MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

18 rpysns 2024 poky Ne 2110

IIpo jep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHHUX
iMyHo0Oio/T0riYHHX MpenapaTiB) Ta BHeCEHHs 3MiH [I0 peecTpaliiiHUX MaTepiajiB

BianosigHo o cratTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 3,
26, 30, 49 Tlopsaky meprkaBHOI peecTpaiiii (repepeecTpaiiii) aiKapCcbKuX 3acobiB,
3aTBep/pKeHoro roctaHoBoro Kabinety MiuicTpiB Ykpainu Bij 26 TpaBHs 2005 poky
Ne 376 (B pemakiiii moctaHoBu KabiHety MiHicTpiB Ykpainu Bif 26 kBitHs 2024
poky Ne 529), aG3aily ABafLATh I’STOr0 MigNyHKTY 12 TyHKTY 4 ITomoKeHHs Tpo
MiHicTepcTBO OXOpPOHM 37I0pOB’Sl YKpaiHH, 3aTBeppKeHoro rnocraHoBoro Kabinery
MinictpiB Ykpaiau Big 25 Gepesnst 2015 poxy Ne 267 (B pejakiiii IOCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunst 2020 poky Ne 90), Ha mimcrasi
pe3y/IbTaTiB eKCIIePTHU3M peeCcTpaljifHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeaAUUHUX
iMmyHOoOio/loTiuHMX  TIperapariB), 110 TIOfiaHi Ha [Iep)KaBHY  peeCTpariito
(mepepeecTpaLiif0) Ta BHECEHHSI 3MiH [0 peeCcTpaLiiHUX MarepiasiB, MPOBeJeHUX
Jlep>KaBHUM  TiIMPUEMCTBOM  «Jlep>KaBHUM eKCHepTHUM LeHTp MiHicTepcTBa
OXOPOHM 3/I0POB’S] YKpaiHW», BHMCHOBKIiB II[0J0 eheKTHBHOCTi, Oe3meuHoCTi Ta
AKOCTI, IJOA0 eKCIIepTHOI OLIHKMU CITiBBIJHOLIIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, 1110 TIPOTIOHYETBHCS [0 Jep)KaBHOI peecTtpallii (mepepeecTtpailii), 11070
BHECEHHS 3MiH [0 peeCcTpaljiiHuX MaTepiaaiB Ta peKoMeHZallii Woro Ao Jep>kaBHOl
peectpaiiii (repepeectpaiiii) abo BHeCeHHsI 3MiH ZI0 peeCTpalliiHiX MaTepiasiB,

HAKA3Y1O:

1. 3apeectpyBaTy Ta BHeCTH 0 [lep>KaBHOTO peeCTPy JiKapChbKMX 3aco0iB
YKpaiHud JiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
nopatkoMm 1.

2. [lepepeecTpyBaTi Ta BHECTU /10 Jlep>KaBHOT'O peeCTPy JiKapChbKUX 3aco06iB
YKpaiHd JmiKapcekKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
JIOJJaTKOM 2.



2

3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy
nmikapcbKux 3acobiB YKpaiHM Ha JliKapchKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 JOAATKOM 3.

4. BimMOoBUTH Yy [ep>KaBHiM peecTpallii/iepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpaliiiHMX MaTepianiB Ta /lep)kaBHOrO peecTpy JiKapchbKuX 3acobiB YKpaiHu
niKapChbKUX 3acobiB (MeIMYHUX iMyHOOI0OTIUHMX TIperapariB) 3TifHO 3 0JaTKOM 4.

5. ®apmanieBTuHoMy yripaBaiHHIO (Osekcanzapy I'pitjeHKy) 3abe3meunTu
OTIPWIIO/IHEHHSI 1IbOTO0 Hakady Ha odiuiiiHomy BeOcaiiTi MiHicTepcTBa 0XOpOHU

310pOB’Sl YKpaiHU.

6. KOHTpOJIb 38 BUKOHAHHAM LIbOTO HaKa3y [MOK/IaCTU Ha 3acTyrnHuKa MiHicTpa
Enema ApamaHoBa.

MiHuicTp BikTop JIAIIIKO



ITEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHUX 3ACOBIB (MEAVNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKMX 3ACOBIB YKPAIHU

Aopatok 1

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»

Bif 18 rpyaHa 2024 poky Ne 2110

No
n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHs

Howmep
peecmpayiliHozo
nocsBi0OYeHHs

BITAMPOMMNT®

TabneTkn, BKPUTI NNIBKOBOIO
060/10HKO10, Mo 1000 Mmkr; no
10 TabneTok y 6nicTepi; no 5
6nicTepis y naui

TOB «MIBE
YKPAIHA»

YkpaiHa

mi6e MmbeX
ApuHaiimiTTens

HimeyunHa

peecTpauist Ha 5 pokis
Pestome nnaHy ynpasniHHA pusnkamu
Bepcia 0.2 gofaetbes. MepioanyHicTb
NOAAHHS PerynsipHO OHOBJ/TIOBAHOIO
3BiTYy 3 6e3neku, BignosigHo fo Mopsaaky
3piicHeHHs1 hapmakoHarnsgay,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHU 34,0P0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHictepcTsi
rocTuuii Ykpainm 29 ciuns 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3Ha4YeHMN Y NepiogMyYHOCTI NoJaHHSA
PerynsipHux 3BiTiB 3 6e3neku.

6e3
peyenma

He
nionsieae

UA/20713/01/01

ENbMNATPO

TabneTky, BKPUTI NNIBKOBOIO
060/10HKO0, 1Mo 25 mr, no 10
TabneTtok y 6nictepi, no 3
6nicTepu y KapTOHHiIl
Kopoo6Li

FETEPO
NAB3
NIMITEL

IHAis

letepo /1ab3
Nimiteq

IHais

peecTpauist Ha 5 pokis
Pestome nnaHy ynpasriHHA pusmkamu
Bepcia 0.1 gogaetbes. MepiognyHiCTb
nofAaHHA perynspHo OHOB/IHOBAHOTO
3BiTY 3 6e3neku, BignosigHo fo Mopsaaky
3piicHeHHs chapmakoHarnsgy,
3aTBepAXEHOro Hakasom MiHicTepcTea
OXOPOHU 340pPOB’S YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHictepcTBi
rocTuuii Ykpainm 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB'SA
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHs

3a
peyenmom

He
nionsieae

UA/20714/01/01




Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

perynsipHux 3BiTiB 3 6e3neku.

ENbMNATPO

TabneTky, BKPUTI NNiBKOBOIO
060/10HKO0, 1Mo 50 mr, no 10
TabneTtok y 6nictepi, no 3
6nicTepy y KapTOHHiIl
Kopoo6Li

FETEPO
NAB3
NIMITEL

IHais

leTepo /1ab3
Nimiteq

IHais

peecTpauist Ha 5 pokis
Pestome nnaHy ynpas/iHHA pu3nkamu
Bepcis 0.1 gopaetbes. MepioguyHicTb
noAaHHA perynspHoO OHOB/IHOBAHOTO
3BiTYy 3 6e3neku, BignosigHo o Mopsaky
3pificHeHHs chapmakoHarnsgy,
3aTBepAXEHOro Hakasom MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi
rocTuuii Ykpainm 29 ciuns 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 310POB'A
Ykpainu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMKN y NepioaNYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/20714/01/02

ENbNATPO

TabneTku, BKpUTI NIIBKOBOKO
060/10HKO0, NO 75 mr, no 10
TabneTtok y 6nictepi, no 3
6nicTepy y KapTOHHIl
KopoobLi

TETEPO
NAB3
NIMITEL,

IHAjA

leTepo N1a63
Nimiten

IHAjA

peecTpauist Ha 5 pokis
Pestome nnaHy ynpas/iiHHA pu3nkamu
Bepcia 0.1 gogaeTtbes. MepiognyHicTb
NoAaHHsA perysisipHo OHOBJ/THOBAHOIO
3BiTYy 3 6e3neku, BiANOBiAHO A0 MNopsaky
3fjificHeHHs chapmakoHarnsagy,
3aTBepKeHoro Hakasom MiHicTepcTea
OXOPOHU 30pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHictepcTBi
tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 3[10POB'A
YkpaiHu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMM,
3a3Ha4YeHUMN y NepiognMYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/20714/01/03

EHOKCANAPU
H-NEKXIM

pO3uMH NS iH'ekyiii, 10 000
aHTu-Xa MO/mn; no 0,2 mn
(2000 aHTH-Xa MO) y
nonepegHbL0 HaNnoBHEHOMY
Linpuui, No 2 wnpuuy B
6nictepi; in bulk: no 25
6nicTepiB y Kopobui; abo no
0,4 mn (4000 aHTK-Xa MO) y
nonepeaHbLO HanoBHEHOMY
Lnpuui, No 2 Wwnpuuy B
6nictepi; in bulk: no 25
6nicTepis y Kopobui; abo no
0,6 mn (6000 aHTM-Xa MO) y

MNpuBatHe
akuioHepHe
TOBapPUCTBO

"Jlekxim -

Xapkis"

YKpaiHa

LeHpxeH
Tekpoy

PapmacbloTukan

Ko., fita.

Kutaii

peecTpauisi Ha 5 pokis
Pestome MYP Bepcis 0.3 gogaeTtbes.
MepioAnyHICTb NOAAHHA PerynsipHo
OHOBJ/IKOBAHOIO 3BITYy 3 6e3neky,
BiANOBIAHO A0 MNopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Hakazom MiHicTepcTBa OXOPOHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUUT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB'A
YKpainu Big 26 BepecHsi 2016 poky Ne

He
nionsieae

UA/20715/01/01




Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
nonepeaHbL0 HanoBHEHOMY 996), CTaHOBUTB: 3riAHO 3i CTPOKamu,
LUNpWLi, NO 2 WNpULmM B 3a3HayYeHUMK y NepioaNYHOCTI NoAaHHSA
6nictepi; in bulk: no 25 perynsapHux 3BiTiB 3 6e3neku.
6nicTepis y kopobuj; abo no
0,8 mn (8000 aHTK-Xa MO) y
nonepeaHbL0 HaNnoOBHEHOMY
LUApWLi, NO 2 WNpuumn B
6nictepi; in bulk: no 25
6nicTepis y kKopobui; abo no
1 mn (10 000 aHTU-Xa MO) y
nonepeaHbLO HanoBHEHOMY
LINpUL; NO 2 WnNpuum B
6nictepi; in bulk: no 25
6nicTepis y kopobui
6. | NEPPEKC TabneTkn, BKPUTI NNIBKOBOIO FETEPO IHais leTepo /1ab3 IHais peecTpauist Ha 5 pokis 3a He UA/20716/01/02
060/10HKO, No 20 mr; no 10 NAB3 Nimiteq PestomMe nnaHy ynpas/iiHHA pu3mkamu peyenmom nionsizae
Tabnetok y 6nictepi, no 3 NIMITEL Bepcia 0.1 gofaetbes. MepioanyHiCTb
6nicTepn y KapTOHHIN nogaHHA perynspHoO OHOBJ/IHOBAHOIO
KOpoo6Li 3BiTYy 3 6e3neku, BignosiagHo fo Mopsaaky
3piicHeHHs1 chapmakoHarnsgay,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHU 34,0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHictepcTsi
tocTuuii Ykpainum 29 ciuns 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3Ha4YeHMMN Y NepiogMyYHOCTI NoJaHHSA
PerynsipHux 3BiTiB 3 6e3neku.
7. | NEPPEKC TabneTky, BKPUTI NNIBKOBOIO FETEPO IHAis letepo /1ab3 IHais peecTpauist Ha 5 pokis 3a He UA/20716/01/01
060/10HKOH0, 10 10 mr, no 10 NAB3 Nimiteq Pestome nnaHy ynpaBniHHA py3nkamu peyernmom nionsieae
TabneTtok y 6nictepi, no 3 NIMITEL Bepcia 0.1 gogaetbes. MNepiognyHiCTb

6nicTepu y KapTOHHiIl
Kopoo6Li

nofJaHHA perynspHo OHOB/IHOBAHOTO
3BiTY 3 6e3neku, BignosigHo fo Mopsaaky
3piicHeHHs chapmakoHarnsay,
3aTBepAXEHOro Hakasom MiHicTepcTea
OXOPOHU 340pPOB’S YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHictepcTBi
rocTuuii Ykpainum 29 ciuns 2007 poky 3a
Ne 73/13340 (y pepaku,ii Hakasy
MiHicTepcTBa OXOPOHU 340POB'S
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3HayeHUMKN y NepioaNYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.




Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

MEHOBAS3WVH

renb; no 40 r y Ty6i; no
OfHili Ty6i B navLi 3 KApTOHY

TOB
"TepHodhap
"

Ykpaina

TOB
"TepHodapm"

YkpaiHa

peecTpauisi Ha 5 pokis

Pestome nnaHy ynpas/iHHA pu3nkamu
Bepcis 0.3 gopaetbes. MepioguyHicTb
noAaHHA perynspHoO OHOB/IHOBAHOTO
3BITY 3 6e3neku, BignosigHo o Mopsaaky
3pjificHeHHs chapmakoHarnsgy,
3aTBepAXeHOro Hakaszom MiHictepcTea
OXOPOHU 340pPOB’SA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHictepcTsi
rocTuuii Ykpainm 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 3[10POB'A
Ykpainu Bif 26 BepecHsn 2016 poky Ne
996), cTaHOBMUTB: 3ri4HO 3i CTPOKaMM,
3a3HayYeHUMK y NepioaNYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

6e3
peyenma

nionsieae

UA/20717/01/01

nPONO®On-
HOBO®APM

emynbcia ans iHdysin, 10
Mr/mn no 20 MmNy dpriakoHi;
no 5 ch1akoHiB y KOHTYpHIl
YapyHKOBIli ynakoBLj; no 1
KOHTYPHIli YapyHKOBIi
ynakoBLj y nayui; no 50 mny
donakoHi; no 1 donakoHy y
nauui

ToBapucTBo
3
obmexeHo
BignoBigab
HicTIO hipma
"HoBodhapm-
BiocnHTes"

Ykpaina

ToBapucTso 3
obMexeHoto
BiANOBIga/bHICT
10 hipma
"HoBothapm-
BiocuHTes"

YKpaiHa

peecTpauisi Ha 5 pokis

Pestome nnaHy ynpas/iHHA pu3nkamu
Bepcis 0.2 gopaetbea MNepioAnyHICTb
noAaHHA perynspHoO OHOB/IHOBAHOTO
3BITY 3 6e3neku, BignosigHo fo Mopsaaky
3pificHeHHs chapmakoHarnsgy,
3aTBepAXEHOro Hakasom MiHicTepcTea
OXOPOHU 340pPOB’SA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHictepcTBi
rocTuuii Ykpainm 29 ciuns 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 3[10POB'A
Ykpainu Bif 26 BepecHs 2016 poky Ne
996)

3a
peuyenmom

He
nionsieae

UA/20718/01/01

10.

PO3ICTEP®
iNge)

TabneTky, BKPUTI NNIBKOBOIO
0060/10HKO0, No 5 Mr/10 wmr;
no 10 TabneTok y 6nictepi,
no 3 6nictepun y nauui

AT
"KNIBCbKW
i
BITAMIHHM
" 3ABOA"

YkpaiHa

Ennen
dapmacbtoTikan
Ko. IHK.

peuis

peecTpauist Ha 5 pokis

Pestome MYP Bepcia 1.4 gogaerbes.
MepioanyHiCTb NOAAHHA perynsipHo
OHOBJIHOBAHOrO 3BIiTY 3 6e3neKu,
BiANOBIAHO A0 MopsAaKy 3A4iCHEHHS
thapmakoHarnagy, 3aTBepyKeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB'A
YKpaiHu Bif 26 BepecHs 2016 poky Ne

3a
peyenmom

He
nionsieae

UA/20719/01/01




n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

11.

POSICTEP®

996), CTaHOBUTB: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMK y NepioaNYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

oyo

TabneTkn, BKpUTI NIBKOBOO
060/10HKO10, Mo 10 Mr/10 mr;
no 10 Tabnetok y 6nictepi,
no 3 6nictepu y naudi

AT
"KUIBCbKM
"
BITAMIHHM
" 3ABOA"

Ykpaina

EnneH
dapmacbioTikan
Ko. IHK.

Ipeuis

peecTpauisi Ha 5 pokis

Pestome MYP Bepcia 1.4 gogaeTbcs.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
300pOoB’s YKpaiHnu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi loCcTULIT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'SA
YkpaiHu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHUMKN y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/20719/01/02

12.

13.

PO3ICTEP®
JiNo)

POSICTEP®

TabneTkn, BKPUTI NNIBKOBOIO
060/10HKOt0, Mo 20 Mr/10 wmr;
no 10 tabnetok y 6nictepi,
no 3 6nictepun y nauui

AT
"KNIBCbKW
"
BITAMIHHW
" 3ABOL"

YkpaiHa

Ennex
dapmacbioTikasn
Ko. IHK.

pevis

peecTpauist Ha 5 pokis

Pestome MYP Bepcia 1.4 gofaetbes.
MepioanyHICTb NOAAHHSA PerynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3zoM MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTULIT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHMW 3[10POB'A
YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HayYeHMMN y NepiogMyYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.

3a
peuyernmom

He
nionsieae

UA/20719/01/03

oyo

TabneTku, BKpUTI NIIBKOBOO
060/10HKOI0, N0 40 Mr/10 mr;
no 10 TabneTok y 6nictepi,
no 3 6nictepun y nauui

AT
"KUIBCbKM
"
BITAMIHHM
1 3ABOA"

YkpaiHa

Ennex
dapmacbtoTikan
Ko. IHK.

Ipevis

peecTpauist Ha 5 pokis

Pestome MYP Bepcia 1.4 gofaerbes.
MepioanyHICTb NOAAHHA perynsipHo
OHOBJ/IOBAHOIO 3BIiTYy 3 6e3neky,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Hakazom MiHicTepcTBa OXOPOHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi locTULii YKpaiHm 29 ciuHs

3a
peyenmom

He
nidnsieae

UA/20719/01/04




Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'SA
Ykpainu Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMM,
3a3HayYeHUMKM y NepioaNYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
14. | ymKcoain iHransyia nig Tmckom, dapmauneBT Monbwa xeHeTuk C.n.A. ITanis PeecTpauis Ha 5 pokis 3a He UA/20720/01/03
po34mH no 320 mkr / fo3a: NYHUIA 3aBOA, Pestome nnaHy ynpasniHHA pusnkamu peyenmom nionsizae
iHransATop cknagaeTbcs 3 «MOJIb®AP Bepcis 1.0 popaetbes. MepioguyHicTb
anomiHieBoro 6asoHa nig MA» C.A. NoAaHHs perynsipHo OHOBJ/THOBAHOIO
TUCKOM, repMeTU4HO 3BiTYy 3 6e3neku, BiANoBiAHO A0 MNopsaky
3aKpUTOro A03yHunm 3fificHeHHs chapmakoHarnsagy,
KnanaHom, 3aTBepAXeHOro Hakaszom MiHictepcTea
noninponizieHoBux OXOPOHW 30POB’A YKpaiHu Big 27
MYHALITYKa Ta rpygHsa 2006 poky Ne 898,
nna03axMCcHOro koenavka 3apeecTpoBaHoro B MiHicTepcTBi
YepBOHOro Konbopy; no 120 tocTuuii Ykpainu 29 ciyna 2007 poky 3a
003 B iHranatopi; no 1 Ne 73/13340 (y pepakuii Hakasy
iHransATopy B KAPTOHHIl MiHicTepcTBa OXOPOHY 340POB'S
KopoobLi YkpaiHu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku
15. | LMKcoAain iHranauia nig TMckom, dapmauesT Monbwa | MxeHetuk C.n.A. ITanis PeecTpauis Ha 5 pokis 3a He UA/20720/01/01
po3unH no 80 mkr / go3a: NYHWIA 3aBO, Pestome nnaHy ynpasniHHA pyu3nkamm peyenmom niosnsieae
iHransaTop cknafaeTbes 3 «MNOJIb®AP Bepcia 1.0 gopaetbes. MepiognyHicTb
a/TIOMiHIEBOrO H6as10Ha nig, MA» C.A. NoJaHHsA peryasipHO OHOBJ/TOBAHOIO
TUCKOM, repMeTU4HO 3BiTy 3 6e3nekw, BignosigHo Ao Mopsaky
3aKpUTOro A03YyHUNM 34ilicHeHHs hapMakoHarnsagy,
KnanaHom, 3aTBEpPKEHOro Hakasom MiHicTepcTea
nosinponisieHoBux OXOPOHW 3[0pPOB’A YKpaiHu Big 27
MYHALITYKa Ta rpyaHsa 2006 poky Ne 898,
NI03axMCHOTO KoBMnayvka 3apeecTpoBaHoro B MiHicTepcTsi
3e/1eHOoro Kosbopy; no 120 tocTuuii Ykpainm 29 ciyna 2007 poky 3a
003 B iHransaTopi; no 1 Ne 73/13340 (y pepakuii Hakasy
iHransATopy B KAPTOHHIN MiHicTepcTBa 0OXOPOHY 340POB'A
Kopoo6Li YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HayYeHMMN y NepiogMYHOCTI NoJaHHSA
perynisipHux 3BiTiB 3 6e3neKkn
16. | LMKcoAin iHranauia nig TMckom, dapmauesT Monbwa | MxkeHetuk C.n.A. ITanisa PeecTpauis Ha 5 pokis 3a He UA/20720/01/02
po34mH no 160 mkr / go3sa: WYHUIA 3aBOf, Pestome nnaHy ynpasniHHA pusnkamu peyenmom niosisi2ae
iHransaTop cknafaeTbes 3 «MONb®AP Bepcia 1.0 gogaetbes. MepiognyHicTb
astoMiHieBoro 6as1oHa nig, MA» C.A. NnoJaHHsA perynspHO OHOBJ/IHOBAHOIO

TUCKOM, repMeTUYHO
3aKpUTOro A03YHUNM
KnanaHom,
noinponizIeHOBUX

3BIiTYy 3 6e3neku, BiANoBigHO A0 Mopsaky
3pificHeHHs hapmakoHarnsay,
3aTBEpPKEHOro Haka3oM MiHicTepcTBa
OXOPOHU 340pPOB’s YKpaiHu Big 27




Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioyeHHs1
MYHALUTYKa Ta rpyaHa 2006 poky Ne 898,
nna03axMcHOro koBnayka 3apeecTpoBaHoro B MiHicTepcTBi
hioN1IeTOBOrO KOMLOPY; MO rocTuuii Ykpainm 29 ciuna 2007 poky 3a
120 pos3 B iHransATopi; no 1 Ne 73/13340 (y pepakuii Hakasy
iHransATopy B KAPTOHHIl MiHicTepcTBa OXOPOHU 3[10POB'A
Kopoo6Li Ykpainu Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMK y NepioaNYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku
17. | UNWCNNATUH KOHLEHTpAaT 4719 PO3UYUHY Mini Benvka BignoBiganbHMi IHgis/ peecTpauist Ha 5 pokis 3a He UA/20721/01/01
ons iHdysiii, 1 mr/mn, no 10 Xenckepe BpuTaHis 3a BUPOGHULITBO YropwmHa peyenmom niosnsieae
M (10 mr) a6o no 50 mn (50 Nimiteq Hepo3g)acoBaHO Pestome MYP Bepcia 1.2 gogaetbes.
Mr) a6o 100 mn (100 mr) y ro NpoayKTy, MepioanyHiCTb NOAAHHSA PerynsipHo
hnakoHi; no 1 chnakoHy y nepBuHHe OHOBJIHOBAHOrO 3BiTY 3 6e3neku,
KapTOHHI KOpo6Lii nakyBaHHs, BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
BTOPWHHE dhapmakoHarnsgy, 3aTBepikeHoro
nakyBaHHs, Haka3oM MiHicTepcTBa OXOPOHM
KOHTPO/b SAKOCTi 300p0B’s1 YKpainu Big 27 rpyaHsa 2006
Ta poky Ne 898, 3apeecTpoBaHoro B
BMNPOBYBaHHA MiHicTepcTBi locTULIT YKpaiHu 29 ciuHa
cTabinbHOCTI: 2007 poky 3a Ne 73/13340 (y pegaxuii

BeHyc Pemegic
Nimites, IHAiA

BignoBiganbHMi
3a BuUNyck cepii
€yponeaH
dapma Xab
KdpT, YropwumHa

Haka3y MiHicTepcTBa OXOPOHU 340POB'A
YkpaiHu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKamMMK,

3a3HayYeHUMK y NepioaNYHOCTI NoAaHHS

perynsipHux 3BiTiB 3 6e3neku.

B.o. Haua/ILHUKAa
dapManeBTUYHOT0 yIIPaB/IiHHA

Onexkcanap I'PIHEHKO




Aopartok 2

[0 Hakasy MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu «[po aepxaBHY
peecTpauito (nepepeecTpaliiio)
NiKapcbK1UX 3aco06iB (MeguYHUX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpavliiiHux
marepianis»

Bij 18 rpyaHsa 2024 poky Ne 2110

ITEPEJIIK

INEPEPEECTPOBAHUX JITIKAPCBKHX 3ACOBIB (MEANYHUX IMYHOBIOJ/IOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

Ne Hassa dopma surnycKy 3assBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
n/n NliKapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa BionycKy aHHsA peecmpayjitiHo2o
3acoby yrnakoska) MocBi0O4Y€HHs1
1. | 3-4IHIP NopoLUoK AN TOB Ykpaina CeHc Jlabopartopic IHais nepepeecTpaLisi Ha HEOOMEXEHUI TEPMIH. 3a He UA/17849/01/01
opasibHOT cycneHsil "APTEPIYM Met. NIT4. OHOoB/EHO iHhopMaLio y po3ginax peyenmom nionszae
250 mr/5 mnno 1 nTa" "®apmakonoriyHi BnactmsocTi”, "lMokazaHHA"

dhnakoHy 3
MOPOLLKOM ANA
NpUrotyeaHHs 60 mn

(yTouHeHHs iHdhopMadii), "B3aemMogis 3 iHWmMu
nikapcbkMmn 3acobamu Ta iHWi BUan
B3aemogiin”, "OcobamMBOCTi 3acTOCyBaHHS",

cycneHsii y "3acTocyBaHHSA y nepiof BariTHOCTi abo
KOMMAeKTi 3i rogyBaHHs rpyaa0"(yTouHeHHs iHdopmadi),
LUNPULOM - "34aTHICTb BNIMBATY Ha LUBWAKICTb peakLii npu

[103aTOpOM y
KapTOHHIiA ynakoBL,i

KepyBaHHi aBTOTPaHCNOPTOM abo iHWMK
MexaHismamu', "Cnocib 3acTocyBaHHsA Ta fo3un",
"Mepepo3yBaHHs", "MNo6Gi4HI peakuii” iHCTPYKLi
ANA MeANYHOro 3acTOCyBaHHS NikapCbKoro
3acoby Bif4NOBIgHO [0 OHOB/IEHOI iHdhopmaLii
040 pedepeHTHOrO Jlikapcbkoro 3acoby
Cefdinir nopoLuok ans opanbHoi cycneHsii 250
mr/5 mn, Sandoz Inc, CLUA (B YkpaiHi He
3apeecTpoBaHuii), a Takox y po3aini "Cknag"”
(yTouHeHHs iHchopmauii) Ta y po3gini "MobiyvHi
peakuii" WoAo 3BiTyBaHHA NPO NOGIYHI peakLi.
OHoBrieHa iHdhopmauisa y n. 17 Tekcty
MapKyBaHHSA BTOPUHHOT Ta NepBUHHOI YNakoBOK
nikapcbKoro 3acooby.

Pestome nnaHy ynpasniHHA pu3nkamu Bepcis 1.4
foaaetbesn.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6€3neku, BigNoBigHO [0
Mopsaaky 3AilicHeHHs hapMakoHarnaay,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
37,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
Ykpainu 29 ciyHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif, 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKu.
2. | ATOBAKC® TabneTku, BKpUTI TOB YkpaiHa TOB "KYCYM YkpaiHa nepepeecTpawis Ha He0OMeXeHW TePMIH. 3a He UA/18049/01/01
nNiBKOBOIO "TNEQPAP PAPM" OHOB/IEHO iHGhopMaLito B IHCTPYKUIT Ansa peyenmom niosnsieae
060/10HKO0, Mo 400 M naTa" MEeAMYHOro 3aCTOCYBaHHS MiKapCbKOro 3acoby y
mr; no 10 TabneTok po3sainax: "®apmakonoriyHi BnacTmBocTi”,
y 6nictepi; no 1 abo "MokasaHHs" (pegaryBaHHs TEKCTY),
no 10 6nictepiB y "Ocob6nmBocTi 3acTocyBaHHs", "MobiuHI peakwi"
KapTOHHI ynakoBL,i; BiANOBIAHO A0 iH(hopMaLii WoA0 MeanyHoro
no 5 tabneTok y 3acTocyBaHHs pethepeHTHOro NikapCbkoro
6nicTepi; no 1 3acoby (ABE/IOKC®, TabneTtkn BKpUTI
6nictepy y 060/10HKO0 N0 400 Mr).
KapTOHHIA ynakoBLi;
no 7 TabneTtok y Pestome nnaHy ynpas/iHHA pusmkamu Bepcis 3.1
6nicTepi; no 1 [0Ja€ETbCS.
6nictepy y MepioAnYHICTb NOAAHHS pPerynsipHO
KapTOHHIi ynakosLi OHOB/IOBAHOrO 3BITY 3 6e3nekun, BigNoBIgHO J0
Mopsaky 34iicHeHHs hapMakoHariaay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
340pOoB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuL,i
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pegakuii Hakaly MiHicTepcTBa OXOPOHU
340pO0B's YKpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN Y NepiognMYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neKu.
3. | BAJICAPTAH | nopotuok AT Ykpaina [bky6inant IHAisa MepepeecTpallist Ha HeOBMEXEHNI TEPMIH - He UA/18158/01/01
(cybeTaHuis) B "®apmak” dapmosa flimiteq nionsizae
MilLKax noaBiiHMX
nonieTnIeHoBuUxX
ans
dhapmaL,eBTU4YHOro
3aCTOCYBaHHSA
4. | IKAKABI Tabnetkn no 5 mr; HoBapTic LLIseliyapi Brnpo6HMuTBO, LLiBeliyapis nepepeecTpadisi Ha 5 pokis 3a He UA/13456/01/01
no 14 tabnetok y dapma Al A KOHTPO/1b SIKOCTI, OHOB/IEHO iHGhopMaLito B IHCTPYKUIT Ans peyenmom niosnsieae

6nicTepi; no 4
6nictepn y Kopobui
i3 KapTOHY
nakyBaslbHOro

nepBuHHe Ta
BTOPVHHE
nakyBaHHs1, BUMYCK
cepii:
HoBapTic ®apma
LTeliH AT,
LBeliuapis

MeZIMYHOro 3aCTOCYBaHHA MikapcbKoro 3acoby B
posginax "Cknag" (pegaryBaHHsi TEKCTY 6e3
3MiHK iHbopmadi), "OcobnmBocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHA Ta 403Kn"
(BHECEHO YTOUYHEHHS), "T106IUHI peakwji”
BiANOBIAHO A0 iH(opMaLii 3 6e3neku
nNikapcbKoro 3acoby, sika 3a3HavyeHa B
MaTepiasiax peecTpauiiHoro oche.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
KoHTposb skocTi
38 BUHATKOM Pestome MYP Bepcia 15.0 gopaeTbes.
BU3HAYEHHA MepioAnYHICTb NOAAHHS PerynsapHO
MiKpo6iosioriyHol OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO A0
4yncToTU: Mopsaaky 34ilicHeHHs hapMakoHarnagy,
dapmaHaniTuka 3aTBEPKEHOro Haka3oM MiHicTepcTBa OXOPOHW
CA, Weeiiyapis 340pOoB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa 0XOpPOHHU
3[10pOB's YkpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMMU,
3a3HayYeHUMM y NepioANYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
5. | MKAKABI Tabnetku no 15 wr; Hosaprtic LLsenuapi Brpo6HMLTBO, LLisefiuapis nepepeecTpaujis Ha 5 pokis 3a He UA/13456/01/02
no 14 tabnetok y dapma Al A KOHTPO/Ib SKOCTI, OHOB/EHO iHGhOpMaLito B IHCTPYKUIT Ans peyenmom nionsizae
6nictepi; no 4 nepBuHHE Ta MeANYHOro 3acToCyBaHHSA NikapcbKoro 3acoby B
6nicTepu y kopobu,i BTOPUHHE po3ginax "Cknag" (pegaryBaHHs TekcTy 6e3
i3 KapTOHY nakyBaHHs, BUMYyCK 3MiHY iHcbopMmau,i), "OcobnmBocTi
nakysanbHOro cepii: 3acTocyBaHHsA", "Cnocib 3acTocyBaHHA Ta 403u"
HosaprTic ®apma (BHECEHO YTOUHEHHS), "lMN06IYHI peakuii”
LLTeiH Al, BiANOBIAHO A0 iHhopMmaLi 3 6e3neku
LLiBeiiuapis nikapcbKoro 3acoby, sika 3a3HaveHa B
mMaTepiasiax peecTpaLiiHoro gochLe.
KoHTponb skocTi
38 BUHATKOM Pestome MYP Bepcia 15.0 gopaeTbes.
BU3HAYEHHA MepioAnYHICTb NOAAHHS PErysipHO
Mikpo6iosnoriyHol OHOBJIHOBAHOrO 3BITY 3 6€3Mneku, BignoBigHO 40
4yncToTU: Mopsaaky 34iicHeHHs hapMakoHarnaay,
dapmaHaniTuka 3aTBEPIKEHOr0 Haka3oM MiHicTepcTBa OXOPOHMW
CA, WBeiiyapis 300pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuLji
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa 0XOpPOHHM
3710poB'sa YkpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3ri4HO 3i CTPOKaMMU,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKku.
6. | MKAKABI Tabnetku no 20 wr; HosaprTic LLsefiuapi Brpo6HMLTBO, LLisefiuapis nepepeecTpauis Ha 5 pokis 3a He UA/13456/01/03
no 14 tabnetok y dapma Al A KOHTPO/1b SIKOCTI, OHOB/IEHO iHGhopMaLito B IHCTPYKUIT Ans peyenmom niosnsieae

6nictepi; no 4
6nictepn y kopobui
i3 KapTOHY
nakyBaslbHOro

nepBuHHe Ta
BTOPWHHE
nakyBaHHS1, BUMYCK
cepii:
HoBapTic ®apma
LTeliH AT,
LLiBeiiuapis

MeAMYHOro 3aCTOCYBaHHS NMikapCbKoro 3acoby B
posginax "Cknag" (pegaryBaHHsi TEKCTY 6e3
3MiHK iHbopMmadi), "OcobnmBocTi
3acTocyBaHHs", "Cnoci6b 3acTocyBaHHA Ta 403un"
(BHECEHO YTOUHEHHS), "MN06IYHI peakuii”
BiANOBIAHO A0 iHopMaLii 3 6e3neku
NikapcbKoro 3acoby, fka 3a3HayeHa B
MaTepiasiax peecTpaLiiHoro AochLe.
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

KoHTposb skocTi
3a BUHATKOM
BWU3HAYEHHS

MiKpo6iosioriyHol

4yncToTU:
dapmaHaniTuka

CA, Weeiiyapis

Pestome MYP Bepcia 15.0 gopaeTbes.
MepioAnYHICTb NOAAHHSA perynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO A0
Mopsaaky 34ilicHeHHs hapMakoHarnagy,
3aTBEPKEHOro Haka3oM MiHicTepcTBa OXOPOHW
340pOoB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
Ykpainun 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa 0XOpPOHHU
3[10pOB's YkpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMMU,
3a3HayYeHUMM y NepioANYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

NOKYNAK IC

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 100
mr, no 10 TabneTok
y 6nicTepi; no 10
Tabnetok y 6nictepi,
no 1 6nictepy B
nauui

ToBapucTeo
3
[04,aTKOBO
Bignosigasib
HiCTIO
"IHTEPXIM"

Ykpaina

ToBapucTso 3
[04,aTKOBO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

YkpaiHa

MepepeecTpauis Ha HEOOMEXEHWU TEPMIH.
OHOB/EHO iHhopMaLjto y po3ginax
"apmakonoriyHi BnactneocTi”,
"MpoTunokasaHHs", "B3aeMogdis 3 iHLLIMMU
nikapcbkMKn 3acobamu Ta iHWi BUau
B3aemogiit”, "Ocob6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepio BaritTHOCTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHA Ta
nosun", "MepepnosysaHHaA", "T0O6GIYHI peakuii™
IHCTPYKL|i 415 MeAUYHOTro 3acTOCyBaHHSA
nikapcbkoro 3acoby BifgNoOBiAHO [0 OHOB/IEHOT
iHbopmawii woao 6e3nekn 3acTocyBaHHA AitoUoil
pevoBUHM, Ta 40 po3ainy "MobiuHi peakwii”
LLIOA0 BaX/IMBOCTI 3BiTyBaHHS NPO NOGiYHi
peaxuii.

Pestome nnaHy ynpasniHHA pusnkamu sepcisa 2.0
fojaetbes.

MepioAnyHICTb NOAAHHSA PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
Mopsaaky 34iicHeHHs hapMakoHarnaay,
3aTBEPKEHOr0 Haka3oMm MiHicTepcTBa OXOPOHMW
340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULi
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa 0XOpPOHHU
3/10poB'sa YkpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3ri4HO 3i CTPOKaMMU,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKku.

6e3
peyenma

He
nionsieae

UA/17963/01/02

NOKYNAK IC

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, No 50
mr, o 10 TabneTok

ToBapucTBo
3
[0AaTKOBOIO
Bignosigasib

Ykpaina

ToBapucTso 3
[04,aTKOBO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

Ykpaina

MepepeecTpauis Ha HEOOMEXEHWU TEPMIH.
OHoOB/1eHO iHhopMaLito y po3ginax
"apmakonoriuHi BnactusocTi”,
"MpoTunokasaHHs", "B3aemogisi 3 iHLIMMK

6e3
peyenma

He
niosnsieae

UA/17963/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
y 6nicTepi; no 10 HiCTIO nikapcbkMKM 3acobamu Ta iHWi BUau
Tabnetok y 6nictepi, | "IHTEPXIM" B3aemogiit”, "OcobMBOCTi 3acToCyBaHHS",
no 1 6nictepy B "3acTocyBaHHs y nepiof BariTHOCTi abo
nauuj rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHA Ta
no3n", "Mepeno3yBaHHs", "Mo6iuHI peakwii"
IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby BigNOBIAHO 0 OHOB/IEHOT
iHbopmaii Wwoao 6e3nekn 3acTocyBaHHA AitoUoil
pevoBUHK, Ta 40 po3ainy "MobiuHi peakwii”
OO0 BaXK/IMBOCTI 3BiTYyBaHHS NPO NOGiYHi
peakuii.
Pestome nnaHy ynpasniHHA pusnkamu sepcis 2.0
fojaeTbes.
MepioAnYHICTb NOAAHHSA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO f0
Mopsaaky 34ilicHeHHs hapMakoHarnagy,
3aTBEPKEHOr0 Haka3oM MiHicTepcTBa OXOPOHW
340pOoB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
YKkpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHHU
3[10poB's YkpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3HayYeHUMM y NepioANYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neKku.
9. | EKCTPAKT eKCTpakT AT YkpaiHa Anb6aH Mionnep PpaHLin MepepeecTpauis Ha HEOBMEXEHNIA TEPMIH - He UA/18140/01/01
CYXWUiA 3 (cybcTaHuis) y "®apmak” IHTepHeLHN nionsizae
KOPEHIB MiLLKax 3
NENAPIOHII | yoTupuLlapoBsoi
OUYMNTKOBOI | nnisku ans
chapmaLeBTU4YHOro
3aCTOCyBaHHs
10. | 3014MM NMopoLIoK AN AAP O6'egHaHi | CeHc Jlabopatopic IHais nepepeectpawis Ha 5 pokis 3a He UA/17851/01/01
pO34nHy ons PAPMA ©3- Apabcbki MeT. N14. OHOB/IEHO iHGhopMaLito B IHCTPYKLUIT Ans peuyenmom nionsieae
iH ey no 1000 wr; nnc Emipatu MEeAMYHOrO 3aCTOCYBaHHS NiKapCbKOro 3acoby y
1 chnakoH 3 posginax:
NOPOLUKOM Y "Oco6nMBOCTI 3aCTOCYBaHHA ", "3acTocyBaHHA Y

KapTOHHI ynakosL,i

nepiog BariTHOCTi abo rogyBaHHs rpy4aro"”,
"Cnocib 3acTtocyBaHHs Ta go3n", "TobiuHi
peakuii” BignosigHO A0 iHhopMaui Wwoao
MeJMYHOro 3aCTOCYBaHHsA peddepeHTHOro
nikapcbkoro 3acoby (POPTYM, nopoLuok ans
PO34MHY A5t iH'eKLii) a Takox y po3aini "Mo6iyHi
peakui" LLoA0 BaXXIMBOCTI 3BITYBaHHS Npo
noGiyHi peakuii.

Pestome nnaHy ynpaBaiHHA pu3nkamu Bepcis 2.1
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
[OA3€ETLCA.
MepiognyHICTb NOAAHHS perynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
Mopsaky 34iicHeHHs hapMakoHariaay,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOpPOHM
340poB’A YKpaiuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi toCTuL,i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
340pO0B's YKpaiHu Bifg 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiognMYHOCTI NoJaHHSA
PEerynsipHuxX 3BiTiB 3 6e3MeKu.
11. | 3014MM NopoLUoK AN AAP O6'egHaHi | CeHc Jlabopatopic IHais nepepeectpavisi Ha 5 pokis. - He UA/17850/01/01
po3unHy ans ®APMA ®3- | Apabebki Met. NIT4. nionsizae
iH ekuiii mo 1000 wr; nnc Emipatu PeslomMe nnaHy ynpasiiHHA pusvkamu Bepcis 2.1
in bulk: no 50 [04a€EThbC.
h1aKoHIB y MepioAnyHICTb NOAAHHSA PerynsipHo
KapTOHHIA Kopoo6Li OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
Mopsaaky 34iicHeHHs hapMakoHarnaay,
3aTBEPIKEHOr0 Haka3oM MiHicTepcTBa OXOPOHMW
340pOoB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuLji
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa 0XOpPOHHM
3710poB'sa YkpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKku.
12. | KETOAEKCA po3unH ans iH'ekuii, | TOBAPUCT YkpaiHa ToBapucTBo 3 YkpaiHa MepepeecTpauis Ha HEOOMEXEHUI TEPMIH. 3a He UA/18084/01/01
25 mr/mn, no 2 mn B BO 3 obmexeHo OHoB/eHo iHdhopmaLito y po3aini "TMobiuHi peyenmom niosnsieae
amnyni; no 5 amnyn OBMEXEH BiANOBIAA/ILHICTIO peakuii" LWoA0 BaXMBOCTI 3BiTyBaHHS Mpo
y 6nicTepi; no 2 (e]}6} "papmaneBTUYHA noGiyHi peakuii Ta 'y po3gini "YnakoBka".
6nictepu y kopobui 3 | BIAMNOBIOA KOMMaHis
KapTOHy; No 2 MN B NIbHICTIO "3popos'a" Pestome nnaHy ynpaBniHHA puankamu Bepcis 2.0
amnyni; no 10 «KOPIMOPA [OJa€EThLCSA.
amnyn y 6nictepi; no LA MepioAnYHICTb NOAAHHS pPerynsapHO
1 6nictepy y «300POB’'A OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBiAHO [0

KOpoOL,i 3 KapTOHY

»

Mopsaky 3aiicHeHHs hapMakoHariaay,
3aTBepKeHOro Hakasom MiHicTepcTBa OXOPOHU
304,0p0B’sA YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuL,i
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU
340pOB's YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiogMYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3MeKu.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
13. | NIEBOCETWUN | Tabnetku, BKpUTI TOB YkpaiHa YOPNA TypeuunHa nepepeecTpauist Ha He0OMeXeHWn TepMiH 6e3 nionsizae UA/18085/01/01
nNiBKOBOIO «YOPN[, MEAVUWH INAY OHOB/IEHO iHGhopMaLito B IHCTPYKUIT Ans peyenma
o6onoHkoto, no 5 mr | MEAVLINH» CAH. BE TIXK. Me[MYHOro 3aCTOCYBaHHS NMiKapCbKOro 3acoby y
no 10 Tabnetok y A.LL. po3gaini "MobiyHi peaxuii" WoA0 BaXX/MBOCTI
6nictepi; no 2, 3, 4 3BiTYyBaHHSA NPo NOGIYHI peakwi
6nictepn y
KapTOHHI KopoobLi Peslome nnaHy ynpasiHHA pusmkamu Bepcis 1.1
fojaeTbes.
MepioAnYHICTb NOAAHHSA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
Mopsaaky 34ilicHeHHs hapMakoHarnagy,
3aTBEPKEHOr0 Haka3oM MiHicTepcTBa OXOPOHW
340pOoB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa 0XOpPOHM
3[10pOB's YkpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMMU,
3a3HayYeHUMM y NepioANYHOCTI NOAaHHS
perynspHux 3BiTiB 3 6e3nekun
14. | MOKCUMAK pO3unH N8 iHQys3il, [JouipHe YkpaiHa [JouipHe YkpaiHa nepepeecTpauis Ha He0OOMEXEHW TePMIH 3a He UA/17327/01/01
400 mr/250 mn no nignpveMcTB niANpMEMCTBO OHOB/EHO iHGhOpMaLito B IHCTPYKUIT Ans peyenmom nionsizae
250 MmNy KOHTelHepi o] "®dapmaTpeiig” MeAMYHOro 3aCTOCYBaHHSA NikapCcbKoro 3acoby y
3 NoinponisieHy; no "®bapmarpei po3ginax "Ocob6mMBOCTi 3acTocyBaHHs", "IN0oGiYHI
1 KOHTelHepy B a" peakuji" BiANOBIAHO 4O OHOBMEHOI iHChopMaL,i 3
KapTOHHIA ynakoBL,i; 6e3nekn Ajto4oi pevyoBuHY, a TakoX y po3aini
no 250 mny "Mo6iuHI peakwyi" o040 BaXNMBOCTI 3BiTyBaHHS
KOHTEliHepi 3 npo NoGiyHi peakuii.
noniBiHiNxI0pUaY;
no 1 KoHTelHepy B Pestome nnaHy ynpaBniHHa puankamu Bepcis 1.0
nonimepHii nnisui B [0Ja€ETbCS.
KapTOHHIiA ynakoBL,i MepioAnYHICTb NOAAHHS pPerynspHO
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
Mopsaky 34iicHeHHs hapMakoHariaay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
340poB’A Ykpainu Big, 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuL,i
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pegakuii Hakaly MiHicTepcTBa OXOPOHU
340pOB's YKpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiognMyYHOCTI NoJaHHSA
PerynsipHuxX 3BiTiB 3 6e3MeKu.
15. | HICTATUH NOpOLLOK AT Yecbka AT "BYAB ®apma” Yecbka nepepeecTpaLisi Ha HeE0OMEXEHWI TePMIH - He UA/18123/01/01
(cybeTaHuin); y "IMKo®apm | Pecny6nik Pecny6nika nionsieae
nonieTnIeHoBmX a" a

naketax ans
hapmaLeBTUYHOro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
3acToCyBaHHSA
16. | ODJZIOKCALW | nopoLuok TOB Ykpaina CaH IHais nepepeecTpaLisi Ha HeE0OMEXEHW TePMiH - He UA/17995/01/01
H (cy6eTaHuin) B "®APMEKC dapmacboTikas nidnsieae
noslieTuIeHoBMX reyn" IHpacTpi3 Nimiteq
nakeTtax gns
thapmaueBTUYHOro
3aCTOCYBaHHS
17. | NPAKCIC PO34UH AJ151 iH'EKLLNA, TOBAPUCT Ykpaina ToBapucTso 3 YkpaiHa nepepeecTpaLisi Ha HeE0BMEXEHWI TePMIH 3a He UA/18063/01/01
500 mr/4mn no 4 mn BO 3 06MEXEHOI0 OHOB/IEHO iHhopMaLito y posginax peuyenmom nionsieae
B amnyni; no 5 OBMEXXEH Bi4NOBIAA/IbHICTIO "apmakonoriyHi BnactneocTi” (pegaryBaHHs
amnyn y 6nictepi; no (e]}6} "papmaneBTUIHa iHdbopmauii), "Oco6mBoCTi
1 6nictepy y BIANOBIAA KOMMaHis 3acTocyBaHHs"(pegarysaHHs iHchopmadii),
KOpPOO6Lii 3 KApTOHY NBHICTHO "3popos'a” "3acTocyBaHHs y nepio BariTHOCTi abo
«KOPIMOPA roflyBaHHs rpyanro”(pegaryBaHHs iHgpopmadir),
UiA "Cnocib 3acTocyBaHHA Ta 4031"(pesaryBaHHs
«300POB’'A iHchbopmawii), “Mepeno3yBaHHA", "IM06iYHI
» peakuii” iIHCTpYKLii Ana MeguyHoro
3aCTOCYBaHHSA NikapCbkoro 3acoby BifnoBigHO
[10 pethepeHTHOro NikapcbKoro 3acoby
LlepakcoH®, po3umnH ans iH'ekuiii, 500 mMr/4 mn
Ta 1000 Mr/4 mn, a Takox o po3giny "MobiyHi
peaxuii” LWoA0 BaXXMBOCTI 3BiTyBaHHA Mpo
no6iuHi peakuji.
Pestome nnaHy ynpasniHHA pu3nkamu Bepcis 1.0
[ofaeTbes.
MepioAnyHICTb NOAAHHSA perynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
Mopsaaky 34iicHeHHs hapMakoHarnaay,
3aTBEPAKEHOro Haka3oMm MiHicTepcTBa OXOPOHMW
30,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCcTuLji
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU
3710poB's YkpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3ri4HO 3i CTPOKamMMu,
3a3HayYeHUMM y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKku.
18. | NPAKCIC PO34MH ONs iH'EKUIN, TOBAPUCT YkpaiHa ToBapucTBo 3 YkpaiHa nepepeecTpavisi Ha HeOOMEXeHUIA TePMIH 3a He UA/18063/01/02
1000 mr/4 mn no 4 BO 3 obMexeHo OHOB/IEHO iHhopMaLito y po3ginax peyenmom niosnsieae
M B amnysi; no 5 OBMEXEH BiAANOBIAA/LHICTIO "®apmMakoorivyHi BacTusocTi" (pefaryBaHHs
amnyn y 6nictepi; no (e]}6} "hapmauleBTUYHa iHchopmauii), "Oco6mBoCTi
1 6nictepy y BIANOBIOA KOMNaHis 3acTocyBaHHA"(pefaryBaHHs iHhopmadi),
Kopo6Li 3 KapTOHY JIbHICTHO "3p0pos'a" "3acTocyBaHHSA y nepiof BariTHOCTi abo
«KOPIOPA roflyBaHHs rpyaar”(pegaryBaHHs iHgoopmadii),
uiA "Cnoci6 3acTtocyBaHHS Ta fo3u"(pefaryBaHHs
«300POB'A iHchbopmaui), "Mepeno3sysaHHA", "MO6IYHI

»

peakuii” iIHCTPYKLIii As19 MegnyHoro
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

3aCTOCYBaHHSA NikapCbKoro 3acoby BiAnoBigHO
[10 pethepeHTHOro Nikapcbkoro 3acoby
LiepakcoH®, po3unH AN iH'ekuiid, 500 mr/4 mn
Ta 1000 Mr/4 mn, a Takox 4o po3giny "MobiyHi
peakuii” LWoA0 BaXMBOCTI 3BiTyBaHHS Mpo
no6iyHi peakuii.

Pestome nnaHy ynpasniHHA puankamu Bepcis 1.0
fofaeTbes.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOrO 3BITY 3 6e3neku, BigNoBIgHO [0
Mopsaaky 3AilicHeHHs hapMakoHarnaay,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
30,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuLi
Ykpainu 29 ciyHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMM,
3a3Ha4yeHUMN y NepiognMYHOCTi NoJaHHs
perynsipHux 3BiTiB 3 6e3neKu.

19.

LE®A3ONIH

NOPOLLIOK A/1A
PO34UHY ON15 iH'EKUIA
no 1 r nopoLuky y
chnakoHi; in bulk: no
50 chnakoHiB y
Kopobu,i

MpusBartHe
akuioHepHe
TOBapUCTBO

"JTekxim-
Xapkis"

YkpaiHa

PetoHr
PapmacbioTuKan
Ko., 14,

KuTaricbka
HapogHa
Pecny6nika

nepepeecTpalis Ha He0OMeXeHWn TepMiH

Pestome nnaHy ynpaBniHHA puankamu Bepcis 1.1
fojaeTbes.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
Mopsaky 34iicHeHHs hapMakoHariaay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
340poB’A Ykpainu Big, 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
340pO0B's YKpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiognMyHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

He
nionsieae

UA/17848/01/02

20.

LLEE®A3O/IH

NOPOLLIOK A”A
PO34nNHYy A5 iH'eKUI
no 0,5 r nopoLky y
donakoHi; in bulk: no
50 chnakoHiB y
Kopoobui

MpuBartHe
akujioHepHe
TOBapuCTBO

"Jlekxim-
Xapkis"

YKpaiHa

PetoHr
PapmacbioTukan
Ko., ita.

KuTalicbka
HapogHa
Pecny6nika

nepepeecTpaLisi Ha HE0OMEXEHWI TePMIH

Pestome nnaHy ynpaBniHHA pu3nkamu Bepcis 1.1
[opaeTbes.

MepioAnyHICTb NOAAHHSA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
Mopsaaky 34iicHeHHs hapMakoHarnaay,
3aTBEPMAKEHOro Haka3oMm MiHicTepcTBa OXOPOHMW
30,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCcTuLji
Ykpainm 29 ciyHs 2007 poky 3a Ne 73/13340 (y

He
nionsieae

UA/17848/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1

pepakuii Hakasy MiHicTepcTBa 0XOpPOHM
3[10pOB's YkpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMMU,
3a3HayYeHUMM y NepioANYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

B.o. Haua/IbLHUKA
dapManeBTUYHOT0 yIIPaB/IiHHA

Onekcanap I'PIHEHKO




Joparok 3

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»

Bix 18 rpyans 2024 poky Ne 2110

IIEPEJIIK
JIIKAPCBKHUX 3ACOBIB (MEJNUYHUNX IMYHOBIOJIOTTYHUX ITPEITAPATIB), IIO10 AKUX BYJ/IN BHECEHI
3MIHU 40 PEECTPAIIMHUNX MATEPIAJIIB, AKI BHOCATBCSHA 4O AEPKABHOI'O PEECTPY JIIKAPCBbKHX

3ACOBIB YKPATHA

Ne Hassa Popma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs | peecmpayiliHo2o
3acoby YMakKkoBKa) nocsioYeHHs1
1. | AEPTAN® TabneTku, BKPUTI BAT YropwuHa | BAT "T'egeoH YropuuHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a He UA/5359/01/01
NiBKOBOIO "lepeoH PixTep" TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nidnsizae
060/10HKO10, M0 100 PixTep" thapmakoHarnagy (iHwi 3MiHK)- 3MiHN BHECEHO B
mr; no 10 TabneTok IHCTPYKLiIO 415 MeQUYHOro 3acToCyBaHHSA NikapcbKoro
y 6nicTepi; no 2 abo 3acoby B po3ain «BupobHuk», a came BUTy4YeHO
no 6 6nictepis B iHbopMmaLito Npo BUPOBHMLUTBO 3a NiLeH3IEl0.
KapTOHHIlA ynakoBL,i BignosigHi 3miHn BHeceHo y .17 «IHLUIE» TekcTy
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBOK
nikapcbKoro 3acoby, a Takox n.11 «HaiimeHyBaHHS i
MiCLie3HaxXOMKEeHHS BUPO6HMKa Ta/abo 3anBHUKa»
TEKCTY MapKyBaHHS1 BTOPUHHOT YNakoBKU; YTOUHEHO
iHbopmaLito Woao iHaMBiAyanbHOro Koay. BuaaneHHs
inchopmauii 3 MKA 13, a came B po3aini "BUpo6HuK".
[Oitoua pepakuis: BAT «['egeoH PixTep», YroplumHa, 3a
niuensieto Anmipan A. I., LUeeiiuapis Gedeon Richter
Plc., Hungary, under license Almirall A.G., Switzerland
MponoHoBaHa pepakuis: BAT «efeoH Pixtep»,
YropwuHa Gedeon Richter Plc., Hungary. TepmiH
BBE/IEHHS 3MiH NpPOoTAroM 6 micauis nicns
3aTBEPMKEHHS.
2. | A3BECTIB TabneTku, BKPUTI AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/18149/01/01
NNiBKOBOK "KNIBCbKW "KNIBCbKWM TNy - 3MiHK 1040 6e3nekn/eddeKTMBHOCTI Ta peyenma
o60noHkoto; no 10 " BITAMIHHNIA thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
Tabnetok y 6nictepi; | BITAMIHHU 3ABOA" y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
no 6 6nictepis y " 3ABOA" (BBEAEHHSA Y3araslbHEHUX AaHVX NPO cMcTemy
nauuj thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBIAANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHuKa 415
3pjiicHeHHs1 hapMakoHarnsgy B YkpaiHi, AKLOo BoHa
BiAMIHHA Bif, YNOBHOBaXKEHOI 0cobu, BiAnoBigaIbHOT
3a 34jicHeHHs dhapmakoHarsay (Bkayalun




21

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKaA, BifgnoBigasibHOI 3a
hapmakoHarnsg,.
[itova pegakuisn: Konsga Biktopis BikTopiBHa.
MponoHoBaHa pepgakuis: babvika AmnuTpo
AHaToNIioBMY. 3MiHa KOHTAKTHUX AaHUX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BifnoBigabHOI 3a
hapmakoHarnag.
3. | A3BENTUN PO34uH A1 iH EKUii, Megpokemi Kinp Mepokemi Kinp BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/15229/01/01
500 mr/5 mn; no 5 nTa Nimitep My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
M/ B amnyni; no 5 thapmakoHarnagy (iHwi 3MiHM) OHOBNEHHS TEKCTY
amnyn y énictepi; no MapKyBaHHS NepBMHHOT Ta BTOPVMHHOT yNakoBOK
2 6nictepu y nikapcbKoro 3acoby, a came: yTOYHEHO BUK/IALEeHHS
KapTOHHI/ KopoobLi iHchopmawii Wwoao aatn BUpoGHULTBA, TEPMIHY
npuaaTHOCTI, HOMepY cepii Ta HOMepy peecTpaviliHoro
MOCBIAYEHHS, 3a3HAYEHO TEXHiYHi KOAN Ta YTOYHEHO
norotun 3asBHUKa. BBeAeHHS 3MiH NpoTAarom 6-tn
MicsiLiB nicns 3aTBepApKEHHs!
4. | ABENTUN PO34UH ONs iH ek, Mepokemi Kinp Mepokemi Kinp BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/15229/01/01
500 mr/5 mn no 5 mn nTa Nimviteq TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
B amnyni; no 5 thapmakoHarnsgy. BeegeHHs abo 3miHv o
amnyn y 6nictepi; no y3ara/isHeHNX JaHnx Npo cucTemy dhapmakoHarnsgy
2 6nictepn y (BBEAEHHSA y3araslbHEHNX AAHUX MPO cUcTeMy
KapTOHHIA Kopoo6Li thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOoi ocobw,
BiANOBiAANbLHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsay 3asBHuKa 415
3pificHeHHs1 hapMakoHarnsay B YkpaiHi, AKLo BoHa
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BigNoBigansLHOI
3a 3fjicHeHHs hapmakoHarnagy (Bkyatoun
KOHTaKTHI fAaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3mMiHa KOHTaKTHOT
ocobu 3asBHKKa, BiANOBIAA/IbHOI 3a thapmakoHarnsg B
YKpaiHi.
[Oitoua pepakuin: Menex liogmmuna OnekcaHapiBHa.
MponoHoBaHa pegakuis: MapalleHko Hatanis
BonogvmupiBHa. 3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOT
0cobu 3asiBHMKa, BIANOBIAA/ILHOT 3a (hapmakoHarnsg, B
YKpaiHi.
5. | AKTUNI3E® niocpinizat ans BepiHrep HimeuuunH Brpo6HuK HimeyunHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/2944/01/01
po3yMHy Ans IHrenbxaim a (niodpinizar): TexHiuHa nomwuska (3rigHo Hakasy MO3 Big, peyenmom
iHdysii no 50 mr; 1 IHTepHeLUHN BMPOBGHULITBO 23.07.2015 Ne 460). BunpaBneHHst TEXHIYHOT MOMUKN
chnakoH 3 6X 3a NOBHUM B CneyudikaLii Ha roToBUiA NikapcbKuii 3aci6 y
niogpinizatom y LMKIOM MeTofax KOHTPOSO AKOCTI, WO 6yNN 3aTBEpAKEHI
KOMNAekTi 3 1 (BKOUAOUM Hakazom MO3 18.10 2023 poky Ne1808, npu
dhnakoHoOM BMPOGHMLTBO, nposefeHHi npoueaypv 3miHn tun I, n.B.IL.r.1 ana
pO34nHHKKa (BOAa KPUTWUUHWIA niogpinizaty: po3gin " KaninspHe izoenekrpuuHe
008 iH'exuin) no 50 BMPOBHNYMI (POKyCyBaHHS i3 Bisyastizaujieto” MoOMUIKOBO B
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknav
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0OYeHHs

MJ1 B KAPTOHHIM
KopooLi

KOHTPO/b,
KOHTPO/b
AKOCTI B
LOCNIDKEHHSIX
ANS BUNYCKY
cepili (3a
BCiMa
napameTpamMu)
, KOHTPO/b
AKOCTI B
LOCNIMKEHHSX
ctabinbHoCTI
(3a BCiMa
napameTpamu)
, NepBMHHA
yrnakoBka,
BTOPVHHA
ynakoBka,
BWMNYCK Cepiit):
BepiHrep
IHrenbxanv
dapma M'v6X i
Ko. KT,
HimeuumnHa,;
Brpo6HuK
(PO3YUHHUK,
Bofa Ans
iH'eKwin):
BMPOGHMLITBO
3a NOBHUM
LIK/TOM
(B1pOGHMLTBO
(BKkOUaOUM
KOHTPO/b
SKOCTi B
npoteci
BMPOGHMLTBA),
KOHTPO/b
AKOCTI
KiHLLeBOro
npoaykty (ans
BUMYCKy cepili
TaB
LOCNIMKEHHSX
cTabinbHoOCTI),
nepBuHHe
MapKyBaHHS,
BTOPWHHE

[OMyCTUMUX rpaHnLax ansa PerioHy 2 3aMicTb
BEpPXHbOI rpaHunLi 67% BHeceHi 47%. 3a3HaveHe
nocunaHHs BKkasaHe B opuriHasibHiin Crneyudikayii M13
p. 5.1 Ta B peecTpauiiiHiin oopmi Ne 287315-23/3-98
Ne19523 Big 23.12.2022 npaBW/bHO BKa3aHi
[0NyCTUMI rpaHuLi
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1

nakyBaHHS Ta
MapKyBaHHS,
BUMYCK Cepiif))
Bepinrep
IHrenbxaiim
®apma M'v6X i
Ko. KT,
HimeuumnHa,;
Brpo6HMK
(niodpinizar):
BMPOGHMLITBO
Hepo3cacoBa
HOro NpoAyKTy
(BKOYaLOUM
BMPOGHULITBO,
KPUTUYHWIA
BMPOGHUUNIA
KOHTPOSb,
KOHTPO/b
SKOCTi B
LOCAIMKEHHSX
AN BUNYCKY
cepiii (3a
napameTpamu
CTEPWU/IbHICT,
6akTepiasibHi
€HA,0TOKCUHM,
30BHILLHIN
BUINIAL,
OfHOPIAHICTb
macw, yac
PO3YMHEHHS),
nepBuHHA
yMakoBKa):
Bettep
Papma-
DepTUryHr
v6X eHg Ko.
KT,
HimeuumnHa;
Bupo6Huk
(niogpinizar):
BMPOGHMLTBO
Hepo3cacosa
HOro NPOAyKTY
(TinbKM
Bi3yasibHUiA
KOHTPO/b),
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknav
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0OYeHHs

KPUTUYHWIA
BMPOGHUUNIA
KOHTPOSb,
KOHTPO/b
SKOCTi B
LOCAIMKEHHSX
AN BUNYCKY
cepiii (3a
napameTpamu
CTEPWU/IbHICT,
6akTepiasibHi
€HA,0TOKCUHM,
30BHILLHIN
BUINIAL,
OfHOPIAHICTb
macw, yac
PO3UYMHEHHS):
Bettep
dapwma-
®epTuryHr
'M6X eHg Ko.
KT,
HimeuumnHa,
Brpo6HMK
(niodpinizar):
BMPOGHMLITBO
Hepo3cacoBa
HOro NpoAyKTy
(TiNbkM
Bi3yaslbHUIA
KOHTPO/b),
KPUTUYHWIA
BUPOGHNUNIA
KOHTPO/b,
KOHTPO/b
AKOCTI B
LOCNIMKEHHSIX
ANS BUNYCKY
cepili (3a
napameTpamu
CTEePU/IbHICTb,
6akTepiasibHi
€©HA0TOKCUHM,
30BHILLHIN
BUINAL,
OfHOPIAHICTb
macu, yac
PO3YMHEHHS):
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknav
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0OYeHHs

Bettep
dPapma-
depTuryHr
'M6X eHg Ko.
K,
HimeuumnHa,;
Brpo6HuK
(niogpinizar):
BMPOGHMLITBO
Hepo3dhacoBa
HOro NPoAyKTy
(TinbKM
Bi3yasibHWIA
KOHTPOSb):
Bettep
dapwma-
®epTuryHr
'M6X eHg Ko.
Kr, HimeuunHa
; Nabopartopii
3 KOHTPO/O
AKOCTI
(niogpinizar):
anbTepHaTuBH
a AinbHuuA 3
KOHTpO/t0
AKOCTI 3a
nokasHuKkamm
"CTepubHICTb
"Ta
"BakTepianbHi
€HA0TOKCUHN"
[ONS BUNYCKY
cepiii
FN3:Na6op
JIC CE eHp
Ko. KT,
HimeuumnHa,
Nabopatopii 3
KOHTPO/0
AKOCTI
(niogpinizar):
a/lbTepHaTVBH
a [inbHuusA 3
KOHTPO/IO
AKOCTI B
LOCNIMKEHHSX
NS BUNYCKY




26

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1

cepii N3 (3a
BCiMa
nokasHuKamm
3a
BUK/OYEHHAM
"CTepwbHICTb
"BakTepianbHi
€HJO0TOKCUHMN")
TaB
LOCNIMKEHHSX
CTabiNIbHOCTI
(3a BCiMa
nokasHukamu):
A eHp Em
Lta6Tect
Na6op coyp
AHaNITUK YHT,
Crabinitarcnp
ypyHr T'mM6X,
HimeuumnHa,;
Na6opaTopii 3
KOHTpO/t0
AKOCTI
(PO3YMHHUK):
anbTepHaTVBH
a AinbHuuA 3
KOHTPO/0
AKOCTI 3a
BUK/TIIOYEHHAM
NOKa3HWKIB
"CTepubHICTb
"Ta
"BakTepianbHi
€HA0TOKCUHN"
(mocnipxeHHs
cTabinbHOCTI):
A eHp Em
Lta6Tect
Na6op dyp
AHaNITUK yHA,
Crabinitarcnp
ydpyHr MM6X,
HimeuumnHa,
Nabopatopii 3
KOHTPO/0
AKOCTI
(PO3YMHHUK):
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
a/lbTepHaTVBH
a [inbHuuUSA 3
KOHTPO/IO
AKOCTI 3a
napameTpamu
"CTepwbHICTb
"Ta
"BakTepianbHi
€HA0TOKCUHN"
(mocnimkeHHs
cTabinbHOCTI):
Na6op IC CE
eHpa Ko. KT,
HimeyunHa
6. | ANAHTOIH KpucTanivyHmi ToBapucTBO Ykpaina XyHaHb Kutaricbka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | - UA/16180/01/01
MOPOLLIOK 3 Li3toasHb HapogHa TUny - 3MiHK 3 aKkocTi. A®Il. CTabinbHiCTb. 3MiHa
(cybeTaHuis) y 06MeXEHO [OHr'sH Pecny6nika nepiogy NOBTOPHWX BUNpo6yBaHb/nepioay 36epiraHHsA
noABINHNX Bignosigasib dapmacbioTika abo ymoB 36epiraHHa A®I (3a BigCyTHOCTI Y
noslieTUNEHOBMX HiCTIO nKo., Nita,. 3aTBEPAKEHOMY [OCbE cepTudikaTa BifgnoBigHOCTI
nakeTtax gnsa "®apmaueBT €Bponeiicbkili hapmakonei, Lo BKIoYaE nepiog,
hapmaueBTUYHOro nyHa NMOBTOPHOTrO BMNPOGYBaHHS) (Nepiog, NMoOBTOPHOrO
3acTocyBaHHs KOMMaHis BMNpobyBaHHA/nepio 36epiraHHs) - 36iNbLLeHHS abo
"3popoB'a” BBE/JIEHHS nepiody NOBTOPHOro BUMNPOBYyBaHHs/nepioay
36epiraHHs Ha OCHOBI pe3ynbTaTiB AOC/IMKEHDb Y
peaslbHOMY Yaci - 36iNbLUEHHSI TEPMiHY NpUAaTHOCTI
cybcTaHuil. ditoya pegakuis: TEPMIH
MEPEKOHTPOIO. 2 poku. MNponoHoBaHa pefakLis:
TEPMIH MPUAATHOCTI. 3 poku
7. | ANEPriHon TabneTtku, BKPUTI [DKIBOXAP IHais BadgHa IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/14440/01/01
nnrCce® NNiBKOBOO A PAPMA dapmacbtoTika TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
o060n0Hkoto; no 10 MPAVBIT nec nira. thapmakoHarnagy (iHwi 3MiHn) - 3MiHU BHECEHO Y
Tabnetok y 6nictepi; NIMITEL TEKCT MapKyBaHHS1 NepBUHHOI (M. 3, 4) Ta BTOPUHHOI
no 1 a6o 2 6nictepu (n. 8) ynakoBOK fiKapCbKOro 3acoby; BUTyYeHHs
Y KapTOHHiii norotuny guctpu6'toTopa i3 n. 6. IHWE nepBuHHOI
ynakoBLii ynakosku Ta n.17. IHLWE BTOPMHHOI yNakoBKu
nikapcbKoro 3acoby. TepMiH BBEAEHHS 3MiH -
NpOTArom 6 MicsuiB Nicas 3aTBEPAYKEHHS.
8. | AMBPOKCON Tabnetku no 0,03 r; MpuBatHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 nionsieae UA/6958/01/01
no 10 TabneTtok y akuioHepHe akuioHepHe TMny - 3MiHKM Woao0 6e3nekn/edpekTUBHOCTI Ta peuyenma
6nictepi; no 1 a6o 2 TOBapuCcTBO TOBapuCcTBO thapmakoHarnsgy. 3MiH1 y KOPOTKill XxapakTepucTumLi
6nictepu y nauui 3 «J1ekxim- «Jlekxim- NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
KapToHy; no 10 XapkiB» XapkiB» AN MeAnyHOro 3acTocyBaHHsA

Tabnetok y 6nictepi;
no 50 a6o 100
6nicTepiB y nauyi 3
KapToHy

reHepuyYHUX/ribpuaHNx/6ionofibHNX NikapcbKmx
3ac06iB NicNs BHECEHHS TiEl caMoi 3MiHW Ha
pedoepeHTHUIA npenaparT (3mMiHa He NoTpebye HagaHHsA
YO[HMX HOBWX A0AATKOBMX faHUX) 3MiHWN BHECEHO [0
IHCTPYKLUIii 4151 MEAMYHOrO 3aCTOCYBaHHS /liKapcbKoro
3aco6y y po3ginu "®apmMakosiorivyHi BAacTMBocTi",
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

"Oco6nmBoCTi 3acTocyBaHHs", "Mo6iuHi peakwyii"
BignoBigHO A0 iHdhopMaLiil Woa0 MeanyHoro
3acToCyBaHHSA pehepeHTHOro NikapCcbKoro 3acoby
(NA30NBAH, Tabnetku, 30 mr).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHSA

AMBPOKCO/1-
KB

Tabnetkv no 30 mr;
no 10 TabneTtok y
6nicTepi; no 2
6nictepu y nauui

AT
"KUIBCBKW
"
BITAMIHHIN
" 3ABOA"

YkpaiHa

AT

"KNIBCbKN

BITAMIHHW
3ABOJ"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTumLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,iT
AN MeAnYHOro 3acTocyBaHHA
reHepuyYHNX/ribpuaHNx/6ionogibHNX Nikapcbkmx
3ac06iB Nic/1A BHECEHHSA TiEl camoi 3MiHN Ha
pedhepeHTHMIH Npenapar (3MiHa He NoTPebye HadaHHs
OJHWX HOBUX A0OAATKOBMX faHNX) 3MiHW BHECEHO [0
IHCTPYKUIi 418 MEAUYHOrO 3aCTOCYBaHHS NiKapcbKoro
3acoby y po3ginu "®apmMakosioriyHi BnactuBocTi”,
"MpoTunokasaHHa", "OcobaMBOCTI 3acTOCyBaHHSA",
"3acTocyBaHHs y nepiog BariTHOCTi abo rofyBaHHs
rpyaato”, "34aTtHicTb BNAMBATY Ha LUBUAKICTb peaku;ii
npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLLINMKN
mMexaHismamu", "Cnoci6 3acTocyBaHHs Ta 4o3u",
"MepeposyBaHHA", "T06IYHI peakuii” BignNoBigHO [0
iHhopmaLii WoA0 MeguyHOro 3acTocyBaHHs
pechepeHTHOro nikapcbkoro 3acoby (JTASOJIBAH,
Tabnetkun no 30 mr). BBeAeHHS 3MiH NPOTAroM 6-Tu
MicsLiB NicNsA 3aTBEPAKEHHS

6e3
peyenma

nionsieae

UA/7012/01/01

10.

AMIHOBEH
IHOAHT 10 %

pO34uH ANs iHQY3ild;
no 100 mn a6o no
250 Mny hnakoHax

®peseHiyc
Kabi

[Jonunang
v6X

HimeyunH
a

PpeseHiyc
Kabi AscTpis
6X

ABCTpIA

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
KOHTpOs1b roToBOro fikapcbKoro 3acoby (iHLwi 3MiHM)
MpvBeaeHHS y BIANOBIAHICTb cneyudikauiin Ta
MeToziB KoHTponto B MKA /13 o aokymeHTauii
BMPO6GHMKA, a came, BUNPaBEHHS TEXHIYHUX
NMOMW/IOK, YTOYHEHHA Nepeknagy Ta BHECEHHS
YTO4HEHb y po3ginax: Onuc, pH, laeHTudikauis
LitoUnX peyvyoBuH, KinbkicHe BU3HaUYeHHs1, MexaHiyHi
BK/IOYEHHSA, OnNTuYHa ryctuHa, CTepusbHICTb,
BakTepiasnibHi eHA0TOKCUMHU. CyTb 3aTBEPL)KEHOro
TEKCTY He 3MIHIETbCA. 3MiHM A0 cneundikauii
3asBHUKA-BNPO6HMKA HE BHOCW/IUCh.

3a
peyenmom

UA/4585/01/01

11.

APUMIKA[

Tabnetku no 30 mr
no 10 TabneTtok y
6nictepi; no 3 abo
10 6nicTepiB y
KapTOHHI KOpooLi

Kagina
dapmacbioT
nkan3
Niviten

IHais

Kagina
dPapmacboThK
ans fimiteq

IHais

BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu |
TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsay. 3MiHU y KOPOTKill XxapakTepucTumLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnyHOro 3acTocyBaHHsA
reHepuyYHUX/ribpuaHNx/6ionofibHNX NikapcbKmx
3ac06iB NicNs BHECEHHS TiEl caMoi 3MiHM Ha
pedoepeHTHUIA npenaparT (3mMiHa He NoTpebye HagaHHs

3a
peyenmom

He
nionsieae

UA/19119/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

XOMHVX HOBWX AOAATKOBMX JaHWNX) 3MiHWN BHECEHO [0
IHCTPYKUIi ANA MEAUYHOrO 3aCTOCYBaHHS Nikapcbkoro
3acoby y po3ginu "®apmakosioriyHi B1actueBocTi”,
"MokaszaHHs", "B3aemogis 3 iHWMMU NTikapCbKMu
3acobamu Ta iHWi B1uamn Baemogiii", "OcobnmnBoCTi
3acTocyBaHHA", "3acTocyBaHHs Y nepiog, BariTHOCTI
abo rogyBaHHs rpyaao”, "Cnocib 3actocyBaHHS Ta
nosun”, "Oitn", "Mo6iyHi peakuyii" BiaNoBigAHO A0
iHchopmawii LWoA0 MeaNYHOro 3aCTOCyBaHHS
pedhepeHTHOro nikapcbkoro 3acoby (ABILIFY, tablets).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS

12.

