAWLUi y Kopooui (a), 1B
3 KapTOHY

2. OKCUTOUVH po34nH N BAT "T'epeoH YropwmHa BAT "TeneoH YropwmHa 3acigaHHa HTP BiaMoBUTM y 3aTBepmKeHHi - TexHiyHa nomwika (3rigHo Hakazy MOS3 Big
iH'ekujin, 5 MO/1 PixTep" PixTep" Ne 15 Bif, 23.07.2015 Ne 460). 3rifHO 3 HafaHOW 3asBHUKOM AOKYMEHTALE Ta apXiBHUMU
Mn; no 1 mn e 16.04.2026 marepianammn peecTpauiiHoro Aocbe (3MiHU 3aTBepkeHi Hakasom MO3 YkpaiHu

Big 08.12.2025 p. Ne 1854), 3anponoHoBaHi 3adBHVKOM BUNPaB/IEHHS B IHCTPYKLT
AN MeAMYHOro 3acToCyBaHHA /iKapCbKOro 3acoby He BiAnoBiAaloTb nonepeaHbo
3aTBEPMKEHUM JOKYMeHTaM Ta (DakTUYHO € 3MiHaMK Y iHCTPYKLii 418 Mean4yHOro
3aCTOCYBaHHA Ta He MOXYTb po3rnsagartucs sk TexHiyHa nomwunka. BunpasneHHs
TEXHIYHOI MOMWMKN He PeKOMEeHAOBaHe [0 3aTBEePKEHHS, OCKi/bKM 3a3HayeHe
BUMpaBfeHHs He Bignosigae n.2.4. posginy VI Hakazy MO3 YkpaiHu Big,
26.08.2005p. Ne 426 (y pegakuii Hakazy MO3 Ykpainu Bif 23.07.2015 Ne 460)

B.o. HauaTLHUKA

dapmMaleBTUYHOr0 yNpaB/IiHHSA

Onekcanap I'PIHEHKO
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