APUMIKA[

Tabnetku no 10 mr
no 10 TabneTtok y
6nicTepi; no 3 abo
10 6nicTepiB y
KapTOHHIA KOpooLi

Kagina
dPapmacbioT
nkans
Nimiten

IHais

Kagina
PapmacboThK
ans Nimiteq,

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,T
AN MeAnYHOro 3acTocyBaHHA
reHepuyYHNX/ribpuaHNX/6ionogibHNX Nikapcbkmx
3ac06iB Nic/1A BHECEHHSA TiEl camoi 3MiHN Ha
pedhepeHTHMIH Npenapar (3MiHa He NoTPebye HaJaHHs
OZHWX HOBUX AOAATKOBMX fAaHNX) 3MiHWU BHECEHO [0
IHCTPYKUIi 415 MEAUYHOrO 3aCTOCYBaHHS NiKapcbKoro
3acoby y po3ginu "®apmMakosoriyHi BnactuBocTi”,
"MokasaHHs", "B3aemogis 3 iHWMMU NikapcbkumMm
3acob6amu Ta iHWi B1uan B3aemogiin”, "OcobmBocCTi
3acTocyBaHHA", "3acTocyBaHHs y nepiog, BaritHoCTi
ab6o rogysBaHHA rpyaar”, "Cnocib 3acTocyBaHHsA Ta
posn", "Aitn", "MNo6iyHi peakyii” BiANoBIgHO A0
iHbopmaLii o0 MeauyYHOro 3acTocyBaHHs
pedepeHTHOro nikapcbkoro 3acody (ABILIFY, tablets).
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS

3a
peyenmom

He
nionsiecae

UA/19119/01/01

13.

APTEDXA®
KOMMNEKC

kancynu; no 30 abo
60 kancyny
KOHTeliHepi; no 1
KOHTeliHepy B nauu;
no 6 kancyny
6nictepi; no 5 abo
10 6nicTepiB y nauui

Jenbta
Megiken
MpomMoyLH3
Al

LLisenuapi
a

BUPOGHKK,
BignoBiganbHN
n3a
BMPOGHMLTBO,
nepBuHHeE,
BTOPVHHE
nakyBaHHs1,
KOHTPO/1b
SAKOCTI:
MPAT
"®ITOPAPM",
YKpaiHa;
BUPOGHKK,
BignoBiganbHN
n3a
BMPOGHULITBO,

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
3MiHV Y BUpO6HMUTBI. 3amiHa abo BBeAeHHS
[0[aTKOBOI fiTbHUL BUPOGHMLTBA A1 YacTUHW abo
BCbOr0 BMPOOGHMYOro NPoLEecy roToBOro Nikapcbkoro
3aco6y (AinbHMLS, Ha sKili NpoBOAATLEA ByAb-AKi
BMPOGHWUYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJI0 AKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
nakyBaHHs, 4151 HECTEPUIbHUX JiKapCbKMX 3ac06iB)
CynyTHS 3MiHa - 3MiHK 3 KOCTi. FOTOBWIA NiKapcbKuii
3aci6. 3MiHM y BUPO6HULTBI. 3amiHa abo BBEAEHHS
[04aTKOBOT AiNIbHUL BUPOBHULITBA [/19 YaCTUHU abo
BCbOr0 BMPOGHWNYOTrO MPOLECY roTOBOro NiKapCbKoro
3aco06y ([iNbHWLSA AN BTOPUHHOTO NaKyBaHHS)

- 3MiHK 3 IKOCTi. FOTOBWIA NiKapCbKuii 3aci6. 3miHM y
BMPO6HMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI

6e3
peyenma

UA/4461/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
nepBuHHE, OiNbHWL| BUPOOHULTBA 718 YacTVHK abo BCbOro
BTOPWHHE BMPOGHMYOro NpoLecy roToBOro Nikapcbkoro 3acoby
nakyBaHHs, (AiNbHUUA ANA NEPBMHHOIO NakyBaHHS) BBEAEHO
KOHTPO/b [0AATKOBY KOHTPAKTHY BUPOOHMYY AinbHuL0 AT
sAKocTi: TOB «Jly6HMthapm», YKpaiHa, ska Bignosigae 3a
"AcTpadapm", BMPOGHWLTBO, NEPBMHHE Ta BTOPVHHE NakKyBaHHS.
YkpaiHa; 3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA
Bupo6HuK, 3aci6. 3MiHM y BUPO6HULTBI. 3MiHa iMNopTepa/3MiHu,
BiANOBIAA/IbHN LLIO CTOCYIOTBLCS BUNYCKY Cepii Ta KOHTPOSIO AKOCTI
1 3a BANyCK roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo gofaBaHHS
cepii, He [inbHUUI, Ha 5K 3iCHI0ETbCSA
BK/IHOYa0un KOHTPO/b/BMNPOGYBaHHSA cepil)
KOHTPO/b/BUN BBE/IeHO [0AaTKOBY KOHTPAKTHY BUPOGHNYY [iNbHULIIO
po6yBaHHs AT «Jly6HMhapM», YKpaiHa Ha sikiid 34iiCHI0ETLCA
cepii: MPAT KOHTPO/Ib SIKOCTI.
"OITOPAPM", 3minu |l Tuny - 3MiHn 3 skocTi. A®l. Bupo6HMUTBO.
YKkpaiHa; 3MiHa BUPOGHMKa BUXiAHOTO/MPOMiXHOro
BUPOGHWK, NPOAYKTY/peareHTy, L0 BUKOPUCTOBYHOTLCA Y
BiANOBIAA/IbHN BMPOGHMYOMY npoueci A®l, abo 3miHa BUPOGHUKa
3a (BkNtOYarOUN, Ae HeObXiAHO, MicLe NPOBEAEHHS
BMPOGHULTBO, KOHTponto skocTi) APl (3a BigcyTHOCTI cepTuddikata
nepBuHHE, BiANOBIAHOCTI €Bponeiickbkili hapmakonei y
BTOPWHHE 3aTBEPAKEHOMY [0ChE)(BBEAEHHS HOBOTO BUPOGHUKA
nakyBaHHs, A®| 3 HafaHHAM MacTep-chaiina Ha A®l) 3amiHa
KOHTPO/b BMPOGHMWKA Ail040i PEYOBVHW XOHAPOITUHY HATPItO
AKOCTI: cynbgaTty 3 Inno Biotechnology Co., Ltd, Kutaii Ha
AT Jiaxing Hengjie Biopharmaceutical Co., Ltd., Kutaii 3
"Nly6Hnchapm", HajaHHAM macTep-gaiina Ha APl (DMF Ne: 026474
YkpaiHa Date: July 1, 2021).
14. | ACAKON® cynosuTopii Tinotc LLiBeruapi Bupo6HuK, LLiBefiuapis/ | BHECEHHS 3MiH [0 peecTpavyiiiHiX maTtepianis: 3miHu | 3a UA/4770/02/01
pekTasibHi no 500 dapmva Al A BignoBigabHU HimeyunHa TUMy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbkuMii 3aci6. peyenmom
Mmr; no 5 11 3a BANYCK 3MiHN Yy BUPO6HULTBI. 3MiHW BMNpoGyBaHb abo
CynosunTopiiB y cepiii: Tinotc [OMNYCTUMUX MEX, BCTAHOB/IEHUX y creuudikalisx, nig
6nicTtepi; no 4 dapma Arl, Yyac BMpPOOBHMLTBA FOTOBOIO NiKapCbKoro 3acoby
6nictepu B kOopoobLi LLsefuapis; (BUNYYEHHS HECYTTEBOrO BUNPO6YBaHHSA B NMPOLECI
3 KapTOHY Bupo6HuK, BMPOOHULITBA) BUTYYEHHS BUMPOOYBaHHS AN

BignoBigabHU
 3a [030BaHy
dopmy Ta
nakyBaHHS:
XaynT ®apma
BronbdiHr
rvmoéX,
HimeuunHa

O HOPIAHOCTI Macy 04HOA030BKX Npenapartis 3
npoLecy BHYTPILLHLOTO KOHTPOO BUPOGHMLTBA.
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
3aci6. 3MiHM y BUPOGHULTBI. 3MiHV BUNPO6YyBaHb abo
[OMNyCTUMUX MEX, BCTaHOBNEHUX y cneuudikalisx, nig
yac BUPOOHMLTBA FOTOBOrO /iKapPCbKOro 3acoby
(BVNYYEHHSI HECYTTEBOTO BUNPOGYBaHHA B NPOLIECI
BMPOOHULITBA) BUYYEHHS BUNPOOYBaHHA AN
Bi3ya/ibHOT NepeBipku nepdopallii CMy>Ku1 B Npoueci
BHYTPILLUHBOrO KOHTPOJIH0 BUPOGHULTBA. 3MiHU | TUny -
3MiHM 3 sKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHU y
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BMPOGHMLTBI. 3MiHU BUNPObyBaHb abo AONYCTUMMX
MeX, BCTaHOB/EHMX Y cneumdikayisx, nig yac
BMPOGHMLITBA rOTOBOTO /1iKApPCbKOro 3acoby
(BWTyYEHHS1 HecyTTEBOIO BUNPoOyBaHHSA B NpoLeCi
BUPOBHMLTBA) BU/TyYEHHS KOHTPO/IO 3MIHHUX AaHuX, a
came «[lepeBipk HOMepa KOpOOKV» Ha NEPBUHHUX i
BTOPVIHHWX NakKyBaslbHWUX MaTepiasiax. 3miuu | Tuny -
3MiHu 3 siKocTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHULTBI. 3MiHN BUNPOOYBaHb abo A0NYCTUMMX
MeX, BCTaHOB/IEHUX y creuudikalisx, nig yac
BMPOOHULITBA FOTOBOrO NiKapCbKoro 3acoby
(BUNYYEHHS HECYTTEBOrO BUNPO6YBaHHSA B NPOLEC
BUPOBHMNLITBA) BU/TyYEHHS KOHTPO/TO 3MIHHUX AaHuX, a
came «[paBUIbLHOTO MapKyBaHHS CTPIYKN/KOPOOKM»
Ha NEePBVHHUX | BTOPUHHMX NakKyBaslbHUX MaTepianax.
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWi
3aci6. 3MiHN y BUPO6HMLTBI. 3MiHN BUNpobyBaHbL abo
[OMNYCTUMUX MEX, BCTaHOB/IEHUX y crevuudikalisx, nig
Yyac BMPOOHULITBA FOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHW) 3MiHA NOJAETLCA 3 METO 3aMiHW 3araslbHOro
TepMminy «Internal Instructions» Ha BifnoOBIAHI TUNK
MeToziB, a came 3BaxyBaHHs (Weighing) ans
BU3HAYEHHSA cepeAHbOl Macu, Ta NPoBeAEHHS TeCTy
CUHIM 6apBHUKOM A/151 BUSHAYEHHS AKOCTI
yulifibHeHHS. BunpobysaHHsa 3asimwaTbes
He3MiHHUMK. 3MiHK | TUNY - 3MiHK 3 SKoCTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHULTBI. 3MiHK
BUNPOOYBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneumdikauisx, nig yac BUPO6GHMLTBA rOTOBOro
nikapcbKoro 3acoby (iHLwi 3MiHW)

YTOYHEHO hopMy/0BaHHSA BUMOT B cneuudikauii nig,
yac BMPOGHMLTBA AN51 BUSHAYEHHS AKOCTI
YLWiNbHEHHSA, a caMe 3aMiHeHOo Bupas «Seal Integrity»
Ha 6ibl TOYHe hopMyntoBaHHA «Pass the test».

15.

ATEPOKAPL

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOI0, N0 75
Mmr, no 10 TabneTok
y 6nictepi; no 1, 3, 4
abo 7 6nictepiB y
nauui

AT
"KNIBCbKW
7
BITAMIHHW
" 3ABOA"

YKpaiHa

AT

"KNIBCbKN

BITAMIHHUIA
3ABOS"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
Tnny - 3MiHK 3 aKocTi. A®Il. CTabinbHicTb. 3MiHa
nepiofy NOBTOpPHMX BUNpOoGyBaHb/nepiody 36epiraHHA
abo ymoB 36epiraHHs A®I (3a BigCyTHOCTI Y
3aTBEP)KEHOMY [OCbE cepTudikarta BiAnoBigHOCTI
€Bponeiicbkili hapmakonei, Lo BKIoYaE nepiog,
NOBTOPHOrO BUMPOOYyBaHHSA) (Nepios, NOBTOPHOIO
BMNpobyBaHHA/nepio 36epiraHHs) - 36inbLIeHHs abo
BBE/lEHHS nepiogy NOBTOPHOro BUNpOoGyBaHHs/nepioay
36epiraHHs Ha OCHOBI pe3y/bTaTiB AOCNIDKEHb Y
peasibHOMY 4aci. 36iNblUEHHS TEPMiIHY NEPEKOHTPOIO
A®| knonigorpento rigpocynbaty 3 2,5 pokiB go 36
MicALiB 3rigHO 3 MaTepianiaMmun ipMu-BUpo6HKKa IND-
SWIFT LABORATORIES LIMITED, IHgis.

3a
peyenmom

UA/3926/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
16. | AYTMEHTUH TabneTku, BKpUTI nakcoCmitT Benuka CwmiTKnsainH Benuka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/0987/02/01
(BD) NNiBKOBOO Knsiin BpuTaHis Biuem BputaHis/ My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peyenmom
060/10HKOI0, 875 Ekcnopt dapmacboTUK ®paHuisa thapmakoHarnagy (iHwi 3MiHn) 3MiHM BHeceHo B n. 6.
mr/125 wmr; no 7 Nimiten asc, Benvka IHLE TekcTy MapKyBaHHS yNakoBK1 MakeTy 3 choNbru;
Tabnetok y 6nicrepi; BpuTaHis; n. 6. IHLWE TekcTy MapKyBaHHS NepBUHHOT YNakoBKN
no 1 6nictepy B Inakco (6nicTep) nikapcbkoro 3acoby;
nakeTi; No 2 nakeTta Bennkom y n. 16 «IHdopmauisi, ska HaHOCUTbCA WPUTOM
Y KapTOHHiiA MpoaakLLuH, Bpaiina» TekcTy MapKyBaHHS1 KapTOHHOT yNakoBKu
ynakoBLi PpaHuina [ofaHo KoMy nepeq "BKpUTi 060/10HKOK". TepMiH
BBE/IEHHS 3MiH MPOTAroM 6 Micauis nicns
3aTBEPMKEHHS.
17. | BAKTOMIK mMasb, 2% no15r TOB Ykpaina KYCYM IHAisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/17049/01/01
Masi B a/lloMiHieBili "TNEAPAP XENTXKEP TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
Ty6i; no 1 1y6i y MNTAO" MBT NTA 3MiHV Yy BUpO6HMUTBI. 3MiHa po3mipy cepii
KapTOHHI ynakosL,i (BK/TIOYAtOUM diana3oH po3Mipy cepii) roToBOro
nikapcbKoro 3acoby (36inbweHHs go 10 pasis
NOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM). 36iNbLUEHHS
po3wmipy cepii N3 go 10 pasis (BBeAEHHSA
[opartkoBoro po3mipy cepii 300 kr (20 000 1y6), y
3B'fA3KY 3 ONTUMI3aLiel0 BUKOPUCTaHHA 061aHaHHSA
npy BUPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby (6e3
3MiHV TEXHO/Orii BUPOGHMLITBA Ta MPOMUC/IOBOTO
obnagHaHHsA). 3aTBepixeHo Po3mip cepii 30 kr — 2000
Ty6; 150 kr — 10 000 Ty6. 3anponoHoBaHo Po3mip
cepii 30 kr — 2000 Ty6; 150 kr — 10 000 Ty6; 300 KI —
20 000 T1y6.
18. | BEHE®IKC niogpinizart gns Mdpaiizep CWA BMPOGHMLITBO Icnanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/16134/01/01
PO34UHY A5 iH ek Eiiy.Ci.Mi. niocpinizaty 3a | HimeyunHa/ 1Ny - 3MiHn 3 akocTi. A®I. KoHTponb A®L. 3miHa y peyenmom
no 250 MO, 1 Kopnopeiiw NOBHUM CWA napameTpax crneuudikauii Ta/abo 4onycTUMUX MeX,
chnakoH 3 H LMKNOM; BM3HAYeHuX y cneuudikauisx Ha A®l, abo
niodpinizatom, 1 KOHTPO/1b BUXigHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Wwo
nonepegHsL0 AKOCTI BMKOPUCTOBYHOTLCSA Y npoueci BUpobHmutea Ad| (iHLwi
HamnoBHeHWI WNpwL, PO3UMHHMKA 3MiHW) -
3 PO3YMHHUKOM (kpim TecTy 3amiHa ABox napameTpis «Sodium ldentification» Ta
(0,234 % po3unH "Cwuna Teptsa «Selenium Identification» (ximiuHi peaxuii) Ha
HaTpilo xnopuay y nopHs"); napameTp «ldentification», Akuii BUKOHYETbCA
BOAj ANA iH'eKU,iA) no nakyBaHHs Ba/1iJlOBAHUM IHCTPYMEHT&/IbHUM METOL0M
5 mn, 1 agantep PO3UMHHMKA Y PamaHiBcbKka cnekTpomeTpis y cnevudikadii Ha
ansa dnakoHy, 1 Habip; peareHT ceneHiT HaTpito (Sodium Selenite). - 3minHn |
cuctemy ons KOHTPO/1b 1Ny - 3MiHn 3 akocTi. APl KoHTponb APl 3miHa y
iHdpy3ii, 2 TamMnoHK SAKOCTI, napameTpax crneuudikauii Ta/abo 4onycTUMUX Mex,
3i cnmpTtom, 1 36epiraHHs, BM3HAYeHuX y cneuudikauisx Ha A®l, abo
nnactvp, 1 mapney nakyBaHHs Ta BUXIAHWUA/NPOMIXHWUIA NPOAYKT/pearexT, Lo
noayLueyky BUMYCK BMKOPWCTOBYIOTLCA Y NpoLeci BUpobHuuTBa AdI
BK1afalTb y Habopy; (BUAYYEHHS HE3HAYHOrO NOKa3HMKa SIKOCTi (Hanpuknag,

KapTOHHY KOpobKy

BignoBiganbHN
71 3a BUNyCK
cepii: Baet

BW/TYYEHHS 3aCTapiforo nokasHuka)) - BUny4yeHo
napameTp «Chloride Identification» (ximiuHa peakuist) 3
cneumdikaLii Ha peareHT Tpuc
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

dapma C.A.,
Icnais;
anbTepHaTuBH
a naboparopis
ans
TecTyBaHHS
npenapary 3a
NOKa3HUKOM
«CTepunbHicT
b»: bio/1ab,
C.J1., IcnaHis;
BMPOGHMLITBO
Ta KOHTPO/1b
AKOCTI
PO3YMHHMKA
(kpim TecTiB
"Cvna ansa
no4yaTKkoBoro
3CyBYy
nopLuHa",
"Cuna tepta
nopLuHa",
"[ocnigpKeHHs
repMeTUYHOCTI
"): BeTep
dPapma-
depTuUryHr
v6X & Ko.
K,
HimeuumnHa,;
BMPOGHMLTBO
Ta KOHTPO/b
AKOCTI
PO3YMHHMKA
(kpim TecTiB
"Cuna ans
noYaTKoOBOro
3CyBYy
nopLuHa",
"Cwuna teptsa
nopLuHa",
"flocnigKeHHs
repMeTUYHOCTI
"):BeTep
Papma-
PepTuryHr
v6X & Ko.
KI,

[(rippokcmmeTun)amiHomeTaH] rigpoxnopug (Tris
[(hydroxymethyl)aminomethane]Hydrochloride). ¥
cneumdikauii 3anmwaetbes napameTp «ldentification»,
AKUI BUKOHYETBCS OiflbLL JOCKOHA/TUM
IHCTPYMEHT&/TbHUM METOAOM. - 3MiHU | TUny - 3MiHK 3
AKOCTi. A®I. KoHTposb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo AoNyCTUMKX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha A®l, abo BUXigHWA/NPOMIKHWIA
npoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NPOLLECi
BUPOGHMLTBA AD| (BUTyUYEHHA HE3HAYHOIO NOKa3HUKa
AKOCTI (Hanpukiag, BU1yYeHHs 3actapinoro
nokasHuka)) BunyyeHo napametp «Chloride
Identification» (ximiuHa peakuisi) 3 cneumdikavii Ha
peareHT nyTpecuuHy gurigpoxnopug, (Putrescine
Dihydrochloride). ¥ cneuudikauii 3anvwaerbcs
napameTp «ldentification», skuiA BUKOHYETbCA GinbLu
[OCKOHaNMM IHCTPYMEHTa/IbHUM METOAOM.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
Bionycky yBaHHs1 | peecmpayiliHo2o

n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPO6HUKa
3acoby yrnakoskKa) nocsioYyeHHs1

HimeyunHa;
Bi3yasibHUiA
KOHTPO/b,
KOHTPO/b
AKOCTI
PO3YMHHMKA
(kpim TecTiB
"Cwuna ansa
no4aTkoBoro
3CyBYy
nopLuHa",
"Cuna tepta
nopLuHa",
"[ocnigpKeHHs
repMeTUYHOCTI
"): BeTep
dapma-
DepTUryHr
Mv6X & Ko.KT,
HimeuumnHa,
Bi3yaslbHUIA
KOHTPO/b,
KOHTPO/b
AKOCTI
PO3YMHHMKA
(nwe Tectn
"Cuna ans
noYaTKoOBOro
3CyBYy
nopLuHa",
"Cwuna teptsa
nopLuHa",
"flocnigKeHHs
repMeTUYHOCTI
"): BeTep
Papma-
DepTUryHr
v6X & Ko.KT,
HimeuumnHa,;
KOHTPO/b
AKOCTI
PO3YMHHMKA
(kpim TecTiB
"Cvna ansa
no4yaTKkoBoro
3CyBYy
nopLuHa",
"Cuna tepts
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
nopLuHa",
"[ocnigpKeHHs
repMeTUYHOCTI
"): Baet
Bio®apma
AiBDKH och
Baet
dapmaceyTuk
anc I/1IC,
CLIA
19. | BEHE®IKC niogpinisar gns Mdpainzep CLA, BMPOGHMLITBO Icnanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/16134/01/02
PO34UHYy A5 iH'eKLi Eiiy.Ci.Mi. niogpinizaty 3a | HimeuunHa/ Tuny - 3MiHn 3 akocTi. A®I. KoHTponb A®L. 3miHa y peyenmom
no 500 MO, 1 KopnopeiiL NOBHUM CWA napameTpax crneuudikauii Ta/abo 4ONyCTUMUX MEX,
chnakoH 3 H LMKNOM; BM3HAYeHNX y cneuudikauisx Ha A®l, abo
niogpinizatom, 1 KOHTpPO/Tb BUXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
nonepeaHsL0 AKOCTI BMKOPUCTOBYHOTLCA Y Nnpoueci BUpobHuuTea AP (iHLwi
HamnoBHEHWI LWNpWL, PO3UMHHMKA 3MiHW) -
3 PO3YVHHUKOM (kpim TECTY 3amMiHa ABOXx napameTpiB «Sodium Identification» Ta
(0,234 % po3uuH "Cwuna Teptsa «Selenium Identification» (ximi4Hi peaxuii) Ha
HaTpilo xnopuay y nopwHa"); napameTp «ldentification», Akuii BUKOHYETbLCA
BOZj ANA iH'eKU;iA) Mo nakyBaHHs Ba/lifOBaHNM iHCTPYMEHTA/IbHM METOLOM
5 mn, 1 agantep PO3YMHHUKA Y PamaHiBcbKka cnekTpomMeTpis y cnewudikadii Ha
ansa donaxkoHy, 1 Habip; peareHT ceneHiT HaTpito (Sodium Selenite). - 3miHn |
cucrtemy ansa KOHTPO/b Tuny - 3MiHn 3 akocTi. A®I. KoHTponb A®L. 3miHa y
iHdpy3ii, 2 TamMnoHK SAKOCTI, napameTpax crneuudikauii Ta/abo 4ONyCTUMUX MEX,
3i cnmpTtom, 1 36epiraHHs, BM3HAYeHNX y cneuudikauisx Ha A®l, abo
nnactmp, 1 mapney nakyBaHHs Ta BUXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
nogyLueyky BUMYCK BMKOPWCTOBYIOTLCA Y NpoLeci BUpobHuuTBa AdI
BK1afalTb y Habopy; (BUAYyYEHHS HE3HAYHOrO NOKa3HMKa SIKOCTi (Hanpuknag,

KapTOHHY KOpPoBKy

BiANoOBiAa/IbHM
11 3a BUNyCK

BW/TyYEHHS 3aCTapifioro nokasHuka)) - BUy4eHO
napameTp «Chloride Identification» (ximiuHa peaxuist) 3

cepii: Baet cneumdikaLii Ha peareHT Tpuc
®apma C.A., [(rippokcmmeTun)amiHomeTaH] rigpoxnopug, (Tris
IcnaHis; [(hydroxymethyl)aminomethane]Hydrochloride). ¥
anbTepHaTUBH cneumdikayii 3anmwaetbes napameTp «ldentification»,
a naboparopis AKUIA BUKOHYETBLCA BiNlbLL JOCKOHAUTUM
ons IHCTPYMEHT&/TbHUM METOAOM. - 3MiHU | TUny - 3MiHK 3
TecTyBaHHA akocTi. A®l. KoHTponb A®L. 3miHa y napameTpax
npenapary 3a cneuudikauin Ta/abo AONYCTUMUX MEX, BUSHAUYEHUX Y
NOKa3HWKOM cneuudikauisix Ha A®l, abo BMXigHWUA/NPOMIXKHWIA
«CTepunbHicT NpoAYyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NPoLEeC
b»: bio/lab, BMPOGHMLTBA AD| (BUNYYEHHS HE3HAYHOTO MOKa3HKKa
C.J1., IcnaHis; AKOCTI (Hanpukiag, BUyYeHHs 3actapinoro
BMPOBHULITBO nokasHuka)) Buny4deHo napametp «Chloride
Ta KOHTPOJ1b Identification» (ximiuHa peakuisi) 3 cneumdikaii Ha
AKOCTI peareHT nyTpecuuHy gurigpoxnopug, (Putrescine
PO3YMHHMKA Dihydrochloride). ¥ cneuudikauii 3anvwaerbcs
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
Bionycky yBaHHs1 | peecmpayiliHo2o

n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPO6HUKa
3acoby yrnakoskKa) nocsioYyeHHs1

(kpim TecTiB napameTp «ldentification», skuiA BUKOHYETbCA GinbLu
"Cvna ansa [0CKOHaNNM IHCTPYMEHTaIbHUM METOAOM.
no4yaTKkoBoro
3CyBYy
nopLuHa",
"Cuna tepta
nopLuHa",
"[ocnigpKeHHs
repMeTUYHOCTI
"): BeTep
dapma-
depTuUryHr
v6X & Ko.
K,
HimeuumnHa,;
BMPOGHMLTBO
Ta KOHTPO/b
AKOCTI
PO3YMHHMKA
(kpim TecTiB
"Cuna ans
noYaTKoOBOro
3CyBYy
nopLuHa",
"Cwuna teptsa
nopLuHa",
"flocnigKeHHs
repMeTUYHOCTI
"):BeTep
Papma-
DepTUryHr
v6X & Ko.
Kr,
HimeyunHa;
Bi3yasibHUIA
KOHTPO/b,
KOHTPO/b
AKOCTI
PO3UYMHHMKA
(kpim TecTiB
"Cvna ansa
no4yaTKkoBoro
3CyBYy
nopLuHa",
"Cuna tepta
nopLuHa",
"[ocnigpKeHHs
repMeTUYHOCTI
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Homep

n/n

Hassa
JliKapcbKo20

dopma sunycKy
(nikapcbka chopma,

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknav
yBaHHs1

peecmpayitiHo2o
nocsioYyeHHs1

3acoby

ynakoska)

"): BeTep
dPapma-
depTuryHr
Mv6X & Ko.KT,
HimeuumnHa,
Bi3yaslbHUA
KOHTPO/b,
KOHTPO/1b
AKOCTI
PO3UMHHUKA
(nwe Tectn
"Cuna ans
no4aTkoBoro
3CyBY
nopLuHa",
"Cwuna teptsa
nopLuHa",
"flocnigKeHHs
repMeTUYHOCTI
"): BeTep
Papma-
PepTuryHr
v6X & Ko.KT,
HimeuumnHa,;
KOHTPO/Tb
AKOCTI
PO3YMHHMKA
(kpim TecTiB
"Cvna ansa
no4yaTKkoBoro
3CyBY
nopLuHa",
"Cuna tepta
nopLuHa",
"[ocnigpKeHHs
repMeTUYHOCTI
"): Baet
Bio®apma
AiBDKH och
Baet
dapmaceyTuk
anc I/1IC,
CLUA

UA/16134/01/03

20.

BEHE®IKC

niocpinizat gns
pO3unHy ANs iH'eKuin
no 1000 MO, 1
donakoH 3

Mdpaiizep
Eiiu.Ci.Mi.
Kopnopeii
H

CLA,

BMPOOHULITBO
nioghinizaty 3a
NOBHUM
LmKnom;

IcnaHis/
HimeyunHa/
CWA

KOHTPOSIb

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
Tuny - 3MiHn 3 akocTi. A®I. KoHTponb AdL. 3miHa y
napameTpax cneuudikauii Ta/abo JOMyCTUMUX MEX,
BM3HAYeHUX y cneyudpikauisx Ha A®l, abo
BUXIAHWIA/MPOMIDKHMI NpoAYKT/pearexT, o

3a
peyenmom

niogpinizatom, 1
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
nonepegHbLO AKOCTI BVKOPVICTOBYIOTBCSA Y npoueci BupobHuutea A®| (iHwwi
HamnoBHEHWI WnpuL, PO3YMHHMKA 3MiHN) -
3 PO3YVMHHUKOM (kpim TECTY 3amiHa ABox napameTpis «Sodium Identification» Ta
(0,234 % po3unH "Cuna TepTa «Selenium Identification» (xiMiuHi peakyjii) Ha
Hatpito xnopugy y nopLuHA"); napameTp «ldentification», skuii BUKOHYETbLCSA
BOZi ANA iH'eKLi) no nakyBaHHs Ba/iOBAHNM IHCTPYMEHTaIbHVM METOL0M
5 mn, 1 agantep PO3UYMHHMKA Y PamaHiBcbka cnekTpomeTpis y cneyudikauii Ha
ans dnakoxy, 1 Habip; peareHT ceneHit Hatpito (Sodium Selenite). - 3MiHu |
cuctemy ans KOHTPO/1b TUny - 3MiHu 3 akocTi. A®I. KoHTponb A®L. 3miHa y
iHcpy3ii, 2 TamMnoHN AKOCTI, napameTpax crneuudikauii Ta/abo JOMyCTUMUX MEX,
3i cnupTom, 1 36epiraHHs, BM3HAYeHuUX y cneyudikauisx Ha A®l, abo
nnactup, 1 mapnesy nakyBaHHA Ta BUXIZAHWA/NPOMIXHWUIA NPOAYKT/peareHT, Lo
nogyLueyky BUMYCK BUKOPWCTOBYIOTLCA Y NpoLeci BUpobHuuTea Ad|
BKMafjalTb y Habopy; (BMNyYEeHHS HE3HAYHOrO NOKasHWKa AKOCTI (Hanpuknag,
KapTOHHY KOpOOKy BiANOBIAA/IbHN BW/IYYEHHS 3aCTapifioro nokasHuka)) - BUIy4eHo
1 3a BANyCK napameTp «Chloride Identification» (ximiyHa peakujisi) 3
cepii: Baet cneuunaqikaLii Ha peareHT Tpuc
dapma C.A,, [(rippokcnmeTun)amiHomeTaH] rigpoxnopug, (Tris
Icnanis; [(hydroxymethyl)aminomethane]Hydrochloride). ¥
anbTepHaTUBH crneundikauii 3anvwaetbes napameTp «ldentification»,
a naboparopis AKNIA BUKOHYETbCA BiNbLL JOCKOHANNM
ons IHCTpYMEHTa/IbHUM MEeTOAO0M. - 3MiHu | Tuny - 3MiHu 3
TecTyBaHHA AKOCTi. A®I. KoHTponb A®I. 3miHa y napameTpax
npenapary 3a cneumdikauiii Ta/abo fONYCTUMUX MEX, BUSHAUYEHUX Y
NMOKa3HNKOM cneumdikauisix Ha A®l, abo BMXigHWI/NPOMIKHWIA
«CTepunbHicT npoAayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y Npoueci
b»: Bio/1ab, BMPOGHMLTBA AD| (BUNYYEHHS HE3HAYHOTO NOKa3HMKa
C.J1., IcnaHis; AKOCTI (Hanpvkiag, BUly4eHHs 3acTapifioro
BMPOOHULITBO nokasHuka)) Buny4deHo napametp «Chloride
Ta KOHTPOS1b Identification» (ximiuHa peakuis) 3 cneumdikayii Ha
AKOCTI peareHT nyTpecuuHy auvrigpoxnopug, (Putrescine
PO3UYMHHMKA Dihydrochloride). ¥ cneundikauii 3anvwaetbcs
(kpim TecTiB napameTp «ldentification», skuii BUKOHYETLCA GinbLu
"Cwna gns [OCKOHa/IMM IHCTPYMEHTa/IbHUM METOA0M.
no4YaTKoOBOro
3cyBYy
nopLuHa",
"Cuna tepta
nopLuHa",
"[ocnigpKeHHs
repMeTUYHOCTI
"): BeTep
dapwma-
PepTuryHr
v6X & Ko.
K,
HimeuumnHa,

BMPOBHMLITBO
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep

n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1

Ta KOHTPOS1b
AKOCTI
PO3YMHHMKA
(kpim TecTiB
"Cvna ansa
no4yaTKkoBoro
3CyBY
nopLuHa",
"Cuna tepta
nopLuHa",
"[ocnigpKeHHs
repMeTUYHOCTI
"):BeTtep
dapma-
DepTUryHr
v6X & Ko.
K,
HimeuumnHa,;
Bi3yasibHUIA
KOHTPO/b,
KOHTPO/1b
AKOCTI
PO3UMHHUKA
(kpim TecTiB
"Cuna gnsa
no4yaTkoBoro
3CyBY
nopLuHa",
"Cuna tepta
nopLuHa",
"[ocnigpKeHHs
repMeTUYHOCTI
"): BeTep
dapwma-
DepTUryHr
v6X & Ko.KT,
HimeuunHa;
Bi3yasibHUiA
KOHTPO/b,
KOHTPO/Tb
AKOCTI
PO3YMHHMKA
(nmwe Tectn
"Cvna ansa
no4yaTKkoBoro
3CyBY
nopLuHa",
"Cuna tepts
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
nopLuHa",
"[ocnigpKeHHs
repMeTUYHOCTI
"): BeTep
dPapma-
depTuUryHr
v6X & Ko.KT,
HimeuumnHa,;
KOHTPO/1b
AKOCTI
PO3YMHHMKA
(kpim TecTiB
"Cuna gna
no4YaTKoOBOro
3CyBY
nopLuHa",
"Cuna tepta
nopLuHa",
"[ocnigpKeHHs
repMeTUYHOCTI
"): Baet
Biodapma
niBbkH oh
Baer
PapmaceyTuk
anc JI/1C,
CLUA
21. | BEHE®IKC niodpinizat gns Mdpaiizep CLUA, BMPOGHMLTBO Icnanis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/16134/01/04
PO34UHY A5 iH KLt EiAy.Ci.Mi. niocpinizaty 3a | HimeyunHa/ My - 3MiHK 3 AkocTi. APL. KoHTponb APL. 3miHa y peyenmom
no 2000 MO, 1 Kopnopeiiw NMOBHUM CWA napameTpax cneuudikauii Ta/abo 4OMyCTUMUX MEX,
chnakoH 3 H LMKIOM; BM3HA4YeHNX y cneuudikauisx Ha A®Il, abo
niodpinizatom, 1 KOHTPO/1b BUXiAHWIA/NPOMIDKHWIA NpOAYKT/peareHT, Lo
nonepeaHsL0 AKOCTI BVIKOPVCTOBYIOTbCSA Y npoueci BupobHuutea AP| (iHwi
HamnoBHEHWIA WNpwL, PO3UYMHHMKA 3MiHN) -
3 PO3YMHHUKOM (kpim TecTy 3aMiHa ABox napameTpiB «Sodium Identification» Ta
(0,234 % po3unH "Cwuna teptsa «Selenium Identification» (ximiuHi peaxuii) Ha
HaTpilo xnopuay y nopwHs"); napameTp «ldentification», sSkuii BUKOHYETbLCA
BOAji ANA iH'eKU;iA) no nakyBaHHs BaiJOBaHUM IHCTPYMEHT&/IbHUM METOL0M
5 mn, 1 agantep PO3UMHHUKA Y PamaHiBcbka cnekTpomeTpis y cnevudikauii Ha
ans donakoHy, 1 Habip; peareHT ceneHiT HaTpito (Sodium Selenite). - 3minn |
cucrtemy ansa KOHTPO/b TMNy - 3MiHK 3 AkocTi. APL. KoHTponb APL. 3miHa y
iHchy3ii, 2 TamMnoHn AKOCTI, napameTpax cneuudikauii Ta/abo 4OMyCTUMUX MEX,
3i cnupTtom, 1 36epiraHHs, BM3HA4YeHNX y cneundikauisx Ha A®l, abo
nnactvp, 1 mapney nakyBaHHs Ta BUXIZAHWA/NPOMIXHWUIA NPOAYKT/peareHT, Lo
noAyLueyky BUMYCK BVKOPVCTOBYIOTbCSA Y npoueci BupobHuurea AdI
BKajalTb y Habopy; (BMlyYEHHS HE3HAYHOrO NOKa3HWKa AKOCTI (Hanpuknag,

KapTOHHY KOpPOBKy

BignoBigabHU
1 32 BMNYCK

BW/TyHYEHHS 3aCTapiforo nokasHuka)) - Buay4yeHo
napameTp «Chloride Identification» (ximiyHa peakujis) 3
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

cepii: Baet
®apma C.A.,
IcnaHis;
a/lbTepHaTVBH
a naboparopis
ans
TecTyBaHHSA
npenaparty 3a
MOKa3HNKOM
«CTepunbHicT
b»: bio/lab,
C.N., lcnanis;
BMPOGHMLTBO
Ta KOHTPO/b
AKOCTI
PO3YMHHMKA
(kpim TecTiB
"Cuna ans
noYaTKoOBOro
3CyBYy
nopLuHa",
"Cwuna teptsa
nopLuHa",
"flocnigKeHHs
repMeTUYHOCTI
"): BeTep
Papma-
PepTuryHr
v6X & Ko.
Kr,
HimeuumnHa;
BMPOBOHULITBO
Ta KOHTPO/1b
AKOCTI
PO3YMHHMKA
(kpim TecTiB
"Cuna gnsa
no4YaTKoOBOro
3CyBY
nopLuHa",
"Cuna tepta
nopLuHa",
"[ocnigpKeHHs
repMeTUYHOCTI
"):BeTtep
dapwma-
®epTuryHr
v6X & Ko.

cneuudikauii Ha peareHT Tpuc
[(rigpokcmumeTnn)amiHoMeTaH] rigpoxnopug, (Tris
[(hydroxymethyl)aminomethane]Hydrochloride). ¥
cneuudikayii 3anmwaeTbes napameTp «ldentification»,
AKNIA BUKOHYETBCS BiNbLL AOCKOHAINM
IHCTPYMEHTa/IbHUM METOA0M. - 3MiHW | TUnYy - 3MiHu 3
akocTi. A®l. KoHTponb A®L. 3miHa y napameTpax
cneuudikauii Ta/abo AONYCTUMKUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha A®I, abo BUXiAHWUA/NPOMIXHWIA
npoAayKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y Npoueci
BMPOGHMLTBA AD| (BUTYUYEHHA HE3HAYHOTO NOKa3HUKa
AKOCTi (Hanpukiag, BUIyYeHHs 3acTapinoro
nokasHuka)) BunyyeHo napameTtp «Chloride
Identification» (ximiyHa peakuis) 3 cneundikavii Ha
peareHT nyTpecuuHy gurigpoxnopug, (Putrescine
Dihydrochloride). ¥ cneuudikauii 3anvwaerbcs
napameTp «ldentification», sikuiA BUKOHYETbLCA GiNbLu
[LOCKOHaIMM IHCTPYMEHTa/IbHUM METOA0M.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknav
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

K,
HimeuumnHa,
Bi3yaslbHUIA

KOHTPO/b,
KOHTPO/b
AKOCTI
PO3YMHHMKA
(kpim TecTiB
"Cuna ans
noYaTKoOBOro
3CyBYy
nopLuHa",
"Cwuna teptsa
nopLuHa",
"flocnigKeHHs
repMeTUYHOCTI
"): BeTep
Papma-
DepTUryHr
v6X & Ko.KT,
HimeuumnHa,;
Bi3yasibHUIA
KOHTPONb,
KOHTPO/1b
AKOCTI
PO3YMHHMKA
(nwe Tectn
"Cuna gnsa
no4YaTKoOBOro
3CyBY
nopLuHa",
"Cuna tepta
nopLuHa",
"[ocnigpKeHHs
repMeTUYHOCTI
"): BeTep
dapwma-
DepTUryHr
v6X & Ko.KT,
HimeuumnHa;
KOHTPO/b
AKOCTI
PO3YMHHMKA
(kpim TecTiB
"Cuna ans
noYaTKoOBOro
3CyBYy
nopLuHa",
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
"Cwuna teptsa
nopLuHa",
"flocnigKeHHs
repMeTUYHOCTI
"): Baet
Bio®apma
AiBXH och
Baet
PapmaceyTuk
anc JI/IC,
CLA
22. | BEHE®IKC niodpinizat gns Mdpaiizep CLUA, BMPOGHMLTBO Icnanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/16134/01/05
PO34UHY A5 iH KLt EiAy.Ci.Mi. niocpinizaty 3a | HimeuunHa/ My - 3MiHK 3 AkocTi. A®I. KoHTponb APl. 3miHa y peyenmom
no 3000 MO, 1 Kopnopeiiw NMOBHUM CWA napameTpax cneuudikauii Ta/abo 4OMyCTUMUX MEX,
chnakoH 3 H LMKIOM; BM3HA4YeHNX y cneundikauisx Ha A®l, abo
niodpinizatom, 1 KOHTPO/1b BUXigHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Lo
nonepeaHL0 AKOCTI BVKOPVCTOBYIOTbCA Y npoueci BupobHuutea AP (iHwwi
HamnoBHEHWIA WNpwL, PO3UYMHHMKA 3MiHN) -
3 PO3YNHHUKOM (kpim TecTy 3amiHa ABox napameTpis «Sodium ldentification» Ta
(0,234 % po3unH "Cwuna teptsa «Selenium Identification» (ximiuHi peaxuii) Ha
HaTpilo xnopuay y nopwHs"); napameTp «ldentification», skuii BUKOHYETbLCSA
BOAj ANA iH'eKU;iA) no nakyBaHHs BaNiJOBaHUM IHCTPYMEHT&/TbHUM METOL0M
5 mn, 1 agantep PO3UMHHUKA Y PamaHiBcbka cnekTpomeTpis y cnevudikauii Ha
ansa donakoHy, 1 Habip; peareHT ceneHiT HaTpito (Sodium Selenite). - 3minn |
cucrtemy ansa KOHTPO/b My - 3MiHK 3 AkocTi. A®L. KoHTponb APL. 3miHa y
iHcpy3ii, 2 TamMnoHn AKOCTI, napameTpax cneuudikauii Ta/abo 4OMyCTUMUX MEX,
3i cnupTtom, 1 36epiraHHs, BM3HA4YeHNX y cneuudikauisx Ha A®l, abo
nnactvp, 1 mapneBy nakyBaHHs Ta BUXIZAHWUA/NPOMIXHUIA NPOAYKT/peareHT, Lo
noayLueyky BUMYCK BVKOPVCTOBYIOTbCSA Y npoueci BupobHuurea Ad|
BKMajalTb y Habopy; (BMlyYEHHS HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
KapTOHHY KOPOGKY BignoBigabHU BW/TyHYEHHS 3aCTapiforo nokasHuka)) - Buay4yeHo
11 3a BANYCK napameTp «Chloride Identification» (ximiyHa peakujis) 3
cepii: Baet cneuudikaLii Ha peareHT Tpuc
dapma C.A,, [(rigpokcumeTnn)amiHoMeTaH] rigpoxnopug (Tris
IcnaHis; [(hydroxymethyl)aminomethane]Hydrochloride). ¥
anbTepHaTUBH cneuudikayii 3anvwaeTbes napameTp «ldentification»,
a naboparopis SIKNI BUKOHYETbCS BiflbLU JOCKOHAINM
ons IHCTPYMEHTa/IbHUM METOAO0M. - 3MiHW | TUny - 3MiHu 3
TeCcTyBaHHA akocTi. A®l. KoHTponb A®L. 3miHa y napameTpax
npenapary 3a cneumdikadin Ta/abo AONYCTUMKUX MEX, BUSHAUYEHUX Y
MOKa3HNKOM cneumdikauisx Ha A®l, abo BMXigHWI/NPOMIKHWIA
«CTepunbHicT npoAayKT/peareHT, WO BUKOPUCTOBYIOTHLCSA Y Npoueci
b»: BioJ1ab, BUPOGHMLTBA AD| (BUTYYEHHS HE3HAYHOIO MOKa3HMKa
C.J1., IcnaHis; AKOCTI (HanpvKnag, BUyYeHHs 3acTapinioro
BMPOGHMLTBO nokasHuka)) BunydyeHo napametp «Chloride
Ta KOHTPO/1b Identification» (ximiuHa peakuis) 3 cneundikavii Ha
AKOCTI peareHT nyTpecuuHy aurigpoxnopug (Putrescine
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1

PO3UYMHHMKA Dihydrochloride). ¥ cneuudikauii 3anvwaerbcs
(kpim TecTiB napameTp «ldentification», sikuiA BUKOHYETbCA GinbLu
"Cuna ans [OCKOHaNIMM iHCTPYMEHTa/IbHUM METOA0M.
noYaTKoOBOro
3CyBYy
nopLuHa",
"Cwuna teptsa
nopLuHa",
"flocnigKeHHs
repMeTUYHOCTI
"): BeTep
Papma-
DepTUryHr
v6X & Ko.
Kr,
HimeyumnHa;
BMPOGHMLITBO
Ta KOHTPO/1b
AKOCTI
PO3YMHHMKA
(kpim TecTiB
"Cuna gnsa
no4YaTKoOBOro
3CyBY
nopLuHa",
"Cuna tepta
nopLuHa",
"[ocnigpKeHHs
repMeTUYHOCTI
"):BeTtep
dapwma-
PepTuryHr
6X & Ko.
K,
HimeuumnHa,;
Bi3yasibHUiA
KOHTPO/b,
KOHTPO/b
AKOCTI
PO3YMHHMKA
(kpim TecTiB
"Cuna ans
noYaTKoOBOro
3CyBYy
nopLuHa",
"Cwuna teptsa
nopLuHa",
"flocnigpKeHHs
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n/n

3acoby

JliKapcbKo20

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

repMeTUYHOCTI

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknav
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0OYeHHs

23.

BETATICTUH-

TabneTtku no 16 mr,

TOB «TeBa

"): BeTep
Papma-
PepTuryHr
v6X & Ko.KT,
HimeuumnHa,;
Bi3yasibHWIA
KOHTPONb,
KOHTPO/1b
AKOCTI
PO3YMHHMKA
(nwe Tectn
"Cuna gna
no4YaTKoOBOro
3CyBY
nopLuHa",
"Cuna tepta
nopLuHa",
"[ocnigpKeHHs
repMeTUYHOCTI
"): BeTep
dapwma-
PepTuryHr
v6X & Ko.KT,
HimeyunHa;
KOHTPO/b
AKOCTI
PO3YMHHMKA
(kpim TecTiB
"Cuna ans
noYaTKoOBOro
3CyBYy
nopLuHa",
"Cwuna teptsa
nopLuHa",
"flocnigKeHHs
repMeTUYHOCTI
"): Baet
Bio®apma
AiBXH och
Baet
PapmaceyTuk
anc JI/IC,
CLA

TEBA

no 10 TabneTtok y

YKpaiHa»

6nictepi; no 3

YkpaiHa

Brpo6HMUTBO
Hepo3scacosa

HimeyuunHa

HOI npoayKuii,

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta

thapmakoHarnagy. 3MiH1 y KOPOTKiil xapakTepucTumui

3a
peyenmom

He
nionsiecae

UA/7806/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
6nictepu y KOHTpOsb cepii NiKapCcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
KapTOHHIA KOpooLi (okpim 0151 MeANYHOro 3acTOCyBaHHSA
MiKpo6ionoriyH reHepuyYHNX/ribpuaHNX/6ionogibHNX NiKapCbKmx
oro 3ac06iB Nic/1A BHECEHHSA TiEl camoi 3MiHN Ha
TECTYBaHHS): pedhepeHTHWIH Npenapar (3MiHa He NoTpPebye HafaHHsA
KataneHt OJHWX HOBWX AOAATKOBMX faHNX) 3MiHW BHECEHO [0
[xepmani IHCTPYKLUIi 4155 MEAUYHOr0 3aCTOCYBaHHS /likapcbKoro
LopHaopd 3acoby y po3ginu: "®apmakoTepaneBTuyHa rpyna. Kog
v6X, ATX " (yTO4UHeHHS Ha3Bu 6e3 3miHn kogy ATX),
HimeuunHa "®apmakonoriyHi BractmsocTi”, "lMokasaHHA",
"MpoTunokasaHHs", "B3aeMogis 3 iHWMMUN NiKapCbKUMu
KoHTponb 3aco6amu Ta iHWi BuAW B3aemogiii", "OcobnusocTi
cepil (Tinbkn 3acTocyBaHHs", "3acTocyBaHHsA y Nepios BariTHOCTI
Mikpo6ionoriyH abo rofyBaHHSA rpyaar”, "34aTHIiCTb BNMBATY Ha
e LUBMAKICTb peakLii Npu KepyBaHHi aBTOTPaHCNOPTOM
TECTYBaHHS): abo iHWyMKU MexaHiamamn”, "Cnocib 3acTocyBaHHA Ta
BAB IHCTUTYT nosu", "Aitn", "Mo6iyHI peakyii” 3rigHO 3 iH(hopMaLlieto
TirieHn Ta LLIOA0 MEANYHOTO 3aCTOCYBaHHS peddepeHTHOro
3abe3nevyeHHs nikapcbkoro 3acoby (EETACEPK®, Tabnetkv no 8 mr
AkocTi TM6X, a6o 16 mr, abo 24 mr). BBefieHHs1 3MiH NpoTArom 6-Tu
Himeuunna MiCALIB NiCNsA 3aTBEPAKEHHS
Mepkne 'vbX,
HimeuunHa
(MepBuHHa Ta
BTOPVHHA
ynakoBka,
KOHTPO/b
cepit;
[o3Bin Ha
BWMNYCK Cepil)
24. | BETATICTUH- Tabnetku no 24 mr, TOB «TeBa YkpaiHa BupobHMLTBO HimeuunHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a He UA/7806/01/03
TEBA no 10 Tabnetok y YkpaiHa» Hepo3dhacoBa TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nidnszae
6nictepi; no 2 HOI NpOAYKLUIT, thapmakoHarnagy. 3MiHU y KOPOTKill XxapakTepucTuLi
6nictepu y KOHTpOb cepii NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
KapTOHHIA Kopoo6Li (okpim [ANs MeAnYHOro 3acTocyBaHHS
MiKPOGiONOorivH reHepUYHMX/Ti6pPUAHNX/6I0NOAIGHNX NiKAPCbKMX
oro 3ac06iB Nic/1A BHECEHHSA TiET camoi 3MiHN Ha
TeCTYBaHHS): pedhepeHTHWIT Mpenapar (3MiHa He NoTpebye HadaHHsA
PotTeHgopd XOJHWX HOBWX AOAATKOBMX faHNX) 3MiHW BHECEHO [0
®apma 'méX, IHCTPYKLUIi 415 MEAUYHOr0 3aCTOCYBaHHS /ikapCbKoro
HimeuunHa 3acoby y po3ginu: "dapmakoTepaneBTuyHa rpyna. Kog
ATX " (YyTO4YHEHHS Ha3BK 6e3 3MiHu kogy ATX),
BupobHMLTBO "dapmMakonoriyHi BnactusocTi”, "Moka3aHHs",
Hepo3dhacoBa "MpoTunokasaHHsa", "B3aemogis 3 iHWMMM NlikapCbKUMuy
HOI NpOAYKLUIT, 3aco6amu Ta iHLWi BUAK B3aemogiit”, "OcobnmBocTi

KOHTpO/b cepii

3acTocyBaHHA", "3acTocyBaHHs y nepiog BaritHoCTi
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
(okpim abo rogyBaHHSA rpyaar”, "34atHicTb BN/MBaTH Ha
Mikpo6ionoriyH LIBUAKICTb peakLil npn kepyBaHHi aBTOTPaHCMOPTOM
oro abo iHWyMKU MexaHiamamn”, "Cnocib 3acTocyBaHHs Ta
TeCTYBaHHS): gosn", "Aitn", "Mob6iyHi peakyii 3rigHoO 3 iH(hopMaLli€to
KaTtaneHt LLLOS0 MEANYHOTO 3aCTOCYBaHHA ped)epeHTHOro
[xepmai nikapcbkoro 3acoby (EETACEPK®, Tabnetkv no 8 mr
LlopHaopd ab6o 16 mr, abo 24 wmr). BBeeHHs1 3MiH NpoTArom 6-Tu
'M6X, MicALiB Nicna 3aTBepKEeHHs
HimeuunHa
Mepkne 'vbX,
HimeuunHa
(MepBuHHa Ta
BTOPVHHA
ynakoBka,
KOHTPO/b
cepit;
[o3Bin Ha

BWMNYCK Cepil)

KoHTpo/ib
cepii (Tinbkn
Mikpo6ionoriyH
€ TeCTyBaHHs
ans
BMPOBHUKaA
Hepo3cacoBa
HOI npoayKuii
KataneHt
[xepmai
LopHaopd
v6X):
BAB IHCTUTYT
lirienn Ta
3abe3neyeHHst
AkocTi TM6X,
HimeuunHa

KoHTposib
cepil (Tinbkn
Mikpo6ionoriyH
€ TeCTyBaHHs
ans
BMPOGHUKaA
Hepo3cacoBa
HOI npoayKuii
PotTeHgopd
dapma 'v6X):
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
€BpocpiHC
Bio®apma
TecTyBaHHA
MpoaykTis
MioHxeH
'm6X,
Himeyunna
25. | BETATICTUH- TabneTtku no 8 mr, TOB «TeBa YKpaiHa Bupo6bHMLTBO HimeyunHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a He UA/7806/01/01
TEBA no 10 TabneTok y YkpaiHa» Hepo3dhacoBa TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenmom | nidnszae
6nictepi; no 3 HOI NpOAYKLUIT, thapmakoHarnagy. 3MiHU y KOPOTKill XxapakTepucTumLi
6nictepu y KOHTpOb cepii NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
KapTOHHIA Kopoo6Li (okpim [ANs MeAnYHOro 3acTocyBaHHS
MiKPOB6iONOorivH reHepUYHNX/Ti6pPUAHNX/6I0NOAIGHNX NiKaPCbKMX
oro 3ac06iB NicNs BHECEHHS TiET caMoi 3MiHW Ha
TECTYBaHHS): pedhepeHTHWIT Mpenapar (3MiHa He NoTpebye HadaHHsA
KaTtaneHt XOJHWX HOBMX AOAATKOBMX faHWNX) 3MiHW BHECEHO [0
[xepmani IHCTPYKLUIi 415 MEAMYHOr0 3aCTOCYBaHHS /ikapCbKoro
LLlopHaopd 3acoby y po3ginu: "dapmakoTepaneBTuyHa rpyna. Kog
M6X, ATX " (yTO4YHEHHS Ha3BK 6e3 3MiHu kogy ATX),
HimeuunHa "dapmMakonoriyHi BnactusocTi”, "MokasaHHs",
"MpoTunokasaHHsa", "B3aemogis 3 iHWMMN NlikapCbKUMuy
KoHTpO/b 3aco6amu Ta iHLWi BUAK B3aemogiit”, "OcobnmBocTi
cepii (Tinbkn 3acTocyBaHHA", "3acTocyBaHHs y nepiog, BariTHOCTI
MiKpo6ionoriyH abo rogyBaHHA rpyaar”, "34aTHicTb BN/MBaTH Ha
e LIBUAKICTb peakLii Npu KepyBaHHi aBTOTPaHCNOPTOM
TECTYBaHHS): a60 iHWKMK MexaHiamamun”, "Cnocib 3acTocyBaHHS Ta
BAB [HCTUTYT aosn", "Aitn", "Mo6iyHi peakyii” 3rigHoO 3 iH(hopMaLlieto
lirieHn Ta LLLOZI0 MEANYHOTO 3aCTOCYBaHHA ped)epeHTHOro
3abe3nevueHHs nikapcbkoro 3acoby (EETACEPK®, TabneTtkv no 8 mr
AkocTi TM6X, ab6o 16 wmr, abo 24 mr). BBeieHHs1 3MiH NpoTArom 6-Tu
HimeuuunHa MicALiB nicna 3aTBepaKEHHs
Mepkne 'M6X,
HimeuyunHa
(MepBuHHa Ta
BTOPWHHA
ynakoBka,
KOHTPO/1b
cepii;
[o3Bin Ha
BWMNYCK Cepil)
26. | BETANOQ, cnpeii ans poToBOl TOBAPUCT YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/16473/01/01
nnwoc NOPOXHUHM o 30 BO 3 06MEXEHOI0 TMny - 3MiHK 3 AKoCTi. A®Il. CTabinbHICTb. 3MiHa peyenma
MY dpriakoHi 3i OBMEXXEH BifNoBigasIbHi nepiofly NOBTOpPHMX BUNpoGyBaHb/nepiody 36epiraHHA
CKna 3 opasibHUM (e],0) CTHO abo ymoB 36epiraHHs A®I (3a BigCyTHOCTI Y
pPO3NUIBa/ILHUM BIANOBIAA "papmaLeBTu 3aTBEpP)KEHOMY [10CbE cepTudikaTta BifgnoBigHOCTI
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
NPUCTPOEM Ta NbHICTHO YHa KOMNaHis €Bponeiicbkili hapmakonei, Lo BKIoYaE nepiog,
3ano6iKHUM «KOPINMOPA "3p0pos'a" NMOBTOPHOrO BUNPOO6YBaHHS) (Nepiog MoOBTOPHOrO
KOBNaykoMm B LA BMNPOGYBaHHs/Nepiog, 36epiraHHs) - 36i/bLUEHHS abo
KomnekTi; no 1 «3[0POB'A BBE/IEHHS nepioay NOBTOPHOr0 BUNPOGyBaHHs/nepioay
donakoHy 3 » 36epiraHHs Ha OCHOBI pe3y/bTaTiB AOCNIMHKEHb Y
opasibHUM peaslbHOMY Yaci - 36iNbLUEHHS TEPMIHY NpUAATHOCTI
po3nuaBabHUM (3aTBEpPAXEHO: TEPMIH NEPEKOHTPOIIO) CyOCTaHLi
NPUCTPOEM i anaHTOoIHY Ha OCHOBI pe3y/bTaTiB AOCNiAKEHb
3ano6ixHUM CTabiNIbHOCTi Y peasibHOMY Yaci, NPOBeAEHNX
KOBMA4KoM Yy BMpo6HMKoM APl Hunan Jiudian Hongyang
KOpPOOGLii 3 KApTOHY Pharmaceutical Co., Ltd., The People's Republic of
China. 3areepmxeHo: TepMiH npugatHocTi: Ans
cy6cTaHuii Hunan Jiudian Hongyang Pharmaceutical
Co., Ltd., The People's Republic of China: 2 poku
(TepMiH nepekoHTpoI0); 3anponoHoBaHo: TepMmiH
npugatHocTi: Ans cybetaHyii Hunan Jiudian
Hongyang Pharmaceutical Co., Ltd., The People's
Republic of China: 3 poku
27. | BETANOL, obronickyBay ons TOBAPUCT YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/16473/02/01
nntoc ropsia, KOHUeHTpar BO 3 06MeXeHO My - 3MiHK 3 AKoCTi. A®I. CTabinbHiCTb. 3MiHa peuyenma
no 50 mn y cpnakoHi OBMEXXEH BiANOBIAA/TbHI nepiofy NOBTOpPHMX BMNpOGyBaHb/nepiody 36epiraHHsA
3i cka, 3aKpuToMy (e]10] CTiO abo ymoB 36epiraHHa A®I (3a BigCyTHOCTI y
KpuLuKoto; no 1 BIANOBIOA "papmaneBTn 3aTBEpPAKEHOMY [0CLE cepTudpikata BiANoBiAHOCTI
hnakoHy 3i NBHICTHO YHa KOMNaHis €Bponeiicbkili hapmakonei, Lo BKIoYae nepiog,
CTakaHOM MipHUM y «KOPTIOPA "3popos'a” NMOBTOPHOTrO BMNPOGYBaHHS) (Nepiog, MOBTOPHOTO
KopobLi 3 KapTOHY LA BUNPo6yBaHHs/Nepios, 36epiraHHs) - 36iNbLUEHHS abo
«300POB'A BBE/lEHHS nepiogy NOBTOPHOro BUNPOGYBaHHs/nepioay
» 36epiraHHa Ha OCHOBI pe3ynbTaTiB AOC/TMKEHDb Y
peasibHOMY Yaci - 36i/1bLLEHHSA TepPMiHY NpUAaTHOCTI
cybcTaHLUii anaHToiHy A0 3 pOKiB.
28. | B/IACTOMYHI1 | nopowok ans ToBapucTBO Ykpaina TOB HBK YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/0610/01/01
PO34UHY AN151 iH KLt 3 «IHTepdapmb6i TMNYy - AGMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPO6HNYOT peyenmom | nidsasi2ae
no 0,6 mr; 5 obmexeHoro OTEeK» AiNbHULI (BKAOYatoum AinbHuUi ana A®l, npomikHoro
donakoHiB 3 Bignosigans npoAykTy abo roToBOro /ikapcbkoro 3acoby, AibHULi
NOPOLLKOM Y nauuii 3 HicTio NSl NpoBefieHHs NakyBaHHA, BUPOBHNKa,
KOpo6koBOro «PapmaveB BiANOBIAaIbHOrO 3a BMMNYCK Cepiii, MiCLie NpoBEAEHHS
KapTOHy TUYHA KOHTPOO cepii) abo nocTavasibHMKa BUXiLHOTO
KOMNaHis martepiany, peareHTy abo AONOMDKHOT peYOBUHU
«EH3napm (AKLW0 3a3HAYEHO Y AOCLE). Y 3B'A3KY 3i 3MiHOI

»

BMPOGHMKa /13 BUITy4YeHO BUPOGHUYY AifibHMLI0 ADI
ToBapuCTBO 3 06MEXEHOI0 BifNoBifaSbHICTIO
"BIO®APMA MNIA3MA". 3MiHn | TURY - 3MiHN 3 SKOCTI.
[oToBMIA nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa chopmm
a60 po3Mipy KOHTEeHepa un 3aKyrnopoBasibHOro
3aco6y (NepBUHHOT yNakoBKK) (CTEPUIIbHI NiKapCbkKi
3acobu). Y 3B'A3Ky 3i 3MiHOK BUpo6GHUMKa /13, 3miHa
ynakoBka '/13: 3aTBepaKeH0: 1aKoHW CKASHI
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1

06'eMOM 2 M/1, 3aKynopeHi MPo6kamMu rymMoB1UMHN
MEeANYHUMU 3 HACTYNMHUM O6TUCKAHHAM KOBMaYkamu
a/IIOMiHIEBMMU; 3aNPOMOHOBAHO: (h/1AaKOHMN CK/ISAHI
06'emMOM 4 M1, 3aKynopeHi MPo6kamMu rymMoB1MMHA
MEeANYHUMU 3 HACTYNHUM O6TUCKAHHAM KOBMayYkamu
atOMiHIEBUMW. 3MiHW | TUNy - 3MiHK WoA0
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsagy (iHuwi
3MiHW). 3aTBEpPAKEHO: MpadiyHe ohopMIeHHs
yNakoBKM BifNOBIAHO [0 3aTBEPHKEHNX MaKeTiB
yMNaKoBOK,
3anponoHoBaHo: MapkyBaHHS BiANOBigHO [0
3aTBEPKEHOIO TEKCTY MapKyBaHHS. OHOB/IEHHS
TEKCTY MapKyBaHHS yrMakoBKW NiKapCbKoro 3acoby
OO0 YTOYHEHHS NIOrOTUMY 3asaBHMKA. 3MiHK | Tuny -
3MiHK 3 SIKOCTi. TOTOBUIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO JliKkapcbkoro 3acoby. 3miHa y MmeTogax
BMNPOBYBaHHS rOTOBOrO 1iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAAX
BMNPOGYBaHHS)- He3HauHa 3MiHa y meTogi
BUNPOOYBaHb «BTpaTa mMacy Npy BUCYLLYBaHHI»

( 3miHa HaBaxku 3 0,1 r Ha 1,0 r). 3miHu Il TUNY - 3MiHK
3 AkocTi. A®l. Bupo6HMLTBO. 3MiHa BUPOGHMKaA
BUXiAHOro/NPOMXXHOrO NPOAYKTYy/peareHTy, Lo

BVIKOPVCTOBYIOTbCA Y BUPO6HMUYOMY npotieci AdDl, abo

3MiHa BMpO6HUKa (BK/TKOYatouu, fe HeobxigHo, micue
npoBeAeHHA KOHTPOSo AkocTi) APl (3a BigCyTHOCTI
cepTudpikaTa BignoBiaHOCTI EBpoNeiichkilt
hapmakonei y 3aTBepAXeHOMY [0CbE)(BBEAEHHS

HOBOro BMpoGHUKa APl 3 HagaHHAM MacTep-chaiina Ha

A®I). Y 3B'A3Ky 3i 3MiHOIO BUpO6HWKa 13,
3aTBepAKeHO: TOBApUCTBO 3 0OMEXEHOIO
BignosiganbHicTio "BIOPAPMA MNTA3MA", YkpaiHa.
3anponoHOBaHO: BUPOGHWK BMXiAHOrO MaTepiany
(ni3at kniTMHHMX 06010HOK BakTepiin) TOB «dK

«EH3udapm» BupobHuk cybcTaHuii (bnactoneH) TOB"

HBK "IHTepcapmbioTek". 3MiHn Il Tuny - 3miHn 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHUUTBI. 3amiHa abo BBeAeHHSA A04aTKOBOT
AiNbHUL| BUPOOHULTBA 4718 YacThHM abo BCbOro
BMPOBHNYOro NpoLecy roToBoro Nikapcbkoro 3acoby
(ZinbHULSA, Ha SKi NPOBOAATLCS OYAb-AKi BUPOOHUYI
CTagji, 3a BUHSATKOM BUMNYCKY CEPpiii, NPOBELEHHS
KOHTPO/IO AKOCTi Ta BTOPUHHOTO MakKyBaHHS, Ans
nikapcbKnx 3aco6iB 6io10rvYHOro/iMyHOM0riYHOro
NoxXoKeHHs1 abo NikapCbknx hOpM KOMMIEKCHOTO
(cknapHoro) BUpo6HM4oro npouecy). CynyTHs 3MiHa-
3MiHu 3 siKocTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPO6HULTBI. 3amiHa abo BBeEHHS [0AaTKOBOI
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

OiNbHWL| BUPOOHULTBA 718 YacTVHK abo BCbOro
BMPOGHMYOro NpoLecy roToBOro Nikapcbkoro 3acoby
(AiNbHMUA ANA BTOPUHHOIO NakyBaHHS) - Y 3B'A3KY 3

BMPOBHNYOK HEOBXiZHICTIO. 3aMiHa BUPOGHMYOT

AinbHUUi TN3. 3MiHn |l Tuny - 3MiHK 3 skocTi. FoToBWMiA
nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYIThCS BUMYCKY Cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby (3amiHa
abo gofasaHHA BUPO6OHUKA, LLIO Bignosigae 3a
BBE3EHHA Ta/abo BMNyck cepii) - Briovyaroun

KOHTPObL/BUNPOBYBaHHSA cepii 415 NiKapCbKoro
3aco6by 6i0/10r4YHOro/iMyHOOTIYHOTO MOXOAXKEHHSA Ta

OfIMH 3 METOZiB aHani3y, WO 3aCTOCOBYETLCA HA

OinbHWUI, € 6ionoriYHUM/iMyHONOTYHUM/IMYHOXIMIYHUM

METOAOM. Y 3B'A3KY 3 BUPOOHUUOK HEOOXiHICTIO,

3amiHa BUPOOHMYOT AinbHWL M13. 3MiHN BHECEHO B
IHCTPYKL,i0 415 MeANYHOrO 3aCTOCYBaHHSA NiKapCbKoro
3aco6y y po3ginu "BupobHuk", "Micue3HaxomKeHHs

BMPOGHMKA Ta agpeca MicLs NPoBaKeHHs Moro

LisANbHOCTI" 3 BigNOBIAHNMM 3MiHAMUW B TEKCTI
MapKyBaHHS ynakoBoK. 3MiHu [l Tuny - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa y MeToax BUnpobyBaHHs
rOTOBOrO /iKapCbkoro 3acoby (CyTTeBa 3miHa y
6io10riYHOMY/iMyHOOTYHOMY/IMyHOXIMIY4HOMY MeTOZj
BUNPO6YBaHHS abo MeTofi, Y AKoMy

BUKOPWUCTOBYETLCA 6GioN0riyHuil peareHT, abo ix

3amiHa, abo 6io/10riYHOr0 Npenapary NopiBHAHHSA

(cTaHpapTHOro npenapary), Wo He 3a3HayeHunid y

3aTBEPLKEHOMY NPOTOKONI). Y 3MiHN y meToai
BMNpoGyBaHb T. «MikpobionoriyHa umctoTa» (3 Metoay
MembpaHHOT hinbTpauii Ha MeTos, NPAMoro
BUCiBaHHS).

29.

B/TEOHKO

niodpinizat gns
PO34UHY A5 iH'EKLLlA
no 15 Ofi, 1 dnakoH
3 niogpinizatom y
KapTOHHIA KOpooLi

Mini
Xernckepe
Nimiten

Benuka
BpuTaHis

BeHyc
Pewmegpic
Nimviteq

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu |
TMny - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3acio
KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa y

MeTogax BUNpobyBaHHA rOTOBOTO /TiKapCbKOro 3acoby
(iHWi 3mMiHM Yy MeTogax BUNpo6byBaHb (BK/IOYaUU

3aMiHy abo [ONOBHEHHS)) - 3MiHV B METOAI
BMNpobyBaHHA /13 3a nokasHukoMm «KinbkicHe
BU3Ha4YeHHs» (EP 2.7.2, USP < 81 >)

3a
peyenmom

UA/0890/01/01

30.

BPAMITOB

pO34nH Ans
iHransauiin, 300 mr/4
M/1; o 4 M B
amnyni; no 4 amnynu
B repMeTUYHO
3anasiHomy cTpuni;
no 16, 28 a6o 56

K'esi
dapmac'toTik
en3 MeX

ABCTpIst

BTOPWHHE
nakyBaHHs,
KOHTPO/b
SAKOCTi Ta
BWMNYCK cepil:
K'esi
dPapmaueyTuui

ITania/
HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) 3MiHu BHeceHo B n. 17.
«|HLWE» TeKCcTy MmapKyBaHHs BTOPUHHOI YNakKoBKN
NiKkapcbKoro 3acoby, a came: BugasieHo iHghopMaLiiio
npo NI0roTUN NpeAcTaBHNKa 3asBHMKA. TepMiH
BBEJEHHS 3MiH NpPOTAroM 6 micsauiB nicns

3a
peyenmom

UA/15301/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknav
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0OYeHHs

ammnys y KapTOHHIl
KopooLi

C.n.A, Itanis;
BMPOGHMLITBO
in-bulk,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b
cepii: MeHeTikK
C.n.A., ltanis;
BMPOGHUK
npoaykuii in-
bulk,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS Ta
KOHTPO/b
AKOCTI:
Xononak
PepnakyHrcte
XHiK TM6X,
HimeuumnHa,;
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
Xononak
depnakyHrcte
XHiK TMOX,
HimeuumnHa;
KOHTPO/b
AKOCTI: NinLe
BMNPOGYBaHHSA
Ha
CTEPW/IbHICTb:
Na6op 1IC CE
& Ko. KT,
HimeyunHa

3aTBepa)KeHHA.

31.

BPOHXOCTON
® NACTUNKA

nacTuiku no 59,5 mr
no 10 nacTunok y
6nicTepi; no 2
6nictepu y
KapTOHHiA KOpooLi

KBizga
dPapma
m6X

ABCTpIst

Brpo6HMUTBO,
KOHTPO/b
SAKOCTI,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
Bonpgep
Ap3HeimiTTen
m6X & Ko.KT,
HimeuumnHa;
Bunyck cepiii:
Ksizga ®apma

HimeuunHa/
ABCTpist

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro fikapcbKoro 3acoby (iHLwi 3MiHM)
OHOBJIEHHA BXe 3aTBEPKEHNX METOAIB KOHTPOSIO
AKOCTI JTIKapCbKOro 3acoby, a came: BUKNaLeHHS
TEKCTY [ep>XaBHO MOBOHO 3riJHO Cy4aCHUX BUMOT.

6e3
peyenma

UA/9915/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
'M6X, ABCTpiIst
32. | BPOHXOCTON | cupon, no 120 mny Ksizga ABCTpIst Ksizga ®apma ABCTpist BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/9915/02/01
® cuPon thnakoHi; no 1 Papma 6X UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6. peyenma
chnakoHy y 6X KOHTpO/b roToBOro fikapcbKoro 3acoby (iHLwi 3MiHm)
KOMNAEKTi 3 MipHUM OHOBJIEHHA BXEe 3aTBEPIKEHNX METOZAIB KOHTPO/O
CTaKkaH4MKoM B AKOCTI NlikapcbKoro 3acoby, a came: BUKNageHHs
KOpOGLii 3 KAPTOHY TEKCTY Aep>XaBHOK MOBOIO 3riHO Cy4acCHUX BUMOT
33. | BYCTPUKC cycneHsia ans nakcoCmit Benuvka nakcoCmiTKn Benbris BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/15071/01/01
nonio iH'ekujn no 1 gosi Knsaiin BputaHis ANH TUny - 3MiHu 3 akocTi. A®I. KoHTponb AdL. 3miHa y peyenmom
KOMBIHOBAH (0,5 mn/po3sy), no 1 Ekcnopt Bionogxikans MeToAax BunpobyBaHHs A®Il abo BUXigHOro
A BAKUVHA 0030 y nonepegHb0 NimiTen C.A. mMaTepiany/npomiKHOro NpoAayKTy/peareHTy, LWo
Ana HanoBHEHOMY BVIKOPVCTOBYETbLCA Y NpoLieci BUPO6HMLTBA AP (iHLUI
MPO®PINAKTUK | wnpuyi; no 1 3MiHN). YCyHEHHs1 po36iXHOCTel Mk onepadiiHoto Ta
N QUDTEPII, nonepeaHL0 3apeecTpoBaHO AOKYMEHTaUE Npu NpoBeaeHHI
NPABLA, HarnoBHEHOMY KOHTpOt0 sikocTi (QC) Ans BMNYCKy NOCIBHOroO
KALLUJTHOKY LINPULY Y KOMNNEKTI matepiany Ta 6aHKiB K/TiTUH.
(ALENONAPH 3 IBOMa rosikamu B
nin NAacTUKOBOMY
KOMIMOHEHT) KOHTeliHepi; no 1
TA KOHTEliHepy y
MONIOMIENITY | KapTOHHIl KOpoo6Li
(IHAKTUBOBA
HA)
(AACOPBOBA
HA, 3I
SMEHLLEHUM
BMICTOM
AHTUIEHIB)
34. | BA/IMICAP A TabneTku, BKPUTI Makneopc IHAain Makneopc IHAjisA BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/19273/01/03
160/10 NNiBKOBOIO dapmacbioT dapmMacblTHK MMy - 3MiHK 3 AKOCTi. FOTOBWIA NliKaPCbKUIA 3aci6. peyenmom
060/10HKO0, N0 160 nKasc anc fimiteq 3MiHU Yy BUPOGHMLTBI. 3MiHa po3mipy cepil
mr/10 mr, no 10 NimiTen (BKMKOYAOUM Ajana3oH po3Mipy cepil) roToBOro

TabneTtok y bnictepi,
no 1 a6o 3 a6o 9
6nictepiB y
KapTOHHIN ynakoBuUi

NiKapcbKoro 3acoby (iHLWi 3MiHW) - BBEAEHHS
[04aTKOBUX PO3MIipiB cepili nikapcbkoro 3acoby:
[itoya pepakuis
Posgin 3.2.P.3.2. Cknag Ha cepito
ans pnosyeaHHs 80/5 - 30 000 TabneTok, 120 000

TabneTok
ons fosyBaHHsA 160/5- 30 000 Tabnetok, 120 000
TabneTok
Ana posysaHHa 160/10 - 30 000 tabnetok, 120 000
TabneTok

MponoHoBaHa pegakuis
Po3sgin 3.2.P.3.2. Cknag Ha cepito
ans posyeaHHs 80/5 - 30 000 TabneTtok, 120 000
Tabnetok, 400 000 TabneTok Ta 1 200 000 TabneTok
Ana gosysaHHa 160/5- 30 000 TabneTok, 120 000
Tabnetok, 360 000 TabneTok Ta 900 000 TabneTok
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Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
Ans posyeBaHHs 160/10 - 30 000 tabnetok, 120 000
Tabnetok, 600 000 Tabnetok Ta 900 000 TabneTok
35. | BA/IMICAP A TabneTkn, BKPUTI Maxkneopc IHAain Maxkneopc IHAisa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/19273/01/02
160/5 N1iBKOBOIO dapmacbioT dapmacbloTuK TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
060/10HKO10, M0 160 nKasnc anc fimiteq 3MiHV Yy BUpO6HMUTBI. 3MiHa po3mipy cepii
mr/5 wr, no 10 Niviten (BK/IIOYAtOUM diana3oH po3Mipy cepii) roToBOro
Tabnetok y 6nictepi, nNikapcbKoro 3acoby (iHWi 3MiHN) - BBEAEHHS
no 1 a6o 3 a6o 9 [04aTKOBMX PO3MIpIB cepiii Nnikapcbkoro 3acoby:
6nictepis y [itoya pepaxuis
KapTOHHI ynakoBL,i Po3gin 3.2.P.3.2. Cknag Ha cepito
ans posyeaHHsA 80/5 - 30 000 TabneTtok, 120 000
TabneTok
Onsa gosyeaHHsa 160/5- 30 000 TabneTok, 120 000
TabneTok
Ans posysaHHs 160/10 - 30 000 tabnetok, 120 000
TabneTok
MponoHoBaHa pefakuis
Po3gin 3.2.P.3.2. Cknag Ha cepito
ansa posyeaHHsa 80/5 - 30 000 TabneTok, 120 000
Tabnetok, 400 000 Tabnetok Ta 1 200 000 TabneToK
Ans posysaHHa 160/5- 30 000 TabneTok, 120 000
TabneTok, 360 000 Tabnetok Ta 900 000 TabneTok
ons nosysaHHA 160/10 - 30 000 TabneTok, 120 000
Tabnetok, 600 000 Tabnetok Ta 900 000 TabneTok
36. | BAJZIMICAP A TabneTku, BKpUTI Makneopc IHAjA Makneopc IHAjia BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/19273/01/01
80/5 NiBKOBOIO dapmacsioT dapmacbloTUK TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
o6onoHkoto, no 80 nkanc anc Nimiteq 3MiHN y BUPOGHMLTBI. 3MiHa po3mipy cepil
mr/5 mr, no 10 NimiTen (BKKOYAOUM Ajiana3oH po3Mipy cepil) roToBoro
Tabnetok y 6nictepi, niKapcbKoro 3acoby (iHLi 3MiHW) - BBEAEHHS
no 1 a6o 3 a6o 9 [04aTKOBMX PO3MIpiB Cepili NikapCbKoro 3acoby:
6nictepiB y [itoua pepakuis
KapTOHHIiA ynakoBL,i Po3pin 3.2.P.3.2. Cknag Ha cepito
ansa posysaHHs 80/5 - 30 000 Tabnetok, 120 000
TabneTok
ons nosyeaHHA 160/5- 30 000 Tabnetok, 120 000
TabneTok
Ans posyeaHHa 160/10 - 30 000 tabnetok, 120 000
Tabnetok
MponoHoBaHa pefakuis
Po3gin 3.2.P.3.2. Cknag Ha cepito
ans posyeaHHsA 80/5 - 30 000 TabneTtok, 120 000
Tabnetok, 400 000 Tabnetok Ta 1 200 000 TabneTok
Ons nosyeaHHa 160/5- 30 000 TabneTok, 120 000
Tabnetok, 360 000 Tabnetok Ta 900 000 TabneTok
Ans posysBaHHs 160/10 - 30 000 tabnetok, 120 000
Tabnetok, 600 000 Tabnetok Ta 900 000 TabneTok
37. | BAJIMICAP HA | Tabnetku, BKpUTI Makneopc IHAain Makneopc IHAjisA BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/18938/01/02
160/12.5/10 NNiBKOBOO dapmacbioT dapmMacbTHK TMNY - 3MiHK 3 AKOCTI. FOTOBWIA JliKAPCbKUIA 3acib. peyenmom
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
060/10HKOI0, N0 160 nkanc anc Nimitesq 3MiHu y BUPOGHMUTBI. 3MiHa po3mipy cepil
Mr/12,5 mr/10 mr; no NimiTen (BKNKOYAOUM Ajiana3oH po3Mipy cepil) roToBOro
10 TabneTok y nikapcbKoro 3acoby (36inbweHHs go 10 pasis
6nictepi; no 1 a6o 3, NOPIBHSHO i3 3aTBEPIKEHVM PO3MIPOM)
abo 9 6nictepiB y BBEEHHS [04AaTKOBOro po3mipy cepii nikapcbkoro
KapTOHHIlA ynakoBLi 3acoby 600 000 TabneTok
[itoua pepakuis
Banwmicap HA 160/12,5/10
125 000 TabneTtok
MponoHoBaHa pegakuis
Banwmicap HA 160/12,5/10
125 000 TabneTtok
600 000 Tabnetok
38. | BAJIMICAP HA | Tabnetku, BKpUTI Makneopc IHais Maxkneopc IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/18938/01/01
160/12.5/5 NNiBKOBOIO dapmacbioT dapmacbloTuK UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
060510HKot0, Mo 160 nkanc anc Nimites 3MiHU y BUPOGHMUTBI. 3MiHa po3mipy cepil
Mr/12,5 mr/5 mr; no NimiTen (BK/KOYAOUM Ajiana3oH po3Mipy cepil) roToBOro
10 TabneTok y nikapcbKoro 3acoby (36inbweHHs go 10 pasis
6nictepi; no 1 a6o 3, MOPIBHSHO i3 3aTBEPAKEHUM PO3MipOM)
abo 9 6nictepiB y BBEJEHHS 0AATKOBOro po3mipy cepii nikapcbkoro
KapTOHHI ynakosL,i 3aco6y 600 000 TabneTok
[itoua pepakuis
Banwmicap HA 160/12,5/5
121 000 TabneTtok
MponoHoBaHa pefakuis
Banwmicap HA 160/12,5/5
121 000 TabneTtok
600 000 Tabnetok
39. | BANnoAin TabneTku, BKPUTI KPKA, a.4., CnoseHia | BignosiganbHu CnoseHis BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/14358/01/01
NNiBKOBOO HoBo mecTo n3a TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
060/10HKO0 N0 5 BMPOGHMLITBO hapmakoHarnagy (iHwi 3MiHn) 3MiHW BHECEHO B TEKCT
Mr/160 mr; no 7 "in bulk", MapKyBaHHS NePBMHHOT YNaKoBKM /iKapCbKOro 3acoby
Tabnetok y 6nictepi, nepBrHHE Ta y n. 6. «IHLWE>» Ta BTOPUHHOI ynakoBku B n. 8. «[JATA
no 2, no 4, no 8 abo BTOPVHHE 3AKIHYEHHA TEPMIHY NPNOATHOCTI», n. 14.
no 14 6nictepis y nakyBaHHs, «KATEIOPIA BIAMYCKY», n. 17. «IHWE».
KapTOHHI Kopo6Lyj; KOHTpONb Ta OHOB/EHHSA TEKCTY MapKyBaHHs NMEPBUHHOT YNaKoBKN
no 10 Tabnetok y BUNYCK cepi: nikapcbKoro 3acoby.
6nictepi, no 3, no 6, KPKA, a.4., BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
no 9 a6o no 10 HoBo mecTo, 3aTBepMKEHHS. 3MiHM | TNy - 3MiHKU 3 AKOCTI.
6nictepiB y CnoBeHis; CepTudpikar signosigHocTi/lE-cepTudpikar

KapTOHHIA KOopooLi

BignoBigabHU
1 32 KOHTPONb
cepii: KPKA,
An.4n., Hoso
MecTo,
CroseHis

BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOrO abo OHOB/IEHOTO cepTudlikaTa
BiANOBIAHOCTI ab60 BUNyYEHHS cepTudikata
BignoBiaHOCTI EBponeiicbkilt hapmakonei: ana Adl;
ON15 BUXIAHOrO MaTepiasy/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
0151 LONOMIXHOI pevoBuHY (cepTuddikat BiANOBIAHOCTI
€Bponelicbkiin dhapmakonei) - OHoBEeHWIA cepTudikat
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Bif] y)X€ 3aTBEp)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
thapmakonei Ne R1-CEP 2002-184 Rev 07
(3atBepmxeHo: R1-CEP 2002-184 Rev 06) ana Ad®l
amnoauniHy 6ecunaty Bif 3aTBEPKEHOrO BUPOOHMKA
Unichem Laboratories Limited, IHais. 3minu | Tuny -
3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BWU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakoneli: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudikat
Bif] y)Xe 3aTBep)KEHOro BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BiagnoBigHOCTI EBponeiichkil
thapmakonei Ne R1-CEP 2011-148 - Rev 04
(3aTBEepmxeHo: R1-CEP 2011-148 - Rev 03) gns Adl
BasicapTaHy Bif 3aTBEpAXEHOro BupobHnka KRKA
d.d., Novo mesto, CnoBeHisi.

40.

BE3UKAP™

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOI0, M0 5 Mr;
no 10 Tabnetoyk y
6nicTepi; no 1 a6o 3
6nictepu B
KapTOHHIA KOpooLi

AcTtennac
Papma
Opon b.B.

HigepnaH
an

Lendhapm
Mennen B.B.

HigepnaHan

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy Micus NPOBaPKEHHS AISNbHOCTI
BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
BK/IKOYA0UM AiNbHULI BUNYCKy cepii abo micue
NPOBeLEHHS KOHTPOJIO SKOCTI. (ZiANbHICTb, 3a Ky
BignoBigae BUPOGHMK/iIMNOpTEp, BKIKOYAOUM BUMYCK
cepiit)- AgMiHICTpaTBHa 3MiHa Ha3BW BUPOOHMKA
nikapcbKoro 3acoby. Micue3HaxokeHHs1 BUPOOHNKa,
BMpOBOHUYA AiNbHULA Ta YCi BUPOGHMYI onepau;i
3aULLATLCA HE3MIHHMMUW. 3MiHU BHECEHO 40
IHCTPYKUIi 415 MEAUYHOrO 3aCTOCYBaHHS NiKapCcbKoro
3acoby 0 po3giny "BupobHuK" Ta [0 TEKCTY
MapKyBaHHS! ynakoBKW /likapcbKoro 3acoby, a came o
n. 11 (HAMMEHYBAHHS | MICLEE3HAXOI)KEHHS
BVIPOBHWKA TA/ABO 3AABHWKA) BTOPMHHOT
yrnakoBku. BBeeHHS 3MiH NpoTArom 6-Tu Micauis
nicns saTBepmkeHHs. 3MiHv | Tuny - 3MiHn Wwoao
6e3nekun/edhekTVBHOCTI Ta hapMakoHarniagy (iHuwi
3MiHM)- 3MiHN BHECEHO [0 TEKCTY MapKyBaHHS
ynakoBKM fliKkapCbKoro 3acoby, a came go n. 11
(HAMMEHYBAHHSA | MICLLEBHAXOI)KEHHS
BVIPOBHWKA TA/ABO 3AABHWKA) BTOPMHHOT
ynakoBku; 8o n. 6 (IHLWE) nepBuHHOT ynakoBku.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Wwoao

3a
peyenmom

He
nionsieae

UA/3763/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy (iHLwi
3MiHM)- 3MiHN BHECEHO [0 iHCTPYKLIT 4151 MegnyHoro
3acTOCyBaHHS MikapCbKoro 3acoby A0 po3ainy
"Mo6iuHi peakuyii" (LW,oO40 NOBIAOMIEHHS NMPO
nigo3proBaHi No6iYHI peakLir), a TakoX A0 IHCTPYKLT
0151 MeANYHOro 3acTOCyBaHHSA NikapCcbKoro 3acoby
[opaHo po3giny "3assHuk" Ta "Micue3HaxomKeHHs
3asBHVKA". BBeEHHS 3MiH NPOTAroM 6-TU MicALUiB
nicns 3aTBepKEHHS.

41.

BE3UKAP™

TabneTku, BKpUTI
NiBKOBOIO
060/10HKO0, Mo 10
mr; no 10 TabneToyk
y 6nicTepi; no 1 abo
3 6nictepu B
KapTOHHIA Kopoo6Li

Actennac
dPapma
Opon B.B.

Hinepnax
an

Oendcapm
Mennen B.B.

HinepnaHvgn

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS!
Ta/abo agpecu micus NPOBamKeHHs AisIbHOCTI
BVPOGHMKa/imnopTepa roToBoro /ikapcbKoro 3acoby,
BK/IIOYAKOUY [iNbHULi BUNYCKY cepii abo Mmicue
NPOBEAEHHS KOHTPOJIO AKOCTI. (fiANIbHICTb, 3a Ky
BiANOBIAa€e BUPOGHMK/IMNOPTEp, BKIOUAKUN BUMYCK
cepiii)- AgMiHicTpaTMBHa 3MiHa Ha3BW BUPOGHMKaA
nikapcbKkoro 3acoby. Micue3Haxo4KeHHs BUPOOHYKa,
BMPOGHMYA AinbHULSA Ta yCi BUpo6HMYi onepaduii
3aMWAaTbCA HE3MIHHUMUW. 3MiHW BHECEHO [0
IHCTPYKLU|i 415 MEAMYHOr0 3aCTOCYBaHHS /ikapCbKoro
3acoby [0 po3gainy "BMpobHUK" Ta [0 TeKCTy
MapKyBaHHs yNakoBKyv Nikapcbkoro 3acoby, a came 0
n. 11 (HAMMEHYBAHHS | MICLIE3HAXOKEHHS
BUPOBHUKA TA/ABO 3AABHIWKA) BTOPUHHOI
ynakoBku. BBeeHHs 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edeKTMBHOCTI Ta chapmakoHarnsgy (iHuwi
3MiHW)- 3MiHN BHECEHO [10 TEKCTY MapKyBaHHS
ynakoBKM fikapcbKoro 3acoby, a came go n. 11
(HAI7IMEHYBAHHFI | MICUE3HAXO)KEHHA
BWPOBHUKA TA/ABO 3AABHUKA) BTOpUHHOI
ynakosku; fo n. 6 (IHLWE) nepBnHHOT ynakoBku.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS. 3MiHY | TUny - 3MiHK WoA0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLi
3MiHW)- 3MiHW BHECEHO [0 iHCTPYKLIT A58 MeAn4HOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby A0 po3ainy
"Mo6iuHI peakui™ (LLLOA0 NOBIAOMIEHHS MPO
nigo3proBaHi NoGiYHI peakLii), a TakoX A0 IHCTPYKLT
AN MeAMYHOro 3acTocyBaHHA NikapCbKoro 3acoby
AofaHo po3ginuy "3assHuk" Ta "Micue3HaxomKeHHs
3asBHUKA". BBeAEHHSA 3MiH MPOTAroM 6-Tu MicsLiB
nicns 3aTBepAKEeHHs.

3a
peyenmom

He
nionsiecae

UA/3763/01/02

42,

BE3OMHI

Tabnetkn 3
MoAandpiKkoBaHUM
BUBINIbHEHHAM, 6
mr/0,4 wmr; no 10

Actennac
Papma
HOpon B.B.

Higepnax
an

BMPOGHMLITBO
bulk:
ABapa
dapmacbioTika

CLUA/
HigepnaHnan

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS
Ta/abo agpecu micusa NPOBamXeHHS AisIbHOCTI
BVPOGHMKa/imnopTepa rotoBoro fikapcbKoro 3acoby,

3a
peyenmom

He
nionsieae

UA/14359/01/01
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Kpaina
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n/n

JliKapcbKo20
3acoby

(nikapcbka chopma,

ynakoska)
Tabnetok y 6nictepi;
no 1 aéono 3

3asiBHUKa

Bupo6HuK

n

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

43.

BIHOPE/IbBIH

KOHL,eHTpaT ans

6nictepu B
KapTOHHI ynakoBsL,i

ToBapucTBO

YkpaiHa

AKTaBic ITanis

TekHonoaXunc
IHK., CLLIA

nepBuHHE i
BTOPWHHE
nakyBaHHs,
KOHTPO/b
SAKOCTI, BUNYCK
cepii:
Dendapm
Mennen B.B.,
HigepnaHvgu

BK/IOYA0UM AiNbHULI BUMYCKy cepii abo micue
NpoBeAEeHHSA KOHTPOJIH0 AKOCTI. (LiSANbHICTb, 3a AKY
BiANoBigae BUPOGHMK/IMNOPTEP, BKIOUAKOUY BUMYCK
cepiii) - AgMiHiCTpaTuBHa 3MiHa Y 3B’A3Ky 3i 3MIHOO

Ha3BW BUPOOHMKa. BUpoGHMYa AinbHUUA Ta BCi

BMPOGHUUI onepauii 3amwaroTbes 6e3 3MiH.
[itoya pepakuis
BUpo6HULUTBO bulk:

Aapa ®apmacbtoTikan TekHonomxkuc IHk., CLUA
3300 Mapwan AseHio, HopmaH, OK 73072, CLLUA
Avara Pharmaceutical Technologies Inc., USA
3300 Marshall Avenue, Norman, OK 73072, USA
nepBUHHE | BTOPUHHE NakyBaHHSA, KOHTPO/Ib AKOCTI,
BUMYCK cepil:

Actennac ®apma HOpon B.B.

Xoremart 2, 7942 )X Mennen, HigepnaHgu
Astellas Pharma Europe B.V.

Hogemaat 2, 7942 JG Meppel, the Netherlands
MponoHoBaHa pegakuis
BUpo6HULUTBO bulk:

Aapa ®apmacbtoTikan TekHonomxkumc IHk., CLUA
3300 Mapwan AseHto, HopmaH, OK 73072, CLLUA
Avara Pharmaceutical Technologies Inc., USA
3300 Marshall Avenue, Norman, OK 73072, USA
nepBUHHE | BTOPUHHE NakyBaHHS, KOHTPO/Ib AKOCTI,
BUMYCK cepil:

[endapm Mennen B.B.

Xoremart 2, 7942 )X Mennen, HigepnaHgu
Delpharm Meppel B.V.

Hogemaat 2, 7942 JG Meppel, the Netherlands
3MiHN BHECEHO B IHCTPYKLiIO 4151 MEANYHOro
3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy

"BMpo6HMK" 3 BIANOBIAHUMY 3MiHAMU [0 TEKCTY
MapKyBaHHS YNaKkOBOK.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS
3miHu | Tvny - 3MiHKn Woao 6e3nekn/ed)ekTMBHOCTI Ta
thapmakoHarnagy (iHLwi 3MiHun)
3MiHN BHECEHO B IHCTPYKL,iIO 415 MEANYHOro
3acToCyBaHHA NikapcbKoro 3acoby [0 po3ainy
"Mo6iuHi peakwyi" Wo040 NOBIAOM/IEHb NPO NiJ03PHOBaHI
no6iuHi peakui, BUIy4eHo iHhopMalLiito CTOCOBHO
noBigOMNEHb 415 NMPefACTaBHVKa 3as8BHUKA, 40AAHO
po3ainu "3anBHuK", "MicLe3HaxoMKeHHs 3asaBHUKA" Ta
nepeknaj agpecy BUpo6HMKa Ha aHrMilicbky MOBY.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS

ITania/

BHECEHHS 3MiH 10 peecTpaLiiHux maTepiasis: 3MiHu |

3a

He

UA/14709/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

- BICTA

pO34nHy Ans
iHcpysiid, 10 mr/mn,
no 1 mn (10 mr), 5
mn (50 mr) y
donakoHi; no 1
donakoHy B nauui
KapTOHHIi

3
06MEXEHO
Bignosigasb
HiCTIO
«BYCT
DPAPMA»

C.n.A., ITanis

CiHpaH ®apma
C.P.N.,
PymyHis

PymyHis

TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT

AN MeAnYHOro 3acToCyBaHHsA
reHepuyYHNX/ribpuaHNX/6ionoibHNX NikapcbKnx
3ac06iB NicNsi BHECEHHS TiET caMoi 3MiHW Ha
pedepeHTHWIT Mpenapar (3MiHa He NoTpebye HadaHHsA
XOAHWX HOBWX AOAATKOBMX faHNX) 3MiHW BHECEHO [0
IHCTPYKLUIT 415 MeAMYHOro 3aCTOCYBaHHS /iKapCbKoro
3acoby y po3ainu "dapmakonorivyHi BlacTmBocTi”,
"MokaszaHHs", "MpoTnnokasaHHa", "OcobmBi 3axoan
6e3nekn”, "B3aemogis 3 iHWIMMU NiKapCbKUMU
3acob6amu Ta iHWi B1uav B3aemogiin”, "OcobmBocCTi
3acTocyBaHHA", "3acTocyBaHHS Y nepiog, BariTHoCTi
ab6o rogysaHHa rpyaar”, "Cnocié 3acTocyBaHHsA Ta
no3n", "Mepeno3yBaHHs", "Mo6iuHI peakuyii”,
"HecyMicHicTb" BignoBigHO Ao iHhopmMal,i Wwoao
MEeAMYHOro 3acTOCyBaHHA pethepeHTHOro NikapCbKoro
3aco6y (NAVELBINE, concentrate for solution for
infusion, 10mg/ml) BeeAeHHS 3MiH NpOTAroM 6-Tu
MicALIB 3 AaTu 3aTBepmiKeHHS. CynyTHA 3MiHa - 3MiHK
oo 6e3nekn/edyeKTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 40 3060B's13aHb Ta YMOB
Buavi peecTpauiliHoro NocBif4YEHHSs, BK/THOHA0UM
MnaH ynpaeniHHA pyu3nkamm (3acTOCyBaHHA TEKCTY,
AKUIA NOTOAKEHUIA 3 KOMNETEHTHUM OpraHoMm)
3asBHWKOM HaiaHO OHOBJIEHWUIA MNaH ynpasniHHS
pusnkamm Bepcia 1.3. 3MiHM BHECEHO [0 YacTuH: |
«3arasibHa iHpopmauis», I «Cneyundikauis 3
6e3nekn», V «3axoan 3 MiHiMisauii pusukis», VI
«Pestome nnaHy ynpasniHHA pusukamm», VII

«JlopaTkn» y 3B'A3KY 3 ypaxyBaHHAM OHOBNEHOI

iHcbopmawii pedhepeHTHOro nikapcbKoro 3acoby

NAVELBINE, concentrate for solution for infusion,
10mg/ml. Pe3tome nnaHy ynpasniHHA pu3nkamun Bepcis
1.3 gojaeTbcs.

peyerimom

nionsieae

BIMPATOKC

niHiMeHT N0 40 ry
Ty6i; no 1 Ty6i B
nauuj

TOB "OKnM
"®apmaueBT
nyHa
thabpuka"

YkpaiHa

TOB "AKN
"PapmavneBTu
yHa habpuka"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu). OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby, 30Kpema
BUyYEHHST iHGhopMaLii, 3a3Ha4eHOl POCiiiCbKO
MOBOI0, Ta YTOYHEHHS iHhopmaL,ii LWoAo oroTuny
BMPOGHUWKA. BBeAEHHS 3MiH NpOTAroM 6-Tu MicsuiB
nicns 3aTBepAKEeHHs.

6e3
peyenma

UA/5669/01/01

45,

ranonpun

Tabnetkn no 1,5 wmr;
[Ans BUpOGHMKa
ToBapucTBO 3
06MEXEHO

TOBAPUCT
BO 3
OBMEXEH
(6],0]

Ykpaina

BCi cTagil
BMPOGHMLITBA,
KOHTPO/b
AKOCTi, BUMYCK

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6GHMYOT
OinbHULI (BKAOYaoUM AinbHUL Ans AP, NpoMibKHOro
NpoAYKTY abo roTOBOro NiKapCbKOro 3acoby, AislbHULL

3a
peyerimom

UA/12338/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
BiANOBIAA/IbHICTIO BIANOBIOA cepii: [N NpoBeAeHHs NakyBaHHS, BUPOOHUKa,
«XapKiBCbke NBHICTHO ToBapucTso 3 BiZJNOBIAA1bHOrO 3a BMMYCK Cepili, MicL,e NpoBeeHHs
hapmaLeBTnyHE «KOPIMOPA 06MEXEHOI0 KOHTPOIO cepii) abo nocTadasibHMKa BUXIAHOTO
niaNpMEMCTBO LA BiAMOBIAA/TbHI marepiany, peareHTy abo AOMOMDKHOI peYOBUHU
«3[0poB’st Hapogy», | «340OPOB'A cTio (AKWO 3a3Ha4YeHo Yy A0CbE) - 3MiHA LLOA0 BUIYHYEHHA
Ykpaixa no 10 » "Xapkiscbke BMpo6Huka A®| Manonepugon, a came Lake
Tabnetok y 6nictepi; thapmaueBTUy Chemicals Pvt. Ltd., India. 3anvwaetbcs
no 5 a6o 10 He anbTepHaTuBHWI BUpo6HUK APl Fanonepugon: VAMSI
6nictepis y niANPMEMCTBO LABS LTD, India
KapTOHHI/ Kopoo6Li "3p0poB'sa
0151 BUpobOHUKa Hapogay",
ToBapucTBo 3 YkpaiHa; BCi
06MEXEHO cTagji
BiANOBIAA/ILHICTIO BUPOGHMLTBA,
«®APMEKC IPYT», KOHTPO/1b
Ykpaina no 10 SAKOCTI:
Tabnetok y 6nicrepi; ToBapucTBO 3
no 5 6nictepis y obmexeHoro
KapTOHHI/ Kopoo6Li BignoBigasIbHi
cTio
"®APMEKC
reyn-,
YKpaiHa
46. | TAnonPuUn PO3YnNH A5 iH'EKLIN, TOBAPUCT Ykpaina BCi cTagil YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/6576/01/01
5 wmr/mn, no 1 mn B BO 3 BMPOGHMLTBA, TMny - AGMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6GHUYOi |  peyenmom
amnyni; no 10 amnyn | OBMEXXEH KOHTPO/1b OinbHUUI (BKIOYaouM AinbHUL Ans AP, NpoMibKHOro
y KOpO6Li 3 KapTOHY; Ooto AKOCTI, BUMYCK npoaykTy abo roToBOro ikapCbKoro 3acoby, AinbHUL
no 1 mn B amnysi; BIANOBIAA cepii: [N NpoBeAeHHS NakyBaHHS, BUPOOHUKa,
no 5 amnyny NbHICTHO ToBapucTso 3 BiANOBiA@/IbHOIO 3a BMNYCK Cepiii, MicLie NPOBEAEHHS
6nictepi; no 2 «KOPTOPA obmexeHor KOHTPO/IO cepii) abo noctayanbHyKa BUXigHOTO
6nictepu y kopobu,i 3 LA BiAMNOBIAa/TbHI marepiany, peareHTy abo AOMOMDKHOI peYOBMHU
KapToHy; No 1 mn B «3[00POB’A CTI0 (AKLL0 3a3HAYEHO Y OCLE) - BuyyeHHs BUPOGHMKa
amnyni; no 10 amnyn » "XapkiBcbke Al lanonepungon, a came Lake Chemicals Pvt. Ltd.,
y 6nicTepi; no 1 thapmaveBTUy India. 3anvwaeTbcs anbTepHaTUBHUIA BUPOGHMK AD|
6nicTepy y kopobui 3 He [anonepugon: VAMSI LABS LTD, India
KapToHy niANPMEMCTBO
"3p0poB'sa
Hapogay",
YkpaiHa; BCi
cTagji
BUPOGHMLTBA,
KOHTPO/1b
SIKOCTi, BUMYCK
cepi:
ToBapucTso 3
06MeXeHO
BignoBigasbHi

CTHO
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
"papmaneBTu
YHa KOMNaHist
"3popos'a”,
YKpaiHa
47. | rAnonPun Tabnetkm no5mrno | TOBAPUCT YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/12338/01/02
POPTE 10 TabneTok y BO 3 obmexeHor TMny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpoGHUYOT peyenmom
6nictepi; no 5 abo OBMEXEH BignoBigasbHi AiNbHULI (BKOYatoum AinbHuGi ana A®l, npomikHoro
10 6nicTepiB y (e]}0) CTHO NpoAyKTY abo roTOBOro NiKapcbKoro 3acoby, AiNbHULL
KapTOHHI/ KopoobLi BIANOBIAA "XapkiBCcbke AN NpoBeAEeHHS NakyBaHHS, BUPOOHUKA,
NbHICTHO thapmaveBTUy BiANOBIAA/IbLHOIO 3a BMNYCK Cepiii, MicLie NpOBEAEHHS
«KOPIMOPA He KOHTPOIO cepii) abo nocTadasibHUKa BUXIAHOIO
LA niANPMEMCTBO marepiany, peareHTy abo AONOMDKHOI peYOBUHM
«300POB’A "300poB'a (KLLL0 3a3HaYeHO Y AOCbE). BunyyeHHs BUpo6HMKa
» Hapoay" A®l lanonepungon, a came Lake Chemicals Pvt. Ltd.,
India. 3anmwaeTbca anbTepHaTUBHUIA BUPOGHUK AD|
Fanonepungon: VAMSI LABS LTD, India.
48. | TEBKAMEH Mas3b, Mo 40 r B Ty6i; TOB "OKnM YkpaiHa TOB "AKN YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/6071/01/01
no 1 Ty6i B nauui "®GapmauesT "papmaLeBTu TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenma
nyHa yHa habpuka" thapmakoHarnagy (iHwi 3MiHM) OHOBNEHHS TEKCTY
habpuka" MapKyBaHHS YNakoBKM /ikapCbKOro 3acoby, 3okpema
BWIYYEHHS iHhopMaLii, 3a3Ha4YeHOl POCICbKO
MOBOI0, Ta YTOYHEHHS iHdhopMaLii LWoAo norotmny
BMpOOHUKa. BBEAEHHS 3MiH NPOTAroM 6-Tn MicsLIB
nicns 3aTBePKEHHS.
49. | TENACMAH 4% | po3uuH gns iHgysiid; B. BpayH HimeuuunH B. BpayH LBeiuapis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/13871/01/01
no 500 mny Menb3yHreH a Megukan CA TUny - 3MiHu 3 akocTi. A®I. KoHTponb A®L. 3miHa y peyenmom
dhnakoHax Al MeTogax BMnpobyBaHHs APl abo BUxigHoOro
noslieTUNEHoBMX; No mMartepiany/npomiKHOro NpPoayKTy/peareHTy, Wo
10 cpnakoHis y BVKOPWCTOBYETLCA Y NpoLieCi BUPOGHMLTBA AP (iHLUI
KapTOHHIi Kopoo6Lj; 3MiHM y MeToAax BUNpobyBaHHA (BKIHOYAOUN 3aMiHy
no 500 M y Milwkax a6o gonoBHeHHs1) A®I abo BUXIiQHOrO/MPOMIXHOro
nnacTukosux; no 20 npoaykTy) - 3MiHa B A®| kanito xnopug, Wwofo 3amiHm
MILLKIB Y KQPTOHHil MEeTOAY TECTYBaHHS e/leMEHTaPHNX AOMILLOK
Kopoo6Li PNT/55/FQ/454, sikniA 6yno BkazaHO NOMUJIKOBO, Ha
MeToA TecTyBaHHs TP 74C73-32, AKuii BUKOHYETbCA
BignosigHo go ICH Q3D By ICP-MS
50. | rNILUH KpucTaniyHmi ToBapucTBO YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | - UA/15292/01/01
NOpPOLLIOK 3 obmexeHoro TMny - 3MiHK 3 akocTi. A®l. Cuctema
(cy6eTaHuis) y obmexeHo BiAMOBIA&/TbHI KOHTeliHep/3akynopoBasibHWiA 3aci6 (iHLWi 3MiHW)-
MiLLKax Bignosigans CTHO BunyueHHs «gatu Bunycky» 3 posginy MKA
nonieTuIeHoBmX HiCTIO "OAPMXIM" «MapKyBaHHs» (Ha eTUKeTLi 3a/IMWaeTbea gata
ans "OAPMXIM" 3aKiHYEHHS TepMiHy NpUaaTHOCTI). 3MiHu | Tuny -
hapMaueBTUYHOIO 3MiHu 3 gKocTi. A®l. KoHTposnb A®I. 3miHa y
3acTOoCyBaHHA napameTpax cneuudikaLii Ta/abo JOMYCTUMNX MEX,

BM3HA4YeHNX y cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpOAyKT/peareHT, Lo
BVKOPUCTOBYIOTbCA Y Npoueci BupobHuutea AP (iHwi
3MiHK) - BHeceHHsi 3miH Ao Crneundikauii, a came-
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BUJTYYEHHSA N. «Baxkki METaIN», & TaKOX YTOUHEHHS
HEKOPEKTHO 3a3HayeHol iHhopmalii B cneyndikauii Ta
MeToAMKax KOHTPOo 3a N. «laeHTudikauis» Ta
«Mikpob6iosioriyHa yncToTa.

51.

IMIOKATEH® 1
MrI TINOKIT

niocpinizat gns
PO34MHY A1s iH'EKLR
no 1 mr (1 MO); 1
chnakoH 3 NOPOLUKOM
Y KOMMIEKTi 3
PO34MHHMKOM (BOAA
ANs iH ekuiii no 1 mn
y wnpuui Ne 1) y
NnacTrKoBili kopoobLi

A/T HoBo
Hopgaick

[aHis

Bupo6Huk
nNiKapcbkoro
3acoby,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS:
A/T Hoso
Hopaick,
[LaHist;
BUpPO6HYIK,
BIANOBIAA/IbHN
1 3a BANyCK
cepiii
KiHL,EBOrO
npoaykty: AIT
Hoso Hopgick,
[Janis;
Brpo6HMK
nNiKapcbkoro
3acoby,
nepBuHHe
nakyBaHHs,
niodghinizauisa
Ta KOHTPO/1b
roToBOro
nNiKapcbkoro
3acoby.
KoHTposb
AKOCTI
roToBOro
NiKapcbkoro
3acoby.
Brpo6HuK ans
36MpaHHs,
MapKyBaHHs1
Ta ynakoBKw,
BTOPVHHOIO
nakyBaHHS:
AT Hoso
Hopaick,
[Janis;
Brpo6HMK
PO3YMHHMKA
(cTepunbHa

JIECTEN
Benbris

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnsgy (iHwi 3mMiHn) 3MiHM BHECEHO Y
n.17."IHWE" TeKCTy MapKyBaHHA BTOPUHHOI YNaKoBKu
nikapcbkoro 3acoby Tay n. 6. «IHWE» nepBuHHOT
ynakoBKun (ETUKeTKa Ha nonepesHbL0 HanoBHEHOMY
LINPULi 3 PO34YUHHUKOM), & Takox M. 6. «IHLIE>»
NepBUHHOT YNakoBKM (eTUKeTKa Ha hnakoH 3
niocpinizatom). TepMiH BBEEHHS 3MiH - NPOTArom 6
MiCAILiB NicNs 3aTBEPKEHHS.

3a
peyenmom

UA/13221/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
BOfa AN
iH eKUii y
wnpuui),
KOHTPOb/BUM
po6yBaHHs
cepiit
PO3YMHHMKA:
KataneHt
Benbrisa CA,
Benbris
52. | TNHOKOBAHC® | Tabnetku, BKpUTI Mepk CaHTe PpaHuis Mepk CaHTe PpaHuin BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/5390/01/01
NNiBKOBOIO c.a.c. TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
o60n0Hkoto, no 500 hapmakoHarnsgy (iHwi 3mMiHn) - 3MiHW BHECEHO Y
mr/2,5 mr, no 15 TEeKCT MapKyBaHHs nepsuHHOI (n. 6. IHLWE) Ta
Tabnetok y 6nictepi; BTOPUHHOI (n. 17. IHWE) ynakoBkun nikapCcbkoro 3acoby
no 2 6nictepu B BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
KapTOHHI Kopobuyj; 3aTBEePAKEHHA
no 20 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHI/ KopoobLi
53. | TOHAN-®® PO34UH ON15 iH'EKLLA Apec LLiBeiuapi BMPOGHMLITBO ITania/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/4113/02/02
no 450 MO (33 TpelgiHr a Hepo3chacoBa | LBeiiuapis TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom | nidsasieae
MKr)/0,72 Mn; no C.A. HOro CTabinbHicTb. 3MiHa y TepMiHax NpuaaTHoOCTi abo
0,72 Mn y KapTpuaxi npenapary, yMoBax 36epiraHHsi rOTOBOrO JlikapcbKoro 3acoby (iHLwi
3 Npo6Koto- nepBuHHE Ta 3MiHM) 3MiHa 0CO6NMBUX 3aCTepPeXeHb, LoA0
nopLuHem Ta BTOPUHHE 36epiraHHs Ta YTOYHEHHSA TeMnepaTypu 36epiraHHs
pudhneHoto nakyBaHHs, nif Yac BUKOPUCTaHHS roTOBOTO NiKapCcbKoro 3acoby.
KpYLLIEYKOLO, KOHTPO/b 3MiHN BHECEHO B IHCTPYKLi0 ANt MeANYHOro
BMILLEHOMY Y pYUKy AKOCTI Ta 3acToCyBaHHSA A0 po3ainy "TepmiH npugatHocTi" 3
0151 BBEEHHS; no 1 BMNYCK Cepiii: BiANOBIAHWMU 3MiHaMK y NMyHKTI 9 ("YMOBW
pyuyui Ta 12 ronok y Mepk CepoHo 3BEPIFAHHA") TekcTy MapKyBaHHS BTOPUHHOT
KapTOHHI/ KopoobLi C.n.A, Itanis ynakoBKM fikapcbKoro 3acoby. BBeAeHHs 3MiH
NPOTArom 6-Tv MiCALiB Micns 3aTBepPIKEHHS. 3MiHu |
nepBuHHE TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
nakyBaHHs CTabinbHicTb. 3MiHa y TepMiHax NpuaaTHoOCTi abo
(36upaHHs yMmoBax 36epiraHHsi rOTOBOrO Jlikapcbkoro 3acoby (iHLwi
nonepegHsL0 3MiHM) 3MiHa 3aCTepPeXeHHs LWoA0 YMOB 36epiraHHs
3aMoOBHEHMNX NiKapcbKoro 3acoby A/18 3aXUCTy Big, A4ji cBiTna 3

KapTpuaXiB 3
npenapaTomM B

“36epirati B OpUriHa/IbHIA yNnakoBLi 4718 3aXMCTY Bif,
CBiTNa" Ha “ANs 3axXMCTy Bif CBIT/1a PyUKy Ans

pyuKy ans BBEJEHHS Cnif, 36epirati 3akpuUTOH KOBMAaYKoOM”.
BBE[EHHS): 3MiHV BHECEHO B IHCTPYKLi0 AN MeAUYHOro
Mepk CepoHo 3acTOCyBaHHSA A0 po3giny "YMoBu 36epiraHHsa" 3
CA, BiANOBIAHMMY 3MiHamu y NyHKTi 9 ("YMOBW
BiAAINEHHA Y 3BEPIFTAHHA") TekcTy MapKyBaHHA BTOPUHHOT
M. O60HH, yNakoBKU NiKapCbKoro 3acoby. BeeAeHHs 3MiH
LLisefiuapis npoTArom 6-T1 MicALiB Nicna 3aTBepMKEHHS. 3MiHu |
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1

TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOrO /1iKapCbKoro 3acoby. 3MiHa
napameTpiB cneuugikauii Ta/abo AONYyCTUMUX MEX
roTOBOrO JIiKapCbKOro 3acoby (iHLi 3MiHM) 3MiHa BUMOT
cneumaikauii g8 rotoBoro nikapcbkoro 3acoby npu
BUMNYCKY Ta NPOTArOMTEPMIHY NpWAATHOCTI ANA
KiNIbKICHNX BM3Ha4eHb (BMicT ®CIT, BMICT M-Kpe3ory,
BMICT METIOHiHY) BHACNiAOK 3MiHWU HOMiHa/IbHOTO
06’eMy. 3MiHN BHECEHO B IHCTPYKLiIO 415 MeAUYHOro
3acTocyBaHHsA A0 po3ginis "Cknag" Ta "Ynakoska" 3
BignosigHUMKM 3MiHamu y nyHkTi 2 ("KIJIbKICTb
AIOYOI PEHOBVIHW ") TeKcTy MapKyBaHHs
NepBUHHOT Ta BTOPVHHOI YNakoBOK JTlikapCbKOro
3acoby. BBefieHHs 3MiH NpoTArom 6-T MicsliB nicns
3aTBEPMAKEHHS. 3MiHM | TUMY - 3MiHK 3 SIKOCTi. [OTOBWIA
nikapcbknii 3aci6. 3MiHN Y BUPOOGHULTBI. 3MiHN Y
npoLeci BUpOGHULITBA FOTOBOrO /1iKapCbKoro 3acoby,
BK/THOHAI0UN NPOMiXHUIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOGHMLTBI FOTOBOTO /iKapCbKOro 3aco6y (iHLui
3MiHMK) KOpUryBaHHsA onucy npoLecy BUpobHMLTBa
rOTOBOrO JliKapCbKOro 3acoby BHAC/iA0K 3MiHN
HOMiH&/TbHOro 06’€eMy Ta LifIbOBOr0 06’eMy
3arnoBHeHHs. BBeAeHHs 3MiH NpoTAromM 6-t1 Micsuis
nicns 3arBepgkeHHs. 3MiHu | Tuny - 3MiHK 3 SKOCTI.
A®I. KoHTposb A®I. 3miHa y meTogax BUNpobyBaHHs
A®| abo BUXigHOro MaTepiany/npoMiKHOro
npoaykTy/peareHTy, Lo BUKOPUCTOBYETLCSA Y NPOLEC
BMPOGHMLUTBA ADI (iHLWi 3MiHM Y MeToAax
BMNPO6YBaHHsA (BK/IOYaUM 3aMiHy abo JONOBHEHHS)
Adl ab0 BUXigHOrO/NPOMIXXHOrO NPOAYKTY) 3aMiHa
meToankn enektpocopesy 3 ACH-MAAI meTogom
MiLLeNIAPHOI eNeKTPOoKIHETUYHOI Xpomartorpadii
(MEKX) onsa BU3Ha4YeHHs AMCOLiioBaHNX Cy60aMHNLL
Ta enekTpod)OpPeETUYHOT YNCTOTU B CyBCTaHLT akTUBHOT
peyoBUHM hoNITPONiHY anbga, a TakoX Nos’s3aHa 3
LMM 3MiHa NpUNYCTUMMX MeX creumdikal,ii akTuBHOT
PEyOoBMHW NP BUMYCKY Ta NPOTArOM TEPMiHYy
npugaTHocTi. 3MiHK | TUNy - 3MiHK 3 AKOCTi. F0TOBWMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOTO NiKapCbKOro
3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOro
nikapcbKoro 3acoby (iHLWi 3MiHM y MeToAax
BMNpoOGyBaHb (BK/IOYaUM 3amiHy abo [ONOBHEHHS))
3amiHa MeToaukn enektpodopesy 3 ACH-MAAI
MEeTOAO0M MiLEeNsApHOT eNekTPOKIHETUUYHOT
xpomaTtorpadii (MEKX) ans Bu3HayeHHs
AvicouiioBaHux cy60AvHMLE B TOTOBOMY /liKAPCbKOMY
3aco6i. 3miHu | Tuny - 3MiHK 3 AkocTi. ADI. KoHTponb

A®I. 3miHa y napameTpax cneuudikauiii Ta/abo




Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
[ONyCTUMMX MEX, BU3HaUYeHuX y cneyudikaisx Ha
A®I, ab0 BUXIQHWIA/NPOMDKHUIA NPOAYKT/peareHT, o

BVKOPUCTOBYIOTbCSA Y Npoueci BUpobHuutea Ad|
(BMlyYEHHS HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BW/TyYEHHS 3aCTapifioro NokasHuka)) BUIy4YeHHs 3i
cneumdikaLii Npy BUMYCKy Ta NPOTArOM TEPMiHY
npuAaTHOCTI aKTUBHOI peyoBMHM hoNITPoNiHy anbga
He3Ha4yHoro nokasHuka “MoHomep”. 3miHu | Tuny -
3MiHK 3 SIKOCTi. TOTOBUIA Nikapcbkuii 3aci6. KoHTposb

NpoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y MPOLIECI

6ion10riYHOMY/iMyHONOrYHOMY/IMyHOXIMIY4HOMY METOZj

roTOBOrO JliKapCcbkoro 3acoby. 3miHa y MeTogax
BMNPOBYBaHHS roTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBeppKeHnX meTofdax
BMNPOOYBaHHA) He3HAYHI 3MiHV B METOSI
iAeHTuiKalii caxaposn y roToBOMY JliKapCbKOMY
3acoby (0b6epHeHo-thazoBa BEPX).
3MiHu |l Tuny - 3MiHK Woao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeANYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
LaHUMU 3 AKOCTI, AOKNIHIYHUMMN, KNIHIYHUMW faHUMK Ta
AaHvMu 3 chapmakoHarnsagy - 3MiHu BHECEHO B
IHCTPYKLiO 4151 MeANYHOTO 3aCTOCYBaHHS /iKapCbKOro
3acoby A0 po3ginis "Ocob6/MBOCTI 3acTOCyBaHHSA",
"Cnoci6 3acTocyBaHHs Ta fo3n". BBeeHHs 3MiH
NPOTArom 6-T1 MicALIB M/ 3aTBepKEHHS. 3MiHu ||
My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. 3MiHW y KOPOTKili xapakTepucTuui
NiKapCcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,T
AN MeAUYHOro 3acToCyBaHHSA y 3B'A3KY i3 HOBUMM
AaHVMK 3 SKOCTi, AOKIIHIYHUMM, KNIHIYHUMW JaHUMK Ta
JaHuMu 3 hapMakoHarnsgy - 3MiHu BHeCeHO B
IHCTPYKLi0 415 MeANYHOrO 3aCTOCYBaHHSA NiKapCbKoro
3acoby A0 po3ainiB "®apmakosoriyHi BNacTuBocTi”,
"Moka3aHHs"(yTOUYHEHHS iHdhopmaLii),
"MpoTunokasaHHA", "OcobaMBOCTI 3aCTOCYBaHHA",
"Cnoci6 3acTocyBaHHA Ta fo3un", "34aTHicTb BNMBaTtu
Ha LWBMAKICTb peakLii Npu KepyBaHHi
aBTOTPaHCNOPTOM ab0 iHWMMK MexaHismamn'.
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepMKEHHS. 3MiHu Il Tuny - 3miHu 3 AkocTi. API.
KoHTponb A®I. 3miHa y meTofax BunpobysaHHs AdI
abo BuxigHOro marepiany/npomikHOro

BMPOGHMLTBA ADI (CyTTEBA 3MiHA Y

BMNpPoOyBaHHA abo MeTofi, y KoMy

BMKOPUCTOBYETbLCA 6i0n0riuHniA peareHT ans
6ionoriyHoro A®l, abo iioro 3amiHa) 3aMiHa




66

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
6ionorivHoro metoay “PosuienneHHs 38'a3ky Arg-C
BEPX" meTofoM “Po3LLenneHHs 3a oNoMOorow
TpUNcuHy — ynbTpaedekTneHa BEPX ” Ta nos’a3aHa 3
UMM 3MiHa KpUTEpIiB NPUAHATHOCTI A5 igeHTudikauil
aKTMBHOI pevyoBuHN doniTponiHy anbga (p-n®Cr) npu
BUMYCKY Ta NPOTArOM TePMiHy NpuAaTHOCTI 3a
npoLeAypor KapTyBaHHA NenTuais.
54. | TOHAN-®® PO34UH O151 iH'EKLLA Apec LLseiiuapi BMPOOHULITBO ITania/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a He UA/4113/02/03
no 900 MO (66 TpeWngiHr A Hepo3chacosa | LUseiuapis UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6. peyenmom | nidnsi2ae
Mkr)/1,44 mn; no C.A. HOro CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
1,44 mn y kapTpuaxi npenapary, ymoBax 36epiraHHs roTOBOro JlikapcbKoro 3acoby (iHLwi
3 MPO6KOto- nepBrHHE Ta 3MiHM) 3MiHa 0CO6/IMBUX 3aCTePEXeHb, Woa0
nopLUHeM Ta BTOPWHHE 36epiraHHA Ta YTOYHEHHS TemnepaTtypu 36epiraHHs
pudhneHoto nakyBaHHs, nif, Yac BUKOPUCTaHHS roTOBOTrO NikapcbKoro 3acoby.
KPULLIEYKOIO, KOHTPO/1b 3MiHN BHECEHO B IHCTPYKLiHO 415 MeANYHOro
BMILLEHOMY Y PYYKY AKOCTi Ta 3acToCyBaHHs A0 po3giny "TepmiH npuaatHocTi" 3
0151 BBEEHHS; no 1 BMNYCK Cepiii: BiANOBIAHMMU 3MiHaMK y NyHKTI 9 ("YMOBWA
pyuui Ta 20 ronok y Mepk CepoHo 3BEPIFAHHA") TekcTy MapKyBaHHS BTOPUHHOI
KapTOHHIA Kopoo6Li C.n.A,, Itanis yMakoBKM NikapcbKoro 3acoby. BBegeHHs 3MiH
NPOTArom 6-Tv MiCAILiB Micns 3aTBepAKEHHS. 3MiHu |
nepBrHHe UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6.
nakyBaHHs CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
(36upaHHsa ymoBax 36epiraHHs roTOBOro /likapcbkoro 3acoby (iHLwi
nonepeaHL0 3MiHM) 3MiHa 3acTepeXeHHs Wo40 YMOB 36epiraHHs
3anoBHEHNX nikapcbKoro 3acoby Ans 3axvcTy Big, Aii ceitra 3

KapTpUaXiB 3
npenaparom B
Py4Ky Ans
BBE[EHHS):
Mepk CepoHo
C.A.,
BiAAINEHHA Y
M. O6GOHH,
LLiBeiiuapis

“36epirati B OpuriHasIbHI ynakoBLi 4718 3aXMCTy Bif,
CBiTNA" Ha “ANs 3axucTy Bif CBITNA pyyKy Ans
BBEJEHHS CNif, 36epiratu 3akpMTOH KOBMAaYKOM”.
3MiHV BHECEHO B IHCTPYKLiIO AN MeAUYHOro
3acTOCyBaHHSA 40 po3ainy "YMoBu 36epiraHHsa" 3
BiANOBIAHMMY 3MiHaMu y MyHKTi 9 ("YMOBW
3BEPIFAHHSA") TekcTy MapKyBaHHS BTOPUHHOT
ynakoBKM fikapcbKoro 3acoby. BeeAeHHs 3MiH
NpoTArom 6-Tu MicALIB Nicns 3aTBEpMKEHHS. 3MiHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/b FOTOBOrO /liKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
roTOBOro NikapcbKoro 3acoby (iHLi 3MiHK) 3MiHa BUMOT
cneumdikauii g8 roToBOro AikapcbKoro 3acoby npu
BUMYCKY Ta NPOTArOMTEPMiHY NPUAATHOCTI ANs
KiNbKiCHNX BU3Ha4yeHb (BMICT ®CIT, BMICT M-kpe3ony,
BMICT METIOHiHY) BHACMifOK 3MiHN HOMIH&/IbHOTO
06’eMy. 3MiHM BHECEHO B IHCTPYKL,iIO 415 MEANYHOro
3acTocyBaHHSA [0 po3ainis "Cknag" Ta "YnakoBka" 3
BignosigHumu 3miHamu y nyHkTi 2 ("KIJTIbKICTb
[OIK0YOT PEYUOBUHW ") TeKCTy MapKyBaHHs
NepBUHHOT Ta BTOPUHHOI YNaKOBOK J1iKapCbKOro
3aco6y. BBefeHHsA 3MiH MpOTSAroM 6-Tu MicsLiB nicns
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1

3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi. [oTOoBWIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU Y
npoveci BUPO6HULITBA FOTOBOTO NiKapCbKOro 3acoby,
BK/TIOYAI0UN NPOMiXKHUIA NPOAYKT, L0 3aCTOCOBYETLCA
npv BUPOOHULITBI FOTOBOTO J1iKAPCLKOro 3acoby (iHLWi
3MiHW) KOpUryBaHHS OMuUCy NpoLecy BUPOGHMLTBA
rOTOBOrO J1iKapCbKOro 3aco6y BHACILOK 3MiHU
HOMiHa/TbHOrO 06’eEMy Ta LifIboBOro 06’eMy
3aMoBHEHHS. BBeeHHS 3MiH NPoTArom 6-Tn MicAuiB
nicns 3atBepgKeHHs. 3MiHn | Tuny - 3MiHN 3 SKOCTiI.
A®I. KoHTponb A®I. 3MiHa y MeToAax BUNPOGYyBaHHS
Ad| ab0 BMXigHOrO MaTepiany/npoMixKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BMPOGHMLUTBA ADI (iHLWi 3MiHM y MeToAax
BMNPOGYBaHHSA (BK/IHOYaOuM 3amiHy abo JONOBHEHHS)
A®| ab0 BMXigHOrO/MPOMIKHOIO NPOAYKTY) 3amiHa
MeToauku enektpodpopesy 3 ACH-MAAI meTogom
MiLEeNAPHOI eneKTPOKIHETUYHOT XpomaTorpadii
(MEKX) onsi BUSHa4YeHHS AMCOLiioBaHNX Cy60aNHULb
Ta enekTpopopeTUYHOI YACTOTU B CyBCTaHLT aKkTUBHOT
peyoBuHM choniTponiHy anbma, a Takox Nos’A3aHa 3
UMM 3MiHa NpUAYCTUMMX MeX creumdikalii akTuBHOT
PEYOBMHM NPN BUMYCKY Ta NPOTArOM TepMiHy
npuaaTHOCTI. 3MiHK | TUNY - 3MiHK 3 siKOCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTpOb rOTOBOrO NiKapCbKOro
3acoby. 3miHa y MeTofax BUNpobyBaHHSA roToBOro
nNikapcbKoro 3acoby (iHLWi 3MiHM y meTodax
BMNpOoGYBaHb (BK/HOYa4M 3amiHy abo [OMNOBHEHHS))
3amiHa MeToauku enekTpodpopesy 3 ACH-TMAAI
METOAOM MiLleNSAPHOT eNeKTPOKIHETUYHOI
xpomaTtorpadii (MEKX) ans Bu3HaueHHs
AvcouiiioBaHyx cybofuHULL B TOTOBOMY /liKapCbKOMY
3aco6i. 3miHu | TMny - 3miHn 3 aKocTi. APl. KoHTpob
A®I. 3miHa y napameTpax cneuudikauii Ta/abo
O0ONyCTUMUX MeX, BU3HAUYEHUX Y crneundikalisx Ha
A®|, ab0 BUXigHWIA/MPOMIDXHWI NpOAYKT/peareHT, LWo
BUKOPWCTOBYIOTLCA Y NpoLeci BUpobHuuTea Ad|
(BMNyYeHHS HE3HAYHOrO NOKasHWKa AKOCTI (Hanpuknag,
BWJ/TyYEHHS 3aCTapifioro NokasHuka)) BUy4YeHHs 3i
cneumdikauii Npy BUMYCKy Ta NPOTArOM TEPMiHY
NPUAATHOCTI aKTUBHOT Pe4YoBMHU (PoNITPONiHy anbta
He3HayHoro nokasHuka “MoHomep”. 3miHu | Tuny -
3MiHK 3 SKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTposb
roToBOro nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX METOAAX
BUNPOOBYBaHHS) HE3HaYHI 3MiHU B MEeTOSj
ifeHT1dikauii caxaposn y roToBoMy iKapCbKOMy




68

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3acoby (obepHeHo-haszoBa BEPX).
3MiHu 1l TUny - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta
dhapmakoHarnsgy. 3MiHW y KOPOTKili xapakTepucTui
NiKapCcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT
AN MeAUYHOro 3acTOoCyBaHHSA y 3B'A3KY i3 HOBUMM
[aHVMK 3 SKOCTi, AOKIIHIYHUMM, KNIHIYHUMW JaHUMK Ta
JaHuMu 3 chapMakoHarnsgy - 3MiHu BHeCEHO B
IHCTPYKL,i0 415 MeANYHOrO 3aCTOCYBaHHSA NiKapCbKoro
3acoby A0 po3ginis "Oco6MBOCTI 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHs Ta fo3n". BBegeHHs 3MiH
NPOTArom 6-Tu MiCALiB Micna 3aTBepkKeHHs. 3MiHu |l
MRy - 3MiHM LWoAo 6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi
nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
[ONA MeNYHOro 3acTOCyBaHHS Y 3B’A3KY i3 HOBUMMN
OaHUMU 3 SKOCTI, AOKNIHIYHUMMN, KNIHIYHUMW JaHMK Ta
JaHuMu 3 hapMakoHarnsgy - 3MiHu BHeCEHO B
IHCTPYKLiO 4719 MEANYHOrO 3aCTOCYBaHHS MiKapCbKoro
3acoby Ao po3ginis "®apmakonoriyHi BnacTmeocTi”,
"Moka3saHHA"(YTOUYHEHHS iHdopMaui),
"MpoTunokasaHHa", "OcobaMBOCTI 3aCTOCyBaHHSA",
"Cnoci6 3acTocyBaHHA Ta fo3u", "34aTHICTb BN/MBaTK
Ha WBUAKICTb peakuii Npu kepyBaHHi
aBTOTPaHCNOPTOM ab0 IHLWMMK MexaHi3mamn'.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB nicns
3aTBepMKEHHSA. 3MiHM Il TUNY - 3MiHK 3 AKOCTi. ADI.
KoHTposnb A®I. 3miHa y meTogax BunpobdysaHHs AdI
abo BuxigHOro marepiany/npomikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BMPOGHULTBA ADI (CyTTEBA 3MiHA Y
6io10riYHOMY/iMyHOOTYHOMY/IMyHOXIMIY4HOMY MeTOAj
BUNPO6YBaHHS abo MeTofi, Y AKoMy
BUKOPVCTOBYETLCA 6i0NOriYHNI peareHT ans
6ionoriyHoro A®l, abo iioro 3amiHa) 3aMiHa
6ionoriyHoro metoay “PoswenneHHs 38'a3ky Arg-C
BEPX" meTofoM “Po3LLenneHHs 3a OoNOMOrow
TpUNcuHy — ynbTpaedekTneHa BEPX ” Ta nos’s3aHa 3
LM 3MiHa KpUTEpIiB NPUAHATHOCTI AN igeHTUdikauil
aKTMBHOI pevyoBuHN goniTponiHy anbga (p-ndCr) npu
BUMYCKY Ta NPOTATOM TEPMiHY NpuAaTHOCTI 3a
npoueayporo kapTyBaHHA NenTuais.

55.

FOHAN-®®

PO3YMH A8 iH'EKUIN
no 300 MO (22
MKr)/0,48 mMn; no
0,48 mMn y kapTpuaxi
3 MPo6Koto-
nopLUHeM Ta
pudpneHo

Apec
TpelgiHr
C.A.

LLsenuapi
a

BMPOGHMLITBO
Hepo3dhacoBa
Horo
npenapary,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,

ITanis/
LLiBefiuapis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib.
CTabinbHiCTb. 3MiHa y TepMiHax npuaaTHocTi abo

ymoBax 36epiraHHs roTOBOrO JliKkapCbKoro 3acoby (iHLwui

3MiHW) 3MiHa 0COGNMBUX 3aCTEPEXEHD, LLIOA0
36epiraHHsa Ta YTOYHEHHS1 TeMnepaTypu 36epiraHHs
nif Yac BUKOPUCTaHHSA roTOBOro JIiKapcbKOro 3acoby.

3a
peuenTtom

He
nionsieae

UA/4113/02/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
KpYILLIEYKOIO, KOHTPO/b 3MiHN BHECEHO B IHCTPYKLiIO AN MeANYHOT0
BMiLLLEHOMY Y pyYKy AKOCTI Ta 3aCcTOCyBaHHA [0 po3ainy "TepMiH npugaTHoCTI" 3
O/151 BBE[IEHHS; no 1 BUWMYCK Cepili: BiANOBIAHUMY 3MiHamuK y NyHKTI 9 ("YMOBW
pyuLi Ta 8 ronok y Mepk CepoHo 3BEPITAHHA") TekcTy MapKyBaHHS BTOPUHHOT
KapTOHHiA KOpooLi C.n.A., Itanisa ynakoBKU NiKapcbKoro 3acoby. BeeAeHHs 3MiH
NpoTArom 6-Tn MicALIB NiCNA 3aTBEPMKEHHS. 3MiHW |
nepBuHHe TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
nakyBaHHs CrabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo
(36upaHHs ymoBax 36epiraHHs roTOBOrO /likapCbKoro 3acoby (iHLwi
nonepegHbL0 3MiHM) 3MiHa 3acCTepeXeHHs Wo40 YMOB 36epiraHHs
3anoBHEHNX nikapcbKoro 3acoby Ans 3axucTy Big, Aii ceiTia 3

KapTpuaxis 3
npenapaTomM B
Py4Ky Ana
BBE/EHHSA):
Mepk CepoHo
C.A.,
BiAfINEeHHS Y
M. OGOHH,
LLiBeiiuapis

“36epiraTi B OpuUriHasnbHilil ynakoBLi AN151 3aXMCTY Bif,
CBIiTNA" Ha “ANs 3axXUCTy Bif CBIT/1a pyyKy Ans
BBeJEHHS cnif 36epiraT 3aKpUTOI0 KOBNAYKOM”.
3MiHN BHECEHO B IHCTPYKL,iIO 415 MeANYHOro
3acTocyBaHHA [0 po3ainy "YmoBu 36epiraHHs" 3
BiANOBIAHMMU 3MiHaMK y NMyHKTI 9 ("YMOBW
3BEPIFAHHA") TekcTy MapKyBaHHS BTOPUHHOI
yMakoBKM MikapcbKoro 3acoby. BBegeHHs 3MiH
NPOTArom 6-Tv MicAILiB Micns 3aTBepKeHHs. 3MiHu |
TNy - 3MiHK 3 SIKOCTi. FOTOBWMIA Nnikapcbkuii 3aci6.
KOHTpOs1b rOTOBOrO Nikapcbkoro 3acoby. 3MiHa
napameTpiB cneyudikauii Ta/abo AoNyCTUMUX MEX
roTOBOrO /iKapCbKOro 3acoby (iHLi 3MiHK) 3MiHa BUMOT
cneupndikauii 418 roToBOro Jlikapcbkoro 3acoby npu
BUMYCKY Ta NPOTAroMTEpPMiHY NpUAATHOCTI ANs
KiNIbKICHWX BU3Ha4eHb (BMicT ®CIT, BMICT M-kpe3ony,
BMICT METIOHiHY) BHAC/iOK 3MiHN HOMIH&/TbHOTO
06’eMy. 3MiHVM BHECEHO B IHCTPYKLiIO AN MeAUYHOro
3acTocyBaHHS A0 po3ainis "Cknag" Ta "YnakoBka" 3
BignosigHumuy 3miHamu y nyHkTi 2 ("KIJIbKICTb
AIK0YOT PEUOBUHW ") TeKCcTy MapKyBaHHs
NepBUHHOT Ta BTOPVMHHOI YNaKoBOK /liKapCbKOro
3acoby. BBefeHHs 3MiH MPOTAroM 6-Tu micsLiB nicns
3aTBEPMKEHHS. 3MiHM | TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
Nikapcbkuii 3aci6. 3MiHW Y BUPOOHNLTBI. 3MiHN Y
npoveci BUpO6bHULITBA FOTOBOrO /iKapCbKOro 3acoby,
BK/THOHAI0YN NPOMiXHUIA NPOAYKT, L0 3aCTOCOBYETLCA
npuv BUPOBHULTBI FOTOBOTO NiKapCbKOro 3acoby (iHLui
3MiHM) KOpUTryBaHHS OMUCY NpoLLecy BUPOGHMLTBA
rOTOBOrO J1iKapCbKOro 3acoby BHAC/ILOK 3MiHU
HOMiIH&/1bHOrO 06’€eMy Ta LIiSIbOBOr0 06’eMy
3aMoBHeHHS. BBeAeHHS 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepmKeHHs. 3MiHn | Tuny - 3MiHK 3 AKOCTI.
A®|. KoHTponb A®I. 3miHa y MeTodax BUNPoGyBaHHSA
A®| abo BMXigHOro Matepiany/npoMixKHOTo
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BMPO6HMLUTBA AP (iHLWi 3MiHK y MeTodax
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
BMNPOGYBaHHSA (BK/THOYatOUM 3amiHy abo JOMOBHEHHS)

OaHUMU 3 SKOCTi, AOKNIHIYHUMMN, KNIHIYHUMW JaHUMK Ta

A®| abo BUXiAHOrO/NPOMIXHOr0 NPOAYKTY) 3aMiHa
MeToamkn enektpodpopesy 3 ACH-MAAI meToaom
MiLEeNAPHOI eNeKTPOKIHETUYHOT XpomaTorpadii
(MEKX) onsi BUHa4YeHHs AMcoLiioBaHNX Cy6oaMHULb
Ta enekTpodopPeTUYHOT YACTOTH B CyBCTaHLLT akTUBHOT
peyoBuHM choniTponiHy anbda, a Takox NoB’si3aHa 3
UMM 3MiHa NPUNYCTUMUX MeX cnevumdikadii akTUBHOT
PEYOBMHMW NPU BUMYCKY Ta NPOTArOM TEPMiHY
npugaTHocTi. 3MiHu | Tuny - 3MiHK 3 AKocTi. [oTOBWMIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKOro
3acoby. 3miHa y MeTogax BUNpobyBaHHS rOTOBOr0O
nikapcbKoro 3acoby (iHWi 3MiHM y meToaax
BMNPO6YBaHb (BKIOYa4M 3aMiHy a0 [ONOBHEHHS))
3amiHa meToauku enektpodopesy 3 ACH-TMAAI
MEeTOAOM MiLleNIIPHOT eNeKTPOKIHETUYHOI
xpomatorpadii (MEKX) ons BusHaueHHs
AvcouiioBaHyx cybo4uHULL B TOTOBOMY liKapCbKOMY
3aco06i. 3miHu | TNy - 3miHu 3 AkocTi. APl. KoHTponb
A®I. 3miHa y napameTpax cneuudikauii Ta/abo
[ONYCTUMUX MEX, BU3HaUeHuX y cneuudikadisx Ha
A®I, abo BUXIQHWIA/NPOMDKHWIA NPOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTLCSA Y Npoueci BupobHuutea Ad|
(BUAYyYEHHSA HE3HAYHOrO NOKa3HWKa SKOCTi (Hanpuknag,
BW/TyYEHHS 3aCTapifioro nokasHuka)) BUyYEHHS 3i
cneuuaikaLii npu BUNYCcKy Ta NPOTAroM TePMiHy
NPUAATHOCTI aKTUBHOT peyoBMHU hoNITPONiHy anbta
He3HayHoro nokasHuka “MoHomep”. 3miHu | TNy -
3MiHK 3 SKOCTi. F0TOBUIA Nikapcbkuii 3aci6. KoHTposb
roToBOro Mikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAAX
BMNPOBYBaHHA) HE3HAYHI 3MiHW B MeTOAI
iieHTudikauii caxaposn y roToBoMy /iKapCbKOMy
3acoby (06epHeHo-thasoBa BEPX).
3MiHn Il TUny - 3MiHK Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumui
nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
[ONA MeNYHOro 3acTOCyBaHHS Y 3B’A3KY i3 HOBUMMN

JaHuMu 3 hapMakoHarnsgy - 3MiHu BHECEHO B
IHCTPYKLiO 4719 MEANYHOrO 3aCTOCYBaHHSA NiKapCbKoro
3aco6y Ao po3ginis "Oco6MBOCTI 3aCTOCYBaHHA",

"Cnoci6b 3acTocyBaHHsA Ta 4031". BBeeHHSA 3MiH
NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHu ||
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta

thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTuLi

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKL,iT
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

AN MeANYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
LaHUMU 3 AKOCTI, AOKNIHIYHUMMN, KNIHIYHUMW faHUMK Ta
AaHvMu 3 chapmakoHarnsagy - 3MiHu BHECEHO B
IHCTPYKLiO 4151 MeANYHOTO 3aCTOCYBaHHS NiKapCbKOro
3acoby A0 po3ainis "®apmakosoriyHi BNacTuBocTi”,
"MokasaHHA"(yTOUYHEHHS iHdhopmaLyii),
"MpoTunnokasaHHsa”, "OcobaMBOCTI 3acTOCyBaHHS",
"Cnoci6 3acTocyBaHHsA Ta fo3u", "3aaTHICTb BNavBaTu
Ha LWBWAKICTb peakLii Npu KepyBaHHi
aBTOTPaHCMOPTOM abo0 iHWMMKU MexaHismamn'.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEepPAKEHHSA. 3MiHM |l TUny - 3MiHK 3 AKOCTI. ADI.
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHs AdI
a60o BuUxigHoOro marepiasay/npoMixxHoro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLEC
BMPOGHMLTBA ADI (CyTTEBA 3MiHA Y
6ionoriyHoOMy/imyHONOr4YHOMY/IMYHOXIMIYHOMY MEeTOAj
BMUNpobyBaHHA abo MeTofi, Y AKoMy
BMKOPVCTOBYETbLCA 6i0N0riYHNIA peareHT Ans
6ionoriyHoro A®l, abo iioro 3amiHa) 3aMiHa
6ionoriuHoro metody “Po3LienneHHs 38'asky Arg-C
BEPX” meTofom “Po3LuensieHHs 3a 40MOMOrow
TpUNCUHY — ynbTpaedekTBHa BEPX ” Ta nos’s3aHa 3
LM 3MiHa KpUTEPITB NPUAHATHOCTI ANs ifeHTudikavii
aKTMBHOI peyoBrHY dhoniTponiHy anbga (p-ndCr) npu
BUNYCKY Ta NPOTArOM TEPMiHY NpuaaTHOCTI 3a
npoueAypoto KapTyBaHHSA NenTuais.

56.

FPUNEKC
AKTUB MAKC

TabneTku no 4 abo
10, abo 12 TabneTok
y 6nicTepi; no 1
6nictepy B
KapTOHHI Kopobuyj;
no 10 a6o 12
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHI/ KopoobLi

KOHinao6, /N

CLUA

EBepToaxeH
Naiidp
CaeHcus
Nimiteq

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
AN MeAMYHOro 3acToCcyBaHHA Ha NiACTaBi perynspHo
OHOBJ/OBAHOrO 3BiTY 3 6e3NeKn Nikapcbkoro 3acooby,
abo focnigkeHb 3 6e3nekn 3acToCyBaHHA NiKkapCbKoro
3acoby B nicnspeecTpaviliHuii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
BIANOBIAHO A0 MnaHy negiatpuuHnx gocnimxers (PIP)
(iHLi 3MiHW) 3MiHX BHECEHO [0 iHCTPYKUiT oNns
MeAUYHOro 3aCToCyBaHHS NiKapcbKoro 3acoby Ao
po3ginis "®apmakonoriyHi BnactusocTi", "OcobnuBi
3axoau 6esnekn”, "B3aeMogisa 3 iHWIMMUN NiKapCbKUmu
3acob6amu Ta iHWi BUAK B3aEMogiii" BignoBigHO Ao
OHOBJIEHOI iHChopMaLii 3 6e3neku Ajto40i pevyoBUHM
(aekcTpomeTopdpaHy rigpobpomiay) 3rigHo 3
pekomeHgauismm PRAC. TepMiH BBEAEHHS 3MiH -
npotsArom 3 micsAUiB nicnsa 3aTBepAKeHHs. 3MiHu | Tuny
- 3MiHK Wwoa0 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi

6e3
peyenma

nionsi2a
€

UA/11429/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0OYeHHs

NiKapCcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
AN MeAnYHOro 3acTocyBaHHA Ha NiACcTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun NikapcbKoro 3acooby,
abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS NiKapCbKoro
3acoby B nmicnspeecTpaviliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IMKEHb, MPOBEAEHNX
BIANOBIAHO A0 MnaHy negiatpuuHnx gocnimxers (PIP)
(iHLWi 3MiHW) 3MiHX BHECEHO [0 iHCTPYKUiT oNns
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
po3ginis "OcobnmBi 3axoan 6esnekn”,
"Mepeo3yBaHHA" BiANOBIAHO 40 OHOBMEHOT
iHbopMmaLii 3 6e3neku Aityoi pevyoBUHN
(aekcTpomeTopdpaHy rigpobpomiay) 3rigHo 3
pekomeHpauissmm PRAC. TepMiH BBEEHHS 3MiH -
npoTarom 3 micsiLiB Nicns 3aTBepAKEHHS

57.

OAP®EH®
KIAC ®OPTE

CyCneHsis opasibHa,
200 mr/5 mn no 100
My chnakoHi, no 1
chnakoHy y
KOMMAEKTi 3i
LUNPULLOM-
[03aTopoM B nauyuj

MpAT
"®apmaueBT
nyHa chipma

"fapHuua”

YKpaiHa

BMPOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b
AKOCTI, BUMYCK
cepii rotoBoro
NPOAYKTY:
Lendapm
Bbnapgen B.B.,
HigepnaHamn

BMPOGHMLTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
BMNyCK cepil
roTOBOroO
NPOAYKTY:
Enedapm,
C.J1., IcnaHia

KOHTPO/b
AKOCTI (3a
BUHATKOM

MiKPOB6iONOorivH

oro
KOHTPO/I0),
BMNyCK cepil
roTOBOroO
NPOAYKTY:
dapmanigep
C.A., IcnaHis

HignepnaHvgu
/

IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS!
Ta/abo agpecu micusa NPOBamKeHHs AisIbHOCTI
BVPOGHMKa/imnopTepa roToBoro /ikapcbKoro 3acoby,
BK/IIOYAOUY [iNbHULi BUNYCKY cepii abo Mmicue
NPOBEAEHHS KOHTPOJIO AKOCTI. (fiANIbHICTb, 3a Ky
BiANOBIAa€e BUPOGHWK/IMNOPTEP, BKOUAKUM BUMYCK
cepiii) 3miHa agpecy Ta Ha3BU BUPOGHMKA
BiANOBIA&/1bHOIO 3a KOHTPO/Ib SKOCTi (38 BUHATKOM
MiKpOG6i0M0riYHOro KOHTPOI0) Ta BMMYCK Cepii. 3MiHK
BHECEHO B iHCTPYKLit0 415 MEAMYHOIO 3aCTOCYBaHHS
NikapcbKoro 3acoby y po3finm «BUpobHUK» Ta
«MicLe3HaxomkeHHs BUPOGHMKa Ta agpeca Micus
NPOBaKEHHS MOro AiANbHOCTI» 3 BiANOBIAHUMM
3MiHamMK y TEKCTi MapKyBaHHS yMakoBKM NiKapCbKoro
3acoby. BBegeHHs 3MiH MpPOTAroM 6-Tv micsiB nicns
3aTBEPAKEHHS

6e3
peyenma

He
nionsiecae

UA/18550/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
Mikpo6ionoriyH
niA KOHTPONb
(cy6nigpsgHuk
KomnaHit
Farmalider,
S.A):
biona6, C.J1.,
Icnanis
58. | AOALEMNTOH® PO3YUH OJ151 iH'EKLLNA, EBEP ABCTpIst KOHTPO/1b HimeuunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/17992/01/01
10 mr/mn, no 3 mny Helipo AKOCTI ®paHuisa UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6. peyenmom | nidnsieae
KapTpuaxi; no 5 dapma roTOBOrO KOHTposb roToBOro fikapcbKoro 3acoby (iHLwi 3MiHm)
KapTpuaXiB y v6X nikapcbKoro OHOBJ/IEHHA BXEe 3aTBEPIKEHNX METOZAIB KOHTPO/O
NAacTuKoBIl 3acoby, AKOCTI NlikapcbKoro 3acoby, a came: BUKNageHHs
KOHTYPHIli ynakoBLi BTOPWHHE TEKCTY [iep>XXaBHOI MOBOIO 3riHO CY4aCHNX BUMOT.
B KapPTOHHI Kopo6Lyi nakyBaHHs1, 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
BWMNYCK cepil: HalilmeHyBaHHS Ta/abo agpecy MiCLA NPOBaKEHHS
EBEP ®apma AiSNIbHOCTI BUpPO6HUKa/iMnopTepa rotoBoro
€Ha 'MobX, NiKapcbKoro 3acoby, BKIOUYaUn AiNbHULi BUNYCKY
Himeuunna cepii abo micue NpoBefeHHS KOHTPO/I AKOCTI.
(misnbHicTb, 3a Ky BiAgMoBigae BUPOGHYMK/iMNopTep,
BUPOGHMLITBO BK/THOHAI0UM BUMNYCK CEpiil) NpUBEAEHHS HANMCaHHA
roToBOro aapecwv Bnpo6Huka EBEP ®apma EHa 'm6X,
nikapcbkoro HiMeuyunHa BigNOBifaIbHOMO 38 KOHTPO/Ib SKOCTI
3acoby, roTOBOrO /liKapCbKOro 3acoby, BTOPMHHE NakKyBaHHS,
nepBrHHe BWMYCK Cepii A0 aAMIHICTPaATUBHUX AOKYMEHTIB
nakyBaHHs, BMPOGHMKA. 3MiHM BHECEHO B PO34,i/
KOHTPO/b "Micue3HaxoKeHHs1 BUpOGHUKa Ta agpeca micus
AKOCTI: NPOBaKEHHS NOro Aif/IbHOCTI" B IHCTPYKLito ANs
Pecichapm MeAMYHOro 3aCTOCYBaHHSA Ta SIK HACNifoK - Y TeKCT
MoHTC, MapKyBaHHS YNakoBKv Nikapcbkoro 3acoby. BeeaeHHs
PpaHLin 3MiH NPOTAroM 6-TU MIiCALLB MiCNA 3aTBEPAXKEHHS.
3MmiHu Il TURy - 3MiHK 3 SKOCTi. [OTOBWIA Nikapcbkuii
BMPOOHULITBO 3aci6. 3MiHM y BUPOGHMLTBI. 3aMiHa abo BBeAEHHS
roToBOro [04aTKOBOI fiTbHUL BUPOGHMLTBA 15 YacTUHN abo
nikapcbKoro BCbOr0 BMPOOGHMYOro NPoLEecy roToBOro Nikapcbkoro
3acoby, 3aco06y (iHWi 3MiHK) foAaBaHHA hYHKLIN 3
nepBuHHE BMPOBGHMLTBA FOTOBOrO NiKapCbKoro 3acooy,
nakyBaHHs, NEePBUHHOTO NaKyBaHHS, KOHTPOJIIO AKOCTI A0 BXe
BTOPUHHE 3aTBepxeHoro BupobHka EBEP ®apma €Ha M'vbX,
nakyBaHHs, Bptoccenep WTp. 18, EHa, 07747, HimeuyunHa
KOHTPO/b BifJNOBIAaIbHOrO 3a BTOPMHHE NakKyBaHHs. BBeAeHHs
AKOCTI: 3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXKEHHS.
EBEP dapma
€Ha 'mM6X,

HimeuunHa
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
59. | OEAKYPA® Tabnetkv no 5 mr; TOB «MIBE YkpaiHa Mi6e Mm6X HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 6e3 UA/11339/01/01
no 50 a6o no 100 YKPAIHA» ApuHaiimitren TMny - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTi/IE- peyenma
TabneTok y priakoHi; b cepTudikaT BignoBigHOCTI €Bponelickkilt
no 1 donakoHy y thapmakonei/moHorpadii. NogaHHs HoBOro abo
KapTOHHI navi OHOB/EHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BU/yYEeHHs cepTudikaTa BignoBigHOCTI €Bponeinchbkii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOro NPOAYKTY, WO
BVIKOPWCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl y)Xe 3aTBepKeHOro BUpobHyvKa. MogaHHA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBpoNenchkil
thapmakonei Ne R1-CEP 2001-405-Rev 05
(3atBepaxeHo: R1-CEP 2001-405-Rev 04) gns AdI
6iOTWH Bif 3aTBEpMxeHoro BupobHnka DSM Nutritional
Products Ltd.
60. | AEKATUNEH cnpeli Has3aNbHWUI, TOB «TeBa YkpaiHa Mepkne 'mbX, HimeuunHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 6e3 UA/20463/01/01
PUHO AYO po3uuH; no 10 mn YkpaiHa» HimeuunHa TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenma
pPO34KrHy y hriakoHi 3 (BUPOBHULTBO 3MiHV Yy BUpO6HMUTBI. 3MiHa po3mipy cepii
po3nuaBayem Ta Hepo3cacoBa (BKKOYAOUM Ajana3oH po3Mipy cepii) roToBOro
KOBMA4KoOM, KW HOT NpoAyKuii, nikapcbkoro 3acoby (36inbweHHs go 10 pasis
3axuiae nepBuHHa Ta NOPIBHSHO i3 3aTBEPKEHUM po3Mipom). BBeaeHHs
posnunoBay; no 1 BTOPVHHA nogaTtkosoro po3mipy cepii 5000 n (Nasal spray to
chnakoHy B ynakoBka, 5000 | corresponding to 462.962 Nasal spray). Kpim
KapTOHHIA KOpooLi [03BiN Ha Toro, y p.3.2.P.3.3 Onuc BMpo6HMYOro npotecy Ta
BUMYCK cepii); KOHTPO/IO npoLiecy po3urH | 6yno nepeiiMeHoBaHo Ha
BTOPUHHA OCHOBHUIA PO34UH |, a HaBeeHi KiNnbKOCTi peYOBYH
yrnakoBka, BigHeceHi o po3mipy cepii 5000 n. Po3uuH Il
KOHTPO/Ib (nonepegaHili po3yrH AekcnaHTeHosy) 6yo
cepii: Mepkne nepeiiMeHoBaHo Ha MNonepeaHii po3umH /11, ockinbkm
M6X, nonepeaHiii po3unH AeKcnaHTeHoy HeobXigHO
HimeuumnHa; BUIOTOBNATM ABidi Y pasi po3mipy cepii 5000 ni 3a
BTOPWHHA HasiBHOTO BUPOGHMYOro 061aAHaHHA. TakoX, BHECEHI
yrnakoBka: pefaKLiiiHi 3MiHW: -41s 3pyYHOCTi A04AHO 3aro/10BOK
TpaHchapm «HacTynHi KinNbKiCHI NOKa3HUKN HaBeAeHi K Npuknag,
NoricTik TM6X, ans cepii po3mipom 5000;
HimeyunHa -BUAASIEHHS HENOTPIGHNX 3aro/1I0BKiB MO TEKCTY

3anporoHoBaHOro onucy BUpPo6HULTBa «Onnc
BMPOGHMYOIT NpoLieaypu (MPOAOBXEHHS)»
-BUAANIEHHA IHCTPYKUIT 3 NnepemillyBaHHSA
«(3AiCHI0ETLCA BIANOBIAHO A0 ekBiBasieHTHoro COlM
«KopoTka iHCTPYKLis 3 HanalwTyBaHHs 06epTiB
iHAVBIAYa/IbHOT MilLaNKK, CTEPUbHI NiKapcbki
chopmm)». MNpoueaypa nepemillyBaHHS 3a/IMLIAETLCA
He3MiHHOI0, BKa3aHa Jo4aTkoBa iHhopmMalis €
3aliBOI0, OCKi/IbKM HaNawTyBaHHA 061afHaHHS €
Bumoroo GMP
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
-Ha ETani 2 «lMepemiluaTi [0 NOBHOTO PO3YUHEHHSA»

3MiHeHo Ha «[lepemiwati 40 NOBHOro
nepemiLLyBaHHs»
- 3MiHa hOPMy/THOBaHHS -A0JaH0 BXe 3aTBepLKeHWi
napameTp BHYTPILUHbOBUPOBHNYOTO KOHTPOSIO
«30BHILWHI BUrISA» A0 NapameTpiB, Wo
BMNPOGOBYIOTLCA Nepes, GifbTpyBaHHAM
-Ha ETani 3 «nigrotoBka» 3aMiHEHO Ha «36epiraHHs»
-Ha ETani 5 «06nagHaHHA» 3aMiHEHO Ha «MNPUCTPI».
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHM Y NpoLeci
BMPOGHULITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/THOYAI0UN NPOMiXKHUIA NPOAYKT, L0 3aCTOCOBYETLCA
npv BUPOOHULITBI FOTOBOTO J1iKAPCLKOro 3acoby
(He3HayHa 3miHa y npoueci BUpo6bHMLTBA). BHECeHH:
3MiH go p.3.2.P.3.2 Ckiag Ha cepito, a came —
BUNPaB/IEHHS 3a3HAY€HOT TEOPETUYHOI KiNIbKOCTI
oavHuue MN3 ans po3mipy cepii 2500 . Y YiHHOMY
onuci BUPOBHMLITBA NOMWU/IKOBO B PO3paxyHKax
BMKOPUCTaHO 06’eéM HanoBHEHHS chnakoHy 10,4 mn.
KopekTHWi1 06’eM HanoBHEHHSA CTaHOBUTL 10,8 M,
TOMY NpaBu/ibHa TEOPeTNYHA KiNlbKiCTb OANHULIb
Ha3anbHOro cnpeto as cepii po3mipom 2500 n
cTaHoBUTbL 231481. 3atBepmxeHo Batch size 2500 |
corresponding to 240 384 nasal spray.
3anponoHoBaHo
Batch size 2500 | corresponding to 231 481 nasal
spray. Nasal spray to 5000 | corresponding to 462 962
Nasal spray
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOrO JiKapCbKOro 3acoby,
BK/THOHAIOYN NPOMiXHUIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOGHMLTBI FOTOBOTO /iKapCbKOro 3acoby
(He3HauHa 3MiHa y npoueci BUpo6GHMLTBA). BHECEHHS
3MiH A0 p.3.2.P.3.3 Onuc BUpo6HMYOro npouecy Ta
KOHTPOJIIO NpoLecy, a came - 3MiHa Temneparypm 3
20°C Ha 18-22°C Ha ETani 2 Bupo6HUM4oro npouecy
N3, 3miHn | Tuny - 3MiHK 3 SIKOCTi. FOTOBWIA
nikapcbknii 3aci6. 3MiHN Y BUPOOGHULTBI. 3MiHN Y
npoLeci BUpOGHULITBA FOTOBOrO /1iKapCbKoro 3acoby,
BK/THOHAIOYN NPOMiXHUIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOGHMLTBI FOTOBOTO /iKapCbKOro 3acoby
(He3HauHa 3MiHa y npoueci BUpo6GHMLTBA). BHECEHHS
3MiH A0 p.3.2.P.3.3 Onuc BUpo6HMYOro npouecy Ta
KOHTPO/I0 NpoLiecy, a came - 3MIHEHO IHCTPYKLito 3
NiaroToBKM NEPBUHHMX NakKyBaslbHUX MaTepianiB Ha
ETani 4 Bupo6Huyoro npouecy /13 Ta HagaHo 6inbLu
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0OYeHHs

3arasibHe (hOPMy/IOBaHHS 3 BUTyYEHHSIM YiTKOro
3a3HayYeHHs feTaneil ANs YHUKHEHHS B MaibyTHbOMY
3MiH, NOB’AA3aHUX 3 NEPBUHHUMM NaKyBasTbHAMM
maTepianamv. BukoHaHHs eTany 3anmiaeTbca
He3MiHHUM. 3MiHW | TUny - 3MiHK 3 AKOCTi. FoTOoBWIA
Nikapcbkuii 3aci6. 3MiHW Y BUPOOHWLTBI. 3MiHN Y
npoveci BUpO6bHULITBA FOTOBOrO NiKapCbKOro 3acoby,
BK/TIOYAI0YN NPOMiXHUIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOBHULTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HauHa 3miHa y npoueci BUpo6HMLTBA). BunyyeHHs
nepLUoro 3 ABoX BMMipOBaHb 3HaYeHHs pH Ha ETani 2
BMPOGHMYOro npouecy MN3. 3miHu | Trny - 3miHn 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHULTBI. 3MiHM BUNPO6BYBaHb abo AONYCTUMMX
MeX, BCTaHOB/IEHUX y creuudikalisx, nig yac
BMPOGHMLITBA FOTOBOTO J1iKapCbKOro 3acoby
(BVNYyYEHHSI HECYTTEBOTO BUNPOGYBaHHA B NPOLIECI
BMPOGHULITBA). BUnyyeHHs BUNpo6yBaHHA ryCTUHM Mif
yac BMPOGHWNYOro npouecy. Takox, BHECEHO
pepakLiiHy 3MiHy, a caMe Hepo3dhacoBaHi PO34MHU
nepeiimeHoBaHo Ha 3pa3ok 1 Ta 3pasok 2.

61.

AEPUBA C MC

renb no 15 ry Ty6i;
no 1 1y6i B
KapTOHHI/ KopoobLi

rneHmapk
dPapmacbioT
vkans Jita,.

IHais

FneHmapk
PapmacboThK
ans Jita,.

IHais

BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis:
TexHiyHa nomusika (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460), BunpaBneHHst TEXHIYHOT MOMUWKM
y MeTofax KOHTPO/I0 AKOCTi 3a MOKa3HUKOM
«KinbkicHe BU3HaueHHs. KniHgamiumH», a came: - B
OMnCi NPUrOTYBaHHA CTaHAAPTHOTO PO3UNHY
KniHaamiumHy doccaty HeobxiZHO BUNpPaBUTK
KiNbKICTb CTaHAAPTHOrO 3pasky (3amicTb 23,76 1
CTaHAapTHOro 3pasky — 23,76 Mr); - B OMNKUCI
NPUroTyBaHHS AOCI4KYBAHOTO PO3YNHY KNiHAAMILMHY
hocdpaty HeobXifAHO 3a3HAUNTU «pyxoMa haza»
3aMicTb «MO0b6inbHa hasa». 3a3HauyeHe BUNPaBAEeHHS
BiANOBiAae maTepianam peecTpauiiHoro focbe, Sk
npeacTasneHi B apxisi (po3ain 3.2.P.5.2. AHaniTnyHi
METOANKN)

6e3
peyenma

UA/14954/01/01

62.

OVMICTA

cnpeii HasaslbHUIA,
cycneHsis, 137
MKr/50 MKr Ha Jo3y
no 6,4 r cycneHsii y
donakoHi 06'emom 10
m; no 1 donakoHy B
KapTOHHI navuj; no
23 r cycneHsiiy
donakoHi 06'emom 25
M; no 1 donakoHy B
KapTOHHI nayi

BiaTpic
Xenckea
rmM6X

HimeyunH
a

BVPOGHMUK,
BignoBiganbHU
1 32 BMNyCK
cepii: MEJA
dapma M'v6X
eHp Ko. KT,
HimeuunHa,
BUPOBHMK,
BiANOBIAA/IbHN
11 3a BUNYCK
cepi:
MaiinaH

HimeuunHa/
YropwuHa/
IHais

BHECEHHS 3MiH 10 peecTpauiitHux maTepianis: 3miHu ||
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo 3miHa(n) fo
3060B'A3aHb Ta YMOB BuAadi peecTpauiiiHoro

noceifYeHHsA, BKtoYarouy Mnax ynpasniHHA pyusnkaMmm

(iHWi 3MiHW). 3asABHYKOM HafaHO OHOBEHWUIA MnaH
ynpas/iHHA pu3nkamun Bepcia 1.1 3miHM BHeCeHo 40
yCix YacTuH MYP y 3B’A3Ky 3 BUAA/IEHHAM NOBHICTIO
oxapakTepunsoBaHunx npobsiem 3 6e3nekn 3 naaHy
ynpaBs/liHHA py3nMKaMun Ha NigcTasi OLHOYHOrO 3BITY 3a
npoueaypoto DE/H/7152/001/DC B kpaiHi 3asaBHUKA.
Pestome MnaHy ynpasniHHa pusukamu Bepcis 1.1

3a
peyenmom

UA/14920/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

YropwmHa
KdpT./MaiinaH
YroplmHa
niTa.,
YropLmHa;
BUPOBHMK,
BiANOBiAA/IbHN
n3a
BMPOGHMLITBO
Hepo3dhacoBa
HOI NpoAyKUiT,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
Limnna
NimiTeq, IHAis;
BMPOGHMUK,
BiANOBIAA/IbHN
1 32 BTOPUHHE
nakyBaHHS:
®apm/lor
Papma
NoricTik TM6X,
HimeyunHa

[ofaeTbes.

63.

LOIATHON®

MOPOLLIOK ANsi
OpasIbHOT0 PO3UUHY,
64 r/naket; no 73,69
I MOPOLLUKY Y MaKeTi;
no 4 nakeTu B nauLyi
3 KapTOHY

AT
"®apmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu |
TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/IE-
cepTucikaT BignoBigHOCTI EBpoNeNchKii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BW/TyYEHHS cepTuddikaTa BignoBiAHOCTI EBpONeENCHKIi
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, O
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bif] Y)X€ 3aTBEPLKEHOr0 BUPOGHMKA - MOLAHHS
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponenchkili
dhapmakonei Ne R1-CEP 2002-180-Rev 02
(3atBepmxeHo: R1-CEP 2002-180-Rev 01) gns giroyoi
peyoBuHW nonieTunexrnikons 4000 Big BXe
3aTBepxeHoro BupobHvka Clariant Produkte
(Deutschland) GmbH, Germany.
3miHu | TUNY - 3MiHu 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTuddikarta BigNoBiAHOCTI
€Bponeiicbkii hapmakonei: ans A®l; ans BuxigHoro

3a
peyenmom

UA/11708/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0

BUKOPUCTOBYHOTLCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBeHWIA cepTudikat
Bif] y)Xe 3aTBep)KEHOro BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BianoBigHOCTI EBpoNeiichbkil
chapmakonei Ne R1-CEP 2002-180-Rev 03 gns gitovoi

peyoBuHW nonietTuneHrnikons 4000 Big BXe
3arBepxeHoro BupobHuka Clariant Produkte
(Deutschland) GmbH, Germany.
3MiHW | TUnY - 3MiHK 3 aKocTi. CepTudiikaT
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANoOBIAHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkin hapmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[LOMNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl y)Ke 3aTBEepKEHOro BUPOGHYKa - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBpoNenchbkil
thapmakonei Ne R1-CEP 2002-180-Rev 04 ans gitouoi
peyoBuHW nonietTunexrnikons 4000 Big, BXe
3aTBepxeHoro BupobHuka Clariant Produkte
(Deutschland) GmbH, Germany. 3MiHu | Tuny - 3miHn
3 akocTi. CepTudpikar BignosigHocTi/lE-cepTuddikat
BiANOBIAHOCTI EBponeiickbkii hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiAnoBigHOCTI EBponelicbkin hapmakonei: ans Adl;
[ONs BUXIOHOTO MaTepiany/peareHTy/npoMixxHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
A5 AONOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl Y)Ke 3aTBEep)KEHOro BUPOGHYKaA - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI EBponenchkil
hapmakonei Ne CEP 2002-180-Rev 05 ans gitoyoi
peyoBuHW nonietTunexrnikons 4000 Big, BXe
3aTBepxeHoro BupobHuka Clariant Produkte
(Deutschland) GmbH, Germany. 3MiHu | Tuny - 3miHn
3 aKocTi. A®l. KonTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo AoNyCTUMKX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha A®l, abo BUXigHWA/NPOMIKHWIA
npoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NPOLLECi
BUPOGHMLTBA AD| (BUTyUYEHHA HE3HAYHOIO NOKa3HUKa
AKOCTI (Hanpukiag, BU1yYeHHs 3actapinoro

NoKa3HUKa)) BUYYEHHS NOKa3HMKa «PO3UYMHHICTb» i3




79

n/n

Hassa
JliKapcbKo20
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Ymosu
Bionycky
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yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0OYeHHs

cneuudikauii Ta METOZAIB KOHTPOSIO 4715 AitoYOoi
peyoBuHM nonieTuneHrnikons 4000 BUPO6HUKa
Clariant Produkte (Deutschland) GmbH, Germany.

64.

OIALE®

NOPOLLIOK A/1A
PO34UHY A5 iH'EKLLlA
no 1000 wmr, 1
chnakoH 3 NOPOLUKOM
B MauL 3 KapTOHYy

M.BIOTEK
NIMITEL

Benuka
BpuTaHis

MAVNAH
NABOPATORPI
3 IIMITEL, -
AinbHnus
uecpanocnopu
HOBWX
niKapcbkux
3acobis

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
AN MeAMYHOro 3acToCyBaHHA Ha NiACcTasi perynspHo
OHOB/OBAHOrO 3BiTY 3 6e3NeKn NikapcbKoro 3acooby,
abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS NikapCbKoro
3acoby B nicnspeecTpauiliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
BiANOBIAHO A0 MnaHy negiatpuuHnx gocnimxers (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHVUM YNOBHOBaXXEHUM
opraHom)
3MiHN BHECEHO [0 IHCTPYKLi 415 MegUyYHOro
3aCcTOCyBaHHS NikapcbKoro 3acoby y po3ainu
"Oco6nvmBocTi 3acTocyBaHHs", "Mo6iuHi peakwii"
BiANOBIAHO [0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
[it040i pevoBUHM

3a
peyenmom

He
nionsiecae

UA/12332/01/01

65.

OIYPEMIJ,

Tabnetku no 250 mr
no 10 TabneTok y
6nictepi; no 2
6nicTepun y nauui

AT
"KNIBCbKW
"
BITAMIHHM
M 3ABOL"

Ykpaina

AT

"KMNIBCbKN

BITAMIHHWIA
3ABOJ"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAMYHOro 3acToCyBaHHA Ha NiACTasi perynspHo
OHOB/IOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
ab0 JocnigxeHb 3 6e3MneKkn 3aCTOCyBaHHS ikapCbKoro
3acoby B nmicnspeecTpaviliHnii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHunx gocnimxkers (PIP)
(3MiHY Y3rof>X€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom)
3MiHN BHECEHO B IHCTPYKL,iIO 415 MeANYHOro
3acTocyBaHHS NiKapcbKoro 3acoby Ao po3ainis
"Oco6mBocTi 3acTocyBaHHA" Ta "MMo6iyHI peakuii™
BiANOBIAHO 40 OHOBEHOT iHChopMaL,ii LWoao 6e3nekn
3aCTOCYBaHHSA 4iH040T PeYOBUHY 3rigHO 3
pekomeHgauieto PRAC.

3a
peyerimom

He
nionsieae

UA/9150/01/01

66.

LOBYTAMIH
AAMEJA

PO34MH NS iHAY3iiA,
250 mr/50 mn; no 50
M (250 mr) y
donakoHi; no 1
donakoHy B
KapTOHHIiA Kopo6L;
no 50 mn (250 mr) y
donakoHi; no 1
hnakoHy B
KapPTOHHI KOpoo6Lj;

Anmvepa
ApuHaiMiTT
enb MM6X

HimeuumnH
a

Contodhapm
dapmayonTiL
e EpuoiirHicce

6X

HimeyunHa

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu |
TMny - 3MiHK LWoao 6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsagy (iHwi 3MiHn) OHOBIEHHA TEKCTY
MapKyBaHHS NePBUHHOI ()/1aKOH) YNakoBKM
nikapcbKoro 3acoby, a came: BUMyYeHHs iHhopmawi
npo auctpu6'ioTopa is . 11 . "HANMEHYBAHHS |
MICLUE3HAXOMKEHHA BUPOBHUKA TA/ABO
3AABHUKA" Ta n. 17. "IHLLE".

3a
peyenmom

UA/5714/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
Nno 5 KapTOHHUX
KOpO6OK y nniBLj
nosieTUIEeHoBI
67. | AONMOKCEH TabneTku, BKpUTI €Bpo IHais IHAoKO IHais BHECEHHS 3MiH 10 peecTpauiiiHux maTepianis: 3miHu || 3a He UA/8051/01/01
NNiBKOBOO Naiidokep Pewmegpic TUMy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbkuMii 3aci6. peyenmom | niosasieae
060n10HKot0; Mo 10 Mpaisit Nimvitea, IHaja Onuc Ta cknag. 3miHa y cknagi (40noMiKHUX
Tabnetok y 6nictepi; Niviten lanca peyvoBMHax) roTOBOrO /iKapCbKoro 3acoby (iHLwi
no 2 aéo 10 Nab6opaTtopi3 [0MOMDKHI peyoBUHK) - AKiCHI 260 KisTbKICHI 3MiHK
6nictepis y Nta. tOHIT 1, LLIO0 OAHIET ab0 AEKiTbKOX AOMOMDKHUX PEUYOBUWH, SKi
KapTOHHIA Kopoo6Li IHAjis MOXYTb 3HA4YHO BM/IMHYTY Ha 6e3neky, SKicTb abo

eeKTMBHICTb rOTOBOr0 NiKapCbKoro 3acoby -
BWYYeEHHS 3i cknagy 13 4ONOMiKHUX peyoBUH
MeTuanaparigpokcnbeHsoaty Ta
nponinrigpokcnéeHsoarty, 3 BiANOBIAHUMUN 3MiHAMU B
cneumdikauii Ta MeTogax KOHTPon. 3miHa
KINbKICHOTO cKnagy Lienono3un MikpoKpucTasnivyHoi ans
36epexeHHs 3arasibHoT Macu TabneTkn. BunydyeHHs 3i
cknagy N3 fONOMIKHUX PeYOBUH
MeTuanaparigpokcnbeHsoaty Ta
nponinrigpokcnéeHsoaTty. 3miHa KiflbkiCHOro cknagy
LLe/1t0/1031 MiKPOKpUCTaivyHOI AN 36epexeHHs
3arasibHOI Macy TabneTkn. BignosigHo, NoKasHMKM
«lpeHTudikauis Ta KisibkicHe BU3HaYeHHs
MeTuanaparigpokcnubeHsoaty Ta
nponinnaparigpokcubeH30aTy» BUTyYEHO 3i
cneuundikauii Ta MeToAiB KOHTponto /13, Y nigTpumky
3asB1EHOT 3MiHN HafaHO 06rpyHTYBaHHS LW040
BiICYTHOCTI MiATBEPAKEHHS 3aTBEPIKEHHS 3MiHU,
n.3.2.P.1.0nuc i cknag N3, n.3.2.P.2.dapmaLeBTuyHa
po3pobka, n.3.2.P.3.2.Cknag Ha cepito, n.3.2.P.3.3.
Onuc BUpO6GHMYOro npoLecy Ta oro KOHTPOIo,
n.3.2.P.3.4.KOHTPO/Ib KPUTUYHKX CTaAji Ta NPOMIKHOT
npoaykuii, n.3.2.P.3.5.Banigauis npouecy Ta iioro
KOHTposito, n.3.2.P.5.1.Cneuudikayis(-i),
n.3.2.P.5.2. AHanitnyHi metoauku, n.3.2.P.5.4. AHani3
cepiid, N.3.2.P.8.CTabinbHICTb, NOPIBHANLHI AaHi
npodoinis po3unHeHHs N3 i3 3aTBepAXEHUM Ta
OHoBNeHuM cknagom MN3, 3atsepaxeHi MKA, npoektn
3MiH 4o MKA Martepianu BignosigatoTb BUMOram
Mopsiaky NPoBeAEHHS eKCnepTu3n Matepiaslis Ha
nikapcbki 3aco6u, WO NofalTbCa Ha AepXaBHY
peecTpaLito (nepepeecTpavito), a TakoX ekcnepTnsn
marepianis Npo BHECEHHS 3MiH [0 peecTpaviliHnX
marepianis NpoTArom fii peecTpadiiHoro
NoCBIgYEHHS, 3aTBepAKeHOro Hakazom MO3 YkpaiHu
Ne 426 Big 26.08.05 (y pegakuii Hakasy MO3 YkpaiHu
Ne460 Big 23.07.2015 p.). 3MiHV BHECEHO B IHCTPYKLitO
0151 MEAMYHOro 3acTOCYBaHHSA NikapcbKoro 3acoby y
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
po3gin "Cknag" (4oNoMiKHI peyoBWHM) 3 BiAMNOBIgHUMM
3MiHaMK B TEKCTi MapKyBaHHSA yNakoBOK /1iKapCbKOro
3acoby.
68. | OYOAAPT Kancysm Teepgi no nakcoCwmitT Benuka KaTtaneHT HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/13330/01/01
0,5 mr/0,4 mr; no 30 Knsiin BpuTaHis [xepmeHi TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
a6o no 90 kancyny Ekcnopt LWopHaopd thapmakoHarnsgy. 3miHa 4actoT Ta/abo TepMmiHiB
chnakoHi; no 1 Niviten M6X NoJaHHSA perynsipHo OHOBJ/THOBAHUX 3BITIB 3 6e3nekn
donakoHy B nikapcbknx 3acobiB. 3MiHa 4acToTn Ta/abo TepMiHIB
KapTOHHI/ KopoobLi NOAAHHSA PerynsipHO OHOB/IOBAHOTO 3BITY 3 6e3nekn
[itova pepakuis: YactoTa nojaHHsa perynspHo
OHOB/IIOBAHOrO 3BiTY 3 6e3nekun 3 poku. KiHuesa fata
[N5 BKIIOYeHHA AaHnx o PO3B - 20.05.2022p. [arta
nogaHHs - 19.05.2025p. MponoHoBaHa peaakuis:
YacToTa noAaHHs perynsipHo OHOB/IIOBAHOrO 3BITY 3
6e3nekn 5 pokis
KiHueBa gata Ansa BK/OYEHHS gaHnx go PO36 -
19.11.2027p. Oata nogaHHA - 17.02.2028p.
PekomeHA0BaHO A0 3aTBEPLKEHHS BifNOBIAHO [0
NepioANYHOCTI NOAaHHA PEryNIApPHO OHOB/IIOBaHUX
3BITIB 3 6e3nekn Nikapcbkmx 3acobiB y €C.
69. | EBKABA/NI® Kpanni, 1 mr/mn, no Ecnapma HimeuunH Papma HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | bes UA/13241/01/01
KPANMI 10 mn y donakoHi, no 6X a BepHirepoge TUMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenma
1 chnakoHy B 6X 3MiHV Yy BUpO6HMUTBI. 3MiHa po3mipy cepii

KapTOHHI ynakosL,i

(BK/IHOYAtOUM diana3oH po3Mipy cepii) roToBOro
nikapcbKoro 3acoby (36inbweHHs go 10 pasis
NOPIBHSAHO i3 3aTBEPKEHUM PO3MIPOM). 36iNbLUEHHS
po3mipy Big 1000 n go 2000 n. 3aTBEpAKEHO: PO3MIp
cepii 800 n, 1000 n1 (80 000 chnakoHis, 100 000
hnakoHiB). 3anponoHoBaHo: po3mip cepii 800 n -2000
1 (80 000 — 200 000 chnakoHiB). 3miHW | TMNY - 3MiHK 3
sKocTi. FoToBwMIA Nikapcbkuii 3aci6. 3MiHM y
BUPOOGHMUTBI. 3MiHM BUNPobyBaHb abo AoMyCTUMNX
MeX, BCTaHOB/IEHMX y creuudikalisx, nig yac
BMPOGHMLITBA FOTOBOIO /1iKapCbKOro 3acoby
(BWNYyYEHHSI HECYTTEBOTO BUNPOGYBaHHSA B NPOLIECI
BMPOGHMLTBA). BUnyyeHHs1 HecyTTEBOro
BUNPOOYBaHHA B NpoLeci BUPO6HMLTBA rOTOBOrO
nikapcbKoro 3acoby, a came Bi3ya/ibHa nepesipka
HOMepa cepii Ta TepMiHy NpPMAATHOCTI B MPOLECI
nakyBaHHS, OCKi/IbK/ KOHTPO/Ib MPOBOAUTLCA Npy
BMNYCKY FOTOBOrO NiKapcbKoro 3acoby. 3MiHu | Tuny -
3MiHM 3 sKoCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3MiHN BUNPObyBaHb abo AONYCTUMMX
MeX, BCTaHOB/EHMX Y cnevumdikayisx, nig yac
BMPOGHMLITBA rOTOBOTO /1iKapCbKOro 3acoby
(BMlyYEHHA HECYTTEBOrO BUNPOOYBaHHS B MPOLIEC
BMPOGHMLTBA). BUnyyeHHs! HecyTTeBOro
BMNPo6yBaHHA B NPOLIECi BUPO6GHMLTBA rOTOBOIO
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nikapcbKoro 3acoby, a came BidyasibHa nepesipka
KOMMEKTHOCTi YNakoBKW B NPOLLECi NaKyBaHHs,
OCKiNIbKN KOHTPO/1b NPOBOANTLCSA NPU BUMYCKY
rOTOBOrO JliKapCcbKoro 3acoby.

70.

E3OMEP

TabneTtku
racTpope3nCTEHTHI
no 40 mr; no 7
Tabnetok y 6nictepi;
no 2 abo no 4
6nictepu y
KapTOHHIA KOpooLi

MEPPEPI
OAPMAYEY
TIYI CPN

ITanisa

NTAMIN CAH
MPOCMNEPO
C.MNA,
ITANIA
(Bunyck cepii,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs);
BAJT®PAPMA
IHTEPHELLIW
HAN C.M.A.,
ITanisa
(npurotyBaHHs
NPOAYKTY in
bulk)

ITanisa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBpoNeNichKii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKii
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€sponelicbkin hapmakonei) - OHoBMEHWIA cepTudikat
Bif] y)Xe 3aTBepAKEHOro BUpo6Huka. MNMogaHHsA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
thapmakonei Ne R1-CEP 2014-077 - Rev 00
(3atBepmxeHo: RO-CEP 2014-077 - Rev 01) ans
nitoyoi pevoBuHM Esomeprazole magnesium dihydrate
Bif BXe 3aTBepmkeHoro Bupo6Huka CIPLA LIMITED,
IHAis. 3MiHn | TURy - 3MiHK 3 akocTi. CepTudikat
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BuUy4YeHHs cepTuddikara BignoBiAHOCTI
€poneiicbkinn thapmakonei: ans A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkii hapmakonei) - HoBuii cepTudikar Big,
HOBOr0O BMPOOHUKA (3aMiHa ab0 [JONOBHEHHS).
MoaaHHA HoBOro cepTuddikaTa BigNOBIAHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2015-086 -
Rev 00 ans gjtoyoi pevyoBuHN Esomeprazole
magnesium dihydrate Big, HOBOro BUpOOHMKa
MINAKEM DUNKERQUE PRODUCTION, ®paHuis.
3MiHu | TUNY - AQMIHICTPaTUBHI 3MiHW. BunyyeHHs
BMPOBHNYOI AinbHUL (BKNHOYaOUN AinbHuLi ans Adl,
NPOMDKHOro NPoAyKTy abo roToBOro JlikapCbKoro
3aco0by, AiNbHUL ANna NpoBeAEeHHS NaKyBaHHS,
BMPOGHMKA, BiAMNOBIAA/IBHOMO 3a BUMYCK Cepili, MicLe
NpoBeAEeHHS KOHTPOSIO cepii) abo nocTavanbHUKa
BUXIAHOrO MaTepiany, peareHTy abo A0NOMIKHOI
PEeYOBUHM (SKLLO 3a3HAYEHO Y AOCbE). BunyyeHHs
BMPOGHMKa Aitoyoi peyoBrHU Esomeprazole
magnesium dihydrate «PCAS», ®paHuisi.

3a
peyenmom

UA/16273/01/01

71.

EKOKC 400

TabneTkn, BKPUTI

Makneoac

IHais

Makneopc

IHais

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepiasis: 3MiHu |

3a

He

UA/6906/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
o060510HkKot0, No 400 dapmacbioT dapmacbloTuK TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nidnszae
Mr o 10 TabneTok y nKasc anc fimiteq thapmakoHarnsgy. 3MiHa y KOpOTKill XxapakTepucTuLi
6nictepi, no 10 Niviten NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
6nictepiB y [ANs MeAMYHOro 3aCTOCYyBaHHSA Ha MigcTasi peryssipHo
KapTOHHIA ynakoBLi OHOBJIHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
ab60 JocnigxeHb 3 6e3nekn 3aCTOCyBaHHS /ikapCbKoro
3acoby B nmicnspeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHnx gocnimxkers (PIP)
(3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom)
3MiHU BHECEHI A0 IHCTPYKLiT 418 MeAnyHOro
3acTOCyBaHHS NikapcbKoro 3acoby y po3aim
"Oco6nmBOCTi 3acTocyBaHHS", "Mo6iuHI peakwyii™
BIANOBIAHO [0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
Aito40T pevoBunHN. BBeAEHHS 3MiH NpOTArom 6-Tu
MicALiB nicnsa 3aTBeppKEHHs
72. | ENEYTEPOKOK | ekcTpakT pigkuii gns AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 6e3 UA/4566/01/01
nepopasnbHOro "Nly6Hndhap "Nly6Hnchapm” YTOYHEHHS HanMcaHHA ynakoBok B Hakasi MO3 peyenma
3aCcToCyBaHHs, Mm" Ykpainn Ne 1684 Big 03.10.2024 B npoueci BHECEHHS

cnupToBuiA; no 40
My chnakoHax
CKIAHKX; No 50 MmNy
hnakoHax CKASTHUX
abo nonimepHux; Mo
50 My donakoHi
cknsiHomy abo
nonimepHomy B
nauti 3 KapToHy; nNo
100 mn y dhnakoHax
cKnaHuX; no 100 mn
y (hnakoHi ckIsiHOMY
B NayL,i 3 KApTOHY;
no 20 kr y 6yTnsx
CKMAHNX

3MiH (3MiHuW | TMNy - 3MiHK 3 AKoCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa po3mipy
yNaKoBKM FOTOBOrO /ikapCbKOro 3acoby (3MiHa
Macwu/o6'eMy BMICTy KOHTellHepa 6arato030B0ro
NikapcbKoro 3acoby N5l HenapeHTepaibHOro
3acTocyBaHHS (a0 04HOL030BOr0, YaCTKOBOro
BUKOPWCTaHHS)) - BBEAEHHS JOAATKOBOTO BUAY
ynakoBku, a came rno 100 mn y donakoHax CKASHUX
3aKyrnopeHVx NoNiMepPHUMM NPoBKamMm i KpULLKamu, Lo
HarBUH4YYOTbCA y Nadui abo 6e3 nayku, 6e3 3MiHu
NepBUHHOTO NakyBaslbHOrO Matepiasy, 3 BignoBiAHMU
3MiHamu [0 p. «Ynakoska» Ta «Cknag» MKA N3.
3MiHU BHECEHO B IHCTPYKL,il0 4151 MeANYHOro
3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"Cknag" Ta "YnakoBka" (4ogaBaHHA JOAATKOBOroO BUAy
ynakoBku - Mo 100 mn, y priakoHax cknsHmx; no 100
M1y hnakoHi cknstHomy no 1 doiakoHy B nauli 3
KapToHY) Ta, SK Hacnifok, BiANOBIAHI 3MiHW BHECEHO
0o po3aigy "Cnoci6 3actocyBaHHs Ta fo3n". BeegeHHs
TEKCTY MapKyBaHHA [04ATKOBOI NepBUHHOI Ta
BTOPUHHOI YNakoBKW NikapCbKoro 3acoby Ans
ynakoBkn 100 mMn. BBegeHHs 3MiH NpOTArom 6-1n
MicaLiB nicna 3aTBepMKeHHs. 3MiHu | Tuny - 3MiHK
LoAo 6e3nekn/edpeKTMBHOCTI Ta thapmakoHarnsgy
(iHwWi 3MiHW) 3MiHV BHECEHO B IHCTPYKLito AN
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3ginis "Oco6mBoCTi 3acTocyBaHHs", "Crocio
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
3acTocyBaHHsA Ta A03n" (YTOUHEHHSs iHdhopmMadii) Wwoao
6e3nekn 3acToCyBaHHA NiKapCbKoro 3acoby, a Takox
[0 po3giny "Mo6iyHi peakuii” WoAo 3BiTyBaHHA NPO
nob6iyHi peaxujii. OHOBMEHO TEKCT MapKyBaHHS
yNakoBOK /1iKapCbKOro 3acoby, 30kpema BUnyYeHHs
iHchopMmalii, 3a3Ha4YeHoi POCiiCbKOK MOBOH.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHM | TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KOHTPObL rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEpPKEHUX
MeToAax BUNpobyBaHHs) BHECEHHS 3MiHM [0 M.
«O6’em BMICTYy h/lakoHy», a came y MeTogi
BUNPOBYBaHHA 06’eMy BMICTY tpriakoHy no 100 mn
(3MiHa KiflbkoCTi chakoHiB). BBefeHHs 3MiH NpoTArom
6-Tv MicsALiB NicnsA 3aTBepKeHHs). Pefakuis B Hakasi
- o 40 mn a6o 100 mn y chnakoHax CKNsAHUX; o 50 mn
y thnakoHax cknsiHMX abo nonimepHux; no 50 mn abo
100 mn y chnakoHi, no 1 chnakoHy B mauli 3 KapTOHY;
no 20 kr y 6yTnsax ckisHuX. BipHa pegakuis - no 40 mn
y dhnakoHax ckisHuX; no 50 My doiakoHax CKASHMX
abo nonimepHux; no 50 mn y dhnakoHi cknsstHomy abo
nosiMepHOMy B nauli 3 kapToHy; no 100 mny
hnakoHax CkIsHKUX; No 100 mMn y donakoHi CKNsTHOMY B
nayui 3 KapToHy; No 20 Kr y 6yTN5X CKASHUX
73. | EMOTOH TabneTku, BKPUTI TOB YkpaiHa BMPOOHULITBO MopTyranis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/15643/01/01
NNiBKOBOIO «Epcenb 3a NoBHUM MRy - 3MiHK 3 AKOCTI. FOTOBWIA NliKapCbKUiA 3aci6. peyenmom
o6onoHkoto, no 50 dapma LMKIOM: KOHTpOsb roToBOro fikapcbKoro 3acoby (iHLwi 3MiHm)
Mmr, no 10 TabneTok YKpaiHa» ATnaHTiK nepeknag tekcty MK Ha ykpaiHCbKy MOBY. 3MiHN |
y 6nicTepi, no 3 dapma — MRy - 3MiHK 3 AKOCTI. FOTOBWIA NliKaPCbKUIA 3aci6.
6nictepu y MpogaycoeLu KoHTposb rOTOBOrO Nikapcbkoro 3acoby. 3MiHa
KapTOHHI nayi dapmaceyTika napameTpiB cneuudgikaLii Ta/abo AoNyCTUMUX MEX
w, C.A, rOTOBOrO /liKapCbKOro 3acoby (BU/TyYEeHHS HE3HAYHOro
MopTyranis nokasHuka (Hanpyknag 3actapisioro nokasHuka, Takoro
BMPOOHULITBO SIK 3anax Ta cMak, abo igeHTudikauis 6apBHUKIB Un
in bulk, CMakoBMX [06aBOK)) BUIYHYEHHS 3i cneundikauii Ha
KOHTPO/b Ta roToBWIA Nikapcbkuii 3aci6 AOMILLKK 2,3-i30-
BMNPOGYBaHHSA cepTpanuHa HCI, ockinbkn aaHa AoMillka €
cepii: cneundivHoo gomiwkow Ad®l, nonepeaHbLOro
MegiHdap noctavanbHuka A®l Assia Chemical Industries Ltd.,
MaHydakuepi SIKWIA GiNibLLe He BUKOPUCTOBYETLCS NPU BUPOBGHULTBI
Hr C.A,, FN3. 3MiHn | TUNY - AgMiIHICTPaTUBHI 3MiHW. 3MiHa
MopTyranis HalilmeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHS

LisiNbHOCTI BUpOOHMKa/iMnopTepa rotoBoro
NiKapCbKOro 3acoby, BKIHOYAUN [iTbHULL BUNYCKY
cepii abo micue NpoBefeHHS KOHTPOJTH0 SAKOCTI.
(gisnbHICTb, 3a Ky BiANoBifAae BUPO6HMK/IMNopTep, He
BK/1HOYAK0UM BUMYCK CEPIilA) 3MiHA Ha3BM Ta agpecu
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
BMPOGHUKA, BiANOBigaIbHOr0 BUpo6HNLTBO in bulk,
KOHTPO/b Ta BUNPOByBaHHSA cepii. 3miHn Il Tvny -
3MiHK 3 SIKOCTi. TOTOBUIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneumdikaLin Ta/abo AONYCTUMKX MEX FOTOBOrO
NiKapcbKoro 3acoby (3MiHa 3HaxoAMTbLCA No3a
3aTBEPMHKEHVMI AONYCTVMUMU MEXaMU
cneuudikaLiin) BHeCEHHs 3MiH A0 cneuudikauii N3 3a
NOKa3HUKOM «CynyTHi JOMILLIKM».
74. | EMOTOH TabneTku, BKpUTI TOB YkpaiHa BMPOGHMLTBO MopTyranis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/15643/01/02
NNiBKOBOO «Epcenb 3a NOBHUM TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
06010HKOt0, N0 100 Papma LIMKNOM: KOHTpOsb roToBOro fikapcbKoro 3acoby (iHLwi 3MiHM)
mr, no 10 Tabnetok YkpaiHa» ATnaHTIK nepeknag TekcTy MKS Ha ykpaiHcbKy MOBY. 3MiHM |
y 6nicTepi, no 3 dapma — TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
6nictepn y MpopycoeLw KOHTpPO/Ib FOTOBOrO /liKapCbKoro 3acoby. 3MiHa
KapTOHHI navi dapmaceyTika napameTpiB cneuudikauii Ta/abo AONyCTUMUX MEX
w, C.A,, roTOBOrO /liKapcbKoro 3acoby (BMYyYEeHHS HE3HAYHOrO
MopTyranis nokasHuka (Hanpvknag 3acTapisioro nokasHuka, Takoro
BMPOGHMLITBO AK 3anax Ta cmak, abo igeHTudikauis 6apBHUKIB UK
in bulk, CMakoBuX 406aBOK)) BUTyYeHHs 3i cneuudikauii Ha
KOHTPONb Ta roToBWiA NiKapcbknii 3acié AoMilkm 2,3-i30-
BMNPOGYBaHHSA ceptpasinHa HCI, ockinbkv AaHa foMillka €
cepi: cneumgivHo fomikow A®I, nonepegHLOro
MegiHdap noctavasnbHuka APl Assia Chemical Industries Ltd.,
MaHydrakyepi AKUIA GiNblUe He BUKOPUCTOBYETLCS NPV BUPOOHMULITBI
Hr C.A,, FN3. 3MiHu | TUNY - AAMIHICTPaTUBHI 3MiHW. 3MiHa
MopTyranis HalilmeHyBaHHS Ta/abo agpecy MicLA NPOBaKEHHS
AiSNIbHOCTI BUpPO6HUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOUYaUn AiNbHULi BUNYCKY
cepii abo MicLe NpoBefeHHS KOHTPO/IHO AKOCTI.
(misnbHICTb, 3a AKy BignoBigae BMpobHUK/iMmopTep, He
BK/IO4al0UM BUMYCK Cepiii) 3MiHa Ha3Bu Ta agpecu
BMPOGHMKA, BiANOBifaIbHOrO BUPOOHMLTBO in bulk,
KOHTPO/b Ta BUNPOGyBaHHS cepii. 3minu Il Tuny -
3MiHM 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKkapCcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
NiKapcbKoro 3acoby (3MiHa 3HaxoAMTbCA No3a
3aTBEPMKEHVMU JONYCTMUMU MEXAMU
cneuudikavin) BHeCEHHS 3MiH A0 cneuudikauii MN13 3a
NOKa3HNKOM «CyNyTHi JOMILLIKM».
75. | ECCOBEN® TabneTkn, BKpUTI HOBE/ TypeyunH HOBEN INAY TypeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/10328/01/01
060/10HKO!0, M0 10 IIAY CAHAT a CAHAI BE Tvny - 3MiHK 3 sikocTi. CepTudikar BignosigHocTi/IE- peuernmom
Mmr; no 14 TabneTok BE TIIKAPET cepTucpikaT BignoBigHOCTI EBponeiickkiii
y 6nicTepi; no 2 TIOXKAPET A.LL. hapmakonei/moHorpadii. NMogaHHs HoBoro abo
6nictepu y A.LL. OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
KapTOHHIiA ynakoBLi BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii

hapmakonei: ans A®l; ans BuxigHoro
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTLCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBeHWIA cepTudikat
Bifj y)ke 3aTBEpAXEHOro BUpo6HMKa - MogaHHA
OHOBJ/IEHOTO cepTudikaty BignosigHocTi EP CEP
2017-080-Rev 06 (monepeaHs Bepcis CEP RO-CEP
2017-080-Rev 05) ans A®l ecuutanonpamy okcanary
Bifl BX€e 3aTBEPAKEHOro BUpPOo6HUKa Hetero Labs
Limited, IHais.
76. | ECCOBEN® TabneTku, BKPUTI HOBEN TypeyuunH HOBEN INAY TypeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/10328/01/02
060/10HKOI0, M0 20 INAY CAHAT a CAHAI BE Tvny - 3MiHK 3 sikocTi. CepTudikar BignosigHocTi/IE- peyenmom
Mr; no 14 Tabnetok BE TIOXAPET cepTudikaT BignoBigHOCTI EBpoNeiichKii
y 6nicTepi; no 2 TIOXKAPET A.LL. hapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
6nictepn y AL, OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI abo
KapTOHHI ynakoBL,i BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeEChKii
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHoBMeHWA cepTudikat
Bifj y)ke 3aTBepAXeHOro BUpo6Hmka - MogaHHs
OHOB/EHOTO cepTudikaTy BignosigHocTi EP CEP
2017-080-Rev 06 (nonepegaHs Bepciss CEP RO-CEP
2017-080-Rev 05) ana A®| ecunTtasionpamy okcanaty
Bif, BXXe 3aTBepAXeHoro BupobHuka Hetero Labs
Limited, IHgis.
77. | ETPY3UN TabneTku, BKpUTI 3AT YropwuHa | BignosigasibHu Yropwura/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/11346/01/01
NNiBKOBOO dapmaLesT 71 3a BUNyCK IcnaHis My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
060/10HKO0, N0 2,5 WNYHW 3aBO[ cepii: 3AT thapmakoHarnagy. 3MiHa YacToTn Ta/abo TepMmiHiB
mr no 10 TabneTok y Eric dapmaLeBTuy NoJaHHsA perynspHo OHOBJ/THOBAHUX 3BITIB 3 6e3nekn
6nicTtepi, no 3 a6o 9 HWi1 3aBOf, nNiKapcbKkunx 3acobis - 3MiHa TepMiHy NogaHHsA
6nictepis y ErIC, perynsipHo OHOB/IIOBAHOrO 3BIiTY 3 6e3neku:
KapTOHHI KOpo6Li YropLuHa; [itoya pepakuis: YactoTa nofjaHHsa perynspHo
BignoBigabHU OHOB/IOBAHOrO 3BiTYy 3 6e3neku 1 pik - KiHueBa faTa
14 3a NOBHWI1 LN BKNHOYEHHA fgaHnx o PO3b — 31.10.2018 p. data
LMKN nogaHHa 09.01.2019 lMponoHoBaHa pefakuis: Yactota
BMPOGHMLITBA, nofaHHA perynsapHoO OHOB/IOBAHOIO 3BiTy 3 6e3neku 3
BK/lOYa0UM poKu
BUNYCK cepi: KiHueBa garta s BkIYeHHsA gaHux oo PO3b -
CiHTOH 31.10.2024 faTa nogaHHsa — 29.01.2025
Xicnanis, C.J1., PekomeHgoBaHO 0 3aTBEpAXKEHHS BIAMOBIAHO A0
Icnanis NepioANYHOCTI NOAaHHA PErynsapHO OHOB/IOBAHUX
3BITIB 3 6e3neku ikapcbkux 3acobis y €C
78. | E®EPOKC® Tabnetku no 50 mkr, ecnapma HimeuumnH BTOPVHHE HimeyunHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/19204/01/02
no 25 tabnetok y 6X a nakyBaHHs: TUMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
6nictepi; no 4 ecnapma KOHTpO/1b rOTOBOrO Nikapcbkoro 3acoby. 3miHa y
6nicTepyn B ynakoBL,i dapma MeTofax BMNPOoGYyBaHHsi rOTOBOTO JTiKApCbKOro 3acoby
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
Cepsices (He3HayHa 3MiHa y 3aTBEPKEHNX METOAAX
M6X, BMNPO6YBaHHSA) - He3HayHa 3MiHa 3a NOKa3HNKOM
HimeuumnHa,; "laeHTudikalin NeBOTMPOKCHHY" MeTofom Y&, a came
BUPOGHMLITBO YTOYHEHHS A0 ONWUCY METOAUKU: SKLLO pe3ynbTar
in bulk, HEOAHO3HAYHWUIA, NPUroTyBaTV CTaHAAPTHUI PO3YMH
nepsBuHHe KOHLeHTpaLii 40 Mr/mMn (Takol camolo SK TeCTOBUIA
nakyBaHHs, PO34MH)
BTOPWHHE
nakyBaHHs,
KOHTPO/b
SAKOCTI, BUMYCK
cepii
NiHpgodhapm
rv6éX,
HimeyunHa
79. | E®OEPOKC® Tabnetku no 100 ecnapma HimeuuunH BTOPUHHE HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/19204/01/03
MKr; No 25 TabneTok M6X a nakyBaHHs: TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
y 6nicTepi; no 4 ecnapma KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa y
6nicTepu B ynakoBLj dapma MeToAax BUNPOGYyBaHHSA roTOBOrO J1iKapcbKoro 3acoby
Cepsices (He3HauyHa 3MiHa y 3aTBepKEHNX MeToAax
v6X, BMNPoOyBaHHSA) - He3HayHa 3miHa 3a NOKa3HWKOM
HimeuyumnHa; "laeHTudikalisa NeBoTMPOKCUHY" MeTogom Y&, a came
BUPOGHMLITBO YTOYHEHHS A0 ONWUCY METOANKU: SKLLO pe3ynbTar
in bulk, HEeOAHO3HAYHWUIA, NPUroTyBaTV CTaHAAPTHUI PO3YMH
nepBuHHe KOHLeHTpau,ii 40 Mr/mn (Takok camoto SiK TeCTOBWIA
nakyBaHHs, PO34MH)
BTOPUHHE
nakyBaHHs,
KOHTPO/b
AKOCTI, BUMYCK
cepii
Ninpodapm
m6X,
HimeyunHa
80. | E®EPOKC® TabneTtku no 25 mkr, ecnapma HimeuuunH BTOPVHHE HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/19204/01/01
no 25 tabnetok y 6X a nakyBaHHs: TUMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbknin 3aci6. peyenmom
6nictepi; no 4 ecnapma KOHTposb roToBoro nikapcbkoro 3acoby. 3mMiHa y
6nicTepu B ynakoBL,i dapma MeTofax BMNPO6YyBaHHS roTOBOrO J1iKapCbKOro 3acoby
Cepsices (He3HauHa 3MiHa y 3aTBepipKeHNX MeTogax
rv6X, BMMNPO6YBaHHSA) - He3HauHa 3miHa 3a MOoKa3HWKOM
HimeuuunHa; "lpeHTudbikauis NeBOTUPOKCUMHY" MeToAoM Y&, a came
BMPOGHMLITBO YTOUHEHHS [0 ONWUCY METOAMKM: AKLLO pe3yibTar
in bulk, HEOAHO3HAYHWIA, NPUroTyBaTV CTaHAAPTHUI PO3YMH
nepBuHHe KOHLeHTpauii 40 Mr/mn (Takok camor siK TeCTOBWA
nakyBaHHs, PO34nH)
BTOPWHHE
nakyBaHHS,

KOHTPO/1b
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Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
SIKOCTI, BUMYCK
cepii
Ninpochapm
v6X,
HimeyunHa
81. | EBPOMOHT TabneTkv xyBasbHi, AkKopg, Monbwa BMPOGHMLITBO IHgis/ BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/19125/02/01
no 4 mr, no 14 Xenckea nikapcbkoro Benuka TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
Tabnetok y 6nictepi; Moncka Cn. 3acoby, BputaHia/ thapmakoHarnagy. BeegeHHs abo 3miHu fo
no 2 6nictepu y 3.0.0. nepBuHHE Ta YropwumHa/ y3araslbHeHVX gaHux Npo cuctemy dpapmakoHarnsgy
nauui BTOPVHHE MonbLa (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
nakyBaHHs, dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocoou,
KOHTPO/1b BiANOBIAabHOI 3a 34iiCHEHHA thapmakoHarnagy;
AKOCTI cepii: KOHTaKTHOI 0co6M 3 chapmakoHarnsay 3asiBHuKa ans
IHTac 3pificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
dapmacbioTika BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/TbHOI
nc Nimites, 3a 3AjiicHeHHs hapMakoHaraay (Bkiyaroum
IHais KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
BMPOBHULITBO tharina cuctemmn chapmakoHarisgy) 3miHa
nikapcbkoro YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifaIbHOT 3a
3acoby, hapmakoHarnag,.
nepBuHHE Ta [Litova pepakuis: Arata NeceBuy / Agata Gesiewicz.
BTOPUHHE MponoHoBaHa pepakuis: Apnetta BepuHcbka / Arletta
nakyBaHHs, Werynska. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT
KOHTPO/1b ocobu, BiANoOBIAaUIbHOI 3a hapmakoHarnsg. 3MmiHa
AKOCTI cepii: KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBiganbHOI 3a
IHTac thapmakoHarnag B YkpaiHi. [itova pepakuin: WynbLy
dapmachbtoTika Onbra CepriiBHa. MponoHoBaHa pegakuis: Maictep
nc Nimitea, MapwHa eHHagjiBHa
IHgisa YTOYHEHHS W00 MicLie3HaxXoKeHHs MmacTep-chaiina
fofarkosa cmcTeMu dhapmakoHarnsagy. YTo4UHeHHs Wwoao micus
AinbHUUS 3 3[iiCHEHHS1 OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
NepBUHHOTO Ta
BTOPUHHOTO
nakyBaHHS:
AKKOP[,
XEJ/ICKEA
NIMITEA,
Benvka
BputaHis
KOHTPO/b
AKOCTI:
SAPMABANIL,
nra.
Mikpo6ionoriy
Ha
naboparopis,
YropLmHa

KOHTPOSIb
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
AKOCTI:
€BpoduiHC
Ananitikan
Cepgices
XaHrepi K.,
YroplmHa
BiANOBiAA/IbHN
11 3a BUNyCK
cepii:
AKKOP[,
XEJ/ICKEA
NIMITEA,
Benvka
BpuTaHis
BiANOBIAA/IbHN
1 3a BANyCK
cepi:
Akkopg,
Xenckea
Moncka Cn. 3
0.0. Cknag
ImnopTepa,
Monblua
82. | EBPOMOHT TabneTkv xyBasbHi, AkKopg, Monbwa BMPOGHMLITBO IHgis/ BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/19125/02/02
no 5 wmr, no 14 Xenckea nikapcbkoro Benuka TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
Tabnetok y 6nictepi; Moncka Cn. 3acoby, BputaHia/ thapmakoHarnagy. BeegeHHs abo 3miHu fo
no 2 6nictepu y 3.0.0. nepBuHHE Ta YropwwmHa/ y3araslbHeHVX faHux Npo cuctemy papmakoHarnsgy
nauui BTOPVHHE MonbLa (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
nakyBaHHs, dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi 0coou,
KOHTPO/1b BiANOBIAabHOI 3a 34iiCHEHHA thapmakoHarnaay;
AKOCTI cepii: KOHTaKTHOI 0co6M 3 chapmakoHarnsay 3asiBHuKa ans
IHTac 3pjificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
dapmacbioTika BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
nc Nimites, 3a 3AjiicHeHHs hapMakoHaraay (Bkiyatum
IHais KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
BMPOBHULITBO tharina cuctemmn chapmakoHarisgy) 3miHa
nikapcbkoro YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifaIbHOT 3a
3acoby, hapmakoHarnag,.
nepBuHHE Ta [Litova pepakuis: Arata NeceBuy / Agata Gesiewicz.
BTOPUHHE MponoHoBaHa pepakuis: Apnetta BepuHcbka / Arletta
nakyBaHHs, Werynska. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT
KOHTPO/1b ocobu, BiANoBiAasIbHOI 3a hapmakoHarnsg. 3MmiHa
AKOCTI cepii: KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBiganbHOI 3a
IHTac hapmakoHarnag B Ykpaini. [itova pepakuisn: WynbLy
dapmacbtoTika Onbra CepriiBHa. MponoHoBaHa pegakuis: Maictep
nc Nimitea, MapvHa eHHagiiBHa.
IHgisa YTOYHEHHS W00 MicLie3HaxXoKeHHs MmacTep-chaiina
fofartkosa cucTeMu dpapmakoHarnsagy. YTo4HeHHs Wwoago Micus
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n/n

JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

AinbHUUSA 3

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknav
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

83.

XUNBOKOCT

Ma3b no 25 r abo no

TOB "[OKMM

NepBUHHOTO Ta
BTOPUHHOTIO
nakyBaHHS:

AKKOP[,
XEJNICKEA
NIMITEA,

Benvka
BputaHis
KOHTPO/b
AKOCTI:
®APMABANIA
nra.
Mikpo6iosoriy
Ha
naboparopis,
YropLmHa
KOHTpPO/1b

AKOCTI:

€BpoduiHC
Ananitikan
Cepgices

XaHrepi K.,
YroplmHa

BiANOBiAA/IbHN

11 3a BUNyCK
cepii:
AKKOP[,
XEJ/ICKEA
NIMITEA,
Benvka
BpuTaHis
BiANOBIAA/IbHN
1 3a BANyCK
cepi:
Akkopg,
Xenckea
Moncka Cn. 3
0.0. Cknag
ImnopTepa,
Monblua

3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.

APTONIA

40 r y Ty6i; o 1 Ty6i
B NauLii 3 KapTOHY;

no25ra6ono50r,
abo no 90 r y 6aHLu;
no 1 6aHuj B nauuj 3

"®apmauesT
nyHa
habpuka"

KapToHy

Ykpaina

TOB "OKN
"®apmaueBTu
yHa thabpuka"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnagy (iHwi 3miHun)
OHOBNEHHSA TEKCTY MapKyBaHHSA NMePBUHHOT Ta
BTOPWHHOT yNakoBKM /liKapCcbKoro 3acoby, a came
BUYYEHHST iHGhopMaLii, 3a3Ha4eHOl PoCiiiCbKO

MOBOH (A1 ynakoBkn no 25rtano 40 ry 1y6i, no 1

6e3
peyenma

UA/6235/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
Ty6i B NayLi 3 KapTOHY) Ta YTOUYHEHHS iHhopmaLi
wopo norotuny y n. 17. IHWE. BeefeHHA 3MiH
NpoTArom 6-T1 MiCALIB MiCNsA 3aTBEPKEHHS
84. | 3ALE® MOPOLLIOK ANs My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/8417/01/01
PO34UHY AN5 iH'EKU | aKLioHepHe akuioHepHe TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom | niosasieae
no 1r; 1 conakoH 3 TOBapuCcTBO TOBapuCTBO thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
MOPOLLKOM; 5 "HaykoBo- "HaykoBo- NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
donakoHiB 3 BMPOGHUYNIA BMPOGHUUNIA 0151 MeAMYHOro 3acTOCyBaHHSA Ha nigcTasi perynsipHo
MOPOLLKOM Yy KaceTi; LEeHTp LeHTp OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapCcbKoro 3acoby,
no 1 kaceTi B neHani | “"bopLuariscb "BopLuariBcbk abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS NikapCbKoro
3 KapToHy; 1 chnakoH KWiA Ximiko- WiA XiMiKo- 3acoby B nicnspeecTpauiliHnii nepios, abo sk
3 MOPOLUKOM Y navi hapmaueBT hapmaueBTny pe3ynbTaT OLUiHKM 3BITY 3 AOCNILKEHb, NPOBEAEHNX
3 KapTOHY VNYHUIA HWiA 3aBoa” BiANOBIAHO A0 MnaHy negiatpuuHnx gocnimxers (PIP)
3asog” (3MiHy y3rofkeHo 3 KOMMETEHTHVUM YNOBHOBaXXEHUM
opraHom)
3MiHN BHECEHO [0 IHCTPYKLi 415 MegUyYHOro
3acToCyBaHHA NiKapcbkoro 3acoby A0 po3ainis
"Oco6nvmBocTi 3acTocyBaHHs", "Mo6iuHi peakwii"
BiANOBIAHO [0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
nito4oi pevoBuHN (LedTasnanmy) 3rigHo 3
pekomeHgauismm PRAC.
TepMmiH BBEAEHHSA 3MiH - MPOTAroM 6 MicauiB nicns
3aTBEpPKEHHS. 3MiHY | TUny - 3MiHK WoA0
6e3nekn/edeKkTnBHOCTI Ta thapmakoHarnsagy (iHLwi
3MiHM) 3MiHN BHECEHO [0 IHCTPYKLii A1 MeAUYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby A0 po3ainy
"Mo6iuHI peakwji" W00 NOBIAOMIEHHS MPO
nigo3proBaHi No6iyHi peakuii. TepMiH BBEAEHHS 3MiH -
NpOTAroM 6 MicsiLiB MicNs 3aTBEPIKEHHS.
85. | B0OKAPJAIC® 30 | TabneTku, BKpUTI MeHapiHi Miokcemby | Bupo6HWLTBO Himeuunna/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/3246/01/02
Mmr NNiBKOBOO IHTEepHeLIOoH pr "in bulk”, ITanis TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbkuWii 3aci6. peyenmom
060/10HKO10, Mo 30 an nepBuHHE Ta 3MiHM Yy BUPOOHMUTBI. 3MiHa iMnopTepa/3MiHu, LWo
MTr; Mo 7 TabneTok y OnepenLwoH BTOPUHHE CTOCYHOTbCS BUMYCKY cepii Ta KOHTPOSIHO SKOCTI
6nictepi; no 1 c nakyBaHHs, roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo fofaBaHHS
6nictepy B Tokcembypr KOHTpONb Ta [iNbHUUI, Ha SKIl 3aiCHI0ETbCS
KapTOHHI Kopo6Lyj; C.A. BMNYCK Cepiit: KOHTpONb/BMNpo6yBaHHSA cepii) [logaBaHHA

no 14 tabnetok y
6nicTepi; no 1 a6o 2
6nictepu B
KapTOHHIA Kopoo6Li

MeHapiHi -
®oH XeiigeH
m6X,
HimeyunHa

Brpo6HMLUTBO
"in bulk”,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
BMNYCK Cepii:
A. MeHapiHi

anbTepHaTUBHOI AinbHUUsA Eurofins Biolab S.r.l., wo
posTalloBaHa 3a agpecoto Via Reno 2, 53036

Poggibonsi (Sl) Italy, Ha 5Kii1 34iAiCHIOETLCA KOHTPO/Tb
cepiii TN3. 3miHu | TNy - 3MiHK 3 AKOCTI. FOTOBUIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO /iKapCbKOro
3aco6y. 3miHa y MeTogax BMNpobyBaHHS rOTOBOr0O

nikapcbKoro 3acoby (iHWi 3MiHM y MeToAax
BMNPO6YBaHb (BK/OYAYM 3aMiHy ab60 [ONOBHEHHS))
3amiHa meTogy «BEPX, meTog 2», Wwo

BUKOPUCTOBYETbLCA A/191 BU3HAYEHHSA ifeHTUdiKawii
30cheHonpusy, KiNnbKiCHOro BMIiCTy 30cheHonpuy
KaubLlito Ta KifIbKiCHOro BMICTY [JOMILLOK Ha HOBWIA
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
MaHyhakTypiH meTog BEPX.
r JloricTikc eHp, BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
Cepsicec 3aTBEPAKEHHS. 3MiHK | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA
C.p.J1, Itania nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKOro
3acoby. 3miHa y MmeTofax BUNpobyBaHHSA roTOBOro
KoHTpO/b niKapcbKoro 3acoby (BUyYeHHs MeToay
cepiii: BMNPOGYBaHHS, SKLLO BXe 3aTBepKeHWi
Jomne anbTepHaTuBHUIA MeToa) BunyueHHs metogy «BEPX,
hapmaueyTiui MeTOZ, 1», L0 BUKOPUCTOBYETHCSA /1 BUSHAYEHHS
C.n.A,, Itanis ineHTudikauii 3ocheHonpuny, KiflbKicHOro BMICTy
300peHonpuy Ta KiIbKICHOro BMICTY AOMILLOK. 3MiHK |
A. MeHapiHi TNy - 3MiHK 3 SIKOCTi. FOTOBUIA Nnikapcbkuii 3aci6.
MaHyhakTypiH CurcTeMa KOHTelHep/3aKynoproBasibHUiA 3aci6. 3miHa
r JloricTikc eHp, napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
Cepsicec NepBMHHOT YNakoBKM FOTOBOrO JliKapCbKOro 3acoby
C.p.J1., Itanisa (BMNyYEeHHS HE3HAYHOrO NokasHWka (Hanpuknag
3acTapisioro nokasHuka)) BunyyeHHs He3HauHoOro
€pochiHc nokasHuka «Bara Tepmonaky» (abo «Bara
Bionab TepMO3BaploBa/IbHOIO N1aky») 3i cneyudikawii
C.p.n., Itanis NepBMHHOT YNakoBKM roTOBOrO J1iKapCbKoro 3acoby.
86. | 30KAPAIC® TabneTku, BKpUTI MeHapiHi IMokcemby | Bupo6HMLTBO HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/3246/01/01
7,5MIr NNiBKOBOO IHTEepHELLOH pr "in bulk", ITanis TUMy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbkuMii 3aci6. peyenmom
060n10HKot0, No 7,5 an nepBuHHE Ta 3MiHM Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3amiHu, Wwo
Mr; 0 7 TabneTok y OnepeLwoH BTOPWHHE CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/IHO AKOCTI
6nictepi; no 1 c nakyBaHHs1, roTOBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
6nictepy B Jiokcembypr KOHTPONb Ta OiNbHULI, Ha SIKIA 34iACHI0ETBCA
KapTOHHI kopo6uyj; C.A. BVNYCK Cepiii: KOHTpONb/BMNpOGYBaHHSA cepii) [JloaaBaHHSA

no 14 tTabneTtok y
6nicTepi; no 1 abo 2
6nictepu B
KapTOHHiA KOpooLi

MeHapiHi -
®oH XeligeH
m6X,
HimeuunHa

Brpo6HMLUTBO
"in bulk”,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
BMNYCK Cepiii:
A. MeHapiHi
MaHydakTypiH
r JloricTikc eHg
Cepsicec
C.pJ1., Itanis

KoHTposb
cepiii:
[domne

anbTepHaTUBHOI AinbHUUs Eurofins Biolab S.r.l., wo
posTalloBaHa 3a agpecoto Via Reno 2, 53036

Poggibonsi (SI) Italy, Ha Skiii 34jiACHIOETLCA KOHTPOSb
cepiii TN3. 3miHu | TMNY - 3MiHKW 3 IKOCTI. FOTOBUIA
nikapcbkuii 3aci6. KOHTpOib roTOBOro Nikapcbkoro
3acoby. 3miHa y MeToAax BUNpo6yBaHHSA roTOBOro

niKapcbKoro 3acoby (iHLWi 3MiHM y MeTogax
BMNpoGyBaHb (BK/IOYa4M 3amiHy ab0o [ONOBHEHHS))
3amiHa meTogy «BEPX, meTog 2», wo
BUKOPUCTOBYETbLCA A1 BU3HAYEHHS iaeHTUdiKawLil
30dpeHonpuy, KinlbkiCHOro BMICTy 30heHonpuy
KauibLiito Ta KifIlbKiCHOro BMICTY [OMILLOK Ha HOBUIA
metog, BEPX.

BBefeHHs 3MiH npoTarom 6-t1 MicauiB nicns
3aTBEPMKEHHS. 3MiHW | TuMny - 3MiHK 3 AKoCTi. [oTOoBWIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeTogax BMNpobyBaHHs rOTOBOr0O
nNiKapcbKoro 3acoby (BUy4eHHs MeToay
BUMNPOOYBaHHS, AKLLO BXe 3aTBepKeHui
anbTepHaTUBHUI MeToa) BunyyeHHs metody «BEPX,
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
thapmaueyTiui MeTog 1», WO BUKOPUCTOBYETLCA [/19 BUSHAYEHHS
C.n.A., Itanisa iaeHTudikauii 30heHonpuiy, KisibkKicHOro BMicTy
300¢peHonpuy Ta KiIbKICHOro BMICTY AOMILLOK. 3MiHK |
A. MeHapiHi TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
MaHydakTypiH CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3MiHa
r JloricTikc eHp napameTpiB crneuudikaliin Ta/abo fonycTUMUX MexX
Cepsicec NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
C.p.J1., Itanisa (BMyYeHHS HE3HAYHOrO NokasHWKa (Hanpuknag
3acTapisioro nokasHuka)) BuayyeHHs He3HauHoOro
€BpochiHC nokasHuka «Bara Tepmonaky» (a6o «Bara
Biona6 C.p.n., TepMO3BapOBa/IbHOr0 flaky») 3i cneumdikawi
ITanis NepBMHHOT YNakoBKM rOTOBOTO J1iKapCbKOro 3acoby.
87. | 1I30-MIK® KOHUeHTpaT ans TOB HB® YkpaiHa AT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a He UA/3186/02/02
pPO34UMHy AN "Mikpoxim" "®APMAK", UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom | nidnsieae
iHcpysiiA, 1 mr/mn, no YkpaiHa 3MiHU Yy BUPOGHMUTBI. 3MiHK Y NpoLeci BUPO6HMLTBA
10 mn B amnyni; no TOB HB® rOTOBOrO J1iKapCbKOro 3acoby, BK/OUaUM NPOMIXHWIA
5 amnyn y 6nictepi; "Mikpoxim", NPOAYKT, L0 3aCTOCOBYETLCS NPV BUPOOHULITBI
no 2 6nictepu y YkpaiHa rOTOBOrO JliKapcbKoro 3acoby (iHwWi 3MiHW) - He3HauHi
naJui 3 KapToHy; No BignoBigabHU 3MiHM B TEXHOOrYHOMY npoueci Ha cTagil
10 mn B amnyni; no 1 3a BMNyCK NPUrOTYBaHHS PO3UMHY Y 3B’A3KY 3i 3MiHaMK B Npoueci
5 amnyn y kacerTi; no cepii, He BMpo6HMLTBa ADI i30CcOpbigy AvHATpIO (3MiHa
2 kaceTu y nauuij 3 BK/THOHAI0UM iHepTHOro HamnoBHOBaya), Lo NoTpebye BHECEHHS
KapTOHY KOHTPONb/BYN yTO4HEeHb g0 po3ginis 3.2.P.3.2 Cknag Ha cepito, a
po6yBaHHs came YTOYHEeHHs iHdhopmauii ctocoBHo APl (3amiHa
cepii A®I i3ocopbiny AvHITpaTy BoAHWIA Ha i30copbigy

OVHITpaTy po3sefeHuii) Ta fo posginy 3.2.P.3.3 Onuc
BMPOGHMYOro NpoLecy Ta KOHTPOJIO Npouecy, a came
3MiHU Ha cTagil NPUroTyBaHHA PO3UnHY. 3MiHK | Tuny -
ALMiHICTpaTMBHI 3MiHN. BuiyyeHHs BUPOGHMYOT
AiNbHULI (BKOYatoum AinbHuGi ana A®l, npomikHoro
NpoAyKTY abo roTOBOro NiKapcbkoro 3acoby, AiNbHULL
NSl NpOBEefieHHs NaKyBaHHs, BUPOOHNKA,
BiANOBIAA/ILHOrO 3a BMMNYCK Cepiii, MicLie NpOBEAEHHS
KOHTPOIO cepii) abo nocTadasibHUKa BUXIAHOIO
marepiany, peareHTy abo AONOMKHOI PeYOBUNHM
(AKLLLO 3a3HAYEHO Y A0ChE) - BryyeHHs BUPOGHMKa,
BignosiganbHOro 3a Bunyck cepii TOB HB®
«MiKpOoXim» 19 rOTOBOrO JlikapcbKoro 3acoby,
3atBepaxeHo: AT «@PAPMAK», YkpaiHa 04080, micTo
Kwuis, Bynuus Kupuniscbka, 6yamHok 74 TOB HB®
«MIKPOXIM», YkpaiHa 93000, J/lyraHcbka 0611., M.
Py6ixHe, Byn. JleHiHa, 6ya. 33 (BignoBiganbHuii 3a
Bunyck cepii) TOB HB® «MIKPOXIM», YkpaiHa 01013,
M. Kuis, Byn. BygiHaycTpii, 6ya. 5
(BignoBigasibHMIA 3a BUMYCK Cepii, He BKOYaun
KOHTPONb/BUNPOGYBaHHS cepir)
nponoHoBaHo: AT «®APMAK», YkpaiHa 04080, micTo
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0OYeHHs

KwiB, Bynnusa Knpuniscbka, 6yanHok 74
TOB HB® «MIKPOXIM», YkpaiHa 01013, m. Kuis, Byn.
BygingycTpii, 6ya. 5
(BignoBiganbHWIA 3a BUMYCK Cepii, He BKOYaun
KOHTPONb/BUNPOBYBaHHSA cepil). Y 3B'A3Ky 3
BW/TyYEHHSIM OfHOTO 3 BUPOOHWKIB, BiANOBIAA/ILHOIO
3a BUMYCK Cepii, BUTyYEHO iHCTPYKL,iO0 415 MEANYHOIO
3aCTOCYBaHHSA Ta TEKCT MapKyBaHHS YNakoBKu
NiKapcbKoro 3acoby A5 Lboro BUpo6HMKa. 3minu I
1Ny - 3MiHK 3 aKkocTi. A®l. BUpo6GHMUTBO (iHLLI 3MiHW)
- 3MiHW B TEXHO/OrYHOMY npoLeci BUpobHuuTBa AdI
i3ocop6iay avHiTpaty, a came 3amiHa Adl i3ocopbigy
AvHiTpaty BogHuii (UA /4631/01/01) Ha i3ocopbigy
AvHiTpaTy po3sefexuiin (UA /13554/01/01).

88.

IMMYHAN®

Tabnetkn no 80 mr;
no 10 Tabnetok y
6nictepi; no 2
6nictepn y
KapTOHHIA Kopoo6Li

CaHpo3
dapmachbHoTi
Kans 4.4a.

CnoBeHis

KOHTpOb cepii
(mikpob6ionoriy
HWIA
KOHTPO/b),
BWMNYCK Cepil:
Nex
PapmaneBTny
Ha KoMmnaHis
4.4., CnoseHis

BMPOGHMLTBO
bulk,
nepBrHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTpOb cepii
(3a
BUK/OYEHHAM
Mikpo6ionoriyH
oro
KOHTPO/I0)):
HosaprTic
dapmacbioTika
n
MaHythakTypu
Hr JIC,
CnoseHis

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa NPoBaXeHHs AisNIbHOCTI
BVPOGHMKa/imnopTepa rotoBoro ikapcbKoro 3acoby,
BK/IOYAOUM AiNbHULI BUMYCKy cepii abo micue
NPOBeAEeHHS KOHTPOJIHO AKOCTI. (LiSNbHICTb, 3a AKY
BiANOBIgae BUPOGHMK/IMNOPTEP, He BKIYaoun
BUMYCK Cepiii)- BHacnifgokK BiJOKpeMIEHHS KOMMaHii
SANDOZ Big koMmnaHii Novartis 6yn0 CTBOpeEHO HOBY
Has3BYy IOPUANYHOI 0CO6M, L0 OTpUMaa HoBwiA
NoYTOBWIA iHAEKC. Y pe3ysnbTarti BiabyaeTbcs 3MiHa
Ha3BW, agpecy (NOLITOBOrO IHAEKCY) Ta dhyHKLii
BMPOGHMKa, WO BiAMNOBIAAE 3a NOBHUIA LMK
BMPO6HMLTBA 3 "/lek ®apmaueBTMYHa KoMMaHisa A4.4,.,
BeposlkoBa 57, /liobnsaHa 1526, CnoseHisa"("Lek
Pharmaceuticals d.d., Verovskova 57, Ljubljana 1526,
Slovenia") Ha "HoBapTic ®apmachtoTikan
ManydaktypuHr JI/1C, Byn. BeposLikoBa 57, JllobnsHa
1000, CnogeHist" ("Novartis Pharmaceutical
Manufacturing LLC, Verovskova ulica 57, 1000
Ljubljana, Slovenia") 3 doyHkuismn: BUpo6bHMUTBO bulk,
KOHTPO/b Cepii (OKpiM MiKpOGiOIOrivYHOro), NEPBUHHE
Ta BTOPVHHE NakyBaHHA. ®akTuuHe
MiCLLe3HaX0MKEHHS BUPOOHUKA HEe 3MIHNN0CA. DYHKUIT
KOHTPONIO cepii (MiKpo6ioNOriYHNA KOHTPO/Ib) Ta
BUMYCKy cepil i Hafani BUKOHYBaTUMYTbCS KOMMaHIED
"Nlek ®apmaLueBTMUHA KOMNaHiA 4.4., BY/.
Beposlkosa 57, /llo6nsHa 1526, CnoseHris" ("Lek
Pharmaceuticals d.d., Verovskova ulica 57, Ljubljana
1526, Slovenia"). Takox 3anponoHOBaHO pejakLiiiHi
3MiHW, @ came BK/I0YEHHs ciioBa "ulica” (To6To
BY/MLA) A0 aApecy BUPO6HMUYMX AinbHuub "Novartis
Pharmaceutical Manufacturing LLC, Slovenia " 1a "Lek
Pharmaceuticals d.d., Slovenia". 3miH1 BHeCceHi B

6e3
peyenma

nionsieae

UA/2837/02/01
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n/n

JliKapcbKo20
3acoby

(nikapcbka chopma,
ynakoska)

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

89.

IHO3UH
NMPAHOBEKC

Tabnetkn no 500 wr;

TOB "[OKTI

YKpaiHa

TOB

YKpaiHa

IHCTPYKLiO 4151 MeANYHOTO 3aCTOCYBaHHS iKapCbKOro
3acoby y po3ainn «BUpobHuK» Ta
«MicLe3HaxomkeHHs BUPOGHMKa Ta agpeca Micus
MPOBaPKEHHS AOT0 AiSSILHOCTI» 3 BiANOBIAHUMM
3MiHaMW Y TeKCTi MapKyBaHHS YNakoBKW NiKapcbKoro
3aco6y. BBefeHHA 3MiH NpoTAroM 6-Tu micsAuiB nicns
3aTBepMKEHHA. 3MiHK | Tuny - 3MiHW WoAo
6e3nekun/edhekTUBHOCTI Ta thapMakoHarnagy (iHuwi
3MiHM) - 3MiHW BHECEHO B TEKCT MapKyBaHHS
NepBUHHOT ynakoBkun y n. 6. «IHLE» (BHOCUTbCA
YTOYHEHHS LLOA0 NOTOTUNY 3aABHMKA Ta J04a€TbCA
TexHiyHa iHdopmaLis Ta iHchopmav,is Wo[o OANHULIb
BUMIPIOBaHHS 3a cMCTEMOIO Sl) Ta BTOPUHHOI YNakoBKW
B N. 8. «AATA 3AKIHUEHHA TEPMIHY
MPUOATHOCTI», n. 11. «<HAUMEHYBAHHS |
MICLE3HAXOKEHHA BUPOBHUKA TA/ABO
3AABHUKA» (nogasaHHs iHdhopMaLii Wwoao
3asBHMKA), N.17. «IHLWE» (BHOCUTbLCSA YTOYHEHHS
LLIOZ0 /TOrOTUNY 3asiBHUKA Ta [0AAETbCA TEXHIYHA
iHhopMauis Ta iHhopMauisa Woao oanHULL
BMMIiptOBaHHSA 3a cuctemoto Sl). BBefieHHs 3MiH
NpoTSArom 6-Tv MicsLiB MicAsi 3aTBEPAKEHHS.

90.

no 10 TabneTtok y
6nictepi, no 2 abo
no 4 6nictepu y
nauuj

IHPEK3OH -

NOPOLLIOK A/1sA

"®apmaueBT
nyHa
habpuka"

CeHc

"OKM"®apmay,
eBTMYHa
habpuka"

IHais

CeHc

IHais

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
TUny - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6.
3MiHu y BUPOGHMUTBI. 3MiHa po3mipy cepil
(BK/KOHAOUM Ajiana3oH po3Mipy cepil) roToBOro
niKapcbKoro 3acoby (36isbleHHs go 10 pasis
MOPIBHSAHO i3 3aTBEPAXEHUM PO3MIPOM) - BBEAEHHS
[0AaTKoBOro po3mipy cepii N3 148-150 kr
Tabnetmacu abo 145-150 kr TabneTok. [ioua
pepakuis: O6’em cepii: 71,5 kr abo 98 284 TabneTok,
9828 6nicTepa; 4914 yn. Ne20 (10x2) abo 2457 yn
Ne40 (10x4); NMponoHosaHa pegakuis O6’em cepii: 71,5
Kr abo 98 284 Tabnetok, 9828 6nictepa; 4914 yn.
Ne20 (10x2) abo 2457 yn. Ne40 (10x4); O6’em cepil:
148-150 kr Tabnetmacu a6o 145-150 kr TabneTok abo
223076 -242954 wt. TabneTok, 21844-24295 .

6nictepis; 10922-12147 yn. Ne20 (10x2) a6o 5461-
6073 yn Ne40 (10x4).3miHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA NTikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHM y npoueci BUPOBHULITBA FOTOBOMO NiKapCbKOro
3aco6y, BKIOYaUM NPOMKHUIA NPOAYKT, L0
3aCTOCOBYETHCSA NPY BUPOGHULTBI FOTOBOTO
nikapcbKoro 3acoby (iHLi 3MiHW) - He3HaYHI 3MiHV B
BMPOGHMYOMY NPOLIEC, & came: yac nepeMillyBaHHs,
OnyAptoBaHHA; CNoci6 BBeAEHHS PO3UNHY
3B0/I0XKYBa4a; TeMnepartypy Ta Yac CyLUK/ Macy.

3a
peyenmom

UA/19126/01/01

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepiasis: 3MiHu |

3a

He

UA/19201/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
1000 po3unHy ons Na6opaTopi NabopaTtopic TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nidnszae
iH'ekuji1, no 1000 mr, ¢ MNeT. T4, MeT. N14. thapmakoHarnsgy. 3MiHa y KOpOTKill XxapakTepucTuLi
no 1 donakony y NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
KapTOHHI ynakoBsL,i [ANs MeAMYHOro 3aCTOCYyBaHHSA Ha MigcTasi peryssipHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
ab60 JocnigxeHb 3 6e3nekn 3aCTOCyBaHHS /ikapCbKoro
3acoby B nmicnspeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHnx gocnimxkers (PIP)
(3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom)
3MiHWN BHECEHO A0 IHCTPYKLi 415 MegUyYHOro
3acTOCyBaHHS NikapcbKoro 3acoby y po3aim
"Oco6nmBOCTi 3acTocyBaHHS", "Mo6iuHI peakwyii™
BIANOBIAHO [0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
Aito40T pevoBunHN. BBeAEHHS 3MiH NpOTArom 6-Tu
MicALiB nicnsa 3aTBeppKEHHs
91. | IPBETAH Tabnetku no 300 mr AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/6820/01/01
no 10 TabneTok y "KNIBCbKU "KNIBCbKWI Tuny - 3MiHK 3 sikocTi. CepTudikar BignosigHocTi/IE- peuyernmom
6nictepi; no 2 i BITAMIHHUIA cepTudikaT BignoBigHOCTI EBponeiickkiii
6nictepu B nayui BITAMIHHW 3ABO/" thapmakonei/moHorpadii. NogaHHs HoBOro abo
" 3ABOA" OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o

BWU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns suxigHoro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCS Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBMeHWA cepTuduikat
Bif, y)X€ 3aTBep)KEHOro BUPOOHMKA - MOJaHHS
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €EBponenchkili
hapmakonei Ne RO-CEP 2010-033-Rev 01
(3aTBepmxeHo: RO-CEP 2010-033-Rev 00) ans aitoyoi
peuoBuHM Irbesartan Big BXe 3aTBEpAKEHOIO
BMpo6Huka ZHEJIANG HUAHAI PHARMACEUTICAL
CO., LTD. 3MiHu | TUny - 3MiHn 3 AkocTi. AdI.
KoHTponb A®l. 3miHa y napameTpax cneuumdikauiii
Ta/abo fONyCTUMUX MEX, BUSHAUEHUX Y
cneuudikauisix Ha A®l, abo BUXigHWUA/NPOMIXKHWIA
npoAyKT/pearexT, L0 BUKOPUCTOBYIOTLCS Y NMPOLLECI
BMPOGHMLUTBA ADI (iHLi 3MiHW) BHECEHHS 3MiH B
cneumdikauilo Ta MeToamn BXiAHOTO KOHTpono APl 3a
nokasHukamm «PO3UMHHICTb», «TeMnepaTypa
NNaBMEHHS» - BUTYYEHO NOKa3HUKN. 3a NMOKa3HNKOM
«lpeHTudikauis B» -0onoBHEHHSA crneundikaLii
Mexamu 15 BU3HadeHHs nikis APl Ta 3a3HayeHHs
MeToAy BUNpo6oByBaHHA (PeHTreHiBCcbka
oundpaktorpama cy6ctaHuii (4dPY,2.9.33). 3MiHu |
Tmny - 3MiHK 3 akocTi. CepTtudikaT BignosigHocTI/l E-




97

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
cepTudikaT BignoBigHOCTI EBpONENCHKIi

hapmakonei/MoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpPONENCHKIi
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNULTBI ADI; fns
[LOMOMDKHOT peYoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNeHN cepTudpikaT
Bif] y)X€ 3aTBEpI)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
apmakonei Ne RO-CEP 2010-033-Rev 02
(3atBepmxeHo: RO-CEP 2010-033-Rev 01) gns gitoyoi
peyoBuMHM Irbesartan Big BXe 3aTBEpAXEHOro
BMpo6HMKa ZHEJIANG HUAHAI PHARMACEUTICAL
CO., LTD. 3miHu | TRy - 3miHu 3 sikocTi. CepTuddikar
BignosigHOCTI/IE-cepTudcpikar BignosigHOCTI
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudikat
Bif, y)X€ 3aTBepI)KEHOr0 BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BignoBigHOCTI EBpoNeichkil
chapmakonei Ne R1-CEP 2010-033-Rev 00 gnis gitovoi
peyoBuHM Irbesartan Big BXe 3aTBEpAXEHOro
BMpo6HMKa ZHEJIANG HUAHAI PHARMACEUTICAL
CO., LTD. 3minHu | Tuny - 3miHu 3 sikocTi. CepTuddikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BignoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuXigHOro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTLCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBuHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudikat
Bif] y)Xe 3aTBep)KEHOro BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BianoBigHOCTI EBponeiichbkil
chapmakonei Ne R1-CEP 2010-033-Rev 01 gns gitovoi
peyoBuMHM Irbesartan Big BXe 3aTBEpAXEHOro
BMpo6HMKa ZHEJIANG HUAHAI PHARMACEUTICAL
CO., LTD.
3MiHM | TUNY - 3MiHK 3 aKocTi. CepTudiikaT
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1

€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANoBIAHOCTI
abo BuNy4YeHHs cepTudpikarta BignoBigHOCTI
€Bponeiicbkin hapmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMDXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl Y)Ke 3aTBEep)KEHOro BUPOGHMKa -
noAaHHs OHOBJIEHOTO cepTudikaTa BifnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2010-033-Rev
02 gns piroyoi pevosuHK Irbesartan Big Bxe
3aTBepmkeHoro BupobHuka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. 3MiHu | Tuny - 3MiHu 3
akocTi. CepTtucpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiicbkii hapmakonei/MmoHorpadii.
MopaHHA HOoBOro abo OHOBMEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYEHHS cepTudikara
BiANoBigHOCTI EBponelicbkin hapmakonei: ans Adl;
[ONs BUXIQHOTO MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
A5 AONOMDKHOT peyoByHK (cepTuddikaT BifgnoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl Y)Ke 3aTBEep)KEHOro BUPOGHYKaA - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBpoNenchkil
hapmakonei Ne R1-CEP 2010-033-Rev 03 ans gitouoi
peuyoBuHM Irbesartan Big BXe 3aTBEpAKEHOIO
BMpo6Huka ZHEJIANG HUAHAI PHARMACEUTICAL
CO., LTD, sk Hacnigok 3miHu B cneyudikauii Ta
MeTOoAax KOHTPOJI0 38 NOKA3HUKOM «HiTpo3amiHn»
(NDEA) —He 6inbLie 0,03 ppm; (NDMA) -He 6inblue
0,03 ppm), foAaHO KOHTPOSb AOMIlKY asuay (AZBT
He 6inbLue 5 ppm). 3miHu | TURY - 3MiHK 3 AKkocTi. ADI.
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHs AdI
a60o BuUxigHoOro marepiasay/npomMixxHoro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLEC
BMPOGHMLUTBA ADI (iHLWi 3MiHM Y MeToAax
BMNPO6YBaHHsA (BK/IOYa0un 3aMiHy abo JONOBHEHHS)
A®| abo BMXigHOro/MPOMIXHOro NPOAYKTY)
3anpornoHoBaHa MeToAuKa BXiAHOro KOHTposio Ad|

Irbesartan Ans BU3HAYEHHS «3a/LLKOBI PO3UUHHIKIA».

3MiHn | TUNY - 3MiHK 3 sKocTi. APl KoHTponb AdI.
3miHa y meTogax BunpobyBaHHs A®| abo BuxigHoro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BVKOPWCTOBYETLCA Y NpoLieci BUPO6HMLTBA AP (iHLUI
3MiHM Y MeTofax BUNPo6yBaHHS (BK/OYaOUM 3aMiHy
a60 fonoBHeHHs)) A®I abo BUXIAHOrO/MPOMIXHOro
NpoAyKTy) 3anponoHoBaHa MeToamvKa BXigHoro
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0OYeHHs

KOHTponto A®I Irbesartan 415 BU3HAYEHHS «A0MILLKM
AZBT>» . 3MiHu | TUNy - 3MiHn 3 AkocTi. APl KoHTposib
A®|. 3miHa y meTogax BunpobysaHHsa A®| abo
BVIXiHOrO Matepiany/MpoMiXXHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AD|
(iHWwi 3MiHW y MeTogax BUNpobyBaHHA (BKIOYa0UM
3amMiHy abo fonoBHeHHs) APl abo
BUXiQHOro/NPOMIXHOrO NPOAYKTY) 3anponoHoBaHa
MeToAuKa BXigHoro KoHTposno A®I Irbesartan gns
BM3HAYEeHHs nokasHuka «HiTposamiHn NDEA, NEMA,
NDMA».

92.

IPBETAH-H

Tabnetku, 150
mr/12,5 mr no 10
Tabnetok y 6nictepi;
no 3 6nictepu B
naui

AT
"KUIBCbKW
"
BITAMIHHU
" 3ABOA"

Ykpaina

AT

"KNIBCbKWM

BITAMIHHWIA
3ABOJ"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoOro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns suxigHoro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBMeHWIA cepTudiikat
Bif, y)X€ 3aTBep)KEHOro BUPOGHMKA - MOJaHHS
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI €Bponenchkili
hapmakonei Ne RO-CEP 2010-033-Rev 01
(3aTBepmxeHo: RO-CEP 2010-033-Rev 00) ans aitoyoi
peuoBuHM Irbesartan Big BXe 3aTBEpAKEHOIO
BMpo6Huka ZHEJIANG HUAHAI PHARMACEUTICAL
CO., LTD. 3MiHu | TUny - 3MiHn 3 AkocTi. AdI.
KoHTponb A®l. 3miHa y napameTpax cneuudikauivi
Ta/abo AONyCTUMUX MEX, BUSHAUEHUX Y
cneuudikauisix Ha A®l, abo BMXigHWUA/NPOMIXKHWIA
npoAyKT/pearexT, L0 BUKOPUCTOBYIOTLCS Y NMPOLLECI
BMPOGHMLTBA ADI (iHLWi 3MiHW) BHECEHHS 3MiH B
cneumdikalilo Ta MeToamn BXiAHOTO KOHTpoo APl 3a
nokasHukamm «PO3UMHHICTb», «TeMneparypa
NNaBMEHHS» - BUTyYEHO NOKa3HUKN. 3a NMOKa3HNKOM
«lpeHTudikauis B» -0onoBHEHHSA crneuudikaLii
Mexamu 15 BU3HadeHHs nikis APl Ta 3a3HayeHHs
MeToAy B1UNpo6oByBaHHA (PeHTreHiBCcbka
oundpaktorpama cyéctauii (4PY,2.9.33). 3MiHu |
Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBpoNeNichKii
hapmakonei/MmoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKii
thapmakonei: gna A®l; ans BUXiAHOTO
mMarepiany/peareHTy/npomikKHOro nNpoAyKTy, Lo

3a
peyermom

UA/13715/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
BMKOPUCTOBYIOTLCS Y BUPOGHNLTBI ADI; ans

[LOMOMDKHOT peYoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHN cepTudpikaT
Bif] y)X& 3aTBEPI)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponeichkili
chapmakonei Ne RO-CEP 2010-033-Rev 02 gns gitovoi
peyoBuHM Irbesartan Bif BXe 3aTBEpAKEHOro
BMpo6Huka ZHEJIANG HUAHAI PHARMACEUTICAL
CO., LTD. 3miHu | Tuny - 3miHu 3 akocTi. CepTuddikart
BignosigHocTi/l E-cepTudpikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifnoBigHOCTI
abo Buny4yeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHN cepTudpikaT
Bif] y)X€ 3aTBEp)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
cthapmakonei Ne R1-CEP 2010-033-Rev 00 gns gitouoi
peyoBuHM Irbesartan Bif BXe 3aTBEpAKEHOro
BMpo6Huka ZHEJIANG HUAHAI PHARMACEUTICAL
CO., LTD.
3miHu | TMnY - 3MiHk 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudikat
Bif y)Xe 3aTBepxeHoro Bupo6Huka (b.111.1. (a)-2 1A)
noAaHHA OHOB/IEHOTO cepTudikara BifnoBifHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2010-033-Rev
01 ans pirovoi pevoBuHK Irbesartan Big Bxe
3aTBepmAKeHoro BupobHnka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. 3minu | Tvny - 3miHun 3
AKocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BiNOBIAHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MopaHHA HoBOro abo oHOBNEHOrO cepTudiikata
BiANOBIAHOCTI ab0 BUTYyYEHHS cepTudikata
BiZiNOBIAHOCTI E€Bponeichkii thapmakonei: ana Adl;
015 BUXIQHOTO MaTepiasy/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y BUPOOHULTBI AdI;

A5 AONOMDKHOT peyoBUHM (cepTudikaT BifgnoBigHOCTI
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1

€Bponelicbkiin hapmakonei) - OHOBMeHWIA cepTuduikat
Bif] y)Xe 3aTBepI)KEHOro BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BiAgnoBigHOCTI EBpoNeichkil
chapmakonei Ne R1-CEP 2010-033-Rev 02 gns gitovoi
peyoBuMHM Irbesartan Bif BXe 3aTBEpAXEHOro
BUpobHuKa ZHEJIANG HUAHAI PHARMACEUTICAL
CO., LTD. 3minHu | TRy - 3miHu 3 sikocTi. CepTuddikart
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BignoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudikat
Bif] y)Xe 3aTBep)KEHOro BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BiagnoBigHOCTI EBponeiichkil
chapmakonei Ne R1-CEP 2010-033-Rev 03 g5 gitovoi
peyoBuHM Irbesartan Big BXe 3aTBEpAXEHOro
BUpobHuKa ZHEJIANG HUAHAI PHARMACEUTICAL
CO., LTD, sk Hacnigok 3miHW B cneuydikauii Ta
MeToAax KOHTPO/I0 3a NOKa3HUKOM «HiTpo3amiHn»
(NDEA) —He 6inbLue 0,03 ppm; (NDMA) -He 6inblue
0,03 ppm), fOAaHO KOHTPO/Ib AOMillkM asugy (AZBT
He 6inblie 5 ppm). 3MiHn | TUNY - 3MiHKU 3 AKOCTI. ADI.
KoHTposnb A®I. 3miHa y meTogax BunpobdysaHHs AdI
abo BuxigHOro marepiany/npomikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BMPOGHMLTBA ADI (iHLWIi 3MiHM Y MeToAax
BMNPOGYBaHHSA (BK/THOYaOUM 3amiHy abo JOMOBHEHHS)
A®| abo BMXigHOro/MPOMIXHOIo NPoAYKTY)
3anpornoHoBaHa MeToamka BXigHOro KoHTpoo Ad|

Irbesartan gns BU3HaYeHHs «3a/IULLKOBI PO3UYMHHUKI.

3MiHu | TUNY - 3MiHK 3 AKocTi. A®Il. KoHTponb AdI.
3MiHa y meTodax BunpobysaHHs APl abo BuxigHoro
mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCA Y NpoLieci BUPOGHMLTBA ADI (iHLUi
3MiHW Y MeTogax BUNpobyBaHHS (BKIOYaouy 3aMiHy
abo gonoBHeHHs)) A®| abo BUXIQHOrO/MPOMIXHOIO
NpOAYKTY) 3anponoHoBaHa MeToauKa BXiAHOro
KOHTponto A®I Irbesartan Ans BUSHAYEHHS «A0MILLIK/
AZBT» .
3MiHu | TUNYy - 3MiHK 3 AKocTi. A®Il. KoHTponb AdI.
3MiHa y meTofdax BunpobysaHHs APl abo BuxigHoro
mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCA Y NpoLieci BUPOGHMLTBA ADI (iHLUi
3MiHW Yy MeTofax BUNpo6yBaHHs (BKOYauy 3aMiHy




102

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
ab6o gonoBHeHHs)) A®| abo BUXIQHOrO/MPOMIXHOIO
NpOAYKTY) 3anpornoHoBaHa MeToauKa BXiAHOro
KOHTponto A®I Irbesartan 415 BU3HAYEHHS NOKa3HUKa
«HiTpo3zamiin NDEA, NEMA, NDMA».

93. | IPBETAH-H Tabnetku no 300 AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/13715/01/02

mr/12.5 mr no 10 "KNIBCbKW "KNIBCbKWM TNy - 3MiHK 3 AKocTi. CepTudikar BignosigHoCTi/IE- peuyenmom

Tabnetok y 6nictepi; " BITAMIHHNIA cepTudikaT BignoBigHOCTI EBpoNeNichKii

no 3 6nictepu B BITAMIHHW 3ABOA" hapmakonei/moHorpadii. NMogaHHsa HoBoro abo

nauui " 3ABOA" OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI abo

BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKii
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€sponelicbkin hapmakonei) - OHoBMEHWIA cepTudikat
Bif] y)Xe 3aTBep)KEHOro BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
thapmakonei Ne RO-CEP 2010-033-Rev 01
(3atBepmxeHo: RO-CEP 2010-033-Rev 00) gns gitoyoi
peyoBuMHM Irbesartan Big BXe 3aTBEpAXEHOro
BMpo6HMKa ZHEJIANG HUAHAI PHARMACEUTICAL
CO., LTD. 3miHu | Tuny - 3miHu 3 skocTi. AdI.
KoHTponb A®l. 3MiHa y napameTpax cneuudikadiii
Ta/abo JonyCTUMMNX MEX, BUHAUEHUX Y
cneumdikauisx Ha A®l, abo BMXigHWI/MPOMIKHWIA
NpoAYyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NpoLeci
BMPOGHMLTBA ADI (iHLUI 3MiHW) BHECEHHS 3MiH B
cneuudikauito Ta MeToAM BXigHOro KoHTposiio AdI 3a
nokasHukaMmu «Po3unHHICTb», «Temnepartypa
NAaBMIEHHS» - BUTYYEHO NOKA3HUKN. 3@ NOKa3HUKOM
«laeHTudikauis B» -40NoBHEHHS crevuudikawi
MeXamu A/19 BU3HaveHHs nikis APl Ta 3a3HauyeHHs
mMeToAy B1nNpoboByBaHHA (PeHTreHiBCcbka
Ondpaktorpama cyoctaHuii (4PY,2.9.33). 3miHum |
TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBpoNeNichKii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BW/TyYEHHS cepTuddikaTa BignoBiAHOCTI EBpONeNChKii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, O
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOB/IEHWIA cepTudikat
Bif] Y)X€ 3aTBEPLKEHOr0 BUPOGHMKA - NOLAHHS
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponenchkili
dhapmakonei Ne RO-CEP 2010-033-Rev 02
(3atBepmxeHo: RO-CEP 2010-033-Rev 01) ans gitoyoi
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
peyoBvHM Irbesartan Big Bxe 3aTBepAKEHOT0
BUpo6HuKa ZHEJIANG HUAHAI PHARMACEUTICAL

CO., LTD. 3miHu | Tuny - 3miHu 3 sikocTi. CepTuddikart
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii. NMogaHHSA
HOBOro abo OHOB/EHOTO cepTudlikarta BifnoBigHOCTI
abo BunyyeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ans BUXigHOro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHN cepTudpikaT
Bif] y)X€ 3aTBEPL)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponechkili
chapmakonei Ne R1-CEP 2010-033-Rev 00 gns gitouoi
peyoBuHM Irbesartan Bif BXe 3aTBEpAXEHOro
BMpo6Huka ZHEJIANG HUAHAI PHARMACEUTICAL
CO., LTD. 3miHu | Tuny - 3miHu 3 sikocTi. CepTuddikart
BignosigHocTi/l E-cepTudpikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOTO cepTudikarta BifnoBigHOCTI
abo Buny4yeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkii hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNULTBI ADI; fns
[LOMOMDKHOT peYoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHn cepTudpikaT
Bif] y)X€ 3aTBEpI)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
cthapmakonei Ne R1-CEP 2010-033-Rev 01 gns gitovoi
peyoBuHM Irbesartan Bif BXe 3aTBEpAKEHOrO
BMpo6Huka ZHEJIANG HUAHAI PHARMACEUTICAL
CO., LTD.
3miHu | TMnY - 3MiHk 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI

€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudikat
Bif, Y)Ke 3aTBEPXEHOr0 BUPOGHYKA - NOLAHHS

OHOB/IEHOrO cepTudikaTa BianoBigHOCTI EBpoNeichbkil

chapmakonei Ne R1-CEP 2010-033-Rev 02 gns gitovoi
peyoBuHM Irbesartan Big, BXe 3aTBEpKEHOT0

Bupo6bHuka ZHEJIANG HUAHAI PHARMACEUTICAL




104

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1

CO., LTD. 3miHu | TRy - 3miHu 3 sikocTi. CepTuddikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuxigHOro
mMarepiany/peareHTy/npomMiKHOro NMPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudiikat
Bif] y)Xe 3aTBepL)KEHOro BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BignoBigHOCTI EBpoNeichkil
chapmakonei Ne R1-CEP 2010-033-Rev 03 g5 gitovoi
peyoBuMHM Irbesartan Big BXe 3aTBEpAXEHOro
BMpo6HMKa ZHEJIANG HUAHAI PHARMACEUTICAL
CO., LTD, sk Hacnigok 3miHW B cneuymdikaii Ta
MeToAax KOHTPO/I0 3a NOKa3HUKOM «HiTpo3amiHn»
(NDEA) —He 6inbLue 0,03 ppm; (NDMA) -He 6inblue
0,03 ppm), fOAaHO KOHTPO/Ib AOMilLkK asugy (AZBT
He 6inblie 5 ppm). 3MiHu | TUNY - 3MiHKU 3 AKOCTI. ADI.
KoHTponb A®I. 3miHa y meTogax BunpobdysaHHs AdI
abo BuxigHOro marepiany/npomikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BMPOGHMLTBA ADI (iHLWIi 3MiHM Yy MeTodax
BMNPOGYBaHHSA (BK/THOYaOUM 3amiHy abo JOMOBHEHHS)
A®| abo BMXigHOrO/MPOMIXHOro NPoAYyKTY)
3anpornoHoBaHa MeToAmnka BXigHOro KoHTpoo Ad|
Irbesartan ans Bu3HaueHHNA «3a/IMLLKOBI PO3UMHHUKN».
3MiHu | TUNY - 3MiHK 3 aKocTi. A®Il. KoHTponb AdI.
3MiHa y meTofdax BunpobysaHHs APl abo BuxigHoro
mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Wwo
BVIKOPMCTOBYETbLCA Y NpoLeci BUPOGHMLTBA ADI (iHLUi
3MiHW Y MeTogax BUNpobyBaHHS (BKIOYaouy 3aMiHy
ab6o gonoBHeHHs)) A®| abo BUXIQHOrO/MPOMIXHOIO
NpOAYKTY) 3anpornoHoBaHa MeToauKa BXiAHOro
KOHTponto A®I Irbesartan Ans BUSHAYEHHS «A0MILLIK/
AZBT» . 3MiHn | Tuny - 3miHn 3 akocTi. A®l. KoHTponb
A®l. 3miHa y meTogax BUnpobyBaHHs A®| abo
BVXifHOro Matepiany/npoMixXHOTO NPoAyKTy/peareHTy,
LLIO0 BUKOPUCTOBYETLCA Y NpoLeci BUpOGHMLTBa ADI
(iHWwi 3miHM y MeTogax BUNPobyBaHHA (BK/IOUaum
3amMiHy abo fonoBHeHHs) APl abo
BVIXiLHOro/MpoMKHOro NMpPOAYKTY) 3anponoHoBaHa
MeToAmKa BXigHOro koHTposto A®I Irbesartan ans
BM3HAYEHHS nokasHuka «HitposamiHn NDEA, NEMA,
NDMA».

94. | KABOMETUKC TabneTku, BKPUTI INCEH PpaHuin Bupo6bHuuTBO, KaHnapa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/16766/01/02
N1iBKOBOO PAPMA nepBuHHE Ta Himeuunna/ TMny - 3MiHK 3 akocTi. A®Il. Bupo6HuMLTBO. 3MiHa peyenmom
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1

o6onoHkoto, no 40 BTOPUHHE LBefiuapis/ | BMPOGHMKA BUXiGHOTO/MPOMIXHOIO NPOAYKTY/peareHTy,

MTr; 10 7 TabneTok, nakyBaHHs, ®paHuia/ LLIO BUKOPUCTOBYIOTLCS Y BUPOGHUYOMY npoueci AdI,

BKPUTUX NIBKOBOK BMNPOGYBaHHA | HigepnaHgu abo 3MiHa BMPOOHUKa (BK/THOYatoun, e HeobxigHo,

060/10HKOI Y npu BUNYyCKy MicLe NpoBeaeHHs KOHTPOsIo akocTi) APl (3a

6nictepi; no 4 Ta BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI EBpONEiChKilt

6nictepun B cTabinbHoCTI: hapmakonei y 3aTBepKeHOMY 4OCLE)

KapTOHHI/ Kopoo6Li MateoH IHk., (3anponoHoBaHWit BUPOGHNK HaNeXWTb A0 TiET camoi

a6o no 30 Tabnerok, KaHnapa BVMPOGHMYOT rpynu NigNPUEMCTB, L0 Ii 3aTBEPAXKEHWI)

BKPUTUX M/1IBKOBOIO - flofjaBaHHA anbTepHaTMBHOI BUPOOHNYOI AiNbHUL,

060/10HKOI Y BMPOGHMLTBO, BiANOBIAA/IbHOI 32 BUPOOHMLITBO Ai040T pevyoBuHU ELwl

nnswwyi; no 1 BMNPO6YBaHHSA CriBeHc JI1C, CLLUA/Ash Stevens LLC, USA (agpeca:

NASLWLI B KAPTOHHIM npw BUMNYCKY 18655 Byn. Kpay3e Piseps’to, MiviraH 48193 CLLA).

Kopoobui Ta 3arBeppkeHuin BUpobHuk Piramal Healthcare

cTabiNbHOCTI?)
BiANOBiAa/IbHM
11 3a BUNyCK
cepii:
PotTeHgopd
dapma 'mbX,
Himeuunna

nepBrHHA Ta
BTOPUHHA
ynakoBka:

PotTeHgopd

dapma M'v6X,
HimeuunHa

XL184-1-1 GTI
TecTyBaHHs
XL184-1-4 GTI
TecTyBaHHS
Consiac Ar’,
LLiBeiiuapis

Mikpobionoriy

(Canada) Limited, Canada. BBefeHHS 3MiH NPOTAroM
6-T MicALIB MicNA 3aTBEPMKEHHSA. 3MiHK | TNy -
3MmiHu 3 aKocTi. A®l. Bupo6bHMLTBO. 3MiHa BUPOGHMKA
BUXiAHOro/NPOMXHOrO NPOAYKTYy/peareHTy, Lo
BVIKOPUCTOBYIOTbCA Y BUPO6HMUYOMY npotieci AdDl, abo
3MiHa BUPO6HUKa (BK/TKOYatoum, fe HeobxigHo, micue
npoBeAeHHsA KOHTPOso AkocTi) APl (3a BigCyTHOCTI
cepTudpikaTa BignoBigHOCTI EBpoNeiichkilt
thapmakonei y 3aTBepKeHOMY [0Cbe)(3MiHV A0
3axofiB, NOB'A3aHMX 3 KOHTponem A®l, a6o
[ofasaHHA AifbHUL, fe NPOBOANTLCA
KOHTPO/b/BMNPOGYBaHHSA cepii) - A0AaBaHHSA
anbTepHaTUBHOI AiNbHUL, Ha AKili 34iACHI0ETLCA
KOHTPONb cepii/BUNpo6yBaHHSA Ajl040i peyoBuHU - EL
CriBeHc JI/1C, CLWA/Ash Stevens LLC, USA, agpeca:
18655 Byn. Kpay3e Piseps’to, MidiraH 48193 CLLA.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEpMKEHHS. 3MiHM | Tuny - 3MiHM 3 AkocTi. AdI.
Brvpo6HMuTBO. 3MiHM B npoLeci BUpobHuutea Ad|
(He3HayHa 3miHa y npoueci BupobHuuTea Adl) -
He3HayHa 3MiHa B NpoLeci BUPOGHMLTBA Ajto4Ooi
PEeYOBUHM ANS BNPOBAKEHHS MOX/IMBOCTI
NMOYaTKOBOrO BHECEHHS B PO3UMH KpUCTasia-3aTpaBKu
BifIbHOT OCHOBM kab03aHTiHIOY A5 Hykeauiil Ta

He BUINIEHHA HEOUYMLLIEHOI BifIbHOT OCHOBU Ha
TEeCTyBaHHS: aNbTePHATUBHIN AinbHULI BUpobHMLTBa - Ash Stevens
SGS IHcTUTYT LLC, USA. BBefeHHs 3MiH MpOTArom 6-Tv MicsLiB
PpeseHiyc nicnsa 3aTBepmKeHHs. 3MiHN | Tuny - 3MiHK 3 AKOCTI.
v6X, A®|. BupobHuLTBO. 3MiHM B NpoLeci BUpobHULTBA
HimeuunHa A®| (He3HauHa 3miHa y npoueci BupobHuuTBa Adl) -
3MiHa Yacy BUTPUMKW, L0 BUKOPUCTOBYETLCA Y
Bunyck cepil: BVMPOGHWLTBI MPOMDKHOTO NPoAyKTY (BiflbHa OCHOBa
MaTteoH Kabo3aHTiHiby) 3 24 rog, oo 26 rog Ha ctagil
PpaHuin, Chlorination to form XL 184-2-3 (batch
PpaHuis temperature=150C). BBefieHHs1 3MiH NPOTArom 6-Tu
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MicAUiB MicnsA 3aTBepKeHHs. 3MiHu | Tuny - 3MiHu 3
Bupo6HuK, AKoCTi. A®l. BUpo6HMLTBO. 3MiHU B NpoLLECi

BiANOBIAA/IbHN
1 32 BTOPWHHE
nakyBaHHs Ta
BUWMYCK Cepili:
Tmxoanak
HigepnaHnamn
B.B.,
HigepnaHvgn

?) XL184-1-1
ma XL184-1-4
GTI
mecmyBaHHsI
ma
MiKpobiosioaiy
He
mecmyBaHHsI
BUKOHYEMbLCS
KOMMaHIsIMu
Consiac Al
ma SGS
IHcmumym
®dpeseHiyc
méeXxX
BIOMNOBIOHO

BMPO6HMLTBA AD| (HE3HAYHA 3MiHa Y NpoLeci
BMPOGHMLUTBA ADI) - 3MiHa Yacy BUTPMMKM B MPOLEC
BMPOOHULTBA NPOMIXHOr0 NPOAYKTY (BiflbHA OCHOBA

kab03aHTiHIOY) Ha cTagii KpucTanizoBaHui
Kab03aHTWHIO(S)-manaTt B cycneHsii MeTUNeTUIKETOHY
(MEK)/Boam 3 74 roguH Ha 87 roguH. BBegeHHs 3MiH
NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHSA. 3MiHW |
Tmny - 3MiHK 3 akocTi. A®l. Bupo6HMUTBO. 3MiHa
po3Mipy cepii (Bktovatoun gianaszoHu) APl abo
NPOMIXHOIO NPOAYKTY, KW 3aCTOCOBYETLCS Y NPOLLECI
BMpOo6HMLTBa AP (36inbweHHs A0 10 pasisB NOpiBHAHO
i3 3aTBEPAKEHUM PO3MIPOM) - 36iNbLUEHHS PO3Mipy
cepii BUpO6GHMLTBA Ajl040i PevyoBUHM 3 Aiana3oHy 53-
62 kr go 95-124 kr. BBefeHHs 3MiH NpoTsArom 6-Tn
MicALiB nicnsa 3aTBepKeHHs. 3MiHu | Tuny - 3MiHK 3
akocTi. A®l. CTabinbHicTb. 3MiHa nepiofy NOBTOPHUX
BMNpo6yBaHb/nepioay 36epiraHHs abo ymoB
36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEPIKEHOMY
[ocbe cepTudpikaTa BignoBiaHOCTI EBponelichkiit
chapmakonei, Lo BKIYaE nepiog NOBTOPHOTO
BMNPO6YBaHHS) (3MiHa Y 3aTBEpKEHOMY NPOTOKO/I
CTabinbHOCTI) - 3MiHa 3aTBEPAKEHOro NPOTOKOY
BVIBYEHHS CTabiIbHOCTI Ajto40i pe4oBuHM 3 36 MicsLiB
00 60 micsuiB. BBeeHHs 3MiH NPoTAroM 6-Tu micsauis
nicns 3areepgkeHHs. 3MiHu | Tuny - 3MiHK 3 SKOCTI.

A®|. Bupo6HuLTBO. 3MiHM BUNpo6yBaHb abo

[0NyCTUMMX MEX Y Npoueci BUpobHuuTBa Adl, 1o
BCTaHOB/EHI y cneuudikayisx (iHWwi 3mMiHW) - 3miHa
[OMNyCTUMKX MeX crieumdpikalii BUxigHoro matepiany
XL184-2-1, W0 BUKOPUCTOBYETLCA B NPOLLECI
BMPOGHMLTBA NPOMIXHOIo NpoAykTy XL184-2-2 3a
nokasHukom «Carboxylic acid activation of XL184-2-1»
3 «NLT 85% by HPLC area percent» go «NLT 14% by
HPLC weight percent». BBegeHHs 3MiH npoTsirom 6-Tu
MicALiB MicnsA 3aTBepKeHHs. 3MiHu | Tuny - 3MiHu 3
AKoCTi. A®l. BUpo6HMLTBO. 3MiHU B NpoLLECi

BMPO6HMLTBA AD| (HE3HAYHA 3MiHa Y NpoLeci

BMPO6HMLTBA ADI) - 3MiHa Yacy BUTPUMKU, LLIO

BMKOPUCTOBYETLCA Y BUPOOHULITBI MPOMIKHOIO
npoaykTy (BinbHa ocHoBa Kabo3aHTiHiby) 3 24 rog, Ao

26 rop, Ha ctagii Chlorination to form XL 184-2-3
(batch temperature=100C). BBefieHHA 3MiH NPOTArom
6-T1 MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHK | TNy -
3MmiHu 3 sKocTi. A®l. BuUpo6HMLTBO. 3MiHa po3mipy
cepii (Br1ovaroumn gianaszoHun) A®l abo NpoMiKHOro
NPOAYKTY, SIKWIA 3aCTOCOBYETLCS Y NPOLIECi
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BMpOo6HMLTBa AP (36inbweHHs A0 10 pasiB NOpiBHAHO
i3 3aTBEPOKEHUM PO3MIPOM) - 3MiHA PO3Mipy cepii
NPOMXHOro npoAykTy XL184-1-4, wo
BUKOPVCTOBYETLCA B NPOLLECi BUPOOHMLTBA Ait0YO0i
peyoBuHY 3 35 kr go 70 kr. BBeAeHHs 3MiH NpoTAromM
6-T MicALIB MicNA 3aTBEPMKEHHSA. 3MiHM | TNy -
3MmiHu 3 sKocTi. A®l. BUpo6HMLTBO. 3MiHW B NpOLIECi
BUpo6HMUTBa AP| (He3HaYHa 3MiHa y npoveci
BMPOGHMLUTBA ADI) - HE3HaYHa 3MiHa B Npoueci
BMPOOHMLTBA Ail040T PEYOBUHW, [/15 BNIPOBAKEHHS
MOX/IMBOCTi MOYATKOBOrO BHECEHHSA B PO34MH
KpucTana-3aTpasku BiflbHOT OCHOBW Kab03aHTUHIBY
ANsa Hykeawji Ta BUAINIEHHS HEOUULLEHOI BiflbHOT
ocHoBU ansa XL184-1-5. Lieli npouec nonerwye
pinbTpaLito, 403BOSE CKOPOTUTU TEPMIH BUTPUMKM
cycneHsii, Wo nokpawuTb TpMBanicTb BUPOGHNYOro
uMKny. BBegeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPKEHHS. 3MiHM | TUNY - AOMIHICTPaTUBHI 3MiHN.
3miHa HalimeHyBaHHS Ta/abo agpecu micus
NpoBaPKEHHSA AiSIbHOCTI BUPOOHUKA (BK/ItOYaoun, 3a
HeoObXiAHOCTI, MicLie NPOBEeLEHHS KOHTPOIO AKOCTI),
abo BracHuka mactep-thaiina Ha A®l, abo
nocravanbHuka APl/BUXigHOro
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
3aCTOCOBYIOTbCH Y BUPOOHULTBI ADI (AKLLO 3a3HaYEHO
y [OCbE Ha nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudpikaTa BignoBiaHOCTI EBpoNeiichkilt
dhapmaxonei y 3aTBep/pkeHoOMy A0CbE, ab0 BUPOOHMKA
HOBOI ONOMDKHOT Pe4yOBUHN (SIKLLLO 3a3HAYEHO Y
[0CbE) - 3MiHa Ha3BM AiNIbHULL, BiANOBIAa/IbHOI 3a
BMNpobyBaHHA koHTponto skocTi A®l 3 AMRI SSCI,
LLC, USA Ha Curia Indiana, USA. Agpeca B1po6HUYOT
AiNbHUL NPY LbOMY 3a/TMLLAETLCA HE3MIHHOIO.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHM | TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkunii 3aci6. 3MiHW y BUPOBHMLTBI. 3amiHa abo
BBE/IEHHS 40AATKOBOI AiNIbHULI BUPOGHULTBA A5
YacTVHM abo BCbOro BUPOGHNYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AiNbHWUUA 4151 BTOPUHHOTO
nakyBaHHs) - A0faBaHHA a/lbTEPHATVBHOI [iTbHNL,
0151 BTOPUHHOTO nakyBaHHsA /13 - PoTTeHgopd
dapma M'v6X, Am dneiirengan 3 59320 EHHirepnox,
HimeuunHa/Rottendorf Pharma GmbH, Am Fleigendahl
359320 Ennigerloh Germany. 3MiH1 BHECEHO B
IHCTPYKLi0 415 MeAMYHOro 3acCTOCyBaHHSA y po3ainm
"Bmpo6HMKn" Ta "MicLe3HaxomkeHHs! BUPOGHMKIB Ta
agpeca MicLa nNpoBaKeHHs X OisNbHOCTI" y 3B'A3KY 3
BBE/IEHHSIM [10[1aTKOBOTO BUPOBHMKA Ta K HACNIAOK -
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3aTBEPAKEHHSA TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby Ans A0AAaTKOBOro BUPOBHNMKA.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKoCTi. [oTOoBWIA
nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3amiHa abo
BBE/leHHS 40AaTKOBOI AifIbHUL BUPOBHULTBA 415
4acTVHM abo BCbOro BUPOBHNYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AinbHWUUSA 4151 NePBUHHOTO
nakyBaHHs) - AOAaBaHHA albTePHATUBHOI AifbHUL
[N nepBUHHOrO nakyBaHHsa N3 - PotTeHpopd
dapma 'm6X, Am dneiireHgan 3 59320 EHHirepiox,
HimeuunHa/Rottendorf Pharma GmbH, Am Fleigendahl
359320 Ennigerloh Germany. 3miHu BHeceHo B
IHCTPYKUi0 AN MeANYHOT0 3aCTOCYBaHHA Y po3inu
"BmpobHukmn" Ta "MicLe3HaxomkeHHs BUPOGHMKIB Ta
agpeca MicLs NPOBaKEHHS X AiANbHOCTI" y 3B'A3KY 3
BBE/IeHHAIM [04aTKOBOro BUPOOHMKA Ta AK HAaCNiAoK -
3aTBEPAKEHHS TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby Ans 40A4ATKOBOro BUPOOHNMKA.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPMAKEHHS. 3MiHM | TUMY - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbknii 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo
BBE/leHHs A0AaTKOBOI AiNbHULI BUPOBHMLTBA AN
4yacTuHM abo BCbOro BUPOBHNYOro npoLiecy roToBoro
nikapcbKoro 3acoby (AiNbHULA, Ha Skl NPOBOAATLCS
6yAb-AKi BUPOGHUWUYI CcTagii, 3a BUHATKOM BUMYCKY
cepiii, KOHTPO/IO AKOCTi, NEPBUHHOTO Ta BTOPUHHOIO
nakyBaHHs, /181 HECTEPU/TbHUX JiKapCbknX 3acobiB) -
[ofaBaHHA anbTepHATUBHOI AiNIbHNLi BUPOGHULITBA
N3, fe npoBOANTLCSA BUPOOHMLTBO HEpo3dhacoBaHoi
npoaykuii - Pottengopd ®apma Mv6X, OcteHdenaep
wrpacce 51-61, EHHirepnox, MiHiuHuiA PeiiH-
BecTtdhanis, 59320, HiveuunHa / Rottendorf Pharma
GmbH, Ostenfelder Strasse 51-61, Ennigerloh, North
Rhine- Westphalia, 59320, Germany). 3MiH1 BHECEHO
B IHCTPYKL,i0 A1 MeANYHOro 3aCTOCYBaHHS Yy po3fin
"Bmpo6HMKn" Ta "MicLe3HaxomkeHHs! BUPOGHMKIB Ta
agpeca MicLa nNpoBaKeHHs X OisNbHOCTI" y 3B'A3KY 3
BBEJIEHHAM [04aTKOBOrO BUPOOHMKA Ta K HACNIAOK -
3aTBEPAKEHHSA TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby Ans A0AAaTKOBOro BUPOBHNMKA.
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi. [oTOoBWIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbLCS BUMYCKY Cepii Ta
KOHTPO/I0 AIKOCTi FOTOBOIO /liKapCbKOro 3acoby (3amiHa
ab0 gofaBaHHA OiNbHULI, Ha AKill 34iIACHIOETLCS
KOHTPO/b/BUNPO6YBaHHSA cepii) - Ao4aBaHHA
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anbTepHaTUBHOI AiNIbHWL, Ha AKil 34iACHI0ETLCA
KOHTPO/b/BMNpPo6YBaHHSA cepii 13 - MikpobionoriyHe
TecTyBaHHA - SGS [HCTUTYT ®peseHiyc MmoX,
HimeuunHa/ SGS Institut Fresenius GmbH, Germany.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPMAKEHHS. 3MiHM | TUMY - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbknii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYHTLCS BUNYCKY cepii Ta
KOHTPO/H0 SIKOCTi FOTOBOrO fiKapCbKoro 3acoby (3amiHa
ab0 foaaBaHHA AiNbHULI, Ha SIKIA 34iACHIOETLCSA
KOHTPO/b/BUNPOGYBaHHSA cepil) - AoAaBaHHS
anbTepHaTUBHOI AinbHuULi, Consiac Al, LLiBeiiuapis /
Solvias AG, Switzerland Ha kit 34iliCHIOETbCSA
KOHTPO/b/BUNPOBYBaHHSA cepii 13 - npoBefeHHsA
TecTyBaHHA AOMiloK XL184-1-1 GTI ta XL184-1-4
GTI. BBegeHHs 3MiH MpOTArom 6-Tv MicsALiB nicns
3aTBEPMKEHHS. 3MiHM | TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYITbCS BUMYCKY Cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO NliKapCbKoro 3acoby (3amiHa
ab0 fofaBaHHS AiNbHUL, Ha Kl 34iCHIOETCA
KOHTPO/b/BMNPOGYBaHHSA cepii) - A0AaBaHHSA
anbTepHaTUBHOI AiNbHUL, Ha AKill 34iACHI0ETECA
KOHTpONb/BUNpo6yBaHHsA cepii N3 - PoTTeHgopd
dapma 'mbX, OcTeHdbengep wrpacce 51-61,
EHHirepnox, MNisHivyHnii PeiiH-BecTdpanis, 59320,
Himeyumna / Rottendorf Pharma GmbH, Ostenfelder
Strasse 51-61, Ennigerloh, North Rhine- Westphalia,
59320, Germany) (okpim BunpobysaHb GTI Ta
MiKpO6Ii0N0riYHOro TecTyBaHHs). 3MiHU BHECEHO B
IHCTPYKUiO 4N MeANYHOTO 3aCTOCYBaHHA Y PO3inu
"BupobHukn" Ta "Micue3HaxooKeHHs: BUPOOHWKIB Ta
afpeca Micus NPoBafKEHHS X AiANbHOCTI" Y 3B'A3KY 3
BBE/IeHHAM [J0aTKOBOro BUPOBHMKa Ta AK HacnifokK -
3aTBEPAKEHHS TEKCTY MapKyBaHHSA ynakoBKu
niKkapcbKoro 3acoby N5 LO4aTKOBOrO BUPOOHMKA.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYITbCS BUMYCKY Cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby (3amiHa
abo gofasaHHA BUPOOHUKA, LLIO Bignosigae 3a
BBE3EHHA Ta/abo BMnyck cepii) - Briovyaroun
KOHTpONb/BUNPOBYBaHHSA cepii - AoAaBaHHSA
albTEPHATUBHOI AiNIbHUL, Ha SKil 34iACHIOETLCS
Bunyck cepii [N13 - PotTeHgopd dPapma Mm6X,
HimeuunHa/ Rottenderf Pharma Am Ostenfelder
Strasse 51-6159320 Ennigerloh Germany. 3miHu
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BHECEHO B iHCTPYKLt0 4151 MELUYHOIO 3aCTOCYBaHHS Y
po3ainv "BupobHukn" Ta "MicLe3HaxomKeHHsS
BMPOGHUKIB Ta agpeca MicLa NPOBaMKEHHS iX

[ISNbHOCTI" y 3B'A3KY 3 BBEAEHHSM 40aTKOBOrO
BUPOGHMKA Ta K HACNi[OK - 3aTBEPAKEHHSA TEKCTY
MapKyBaHHS yNakoBKW /likapcbKoro 3acoby ans
[04aTKOBOro BUPOOHMKa. BBEAEHHA 3MiH NpoTArom 6-
TN MiICALIB Nicnsa 3aTBEPAXEHHSA. 3MiHN | TUny - 3MiHK
3 AKOCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHK y

BMPOOHULTBI. 3MiHM Y Npoueci BUPOOHNLTBA FOTOBOrO

nikapcbKoro 3acoby, BKOUaKUM NPOMIKHUIA MPOAYKT,
LLIO 3aCTOCOBYETLCSA MNPV BUPOGHMULITBI FOTOBOMO

nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHWLITBA) - BUNYYEHHS NapamMeTpa BUPOGHUYOro
npouecy — Temneparypa nosiTps Ha BXxogi B 6apabaH
[NS NpoLecy HaHEeCeHHS NOKpPUTTA Ha TabneTkv Ans
BMPOGHUYOI AinbHUL PoTTeHgopc Papma Mm6X,
OcTeHengep wrpacce, HimeyunHa. BBegeHHs 3MiH
NpoTArom 6-Tu MicALIB NiCAsA 3aTBEPMKEHHS. 3MiHW |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHK Y NpoLieci BUPO6HMLITBA
rOTOBOrO /1iKapCbKOro 3acoby, BK/IOYaUM MPOMIKHWIA
NPOAYKT, L0 3aCTOCOBYETHCA NPU BUPOOHULTBI
roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3MiHa y
npoweci BUpobHuUTBa) - HesHayHa 3MiHa y
BUpOGHMYOMY npoueci M3, a came 3miHa
CniBBIAHOLWEHHA MonepeAHbOoro 3MillyBaHHS,
rpaHy/loBaHHs, BO/IOrOro noApibHeHHA Ta
BMCYLLYBaHHS B KUnnsadiin pasi naprieto go 10 kr, a
TakKoX 3MiHW cTagii Cyxoro noApibHeHH: 3 KOMOIHaLiEeo
3 yacTuH (10 Kr KOXeH) Ans BUPOBHNYOT AiNbHULI
PotTengopct ®apma MM6X, OcTeHdenaep wrpacce,
HimeuunHa. BBeeHHA 3MiH NPOTAroM 6-TW MicsLiB
nicns 3atBepgKeHHs. 3MiHn | Tuny - 3MiHK 3 SKOCTiI.
[oToBWiA Nnikapcbkuii 3aci6. CTabinbHICTb. 3MiHa 'y
TepMiHax npuaaTHOCTI abo ymoBax 36epiraHHs
roTOBOrO JliKapcbKoro 3acoby (3MiHa y 3aTBepaKeHoMy
NPOTOKONi CTabiNbLHOCTI) - 3MiHA B 3aTBEPKEHOMY
npotokoni ctabinbHocTi /13, a came gofaBaHHA TOUKM
KOHTpO/to 48 micsAuiB (3aTBepAeHo: 36 micsyis).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPMAKEHHS. 3MiHM | TUMY - 3MiHK 3 SIKOCTi. [OTOBWIA
nikapcbknii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa
po3Mipy cepil (BktoYatoun gianasoH po3mipy cepii)
roTOBOrO NiKapCbKOro 3acoby (iHwWi 3MiHW) - foAaBaHHSA
po3mipy cepii 113 10 kr (125000 TabneTok) ans
[03yBaHHA 20 Mr Ha HOBIli BUPOBHUYIN AinbHUL
Pottengopc ®apma M'mbX, OcTeHdengep wrpacce,
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HimeuunHa. BBeeHHs 3MiH NPOTAroM 6-Tu MicsLiB
nicnsa 3aTBepmKeHHs. 3MiHn | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO
nikapcbKoro 3acoby. 3MiHa y MeToAax BUNPOOyBaHHS
roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHS) - BHECEHHS
He3HauyHol 3MiHN 40 MeToAy BUnNpobysaHHs /13 3a
NOKa3HWKOM «laeHTudikayis, BMICT Ta SOMILLKU», a
came npu npo6oniaroToBsL,i BUNPO60BYBaHOIO 3paska
[04aHo BapiaHT BUKOPUCTAHHSA Linvx TabneTtok 6e3
nonepeaHLOro po3mesnoBaHHs. BBegeHHs 3MiH
NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS. 3MiHK |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NMikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHs rotToBoro Nikapcbkoro 3acoby
(36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3aco6y) - 151 ToproBoi ynakoBKu
(nigTBEPAXYETLCA AaHUMK peasibHOro vacy) -
36iNbLUEHHS TepMiHy npugatHocTi /13 3 3 o 4 pokis,
LLIO MiATBEPAKYETLCS AaHUMU CTabiNbHOCTI B
peasibHOMy Yaci. 3MiH/ BHECEHO B po34in "TepMiH
npuaaTHOCTI" B IHCTPYKL,O 4719 MEANYHOrO
3acTocyBaHHSA Nikapcbkoro 3acoby. BeefeHHs 3MiH
NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPAKEHHS.

95. | KABOMETUKC | Tabnetku, BKpUTI INCEH ®paHuisa Brpo6HMUTBO, Kanaga/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/16766/01/03
NNiBKOBOO PAPMA nepBuHHE Ta HimeuunHa/ My - 3MiHK 3 AKOCTi. APl BupobHMUTBO. 3MiHa peyenmom
060/10HKO0, N0 60 BTOPVHHE Lsefuapis/ | BUPOGHMKa BUXiGHOTO/MPOMIXHOIO NPOAYKTY/peareHTy,

Mr; N0 7 TabneTok, nakyBaHHs, dpaHuis/ LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMYOMY npoueci AdI,
BKPUTUX NAIBKOBOK BMNpo6yBaHHA | HigepnaHau ab0o 3MiHa BUPOOHUKa (BK/THOYatoun, Ae HeobXigHo,
060/10HKOI0 Y npw BUMNYCKY MicLe NpoBefeHHs KOHTPOsIo skocTi) APl (3a
6nictepi; no 4 Ta BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI EBPONEChKIl
6nictepu B cTabinbHoCTI: thapmakonei y 3aTBepyKeHOMY [OCbE)
KapTOHHI/ KopoobLi MaTteoH IHK., (3anponoHoBaHWit BUPOOHWK HANEXWTb A0 TiET camoi
abo no 30 TabneTok, KaHaga BVMPOGHMYOT rpynu NigNPUEMCTB, WO Ii 3aTBEPAKEHWI)
BKPUTUX MNIBKOBOIO - f0faBaHHS anbTepHaTUBHOT BUPOOHNYOT AinbHULL,
060/10HKOI Y BMPOGHMLITBO, BiANOBIAa/IbHOI 3@ BUPOOHMLITBO Ait0H0T pevoBuHN ELwu
naswui; no 1 BMNPOGYBaHHSA CriseHc JI/1C, CLLIA/Ash Stevens LLC, USA (agpeca:
NAAWLUI B KAPTOHHIi npw BUNYyCKy 18655 Byn. Kpay3se Piseps’to, MidiraH 48193 CLLA).
Kopobui Ta 3artBepmkeHuii BupobHuk Piramal Healthcare

cTabinbHOCTI?)
BIANOBIAA/IbHN
1 3a BUNyCK
cepi:
PotTeHgopd
dapma 'mbX,
HimeuunHa

(Canada) Limited, Canada. BBefieHHS1 3MiH NpOTArom
6-TW MicALiB Nicnsa 3aTBEPMKEHHS. 3MiHK | TUny -
3MiHu 3 sKocTi. APl. BupobHuLTBO. 3MiHa BUPOGHMKA
BVIXiZLHOro/MpoMiKHOro NpoAyKTy/peareHTy, Lo
BWKOPUCTOBYHOTLCS Y BUPO6HMYOMY npoueci A®I, abo
3MiHa BMPOGHWMKa (BKOUaun, ge HeobxigHo, micue
npoBefeHHS KOHTPO/I0 AKkocTi) A®I (3a BigCyTHOCTI
cepTudpikaTa BignoBiaHOCTI EBpONEiiChKilt
dhapmakonei y 3aTBepaKEHOMY AOCLE)(3MiHN A0
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nepBuHHa Ta
BTOPVHHA
ynakoBka:

PotTeHgopd

dapma 'mbX,
HimeuunHa

XL184-1-1 GTI
TECTyBaHHs
XL184-1-4 GTI
TECTYBaHHsI
Consiac Arl',
LLiBeiuapis

Mikpob6ionoriy
He
TECTYBaHHS:
SGS IHCTUTYT
dpeseHiyc
'M6X,
HimeuunHa

Bunyck cepii:
MaTteoH
dpaHuis,
PpaHuis

Bupo6HuK,
BignoBigaIbHU
1 3a BTOPUHHE
nakyBaHHS Ta
BUNYCK Cepiii:

ToKoanak

HigepnaHvgn
B.B.,
HigepnaHgn

2) XL184-1-1
ma XL184-1-4
GTI
mecmyBaHHs
ma
Mikpobiosioaiy
He
mecmyBsaHHsI
BUKOHYEMbCS
KOMnaHisiMu

3axopiB, NoB'A3aHUX 3 KOHTponem Adl, abo
[ofaBaHHA AinbHULI, Ae NPOBOAUTLCS
KOHTPO/b/BUNPOGYBaHHSA cepii) - AoAaBaHHA
anbTepHaTUBHOI AiNbHWL, Ha AKil 34iACHIOETLCA
KOHTpONb cepii/BunpobyBaHHA Aito4oi pevoBuHY - EL
CriBeHc JINC, CLWA/Ash Stevens LLC, USA, agpeca:
18655 Byn. Kpayse PiBeps’to, MiviraH 48193 CLUA.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPAXKEHHS. 3MiHM | TNy - 3MiHK 3 SKOCTi. ADI.
Brpo6HMUTBO. 3MiHM B npoueci BupobHuutea Ad|
(He3HayHa 3MiHa y npoueci Bupo6bHuLTBa AdI) -
He3HayHa 3MiHa B NpoLeci BUPOGHMLTBA Ajto4Ooi
PEYOBUHMN 4151 BNPOBAKEHHS MOX/IMBOCTI
NoYaTKOBOrO BHECEHHS B PO3UMH KpUCTasia-3aTpaBKu
BifIbHOI OCHOBW Kab03aHTIiHIBY A/18 HyKneaujil Ta
BUiINIEHHSI HEOUMLLIEHOI BifIbHOT OCHOBM Ha
anbTepHaTUBHIl AinbHUL BUpoGHMUTBA - Ash Stevens
LLC, USA. BBefeHHs 3MiH NpoTSArom 6-Tv Micsuis
nicns 3aTBepgKeHHs. 3MiHn | Tuny - 3MiHN 3 SKOCTI.
A®I. BupobHuLTBO. 3MiHM B NpOLLECi BUPOGHULITBA
A®| (He3HauHa 3miHa y npoueci BUpobHuuTBa Adl) -
3MiHa Yyacy BUTPVMKW, L0 BUKOPUCTOBYETLCA Y
BMPOGHMLTBI MPOMIXXHOTO NPoAyKTy (BiflbHa OCHOBa
Kabo3aHTiHiby) 3 24 rog, o 26 rog Ha cTagil
Chlorination to form XL 184-2-3 (batch
temperature=150C). BBefieHHs 3MiH NPOTArom 6-Tu
MicsALiB Nicnsa 3aTBepKeHHs. 3MiHu | Tuny - 3MiHu 3
akocTi. A®l. BupobHMuTBO. 3MiHM B Mpoueci
BUpo6HMUTBa AP| (He3HauYHa 3MiHa y npoveci
BMPOGHMLTBA ADI) - 3MiHa Yacy BUTPUMKM B MpoLeci
BMPOGHMLITBA MPOMIXXHOIO NPOAYKTY (Bi/lbHa OCHOBa
Kab03aHTiHiIOy) Ha cTagji KpucTastizoBaHUiA
Kab03aHTMHIG(S)-Manar B CycneHsii MeTUIeTUNKETOHY
(MEK)/Bogu 3 74 roaviH Ha 87 roauH. BBefieHHs 3MiH
NPOTArom 6-Tv MicAILiB Micns 3aTBepKEHHS. 3MiHu |
TMny - 3MiHK 3 aKkocTi. A®l. BupobHuuTBO. 3MiHa
po3mipy cepii (Bktoyaroun gianasonu) A®|l abo
MPOMDKHOIO NPOAYKTY, SKWIA 3aCTOCOBYETLCA Y NPOLIECI
BMpo6HUMLTBa AP (36inbLIEHHS [0 10 pasis NOPIBHAHO
i3 3aTBEPAKEHUM PO3MIPOM) - 36iMbLUEHHS PO3MIpY
cepil BUpOOHULTBA Ail04OT peYOBMHM 3 Aiana3oHy 53-
62 Kkr go 95-124 kr. BeBefeHHs 3MiH NpoTsrom 6-1u
MicAUiB MicnsA 3aTBepKeHHs. 3MiHu | Tuny - 3MiHu 3
akocTi. A®Il. CTabinbHicTb. 3MiHa nepiofly NOBTOPHMX
BunpobyBaHb/nepiody 36epiraHHa abo ymoB
36epiraHHa A®I (3a BigCYTHOCTI y 3aTBEPAKEHOMY
[ocbe cepTudpikaTa BignoBigHOCTI EBponeiichkii
dhapmMakonei, Lo BKOYa€e nepios NOBTOPHOro
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Consiac Al BMNPOGYBaHHS) (3MiHa y 3aTBEP)KEHOMY NPOTOKOI
ma SGS cTabiNbHOCTI) - 3MiHa 3aTBEPAYKEHOTO NPOTOKONY
IHecmumym BVBYEHHSA CTabiNbHOCTI Ajto40i pe4yoBuHM 3 36 MicsLiB
®pe3seHiyc [0 60 micsyiB. BBeeHHS 3MiH NpoTArom 6-Tu MicauiB
rmeX nicnsa 3aTBepmKeHHs. 3MiHN | Tuny - 3MiHK 3 AKOCTI.
BIOMOBIOHO A®I. BupobHuLTBO. 3MiHM BUNpPobyBaHb abo

[OMyCTUMUX MeX y npoueci BupobHuutea Adl, o
BCTaHOB/EHI Y cneumdikayisx (iHwi 3MiHK) - 3MiHa
[ONyCTUMUX MeX crieumdikavii BUXigHoOro matepiany
XL184-2-1, w0 BMKOPVCTOBYETLCS B MPOLECI
BMPOGHMLUTBA NPOMDKHOIO NpoaykTy XL184-2-2 3a
nokasHukom «Carboxylic acid activation of XL184-2-1»
3 «NLT 85% by HPLC area percent» go «NLT 14% by
HPLC weight percent». BBefieHHS1 3MiH NPOTArom 6-Tu
MicsALiB Nicnsa 3aTBepKeHHs. 3MiHu | Tuny - 3MiHu 3
akocTi. A®l. BupobHMUTBO. 3MiHM B Mpoueci
BUpo6HUUTBa AP| (He3HauYHa 3MiHa y npoveci
BMPOGHUMLTBA ADI) - 3MiHA Yacy BUTPUMKH, LLIO
BMKOPUCTOBYETBLCS Y BUPOGHMLTBI MPOMIXKHOTO
npoaykTy (BinbHa ocHoBa Kabo3aHTiHiby) 3 24 rog, oo
26 rog, Ha ctagji Chlorination to form XL 184-2-3
(batch temperature=100C). BBeeHHS 3MiH NPOTAroMm
6-TW MicALiB nicna 3aTBEpMKEHHSA. 3MiHK | Tuny -
3MiHM 3 siKocTi. A®l. BUpo6HULTBO. 3MiHa po3mipy
cepii (Bktoyatoum gianasoHu) A®l abo npomMixxHoro
NPOAYKTY, KN4 3aCTOCOBYETLCS Y NPOLLECI
BMpo6HUMLTBa AP (36inbLIEHHS [0 10 pasis NOPIBHAHO
i3 3aTBEpMKEHVM PO3MIPOM) - 3MiHa Po3Mmipy cepil
NPOMIXHOro nNpoAaykTy XL184-1-4, uwo
BMKOPUCTOBYETLCA B NPOLECi BUPOGHMLTBA Aitoyoi
peyoBuHYM 3 35 kr go 70 kr. BBegeHHA 3MiH MPOTAroM
6-TW MicALiB nicna 3aTBEpMKEHHSA. 3MiHK | Tuny -
3MiHu 3 aKocTi. APl. BUpo6HMLTBO. 3MiHW B NPOLIECI
BMPOG6HMLTBA AD| (HE3HAYHA 3MiHa Y NpoLeci
BUpo6HMLTBa ADI) - HE3HAYHa 3MiHA B NPOLECI
BMPOGHMLTBA AjH040I PEHOBUHW, 418 BNPOBaKEHHS
MOX/IMBOCTi MOYATKOBOrO BHECEHHSA B PO34H
KpucTana-3aTpaBku BiflbHOT OCHOBM Kab03aHTUHIBY
ONs Hykneauii Ta BUAIIEHHA HEOUULLEHOT BiNIbHOI
ocHoBu ans XL184-1-5. Lleii npouec nonerwye
hinbTpaLito, 03BOSE CKOPOTUTU TEPMIH BUTPUMKM
cycneHsii, Wo nokpawmTb TpMBanicTb BUPOBHNYOro
uvkny. BBeieHHs1 3MiH NpoTArom 6-Tu MicAUiB micas
3aTBEpPKEHHSA. 3MiHU | TUNY - AOMIHICTPaTUBHI 3MiHNU.
3MiHa HalimeHyBaHHsi Ta/abo agpecu micusa
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA (BK/THOYatoum, 3a
Heo6XifHOCTI, MicLe NPOBEeAEHHS KOHTPOJIO SAKOCTI),
ab60 B/1acHMka macTep-thaiina Ha A®l, abo
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noctavasibHuka A®1/BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (AKLLLO 3a3HaYEHO
y [OCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudikaTa BifgnoBiAHOCTI EBpONEiChKilt
thapmakonei y 3aTBepAKeHOMY AOCbE, a60 BUPOOHMKA
HOBOT JOMOMDKHOI PEYOBVHY (SIKLLIO 3a3HA4YEHO Y
[OCbE) - 3MiHa Ha3BY Ai/IbHULI, BIANOBIAa/ILHOT 3a
BMnNpobyBaHHA koHTponto skocTi A®l 3 AMRI SSCI,
LLC, USA Ha Curia Indiana, USA. Agpeca BMpPO6HMYOT
OiNbHULI NPU LbOMY 3a/INLIAETHCA HE3MIHHOHO.
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi. [oTOBWIA
nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3amiHa abo
BBE/lEHHS 40AaTKOBOI AifIbHULI BUPOBGHULTBA 415
4acTVHM abo BCbOro BUPOBHNYOro NpoLecy rotoBoro
niKkapcbKoro 3acoby (AinbHULA NS BTOPUHHOIO
nakyBaHHs) - AOAaBaHHA albTePHATUBHOI AifbHUL
AN BTOPVMHHOIO nakyBaHHsA 13 - PoTTeHgopd
dapma 'm6X, Am dneiireHgan 3 59320 EHHirepiox,
HimeuunHa/Rottendorf Pharma GmbH, Am Fleigendahl
359320 Ennigerloh Germany. 3miHu BHeCeHO B
IHCTPYKUi0 AN MeANYHOT0 3aCTOCYBaHHA Y Po3ginu
"BmpobHukn" Ta "MicLe3HaxomkeHHs BUPOGHMKIB Ta
agpeca MicLs NPOBaKEHHS X AiANbHOCTI" y 3B'A3KY 3
BBE/IeHHAM [04aTKOBOro BUPOOHMKa Ta AK HacnifokK -
3aTBEPKEHHS TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby Ans 40A4ATKOBOro BUPOGHNMKA.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPMAKEHHS. 3MiHM | TUMY - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbknii 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo
BBE/leHHs A0AaTKOBOI AiNbHULI BUPOBHMLTBA AN
4yacTuHM abo BCbOro BUPOBHNYOro npoLecy roToBoro
NikapcbKoro 3acoby (AinbHVUA 415 NEPBYHHOTO
nakyBaHHs) - AofaBaHHA a/lbTEPHATUBHOI AifIbHUL
AN nepBUHHOro nakysaHHa N3 - PotTeHgopd
dapma 'm6X, Am dneiireHgan 3 59320 EHHirepriox,
HimeyunHa/Rottendorf Pharma GmbH, Am Fleigendahl
359320 Ennigerloh Germany. 3MiH1 BHECEHO B
IHCTPYKUiO 4N MeANYHOTO 3aCTOCYBaHHA Y PO3inu
"BupobHukn" Ta "Micue3HaxooKeHHs: BUPOOHWKIB Ta
afpeca Micus NPoBafKEHHS X AiANbHOCTI" Y 3B'A3KY 3
BBE/IeHHAM [J0aTKOBOro BUPOBHMKa Ta AK HacnifokK -
3aTBEPAKEHHSA TEKCTY MapKyBaHHSA ynakoBKu
niKkapcbKoro 3acoby N5 LO4aTKOBOrO BUPOOHMKA.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHMUTBI. 3amiHa abo
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BBE/IEHHS 40AATKOBOI AiNIbHULI BUPOGHULTBA A/15
YacTVHM abo BCbOro BUPOGHNYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AiNbHWLSA, Ha SKii NPOBOAATLCS

6yAb-AKi BUPOGHWYI CTagii, 3a BUHATKOM BUMYCKY
cepiil, KOHTPOIIO AKOCTi, NEPBUHHOTO Ta BTOPUHHOIO
nakyBaHHs, /19 HECTEPWU/TbHUX NiKapCbknX 3acobis) -
[ofaBaHHA albTEPHATVUBHOI AifIbHNL BUPOGHMLTBA
N3, ae NpoBOAUTLCA BUPOOHULTBO HEPO3(hacOBaHOI
npoaykuii - Pottengopcd ®apma Mv6X, OcteHdengep
wrpacce 51-61, EHHirepnox, MisHiuHuiA PeiiH-
BecTtdpanisa, 59320, HimeuumHa / Rottendorf Pharma
GmbH, Ostenfelder Strasse 51-61, Ennigerloh, North
Rhine- Westphalia, 59320, Germany). 3mMiH1 BHECEHO
B HCTPYKL,i0 415 MEANYHOrO 3aCTOCYBaHHA Y PO34inuv
"BmpobHukmn" Ta "MicLe3HaxomkeHHs BUPOGHMKIB Ta
agpeca MicLs NPOBaKEHHS X AiANbHOCTI" y 3B'A3KY 3
BBE/IeHHAIM [04aTKOBOro BUPOOHMKA Ta AK HAaCNiAoK -
3aTBEPAKEHHS TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby Ans 40A4ATKOBOro BUPOOHNMKA.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPMAKEHHS. 3MiHM | TUMY - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYITLCA BUNYCKY cepii Ta
KOHTPO/H0 SIKOCTi FOTOBOrO fiKapCcbKoro 3acoby (3amiHa
ab0 foaaBaHHA OiNbHULI, Ha SIKI 34iACHIOETLCSA
KOHTPO/L/BUNPOBYBaHHSA cepil) - AoAaBaHHSA
albTEPHATUBHOI AiNIbHUL, Ha SKil 34iACHIOETLCS
KOHTPO/b/BMNPoGYBaHHSA cepii /13 - MikpobionoriyHe
TeCTyBaHHS - SGS IHCTUTYT ®PpeseHiyc TMOX,
HimeuunHa/ SGS Institut Fresenius GmbH, Germany.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYIThCS BUMYCKY Cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby (3amiHa
abo fofaBaHHS AiNbHUL, Ha Kl 34iACHIOETbCA
KOHTPO/b/BMNPOGYBaHHSA cepii) - A0AaBaHHSA
anbTepHaTMBHOI AinbHULi, Congiac Al, LWeeliyapis /
Solvias AG, Switzerland Ha kit 34ilicHIOETbCA
KOHTpO/b/BUNPoBYBaHHsA cepii 13 - npoBeAeHHs
TecTyBaHHs AOMilok XL184-1-1 GTI ta XL184-1-4
GTI. BBegeHHs 3MiH npoTsarom 6-Tv micsAuis nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi. [oTOoBWIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbLCS BUMYCKY Cepii Ta
KOHTPO/I0 AIKOCTi FOTOBOIO /liKapCbKOro 3acoby (3amiHa
ab0 gofaBaHHA OiNbHULI, Ha AKill 34iIACHIOETLCS
KOHTPO/b/BUNPO6YBaHHSA cepii) - Ao4aBaHHA
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anbTepHaTUBHOI AiNIbHWL, Ha AKil 34iACHI0ETLCA
KOHTpONb/BUNpo6yBaHHSA cepii N3 - PoTTeHaopd
dapma 'm6X, OcTeHdengep wrpacce 51-61,
EHHirepnox, MNisHiyHnii PeiiH-BecTdhanis, 59320,
HimeuumnHa / Rottendorf Pharma GmbH, Ostenfelder
Strasse 51-61, Ennigerloh, North Rhine- Westphalia,
59320, Germany) (okpim BunpobysaHb GTI Ta
MiKpOG6i0/I0riYHOro TeCTyBaHHs). 3MiHW BHECEHO B
IHCTPYKLiI0 415 MeAMYHOro 3acTOCyBaHHS y po3ainm
"BmpobHMkn" Ta "MicLe3HaxomkeHHS! BUPOGHMKIB Ta
agpeca MicLa nNpoBaKeHHs X OisNbHOCTI" y 3B'A3KY 3
BBEJIEHHAM [04aTKOBOrO BUPOOHMKA Ta K HACNIAOK -
3aTBEPAKEHHSA TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby Ans AOAAaTKOBOro BUPOBHNMKA.
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKoCTi. [oToBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCS BUMYCKY Cepii Ta
KOHTPO/I0 AIKOCTi FOTOBOrO /liKapCbKOro 3acoby (3amiHa
abo fofaBaHHS BUPOGHUKA, LU0 Bignosigae 3a
BBE3€eHHs Ta/abo BuUnyck cepii) - Bkaovaroun
KOHTPO/b/BMNPOGYBaHHS cepii - 4oAaBaHHSA
anbTepHaTUBHOI AiNbHUL, Ha AKill 34iACHI0ETECA
Bunyck cepii [N13 - PotTengopd Papma MmoX,
HimewunHa/ Rottenderf Pharma Am Ostenfelder
Strasse 51-6159320 Ennigerloh Germany. 3miHn
BHECEHO B iHCTPYKLi0 A8 MEANYHOIO 3aCTOCYBaHHSA Y
po3ainu "BupobHukn” Ta "Micue3HaxomKeHHs
BMPOGHMKIB Ta agpeca Micusi NpoBaMKEHHS iX
AISNbHOCTI" Y 3B'A3KY 3 BBEEHHAM [0aTKOBOrO
BUPOGHMKA Ta K HACNIAOK - 3aTBEPAKEHHSA TEKCTY
MapKyBaHHS YNakoBKV Nikapcbkoro 3acoby ans
[04aTKOBOrO BUPOOHUKA. BBEAEHHS 3MiH NpOTArom 6-
TN MiCALB NicNs 3aTBEpPMKEHHS. 3MiHW | Tuny - 3MiHK
3 aKocTi. FO0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOOHULITBI. 3MiHW Y Npoueci BUPOOHNLTBA FOTOBOMO
NikapcbKoro 3acoby, BKIOUaKUy NPOMKHUI MPOAYKT,
LL|0 3aCTOCOBYETLCA NPU BUPOOHWULTBI FOTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BMPOBHWNLITBA) - BUTYYEHHS NapaMeTpa BUPO6GHUYOro
npouecy — Temneparypa nosiTps Ha Bxofi B 6apabaH
[N NpoLLecy HaHeCeHHs NOKPUTTA Ha TabneTku ans
BMPO6HUYOI AinbHNL PoTTeHgopd Papma Mm6X,
OcTeHchengep wrpacce, HimeyynHa. BBeeHHSA 3MiH
NpoTArom 6-Tn MicALIB NiCNA 3aTBEPMKEHHS. 3MiHK |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHU Y NpoLieci BUPOGHMLITBA
rOTOBOIO J1iKapCbKOro 3acoby, BK/YaUM NPOMIXHWIA
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NPOAYKT, L0 3aCTOCOBYETHCA NPU BUPOOHULTBI
roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3miHa y
npoueci BUpobHULTBa) - He3HauyHa 3MiHa y
BMPOGHMYOMY npoueci 13, a came 3miHa
CriBBIAHOLLEHHA NonepeAHbOro 3MillyBaHHS,
rpaHyNoBaHHs, BOMOroro NoApibHeHHs Ta
BVCYLLYBaHHS B KUNnAsauiin dasi naprieto go 10 kr, a
TaKOX 3MiHW cTagii Cyxoro nogpibHeHHs 3 KOMOGiHaLlieo
3 yacTuH (10 Kr KOXeH) Ana BUPOBHWUYOT AiNbHULI
PotTengopd ®apma MNm6X, OcTeHdengep wrpacce,
HimeuuunHa. BBeeHHs 3MiH NPOTAroM 6-Tu micsauis
nicns 3arBepgkeHHs. 3MiHu | Tuny - 3MiHK 3 SKOCTI.
[oTOBWIA Nnikapcbknii 3aci6. CTabinbHICTb. 3MiHa 'y
TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO JliKapcbKoro 3acoby (3MiHa y 3aTBepkeHoMy
MPOTOKO/I CTabiNbHOCTI) - 3MiHA B 3aTBEPKEHOMY
nNpoToKoAi cTabinbHOcTi [N13, a came foAaBaHHS TOUKU
KOHTpONto 48 micsauiB (3aTBepaKeHo: 36 micsuis).
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | TUMny - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHa
po3mipy cepii (BkoUarouy gianasoH po3mipy cepii)
roToBOro NikapcbKoro 3acoby (iHLWi 3MiHK) - JoAaBaHHSA
po3mipy cepii N3 10 kr (125000 Tabnetok) gns
[03yBaHHA 20 Mr Ha HOBIli BUPOOHWYIN AinbHULI
PotTengopc ®apma MM6X, OcTeHdenaep wrpacce,
HimeuunHa. BBefeHHA 3MiH NPOTAroM 6-TW MicsLiB
nicns 3atBepgKeHHs. 3MiHn | Tuny - 3MiHN 3 SKOCTiI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3MiHa y meToax BUNpPo6yBaHHSA
rOTOBOrO /iKapCbKOro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeToAax BUNPO6YBaHHS) - BHECEHHS
He3Ha4HOoI 3MiHM 40 MeToay BUNpobyBaHHA M3 3a
nokasHWKoM «laeHTudikauisi, BMICT Ta JOMILLKM», a
came npu npo6oniaroToBsLi BUNPO60BYBAHOIO 3paska
[0[aHo BapiaHT BUKOPUCTaHHSA Linnux TabneTok 6e3
nornepeAHLOro po3mesioBaHHsA. BeegeHHs 3miH
NPOTArom 6-Tv MiCAILiB Micns 3aTBepaKeHHs. 3MiHu |
TNy - 3MiHK 3 SIKOCTi. FOTOBUIA Nnikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo
yMoBax 36epiraHHsi roTOBOro fikapcbKoro 3acoby
(36inbLUEHHS TEPMIHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - 115 TOproBoi ynakoBku
(niaTBEPOKYETLCA AAHUMW PEasIbHOIO Yacy) -
36iNbLUEHHS TepMiHy npugatHocTi 13 3 3 4o 4 pokis,
L0 MiATBEPAKYETLCA AAaHNMU CTabiNbHOCTI B
peasibHOMY Yaci. 3MiHW BHECEHO B po34ia "TepMiH
npugaTHOCTI" B IHCTPYKLiO 4718 MEeANYHOro
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3aCcTOCyBaHHS Nikapcbkoro 3acoby. BBegeHHs 3MiH
NPOTArom 6-Tv MicsILiB NicNs 3aTBEPAXKEHHS.
96. | KABOMETUKC TabneTkn, BKPUTI INCEH ®paHuisa Brpo6HMUTBO, Kanaga/ BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/16766/01/01
N1iBKOBOIO PAPMA nepBuHHE Ta HimeuunHa/ TMny - 3MiHK 3 akocTi. A®l. Bupo6HMLUTBO. 3MiHa peyenmom
060/10HKO10, M0 20 BTOPVHHE LLBeiiuapis/ | BUPOGHMKA BUXiAHOrO/MPOMIXHOIO NPOAYKTY/peareHTy,
Mr; N0 7 TabneTok, nakyBaHHs, PpaHuin/ LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMYOMY npoueci Ad,
BKPUTMX M/TIBKOBOKO BMNpobyBaHHA | HigepnaHan ab60o 3miHa BUpoOHWMKa (BK/oHaKoun, ae HeobxiaHo,
060/1I0HKOI Y npw BUNYCKy MicLLe NpoBeAEHHSI KOHTPOsIIO siKocTi) AdI (3a
6nictepi; no 4 Ta BiICYTHOCTI cepTuchikaTa BiANOBIAHOCTI EBPONENCHKI
6nictepu B cTabinbHOCTI: thapmakonei y 3aTBepAXeHOMY [OChE)
KapTOHHIA KOpooLi MaTeoH IHK., (3anponoHoBaHWit BUPOGHUK HANeXuTb A0 TiEl camoi
ab6o no 30 TabneTok, Kanaga BVMPOGHMYOT rpynu NiANPUEMCTB, WO 11 3aTBEPAKEHWI)
BKPUTUX MNiBKOBOIO - f0faBaHHS anbTepHATUBHOT BUPOOGHNYOT fiNbHULL,
060/1I0HKOI Y BUPOBHULTBO, Bi4NoBiAa/IbHOT 32 BUPOBHULTBO Ait0H0i pevoBUHM ELwl
naswui; no 1 BMNPOGYBaHHSA CriseHc JI/1C, CLLIA/Ash Stevens LLC, USA (agpeca:
NAAWLUI B KAPTOHHIi npu BUNYCKY 18655 Byn. Kpayse PiBeps’to, MiviraH 48193 CLLA).
Kopobui Ta 3aTBepokeHunii BUpobHuK Piramal Healthcare

CTabinbHOCTI®)
BignoBigabHU
1 3a BMNyCK
cepii:
PotTeHgopd
dapma M'm6X,
HimeuunHa

nepBrHHA Ta
BTOPUHHA
ynakoBKa:

PotTeHgopd

dapma 'mbX,
HimeyunHa

XL184-1-1 GTI
TECTyBaHHs
XL184-1-4 GTI
TecTyBaHHs
Consiac Arl',
LLiseiuapis

Mikpo6ionoriy
He
TeCTyBaHHS:
SGS IHCTUTYT
dpeseHiyc
v6X,
HimeyunHa

(Canada) Limited, Canada. BBefieHHs1 3MiH NpOTArom
6-T MicALIB Mic/1A 3aTBEpMXEHHSA. 3MiHu | Tuny -
3MiHY 3 siKocTi. APl BUpo6HULTBO. 3MiHA BUPOBHUKA
BVIXiZHOro/MpoMiKHOro NpoayKTy/pearenTy, Lo
BVIKOPVICTOBYIOTBCS Y BUPO6HMYOMY npoueci Ad®l, abo
3MiHa BUPOGHYMKa (BKNOYauu, ae HeobxigHo, micue
NpoBefEeHHS KOHTPOIIO AKkocTi) AP (3a BigCyTHOCTI
cepTudpikaTa BignoBiAHOCTI EBpONEChKil
thapmakonei y 3aTBepKEHOMY AOCLE)(3MiHN [0
3ax0piB, NoB'A3aHUX 3 KOHTponem Adl, abo
fofaBaHHA finbHUL, Ae NPOBOAUTLCS
KOHTPO/b/BUNPOGYBaHHSA cepil) - AoAaBaHHS
anbTepHaTUBHOI AiNbHWL, Ha AKil 34iCHI0ETbCA
KOHTPO/b Ccepii/BMNPO6yBaHHS Ajto40i pe4oBuHM - EL
CriBeHc JIN1C, CLWA/Ash Stevens LLC, USA, agpeca:
18655 Byn. Kpay3se Piseps’to, MiviraH 48193 CLLA.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS. 3MiHM | TUny - 3MiHK 3 aKoCTi. AdI.
Brpo6HMLUTBO. 3MiHM B npoueci BupobHuutea A®I
(He3HauHa 3miHa y npoueci BUpo6HuuTBa Adl) -
He3Ha4yHa 3MiHa B npoLeci BUpO6HMLTBA Ajito4ol
PEYOBUHM [N151 BNPOBAXXEHHS MOX/IMBOCTI
MoOYaTKOBOTO BHECEHHS B PO3UMH KpUCTasia-3aTpaBKu
BifIbHOI OCHOBW Kab03aHTiHIBY 419 HyKneaujil Ta
BWAINEHHA HEOYMLLIEHOT BifIbHOT OCHOBM Ha
anbTepHaTUBHIW AinbHWLi BUpo6HMUTBa - Ash Stevens
LLC, USA. BBefieHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3arBepgkeHHs. 3MiHu | Tuny - 3MiHK 3 SKOCTI.
A®|. BupobHuuTBO. 3MiHM B NpoLieci BUPo6bHULTBA
A®I (He3HayHa 3MiHa y npoLeci Bupo6bHuuTBa Adl) -
3MiHa Yyacy BUTPUMKM, LLIO BUKOPUCTOBYETHLCS Y
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Bunyck cepil: BVMPOGHMLTBI MPOMIXXHOTO MPoAyKTY (BiflbHa OCHOBa
MaTeoH Ka6o3aHTiHi6Y) 3 24 rog Ao 26 rog Ha ctagil
dpaHuisn, Chlorination to form XL 184-2-3 (batch
®paHuis temperature=150C). BBeieHHS 3MiH NpOTArom 6-Tu
MicALiB nicnsa 3aTBepAKeHHs. 3MiHu | Tuny - 3MiHK 3
Bupo6HuK, akocTi. A®l. BUpobHMLTBO. 3MiHM B Npoueci

BiANOBiAA/IbHN
1 3a BTOPUHHE
nakyBaHHS Ta
BMNYCK Cepiii:
Taxoanak
HigepnaHgn
B.B.,
HigepnaHnamn

3) XL184-1-1
ma XL184-1-4
GTI
mecmyBaHHsI
ma
Mikpobiosioaiy
He
mecmyBaHHs1
BUKOHYEMbCS
KoMnaHissmu
Cornsiac Al
ma SGS
IHcmumym
®dpeseHiyc
meX
BIOMOBIOHO

BMPOG6HMLTBA AD| (HE3HAYHA 3MiHa Y NpoLeci
BUpo6HMLTBA ADI) - 3MiHa Yacy BUTPUMKN B NPoLLECi
BMPOGHMLITBA MPOMIXXHOIO NPOAYKTY (BiflbHa OCHOBA

Kab03aHTiHiIGy) Ha cTagji KpucTastizoBaHui
Kab03aHTWHIB(S)-ManaTt B cycneHsii MeTUNeTUIKETOHY
(MEK)/Bogv 3 74 roaviH Ha 87 roavH. BBefieHHs 3miH
NpoTArom 6-Tu MicALIB NiCAs 3aTBEPMKEHHS. 3MiHW |
MYy - 3MiHK 3 AKkocTi. APl BupobHMUTBO. 3MiHa
po3Mipy cepii (Bktovatoun gianaszoHu) APl abo
MPOMDKHOIO NPOAYKTY, KW 3aCTOCOBYETLCA Y MPOLIECI
BUpo6HUUTBa AP (36inbLIeHHs A0 10 pasiB NOpPiBHAHO
i3 3aTBEPAKEHNM PO3MIPOM) - 36iNbLUEHHS PO3MIpY
cepii BUpOGHMLTBA Ajt040i pe4yoBUHM 3 Aiana3oHy 53-
62 kr 8o 95-124 kr. BBeeHHs 3MiH NpOTAroM 6-Tn
MicsALiB Nicnsa 3aTBepKeHHsA. 3MiHu | Tuny - 3MiHu 3
akocTi. A®l. CTabinbHicTb. 3MiHa nepiofy NOBTOPHMX
BUNpo6yBaHb/nepiogy 36epiraHHA abo ymoB
36epiraHHa APl (3a BigCYTHOCTI y 3aTBEPAKEHOMY
[ocbe cepTudpikaTa BignoBiAHOCTI EBpoONENChKii
chapmakonei, Lo BKIYaE nepiog NoOBTOPHOrO
BMNPOOGYBaHHS) (3MiHa Y 3aTBEP)KEHOMY NPOTOKOI
cTabiNbHOCTI) - 3MiHa 3aTBEPAKEHOTO NPOTOKONY
BMBYEHHSA CTabi/IbHOCTI Ajto40T pevyoBrHU 3 36 MicsLiB
[0 60 micsyis. BBeieHHs1 3MiH NpoTArom 6-Tu Micauis
nicns 3atBepgkKeHHs. 3MiHn | Tuny - 3MiHN 3 SKOCTiI.

A®I. BUpobHMLTBO. 3MiHW BUNpobyBaHb abo

[0NyCTUMMX MEX Y npoueci BUpobHuuTBa Adl, Lo
BCTaHOB/EHI y cneuudikayisx (iHWwi 3mMiHW) - 3MiHa
[onycTUMKUX MeX cneuudikauii BuxigHoro marepiasny
XL184-2-1, Wwo BUKOPUCTOBYETLCA B NMPOLECI
BMPOGHMLTBA MPOMiXXHOro npoAykTy XL184-2-2 3a
nokasHukom «Carboxylic acid activation of XL184-2-1»
3 «NLT 85% by HPLC area percent» go «NLT 14% by
HPLC weight percent». BBegeHHs 3MiH npoTsirom 6-Tu
MicALiB nicna 3aTBepKeHHs. 3MiHu | Tuny - 3MiHK 3
akocTi. A®l. BupobHMLTBO. 3MiHM B Npoueci

BMPOG6HMLTBA AD| (HE3HAYHA 3MiHa Y NpoLeci

BMpo6OHULUTBa A®PI) - 3MiHA Yacy BUTPUMKH, LLLO

BMKOPUCTOBYETLCA Y BUPOBGHULTBI MPOMIKHOTO
npoaykTy (BinbHa ocHoBa Kabo3aHTiHiby) 3 24 rog, Ao

26 rop, Ha ctagii Chlorination to form XL 184-2-3
(batch temperature=100C). BBefieHHS 3MiH NPOTSArom
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6-T MicALIB MiC/1A 3aTBEpMXEHHSA. 3MiHu | Tuny -
3MiHu 3 sKocTi. A®l. Bupo6bHMLTBO. 3MiHa po3mipy
cepii (Brovatoumn gianasoHu) A®l abo npoMixxHoro

NPOAYKTY, KN4 3aCTOCOBYETLCA Y NPOLLECI
BMPOGHMLTBa ADI (36inbLIEeHHS A0 10 pasiB NOpiBHAHO
i3 3aTBEPKEHNM PO3MIPOM) - 3MiHa PO3Mmipy cepil
NPOMiKHOro npoAykTy XL184-1-4, wo

BUKOPVCTOBYETLCA B NPOLLECi BUPOOHMLTBA AitoYoi

peyoBuHM 3 35 Kkr go 70 kr. BBeAeHHA 3MiH NPOTAroM

6-T MicALIB MiC/1A 3aTBEpMXEHHSA. 3MiHu | Tuny -

3MiHu 3 sKocTi. A®l. BUpo6HMLTBO. 3MiHW B NPOLIECI
BMPO6HMLTBA AD| (HE3HAYHA 3MiHa Y NpoLeci
BMPOGHMLUTBA ADI) - HE3HAYHA 3MiHa B MpoLeCi
BMPOOHMLTBA Ail040T PEYOBUHW, A/15 BIPOBaKEHHS
MOX/IMBOCTi MOYATKOBOrO BHECEHHS B PO34MH
KpucTana-3aTpaBku BiflbHOT OCHOBM kKab0o3aHTUHIOY
ONns Hykneauii Ta BUAISIEHHA HeOUULLEeHOT BiNIbHOT
ocHOBY ansa XL184-1-5. Lleii npouec nonerwye
hinbTpavito, J03BOJISE CKOPOTUTU TEPMIH BUTPUMKM
CyCneHsii, WO noKpalmTb TPMBasicCTb BUPOOGHNYOrO
LvKny. BBeieHHs 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEpPMKEHHS. 3MiHM | TNy - AOMIHICTPaTUBHI 3MiHN.
3MiHa HalimeHyBaHHsi Ta/abo agpecu micus
NpoBafPKEHHA AiS/IbHOCTI BUPO6HMKA (BK/THOYatoum, 3a
HeoObXiAHOCTI, MicLie NPOBEeAEHHSI KOHTPOJIO SKOCTI),
abo BrlacHuka macTep-thaiina Ha A®l, abo
noctavasibHuka A®l/BuxigHoro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
3aCTOCOBYIOTLCS Y BUPOOHUUTBI ADI (SKLLO 3a3HAYEHO
y [OCbE Ha NikapCbkuii 3aci6) 3a BiACYTHOCTI
cepTudpikaTa BignNoBiAHOCTI EBPONEChKIl
chapmaxonei y 3aTBepkeHOMy A0Cbe, a60 BUPOOHMKA

HOBOI AOMNOMDKHOT Pe4OBMHU (SIKLLLO 3a3HAYEHO Y
[0CbE) - 3MiHa Ha3BM AiNIbHULL, Bi4MOBIga/IbHOT 3a
BMNpo6yBaHHA koHTponto sikocTi A®l 3 AMRI SSCI,

LLC, USA Ha Curia Indiana, USA. Agpeca BUpPO6HUYOI
AiNbHUL MPY LbOMY 3a/TMLLAETLCA HE3MIHHOH.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPMAKEHHS. 3MiHM | TUMY - 3MiHK 3 AIKOCTi. FOTOBWIA
nikapcbknii 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo

BBE/leHHs A0AaTKOBOI AiNbHULI BUPOBHMLTBA AN

4yacTuHM abo BCbOro BUPOBHNYOro npoLecy roToBoro
nikapcbKoro 3acoby (AinbHWUUA A1 BTOPUHHOTO
nakyBaHHs) - ofaBaHHA a/lbTEePHATUBHOI [ifIbHUL

[N BTOPUHHOTO nakysaHHs /13 - PoTTeHgopd

dapma 'm6X, Am dneiireHgan 3 59320 EHHirepriox,
HimeyunHa/Rottendorf Pharma GmbH, Am Fleigendahl
359320 Ennigerloh Germany. 3MiH1 BHECEHO B
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IHCTPYKUiO 4N MeAVNYHOTO 3aCTOCYBaHHA Y PO3inu
"BupobHukn" Ta "Micue3HaxomKeHHs: BUPOOHWKIB Ta
afipeca Micus NPoBafKEHHS X AiANbHOCTI" y 3B'A3KY 3
BBE/IeHHAM [J0JaTKOBOro BUPOOHMKa Ta AK HacNifokK -
3aTBEPAKEHHSA TEKCTY MapKyBaHHS yNakoBKu
niKkapcbKoro 3acoby N5 404aTKOBOr0 BUPOOHUKA.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHM | TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkunii 3aci6. 3MiHW y BUPOBHMLTBI. 3amiHa abo
BBE/IEHHS 40AATKOBOI AiNIbHULI BUPOGHULTBA A5
4acTVHM abo BCbOro BUPOGHNYOro NpoLecy rotToBoro
nNikapcbKoro 3acoby (AinbHWUUA 415 NePBUHHOTO
nakyBaHHs) - A0faBaHHA a/lbTEPHATVBHOI [iTbHNL,
0151 NepBUHHOIO nakyBaHHs 13 - PoTTeHgopd
dapma M'v6X, Am dneiirengan 3 59320 EHHirepnox,
HimeuunHa/Rottendorf Pharma GmbH, Am Fleigendahl
359320 Ennigerloh Germany. 3MiHU BHECEHO B
IHCTPYKLil0 ANS MeAMYHOro 3acTOCyBaHHSA y po3ainm
"Bmpo6HuKM" Ta "MicLe3HaxomkeHHs! BUPOGHMKIB Ta
agpeca MicLa nNpoBaKeHHs X OisNbHOCTI" y 3B'A3KY 3
BBEJIEHHAM [04aTKOBOrO BUPOOHMKA Ta K HACNIAOK -
3aTBEPAKEHHSA TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby Ans A0AAaTKOBOro BUPOBHNMKA.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi. [oTOoBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo
BBE/lEHHS 40AaTKOBOI AifIbHULI BUPOBHULTBA 415
4acTVHM abo BCbOro BUPOBHNYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AinbHULSA, Ha 5Kl NPoBOAATLCS
6yAb-AKi BUPOGHUYI CTagii, 3a BUHATKOM BUMYCKY
cepiil, KOHTPO/TIO AKOCTi, NEPBUHHOTO Ta BTOPUHHOIO
nakyBaHHs1, 4151 HECTEePU/IbHUX NiKapCbKUX 3acobiB) -
[ofaBaHHA anbTepHATUBHOI AiNIbHUL BUPO6HMLITBA
N3, Ae NpoBOANTLCSA BUPOOHNULTBO HEPO3(hacoBaHOI
npoaykuii - PotteHgopd ®apma MveX, OcteHdenaep
wrpacce 51-61, EHHirepnox, MiBHiYHuli Pelin-
Bectdpanis, 59320, HiveuunHa / Rottendorf Pharma
GmbH, Ostenfelder Strasse 51-61, Ennigerloh, North
Rhine- Westphalia, 59320, Germany). 3MiH1 BHECEHO
B HCTPYKL,iIO 415 MEANYHOTO 3aCTOCYBaHHA Y po34inu
"BupobHukn" Ta "Micue3HaxooKeHHs: BUPOOHWKIB Ta
afpeca Micus NPoBafKEHHS X AiANbHOCTI" Y 3B'A3KY 3
BBE/IeHHAM [J0aTKOBOro BUPOBHMKa Ta AK HacnifokK -
3aTBEPAKEHHSA TEKCTY MapKyBaHHSA ynakoBKu
niKkapcbKoro 3acoby N5 LO4aTKOBOrO BUPOOHMKA.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | TUMy - 3MiHK 3 AKOCTi. [0TOBWIA

nikapcbkuii 3aci6. 3MiHW y BUPOBHMUTBI. 3MiHa
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iMnopTepa/3MiHu, L0 CTOCYITbCS BUMYCKY Cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO NliKapCbKoro 3acoby (3amiHa
ab0 fofaBaHHS AiNbHUL, Ha Kl 34iCHIOETCA
KOHTPO/b/BMNPOGYBaHHSA cepii) - A0AaBaHHSA
anbTepHaTUBHOI AiNbHUL, Ha AKill 34iACHI0ETECA
KOHTPO/b/BUNpo6YBaHHA cepii 13 - mikpobionoriyHe
TecTyBaHHs - SGS [HCTUTYT ®peseHiyc MmbX,
HimeyuunHa/ SGS Institut Fresenius GmbH, Germany.
BBefeHHs 3MiH NpoTArom 6-T1 MicauiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi. [oTOoBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbLCS BUMYCKY Cepii Ta
KOHTPO/I0 AIKOCTi FOTOBOIO /liKapCbKOro 3acoby (3amiHa
ab0 gofaBaHHA OiNbHULI, Ha AKill 34iACHIOETLCS
KOHTPO/b/BUNPOGYBaHHSA cepii) - AoAaBaHHA
anbTepHaTMBHOI AinbHULi, Coneiac Al, LWeeliyapis /
Solvias AG, Switzerland Ha sikili 34ilicHI0ETbCSA
KOHTpO/b/BUNPobyBaHHA cepii 13 - npoBeAeHHSA
TecTyBaHHs Aomiliok XL184-1-1 GTl ta XL184-1-4
GTI. BBefieHHs 3MiH NpOTArom 6-Tu MicsLiB nicns
3aTBEPMAKEHHS. 3MiHM | TUMY - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYITLCA BUNYCKY cepii Ta
KOHTPO/H0 SIKOCTi FOTOBOrO fiKapCcbKoro 3acoby (3amiHa
ab0 foaaBaHHA OiNbHULI, Ha SIKI 34iACHIOETLCSA
KOHTPO/L/BUNPOBYBaHHSA cepil) - AoAaBaHHSA
albTEPHATUBHOI AiNIbHUL, Ha SKil 34iACHIOETLCS
KOHTpOnb/BMNpo6yBaHHSA cepii N3 - PoTTeHgopd
dapma 'mbX, OcTeHengep wrpacce 51-61,
EHHirepnox, MiBHiuyHWiA PeiiH-BecTtdhanis, 59320,
Himeyumna / Rottendorf Pharma GmbH, Ostenfelder
Strasse 51-61, Ennigerloh, North Rhine- Westphalia,
59320, Germany) (okpim BunpobysaHb GTI Ta
MiKpOG6i010riYHOro TeCTyBaHHS). 3MiHN BHECEHO B
IHCTPYKUi0 AN MeANYHOT0 3aCTOCYBaHHSA Y Po3inu
"BnpobHukmn" Ta "MicLe3HaxomkeHHs BUPOGHMKIB Ta
agpeca MicLs NPOBaKEHHS X AiANbHOCTI" y 3B'A3KY 3
BBE/IeHHAM [04aTKOBOro BUPOBGHMKA Ta AK HacNifoK -
3aTBEPAKEHHS TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby Ans 40A4ATKOBOro BUPOGHNMKA.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPMAKEHHS. 3MiHM | TUMY - 3MiHK 3 SIKOCTi. [OTOBWIA
nikapcbknii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYHTLCA BUNYCKY cepii Ta
KOHTPO/H0 SIKOCTi FOTOBOrO fiKapCcbKoro 3acoby (3amiHa
abo gogaBaHHS BUPO6HUKA, LU0 Bignosigae 3a
BBE3eHHs Ta/abo BuUmnyck cepii) - Britovatoun
KOHTPONb/BMNPOGYBaHHS cepii - AofaBaHHS
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anbTepHaTUBHOI AiNIbHWL, Ha AKil 34iACHI0ETLCA
Bunyck cepii [13 - PotteHgopg Papma Mm6X,
HimeuunHa/ Rottenderf Pharma Am Ostenfelder
Strasse 51-6159320 Ennigerloh Germany. 3miHu
BHECEHO B iHCTPYKLit0 4151 MEAUYHOIO 3aCTOCYBaHHS Y
po3ainy "BupobHukn" Ta "MicLe3HaxomKeHHS
BMPOGHWKIB Ta agpeca MicLs NPOBaMKEHHS iX
OiSNbHOCTI" y 3B'A3KY 3 BBEAEHHAM 4,04aTKOBOro
BMPOOHUKA Ta SK HACNIAOK - 3aTBEPIKEHHSI TEKCTY
MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby Ans
[04aTKoBOro BUpobHuKa. BBefeHHSA 3MiH NpoTArom 6-
TN MiCALiB NicNs 3aTBepMKEHHS. 3MiHW | Tuny - 3MiHK
3 AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3MiHM Y NpoLeci BUPOGHULITBA FOTOBOrO
NikapcbKoro 3acoby, BKIOUaKUM NPOMiIXKHUI NPOAYKT,
LLL0 3aCTOCOBYETLCA NPU BUPOOHNULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BMPOGHULITBA) - BUTyYEHHSI NapameTpa BUPOOGHNYOro
npowecy — TemnepaTypa MnoBiTps Ha BXoAj B 6apabaH
NS NpoLecy HaHeCeHHs NOoKpPUTTA Ha TabneTku Ans
BMPOGHUYOI AinbHULi PoTTeHgopd Papma MmoX,
OcTteHcbengep wrpacce, HimeuunHa. BBegeHHs 3MiH
NPOTArom 6-Tv MicAILiB Micns 3aTBepKeHHs. 3MiHu |
T™Mny - 3MiHK 3 SIKOCTi. FOTOBWUIA Nnikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHK Y NpoLeci BUPO6HMLTBA
roTOBOrO /iKapCbKoro 3acoby, BKIOYaUN NPOMKHUI
NPOAYKT, LLIO 3aCTOCOBYETLCA NPY BUPOOHULITBI
rOTOBOrO JliKapCbKOro 3acoby (He3HauyHa 3miHa y
npoeci BUpo6bHMLTBA) - He3HauyHa 3MiHa y
BMPOGHMYOMY npoueci 13, a came 3miHa
CNiBBIAHOLIEHHS NonepeAHbOro 3millyBaHHs,
rpaHyloBaHHs, BOIOroro noApi6bHeHHA Ta
BUCYLLYBaHHA B Kunasdili chasi naptieto go 10 kr, a
TaKoX 3MiHM CTagii Cyxoro noapibHeHHs 3 KOMbiHaLlieto
3 yacTuH (10 Kr KoXeH) 15t BUPO6HUYOT AiNbHUL
Pottengopc ®apma Mvb6X, OcTeHdengep wrpacce,
HimeuunHa. BBeeHHs 3MiH NPOTAroM 6-Tu MicsLiB
nicnsa 3aTBepmKeHHs. 3MiHn | Tuny - 3MiHK 3 AKOCTI.
[oToBWi Nikapcbkuii 3aci6. CTabiNbHICTb. 3MiHa Y
TepMiHax npugaTHocTi abo ymoBax 36epiraHHs
roToBOro Nikapcbkoro 3acoby (3miHa y 3aTBepKeHoMy
NPOTOKOAI CTabiNbHOCTI) - 3MiHa B 3aTBEPKEHOMY
npoTokoni ctabinbHocTi /13, a came gofaBaHHA TOUKM
KOHTpONt0 48 micAuiB (3aTBepaXeHo: 36 MicALiB).
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi. [oTOoBWIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa
po3Mipy cepii (BkHYatoum gianaszoH po3mipy cepii)
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roTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHW) - JoAaBaHHSA
po3mipy cepii 113 10 kr (125000 TabneTok) ans
[03yBaHHA 20 Mr Ha HOBIli BUPOGHUYINA AiNbHUL
PotTengopd ®apma MNM6X, OcTeHdengep wrpacce,
HimeuuunHa. BBeeHHS 3MiH NPOTAroM 6-Tu micsauis
nicns 3arBepgkeHHs. 3MiHu | Tuny - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa y MeToax BUnpobyBaHHs
roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3miHa y
3aTBEPMAKEHNX MeToAax BUNPO6YBaHHS) - BHECEHHS
He3Ha4yHoi 3MiHV 0 MeToAy BUNpobyBaHHA M3 3a
noKasHWKOM «laeHTudikauis, BMICT Ta JOMILLKW», a
came npu Npo6oniaroTosL,i BUNPO60BYBaHOIO 3paska
[ofaHo BapiaHT BUKOPUCTAHHSA Linvx TabneTtok 6e3
nonepeAHLOro Po3mesitoBaHHs. BBefeHHs 3MiH
NpoTArom 6-Tu MicALIB NiCAsA 3aTBEPMKEHHS. 3MiHW |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHsi rOTOBOrO Jlikapcbkoro 3acoby
(36iNbLUEHHA TEepMiHY NPUAATHOCTI TOTOBOrO
NiKapcbKoro 3acoby) - [11s Toproeoi ynakoBKu
(nigTBEPMKYETLCA AaHUMKN peasibHOro Yacy) -
36iNbLUEHHS TepMiHy npuaaTHocTi /13 3 3 8o 4 pokis,
L0 NiATBEPMAKYETHCA AaHUMU CTabiNbHOCTI B
peasibHOMy 4aci. 3MiH/ BHECEHO B po34in "TepMiH
NpuAAaTHOCTI" B IHCTPYKLiO ANS MeAUYHOTO
3aCcTOCyBaHHSA Nikapcbkoro 3acoby. BeeAeHHS 3MiH
NpoTSArom 6-Tv MicsLiB Micnsi 3aTBEPAKEHHS.

97. | KABOMETUKC TabneTku, BKPUTI INCEH PpaHuin Bupo6bHuuTBO, KaHnapa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/16766/01/02
NNiBKOBOIO PAPMA NnepBUHHE Ta dpaHuia/ TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom nionsieae
o6onoHkoto, no 40 BTOPUHHE HinepnaHvgn thapmakoHarnagy (iHwi 3MiHu) - 3MiHM BHECEHO B
MTr; 0 7 TabneTok, nakyBaHHs1, / IHCTPYKLUi0 415 MeANYHOro 3acToCyBaHHSA NikapCbKoro
BKPUTUX NIBKOBOK BMNPOGYBaHHS 3acoby a0 po3giny "MobiyHi peakuii” BignoBigHO 40
060/10HKOI Y npu BUNYyCKy OHOBJIEHOI iHChopMaLii LLoA0 6e3Mnekn 3acTocyBaHHS
6nicTtepi; no 4 Ta Aito4oi pevoBUHY 3rigHO 3 pekoMeHaaLieto PRAC.
6nictepu B cTabinbHOCTI: BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
KapTOHHIA Kopoo6Li MateoH IHk., 3aTBEPMAKEHHS
a6o no 30 Tabnerok, KaHapa;

BKPUTWX M/1IBKOBOKO Bunyck cepii:
060/10HKOI0 Y MNarteoH
naswwyi; no 1 dpaHuin,
NAAWLUI B KAPTOHHIi PpaHuis;
Kopoobui Bupo6HuK,

BignoBigaibHU
11 32 BTOPVIHHE
nakyBaHHS Ta
BMNYCK Cepiii:
TaKoanak
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HigepnaHgn
Higepnangm
98. | KABOMETUKC | Tabnetku, BKpUTI INCEH ®paHuisa Brpo6HMUTBO, Kanaga/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/16766/01/03
NNiBKOBOO PAPMA nepBuHHE Ta ®paHuia/ TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
060/10HKO0, N0 60 BTOPVHHE Higepnangn hapmakoHarnsagy (iHwi 3miHn) - 3MiHM BHECEHO B
Mr; N0 7 TabneTok, nakyBaHHs, / IHCTPYKL0 4719 MEANYHOrO 3aCTOCYBaHHS NMiKapCbKoro
BKPUTUX NAIBKOBOK BMNPOGYBaHHSA 3acoby fo po3ainy "Mo6ivHi peakuii” BignosigHO A0
060/10HKOI0 Y npu BUNYyCKy OHOB/IEHOI iHGhopMaLii LWOAO 6e3nekn 3acTocyBaHHS
6nictepi; no 4 Ta [ilo40i peyoBVHY 3rigHO 3 pekomeHgauieo PRAC.
6nictepu B cTabinbHoCTI: BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
KapTOHHI KOpooLi MareoH IHK., 3aTBEPL)KEHHSA
a6o no 30 TabneTok, KaHaga;
BKPUTUX NAIBKOBOK Bunyck cepii:
060/I0HKOK Y MaTeoH
naswyi; no 1 ®paHuis,
NAAWLUI B KAPTOHHIi dpaHuis;
Kopoo6ui Bupo6HuK,
BiANOBiAa/IbHU
11 3a BTOPUHHE
nakyBaHHs Ta
BMNYCK Cepiii:
Taxoanak
Higepnangn
B.B.,
Higepnanamn
99. | KABOMETUKC TabneTkn, BKpUTI INCEH ®paHuisa Brpo6HMUTBO, Kanaga/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/16766/01/01
NNiBKOBOO PAPMA nepBuHHE Ta ®paHuia/ TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
060/10HKO10, M0 20 BTOPVHHE HigepnaHan hapmakoHarnagy (iHwi 3mMiHW) - 3MiHN BHECEHO B
MTr; M0 7 TabneTok, nakyBaHHs, / IHCTPYKLiO 415 MeQUYHOro 3acToCcyBaHHS Mikapcbkoro
BKPUTUX N/1IBKOBOK BMNPOGYBaHHSA 3acoby Ao po3giny “MNo6iyHi peakuii BiANOBIAHO A0
060/I0HKOI Y npw BUNYycKy OHOB/EHOI iHGhopMaLii LLoao 6e3nekn 3acTOCyBaHHSA
6nictepi; no 4 Ta [ito40i peyoBrHY 3rigHO 3 pekomeHgauieo PRAC.
6nictepu B cTabinbHOCTI: BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicss
KapTOHHIA KOopooLi MaTeoH IHk., 3aTBEePAKEHHSA
a60 no 30 TabneTtok, KaHaga;
BKPUTUX N/1IBKOBOK Bunyck cepii:
060/10HKO Y MarteoH
naswui; no 1 PpaHuin,
NAAWLUI B KAPTOHHIi PpaHuis;
Kopobui BUpPOGHK,
BiANOBIAA/IbHN

1 3a BTOPUHHE
nakyBaHHs Ta
BMNYCK Cepiii:
Tmxoanak
HigepnaHnamn

2}
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Higepnanam
100. | KANbUIYM®O PO3YUH OJ151 iH'EKLLNA, EBEBE ABCTpIst BMPOBOHULITBO HimeuunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/1638/01/01
NIHAT 10 mr/mn; no 3 mn Papma Hepo3cacoBa ABCTpIs TMny - 3MiHK 3 AKkocTi. CepTudikaTt BignosigHocTi/IE- peyenmom
"EBEBE" (30 mr), abo 5 mn lec.m.6.X. HOT NpoayKuii, cepTudikaT BignoBigHOCTI EBponeiichKii
(50 mr), a6o 10 mn Hdor. KI nepBuHHA i hapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
(200 wmr), a6o no 20 BTOPVHHA OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI abo
mn (200 mr) y ynakoBka, BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKiIi
donakoHi; no 1 KOHTPO/1b thapmakonei: gna A®l; ans BUXiAHOTO
donakoHy B cepii: Maynt MaTepiany/peareHTy/MpoMiKHOIo NPOAYKTY, WO
KapTOHHI KopobL, dapma BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
Bonbhpatcxa [LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
y3eH 'mbX, €sponelicbkin hapmakonei) - OHoBMeHWIA cepTudikat
HimeuumnHa; Bif] y)Xe 3aTBepAKEHOro BUpo6Huka. MNMogaHHsA
[03BiN Ha OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
BWMNYCK cepil: thapmakonei Ne R1-CEP 1996-055 - Rev 07
EBEBE (3aTBepmxeHo: R1-CEP 1996-055 - Rev 06) ans
dapma nitoyoi pevoBuHK Calcium Folinate Hydrate Big Bxe
lec.m.6.X. 3arBepgxeHoro BupobHuka Merck & CIE, Lseliyapis.
Hdpr. KT, Y pesynbTari 3asBMeHol npoueaypu 3MiHM BHOCATLCS
ABCTpISi; [0 po3ainy peectpadiiHoro gocke 3.2.R.
[03BiN Ha
BWMNYCK Cepil:
CaHpo3 M'M6X
- Bupo6Hunua
OinbHUUS
AHTUHIHEKU
HIi TN3 Ta
XimiuHi
Onepauii
KyHane (AIXO
N3 KyHano),
ABCTpISi;
[03BiN Ha
BWMNYCK Cepil:
Cantotac
dapma 'm6X ,
HimeyunHa
101. | KANbLUIO PO3YUH OJ151 iH'EKLLNA, AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/4900/01/01
FNHIOKOHAT 100 mr/mn no 5 mn "papmak” UMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbkuin 3aci6. peyenmom | nidnsizae
CTABINIBOBA a6o 10 mn B amnyni; CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo
HUIA no 5 a6o 10 amnyny ymoBax 36epiraHHs roTOBOrO /likapCbKoro 3acoby

nauuy;

no 5 mn a6o 10 mn B
amnyni; no 5 amnyn
y 6nicTepi; no 1 abo
no 2 6nictepu B
naui

(36inblUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - 15 ToproBoi ynakoBku
(niaTBEPOKYETLCA AAHUMW PEasIbHOIO Yacy) -

36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO

NiKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX
pesynbTaTiB fOBrOCTPOKOBUX [OC/IMKEHD
CTabisIbHOCTI Y peasibHOMY Yaci: 3aTBepKeHo:
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TepMmiH npuaaTHoCTI 3 poku.
3anponoHoBaHo: TepMiH NpuaaTHOCTI 5 pokiB. 3MiHW
BHECEHO B pPO34in "TepMiH NpuaaTHOCTI" B IHCTPYKL,itO
ANA MeAMYHOro 3acTOoCyBaHHA NiKapCbKoro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Wwoao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsagy (iHuwi
3MiHW)- 3MiHW BHECEHO Y TEKCT MapKyBaHHA NEPBUHHOI
(n. 1, 6) Ta BTOPUHHOT (N. 1, 11, 17) ynakoBku
nikapcbkoro 3acoby. BBegeHHs 3MiH NPOTAroM 6-T1
MicaLiB nicna 3aTBepAKeHHs. 3MiHu | Tuny - 3MiHK
Loao 6e3snekn/edeKkTBHOCTI Ta thapmakoHarnsagy
(iHLWi 3MiHW) - OHOB/NIEHO TEKCT MapKyBaHHS NEePBUHHOT
Ta BTOPMHHOT YNakoBKM /likapCbKoro 3acoby, a came
BWTy4YeHO iHchopmaLiito, BUKNaAEHY POCINCHKOLO
MOBOIO, Ta 3a3Ha4YeHO i1 aHrNilicbKO MOBOIO.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.
102. | KAHTAB Tabnetku, no 8 mr; HOBEN TypeuuunH HOBEN INAY TypeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/13920/01/01
no 14 TabneTok y INIAY CAHAT a CAHAI BE TVNy - 3MiHK 3 AKOCTI. FOTOBWIA NikapcbKuit 3aci6. peuenmom
6nicTepi; no 2, abo BE TIIKAPET KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa y
no 4, aéo no 7 TIOXAPET A.LL. MeToAax BUNPOGYyBaHHSA roTOBOrO JliKapcbKoro 3acoby
6nictepiB y A.LL. (He3HauyHa 3MiHa y 3aTBepKEHNX MeTohax
KapTOHHI ynakosL,i BMNPOGYBaHHA) HesHauHi 3MiHM 3a NOKa3HUKOM
"laeHTudpikayis. 3aniza okcmg YepBOHMIA" B MeTodax
KOHTponto M13.
103. | KAHTAB Tabnetky no 16 mr HOBEN TypeyuuH HOBEN INAY TypeyunHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/13920/01/02
no 14 TabneTok y INIAY CAHAT a CAHAI BE TVNy - 3MiHK 3 SIKOCTI. FOTOBWIA NiKapCbKUit 3aci6. peuernmom
6nictepi; no 2, abo BE TIIKAPET KOHTpO/1b rOTOBOrO Nikapcbkoro 3acoby. 3miHa y
no 4, abo no 6 TIOKAPET A.LL. MeTofax BMNPOOYyBaHHS rOTOBOTO J1iKapCbKOro 3acoby
6nictepiB y A.LL. (He3HayHa 3MiHa y 3aTBepMKEHNX MeToAax
KapTOHHIiA ynakoBL,i BMNPO6YBaHHA) HesHauHi 3MiHW 3a NOKa3HNKOM
"laeHTudpikauis. 3anisa okcmg 4epBOHMIA" B MeTogax
KOHTponto M13.
104. | KAHTAB Tabnetku no 32 mr HOBE/ TypeyunH HOBEN INAY TypeyunHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/13920/01/03
no 14 TabneToK y INAY CAHAI a CAHAI BE TNy - 3MiHM 3 AKOCTI. FOTOBWIA MiKapCbKUii 3acib. peyenmom
6nictepi; no 2, abo BE TIIKAPET KOHTposib roToBOro nikapcbkoro 3acoby. 3mMiHa y
no 4, abo no 6 TIOXKAPET AL MeTofax BMNPO6YyBaHHS roTOBOrO J1iKapCbKOro 3acoby
6nictepiB y A.LL. (He3HayHa 3MiHa y 3aTBEepAKEHNX MeToAAX
KapTOHHIA ynakoBLi BMNPOGYBaHHSA) HesHauHi 3MiHM 3a NOKa3HUKOM
"loeHTundikauis. 3aniza okcmg YepBOHUIA" B METOAAX
KOHTpoto M13.
105. | KAPBOM/ATU PO3YUH ON151 iH'EKLLNA, Mini Benvka BeHyc IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/9294/01/01
H 10 mr/mn; no 15 mn Xenckepe BputaHis Pemegic TMny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpoGHUYOT peyenmom
abono45mny Nimiteq Niviteg AinbHULI (BKAOYatoum AinbHuli ana A®l, npomikHoro

donakoHi; no 1
chnakoHy B
KapPTOHHI KOpooLyi

nNpoAayKTy abo roToBOro NiKapcbkoro 3acoby, AiNbHULL
NSl NpoBefieHHs NaKyBaHHs, BUPOOHNKa,
BiJNOBIAA/ILHOIO 3a BUMYCK Cepili, MicLle NpoBeAEeHHS
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KOHTPO/0 cepii) abo nocTavanbHyKa BUXIgHOTO
maTepiany, peareHTy abo AONOMIKHOT pe4yoBUHY
(AKLLLO 3a3HAYEHO Y A0CbE) 3MiHa BUTyYEHHS
BMpo6HuKa APl kapbonnatuHy, BUpo6HUK W.C.
Heraeus GmbH, HimeuyunHa. 3anvwaerbca
anbTepHaTnBHUiA BUpo6HUK A®I Sun Pharmaceutical
Industries Limited., IHgis.

106.

KNAP

TabneTku, BKPUTI
NNiBKOBOIO
o60n0Hkoto, no 500
Mmr; no 10 TabneTok
y 6nicTepi; no 1 abo
3 6nictepu B
KapTOHHIA KOpooLi

Aypob6iHa0
®apwma JITa

IHais

Aypo6iHa0
Papma
Nimiteq - FOHIT
m

IHais

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
NiKapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta iIHCTPYKLT
ANA MeAnYHOro 3aCTOCYyBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
a60 focnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKkapCbKoro
3aco6y B nicnapeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OUiHKM 3BiTY 3 AOC/IMKEHb, MPOBEAEHUX
BIAMNOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY y3rof)KeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom)
3MiHV BHECEHO [0 IHCTPYKLUIT ANs MeAUYHOro
3acTOCyBaHHS NikapcbKoro 3acoby y po3aim
"MpoTunokasaHHsa", "B3aemogis 3 iHWMMN NlikapCbKUMuy
3aco6amu Ta iHLWi BUAK B3aemogiit”, "OcobnmBocTi
3acTocyBaHHSA" BifMnoBigHO A0 OHOBMEHOI iHChopmaLii 3
6e3neku gjloyoi pevyoBnHU. BBeAEHHS 3MiH NPOTAroMm
6-TU MicsAUIB Nicns 3aTBEPKEHHS

3a
peyenmom

He
nionsieae

UA/19318/01/02

107.

KNAP

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 250
mr; no 10 TabneTok
y 6nicTepi; no 1 abo
3 6nictepu B
KapTOHHI/ KopoobLi

Aypo6iHao
dapma /114

IHais

AypobiHgo
dapma
Nimiten - FOHIT
1

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnYHOro 3acToCyBaHHA Ha NigCTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun NikapcbKoro 3acoby,
ab0 JocnigxeHb 3 6e3Mnekn 3aCTOCyBaHHS iKkapCbKoro
3acoby B nmicnspeecTpaviliHnii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHunx gocnimxkers (PIP)
(3MiHY Y3rof>X€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom)
3MiHVN BHECEHO A0 IHCTPYKLii 415 MegUyHOro
3acToCyBaHHS Nikapcbkoro 3acoby y po3ainm
"MpoTrnokasaHHs", "B3aeMogisa 3 iHWIMMKN NiKapCbKnMu
3acobamu Ta iHWi BUAW B3aemogiin”, "OcobnmsocTi
3acTocyBaHHA" BifMnoBigHO 4,0 OHOBNEHOT iHChopMaLlii 3
6e3nekun Ajl4voi pevyoBrHN. BBeAeHHS 3MiH NPOTSArom
6-TV MicsALIB MiC/1S 3aTBEPKEHHS

3a
peyerimom

He
nionsieae

UA/19318/01/01

108.

KNIBAC® YO

Kancynu TBepgi no 5
mr/100 wr, no 7
Kancyn y énictepi,

TOB
"ACIHO
YKPAIHA"

YKpaiHa

BMPOGHMLTBO,
nakyBaHHS,
KOHTPO/1b

MonbLua

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK WoAo 6e3nekn/edeKkTnBHOCTI Ta
hapmakoHarnsgy. 3miHa 4actoTu Ta/abo TepMiHiB

3a
peyenmom

UA/19794/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
no 4 6nictepu B AKOCTI Ta NOJAaHHSA perynsipHo OHOBJ/THOBAHUX 3BITIB 3 6e3nekn
KapTOHHII navi BMNyCK cepil nikapcbknx 3acobiB - 3MiHW Y 4acToTi NoAaHHsA
nNiKapcbkoro perynspHo OHOB/IHOBAHOIO 3BiTy 3 6e3neku. [ioua
3acoby: pepakuisi: YactoTa nofaHHsa perynspHo
Apnamvep, OHOB/IOBAHOrO 3BiTY 3 6e3nekun 6 Micsuis. KiHuesa
dapma C.A., fara Ans BknoyveHHsA aaHunx go PO3b6 - 15.06.2024.
MonbLya; [Jata nogaHHs - 24.08.2024. MponoHoBaHa pefakuis:
nepBuHHe Ta YacToTa noAaHHs perynsipHo OHOB/IIOBAHOTO 3BITY 3
BTOPVHHE 6e3nekun 5 pokis. KiHueBa fata 4711 BKIHOYEHHS daHnX
nakyBaHHs: 00 PO3B - 26.06.2028. [JaTa nogaHHs - 24.09.2028.
Apamep, PekomeHA0BaHO A0 3aTBepA)KEHHS BiAMOBIAHO A0
dapma C.A,, nepiognYHOCTI NoAaHHS PerynsipHoO OHOB/OBaHUX
Monbla 3BITIB 3 6€3MeKu Jlikapcbkux 3acobis y €C
109. | KNIBAC® AYO Kancynu Teepgi no TOB YkpaiHa BUPOBHULTBO, MonbLia BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/19794/01/02
10 mr/100 mr, no 7 "ACIHO nakyBaHHs, TMny - 3MiHM WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
Kancyn y énictepi, YKPAIHA" KOHTpPO/Tb thapmakoHarnagy. 3MiHa 4YacToTn Ta/abo TepMmiHiB
no 4 6nictepu B SAKOCTi Ta noJaHHA perysisipHO OHOBJIIOBaHYX 3BITIB 3 6e3neku
KapTOHHIM nayu,i BUMYCK cepil NikapcbKnx 3aco6iB - 3MiHW y YacToTi NOAAaHHSA
nikapcbkoro perynsipHoO OHOB/HOBAHOTO 3BIiTYy 3 6e3neku. [itoya
3acoby: pepakuisi: YactoTa nogaHHa perynspHo
Apavep, OHOB/IHOBAHOrO 3BiTY 3 6e3nekn 6 micauis. KiHuesa
dapma C.A., pata ans BkYeHHs gaHnx go PO3B6 - 15.06.2024.
MonbLya; [ata nogaHHs - 24.08.2024. NponoHoBaHa pefakuis:
nepBrHHE Ta YacToTa nogaHHa perynspHo OHOB/IHOBAHOIO 3BITY 3
BTOPWHHE 6e3neku 5 pokis. KiHueBa farta A1a BKIOYEHHSA AaHNX
nakyBaHHs: 00 PO3b - 26.06.2028. fJaTa nogaHHs - 24.09.2028.
Apavep, PekomeHgoBaHO 0 3aTBEpAKEHHS BIAMOBIAHO A0
®dapma C.A., NepioANYHOCTI NOAaHHA PErynsApHO OHOB/IIOBAHUX
Monbuia 3BITIB 3 6e3neku ikapcbkux 3acobis y €C
110. | KNIBAC® AYO Kancynu Teepgi no TOB Ykpaina BMPOGHMLITBO, MonbLua BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/19794/01/03
20 mr/100 mr, no 7 "ACIHO nakyBaHHs, TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
Kancyn y 6nictepi, YKPAIHA" KOHTPO/1b thapmakoHarnsgy. 3miHa 4yactoTu Ta/abo TepMmiHiB
no 4 6nictepu B AKOCTI Ta NOAAaHHSA PerynsipHO OHOBJ/TIOBAHUX 3BITIB 3 6e3nekn
KapTOHHI navi BUNYyCK cepii Nikapcbkyx 3aco6iB - 3MiHW y 4acTOTi NOAAaHHS
nNiKapcbkoro perynspHo OHOB/IHOBAHOrO 3BiTy 3 6e3neku. [ioya
3acoby: pefakuisi: YactoTa nogaHHs peryssipHo
Apamep, OHOBJIHOBAHOrO 3BiTYy 3 6e3neku 6 micauiB. KiHueBa
®apma C.A., fara ans skayeHHa gaHnx o PO3b6 - 15.06.2024.
MonbLua; [Jata nogaHHs - 24.08.2024. NMponoHoBaHa pefakuis:
nepBuHHe Ta YacToTa noAaHHs perynsipHo OHOB/IIOBAHOTO 3BITY 3
BTOPVHHE 6e3neku 5 pokis. KiHueBa faTta A1a BKIOYEHHS AaHNX
nakyBaHHs: no PO3b - 26.06.2028. farta nogaHHA - 24.09.2028.
Apamep, PekomeHA0BaHO A0 3aTBePA)KEHHS BiAMOBIAHO A0
®dapma C.A., nepioAnYHOCTI NOAaHHA PErynsapHO OHOB/IOBAHUX
MonbLia 3BITIB 3 6@3MeKu Jlikapcbknx 3acobis y €C
111. | KNONIAOrPEN | Tabnetku, BKpUTI TOBAPUCT Ykpaina TOB YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | - UA/14674/01/01
b-®APMEKC 060/10HKOI0, N0 75 BO 3 "®APMEKC TMny - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS
mr; in bulk: Ne 1000: OBMEXEH reyn" Ta/abo agpecu micus NpoBamKeHHs AisIbHOCTI
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
no 1000 TabneTok y (e]}0] BMPOGHMKa (BK/TO4akouM, 3a HEOOXIAHOCTI, MicLe
noABiiHMX BIANOBIOA NpoBeEeHHSA KOHTPO/IO AKOCTI), abo BNacHUka mactep-
nonieTuIeHoBmX NBbHICTHO thaiina Ha A®I, a6o noctayasibHuKa AdI/BUXigHOro
naketax B «KOPTITOPA marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
NNacTUKoBMUX LA 3aCTOCOBYIOTLCS Y BUPOOHUUTBI ADI (SKLLO 3a3HAYEHO
KOHTeliHepax; in «310POB'A y [OCbE Ha NikapCbkuii 3aci6) 3a BiACYTHOCTI
bulk: Ne 25000: no » cepTudpikaTa BigNoBiAHOCTI EBPONEChKIl
25000 Tabnetok y thapmakonei y 3aTBepKeHOMY [0Cbe, ab0o BUPOOHMKA
noagiiHMX HOBOI AOMNOMDKHOT PeYOBMHU (SIKLLLO 3a3HAYEHO Y
nonieTuIeHoBMX [0cbe) - 3MiHa Ha3BM BMpobHuka A®I knonigorpento
naketax B 6icynbpat. ditova pegakuis: Ind-Swift Laboratories
NNacTUKOBUX Limited, India - MponoHoBaHa pegakuis: Synthimed
KOHTeliHepax Labs Private Limited, India
112. | KNONIAOrPEN | Tabnetku, BKPUTI TOBAPUCT YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/11699/01/01
b-®APMEKC 060/10HKOI0, N0 75 BO 3 "®APMEKC TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
mr; no 10 TabneTok OBMEXEH reyn Ta/abo agpecu MicUs NPOBaKEHHS AiSNbHOCTI
y 6nicTepi; no 1 abo (e],0) BMPOGHMKa (BK/IKOYAKOUM, 3a HEOBXiAHOCTI, Micue
3 6nictepu B BIAMNOBIAA NpPOBeLEHHS KOHTPO/IIO SKOCTI), ab0 BlacHuka macTep-
KapTOHHI navi NIbHICTHO thaiina Ha A®I, abo noctavanbHuka APl/BnxigHoro
«KOPIMOPA marepiany/peareHTy/npomiKHOro NPoAyKTy, Lo
LA 3aCTOCOBYIOTLCS Y BUpO6HMUTBI ADI (SKLLO 3a3HAaYeHO
«3[0POB'A y [OCbE Ha Nnikapcbkuii 3acib) 3a BiACYTHOCTI
» cepTudpikaTa BignoBiaHOCTI EBpONEiiChKilt
thapmakonei y 3aTBepKeHOMY 40CkbE, ab0 BUPOOHMKA
HOBOT JOMOMDKHOI PEYOBVHY (SIKLLO 3a3HaYEHO Y
[0Cbe) - 3MiHa Ha3BK BUPO6HMKa APl knonigorpento
6icynbdart. [itoya pegakuis: Ind-Swift Laboratories
Limited, India - MponoHoBaHa pepakuis: Synthimed
Labs Private Limited, India
113. | KOAKT TabneTkun, BKpUTI Aypo6iHao IHAaia AypobiHao IHAjisa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/13884/01/01
NNiBKOBOO dapwma /114 Papma TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom | niosisieae
060/10HKOI0, 500 Nimiten, FOHIT- thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
mr/125 wmr; no 5 Xl nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
TabneTok y 6nictepi; AN MeAMYHOro 3acToCyBaHHA Ha NiACTasi perynspHo
no 3 6nictepu B OHOB/IOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
KapTOHHI KOpooLi ab0 JocnigxeHb 3 6e3Mnekn 3aCTOCyBaHHS /iKkapCbKoro
3acoby B nmicnspeecTpaviliHnii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NnaHy negiatpuuHunx gocnimxkers (PIP)
(3MiHY Y3rof>X€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) -
3MiHVN BHECEHO A0 IHCTPYKLii 415 MegUyYHOro
3acToCyBaHHS NiKapcbkoro 3acoby y po3ainu:
"Oco6numBocTi 3acTocyBaHHA", M06iYHI peakuii”
BiANOBIAHO [0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
Ljito40i pevyoBuHU. BBeAeHHA 3MiH NPOTAroM 6-Tu
MicALiB nicnsa 3aTBepAKEHHs
114. | KOAKT TabneTkn, BKPUTI AypobiHao IHais Aypob6iHa0 IHais BHECEHHS 3MiH 0 peecTpauiiHnx martepianis: 3MiHu | 3a He UA/13907/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
NiBKOBOIO dapma /lTg dapma TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nidnszae
060/10HKOI0, MO0 875 NimiTen, FOHIT- thapmakoHarnsgy. 3MiHa y KOpOTKill XxapakTepucTuLi
Mmr/125 wmr; no 5 Xl NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
Tabnetok y 6nictepi; [ANs MeAMYHOro 3aCTOCYyBaHHSA Ha MigcTasi peryssipHo
no 3 6nictepu B OHOBJIHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
KapTOHHIA KopooLi ab60 JocnigxeHb 3 6e3nekn 3aCTOCyBaHHS /ikapCbKoro
3acoby B nmicnspeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHnx gocnimxkers (PIP)
(3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom)
3MiHWN BHECEHO A0 IHCTPYKLi 415 MegUyYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby y po3ainu:
"Oco6numBocTi 3acTocyBaHHA", Mo6iYHI peakuii”
BIANOBIAHO [0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
Aito40T pevoBunHN. BBeAEHHS 3MiH NpOTArom 6-Tu
MicALiB nicnsa 3aTBeppKEHHs
115. | KOAENCWH TabneTtkn TOB YKpaiHa TOB "®apma YKpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/11812/01/01
no 10 TabneTok y "ACIHO Crapt" Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE- peyenmom
6nictepi; no 1 YKPAIHA" cepTudikaT BignoBigHOCTI EBponeiickkiii

6nicTepy B nauui 3
KapToHy

papmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BWU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns suxigHoro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCS Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBMeHWA cepTuduikat
Bif, y)Ke 3aTBEpP)KEHOr0 BUPOOHMKA - BHECEHHS 3MiH
[0 MaTepianiB peecTpaLiiHoro 4OCkbE Ha NMikapCbKuii
3aci6 KogencuH, TabneTku, y 3B'A3Ky 3 OTPUMaHHSAM
OHOBJIEHOrO cepTudpikaTy BignoBiAHOCTI EBpoNeickKiii
dhapmakonei Ha A®| KogeiHy dpocchart remirigpaT Big,
3aTBEpAXEHOro BMpobHuka "Francopia', ®paHuis.
3arBepaxeHo: CEP R1-CEP 1997-118-Rev 11;
3anponoHoBaHo: CEP 1997-118-Rev 12. Y 38'A3ky 3
oHoBsieHHsIM Bepcii CEP Bigbynack 3miHa Ha3Bu
BUPOGHMYOI finbHuLi (Byno: «Sanofi Chimie»,
®paHuis; ctano: «SANOFI WINTHROP INDUSTRIE»,
®paHuis). 3miHW | TRy - 3MiHK 3 AkocTi. API.
KoHTponb A®l. 3MiHa y napameTpax cneuudikadiii
Ta/abo JonyCTUMMNX MEX, BUSHAUEHUX Y
cneumdikauisx Ha A®l, abo BMXigHWI/MPOMIKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NpoLeci
BMPO6HMLTBA AP (iHLWi 3MiHN) - BHECEHHS 3MiH [0
cneuudikauii 4nsa koHTposto A®l kogeiny chocdary
remirigpaty gns tecty «lgeHtudpikauis (A, C)», a came
3MiHEHO (hopMyNOBaHHS BiANOBiAHO A0 BHYTPILIHbO-
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
chipmoBux Bumor («SANOFI WINTHROP
INDUSTRIE», ®paHuis). 3MiHu Il Tuny - 3miHn 3
akocTi. A®I. (iHWwi 3miHK) - oHoBNEHHSA Bepcii DMF Ha
A®| TepniHrigpaT 3aTBEpAKEHOrO BUPOGHMKA
«Destilaciones Bordas Chinchurreta SA», IcnaHis.
3MiHu, Lo BigOYNUCL BHACMIAOK OHOBMIEHHA BEPCIi, HE
BM/IMBAOTb Ha crneumdikavilo BXigHOro KoHTposio Adl.
3arBepmkeHo: DMF Bepciss BORDAS/Terpin
Hydrate/Vers.0/January 2014 3anponoHosBaHo: DMF
Bepcia Revision 7 —Apr 2022
116. | KCTAHAI Kancynu no 40 mr no AcTtennac HigepnaH BMPOOHULITBO cuwA/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/14503/01/01
28 kancyny Papma an bulk: HigepnaHngn TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom | nidnsieae
6nictepi; no 1 tOpon B.B. KaTtaneHT Ta/abo agpecu Micus NPOBaKEHHS AiSNbHOCTI
6nictepy B dapma BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
KapTOHHOMY ConoLLHC, BK/IIOYAKOUM AiIbHULi BUNYCKY cepii abo micue
dyTnsApi; no 4 NNC, CWA NPOBeLEHHS KOHTPOJIIO AKOCTI. (ZiANbHICTb, 3a SKy
KapTOHHUX QoyTNspn BignoBigae BUPOGHMK/iMNoOpTEp, BKIKOYAOUM BAMYCK
Y KapTOHHIl navui nepBuHHe cepiin) - AgMiHiCTpaTMBHa 3MiHa Y 3B'A3KY 3i 3MiHOO
nakyBaHHs: Ha3BU BNPOGHKMKa Nikapcbkunx 3acobis. Micue
AHfepcoHbpe BMPOGHMLITBA, MiCLle po3TallyBaHHs Ta BUPOOGHUUMIA
KOH IHK., CLLUA npoLuec He 3MiHIKTLCA. 3MiHW BHECEHI B iIHCTPYKLi0
AN MeAnYHOro 3acToCyBaHHSA NikapCbKoro 3acoby y
BTOPVHHE po3ain «BupobHuK» 3 BIANOBIAHUMW 3MiIHAMW Y TEKCTI
nakyBaHHs, MapKyBaHHS! yNakoBKW fikapcbKoro 3acoby. BeeaeHHA
BWMNYCK Cepil: 3MiH NPOTAroM 6-TW MIiCALB NicNs 3aTBEpPKEHHS.
Lendhapm 3MiHu | TUNYy - 3MiHK WoAo 6e3nekn/edIeKTUBHOCTI Ta
Mennen B.B., dhapmakoHarnagy (iHwi 3MiHu) - 3MiHM BHECEHO B
Higepnanan TEKCT MapKyBaHHS1 BTOPUHHOT YNakoBKM MiKapCbKOro
3acoby WoA0 AofaBaHHSA iHdhopMaLlil Npo 3asBHYKA.
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBEPAKEHHS.
117. | KYYUKY® Kpanni HasasbHi, [enbTa Lseiyapi | BUPOGHMLTBO, PymyHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 He UA/18502/01/01
HA3A/b po3uuH 0,05 %; no Megiken A nepBuHHE Ta TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma nionsizae
10 mMn y donakoHi 3 MpomoyLiH3 BTOPVHHE Ta/abo agpecy MicLs NPOBaKEHHS AISNbHOCTI
HazaNbHUM Al nakyBaHHs, BUPOGHMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
annikatopom; no 1 BWMNYCK cepil: BK/IKOUA0UM AiNbHULI BUNYCKy cepii abo micue
donakoHy B Biochapm CA, NpoBeAEeHHSA KOHTPOJIHO AKOCTI. (4iSANbHICTb, 3a AKY
KapTOHHIiA ynakoBLi PymyHis BignoBigae BUPOGHMK/iIMNOPTEp, BKAKOYAOUM BUMYCK
cepili). 3MiHa HalilmeHyBaHHS Ta [04aBaHHA agpecu B
KOHTpONb cepii po3wwmnHeHomy Burnsaai 4o MKS y 3B’asky i3
(pisuko- NpUBELEHHSIM peecTpaLiiHNX AOKYMEHTIB y
XIMIYHWIA Ta BiANOBIAHICTb A0 cepTudikaty GMP. 3MiHN BHeceHo B

MiKpo6ionoriyH

WA KOHTPOSb):

Biocdhapm C.A.,
PyMmyHis

IHCTPYKL,i0 4151 MeANYHOTO 3aCTOCYBaHHSA NiKapCbKoro
3acoby y po3ain «BUpo6HWK» 3 BigNOBIAHUMMN 3MiHAMU
B TEKCTi MapKyBaHHS ynakoBOK. TepMiH BBEAEHHSA 3MiH
- MpoTAroM 6 micAuiB nicna 3aTBepaXeHHs. 3MiHn |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
dhapmakoHarnagy (iHwi 3MiHW). 3MiHY BHECEHI Y TEKCT
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
MapKyBaHHs nepBuHHOI (M. 6. IHLWE) Ta BTOpWHHOI (M.
17. IHWE) ynakoBOK nikapcbkoro 3acoby. TepmiH
BBEAEHHSA 3MiH - NpOTAroM 6 micauis nicns
3aTBEPKEHHSA
118. | NA30/IBAH® cupon, 15 mr/5 mn; TOB YkpaiHa BepiHrep Icnanis/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 niosnsieae UA/9887/01/01
31 CMAKOM no 100 mny "Onenna IHrenbxanm dpaHuin MRy - 3MiHK 3 AKOCTI. FOTOBWIA NliKaPCbKUIA 3aci6. peyenma
NICOBUX Ar1A, | cknsHomy chnakoHi 3 Xenckea Ecnana, CA, CurcTeMa KOHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
NNacTUKOBUM YkpaiHa" IcnaHis pO3Mipy yNakoBKM roTOBOrO NikapCbKoro 3acoby
3aKynoproBaslbHUM abo (BUTyYEHHS yNakoBKv NEBHOrO po3Mipy) - BunyyeHHs
NPUCTPOEM i3 [enbdapm ynakoBku 200 M, y 3B'A3KY 3 TUM, LLO NiKapCbKuii
3aX1CTOM Bif Peiimc, 3acib He 6yae 6inbLue BUPOBAATUCSH Y 3a3HAYEHOMY
BIAKPUTTSA AITbMU; dpaHuis (pN1akoHi. 3MiHM BHECEHO B iIHCTPYKLiO 4158 MegUYHoro
no 1 donakoHy B 3acTOCyBaHHA NikapcbKoro 3acoby y po3gin
KOMNNeKTi 3 «YnakoBKa», K HaCNifAoK — BUTYYEHHS YNakoBKu
NAacTMKOBUM NeBHOro po3mipy. BBeAeHHs 3MiH NpoTArom 6-Tu
MipHUM KOBMa4YKkoM y MiCALIB MIiCNSA 3aTBEPIKEHHS.
KapTOHHI KOopoo6Li
119. | NEBETUPALIET | nopoLuok XKelizaH Kutaii XKeizaH Kutaii BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | - UA/11353/01/01
AM (cybeTaHuis) y Xyaxaii Xyaxaii TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/lE-
naketax dapmacbHoTi dapmacbioTika cepTudpikaT BignoBigHOCTI EBponeiickkiii
noslieTuIeHoBMX kan Ko., fitg n Ko., Nira. hapmakonei/moHorpadii. NMogaHHs HoBoro abo
ons OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
hapMaLeBTUYHOIO BWU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
3aCcTOCyBaHHA thapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, WO
BUKOPUCTOBYHOTLCA Y BUPOOHMLTBI API; ans
[0MOMDKHOT peyoBUHY (iHLLi 3MiHW) - 3a3HauYeHHs
agpecy BUpo6HrKa Ad| XKelizsH Xyaxaii
dapmacsbtoTikan Ko., /1Tg., Kutaii BignosigHo o
3aTBepmxeHoro CEP. Agpeca Bupo6bHuutea AdI
3a3HavaETbCA BiANOBIAHO A0 3aTtBepaxeHoro CEP,
OCKi/IbKW B 3aTBEPKEHUX B YKpaiHi peecTpauiliHux
mMaTtepianiax 3asHavyeHo agpecy BnacHuka CEP.
120. | NEBO®NOKCA | po3uuH ans iHgysii, TOB Ykpaina [JouipHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/18763/01/01
LUVH €BPO 500 mr/100 mn, no "KoHapk nignpueMCTBO TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
100 MmN y KOHTEHepi IHTenmeq" "dbapmaTtpeng” hapmakoHarnsay (iHwi 3MiHn) 3MiHM BHECEHO B TEKCT

3 nosiBiHiNXxopuAaYy,
no 1 koHTeliHepy B

nosliMepHii nnisui B
KapTOHHIA ynakoBLi

MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBOK
niKapcbKoro 3acoby, a caMme: yTOUHEHO iHhopmalLlito
040 AeTanbHOI iHGhopMaLii AVB. IHCTPYKLitO 415
MeAMYHOr0o 3aCTOCYBaHHS, CNocoby Ta LNSXyY
BBE[IEHHS, TEPMiHY NpuAaTHOCTI, HOMepy
peecTpavuiiiHOro NocBig4YeHHsl, Homepy cepii
nikapcbKkoro 3acoby, karteropii Bignycky,
KOHKPETM30BaHO iHLLY TEeXHIYHY iHhopMaLio Ta
YTOYHEHO NI0rOTUNK BUPOOHWKA, 3aABHKKA. BunyyeHo
iHhopMaLito L1100 KOMMaHIi ska 34iiCHI0E MapKEeTUHT.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPKEHHS.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

121.

NEPrECAH

Tabnetkn no 0,75
Mr; o 2 Tabnetkn y
6nictepi, no 1
6nictepy y
KapTOHHIA ynakoBLi

CaH
dPapmacbioT
nkan
IHoacTpi3
NimiTen

IHais

CaH
dPapmacboThK
an lHgacTpis
nra.

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu |
My - 3MiHK 3 AkocTi. A®L. KoHTponb A®L. 3miHa y
napameTpax crneuudikauii Ta/abo f4onycTUMUX Mex,
BM3HA4YeHNX y cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpOAyKT/peareHT, Lo
BVKOPUCTOBYIOTbCA Y Npoueci BupobHuutea AP (iHwi
3MiHN)
3miHa cneumdikauii A®I neBoHoprecTpen 3a
NnoKasHUKOM «CynyTHiI AOMILLKW». 3aTBEPAXEHO:
Related Substances — by HPLC Unknown impuirities:
Individual impurity - NMT 0.10% Total impurities: Not
more than 1.0% 3anponoHoBaHo: Related Substances
— by UPLC Known impurities: Impurity A (247 nm) —
NMT 0.1% Impurity B (247 nm) — NMT 0.1% Impurity
C (200 nm) — NMT 0.1% Impurity E (200 nm) — NMT
0.3% Unknown impurities: Any unspecified impurity
(247 nm) — NMT 0.1% Total impurities: Not more than
1.0% 3minu | TUNY - 3MiHK 3 AKocTi. APl. KoHTpob
A®I. 3miHa y meTogax BunpobyBaHHsa AD| abo
BUXIQHOrO MaTepiasny/npoMixXHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y npoueci BUpobHuutea A®|
(iHWi 3MiHM y MeTogax BUNpobyBaHHs (BKIOYa0UM
3aMiHy abo fonoBHeHHS) APl abo
BWXiAHOTrO/NPOMIXXHOr0 NPOAYKTY). 3MiHa y MeToai
KOHTPOJIO SIKOCTi 3a NokasHUkoM "Po3mip yacTok" AdI
JNleBoHoprecTpen. BBeaeHHa [0AaTKOBOrO
aNbTepHaTMBHOIO 06/1afHaHHs, 3MiHa Yy peareHTax Ta
y MeToauLi NpoBefeHHS BUNpobyBaHHA. 3MiHu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BuNpobysaHHA APl abo BuxigHOro
mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Wwo
BVIKOPMCTOBYETbLCA Y NpoLeci BUPOGHMLTBA ADI (iHLUi
3MiHW Y MeTogax BUNpobyBaHHS (BKIOYaouy 3aMiHy
ab6o gonoBHeHHs)) A®| abo BUXIQHOrO/MPOMIXHOIO
npoAayKTy) 3MiHa y MeTofi KOHTPO/IK0 AKOCTI 3a
nokasHukom "CynposigHi AoMmillkn" meTogom BEPX
A®| leBoHOprecTpen. 3MiHM CTOCYOTLCSA PyXOMOI
hasun, po3vnMHHUKa, NPo6OoNiAroTOBKU, YMOB
XpomaTtorpadyBaHHs, Nporpamu rpagieHTy, nopsagky
XpomatorpadyBaHHs Ta 3HaueHb BiHOCHOTO yacy
YTPUMYBaHHS.

3a
peyenmom

UA/17362/01/01

122.

NEPrECAH

Tabnetkn no 1,5 wr;
no 1 Tabnetuiy
6nictepi, no 1
6nictepy y
KapTOHHI ynakoBL,i

CaH
dapmacbioT
nkan
IHoacTpi3
Nimiten

IHais

CaH
dPapmacboThK
an lHpacTpis
nrp.

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
Tuny - 3MiHn 3 akocTi. A®I. KoHTponb A®L. 3miHa y
napameTpax crneuudikauii Ta/abo 4ONyCTUMUX MEX,
BM3HAYeHNX y cneuudikauisx Ha A®l, abo
BUXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYHOTLCA Y npoueci BUpobHuutea AP (iHLi
3MiHW)

3a
peyermom

UA/17362/01/02
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n/n

Hassa
JliKapcbKo20

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0OYeHHs

3acoby

3miHa cneuudikauii APl nesoHoprecTpen 3a
NokasHMKoOM «CynyTHi AOMILLKM». 3aTBepAKEHO:
Related Substances — by HPLC Unknown impurities:
Individual impurity - NMT 0.10% Total impurities: Not
more than 1.0% 3anponoHoBaHo: Related Substances
— by UPLC Known impurities: Impurity A (247 nm) —
NMT 0.1% Impurity B (247 nm) — NMT 0.1% Impurity
C (200 nm) — NMT 0.1% Impurity E (200 nm) — NMT
0.3% Unknown impurities: Any unspecified impurity
(247 nm) — NMT 0.1% Total impurities: Not more than
1.0% 3MiHu | TUNYy - 3MiHK 3 AkocTi. APL. KoHTposib
A®|. 3miHa y meTogax BunpobysaHHsa AD| abo
BVIXiLHOrO Matepiany/MpoMiXXHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y NpoLeci BUpobHuuTBa AdD|
(iHWwi 3MiHW y MeTogax BUNpobyBaHHA (BKIOYa0UM
3amMiHy abo fonoBHeHHs1) A®| abo
BUXiAHOTO/NPOMIXHOro NPoAyKTY). 3MiHa y MeToai
KOHTPO/O AKOCTI 3a NokasHukom "Po3mip yacTok" AdI
JleBoHoprecTpen. BeeAeHHs [0AaTKOBOrO
anbTepHaTUBHOrO 06nafHaHHA, 3MiHa y peareHTax Ta
y MeToauLi NpoBefeHHs BUNpobyBaHHA. 3MiHu | Tuny -
3MiHu 3 sKocTi. A®Il. KonTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA APl abo BuUXigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NpoLeci BUPO6HMLTBA ADI (iHLUi
3MiHM Y MeToAax BUNpobyBaHHA (BKNOYAOUN 3aMiHy
abo gonoBHeHHs1) APl abo BUXIAHOrO/MPOMIXXHOIO
npoaykTy) 3MiHa y MeToAi KOHTPO/II0 SKOCTi 3a
nokasHnkom "CynpoBifHi fJomiwku" metogom BEPX
A®I NNeBoHoprecTpen. 3MiHM CTOCYOTbCS PyXOMOI
dhasu, po3urHHMKa, Npo6oNiAroTOBKN, YMOB
XpomaTorpadyBaHHsi, Nporpamu rpagieHTy, nopaaky
XpomaTorpadysaHHs Ta 3Ha4YeHb BiAHOCHOrO Yacy
YTPUMYBaHHS.

123.

NIrATO®

Kancynu TBepai no
75 ™mr, no 7 kancyny
6nictepi; no 3
6nictepn y
KapTOHHI/ KopoobLi

Mepokemi
nTa

Kinp

nepBuHHe Ta
BTOPVHHE
nakyBaHHS:
Megokemi
NTA (3aBog
AZ), Kinp;

BMPOGHMLITBO
roToBOro
nNiKapcbkoro
3acoby,
KOHTPO/b
SAKOCTI, BUMYCK
cepii:

Kinp

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CuricTeMa KOHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
pPO3Mipy yNakoBKM roTOBOrO NikapCbKoro 3acoby
(BUTyYEHHS YNakoBK1 NEBHOrO PO3Mipy)- BunyyeHnHs
yNakoBKM Mo 2, 8 61icTepiB y KapTOHHIl kOpoobLyi.
3MiHV BHECEHO B IHCTPYKLiIO AN MeAUYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"YnakoBka", a came BUNYYEHHA YNakoBKM NEBHOTO
pO3Mipy Ta ik HacNifAoK BUMYYEHHS TEKCTY
MapKyBaHHS! yNakoBKW.

BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS.

3a
peyenmom

He
nionsieae

UA/18107/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
Megokemi
nTa
(LleHTpanbHwuii
3asog), Kinp
124. | NIrATO® Kancynu Teepgi no Megokemi Kinp nepBuHHE Ta Kinp BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a He UA/18107/01/02
150 wr, no 7 kancyn nTa BTOPUHHE TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib. peyenmom | nidnszae
y 6nicTepi; no 3 nakyBaHHs: CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
6nictepn y Megokemi PO3Mipy ynakoBKM roTOBOrO NiKapCbKOro 3acoby
KapTOHHIA Kopoo6Li NTA (3aBog (BUTyYEHHS! YNakoBKU NEBHOrO po3Mipy)- BunyyeHHs
AZ), Kinp; ynakoBKU Mo 2, 8 6/1icTepiB Yy KAPTOHHIN KOpoOLi.
3MiHN BHECEHO B IHCTPYKL,iIO 415 MEANYHOro
BMPOGHMLTBO 3acTOCyBaHHA NikapcbKoro 3acoby y po3gin
roToBOro "YnakoBka", a came BU/TyYeHHs YNakoBKM NeBHOIo
nNiKapcbkoro pPO3Mipy Ta siK HACNifOK BUTYYEHHS TEKCTY
3acoby, MapKyBaHHS YNakOBKW.
KOHTPO/1b BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
AKOCTI, BUMYCK 3aTBEPKEHHS.
cepii:
Megokemi
nTa
(UeHTpanbHuii
3aBop), Kinp
125. | NIrATO® Kancynu Teepgi no Megokemi Kinp nepBuHHE Ta Kinp BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/18107/01/03
300 wmr, no 7 kancyn Iyt BTOPVHHE TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom | nidsasieae
y 6nicTepi; no 3 nakyBaHHs: CucTemMa KoHTelHep/3aKynoproBasibHUiA 3aci6. 3miHa
6nictepu y Megokemi pO3Mipy ynakoBK/ rOTOBOTO JlikapCbKoro 3acoby
KapTOHHIA KopooLi NTA (3aBog (BUNYYEHHS yNakoBKM NEBHOIO po3Mipy)- BunyyeHHs
AZ), Kinp; ynakoBku Mo 2, 8 61icTepiB y KapTOHHIl KOpooOLi.
3MiHV BHECEHO B IHCTPYKL,iIO AN MeAUYHOro
BMPOBOHULITBO 3aCcTOCYyBaHHSA Nikapcbkoro 3acoby y po3gain
roToBOro "YnakoBka", a came BU/TyYEHHS YNakoBKW NEBHOIO
nikapcbKoro PO3Mipy Ta ik HacnifoK BUTyYEHHS TEKCTY
3acoby, MapKyBaHHS YNakoBKW.
KOHTPO/1b BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
AKOCTI, BUNYCK 3aTBEPMKEHHS.
cepi:
Megokemi
nTa
(LeHTpanbHuii
3asog), Kinp
126. | NISOMPEC 10 Tabnetku; no 10 AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/9533/01/01
Tabnetok y 6nictepi; | "KUIBCbKN "KNIBCbKWM TMny - 3MiHK Woao0 6e3nekn/edpekTUBHOCTI Ta peyenmom
no 3 a6o 5 6nictepis i BITAMIHHUIA thapmakoHarnsgy. BeegeHHs abo 3miHM o
y nayui 3 KapToHy BITAMIHHUA 3ABOL" y3arasibHeHUX faHux Npo cuctemy chapmakoHarnsay

1 3ABOA"

(BBEfIEHHS y3ara/lbHEHUX AaHUX MPO cUcTemy
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBIAaANbHOI 3a 34ilicCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3asBHuka ans
3piicHeHHs hapMakoHarnisgy B YkpaiHi, AKLWO BoHA
BiMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 34ilicHeHHs thapmakoHarnsay (Bkivaoum
KOHTaKTHI fAaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6U 3aABHMKA, BigNoBigasibHOI 3a
hapmakoHarnsg,.

[itova pegakuisn: Konsga Biktopis BikTopiBHa.
MponoHoBaHa pepgakuis: babvika AmnuTpo
AHaTOoNIioBMY. 3MiHA KOHTAKTHUX AaHUX

YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BifgnoBigabHOI 3a
hapmakoHarnag.

127.

NISONPEC 20

TabneTku; no 10
Tabnetok y 6nictepi;
no 3 a6o 5 6nictepis
y nauuii 3 KapToHy

AT
"KUIBCBKW
"
BITAMIHHI
" 3ABOA"

YKpaiHa

AT

"KMNIBCbKN

BITAMIHHW
3ABOJ"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |

My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta

thapmakoHarnagy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy

(BBEAEHHSA y3araslbHEHNX AaHUX NPO cUCTEMY

hapmakoHarnsay, 3aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0c0obu 3 hapMakoHarnAgy 3asBHuka ons
3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aBHMKA, BignoBigabHOI 3a
thapmakoHarnag,.

[itoua pepakuis: Konsga BikTopis BiktopiBHa.
MponoHoBaHa pepakuin: babuka AMUTpo
AHaToniioBny. 3MiHa KOHTaKTHUX AaHnX

YMOBHOBaXEHOI 0C06Y 3asBHWKa, BiANOBigaIbHOT 3a
hapmakoHarnsag.

3a
peyenmom

UA/9533/01/02

128.

NIHEKC
DOPTE®

Kancynu Teepai; no
7 kancyn y 6nictepi;
no 1 a6o 2, a6o 4
6nictepn y
KapTOHHIA Kopoo6Li

CaHpo3
dapmacbHoTi
kan3 g.n.

CnoBeHis

Nex
dapmaLeBTuy
Ha KoMMaHis
a.A.
(BpOGHNLTBO
in bulk,
nakyBaHHs,
BUNYCK cepii)

CnoBeHis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeHVX gaHux Nnpo cuctemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
thapmakoHarnsgy, amMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuka gns
3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
dharina cuctemm hapmakoHarisgy) 3miHa

6e3
peyenma

UA/14763/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
YMOBHOB&XEHOI 0C06Y 3a8BHWKa, BigNOBifa/IbHOT 3a
hapmakoHarnsag.
[Oitova pepakuisn: Oasig DxoH flesic / David John
Lewis. MponoHoBaHa pepakuis: Juergen Maares /
tOpreH Maapec.
3MiHa KOHTaKTHUX AaHunX YNOBHOBAXEHOI 0CO6U
3asBHYVKa, BigNoBiganbHOI 3a hapmakoHarnsag,. 3miHa
KOHTaKTHOT 0CO6U 3asBHMKA, Bi4NOBigabHOI 3a
thapmakoHarnag B Ykpaini. [itouya pegakuis: Opnos
B'auecnas BiktopoBuy. MNponoHoBaHa pejakuis:
TaHacoBa 3opsiHa MukonaiBHa. 3MiHa KOHTaKTHUX
LaHNX KOHTaKTHOT 0CO6M 3asiBHYKA, BifgnoBiAabHOI 3a
thapmakoHarnag B YkpaiHi. 3MiHa MicLie3HaxomKeHHs
macTep-haiina cuctemmn chapmakoHarnsgy Ta inoro
Homepa. 3MiHa MiCcUs 34iACHEHHS! OCHOBHOT AisAfIbHOCTI
3 hapmakoHarnagy.
129. | NIHECCA TabneTku, BKPUTI [DKIBOXAP IHais BadgHa IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/11532/01/01
NNiBKOBOIO A PAPMA dapmacbtoTika TMny - 3MiHKM Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
060510HKot0, Mo 600 MPANBIT nc nTg. thapmakoHarnagy (iHwi 3MiHN). 3MiHN BHECEHO Y TEKCT
Mr; o 5 TabneTok y NIMITEL MapKyBaHHs NepBuHHOI (N. 3, 4) Ta BTOPUHHOI (M. 8)
6nictepi; no 1 YNaKOBOK NiKapCbKOro 3aco0y; BU/TYYEHHS SIOTOTUMY
6nictepy B avctpub'toTopa i3 n. 6. IHLWE nepBuHHOT ynakoBku Ta
KapTOHHiA KOpooLi n.17. IHWE BTOPWHHOT yNakoBKM NiKapCbKoro 3acoby.
BHeceHHs 3MiH B po3ain «MapKyBaHHs» npogykuii in
bulk, a came BuaaneHHs iHcopmaw,i WoA0 HasgBHOCTI
noroTuny odpiliiHoro AncTpmG’toTopa B YKpaiHi, ToLwo.
3anponoHoBaHa 3MiHa He YWHUTb HECNPUSATANBOIO
BM/IMBY Ha AKICTb, 6e3neyHICTb Ta edeKTUBHICTb [/13.
TepMiH BBEEHHA 3MiH NPOTAromM 6 micsAuiB nicns
3aTBEPKEHHS.
130. | NIHECCA TabneTku, BKpUTI KIBOXAP IHAjA BadHa IHAjia BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | - UA/11533/01/01
NNiBKOBOO A ©APMA dapmacbioTika My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
060/10HKO0, N0 600 MPANBIT nec Nirg. thapmakoHarnagy (iHwi 3MiHM). 3MiHN BHECEHO Y TEKCT
mr; in bulk Ne 1000 NIMITEL MapKyBaHHs NepBuHHOI (N. 3, 4) Ta BTOPUHHOI (M. 8)
(5x200): no 5 ynakoBOK NiKapCbKoro 3acoby; BUNYyYEHHS norotuny
Tabnetok y 6nictepi; avctpub'toTopa i3 n. 6. IHLWE nepBuHHOT ynakoBku Ta
no 200 6nicTepiB y n.17. IHWE BTOPMHHOI YNaKoBKy NikapCbKoro 3acoby.
KapTOHHI KopobLyj; BHeceHHs 3MiH B po34in «MapKyBaHHA» NpoayKuii in
in bulk Ne 1000: no bulk, a came BnaaneHHs iHopmaw,i WoA0 HasgBHOCTI
1000 Tabnetok y noroTuny odiviiHoro AncTpm6’toTopa B YKpaiHi, Towwo.
KOHTelHepax 3anponoHoBaHa 3MiHa He YWHWUTb HECTIPUATINBOTO
BM/IMBY Ha SKICTb, 6e3neyHiCcTb Ta edeKTUBHICTb /13.
TepMiH BBEEHHSA 3MiH NPOTAromM 6 micsAuiB nicns
3aTBEPKEHHS.
131. | NINOBOH Tabnetky no 10 mr 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/18290/01/01
no 10 TabneTok y dapmaLesT dapmaLesTuy TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenmom
6nictepi; no 3 abo N4HWI 3aBOA, HWiA 3aBOf, Ta/abo agpecu MicLs NPOBaKEHHNA AISNbHOCTI
no 6, abo no 9 ErcC ErC BMpPO6HMKa (BK/IKOYAKOYM, 38 HEOOXIAHOCTI, MicLe
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
6nictepis B NpoBeLeHHSI KOHTPO/TIO AKOCTI), ab0 BacHMka macTep-
KapTOHHII navi thaiina Ha A®I, abo noctayanbHuka A®I/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoOAYyKTY, Lo
3aCTOCOBYOTbCH Y BUPOO6HULTBI ADI (AKLLO 3a3HAaYEHO
y [OCbE Ha nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudpikaTa BignoBiaHOCTI EBpoNeiichkilt
dhapmaxonei y 3aTBeppkeHoMy A0CbE, ab0 BUPOOHMKA
HOBOI ONOMDKHOT Pe4yOBUHN (SIKLLLO 3a3HAYEHO Y
[0CbE) - 3MiHa Ha3BW BUpOo6HMKa APl E3eTnMmib Ind-
Swift Laboratores Limited. Bupo6Huua ginbHuus,
afpeca Ta yci BApO6HMYI onepaluii 3a/miarTbes
HE3MiHHUMMW.
132. | MAMXEN TabneTku, BKpUTI MaiinaH IHAaia MAMNAH IHAjsA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/18369/01/01
NNiBKOBOO Nab6opaTtopi3 NABOPATOPI TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
06010HKot0, Mo 400 Niviten 3 NIMITE], KOHTpOsb roToBOro fikapcbKoro 3acoby (iHLwi 3MiHM)
Mr; no 28 TabneTok OHOBJIEHHA BXe 3aTBEPKEHNX METOZAIB KOHTPOSO
y thnakoHi, no 1 AKOCTI JTiKapCbKOro 3acoby, a came: BUKNaLEeHHS
chnakoHy B TEKCTY AepXaBHOK MOBOH 3rifHO Cy4YacHWUX BUMOT
KapPTOHHII ynakoBLUi
133. | ME/IbAOHIIO NOPOLLIOK ToBapucTBO YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | - UA/10350/01/01
ANTAPAT (cy6eTaHuis) y 3 obmexeHor TUny - 3MiHu 3 akocTi. A®I. KoHTponb AdL. 3miHa y
nonieTnneHoBnx 06MEeXeHO BiAnoBiganbHi napameTpax cneuudikauii Ta/abo JOMyCTUMUX MEX,
Millkax ans Bignosigans CTHO BM3HAYeHuUX y cneyudikauisx Ha A®l, abo
hapmaueBTUYHOro HiCTIO "OAPMXIM" BUXiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Lo
3acTocyBaHHsA "®APMXIM" BVIKOPVCTOBYIOTBCSA Y Npoueci BupobHuutea Ad|
(8onoBHeHHS cneumdikayii HOBUM NOKA3HUKOM SIKOCTI
Ta BifNoBiAH/M METOAOM BUNPOBYBaHHS) -
[OONOBHEHHS cneumdikaLii HOBUM NOKa3HUKOM SIKOCTI
Ta BIAMNOBIAHUM METOAOM BUNPOOYBaHHSA, a came —
[0[aBaHHSA NnokasHuKa siIKoCTi «bpoMign» 3 KpuTepiem
NPUAHATHOCTI «He Binblie 0,01% (100 ppm), y 3B’A3Ky
3 MOX/IMBICTIO BUKOPUCTaHHSA B TEXHOMOMNYHOMY
npoueci BupobHuuTea APl 6poMUCTOT CONi MesbAOHI0
B SIKOCTi CUPOBWUHW. BBEAEHHS 3MiH NPOTAroM 6-Tu
MiCsILiB NicNs 3aTBEPAKEHHS.
134. | MEHOMNYP NOPOLLOK deppiHr HimeuumnH BUPOBHMK HimeuunHa/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/6705/01/01
niodpinizoBaHuii Ans 6X a NOPOLLKY, CuA/ TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenmom
NPUroTyBaHHsA nepsuHHe Yecbka Ta/abo agpecu MicLs NPOBaKEHHNA AISNbHOCTI
PO34MHY ANs iH'EKLN nakyBaHHs1, Pecny6nika BMPOGHMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
no 75 MO ®CTI Tta KOHTPO/1b BK/IOUaAOUM AiNbHULI BUMYycKy cepii abo micue

75 MO J1T; no 10
donakoHiB 3
nopoLukom i no 10
amny”n i3
po3urHHMKoM (0,9 %
PO34YMH HaTpito
xnopvgy, kucnota
XN0PUCTOBOJHEBA

AKOCTI (OKpiM
6ionoriyHoro
aHanisy),
MapKyBaHHS,
BTOPWHHE
nakyBaHHs Ta
BUNYCK cepil:
DeppiHr M'vbX,

NPOBefeHHS KOHTPOIO AKOCTI. (fiANbHICTb, 3a AKY
BignoBigae BMPOGHMK/iMNOpTeEp, He BKIKOYaoUn
BUMYCK cepiii) 3miHa agpecu Ta iHAeKCY BUPOGHMKa
N3 deppiHr-leunBa, a.c., Yecbka Pecny6nika,
BiANOBIAA/TbHOIO 3a BTOPUHHE MakyBaHHSA. 3MiHa
BHOCUTbLCS BiZNOBIAHO 10 OHOBJIEHOIO cepTudikary
GMP. BupobHuya ginbHnusa Ta yci BUpo6Huyi onepadii
3a/IMLLATECA HE3MIHHUMU.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknav
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

po3BefeHa, Boga
Ans iH'ekuiii) no 1
M/ B KAPTOHHIlA
ynakoBLi

HimeuumnHa;

BMPOGHUK
MOPOLLIKY,
nepBuHHe
nakyBaHHs:
®eppiHr
MpoaakLH
IHK., CLUA;

BTOPWHHE
nakyBaHHs:
deppiHr-
Neyusa, a.c.,
Yecbka
Pecny6nika;

KOHTPO/1b
SIKOCTI
(6ionoriuHuii
aHanis):
NnT,
HimeuunHa;

KOHTPO/Tb
AKOCTi
(6ionoriyxunii
aHanis):
KBanTek
NabopaTtopis,
IHK., CLUA;

BMPOGHUK
PO3YMHHNKA,
nepBuHHe
nakyBaHHs,
MapKyBaHHs
Ta BTOPUHHE
nakyBaHHs:
Xaynt ®apma
BtonbaiHr
'm6X,
HimeyunHa;

BMPOGHUK
PO3YMHHNKA,
nepBuHHe
nakyBaHHs,
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
KOHTPO/b
AKOCTI:
3eHTiBa K.C.,
Yecbka
Pecny6nika;
MapKyBaHHs,
KOHTPO/b
AKOCTI,
BTOPWHHE
nakyBaHHs Ta
BUMYCK cepil
PO3YMHHYIKA:
PeppiHr Mv6X,
Himeuunna
135. | METAMIH® TabneTku, BKPUTI TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a He UA/11506/02/01
060/10HKO0, M0 500 "TNEAPAP DPAPM", MRy - 3MiHK 3 AKOCTI. FOTOBWIA NliKapCbKUiA 3aci6. peyenmom nionsieae
mr; no 10 TabneTok M AaTA" YkpaiHa 3MiHU y BUPO6GHMLTBI. 3amiHa abo BBeAEHHS
y 6nicTepi; no 3, no abo [0[4aTKOBOT AiNIbHULI BUPOBHULTBA [/151 YaCTUHU abo
6 a6o no 10 TOB BCbOr0 BMPOBHMYOrO NPOLECY FOTOBOTO JiKapCbKOro
6nictepiB y "TNEAPAPM 3acoby ([inbHMLSA, Ha AKili NpoBOAATLCA OyAb-AKi
KapTOHHIA ynakoBLi nTa" BMPOGHUWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
YkpaiHa KOHTPOJIO SIKOCTI, NEPBUHHOIO Ta BTOPUHHOTO

nakyBaHHs, 47181 HECTEPWTbHUX NiKapCbknX 3acobiB) -
CynyTHS 3MiHa- 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3miHM y BUpobHMLTBI. 3aMiHa abo BBeAEHHS
[0[aTKOBOI [i/TbHUL BUPOGHMLTBA A1 YacTUHM abo
BCbOr0 BMPOBHMYOro NPoLEeCy roToBOro Nikapcbkoro
3aco6y (AiIbHMUSA 4718 BTOPUHHOMO NakyBaHHS) - 3MiHW
3 aKocTi. [oTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMUTBI. 3amiHa abo BBeAeHHS A04aTKOBOT
AiNbHWL| BUPOOHMLTBA 4718 YacTuHK abo BCbOro
BMPOBHNYOro NpoLecy roToBoro Nikapcbkoro 3acoby
(QinbHULSA ANA NEPBUHHOIO NakyBaHHS)- BBeAeHHs
anbTepHaTMBHOro BUpo6HuKa TOB «MEA®APM
NTA», YkpaiHa, BignoBiganbHOro 3a nepBuHHe
nakyBaHHsl, BTOPMHHE NakyBaHHS Ta 6yab-Aki
BMPOGHWUYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJTIO AKOCTi. BBEAEHHA 3MiH NpoTArom 6-Tu
MicALiB nicnsa 3aTBepMKeHHs. 3MiHu | Tuny - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbknii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYIOTLCA
BUMYCKy Cepii Ta KOHTPOJIK0 AKOCTi FOTOBOr0
NiKkapcbKoro 3acoby (3amiHa abo AofaBaHHsA
BMPOGHKKa, L0 BiAMNOBIAAE 3a BBE3EHHS Ta/abo
BUNYyCK cepil) - Bkntoyatoum KOHTPOb/BUNPOBYBaHHS
cepii. BBefieHHs1 albTepHaTNBHOTO BUpobHuka TOB
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
«FNEA®APM NTA», YkpaiHa, BiANOBIAaILHOIO 3a
BUNYCK Cepii, BKOYAUM KOHTPOb AKOCTi. 3MiHU
BHECEHO B IHCTPYKLiIO A1 MEAMYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby y po3aim «BupobHuk» Ta
«Micue3HaxopKeHHs1 BUpOGHMKa Ta agpeca Micus
NPOBaKEHHS MOro AiANBLHOCTI», SIK HACNILOK —
3aTBEPAKEHHSA TEKCTY MapKyBaHHS yNakoBKu
nikapcbKkoro 3acoby Ans A0AaTKOBOro BUPOOHMKa
BBefeHHs 3MiH NpoTArom 6-T1 MicauiB nicns
3aTBEPMKEHHS.
136. | METAMIH® TabneTku, BKPUTI TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/11506/02/03
060/10HKO0, Mo 1000 "TNEAPAP DPAPM", MRy - 3MiHK 3 AKOCTI. FOTOBWIA NliKaPCbKUIA 3aci6. peyenmom nionsieae
mr: no 15 Tabnetok M AaTa" YkpaiHa 3MiHM y BUpO6GHMLTBI. 3amiHa abo BBeAEHHS
y 6nicTepi; no 2, no abo [0[4aTKOBOT AiNIbHULI BUPOBHULITBA [/191 YaCTUHU abo
4 ab60o no 6 6nictepis TOB BCbOr0 BUPOBHMYOrO NPOLECY FOTOBOTO JiKAPCLKOr0O
Y KapTOHHii "TNEAPAPM 3acoby (AinbHWLSA, Ha AKili NpoBOAATLCA OyAb-AKi
ynakoBLii nTa" BMPOGHUWUI CTagii, 3a BUHATKOM BUMYCKY Cepil,
YkpaiHa KOHTPOJI0 SIKOCTI, NEPBUHHOIO Ta BTOPUHHOTO

nakyBaHHs, /181 HECTEPW/TbHUX NiKapCbknX 3acobiB) -
CynyTHS 3MiHa- 3MiHK 3 IKOCTi. FOTOBWIA NikapcbKuii
3aci6. 3miHM y BUpobHMLTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOI Ai/TbHUL BUPOGHMLTBA A1 YacTUHM abo
BCbOr0 BMPOBHMYOro NpoLEecy roToBOro Nikapcbkoro
3aco6y (4ibHMUSA 4719 BTOPUHHOMO NakyBaHHS) - 3MiHN
3 aKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMUTBI. 3amiHa abo BBeAeHHS A04aTKOBOT
AiNbHWL| BUPOOHMLTBA 4718 YacTuHK abo BCbOro
BMPOBGHNYOro NpoLecy roToBOro Nikapcbkoro 3acoby
(QinbHULSA AN NEPBUHHOIO NakyBaHHS)- BBeAeHHs
anbTepHaTMBHOro BUpo6Huka TOB «MEA®APM
NTA», YkpaiHa, BignoBiganbHOro 3a nepBuHHe
nakyBaHHsl, BTOPMHHE NakyBaHHSA Ta 6yab-Aki
BMPOGHWUYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJTIO AKOCTi. BBEAEHHA 3MiH NpOTArom 6-Tn
MicALiB nicna 3aTBepMKeHHs. 3MiHu | Tuny - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iIMNopTepa/3MiHu, L0 CTOCYHOTLCA
BUMYCKY Cepii Ta KOHTPO/IK0 AKOCTi FOTOBOr0
NiKkapcbKoro 3acoby (3amiHa abo AofaBaHHsA
BMPOGHKKa, L0 BiAMNOBIAAE 3a BBE3EHHS Ta/abo
BUNYCK cepil) - Bkntoyatoum KOHTPOb/BUNPOBYBaHHS
cepii. BBefieHHs1 anlbTepHaTNBHOTO BUpo6Huka TOB
«FTNEA®APM NTA», YkpaiHa, BiANOBIAaIbHOIO 3a
BUNYCK Cepii, BKNOYaUM KOHTPOb AKOCTi. 3MiHU
BHECEHO B IHCTPYKLiIO A/19 MEAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3aim «BnpobHuk» Ta
«MicuesHaxoxeHHs BUPOGHMKa Ta ajpeca Micus
NPOBaKEHHS OO AiS/IbHOCTI», SIK HACNIA0K —
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3aTBEPAKEHHSA TEKCTY MapKyBaHHS yNakoBKu
nikapcbKkoro 3acoby 15 A0AaTKOBOro BUPOOHMKa
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS.

137.

METAMIH®

TabneTku, BKPUTI
060/10HKOI0, M0 850
mr, no 10 TabneTok
y 6nicTepi; no 3, no
6 abo no 10
6nictepiB y
KapTOHHIA ynakoBLi

TOB
"TNELGAP
M NTA"

YKpaiHa

TOB "KYCYM
PAPM",
YkpaiHa

abo
TOB
"TNEA®APM
nTa”
YkpaiHa

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
TUny - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6.
3MiHU y BUpO6GHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOT AiNIbHUL BUPOBHULITBA [/151 YaCTUHU abo
BCbOr0 BMPOGHMYOrO MPOLECY rOTOBOrO NiKapCbKOro
3acoby ([inbHMLA, Ha AKili NpoBOAATLCA Oyab-AKi
BMPOGHUWUYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJI0 SIKOCTI, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHs, /191 HECTEPWTbHUX NiKapCbknX 3acobiB) -
CynyTHS 3MiHa- 3MiHK 3 IKOCTi. FOTOBWIA NikapcbKuii
3aci6. 3miHM y BUpobHULTBI. 3aMiHa abo BBEAEHHS
[04aTKOBOI Ai/TbHUL BUPOGHMLTBA A1 YacTUHM abo
BCbOr0 BMPOBHMYOro NpoLEecy roToBOro Nikapcbkoro
3aco6y (4ibHMUSA 4719 BTOPUHHOMO NakyBaHHS) - 3MiHN
3 aKocTi. [0TOBWIA Nnikapcbkuii 3aci6. 3MiHN Y
BMPOGHMUTBI. 3amiHa abo BBeAeHHS A04aTKOBOT
OiNbHWL| BUPOOHMLTBA 4718 YacTuHK abo BCbOro
BMPOBHNYOro NpoLecy roToBOro Nikapcbkoro 3acoby
(QinbHULSA ANA NEPBUHHOIO NakyBaHHS)- BBeAeHHs
anbTepHaTMBHOro BUpo6HuKa TOB «MEA®APM
NTA», YkpaiHa, BignoBiganbHOro 3a nepBuHHE
nakyBaHHs!, BTOPMHHE NakyBaHHS Ta 6yab-AkKi
BMPOGHWUYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJTIO AKOCTi. BBEAEHHA 3MiH NpOTArom 6-Tn
MicALiB nicnsa 3aTBepMKeHHs. 3MiHu | Tuny - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iIMNopTepa/3MiHu, L0 CTOCYHOTLCA
BUMYCKY Cepii Ta KOHTPO/IK0 AKOCTi FOTOBOr0
NiKkapcbKoro 3acoby (3amiHa abo AofaBaHHsA
BMPOGHKKa, L0 BiAMNOBIAAE 3a BBE3EHHS Ta/abo
BUNYyCK cepil) - Bkntoyatoum KOHTPOb/BUNPOBYBaHHS
cepii. BBefieHHs1 anlbTepHaTNBHOrO BUpo6bHuka TOB
«FTNEA®APM NTA», YkpaiHa, BiANOBiAaIbHOIO 3a
BUNYCK Cepii, BKNOYaUM KOHTPOb AKOCTi. 3MiHU
BHECEHO B IHCTPYKLiIO A/19 MEAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3aim «BnpobHuk» Ta
«MicuesHaxoxeHHs BUPOGHMKa Ta ajpeca Micus
NPOBaKEHHSN OO AiS/IbHOCTI», SIK HACNIA0K —
3aTBEPAKEHHSA TEKCTY MapKyBaHHSA yNakoBKu
niKkapcbKoro 3acoby N5 404AaTKOBOro BUPOGHMKA
BBefeHHs 3MiH npoTarom 6-t1 MicAuiB nicns
3aTBEPAKEHHS.

3a
peyenmom

He
nionsieae

UA/11506/02/02

138.

METAMIH®

TabneTtku, BKPUTI
060/10HKO0, M0 1000

TOB
"TNEAPAP

YKpaiHa

TOB "KYCYM
PAPM"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHocTI/lE-

3a
peyenmom

UA/11506/02/03
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
mr, no 15 Tabnetok M ATa" cepTudikaT BignoBigHOCTI EBpONENCHKIi
y 6nicTepi; no 2, no hapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3
4 abo no 6 6nicTepis HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTL A0
Y KapTOHHii MoHorpadii ®Y abo €sponeiicbkoi thapmakonei, abo
ynakoBLii iHLWOT HaujioHanbHOT thapmakonei aepxasn €C (iHLWi
3MiHW) NpuBeAeHHs cneuudikaLii 4ONOMKHOT
peyoBuHM MigpoKeUNpoNiIMETUILEeNt0N03a A0 AitoYoi
Bepcii MoHorpagii "Hypromellose" EP/BP. 3MmiHu |
TMny - 3MiHK 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBpONENCHKIi
hapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3
HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii 4®Y abo €sponeiicbkoi thapmakonei, abo
iHLWOT HaujoHanbHOT thapmakonei aepxasn €C (iHLWi
3MiHM) NpuBeAeHHs cneuudikaLii 4ONOMKHOT
peyoBMHM 130MponifoBuil CINPT A0 Ajitoyoi Bepcii
MoHorpadoii "Isopropyl alcohol" EP/BP.
139. | METAMIH® TabneTkn, BKPUTI TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/11506/02/02
o060n10HkKot0, No 850 "TNEAPAP PAPM" Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE- peyenmom
Mmr, no 10 TabneTok MNTAO" cepTudikaT BignoBigHOCTI EBponeiickkiii
y 6nicTepi; no 3, no thapmakonei/moHorpadii. 3mMiHu, nos'A3aHi 3
6 a6o no 10 HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
6nictepiB y MoHorpadii dY abo Esponeiicbkoi thapmakonei, abo
KapTOHHI ynakosL,i iHLIOI HauioHanbHOI dhapmakonei aepxasun €C (iHLWi
3MiHW) NpuBeAeHHA cneuudikauii oNoMiKHOT
peyoBuHM FigpokeUNponinMeTUILeNtono3a Ao Aioyoi
Bepcii MoHorpadii "Hypromellose" EP/BP. 3miHu |
Tuny - 3MiHn 3 akocTi. CepTuddikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
thapmakonei/moHorpadii. 3mMiHu, nos'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii dY abo Esponeiicbkoi thapmakonei, abo
iHLIOT HauioHanbHOI dhapmakonei aepxasu E€C (iHLWi
3MiHW) NpuBeAeHHA cneuudikauii oNoMiKHOT
peyoBUMHM I30MponifoBuii cnivpT A0 Aitoyoi Bepcii
MoHorpadii "Isopropyl alcohol" EP/BP.
140. | METAMIH® TabneTku, BKpUTI TOB Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/11506/02/01
060/10HKO10, o 500 "TNEAPAP PAPM" TMny - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTi/IE- peyenmom
mr; no 10 TabneTok MNTh" cepTucpikaT BignoBigHOCTI EBponelichkii

y 6nicTepi; no 3, no
6 abo no 10
6nictepiB y
KapTOHHI ynakoBsLi

hapmakonei/moHorpadii. 3miHu, NoB'a3aHi 3
HEOO6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MOHorpadgii oY a6o €sponelicbkoi thapmakonei, abo
iHLWOT HaujioHabHOT thapmakonei aepxasn €C (iHLWi
3MiHW) NpuBeAeHHs cneuudikauii 4oNoMiKHOT
pevoBuHM lligpokcunponiimeTnaLentonosa 4o Aitoyol
Bepcii MoHorpagii "Hypromellose" EP/BP. 3MmiHu |
TMny - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBponelichKii
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
thapmakonei/mMoHorpadii. 3mMiHu, NoB'A3aHi 3
HEOoB6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii dY abo EBponelicbkoi hapmakonei, a6o
iHLIOT HauioHanTbHOI dhapmakonei Aepxasu EC (iHwWi
3MiHKW) NpuBefeHHs cneuudikauii 4oNoMiKHOT
peyoBVHM I30NponinoBuii cNUPT A0 Aito4oi Bepcil
MoHorpadoii “Isopropyl alcohol" EP/BP.
141. | METUPOM NOPOLLOK Ta EnENCi Ipysia K.T. PymyHis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a He UA/20233/01/01
PO3YMHHUK AN Pomdapm POM®APM TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom | nidnsi2ae
po34unHy ons Komnai KOMMMAHI thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
iH'ekwjin, 500 mr; no Lxopopxnsa C.P.N. NiKapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta iIHCTPYKLT
500 wmr y chnakoHi 3 ANA MeAnYHOro 3aCTOCYyBaHHSA Ha MigcTasi perynspHo
nopoLLKom, no 7,8 OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
M1 PO34YMHHVKA B abo focnigxeHb 3 6e3nekn 3acToCyBaHHSA NikapCbKoro
amnyni; no 1 3aco6y B nicnapeecTpaviiiHvii nepiod, abo sk
thnakoHy Ta 1 pe3ynbTaT OUiHKM 3BiTY 3 AOC/IMKEHb, MPOBEAEHUX
amny/ni B KApTOHHIi BIAMNOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
nauuj (3MiHY Y3rofpkeHO 3 KOMNETEHTHUM YNOBHOBaXKEHUM
opraHom).
3MiHV BHECEHO [0 IHCTPYKLUIT ANs MeAUYHOro
3acTOCyBaHHS MikapCbKOro 3acoby A0 po3ainy
"Ocob6nMBOCTI 3aCTOCyBaHHS" BigNoBiAHO 40
OHOB/EHOT iHGhopMaLii 3 6e3neku Ailo4oT PeyoBUHU
(MeTMNNpeaHI30N0HY) 3riAHO 3 pekomeHZauismu
PRAC. TepmiH BBeAEHHSA 3MiH MPOTAroM 6 MicAuiB
nicns 3aTBepAKEeHHs.
142. | METOTPEKCAT | KoHUeHTpar ansa EBEBE ABCTpis NOBHUIA LKA AscTpis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/1209/02/01
"EBEBE" pO34MHy AN Papmva BMPOGHMLTBA: HimeyunHa TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
iHcpysiiA, 100 mMr/mn lec.m.6.X. SAPEBA thapmakoHarnsgy. 3miHa 4yactoT Ta/abo TepMmiHiB
no 5 mn (500 wmr), Hdor. KI YHTepax NoAAaHHSA perynsipHo OHOBJ/IIOBAHUX 3BITIB 3 6e3nekn
a6o no 10 mn (1000 rv6X, nNiKapcbKnx 3aco6iB - 3MiHa 4acToTV Ta TEPMiHY
mr), abo ABCTpISi; nofaHHs perynsipHO OHOB/IIOBAHOrO 3BiTY 3 6e3neku
no 50 mn (5000 wmr) (PO3B) nikapcbkoro 3acoby:
y thnakoHi; no 1 BUNYCK cepi: [itova pepakuis:
donakoHy B EBEBE YactoTa nogaHHs PO3B6 - 3 pokiB;
KapTOHHI KOpooLi Papma KiHueBa gata ans BKIOYEHHS gaHux go PO36 -
lec.m.6.X. 30.06.2020 p.; gata nogaHHA PO36 - 28.09.2020 p.
Hdor. KT, MponoHoBaHa pefakuis:
ABCTpis; Yacrtota nogaHHa PO3b - 2 poku;
KiHueBa garta s BkIYeHHsA gaHux oo PO3b -
TeCTyBaHHS: 31.10.2025 p.; gata nogaHHa PO36 - 29.01.2026 p.
Mn PekomeHA0BaHO A0 3aTBEPLKEHHS BifNOBIAHO [0
Mikpob6ionoriw nepiogNYHOCTI NOAAHHA PEryiipHO OHOBJ/THOBaHNX
ec 3BITiB 3 6e3MEeKM Nikapcbknx 3aco6iB y €BpoONeicbkomMy
Mptochnabop Cotosi.
v6X,

ABCTpISi;
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
TeCTyBaHHS:
Na6op N1IC CE
& Ko. KT,
HimeyunHa
143. | MET®OPMIH TabneTku, BKPUTI CaHpo3 CnoseHis Nek C.A., Monba/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/9477/01/01
CAHAO3® NNiBKOBOIO dapmachbHoTi Monba CnoBeHis TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
060/10HKO0, Mo 500 Kan3 Aa.4a. (B1pO6HMLTBO Ta/abo agpecy Micus NPOBaPKEHHS AISNbHOCTI
Mmr, no 10 TabneTok 3a NOBHUM BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
y 6nicTepi; no 3 abo LMKIOM; BK/IKOYAK0UM AiNbHULI BUNYCKy cepii abo micue
12 6nicTepiB y nakyBaHHs, NPOBeLEHHS KOHTPOJIO SKOCTI. (ZiANbHICTb, 3a Ky
KapTOHHIA KOpooLi BUNYyCK cepii) BignoBigae BUPOGHMK/IMNOPTEp, He BKIHOYAOUn
BWMYCK Cepiit). 3MiHa Ha3BM BUPOOHMKA
HoBaprTic BiANOBIAA/ILHOIO 3@ KOHTPO/Ib SIKOCTi, & TaKOX
dapmacbioTika YyTOUHEHHS hyHKLUii Ta agpecy B po3gini 3.2.P.3.1.
n
MaHythakTypu
Hr JINC,
CnoseHis
(koHTpO/b
AKOCTI (e
N-
HiTpO30AMMET
nnamiHy
(NDMA))
144. | MET®OPMIH TabneTtku, BKPUTI CaHpo3 CnoseHis Nex C.A., Monbua/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/9477/01/02
CAHAO3® NAiBKOBOIO dapmachbHoTi Monba CnoBeHis TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
060/10HKOI0, Mo 850 Kans a.4. (BpOGHNLTBO Ta/abo agpecy MicUs NPOBaPKEHHS AISNbHOCTI
Mr; no 12 TabneTok 3a NOBHUM BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
y 6nicTepi; no 10 LMKIOM; BK/IKOUAOUM AiNbHULI BUNYCKy cepii abo micue
6nictepiB y nakyBaHHs, NpoBeAEeHHSA KOHTPOJIHO AKOCTI. (4iSANbHICTb, 3a AKY
KapTOHHIA KOopooLi BUNYyCK cepii) BiAgnoBigae BUPOGHMK/iIMNOpTEp, He BKIHOYaoUn
BWMYCK Cepiit). 3MiHa Ha3BM BUPOOHMKaA
Hosapric BiANOBIAA/IbHOIO 3a KOHTPOJ/1b SAKOCTI, & TaKoX
dapmacbioTika YyTOUHEHHSA hyHKLUii Ta agpecu B po3gini 3.2.P.3.1.
n
MaHydakTypu
Hr JINC,
CnoseHis
(koHTpO/b
SAKOCTI (Nnwe
N-
HiTpO30ANMET
nnamiHy
(NDMA))
145. | MET®OPMIH- TabneTku, BKPUTI TOB «TeBa YkpaiHa BMPOGHMLITBO I3pains/ BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/12382/01/01
TEBA NNiBKOBOO YkpaiHa» 3a MOBHUM YropwmHa/ My - 3MiHK 3 AkocTi. A®I. KoHTponb A®L. 3miHa y peyenmom
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
060/10HKO0, Mo 1000 umkiom: TeBa Yecbka MeTodax BunpobyBaHHs A®| abo BUxigHOro
mr, no 10 Tabnetok dapmauesTika | Pecny6nika mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
y 6nicTepi, no 3 n lHgacTpi3 BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|
6nictepm y kopobuj, NTa., 13paine; (He3HauHi 3MiHM y 3aTBEpPKEHUX MeToAax
no 15 ta6netok y nepBuHHa Ta BUNPOB6YBaHHS)
6nicTepi, no 2 abo 6 BTOPVHHA He3HauHa 3MiHa aHaNiTUYHOI MEeTOAMKMN BU3HAUYEHHS
6nictepiB y kopobuj ynakoBka, po3mipy yacTtok ana A®l MeTchopmiHy rigpoxnopuay.
KOHTPO/b YnHHa MeToAvKa BU3HAUYEHHS PO3MIpY 4acToK
AKOCTI Ta nepef6ayae noAgiiiHy NPo6oniAroToBKy/BUMIPOBaHHS
[03BiN Ha Ta 3BiTyBaHHA NPO ycepeaHeHi pe3ynibTaTu ABOX
BUWMYCK Cepili: BUMIipIOBaHb. 3anpornoHoBaHa MeToAvka nepeabayae
AT 0O Hy NpoboniaroToBKy Ta 04HE BUMIPIOBaHHSA. Takox
dapmaueBTny BHOCATbCH pefakLiiiHi npaBku.
HWi1 3aBOf,
TeBa,
YropwuHa;
BMPOOHULITBO
Hepo3cacoBa
HOI NpoAyKuii,
KOHTPO/b
AKOCTI:
TeBa Yex
IHaacTpi3
C.p.o., Yecbka
Pecny6nika
146. | MIKANIO® niocpinizat gns EnENCi Ipysia K.T. PymyHis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/19904/01/01
POM®APM NPUroTyBaHHA Pomdapm POM®APM TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
KOHLeHTpaTy ans Komnai KOMMMAHI thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
npuroTyBaHHsA [xopaxns C.P.N1., 3000B'A3aHb Ta YMOB Buaui peecTpauiiiHoro
pO34nHy Ans PymyHis nocBiAYEeHHS, BKIoYaoun MnaH ynpaeniHHA pu3nkamm
iHcpysiii no 50 wmr; no (B1pOGHMLTBO (3acTocyBaHHS TEKCTY, KNI NOTOKEHNT 3
1 donakoHy B Ta nepBuHHe KOMNEeTeHTHUM opraHom) 3asBHUKOM HaJaHo
KapTOHHIM nayu,i nakyBaHHs OHOB/IeHWiA MnaH ynpaeniHHS pudvnkamu Bepcis 1.0.
nikapcbKoro 3MiHM BHECEHO [0 YaCTUH:
3acoby; | «3arasibHa iHhopmaLis»
BTOPVHHE Il «Cneundikauis 3 6esnekm»
nakyBaHHs, V «3axoau 3 MiHiMi3aLii pu3ukiB»
KOHTPO/b VI «Pe3tome nnaHy ynpasiHHS pu3nkamm»
KiHL,EBOrO VIl «dopatkv» (gogatku 1-8) y 3B’3Ky 3 OHOB/IEHHAM
npoaykTy Ta iHchbopmaw,ii 3 6e3nekun AjtoHoi pevyoBUHN MiKaddyHriH

BUNYyCK cepii)

BIANOBIAHO [0 aKkTyabHOI pethepeHTHOT iHchopmaLi, a
TakoX Yy 3B'A3Ky i3 3MiHOIO hopmaTy BifnoBiAHO 40
sumor Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2 Human
Medicines).

Pestome MnaHy ynpasniHHa pusnkamu Bepcis 1.0
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
[0A3ETLCA.
147. | MIKANIO® niocpinizat gns EnENCi Ipysia K.T. PymyHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/19904/01/02
POM®PAPM NPUroTyBaHHsA Pomdapm POM®APM TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
KOHLeHTpaTy ans Komnai KOMMMAHI thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
npuroTyBaHHsA [xopaxns C.P.N1., 3000B'A3aHb Ta YMOB Buaui peecTpauiiHoro
po3unHy Ans PymyHis noceigyYeHHs, BkNtoYarouy Mnax ynpasniHHSA pyu3nkamm
iHcpysiii no 100 wmr; (B1pO6HMLTBO (3acTocyBaHHSA TEKCTY, KNI NOTOKEHNI 3
no 1 donakoHy B Ta nepBuHHe KOMNEeTeHTHUM opraHom) 3asiBHUKOM HaJaHo
KapTOHHIM nayu,i nakyBaHHs OHOB/IEeHWIA MnaH ynpasniHHS pudvnkamu Bepcis 1.0.
nikapcbKoro 3MiHM BHECEHO [0 YaCTUH:
3acoby; | «3arasibHa iHhopmaLis»
BTOPVHHE Il «Cneundikauis 3 6esnekm»
nakyBaHHs, V «3axoau 3 MiHiMi3aw,ii pu3ukiB»
KOHTPO/b VI «Pe3tome nnaHy ynpasiHHS pu3nkamm»
KiHL,EBOrO VIl «dopatkv» (gogatku 1-8) y 3B’3Ky 3 OHOB/IEHHAM
npoaykTy Ta iHchbopmaw,ii 3 6e3nekun AjtoHoi pevyoBUHN MiKaddyHriH
BUNYyCK cepii) BIANOBIAHO [0 aKkTyabHOI pethepeHTHOT iHchopmai, a
TakoX Y 3B'A3Ky i3 3MiHOIO hopmaTy BifnoBiAHO 40
sumor Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2 Human
Medicines).
Pestome MnaHy ynpasniHHa pusukamu Bepcis 1.0
[0A3ETbCA.
148. | MINAHOA TabneTku BKpUTI 3eHTiBa, K.C. Yecbka NOBHUIA LMK IcnaHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/13152/01/01
NAiBKOBOIO Pecny6nik | BMpobHuuTBa: TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom | nidnsizae
060/10HKOM, 3 a Na6opatopioc Ta/abo agpecy MicUs NPOBaPKEHHS AISNbHOCTI

mr/0,03 mr; no 21
Tabnetyi y énicrepi;
no 1 6nictepy y
KapTOHHIiA ynakoBL,i

JleoH dapma
C.A., IcnaHis;

afbTepHaTVBH
Ui BUPOGHMUK,
AKUIA
Bignosigae 3a
BTOPUHHE
nakyBaHHS:
MAHAHTIAN
IHTETPA,
C.JY.,
Icnanis;

AnbTepHaTnBH
NiA BUPOGHMUK,
AKN
Bignosigae 3a
BTOPUHHE
nakyBaHHs:

BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
BK/IKOUAOUM AiNbHULI BUNYCKy cepii abo micue
NpoBeAEeHHSA KOHTPOJIHO AKOCTI. (4iSANbHICTb, 3a AKY
BignoBigae BUPOGHMK/iIMNOpTEp, BKAKOYAOUM BUMYCK
cepii)
3MiHa agpecy BUPOGHMKa BifnoBiAanbHOro 3a NoBHU
umkn BupobHuuTea 13 SlabopaTopioc JleoH dapma,
C.A.
3MiHV BHECEHO B IHCTPYKLiIO AN MeAUYHOro
3aCcTOCYBaHHSA NikapcbKoro 3acoby y po3gain
"Micue3HaxomkeHHs BUPO6HMKa Ta agpeca Micus
NPOBaKEHHS NOro Ais/IbHOCTI" 3 BiANOBIAHUMY
3MiHaMW B TEKCTi MapKyBaHHSA yNakoBOK.
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBEPAKEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0OYeHHs

ATAIC
®APMA, C.11.,
IcnaHis;

Bupo6HuK,
KNI
BignoBigae 3a
Mikpo6ionoriyH
€ TeCTyBaHHS:
Biona6, C./1.,
IcnaHisi;

Bupo6HuK,
KNI
Bignosigae 3a
MiKpo6ionoriyH
€ TeCTyBaHHs:
NabopaTopio
EueBapHe,
C.A., IcnaHis

149.

MIHIPUH MENT

niodpinizat
opanbHuii no 120
MKr, no 10
niodgpinisatis y
6nictepi; no 1, abo
no 3 a6o no 10
6nictepiB y
KapTOHHIA KOpooLi

deppiHr
IHTepHeLwHN
CeHtep CA

LLiBeruapi
2

BMPOGHMLTBO,
nepBuHHE
nakyBaHHS,
KOHTPO/b
AKOCTI:
KataneHt
HO.K. CBiHAOH
3igic Nimites,
BenukobputaH
is1; BTOPUHHE
nakyBaHHS:
®eppiHr
IHTEpHeLwHN
CeHtep CA,
LLsefuapis;
BiANoOBiAa/IbHM
1 3a KOHTpO/Ib
AKOCTI, BUMYCK
cepii: ®eppiHr
rvmoéX,
HimeyunHa

Benukobput
aHis/
LLsenuapis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHI B TEKCT
MapKyBaHHS BTOPUHHOT YakoBKW NikapCbKOro 3acoby
y n. 17. «IHWE».

3a
peyenmom

UA/5118/02/02

150.

MIHIPUH MENT

niodpinizat
opasnbHuii no 240
MKr, no 10
niocpinisaTiB y
6nictepi; no 1, abo
no 3 a6o no 10

PeppiHr
IHTepHeLwHN
CeHtep CA

LLiBeiuapi
2

BMPOGHMLTBO,
nepBrHHe
nakyBaHHS,
KOHTPO/b
SAKOCTI:
KaraneHt

Benukobput
aHis/
LLisenuapis/
HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHI B TEKCT
MapKyBaHHS BTOPUHHOI YMakoBKW NikapCbKOro 3acoby
y n. 17. «IHWE».

3a
peyenmom

UA/5118/02/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0OYeHHs

6nictepiB y
KapTOHHIA KOpooLi

HO.K. CBiHAOH
3igic Nimites,
BenukobputaH
is1; BTOPUHHE
nakyBaHHS:
®eppiHr
IHTepHeLwHN
CeHtep CA,
LBeliuapis;
BiANOBiAA/IbHU
1 3a KOHTPO/Ib
SAKOCTI, BUNYCK
cepii: ®eppiHr
rv6éX,
HimeyunHa

151.

MIHIPUH MENT

niodpinizat
opasibHWiA No 60 MKT;
no 10 niocpinizaTis y
6nictepi; no 1, abo
no 3 a6o no 10
6nictepiB y
KapTOHHIA KOopoo6Li

deppiHr
IHTepHeLwHN
CeHtep CA

LLiBeruapi
2

BMPOGHMLTBO,
nepBuHHe
nakyBaHHS,
KOHTPO/b
AKOCTI:
KaraneHt
HO.K. CBiHAOH
3igic Nimites,
BenukobputaH
is1; BTOPUHHE
nakyBaHHS:
®eppiHr
IHTEpHeLwHN
CeHrep CA,
LLsefiuapis;
BiANoOBiAa/IbHM
1 3a KOHTpO/Ib
AIKOCTI, BUMYCK
cepii: ®eppiHr
rvmoéX,
HimeyunHa

Benukobput
aHis/
LLsenuapis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHI B TEKCT
MapKyBaHHS BTOPUHHOI YMakoBKW NiKkapCbKOro 3acoby
y n. 17. «IHWE».

3a
peyenmom

UA/5118/02/01

152.

MI®PETOH

Tabnetku no 200 wmr,
no 1 tabnetui a6o 3
Tabnetkn y 6nictepi,
no 10 6nicTtepis
(1x10) a6o no 1
6nictepy (3x1) y
KapTOHHIA Kopoo6Li

M.BIOTEK
NIMITEL

Benuka
BpuTaHis

AKME
GOPMYNEW
LUH NBT.
nTa.

IHAjia

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
AN MeAMYHOro 3acToCyBaHHA Ha NiACTaBi perynspHo
OHOBJOBAHOrO 3BiTY 3 6e3NeKN NiKapcbKoro 3acooby,
abo focnigkeHb 3 6e3nekn 3acToCcyBaHHSA NikapCbKoro
3acoby B nicnapeecTpauiliHnii nepios, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX
BiAMOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHUM YNOBHOBaXXEHUM
OopraHom)

3a
peyenmom

He
nionsieae

UA/18689/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
3MiHU BHECEHI A0 iHCTPYKLii Ans MeauyHoro
3acToCcyBaHHSA Nikapcbkoro 3acoby y po3ain
"Oco6nMBOCTI 3acTOCyBaHHA" BigNoBiAHO 40
OHOBJ/IEHOT iHhopMaLii Wwoao 6e3neku Ajroyoi
PEYOBVHN.
153. | MOKCUH TabneTkn, BKpUTI [DKIBOXAP IHAain BadHa IHAisa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/11530/01/01
N1iBKOBOIO A ®APMA dapmacbioTika TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
060/10HKO10, M0 400 MPAVBIT nc nra. thapmakoHarnagy (iHwi 3MiHM) 3MiHW BHECEHO Y TEKCT
mr; Ne 5:mo 5 NIMITEL MapKyBaHHs nepBuHHOI (M. 3, 4) Ta BTOPUHHOI (Nn. 8)
Tabnetok y 6nictepi; YNakoBOK NiKapCbKOro 3acoby; BUTyHYeHHS /IOroTuny
no 1 6nictepy B anctpub'totopa i3 n. 6. IHWE nepBuHHOI ynakoBkn Ta
KapTOHHI KOpooLi n.17. IHWE BTOPMHHOT yNnakoBKM NiKapCbKoro 3acooby.
BHeceHHs 3MiH B po3ain1 «MapKyBaHHS» npogykuii in
bulk, a came BuganeHHs iHhopmau,i LWoA0 HasABHOCTI
noroTuny ogiliiHoro gncTpm6’toTopa B YKpaiHi, ToLwo.
3anponoHoBaHa 3MiHa He YNHWUTb HECTIPUATINBOTO
BM/IMBY Ha AKICTb, 6e3MneyHicTb Ta edpekTUBHICTb M13.
TepmiH BBEAEHHS 3MiH - MPOTAroM 6 Micauis nicns
3aTBEPAKEHHS.
154. | MOKCUH TabneTtku, BKPUTI [DKIBOXAP IHais BadgHa IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | - UA/11531/01/01
NNiBKOBOO A PAPMA dapmacbtoTika TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta
o060n0Hkoto, no 400 MPAVBIT nec nira. thapmakoHarnagy (iHwi 3MiHW) 3MiHW BHECEHO Y TEKCT
mr; in bulk Ne 1000 NIMITEL MapKyBaHHS NepBMHHOI (N. 3, 4) Ta BTOPUHHOI (M. 8)
(5x200): no 5 YNakoBOK NiKapCbKOro 3acoby; BUTYyYEHHS /I0roTuny
Tabnetok y 6nictepi; avctpub'toTopa i3 n. 6. IHLWE nepBuHHOT ynakoBku Ta
no 200 6nictepiB y n.17. IHWE BTOPWHHOT yNakoBKM NiKapcbKoro 3acooby.
KapTOHHI kopo6Lyj; BHeceHHs 3MiH B po3ain «MapkyBaHHS» npogykuii in
in bulk Ne 1000: no bulk, a came BugasneHHs iHhopmauii LWoa0 HaABHOCTI
1000 TabneTok y noroTuny odpiliiHoro gncTpm6’toTopa B YKpaiHi, Towwo.
KOHTeliHepax 3anponoHoBaHa 3MiHa He YWHUTb HECNPUSATANBOIO
BM/IMBY Ha AKiCTb, 6e3neyHiCTb Ta edhekTUBHICTb 13,
TepMiH BBEAEHHS 3MiH - TPOTAroM 6 MicALiB nicas
3aTBEPKEHHS.
155. | MOMEAEPM® Kpem, 1 mr/rno 15 r TOB Ykpaina $apm3asop, MonbLia BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/10968/02/01
a6o no 30 ry Ty6i; «BAYL Enbha A.T. Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHocTI/lE- peyenmom
no 1 1y6i B XEJIC» cepTudikar BiANOBIAHOCTI €BpONENChKil

KapTOHHiA Kopoo6Li

hapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTL A0
MOHorpadgii oY a6o €Bponelicbkoi thapmakonei, abo
iHLWOT HauioHanbHOT thapmakonei aepxasn €C (iHLWi
3MiHW) - NpuBeAeHHA cneuudikaLil 4ONOMKHOT
PEYOBUHM TUTaHY AIOKCUA Y BigNOBIGHICTb 40 BUMOT
MoHorpadii EBponeiicbkoi thapmakonei. 3MiHu | Tuny -
3MiHK 3 SIKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTposb
[ONOMDKHMX peyoBUH. 3MiHa NapameTpiB
cneuudikayii Ta/abo AoNycTUMUX MEX A1
[ONOMDKHOT peYOBUHM ([OMNOBHEHHSA cneumdikaLlil
HOBMM MOKa3HUKOM 3 BifNOBiAHUM METOAO0M
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BMNPOGYBaHHS) - AOMOBHEHHS crieumdikaw,i
[0MOMDKHOT PeYOBMHU asTHOMIHIK0 KpoXmasib
OKTEHINCYKLMHAT HOBUM MOKa3HWKoM «CyrbhaTHa
30na» NMT 1.2% 3 BiANOBiAHUM METOAOM
BUNpo6yBaHHs (EP 2.4.14). 3miHu | Tuny - 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. KOHTponb
[OMOMDKHMX PEeYOBMH. 3MiHa NapameTpis
cneuudikayii Ta/abo AonNycTUMUX MeX AN1s
[OMNOMDKHOT peYOBUHYM (BUTYYEHHS 3i crnieumdikavii
HEe3HaYyHOro NokasHuka (Hanpvkiag 3actapisnoro
NoKasHWKa)) - BUNyYeHHs i3 cneyudikauii LonoMixHOT
PEYOBUHMN TIOMIHII0 KPOXMasb OKTEHINCYKUMHAT
3acTapinioro nokasHuka «3arasbHa 3051a». 3MiHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA NikapcbkuWii 3aci6.
KOHTpO/1b AONOMDKHUX pEYOBUH. 3MiHa napaMeTpis
cneuudikauin Ta/abo AoNyCTUMUX MEX 415
[O0NOMDKHOT PeYOBMHU (BUTYYEHHS 3i cneuudikauii
He3Ha4YHOro NokasHvka (Hanpuknag, 3actapinoro
noKasHuKa)) - BUy4eHHs i3 crneumdikaLii HecyTTeBmnx
nokasHukis Staphylococcus aureus Ta Pseudomonas
aeruginosa g5 fONOMiXHOI pevyOBUHU alOMIHI0
KpOXMasib OKTEHINCyKumMHat. 3MiHu | Tuny - 3miHu 3
AkocCTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTpob
[OMNOMDKHUX pPeYoBUH. 3MiHa napameTpis
cneuudikauin Ta/abo AoNyCTUMUX MEX AN1s
[OMOMiXXHOT PEYOBWHM (3BY)XXEHHS AONYCTUMUX MEX) -
3MiHM Yy cneumdikaLii 4ONOMDKHOT pEHOBUHM asTIlOMIHIK0
KPOXMaulb OKTEHIICYKLMHAT, 30KpeMa 3BY)XXEHHS MeX
[ONA nokasHuka «BTparta B Maci npu BUCYLLYBaHHI»
(3atBepmxeHo: NMT 14.00%; 3anponoHoBaHo: NMT
12.0%)

156.

MO®JIAKCA®

TabneTku, BKPUTI
NNiBKOBOIO
060n0HKot no 400
Mr o 5 TabneTtok y
6nictepi, no 1
6nictepy B
KapTOHHI Kopobuyj;
no 7 TabneTok y
6nictepi, no 1 abo
no 2 6nictepu B
KapTOHHI kopo6Lyj;
no 10 Tabnetok y
6nictepi, no 1
6nictepy B
KapTOHHIA Kopoo6Li

KPKA, a.4.,
HoBo mecTo

CnoBeHis

KPKA, a.4.,
HoBo mecTo,
CnoseHis
(BignoBigasibH
uii 3a
KOHTPO/b
cepii); KPKA,
A.4., Hoso
MecTo,
CnoseHis
(BignosigansH
nii 3a NOBHWIA
LK
BMPOGHMLTBA,
BK/THOHAI0UM
BMNycK cepir);
KPKA-®APMA

CnoseHis/
XopsarTisi/
HimeyuunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
TexHiyHa nomwuska (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) BunpaBnieHo TeXHIYHY MOMUIIKY Y
n. 4. AATA 3AKIHYEHHA TEPMIHY MPUAATHOCTI
TEKCTY MapKyBaHHS NEPBUHHOT YNakoBKN MiKapCbKOro
3acoby, AonyLieHy Npv npoueaypi BHECEHHS 3MiH
(Haka3 Ne 1557 Big 09.09.2024 p.) Ao maTepianis
peecTpauinHOro 4ochbe, a came: NOMU/IKOBO 3a3HauveHy
thpasy "TepmiH Npua.:" BunpasneHo Ha "HaHocnTbes"

3a
peyenmom

UA/14876/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

4.0.0.,
Xopsaris
(BignosigansH
uii 3a
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTpONb cepil
Ta BUNYyCK
cepii); Nlabop
NC CE & Ko.
KI, HimeuunHa
(BignosigansH
uii 3a
KOHTPO/b
MiKpo6ionoriyH
Ol YyncToTn
cepii (y
BUMNaaKy
KOHTpO/0
cepii TA,
Papma
rmeX)); TAL
dapma 'méX,
HimeuunHa
(BignoBigasibH
uii 3a
KOHTPO/b
cepii); TAL
dapma M'v6X,
HimeuunHa
(BignoBigasibH
uii 3a
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
BMNYCK cepii)

157.

MYNbTUIPUN
HASA/b ®ITO

cnpeii HazaslbHUiA,
po3uunH 0,1 %; no 10
My h/1aKoHi 3
posnunoBayem; no
1 donakoHy B
KapTOHHIA Kopoo6Li

Jensta
Megiken
[MpomoyLH3
Al

LLBeiiuapi
2

BUPOBHULTBO,
nepBrHHE Ta
BTOPWHHE
nakyBaHHs,
BWMNYCK cepil:
Biochapm C.A.,
PyMyHis;

KOHTpOsb cepii
(thizumko-
XiMiYHWIA Ta

PymyHis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecyu MicUs NPOBaKEHHS AiSNbHOCTI
BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
BK/IKOYAK0UM AiNbHULI BUNYCKy cepii abo micue
NPOBeLEHHS KOHTPOJIIO AKOCTI. (ZiANbHICTb, 3a Ky
BignoBigae BUPOGHMK/iIMNOpTEp, BKIKOYAOUM BUMYCK
cepiii) - 3viHa HaliMeHyBaHHs Ta AofaBaHHs afpecu B
po3wyrHeHoMy BUrAagi Ao MKSA y 3B’A3ky i3
npvBeAeHHAM PeecTpaLiiHiX AOKYMEHTIB Y
BiANOBiAHICTb A0 cepTudikaty GMP. 3MiHM BHECEHO B

6e3
peuyenma

nionsiecae

UA/15720/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
MiKpo6ionoriuH IHCTPYKLi0 4719 MEAMNYHOIO 3aCTOCYBaHHS NiKapCbKOro
WA KOHTPOSb): 3acoby y po3gin "BUpo6HuK", 3 BIANOBIAHUMN 3MiHAMMN
Biochapm C.A., B TEKCTi MapKyBaHHA yrnakoBOK. TepMiH BBEAEHHSA 3MiH
PymyHis - NPOTArom 6 MiICALIB MICNSA 3aTBEPAYKEHHS.
158. | HABENA 1.5 Tabnetku no 1,5 mr; 3eHTiBa, K.C. Yecbka NabopaTtopioc IcnaHis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a He UA/17092/01/02
no 1 Tabnetuiy Pecny6nik | JleoH ®apwma, TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom | nidnszae
6nictepi, no 1 a C.A. Ta/abo agpecu micusa NPoBaKeHHs AisNIbHOCTI
6nictepy y BMPOGHMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
KapTOHHI ynakoBL,i BK/IOYAOUM AiNbHULI BUMYCKy cepii abo micue
NpPOBeAEeHHSA KOHTPOJIHO AKOCTI. (4isNbHICTb, 3a AKY
BiANoOBiAa€e BUPOGHMK/IMNOPTEP, BKIOUAKOUY BUMYCK
cepiii) 3miHa agpecu BUpo6Hvika 13 JlabopaTopioc
INeoH ®apma, C.A.: 3MiHVN BHECEHO B IHCTPYKLiO A/15
MEeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby y
po3gain "MicuesHaxomkeHHs BUpOGHMKa Ta agpeca
MiCLii NPOBA/KEHHS Or0 Ais/IbHOCTI" 3 BiANOBIAHUMY
3MiHaMu B TEKCTi MapkKyBaHHs ynakoBoK. BeegeHHs
3MiH NPOTArom 6-Tu MiCALIB Nic/1s 3aTBEPAKEHHS.
159. | HALLATUPHO- Kpanni opasbHi, TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 6e3 UA/8828/01/01
AHICOBI pPO34uH, Mo 25 mny "TepHodhap "TepHodhapm" TexHiyHa nomwuska (3rigHo Hakasy MO3 Big, peyenma
KPANMI chnakoHax abo y M" 23.07.2015 Ne 460) B 3miHax o MKA /13 Ne3, wo
donakoHax- 3aTBepaxeHi Hakaszom MO3 Ykpainu Big 03.10.2024
KpanenbHUUAX; No Ne1683, 6y/10 fOMYLLEHO TEXHIYHY NOMW/IKY, a came:
25 mMn 'y donakoHi; no 3anponoHoBaHi 3MiHM B aHaNiTUYHIN MeToauLi
1 chnakoHy B nauu,i 3 iieHTudikauii onii aHicoBiii He Gy BpaxoBaHi B
KapToHy; no 25 Mny [ONyCTUMMX MeXax cneumdikawii.
doNakoHi-
KpanenbHuuj; no 1
donakoHy-
KpanenbHULi B nayui
3 KAPTOHY
160. | HIKOPETTE® rymKa XyBasibHa MakHin Ab LBeuis MakHin Ab LBewis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 6e3 UA/10734/01/02
3MMOBA nikyBasibHa no 4 mr; TMny - 3MiHK LWoao 6e3nekn/edpeKTNBHOCTI Ta peyenma
M'ATA no 15 rymok

XYBasIbHUX Y
6nictepi; no 2
6nictepu B
KapTOHHIN ynakoBuUi

chapmakoHarnsgy. BeefeHHs abo 3miHn o
y3araslbHeHVX gaHux npo cuctemy dpapmMmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHKX NPO cucTemy
hapMakoHarnsay, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asiBHuKa ans
3AilicHeHHs hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
BigMiHHA Big, yNTOBHOBaXXEHOT 0COOM, BifNoBigabHOI
3a 3AjiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y po3MiLLeHHi MacTep-
tharina cuctemmn chapmakoHarisgy). 3miHa KOHTakTHOT
0cobu 3asBHKKa, BiANOBIAA/ILHOI 3a hapMakoHarnsg B
YKpaiHi.

[itoya pegakuis: HaropHa KatepuHa IBaHiBHa /
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
Nahorna Kateryna Ivanivna. lNponoHoBaHa pefakuis:
YarapHa Hatanis CepriiBHa / Chagarna Natalia
Serhiivna. 3MiHa KOHTaKTHMX A@HNX KOHTaKTHOI 0Co6K
3asBHMKa, BiANOBIAANbHOI 3a hapmakoHarnsg B
YKpaiHi.
161. | HIKOPETTE® rymKa xyBauibHa MakHin AB Lseuis MakHin Ab Lseujis BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 6e3 UA/10734/01/01
3MMOBA nikyBanibHa rno 2 mr, TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma
M'ATA no 15 rymok thapmakoHarnagy. BeegeHHs abo 3miHu fo
XYBasIbHUX Y y3araslbHeHVX gaHux Npo cuctemy dpapmakoHarnsgy
6nictepi; no 2 (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
6nictepu B thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
KapTOHHI ynakosL,i BiANOBIAabHOI 3a 34iiCHEHHA thapmakoHarnagy;
KOHTaKTHOI 0c0obM 3 hapMakoHarnAgy 3asBHuKa gns
3pificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyaroum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemu chapmakoHarnsgy). 3MiHa KOHTaKTHOT
0ocobu 3asBHKKa, BiANOBIAA/IbHOI 3a hapmakoHarnsg B
YKpaiHi.
[itoua pepakuin: HaropHa KatepuHa IsaHiBHa /
Nahorna Kateryna Ivanivna. NponoHoBaHa pefakuisi:
YarapHa HaTtanis CepriiBHa / Chagarna Natalia
Serhiivna. 3MiHa KOHTaKTHMX AaHNX KOHTaKTHOI 0co6u
3asBHMKa, BiANOBIAaNbHOI 3a hapmakoHarnsg B
YKpaiHi.
162. | HIMEAAP rpaHynv ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/15433/01/01
OpasIbHOT CyCneHsil, "®apmaueBT "papmaLeBTn TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom | riosisieae
100 mr/l2rno2r nyHa pipma YHa thipma CurcTeMa KOHTelHep/3akynoproBasibHUIA 3aci6. 3miHa y
rpaHyn B calle; rno "AapHnus” "fapHuus” NepBVHHI yNakoBLji rOTOBOrO /1ikapCbKOro 3acoby

30 catue y Kopobui

(iHWi 3mMiHW) NpYBEAEHHS HAa3BW NEPBUHHOIO
nakyBaHHs /13 y BiANOBIAHICTb [0 Ha3BM YNakoBKW
3rigHo 3 6a3oto gaHnx EDQM, a came i3
«0[HOA,030BUIA NakeT» Ha «calle» 3 BignoBigH1MK
3MiHamMu B po3fin «Ynakoska», «Cknaa» MKA N13.
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBEPIKEHHS.
3MiHu | TUNY - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii
3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHuiA 3aci6.
3MiHa po3mipy ynakoBKy roTOBOrO JlikapCbKoro 3acoby
(BUTYYEHHS YNaKOBKV NEBHOrO PO3Mipy) BUYYEHHS 3
06iry neBHUX BMAiB ynakoBku /13, a came: «no 9 a6o
15 nakeTiB y kopo6Lji», 3 BiANOBIAHUMM 3MiHAMU B
po3ain «YnakoBka» MKS /13. 3miHV BHeCeHo 40
IHCTPYKLUIii 415 MEAUYHOr0 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ain "YnakoBka" WWoA0 3MiHW Ha3BY
NepBMHHOI YNakoBKK, SIK HacNigok y posginu "Cknag”
Ta "Cnocib 3acTocyBaHHs Ta 031", 3 Bi4nOBigHMM




156

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky
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yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3MiHaMK B TEKCTi MapKyBaHHS NEPBUHHOI YNakoBK/
nikapcbKoro 3acoby.

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKoCTi. [oTOoBWIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU Y
npoveci BUPOOHULITBA FOTOBOTO NiKapCbKOro 3acoby,
BK/TIOYAI0UN NPOMiXKHUIA NPOAYKT, L0 3aCTOCOBYETLCA
npv BUPOOHULITBI FOTOBOTO J1iKAPCLKOro 3acoby (iHLWi
3MiHM) BHECEHHS 3MiH [0 npoLecy BTOPUHHOIO
nakyBaHHs /13, a came npoLec BTOPUHHOIO
nakyBaHHS JOMOBHEHO NakKyBaslbHOHO JHI€l0, L0
nokpavlye icHytumnii NpoLLec py4YHOro nakyBaHHs i
cnpusie onTumisauil Ta ed)eKTUBHOCTI BUpO6HMLTBA.

163.

HIPEAVNIH-
JLAPHULA

TabneTtku, BKPUTI
060n10HKot0, Mo 10
mr; no 10 TabneTok
Y KOHTYpHil
YapyHKOBIl
ynakoBLi; no 5
KOHTYPHUX
YapyHKOBUX
yNakoBOK B nauLi

MpAT
"®apmaueBT
nyHa chipma
"fapHuua”

YKpaiHa

MpAT
"papmaLeBTu
YyHa hipma
"AapHuus”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichKii
thapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeEChKii
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHoBMeHWA cepTudikat
Bif} y)Xe 3aTBEPAKEHOr0 BUPOGHMKA, NOAaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
thapmakonei Ne R1-CEP 2014-102 - Rev 01
(3atBepaxeHo: R1-CEP 2014-102 - Rev 00) Big, BXe
3aTBepeHoro BupobHyvka Ipca Laboratories Limited,
India. Ak Hacnifok BBEAEHO AOAATKOBY BUPOGHUYY
AiNbHULI0 Ha JOAATOK A0 3aTBEpMKEeHMX 6e3 3MiHu
BMpO6GHMLTBA (3anponoHoBaHo: Inka JSlabopaTtopic
Nimiteq Mnot Ne 4722, 4723, 4731 & 4732,
[xi.AiA.0i.Ci. ECTENT BXAPYY IHAIS — 393 002
AHKNELUBAPE IN'Y)KAPAT); Ta O METOAiB KOHTPONSA
AKOCTI 4119 BXIAHOrO KOHTposto Ha A®| Hidheannin
BHECEHO 3MiHM 38 NOKa3HWKOM «3a/INLLKOBI
PO3YMHHMKN» (3aTBEpLKEHO: MeTaHona — He 6onee
0,3%; 3anponoHOBaHO: MeTaHoy — He 6inbe 3000
ppm) Ta 36iNbLUIEHO TEPMiH MEPEKOHTPOSIO 3 3 POKIB
0o 5 pokis BignosigHo CEP. 3MiHu | Tuny - 3miHu 3
AKOCTi. A®I. KoHTposb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo AONYCTUMKUX MEX, BUSHAUYEHUX Y
cneuudikauisix Ha A®l, abo BMXigHWA/NPOMIKHWIA
npoAyKT/pearexT, L0 BUKOPUCTOBYIOTLCS Y NMPOLLECI
BMpo6HMLTBA ADI (iHLWi 3MiHN). BHECEHHS HE3HAYHMX
3MiH 0 po3ginis 3.2.S.4.1. Cneupndpikanis Ta
3.2.S.4.2. AHa/liTUYHI METOAMKM A5 BXigHOro

3a
peyenmom

UA/4738/02/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1

KOHTPO/O Ha Ajtouy peyvoBuHy Hideauni 3a
NoKasHUKOM «laeHTudbikalis», a came: 3anvlleHa
nepLua igeHTudikadis, sika € 060B’A3KOBUM
BMNPOGYBaHHSAM JAHOrO MOKa3HVKa, BignoBigHO 40
BumMor AdY 1.4 «MoHorpadii» Ta €$ 1.5.1.8
«ldentification». CynyTHS 3miHa - 3MiHK 3 sKOCTi. ADI.
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHs AdI
a60o BuUxigHoOro marepiasay/npomMixxHoro
npoaykTy/peareHTy, Lo BUKOPUCTOBYETLCSA Y NPOLEC
BMPOG6HULTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPOKEHMX
MeToAax BUNpo6yBaHHs) 3MiHu | Tuny - 3MiHK 3
AKOCTi. A®I. KoHTposb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo AoNYCTUMKUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha A®l, abo BUXigHWA/NPOMIKHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NPOLLECi
BMpo6HULTBa API (iHWi 3MiHN) BHECEHHS HE3HAYHMX
3MiH 0 po3ginis 3.2.S.4.1. Cneundpikanis Ta
3.2.S.4.2. AHaniTUYHI METOAMKM N5 BXigHOrO
KOHTPO/O Ha Ajtouy peyvoBuHy HideauniH, a came
NOKa3HUK «PO34YMHHICTb» NepeHeceHo [0 po3finy npo
3arasibHi BNacTUBOCTI, OCKI/IbKW BiH Mae
pekomMeHAaLiliHWi XxapakTep BiANOBIAHO 4O BUMOT
OoY 1.4 «MoHorpagii», €® 1.5.1.7 «Characters» Ta
3a NoKa3HMKOM «Mikpo6ionoriyHa yncToTa» - BHECEHO
NoCW/IaHHA Ha gjtoye BuaaHHsa €D, 6e3 3MiHn
HOPMYyBaHHS Ta METOAVKN KOHTPOSIO AKOCTi. CynyTHA
3MiHa - 3MiHu 3 akocTi. A®l. KoHTposnb A®L. 3miHa y
MeToAax BunpobyBaHHs A®| abo BUxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|
(He3HauHi 3MiHM y 3aTBEPKEHUX MeToAax
BUNPO6YBaHHSA) 3MiHY | TUNY - 3MiHW 3 AKOCTi. ADI.
KoHTposnb A®I. 3miHa y meTogax BunpobdysaHHs AdI
abo BuxigHOro marepiany/npomikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BMPOGHMLTBA ADI (iHLWIi 3MiHM y MeTodax
BMNPOGYBaHHSA (BK/THOYaOUM 3amiHy abo JOMOBHEHHS)
A®I a60 BUXigHOro/NpoMiKHOro NPOAYKTY). BHeceHHs
3MiH A0 po3giny 3.2.S.4.2. AHaniTU4HI MeTOAVKM A0
BXiZIHOro KOHTPO/IO Ha fAitovy pevyoBuHy HideauniH 3a
nokasH1KoM «CynpoBiAHi AOMILLKN» (YTOYHEHHS BUMOT
[0 NpuaaTHoOCTI XpomatorpadivyHoi cuctemu, sMmiHa
TOpriBeNIbHOI MapKu KOIOHKN Ta BHECEHHS TEPMIHY
NPUAATHOCTI PO34YMHIB), 3 ypaxyBaHHAM pe3ynbTartis
BaslifaLii aHaNiTUYHNX MeToANK, 6e3 3MiHN
HOpMYyBaHHs. 3MiHu | TUnYy - 3MiHK 3 aKocTi. AdL.
KoHTponb A®I. 3miHa y meTofax BunpobysaHHs AdI
abo BMXigHOro marepiany/npomikHoro
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NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BMPOGHMLUTBA ADI (iHLWi 3MiHM Y MeToAax
BMNPOGYBaHHSA (BK/IHOYaOUM 3amiHy abo JONOBHEHHS)
A®I| abo BYXifHOro/MpoMiKHOro NpPoAyKTy) BHeceHHs
3MiH 0 METOAUKN KOHTPOSIKO AKOCTI 415 BXigHOro
KOHTPO/IO Ha Ajtoyy pedoBuHy HicheguniH 3a
noKasHMKaMmn «2-HiTpobeH3asnbaerig» Ta «3anLWKoBi
PO3YMHHVIKWY - AONOBHEHO TEPMiHAMM NPUAATHOCTI
PO3UMHIB 3rigHO 3 pe3ynbTaTamu Banigauii
aHaniTMYHNX MEeTOAVK Ta BHECEHO pefakLiiiHi npaBku
BiANOBIAHO A0 pekomeHAaLiin Ta ctunictukn AdY, 6e3
3MiHWM camoi METOAMKM.

164.

HOMNAIH-H

PO34UH OS5 iH'EKLIN,
10 mr/mn, no 1 mn B
amnyni
nonieTUIEeHOBI; No
10 amnyn y nauuj 3
KapToHy; No 2 M/ B
amnyni
nonieTUIEHOBI; No
5a6o 10 amnyny
nauuj 3 KapToHy

TOB
"®APMACE
"

YkpaiHa

TOB
"®APMACEN"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,T
AN MeAMYHOro 3acToCyBaHHA Ha NiACTasi perynspHo
OHOB/OBAHOrO 3BiTY 3 6e3NeKun NikapcbKoro 3acooby,
abo gocnigxeHb 3 6e3Mekn 3acTocyBaHHS NikapCbKoro
3acoby B nicnspeecTpauiliinii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
BiANOBIAHO A0 MnaHy negiatpuuHnx gocnimxers (PIP)
(3MiHY y3rogkeHo 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHU BHECEHO B IHCTPYKL,il0 4151 MeANYHOro
3acTocyBaHHSA NikapcbKoro 3acoby Ao po3ainy "Cnocié
3acTocyBaHHA Ta A031" (YTOUYHEHHS iHdopmalLlii)
BiANOBIAHO [0 OHOBMEHOT iHhopMaLii Wwoao 6e3nekn
3aCTOCYyBaHHSA AiH040T PeYOBMHY 3rigHO 3
pekomeHgauieto PRAC.

TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPKEHHS.

3a
peyenmom

He
nionsiecae

UA/20278/01/01

165.

OKO®EPOH®

Kpansi OuHi,
nopotuok no 1 000
000 MO; 1 dhnakoH 3
MOPOLLKOM Yy
KoMM/ekTi 3 1
amnysoto
PO3UYMHHMKA
(MeTunnaparigpokc
néeHsoat (HinariH)
(E 218) - 5,0 mr) no
5 mny 6nictepi; no
1 6nicTepy pa3om 3
KPULLIKOIO-
KpanenbHuLEero Ta
nineTkoto MacTtepa B
nauui 3 KapToHy; 1

TOB "®3
"BIO®PAPMA

Ykpaina

TOB "®3
"BIO®PAPMA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
CucTeMa KoHTelHep/3akynoptoBasibHUiA 3aci6. 3miHa
napameTpiB cneundikauii Ta/abo JoNyCTUMUX MEX
NepBUHHOT YNakoBKWM rOTOBOrO /1iKapCbKOro 3acoby
(iHWi 3miHM). BHECEHHS 3MiH A0 cnevumdikayii BXigHOro
KOHTPO/I0 NepBMHHOro nakysaHHs (Minetka MacTtepa),
a came BM3HaYeHO HeobXifHICTb 060B’A3KOBUX
3a3HayeHb po3Mipis nineTku MNactepa Ta
BiIKOPUroBaHO iX 3HAYEHHS, 3 METOI0 MPVBEAEHHS
cneundikauii HaBeAeHOT y peecTpaLiiiHoOMy [OCbE y
BiANOBIAHICTL A0 cneuwndikauii BUpo6HMKa. JaHwnii
KOMMOHEHT MakyBaHHS BUKOPUCTOBYETLCA ANA
nepeHeceHHs PO34NHHKIKA 3 amnyn Y qo/1akoH 3
niocpinizaTom i 6e3nocepeHbO 3 rOTOBUM MiKapChKUM
3aC060M He KOHTakKTye. 3aTBepakeHo: OCHOBHI

6e3
peyenma

UA/6206/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
h/1aKoH 3 MOPOLLUKOM po3mipu: [loBxunHa ninetku, Mm - 66,7+0,2; fiameTp
y KOMMIekTi 3 1 6anoHa ninetku, MM - 8+0,25; [liameTp Hocika nineTku,
amnysoro MM — 2,75+0,1; fliameTp oTBOpPY ANA
PO3YMHHMKA Kpan/sieyTBOpeHHsl, MM 2+0,2; 3anponoHoBaHo:
(MeTunnaparigpokc OcCHOBHi po3mipu: [loBxuHa ninetku, mm - 63,0 — 70,0;
nbensoat (Hinarin) [liameTp Hocika nineTkn, Mm < 5,0
(E 218) - 5,0 mr) no
5 mn B navui 3
KapTOHHO0
neperopogxoto abo
rogopoBaHoo
BK/1aAKOH0; Mo 1
KOMNNeKTY
npenapary Ta
PO34YMHHMKa pa3oMm 3
KPWLLIKOKO-
KpanenbHuLE Ta
nineTkoto MNactepa B
nayi 3 KapTOHY
166. | OKCANAK KOHUeHTpaT ons Akkopg, Monbwa BMPOBOHULITBO IHais/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/19530/01/01
pPO34UMHy AN Xenckea nikapcbkoro Benuvka TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
iHcpysiii no 5 mr/mn; Moncka Cn. 3acoby, BputaHis/yr thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
no 10 mn, 20 mn, 40 3.0.0. nepBuHHe Ta opLumHa/ y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
My chniakoHi; no 1 BTOPUHHE MonbLa (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
chnakoHy B naui nakyBaHHs, thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocobw,
KOHTPO/1b BiANOBIAANLHOI 3a 34ilicCHEHHS thapmakoHarnaay;
SKOCTI cepil, KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHuKa 415
eKCcrnopT Ha 3[iicHeHHs hapMakoHarnsgy B YkpaiHi, AKLO0 BoHa
LiNbHULO BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBigansHOI
BMNYCKY cepii: 3a 34iicHeHHs hapmakoHarnsgy (Bkaoyarum
IHTac KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
dapmacbioTika (paiina cuctemu chapmakoHarnsgy) 3miHa
nc Nimiteq, , YNOBHOB&XEHOI 0CO6Y 3asBHWKa, BiANOBifa/IbHOT 3a
IHAjs; hapmakoHarnsg,.
BMPOOHULITBO [Litova pepakuisn: Arata NeceBud / Agata Gesiewicz.
nNiKapcbkoro MponoHoBaHa pegakuis: ApneTtra BepuHcbka / Arletta
3acoby, Werynska. 3MiHa KOHTaKTHUX AaHNX YNOBHOBaXKEHOT
nepBuHHE Ta ocobw, BignoBigasbHOI 3a thapMakoHarnsag. 3miHa
BTOPUHHE KOHTaKTHOT 0CO6U 3asiBHMKA, BigNOBigaIbHOI 3a
nakyBaHHs, thapmakoHarnag B Ykpaini.[itoua pegakuis: LWynby,
KOHTPO/b Onebra CepriiBHa. NMponoHoBaHa pefakLisi: Maiictep
AKOCTI cepii, MapwHa eHHagjiiBHa.
eKcropT Ha YTOYHEHHS WOoA0 MiCLie3HaxXoKeHHs macTep-thaiina
AinbHULO cuctemmn chapmakoHarnsay. YTOUHEHHS WoA0 Micus
BMNYCKY cepii: 34iiCHEHHS OCHOBHOI AisiNIbHOCTI 3 dhapMakoHarnsay
IHTac

dapmacbioTika
n3 fliviten,
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JliKapcbKo20
3acoby

ynakoska)

(nikapcbka chopma,

Kpaina

3asiBHUKa

Bupo6Huk

IHais;

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknav
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

167.

OKTAMNAC Nnr

pO3unH ANs iHQys3il,

OkTachapma

ABcCTpis

AinbHUUA 3
KOHTPO/IO
SAKOCTI:
ACTPOH
PECHLOPY
NIMITEA,
Benuka
BpuTaHis;
AinbHUUS 3
KOHTPO/O
SAKOCTI:
PAPMABAIA
nra.
Mikpob6ionoriy
Ha
naboparopis,
YropLmHa;
AinbHUUSA 3
KOHTPO/O
SAKOCTI:
NABAHANI3IC
C.P.N., Itanis;
BTOPVHHE
nakyBaHHs:
AKKOP[,
XEJ/ICKEA
NIMITEA,
Benuka
BpuTaHis;
BiANOBiAA/IbHU
11 3a BUNyCK
cepii:
AKKOP[,
XEJICKEA
NIMITEL,
Benuka
BpuTaHis;
Akkopg,
Xernckea
Moncka Cn. 3
0.0. Cknag
ImnopTepa,
MonbLua
BUPOBHMK,

Lseuis

45 - 70 mr/mn; no
200 mn B

CTEPU/IBHOMY,

®dapmaLesT
nka

MpoAaykTioHC

BiANoOBiAa/IbHM
n3a

BMPOGHMLTBO

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu ||
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.

KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeToAax BUNPO6yBaHHSA roTOBOIO JlikapcbKOro 3acoby

3a
peyermom

UA/15584/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
nnactndikoBaHoMy rec m.6.X. 3a NOBHUM (cyTTeBa 3miHa y
KOHTEliHepi Ans LMKNOM: 6ionoriyHoMy/imyHONOr4YHOMY/IMYHOXIMIYHOMY MEeTOA)
KpoBi 3 OkTadapma BMNpoByBaHHA abo MeTofi, Y AKoMy
noniBiHiIXI0pUAY; AB BMKOPVCTOBYETbLCA BIOMOriYHUIA peareHT, abo ix
no 1 KoHTeliHepy B 3amiHa, abo 6ionoriyHoro npenapary NOpiBHAHHSA
nakeTi 3 Npo3opoi (cTaHfapTHOro Npenapary), Wo He 3a3HayYeHunid y
noniamig/nonietune 3aTBEpAKEHOMY NPOTOKONI) 3amiHa MeToay
HOBOI NNiBku; no 1 «MiporeHn» Ha «EHAO0TOKCUHU» (KIHETUYHWIA
nakeTy B KapTOHHIl XPOMOreHHuit aHanis, metog D) 3 kpuTepiem
Kopo6ui. OkTannac npuiAHATHOCTI «<0,1 IU/ml» y cneumndikavii Ha
I ynakoByeTbCA B KiHLeBUIA NpoayKT. TepMiH BBeAEeHHS 3MiH NPOTArom 6
OKpeMi KoHTeliHepu MiCALIB MICNA 3aTBEPLYKEHHS.
3a Takumu rpynamu
Kposi: 'pyna Kposi A
(I1), Mpyna kposi B
(1), Fpyna kposi AB
(IV), 'pyna kposi O
0]
168. | OHTAS3EH - MOPOLLIOK ANs CeHc IHais CeHc IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/17128/01/01
1000 pO34nHy ANs iH'ekuii | Jlaboparopi Nab6opaTtopic TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom | niossieae
no 1000 mr; 1 c MeT. NTA. Met. N14. thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
h/1aKoH 3 MOPOLLUKOM NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
Y KapTOHHIiiA AN MeAMYHOro 3acToCcyBaHHA Ha NiACTaBi perynspHo
ynakoBLi OHOB/OBAHOrO 3BiTY 3 6e3NeKn NikapcbKoro 3acooby,
abo focnigkeHb 3 6e3nekn 3acToCyBaHHA NiKkapCbKoro
3acoby B nicnspeecTpaviliHuii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
BIANOBIAHO A0 MnaHy negiatpuuHnx gocnimxers (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHVUM YNOBHOBaXXEHUM
OpraHom)-3MiH1 BHECEHO [0 IHCTPYKUIiT Ans
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3ainu "OcobmBOCTi 3acTocyBaHHS", "M0OBIYHI
peakui" BiANOBIAHO A0 OHOBMEHOT iHdhopmaLii 3
6e3neku gjloyoi pevyoBnHU. BBeAEHHS 3MiH NPOTArom
6-TN MiCALIB Nic/1a 3aTBEPKEHHS.
169. | OHTA3EH-2000 | nopoLuokK ans CeHc IHAaia CeHc IHAjisa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/17128/01/02
pO34MHy AN Na6opaTopi NabopaTtopic TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom | riosisieae
iH exuili no 2000 wr, ¢ MNeT. T4, MeT. N14. thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuLi

no 1 donakony y
KapTOHHI ynakoBsL,i

nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnYHOro 3acToCyBaHHA Ha NigCTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun NikapcbKoro 3acoby,
ab0 JocnigxeHb 3 6e3Mnekn 3aCTOCyBaHHS iKkapCbKoro
3acoby B nmicnspeecTpaviliHnii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHunx gocnimxkers (PIP)
(3MiHY Y3rof>X€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) -
3MiHN BHECEHO A0 IHCTPYKLIii AN MegUyYHOro
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
3acTOCyBaHHS NikapcbKoro 3acoby y po3aim
"Oco6nmBOCTi 3acTocyBaHHS", "Mo6iuHI peakwyii™
BIANOBIAHO [0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
Aito40T pevoBnHN. BBeAEHHS 3MiH NpOTArom 6-Tu
MicALiB Nicnsa 3aTBepKEHHs
170. | OPAMOP® PO34nNH OpasIbHUIA, 2 N.MonTeHi i ITanis N.MonTeHii K. ITanis BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/16032/01/01
mr/mn no 100 mny K. pei nei d.ni TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
donakoHi; no 1 bparenni AnitTi CocieTa thapmakoHarnagy. BeegeHHs abo 3miHu fo
hnakoHy 3 AniTTi ai Esepunuio y3araslbHeHVX gaHux Npo cuctemy dpapmakoHarnsgy
afanTtepom, CocieTa fi C.n.A. (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
KPULLIKOIO 3 E3epuuuio thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
3axXMCTOM Bif C.n.A. BiANOBIAabHOI 3a 34iiCHEHHA thapmakoHarnagy;
BiKPUTTA AiTbMU Ta KOHTaKTHOI 0c0obM 3 hapMakoHarnAgy 3asBHuKa gns
MipHOIO NINEeTKOo Y 3pificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
KapTOHHI ynakosL,i BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyaroum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemun chapmakoHarnsgy) - 3mMiHa KOHTakTHOT
0Cco6U 3asBHMKA B YKpaiHi yNOBHOBaXKeHOT Ans
34iicHeHHa hapMakoHarnisay Ta i KOHTaKTHUX AaHuX
171. | OTPUBIH cnpeii HasasbHWiA, XaneoH KX LLisenuapi XaneoH KX LLBeiuapis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/13560/01/01
EKCTPA [030BaHuit; no 10 CAPN A C.a.p.n. TUMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenma
My hrakoHi 3 3MiHM Yy BUPOOHMUTBI. 3MiHa iMnopTepa/3MiHu, LWo
L,03YH04YUM CTOCYHOTbCS BUMYCKY Ccepii Ta KOHTPO/IHO SKOCTI
npuCcTPoEM; no 1 roToBOro Nikapcbkoro 3acoby (3amiHa abo JofaBaHHSA
donakoHy B [iNbHUUI, Ha SKIl 3aiCHI0ETbCS
KapTOHHIM nayui KOHTPONb/BMNPOGYBaHHSA cepii) -
JofaBaHHA OYHKUIT KOHTPO/b SAKOCTI "Po3nogineHHs
Kpanesnb 3a po3mipoM" A1 BXe 3aTBepAXEeHOro
BMpOG6HMKa XaneoH KX C.a.p.n., LLiseliuapis,
BiNOBIAA/ILHOTO 38 NOBHWIA LK/ BUPOGHULTBA
"Manufacturing, Packaging, Quality control (Performs
all the finished product release testing except droplet
size distribution test)". BupobHuua ginbHuusa Ta
afipeca 3a1MLatTbCA HE3MIHHUMU. 3aTBEPAXKEHI
METOAMN KOHTPO/IKO SKOCTI HE 3MIHIOKThCS.
172. | OTPMBIH 3 cnpeii Ha3aslbHUIA, XaneoH KX LLBeiuapi XaneoH KX LBeiuapis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/5416/01/01
MEHTOJIOM [o3oBaHuit 0,1 % no CAP/1 A C.a.p.n. TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenma
TA 10mny 3MiHM Yy BUPOBHMUTBI. 3MiHa iMnopTepa/3MiHu, Lo
EBKANINTOM nosiMmepHomy CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOJIH0 AKOCTI
donakoHi 3 roTOBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
posnuaBayem; no OiNbHALI, Ha SIKIA 34iACHI0ETLCSA
1 chnakoHy B KOHTPO/b/BMNPOGYBaHHS cepil)

KapTOHHilA KOpo6L

[ofaBaHHS dyHKLIT KOHTPO/b SIKOCTI "Po3nogineHHs
Kpanesib 3a po3mipom" /1 BXe 3aTBEpIKEHOro
BMpOGHMKa XaneoH KX C.a.p.n., LLseliuapis,
BiNOBIAA/ILHOTO 3@ NOBHWIA LMK BUPOGHULITBA
"Manufacturing, Packaging, Quality control (Performs
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
all the finished product release testing except droplet
size distribution test)". BupobHuya finbHuua ta
afpeca 3a/MLWalTbCsa HE3MIHHUMW. 3aTBepKeHi
METOAW KOHTPOJIO AKOCTi HE 3MIHIOITLCS.
173. | NAKCUN TabneTku, BKPUTI nakcoCmit Benvka Lendhapm MonbLia BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/8573/01/01
060n10HKOt0, N0 20 Knsaiin BputaHis Mo3HaHb C.A. TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
Mr; no 14 Tabnetok EkcnopT hapmakoHarnsgy (iHwi 3mMiHn) - 3MiHW BHECEHO Y
y 6nicTepi; no 2 NimiTen TEeKCT MapKyBaHHS NepBUHHOI (M. 6) Ta BTOPUHHOT (N.
6nictepn y 17) ynakoBKM NiKapcbKoro 3acoby
KapPTOHHI KOpooLyi
174. | NAPAUETAMO | kpucTaniyHuii MpAT YkpaiHa $apmcoH IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | - UA/17153/01/01
n NMOPOLLIOK "®GapmauesT Beiicik [iparc TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
(cybeTaHuis) y nyHa oipma MeT. N14. Ta/abo agpecy MicUs NPOBaKEHHS AiSNbHOCTI
naketax "OapHnus” (FOHiT-11) BMPOGHMKa (BKIKOYAKOUM, 38 HEOBXiAHOCTI, Micue
noslieTuNEeHoBMX NpOBeAEHHS KOHTPO/IO SKOCTi), ab0 BNacHUKa mactep-
ons thaiina Ha A®I, abo noctavanbHuka APl/BuxigHoro
hapMaLeBTUYHOIO mMaTtepiany/peareHTy/NpoMbKHOro NPOAYKTY, WO
3aCTOCyBaHHA 3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (AKLLO 3a3HAYEHO
y [OCbE Ha nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudpikaTa BignoBiaHOCTI EBpoNeiiChKilt
hapmakonei y 3aTBep4KeHOMY [40CkE, ab60 BUPOOHMKA
HOBOI [OMNOMIKHOT Pe4OBUHN (SIKLLIO 3a3HAYEHO Y
[0Cbe) -3MiHN BHECEHO BigMnoBigHO A0 maTtepianis
BMPOGHMWKA, a caMe: 3MIHEHO HaliMeHyBaHHS
BMpoGHMKa AP MNapavueTtamon 6e3 3MiH1 BUPOGHUYOT
ninbHUL 3 Farmson Pharmaceutical Gujarat Pvt. Ltd.
(Unit-1) Ha Farmson Basic Drugs Pvt. Ltd. (Unit-1I).
3MiHa HaliMeHyBaHHs BUpo6HMKa A®| MapaueTamorn.
175. | NAPIKANbUIT PO34MH ANA iH'eKUil Mictpan AHrnis dapmateH CA Ipeuis BHECEHHS 3MiH [0 peecTpavyjiiiHux maTtepianis: 3miHu I 3a UA/18806/01/01
ON-BICTA 5 mkr/mn, no 1 mn Kenitan MRy - 3MiHK 3 AKOCTi. ADI. (iHLWi 3MiHM) OHOB/IEHHSI peyenmom
abono 2 mnB MeHepxmeH DMF Ha gitody peqyoBuHy MNMapukasibumTon
amnynax; no 5 T NimiTeq, 3aTBepAxeHoro Bupo6Hrka Neuland Laboratories
amnyn y KapTOHHiIl limited, IHgja 3 Bepcii NLL-PR-AP-001 04 Jul, 2019 go
Kopo6ui Bepcii NLL-PR-EU-AP-001 07 Sep 2022.
176. | NAPNIH Tabnetku no 1 mr, HOBEN TypeyuunH HOBEN INAY TypeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/20088/01/01
no 10 Tabnetok y 1NAY a CAHAI BE TMny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta peyenmom
6nictepi; no 3 MA3AP/IAM TIIKAPET hapmakoHarnagy (iHwi 3MiHn) 3MiHU BHECEHI Y TEKCT
6nictepu y A BE CAHAI AL MapKyBaHHA BTOPUHHOT YNaKoBKW /iKapCbKOro 3acoby
KapTOHHI ynakoBsL,i nTAa. n. 17. "IHWE". TepmiH BBEAEHHSA 3MiH MPOTAroM 6
LUIPKETI MicsILiB Nicns 3aTBepPAKEHHS.
177. | NEKTO/IBAH® | cupon no 100 mny AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3miHu | 6e3 He UA/10675/01/01
L dh1akoHi cknsiHOMY "®apmak” TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenma nionsizae

6pyHaTHOro
Kosbopy; no 1
chnakoHy pasom 3
NIOXKOI0
[,03yBaUIbHOO/[,03Y10
YOK Y Mayuj 3

CucTeMa KoHTeliHep/3aKynoptoBasibHUA 3aci6 (iHLWi
3MiHW) - yHichikoBaHo po3gin 3.2.P.7. Cuctema
KOHTelHep/3aKynopoBanbHuii 3aci6: (aogaHo

iHbopMmaLito LWofo MaTepiany NepBMHHOTO NakyBaHHS
3 MepesikoM KOMMNOHEHTIB, 3 AKX CK1aAaETbCs
maTepias NepPBUHHOIO NakyBaHHS; BUTy4YeHO
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
KapTOHY KpecneHHsi NepPBUHHOIO NakyBaHHs Ta MeToAm

KOHTPOJIO NOKa3HMKIB AKOCTI, OCKi/IbKV faHa
iHchopMalLia HasiBHA Y BHYTPILLHI HOPMATVBHIl
pokymeHTauii AT «®apmak»); yTOUHEHO BUKIaA,

po3giny «Ynakoska» B MKA J13. 3MiHM BHECEHO B
po3ain "Ynakoska" B iHCTPYKLO 4719 MEANYHOTO
3acTOCyBaHHS Nikapcbkoro 3acoby. BBegeHHs 3MiH
NPOTArom 6-Tv MicAILiB Micns 3aTBepKEHHS. 3MiHu |
T™Mny - 3MiHK 3 SIKOCTi. FOTOBWIA Nnikapcbkuii 3aci6.
CurcTeMa KOHTelHep/3aKynoproBasibHUIA 3aci6. 3miHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
NepPBUHHOT YNakKoBKN rOTOBOrO NiKapCbKOro 3acoby
(BMlyYEeHHS HE3HAYHOrO NokasHWka (Hanpuknag
3acTapifioro NokasHuka)) - yHigikauisa p. 3.2.P.7.
CuncTeMa KoHTelHep/ 3aKkynoptoBasibHUiA 3aci6, a came
BWTyYEHHS MOKa3HWKIB «MikpobionoriyHa uicToTa» 1a
«lepMeTuyHicTb» 3 cnewudikayii Ha h1akoH CKISHWIA
3 FBUHTOBUM FOpP/IOM GPYHATHOIO KOMbOPY EMHICTIO
100 m, (BUMOTM HasiBHi y BHYTPILLHIA HOPMaTUBHINA
fokymeHTauii AT «Papmak» KOHTPOb 38 HAMK
NpPOBOANTLCA NPW BXIAHOMY KOHTPOSI).

BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns

3aTBEPMKEHHS. 3MiHM | TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. Cuctema

KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa

napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
NepPBUHHOT YNakoBKN rOTOBOrO NiKapCbKOro 3acoby
(BMNlyYEeHHS HE3HAYHOrO NokasHWka (Hanpuknag
3acTapisioro nokasHuka))- yHicikauis p. 3.2.P.7.
CuncTeMa KoHTelHep/ 3akynoptoBasibHUiA 3aci6, a came
BU/TyYEHHS MOKa3HMKIB «MikpobionoriyHa YicToTax,
«KOHTPO/b NEPLUOro PO3KPUTTA» Ta «IepMEeTUYHICTb»
3 cneumdikauii Ha KpuLLKy rBUHTOBY 3 KiflbLEEM
KOHTPO/10 PO3KPUTTA Ta KpULLIKY 3aKynoproBasibHO-
HarByH4YyBaHy 3 KOHTPO/IEM NEPLLOro BiAKPUTTSA,
(BMMOTY HasBHI Yy BHYTPILLHIA HOPMaTUBHIN
pokymeHTauii AT «®apmak» KOHTPO/Ib 3@ HAMK
NPOBOAUTLCA NPY BXiAHOMY KOHTPOSi). BBEAEHHS 3MiH
NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS. 3MiHK |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NMikapcbkuii 3aci6.
CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3MiHa
napameTpiB cneuugikauii Ta/abo AONyCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(BMNyYEeHHS HE3HAYHOrO NokasHWka (Hanpuknag
3acTapisioro NokasHuKa))-

yHidikauis p. 3.2.P.7. Cuctema koHTelHep/

3aKynoploBasTbHWI 3aci6, a came BUTyYeHHS

nokasHukie «MikpobionoriyHa ynctora», «KOHTPOIb
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
NepLLOro PO3KPUTTA» Ta «epMETNUHICTb» 3
cneuundikauii Ha KpuLuky 3akynoproBasibHO-

3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi. [oTOoBWIA

HarBMHYyBaHy 3 KOHTPOJIEM MEPLLOro BiAKPUTTSA THN
1.4[, (BUMOrM HasIBHI Y BHYTPILLHiAi HOPMATVBHIl
fokymeHTauii AT «®apmak» KOHTPOb 38 HAMK

NPOBOAMTLCSA NPY BXIAHOMY KOHTPO/i). BBEAEHHS 3MiH

NpoTArom 6-Tu MicALIB NiCAa 3aTBEPMKEHHS. 3MiHW |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
CucTeMa KoHTelHep/3akynoptoBasibHUiA 3aci6. 3miHa
napameTpiB cneundikauii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNakoBKWU rOTOBOrO /iKapCbKoro 3acoby

(iHLWi 3MiHW) - BHECEHHSA 3MiH [0 p. 3.2.P.7. Cuctema

KOHTeliHep/ 3aKynoproBasibHWIA 3acib, a came 3MiHW y

cneumnagikalii Ha )NakoHU CKASHI 3 TBUHTOBUM FOpP/IOM

6pyHaTHOro Konbopy emHicTio 100 MA1 3a NoKkasHUKamu
«30BHILWHIN BUrNAA», «Po3mipu», «lNoBepxHeBa
rigponiTMYHa CTIlKICTb» - BUMOIM YHichikoBaHO 10
nokymMeHTauii AT «Papmak». BBefeHHS 3MiH NPOTArom
6-T MicALIB MiC/1A 3aTBEpMXEHHSA. 3MiHu | Tuny -
3MiHu 3 siKocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikauii Ta/abo AoNyCTUMUX MEX
nepBUHHOT YNakoBKW rOTOBOrO /1iKapCbKoro 3acoby

(iHLWi 3MiHW) - BHECEHHSA 3MiH o p. 3.2.P.7. Cuctema

KOHTeliHep/ 3aKynoproBasibHWIA 3acib, a came 3MiHW y

crneundikavii Ha NoXxky fo3yBanbHy (1,25/2,5/5 mn)/
noxky gosytouy 14,5 (1/1,25/2/2,5/5 mn) 3a

nokasHukamun «30BHILLHI BUTASL», «Po3Mipn» -

BMMOTY YHIDIKOBAHO A0 AOKYMeHTaLii AT «dapmak».
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns

3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi. [oTOBWIA

nikapcbkuii 3aci6. Cuctema

KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa

napameTpiB cneundikauii Ta/abo AoNyCTUMUX MEX

nepBUHHOT YNaKkoBKWU rOTOBOrO /iKapCbKOro 3acoby

(iHwWi 3miHW) - yHidpikayia p. 3.2.P.7. Cuctema

KOHTeliHep/ 3aKynoproBasibHWIA 3acib, a came 3MiHW y

cneuundikauii Ha KpuLuky 3akynoproBasibHO-

HarBMHYyBaHy 3 KOHTPOJIEM MEPLLOro BiAKPUTTSA TvN

1.4/ 3a nokasHuKkamy «30BHILLHIA BUrNS4», «Po3mipu»

- BUMOrK yHihikoBaHO 0 AoKyMeHTauil AT «Papmak».

BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns

nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikauii Ta/abo AoNyCTUMUX MEX

NEepPBUHHOT YNaKOBKU rOTOBOTO NiKapCbKoro 3acoby

(iHwWi 3miHW) - yHidpikayia p. 3.2.P.7. Cuctema
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
KOHTeliHep/ 3aKynoproBasibHWiA 3acib, a came 3MiHN y
crneundikavii Ha KpuLLKy rBUHTOBY 3 KiflbLieM
KOHTPONO po3KpuTTA Ta KpuLuky 3akynoptoBasibHO-
HareByHYyBaHy 3 KOHTPOJIEM MEpPLLOro BIKPUTTA 3a
nokasHUKaMu «30BHILLHIA BUrIAL», «Po3mipn» -
BMMOTU YHihikOBaHO [0 AoKyMeHTaLjii AT «dapmak».
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS.
178. | NEHTACA rpaHymn deppinr Lseuapi | BignosiganbH LLiBefiuapis/ | BHECEHHS 3MiH [0 peecTpavyiiHuX maTtepianis: 3miHu | 3a UA/4990/03/01
NPOJIOHroBaHoI fji IHTEpHeLWHN a uii 3a HimeuunHa TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenmom
no 1r; no 50, 100, CeHTep CA BUPOBHULTBO, hapmakoHarnaay (iHwi 3MiHn) 3MiHU BHECEHI B TEKCT
ab6o 150 nakeTukis 3 nepBuHHE Ta MapKyBaHHS BTOPVHHOT YNakoBKW /TikapcbKoro 3acoby
rpaHynamu y BTOPUHHE yn. 17. «IHWE».
KapTOHHIA KOpooLi nakyBaHHs,
KOHTPO/1b
AKOCTI:
PeppiHr
IHTEepHeLwHN
CeHTtep CA,
LLieiiuapis;
BignosiganbH
niA 3a BUMYCK
cepii: ®eppiHr
m6X,
HimeyunHa
179. | NEHTACA rpaHynu deppiHr LLseiiuapi BignosigansH LLiBeiiuapisi/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/4990/03/02
NPOJSIOHroBaHoI fji IHTepHeLUHN A uii 3a HimeuunHa TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
no 2 r; no 60 CeHTep CA BMPOGHMLTBO, hapmakoHarnaay (iHwi 3MiH1) 3MiHU BHECEHI B TEKCT
nakeTuKiB 3 nepBuHHe Ta MapKyBaHHS BTOPUHHOI YMakoBKW NikapCbKoro 3acoby
rpaHynamu y BTOPUHHE yn. 17. «IHWE».
KapTOHHIA Kopoo6Li nakyBaHHs,
KOHTPO/b
AKOCTI:
PeppiHr
IHTepHeLwHN
CeHtep CA,
LLiBeiiuapis;
BignosigansH
NiA 3 BUMYCK
cepii: ®eppiHr
v6X,
HimeuyunHa
180. | MEHTACA cycneHsis deppiHr LLBeiuapi DeppiHr- Yecbka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/4990/04/01
pekTasibHa no 1 IHTepHeLwHN A Jleumnsa, a.c. Pecny6nika TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
r/100 mn; no 100 mn CeHTep CA hapmakoHarnsgy (iHwi 3MiHn). 3MiHM BHECEHI B TEKCT

cycneHsii y donakoHi
3 HAKOHEYHWKOM i
BHYTPILLHIM

MapKyBaHHs BTOPWUHHOT YNAaKOBKM JTIKapCbKOro 3acoby
y n. 17. «IHWE».
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
KnanaHowm; no 1
donakoHy y nakeri 3
aJlloMiHiEBOT
conbru; no 5 abo 7
dhnakoHiB Ta 5 abo 7
nonieTuIeHoBmX
nakeTiB y KapTOHHIl
ynakoBLii
181. | NEPMETPVH PO34YMH HaLLKIpHWI AT "Ctoma" YkpaiHa AT "Ctoma" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/3417/02/01
05%no50ry YTOUHEHHS1 peecTpauiiiHOi npoueaypy B HaKasi peyenma
donakoHi; no 1 MOS3 YkpaiHu Ne 1684 Big, 03.10.2024 - 3miHu | Tvny -
chnakoHy B nauui 3MmiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
NiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
ONs MeAnYHOro 3aCTOCYyBaHHSA Ha MifcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku NikapcbKoro 3acoby,
ab60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKkapCbKoro
3aco6y B nicnapeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OUiHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX
BIAMNOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY y3rof)eHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHoMm) - 3mMiHU BHeceHO A0 IHCTpyKuUii gns
MeANYHOro 3acTOoCyBaHHS liKapCbKOro 3acooby y
po3ginu: "Oco6nuBocTi 3acTocyBaHHA" Ta "Cnoci6
3acTocyBaHHA Ta 031" WOAO0 Ge3nekn
3acTocyBaHHA Ail040i peHoBUHU NepMeTPUH
BignoBigHO A0 pekomeHAauiii PRAC.
182. | NPAMINEKCON | tabnetku no 0,25 mr | ToBapucTBO Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a UA/15526/01/01
IC no 10 TabneTtok y 3 [,00aTKOBOKO YTOUHEHHS1 HANUCaHHA peecTpaLiiiHOT npoueaypu peyenmom
6nictepi; no 3 [04aTKOBOK BignoBigasIbHi B Hakasi MO3 YkpaiHu Ne 1877 Big 08.11.2024 -
6nictepu B nauuj 3 BignoBsiganb CTHO 3MmiHu | Tvny - 3MiHK W0 6e3nekn/eddekTMBHOCTI Ta
KapToHy HiCTIO "IHTEPXIM" thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
"IHTEPXIM" nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT

AN MeAMYHOro 3acToCyBaHHA Ha NiACTasi perynspHo
OHOB/IOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
ab0 JocnigxeHb 3 6e3Mnekn 3aCTOCyBaHHS /iKkapCbKoro
3acoby B nmicnspeecTpaviliHnii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NnaHy negiatpuuHunx gocnimxkers (PIP)
(3MiHY Y3rof>X€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHW BHECEHO [0 IHCTPYKLUiT Ans
MEeANYHOro 3acTOCyBaHHSA NiKapCbKoro 3acoby y
po3ginu: "OcobnmBocTi 3acTocyBaHHs", "Cnocio
3acTocyBaHHSA Ta o3un", "MobivHi peakuii” BignosigHO
[0 OHOB/IEHOI IH(pOpMaLLiT 3 6e3NeKn 4itoH0T PEYOBUHN.
BBefeHHA 3MiH NpoTAarom 3-x micAuis nicns
3aTBepAKeHHs. CynyTHS 3MiHa - 3MiHM W00
6e3nekn/edeKTMBHOCTI Ta ddapmakoHarnsgy.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta yMOB
BMAAui peecTpaviiHoro noceiAyYeHHs, BKIOYaum
MnaH ynpaeniHHA pu3nkamm (3aCTOCYBaHHS TEKCTY,
AKUI NMOTOPKEHNIA 3 KOMMNETEHTHUM OpraHom) -
3aAaBHMKOM HafaHO OHOB/IEHWIA MnaH ynpasBniHHSA
pusnkamu Bepcia 2.1.
3MiHM BHECEHO [0 YaCTUH:
| «3aranbHa iHdhopmavis»

Il «Cneuyudikauin 3 6esnekn (mopaynb V
«MicnAapeecTpauiiiHuii 4OCBif 3aCTOCyBaHHA»)
Il «MnaH 3 hapmakoHarnagy»

V «3axogu 3 MiHiMisaLjii pusukis»

VI «Pe3toMe nnaHy ynpasBniHHA pUusnkammn»
VIl «Jopatku» (Bopatok 2)

y 3B’513Ky 3 OHOBJ/IEHHAM iHdhopMaLiii 3 6e3neku fitoyoi
PeyoBMHM NPaMineKkcos, WO € PYTUHHM 3aX0A0M 3
MiHimi3aLjii pusunkis.

Pestome MnaHy ynpasniHHA pu3ukamu Bepcis 2.1
[OAAETLCA.

BBegeHHA 3MiH NpoTarom 3-x micsauis nicns
3aTBEPLKEHHS - HE PEKOMEHYETLCA, OCKI/IbKM NnaH
npas/iHHA PU3nKaMn BNPOBaKyETbCS 0Apasy nicns
I0r0 NOroKeHHs.

183.

MPAMIMEKCON
IC

Tabnetkv no 1 mr no
10 TabneTok y
6nictepi; no 3
6nictepu B nauuj 3
KapTOHy

ToBapucTBO
3
[0AaTKOBOIO
Bignosigasib
HicTio
"IHTEPXIM"

Ykpaina

ToBapucTso 3
[04aTKOBOO
BignoBigasbHi
CTtO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
YTOUYHEHHSI HanNMCcaHHA peecTpauiiiHol npoueaypu
B Haka3i MO3 YkpaiHu Ne 1877 Big 08.11.2024 -
3miHu | TUny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
ONA MeAnYHOro 3aCTOCYyBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
ab60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKapCbKoro
3aco6y B micnspeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OUiHKM 3BITy 3 AOC/IMKEHb, MPOBEAEHUX
BIAMNOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rof)keHO 3 KOMNETEHTHMM YNOBHOBAXKEHNM
opraHom) - 3MiHV BHECEHO A0 iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHSA MikapCbKoro 3acoby y
po3ginu: "OcobmBOCTI 3acTocyBaHHs", "Cnocio
3acTocyBaHHs Ta fo3u", "Mo6iyHi peakuyii” BignoBigHO

[0 OHOB/EHOI IHGhopMaLLT 3 6e3nekun Ait4oi pevHoBUHN.

BBefeHHs 3MiH NpoTarom 3-x MicAuiB nicas
3aTBepMAKEHHS. CynyTHS 3MiHa - SMiHM Wof0
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniaay.

BHeceHHs abo 3miHa(1) Ao 3060B'si3aHb Ta YyMOB
BMAAui peecTpaviiHoro noceigyYeHHs, BKIO4aum
MnaH ynpaBniHHA pyu3nkamm (3acTOoCyBaHHA TEKCTY,
SAKWIA NOTOKEHWNI 3 KOMNETEHTHNM OpPraHoM) -

3a
peyermom

UA/15526/01/02




169

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3asaBHMKOM HaflaHO OHOBJIEHWUIA MnaH ynpasniHHA
pusmkamu Bepcisa 2.1.
3MiHU BHECEHO [0 YaCTVH:
| «3aranbHa iHchopmaiis»

Il «Cneuyudpikayin 3 6esneku (Mmoaynb V
«MicnAapeecTpauiliHnii AOCBIfA 3aCTOCYBaHHA»)
Il «<MnaH 3 hapmakoHarnapy»

V «3axoau 3 MiHimisauii pusukie»

VI «Pe3toMe nnaHy ynpasniHHA pusnkammn»
VIl «Jopatkn» (Bopatok 2)

y 3B’s13Ky 3 OHOBJ/IEHHAM iHhopMmalLii 3 6e3nekn aitouoi
PEeYoBUHM MPaMiInNeKkcos, Wo € PyTUHHUM 3aX040M 3
MiHiMi3aLii pu3uKiB.

Pestome MnaHy ynpasniHHA pu3ukamu Bepcis 2.1
[OA3€ETLCA.

BBefeHHs 3MiH NpoTArom 3-x MicAuiB micas
3aTBEPMAKEHHS - HE PEKOMEHAYETHCS, OCKINIbKN NnaH
npaBniHHA py3nkaMu BNPoBaKyETbCSA oApasy nicns
0r0 NOroKEHHS.

184.

MPErABAJIH

MOPOLLIOK
(cy6eTaHuis) y
NoABINHNX
nosieTnneHoBux
nakeTax gns
chapmaueBTUYHOro
3acTocyBaHHs

My6niuHe
aKuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHNYNIA

LeHTp
"bopLuariscb
Knii XiMiko-
hapmaueBT
NYHUI
3asofa”

YKpaiHa

"MCH
Papmayem
MpuBart
NimiTen"

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichKii
hapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKiIi
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHoBMeHWA cepTudikat
Bif] y)Xe 3aTBep)KEHOro BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
chapmakonei Ne R1-CEP 2015-337 - Rev 00
(3aTtBepaxeHo: RO-CEP 2015-337 - Rev 03). 3MiHu |
TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBpoNeNichKii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BW/TyYEHHS cepTuddikaTa BignoBiAHOCTI EBpONeNChKii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, O
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOB/IEHWIA cepTudikat
Bif y)e 3aTBep)KEHOro BUpobHyvKa. MogaHHA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponenchkili
thapmakonei Ne R1-CEP 2015-337 - Rev 01.
3MmiHu | TMNYy - 3miHu 3 sKocTi. CepTudikat

UA/19191/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BignosigHocTi/l E-cepTudpikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOTO cepTudikarta BifnoBigHOCTI
abo Buny4yeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkii hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNULTBI ADI; fns
[LOMOMDKHOT peYoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNeHN cepTudpikaT
Bif} y)Xe 3aTBepAKeHOro BUpo6Huka. MNMogaHHsA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
tpapmakonei Ne CEP 2015-337 - Rev 02. fAk Hacnigok
3MiHM Y aapeci BUPO6HMYOI ginibHuLi AdL.

185.

MPErABA/IH-
TEBA

Kancynm TBepai no
75 mr no 14 kancyn
y 6nicTepi; no 1, 2,
abo 4 6nictepn y
Kopoo6ui

TOB «TeBa
YkpaiHa»

YKpaiHa

MNAIBA
XpBatcka
4.0.0.

Xopsaris

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichKii
thapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeEChKii
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHoBMeHWA cepTudikat
Bif} y)Xe 3aTBEPAKEHOr0 BUPOGHMKA, NOAaHHSA
OHOBJIEHOrO cepTudikaTy BigNoBiAHOCTI EBpoONENiChKIi
hapmakonei R1-CEP 2016-189-Rev 01 Big Bxe
3aTBepaxeHoro BupobHuka Zhejiang Huahai
pharmaceutical Co. Ltd gito4oi pe4oBuHM nperabaniy
(3anponoHoBaHo: R1-CEP 2016-189-Rev 01). 3MmiHn |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BWU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBMeHWIA cepTudiikat
Bif} y)X€ 3aTBEPKEHOrO BUPOGHMKA, NOAaHHSA
OHOB/IEHOrO cepTudikaTy BigNOBIAHOCTI EBpPONENCHKIN
thapmakonei R1-CEP 2016-189-Rev 00 Big Bxe
3aTBepxeHoro Bupo6Huka Zhejiang Huahai
pharmaceutical Co. Ltd gitouoi pe4oBuHM nperabaniH.
3MiHu | TMRY - 3miHu 3 sKocTi. A®l. KoHTponb AdI.
3MiHa y MeTofax BunpobysaHHa APl abo BUXigHOro
mMarepiany/npoMiKHOT0 NPoAyKTy/peareHTy, Lo

3a
peyenmom

UA/13629/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
BUKOPWCTOBYETLCA Y NpoLieci BUpobHuytea AdI
(He3HauHi 3MiHW y 3aTBEPKEHUX MeTofax
BUNPOOGYBaHHS), HE3HAYHI 3MiHW B METOAj aHa1i3y
Bu3HavyeHHA NDMA Tta NDEA metogom M'X-MC, a
came: BUAasIeHHs Kopurytodoro koeqiuieHTty CF 3
poapaxyH:l(oso‘l' chopmynu (3aﬂ_3ep63:€eH0:
W= IB.FI::m'rCFW = R .rlf.'F);
W= AT . AT
3aNPONOHOBAHO: [RF)xm (RFlxm ),
186. | NPErABA/IH- Kancynu Teepgi no TOB «TeBa Ykpaina MNAIBA Xopsartis BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/13629/01/02
TEBA 150 mr no 14 kancyn YkpaiHa» XpBarcka Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE- peyenmom
y 6nictepi; no 1, 2, 4.0.0. cepTudikaT BignoBigHOCTI EBponeiickkiii

abo 4 6nictepn y
Kopoobui

hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonel: ana A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTLCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudikat
Bif} y)Xe 3aTBEPMKEHOr0 BUPOGHMKA, NOAaHHSA
OHOB/IEHOr0 cepTudikaTy BiANOBIAHOCTI €BPONENChKiIi
thapmakonei R1-CEP 2016-189-Rev 01 Big Bxe
3aTBepAXeHoro BupobHuka Zhejiang Huahai
pharmaceutical Co. Ltd gjtoyoi pe4oBuHu nperaéasiH
(3anponoHoBaHo: R1-CEP 2016-189-Rev 01). 3miHu |
TMny - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI €Bponelickkilt
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/EHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BU/yYEeHHs cepTudikaTa BignoBigHOCTI €Bponeinchkii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl y)Xe 3aTBEep)KEHOro BUPOBHWMKa, NOAAHHS
OHOBJ/IEHOrO cepTudpikaTy BigNOBIAHOCTI EBpPONENCHKIN
thapmakonei R1-CEP 2016-189-Rev 00 Big Bxe
3aTBEpAXEHOro BMpo6Huka Zhejiang Huahai
pharmaceutical Co. Ltd gjto4oi pe4yoBuHU nperadasiiH.
3MiHu | TUNY - 3MiHK 3 AKocTi. A®Il. KoHTponb AdI.
3MiHa y meTofdax BunpobysaHHs APl abo BuxigHoro
mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HMLTBa AD|
(He3HayHi 3MiHN y 3aTBEPKEHUX MeToAax
BMNPOOGYBaHHS), HE3HAYHI 3MiHWM B MeTOZi aHanizy
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Bu3HavyeHHA NDMA Tta NDEA metogom M'’X-MC, a
came: BUAasIeHHs Kopurytodoro koeqiuieHty CF 3
po3paxyHKoBOi hOpMy K (3ameepoceHo:

AT AT
W = Rom *CFW = o *CF
AT AT
W = W=

3aNpPONOHOBAHO: LRFlxm [RFlxm ),

187.

MPEAHITON®

Kpem, 0,25 % no 10
r,abo 30r,abo50r
y Ty6i; no 1 1y6i B
KapTOHHI navui

TOB «MIBE
YKPAIHA»

YkpaiHa

Mi6e Mm6X
ApuHaiimitren
b

HimeyunHa

BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BWTyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonel: ana A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBMeHWIA cepTuduikat
Bif] y)Xe 3aTBepI)KEHOro BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BiAgnoBigHOCTI EBpoNeichkil
thapmakonei Ne R1-CEP 2015-364 - Rev 01
(3aTBEepmxeHo: R1-CEP 2015-364 - Rev 00) ons Adl
npegHikap6arty Bif BXe 3aTBEPKEHOro BUPOOHMKA
Newchem S.p.A

3a
peyerimom

UA/10283/03/01

188.

NMPEAHITON®

masb 0,25 % no 10
r,a6o 30T, a6o 50 r
y Ty6i; no 1 Ty6i B
KapTOHHI navi

TOB «MIBE
YKPAIHA»

YKpaiHa

Mi6e Fm6X
ApuHrarimitren
b

HimeyunHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichKii
thapmakonei/MmoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeEChKii
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€sponelicbkin hapmakonei) - OHOBMEHWIA cepTuddikat
Bif] y)Xe 3aTBEPKEHOr0 BUPOOHUKA NOAaHHS
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
thapmakonei Ne R1-CEP 2015-364 - Rev 01
(3atBepaxeHo: R1-CEP 2015-364 - Rev 00) ana Ad®l
npegHikap6arty Bif BXe 3aTBEpXEHOro BUPO6HMKA
Newchem S.p.A

3a
peyenmom

UA/10283/02/01

189.

MPEAHITON®

XupHa Masb, 0,25%
no10r, a6o 30,
a6o 50 ry Ty6i; no 1
Ty6i B KQPTOHHIlA
naui

TOB «MIBE
YKPAIHA»

YKpaiHa

mibe MTm6X
ApuHaiimitren
b

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE-
cepTucpikaT BignoBigHOCTI EBponelichKii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BW/yYEHHS cepTudpikaTa BignoBiAHOCTI EBponelichkii
thapmakonei: ana A®I; ans BuxigHoro

3a
peyenmom

UA/10283/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTLCA Y BUPOOHULTBI API; Ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkin hapmakonei) - OHOBeHWIA cepTudikat
Bif] y)Xe 3aTBEpXEHOro BUPOOHUKa NoAaHHA
OHOB/IEHOrO cepTudikaTa BianoBigHOCTI EBpoNeiichbkil
thapmakonei Ne R1-CEP 2015-364 - Rev 01
(3aTBEepmxeHo: R1-CEP 2015-364 - Rev 00) ons Adl
npegHikap6arty Bif BXe 3aTBEPKEHOro BUPOOHMKA
Newchem S.p.A
190. | NPUMOBICT PO34UH O151 iH'EKLLIA Baiiep Al HimeuuunH Baiiep Al HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/17931/01/01
0,25 Mmmonb/mMn; no a TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
10 mn y cknsiHOMY thapmakoHarnagy. 3MiHa 4acToTn Ta/abo TepMmiHiB
wnpuyi, no 1 noJaHHA perysisipHO OHOBJIIOBaHWX 3BITIB 3 6e3neku
LNpuLy B NPo30pili niKapcbkux 3acobis - 3MiHM y YacToTi Ta gaTax
nnacTuKoBIl noAaHHs perysisipHO OHOBJIIOBAHOTO 3BITy 3 6e3neku.
KOpPOOLLi, 3aKpWTiiA [itova pegakuisn: Yactota nogaHHs perynsipHo
nanepom, no 1 OHOB/IOBAHOrO 3BiTY 3 6e3nekun BiANOBIAHO A0 [Nasu
NnacTrKoBili kopobLi V n.3 nn.2.1 Hakazy MO3 Ykpainu Big 27 rpyaHs 2006
BKNaZEHIn y poky Ne 898 (y pefaxuii Hakasy MO3 YkpaiHu Big 26
KapTOHHY KOpPOOKY; BepecHs 2016 poky Ne 996) - MNponoHoBaHa peAakuis:
no 10 mny YacToTa noAaHHs perynsipHo OHOB/IIOBAHOTO 3BITY 3
nnacTuKoBoMy 6e3nekn 2 poku. - KiHueBa farta A1 BKIOYEHHS
wnpuui, no 1 paHnx go PO3B - 30.04.2025 p. [lata nogaHHs -
LNpuLy B Npo3opiii 29.07.2025 p. - PekomeH[0BaHO [0 3aTBEPKEHHSA
NNacTuKoBIl BiANOBIAHO A0 NEPIOANYHOCTI NOLAHHS PerynsipHo
KOpo6Li, 3aKpuTiii OHOB/IIOBAHMX 3BITIB 3 6€3MeKn NikapCbKnx 3acobis y
nanepom, no 1 €C.
nnacTrKoBili kopobui
BKNaAeHin y
KapTOHHY KOPOGKY
191. | NPONIA® PO3YUH OJ151 iH'EKLLNA, AmpxeH HigepnaH BMPOBOHULITBO cuwA/ BHECEHHS 3MiH [10 peecTpauiitHux maTepianis: 3miHu || 3a He UA/12077/01/01
60 mr/mn no 1 mn €spona b.B. an Hepo3chacosa | HigepnaHngu TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom | nidnsizae
PO34YMHY B CKISTHOMY HOI NpoAYKUiT, thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTumLi
nonepegHsL0 nepBuHHE nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
HarnoBHEHOMY nakyBaHHs: [ONA MeANYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMM
LUNPULi 3 TOJIKOH, AMOKEH OaHUMU 3 AKOCTI, AOKMIHIYHUMK, KNIHIYHUMW AaHUMKU Ta
3aKpuTOL0 MaHydekuypiH AaHumuy 3 papmakoHarnagy - NpeacrtasnieHi 3MiHW B
KOBMaYKoM, i3 r Mlimitea, iHchopmawii 3 6e3nekn Woa40 BHECEHHS 3MiH Ta
3aXUCHUM CLUA; [OMOBHEHDb Y PO3/inax NPOoeKTy IHCTPYKLT ANs
NPUCTPOEM Big, BTOPVHHE MeJMYHOro 3acTOoCyBaHHs "®apMakonoriyHi
BMNAAKOBOIo YKOY nakyBaHHs Ta BnactmsocTi", "Aitn", "MobiuHi peakyii" nigcTasi
rosikoto; no 1 BUNYCK cepi: OHOBJIEHOT iHdhopMaLii 3 6e3neku, Lo MICTUTLCS B
nonepegHsL0 AmaxKeH KNiHIYHUX OrNsAax, OHOBJEHI KOPOTKil
3anoBHeHoOMy €spona b.B., XapakTepucTuLi, NNaHi ynpaeniHHSA pu3vkaMu Bepcis
LUMPULLY 3 3aXUCHUM Higepnanan 31.0 MOXyTb BYTV pekoMeHA0BaHi A0 3aTBEPAKEHHS

NPUCTPOEM B
6nicTepi; no 1

Ta BHECEHHS B iHCTPYKLi0 4151 MeAMYHOrO
3aCTOCYBaHHA NiKapcbKoro 3acoby. 3MiHN BHECEHO B
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
6nictepy B IHCTPYKLi0 4719 MEAMNYHOIO 3aCTOCYBaHHS NiKapCbKOro
KapTOHHI Kopobuyj; 3acoby A0 po3ainis "®apmakooriyHi BNacTuBocTi”,
no 1 M po3ynHy B "[iTn" Ta "MobiuHi peakyii" (yTOUHEHHS iHdopmaLii).
CK/ISiHOMY BBefeHHs1 3mMiH npoTarom 6 micsAuis nicns
nornepegHL0 3aTBEpPKEHHS - 3MiHu Il Tvny - 3MiHK Woa0
3anoBHeHoMy 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsagy. 3miHm y
LUNPULL 3 TOMIKOHO, KOPOTKIill XapakTepucTuLi NikapCbKoro 3acoby, TeKCTi
3aKpUTOLo MapKyBaHHS Ta iHCTPYKLiT 4151 MeAnYHOro
KoBnaykom; no 1 3aCTOCyBaHHS Y 3B'A13KY i3 HOBUMMW AaHUMU 3 SIKOCTI,
nonepegHLO OOKNIHIYHUMMW, KNIHIYHUMW JaHUMK Ta AaHUMK 3
3arnoBHEHOMY thapmakoHarnagy - MNpegcrasneHi 3MiHU B iHpopmalii
Lwnpuuy B 6nictepi 3 6e3neku o0 BHECEHHS 3MiH Ta JONOBHEHb Y
abo 6e3 6ricTepa, po3ginax NpoekTy iHCTPYKLii Ans MeanyHOro
noMileHomy B 3acTocyBaHHA "Oco6nmBoCTi 3acTocyBaHHA", "Mo6iIYHi
KapTOHHY KOpOOKy peakuii" nigcTasi OHOBMEHOI iHhopmauii 3 6e3neku,
LLIO MiCTMTBCA B K/TiHIYHMX OrsiAax, OHOBJIEHIN
KOPOTKIil XapakTepuCTuLj, MaHi ynpasniHHSA pu3nkamm
Bepcis 32.0 MoXyTb 6yTU pekoMeH[oBaHi J0
3aTBEPKEHHSA Ta BHECEHHS B iHCTPYKL,iO A1
MeAMYHOro 3acToCyBaHHA MikapCcbKoro 3acoby. B
MeXax 3MiHW HaflaHO OHOB/IEHWI NNaH yNpaBiHHS
pu3snkamm, Bepcis 32.0. Pestome niaHy ynpasiHHSA
py3nKamMun A0AaETbCA. 3MiHN BHECEHO B iHCTPYKLitO
L1 MeQUYHOro 3aCToCyBaHHSA NikapcbKoro 3acoby Ao
po3gainis "Oco6mBoCTi 3acTocyBaHHsA" Ta "lNo6GiyHi
peakui”. BBeeHHS 3MiH NpoTArom 6 Micsuis nicns
3aTBEPKEHHS
192. | NPOMO®ON emynbCis ans dpeseHiyc HimeuuunH dpeseHiyc ABCTpist BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/13233/01/02
KABI iH'eKLi abo iHy3il, Kabi a Kabi AscTpis TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/IE- peyenmom
20 mr/mn; no 50 mn [Jonunang 6X cepTudikaT BignoBigHOCTI EBpoNeNichKii
y dhnakoHi; no 50 mn 6X thapmakonei/MmoHorpadii. 3mMiHu, NoB'sA3aHi 3

y thnakoHi, no 1
donakoHy y nauui i3
KapToHy; no 50 mny
donakoHi, no 10
hnakoHiB y
KapTOHHIA Kopoo6Li

HeOoO6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MOHorpadii oY a6o €sponelicbkoi thapmakonei, abo
iHLIOT HauioHasTbHOI thapmakonei aepxasu EC (3miHa

y cneuudikauii HedpapmakoneiHoro A®| ans

npuBeLEeHHs y BiANOBIAHICTb A0 BMMOr AdY abo
€Bponeiicbkoi dhapmakonei, abo iHWOoT HauioHaIbHOT
thapmakonei gepxasu €C) - lonomixHa
peyoBuHa/BUXIAHWIA MaTepian A4nsa BupobHuyTea Adl -
MpuBeaeHHs cneuyndikadii Ta METOAIB KOHTPOSO AN
[ONOMDKHOT peyoBuHM «Docdoninian seuHoro
XOBTKa» Y BiANOBIAHICTb A0 MOHorpadii EP (2315).
YoTupu anlbTepHaTUBHI BXe 3aTBepAKeHi Ta
BiNigoBaHi MeToAM 3aNuLaTbCs B JOCLE.
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWi
3aci6. KOHTpo/Ib AOMOMDKHUX PEYOBUH. 3MiHa Y
MeToAax BUNPo6yBaHHA [OMNOMIKHOI PEHOBUHM
(He3HayHi 3MiHM y 3aTBEPKEHUX MeToAax
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
BMNpPo6yBaHb) - He3HauHi 3MiHM 40 aHaNiTUYHOro
BUNPO6YBaHHA «212106 — KiflbkicHe BU3HAUYEHHs
Knacis ninigis y chocdoninigax aeYHOro XoeTka 3a
ponomorot BEPX» ons AONOMKHOT pe4oBUHM
hochoninign SEYHOrO XOBTKA: MPOMOHYETLCA
BMKOPUCTOBYBATW CTAHAAPTHY KPUBY 3 M'ATK
CTaHJapTHWX TOYOK 3aMiCTb 1 cTaHgapTy.
193. | NIPONO®O/N eMynbCisa Ans ®peseHiyc HimeuuunH ®peseHiyc ABCTpist BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/13233/01/01
KABI iH'eKUI abo iHAQY3iN, Kabi a Kabi ABcTpisi TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE- peyenmom
10 mr/mn; no 20 mn Loliunang, meX cepTudikaT BignoBigHOCTI EBponeiichKii
B amnyni; no 5 m6X hapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
amnyn y naudui 3 HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTb A0
KapToHy; no 50 mny MoHorpadii ®Y abo Esponelicbkoi thapmakonei, abo
donakoHi; no 50 mny iHLWOT HaujioHanbHOI thapmakonei fgepxasu €C (3MiHa
chnakoHi, no 1 y cneuudikauii HedhapmakoneiHoro A®| ans
chnakoHy y nauui i3 npuBeLeHHs y BiANOBIAHICTb Ao BMMOr AdY abo
KapToHy; no 50 mny €Bponeiicbkoi hapmakonei, abo iHLWOoT HalioHabHOT
chnakoHi, no 10 thapmakonei gepxasu €C) - lonomixHa
h1akoHiB y peyoBMHa/BUXIAHWIA MaTepian A4na BUpobHuyTBa AdI -
KapTOHHIA KOpooLi MpuBeaeHHs cneundikaLii Ta MeToAiB KOHTPONO AN
[ONOMDKHOT peyoBuHM «Pocdhoninign sEUHOro
XKOBTKa» Y BiANOBIAHICTb A0 MoHorpadii EP (2315).
YoTupu anbTepHaTUBHI BXe 3aTBepaKeHi Ta
BiflijOBaHi METOAM 3aUIMLLATLCA B JOCHE.
3MiHn | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
3aci6. KOHTpO/ib AONOMDKHUX PeYOBUH. 3MiHA Y
MeToAax BUNPOGYBaHHS AOMOMIKHOI PEUOBUHM
(He3HauHi 3MiHM y 3aTBEpKEHUX MeToAax
BUNPOBYBaHb) - He3HauHi 3MiHK [0 aHaiTUYHOro
BUMNPOOyBaHHA «212106 — KinbKicHe BU3HAYEHHS
Knacis ninigis y pocdoninigax se4HOro XosTka 3a
nonomoro BEPX» ans AONOMDKHOT peqyoBuHN
hocchoninign SEYHOTO XKOBTKA: MPOMOHYETLCA
BUKOPVCTOBYBATU CTaHAaPTHY KpUBY 3 N'ATU
CTaHAapTHMX TOYOK 3aMicTb 1 cTaHAapTy.
194. | NPOCMAH® TabneTku wunydi no EHrensrapg, HimeuunH BMPOGHMK in HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/12942/01/01
POPTE 65 mr ApuHaimMiTT a bulk, TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenma
TABNETKA no 1 tabnetuiy enb 'M6X & nepBuHHE Ta CucTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
Lwnnydi BiA, calle; no 2 calle Ko. KI BTOPVHHE noctavasibHuKa nakyBasjbHUX maTepianis abo
KALUMHO CrnosyyeHi B nakyBaHHs: KOMMNEKTYHOUUX (SIKLLO 3a3HAYEHO B [1OCLE)
nepgopoBaHuii FEPMEC (BUyYEHHS NocTavasibHUKa) - BunyyeHHs iHdopmauii
cTpun; no 5 a6o 10 ®APMA T'm6X, Npo NocTayasibHKKIB NaKyBasibHOro matepiasny: EIPA
CTPUNIB y KAPTOHHIN HimeuuunHa; Georg Leinfelder GmbH, JG Service GmbH,
Kopobui BUPOBHMK Constantia Verpackungen GmbH (Nusser), Uniprint
BiANOBIAA/IbHN Knauer GmbH (nonepegts Hassa: UVFlex GmbH).
71 3a BUNycK Takox BHOCUTbCA pegakuiiiHa 3mMiHa Ha3Bu
cepi: nocravanbHuka 3 Hermes Arzneimittel GmbH

EHrenbrapg

Wolfratshausem Ha Hermes Pharma GmbH. 3miHu |
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

ApuHaiimitren
b MM6X & Ko.
KI', HimeuunHa

TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneuugikauii Ta/abo AONYyCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(iHWi 3MiHW)- 36iMbLUEHHS TOBLLMHN a/tOMIHIEBOTO
6ap'epHOro Lwapy, LWo BUCTYMNAa€E B AKOCTi NEPBUHHOIO
KOHTeliHepa /13 Ta NpM3BOAWTb A0 HE3HAYHOI 3MiHU
NUTOMOI Barn. 3anpornoHoBaHa anbTepHaTuBHa
honbra OUiHKETLCS SIK NPUHAMHI EKBIBa/IEHTHA
iCHYIOUIlA SIKOCTI. Y 3B'A3KY 3 UMM BUTyHYaETHCA
iHbopmauis 3 posginy 3.2.P.7 "Laminated aluminium
paper foil for seal foil packaging of effervescent
tablets" Ta "structure (from outside to inside): printing,
paper, glue, aluminium foil, Surlyn layer", a Takox
3MiHM "Area weight" 3 0.47-058 g/50 cm?/ 0.51-0.63
g/50cm? Ha 0.47-0.68 g/50cm?.

195.

NMYNbMOBPI3®

NOPOLLIOK A/1A
opasibHOT cycneHsil
no 2 r NopoLLKy B
caue; no 10 a6o 20
calle y KapTOHHIl
ynakoBLi

TOB «MoBi
Xenc»

YKpaiHa

CaBa Xenckea
Nta, IHais;
Megiton
dapmacbioTika
nnra.,
YropwmHa

IHais/
YropLmHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBpoNeiichKii
thapmakonei/MmoHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKiIi
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€sponelicbkin hapmakonei) - OHOBMEeHWIA cepTuddikat
Bif] y)Xe 3aTBepI)KEHOro BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
thapmakonei Ne R1-CEP 2010-092 - Rev 00
(3atBepmxeHo: RO-CEP 2010-092 - Rev 00) ana Ad®I
aueTUNUMUCTETHY Bif, 3aTBEPAXKEHOIO BUPOBHMKA
Wuhan Grand Hoyo Co., Ltd., China. 3miHu | Tuny -
3miHu 3 sKocTi. CepTudpikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBMeHWA cepTuduikat
Bif, y)X€ 3aTBep)KeHOro BUPO6HMKa - NoJaHHS
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €EBpoNenchkili
hapmakonei Ne R1-CEP 2010-092 - Rev 01 gns Adl
aueTUNUMUCTETHY Bif, 3aTBEPAXKEHOIO BUPOBHMKA
Wuhan Grand Hoyo Co., Ltd., China. 3miHu | Tuny -

6e3
peuyenma

UA/10212/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3miHu 3 sKocTi. CepTudpikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakoneli: ana A®l; gns BuxigHoro
mMarepiany/peareHTy/npomMiKHOro NMPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudiikat
Bif] y)Xe 3aTBepL)KEHOro BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BignoBigHOCTI EBpoNeichkil
hapmakonei Ne R1-CEP 2010-092 - Rev 02 gns Adl
aueTUNUMCTETHY Bif, 3aTBEPAXKEHOIO BUPOBHMKA
Wuhan Grand Hoyo Co., Ltd., China. 3miHu | Tuny -
3miHu 3 sKocTi. CepTudpikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakoneli: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudikat
Bif, y)X€ 3aTBepI)KEHOr0 BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BignoBigHOCTI EBpoNeichkil
dhapmakonei Ne CEP 2010-092 - Rev 03 ana Ad®|
aueTUNUMCTETHY Bif, 3aTBEPAXKEHOIO BUPOBHMKA
Wuhan Grand Hoyo Co., Ltd., China

196.

NYNbUET®

TabneTku, BKpUTI
060/10HKOI0,
KMLLKOBOPO3UMHHI N0
40 wr, no 4
Tabnetku y 6nictepi;
no 1 6nictepy B
KapTOHHI ynakoBsLi,
no 14 tTabneTtok y
6nicTepi; no 1 abo
no 2 6nictepu B
KapTOHHIA ynakoBLi

HOBEN
INAY CAHAT
BE
TIOXAPET
AL

TypeyuuH
a

HOBEN INAY
CAHAI BE
TIIKAPET
AL

TypeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTumLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,T
AN MeAnYHOro 3acTocyBaHHA
reHepuyYHNX/ribpuaHNX/6ionogibHNX Nikapcbkmx
3ac06iB Nic/1A BHECEHHSA TiEl camoi 3MiHN Ha
pedhepeHTHMIH Npenapar (3MiHa He NoTPebye HaJaHHs
XOJHNX HOBMX [0AATKOBUX AaHWX) 3MiHN BHECEHO B
IHCTPYKUiO AN MeANYHOro 3acTOCYBaHHA NiKapCbKoro
3acoby A0 po3ainis "®apmakonoriyHi BiactusocTi”
(yTouHeHHs iHdhopMmaLii), "B3aemogist 3 iHwmnmun
nikapcbkMKM 3acobamu Ta iHWi BUau B3aemogiii",
"Oco6/1MBOCTI 3aCTOCYBaHHSA", "3acToCyBaHHs y
nepiog BariTHOCTI abo rogyBaHHs rpyaar” (YTOUHEeHHS
iHchopmawii), "3aaTHiCTb BIMBATK Ha LWIBMAKICTb
peaxuii Npy KkepyBaHHi aBTOTPAHCNOPTOM ab0 iHLLUMUN
MexaHismamu', "Mo6iyHi peakuii" BigNoBigHO A0

3a
peyenmom

He
nionsiecae

UA/4997/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
iHchopmawii pedhepeHTHOro slikapcbKoro 3acoby
KoHTponok, TabneTkun racTpope3ncTeHTHI. BBegeHHs
3MiH NPOTArom 6-TW MicALiB NicNs 3aTBepAKEHHS
197. | PAHOCTOMN® masb 10 % MPAT YkpaiHa BiANOBIAA/IbHN YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/8650/01/01
no20ra6ono4or, "®ITOPAPM n3a TUMy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbkuMii 3aci6. peuyenma
ab6o no 100 r y Ty6i; " BMPOGHMLTBO, KOHTpO/Ib AONOMDKHUX PEYOBWH (iHLUi 3MiHN) -
no 1 Ty6i B nauui 3 nepBuHHE, MpuBeaeHHs p.3.2.P.4. [loMOMKHI pe4yoBUHN y
KapToHy BTOPVHHE BiZANOBIAHICTb A0 NOTOYHUX Bepciii EP Ta AdY. 3miHn
naxkyBaHHs, cToCcyrTbCA nwe po3giny 3.2.P.4. 3MiH y NokasHUKax
KOHTpPO/Tb cneumdikauii Ta MeToankax KoHTposto /13 He
SAKOCTi Ta BigbyBa€eTbCA, AKICTb /13 He 3MIHIOETLCS.
BWMNYCK cepil:
MPAT
"®OITOPAPM",
YKpaiHa;
BiANOBiAa/IbHU
n3a
BMPOGHMLITBO,
nepBuHHeE,
BTOPWHHE
nakyBaHHs Ta
KOHTPO/b
aKocTi: MpAT
dapmaneBTny
Ha thabpuka
"Biona",
YKpaiHa;
BiANoOBiAa/IbHM
11 3a BUNyCK
cepii, He
BK/THOHAI0UM
KOHTPONb/BYN
pobyBaHHs
cepii: MPAT
"®ITOPAPM",
YkpaiHa
198. | PAMIMAKC Tabnetku; no 10 KIBOXAP IHAjA BadHa IHAjia BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Ne 10 — 6e3 UA/10270/01/01
DOPTE Tabnetok y 6nictepi; A ©APMA dapmacbioTika My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenma;
no 1 6nictepy y MPANBIT nc irg. hapmakoHarnsgy (iHwi 3MiHK) - 3MiHW BHECEHO Y Ne 100 — 3a
KapTOHHI ynakoBLi; NIMITEL TEKCT MapKyBaHHsS NePBUHHOI (M. 3, 4) Ta BTOPUHHOT peyenmom
no 10 TabneTtok y (n. 8) ynakoBOK NiKapCbKoro 3acoby; BUIy4YEeHHs
6nictepi; no 10 norotuny gvctpu6'toTopa i3 n. 6. IHWE nepBuHHOT
6nictepiB y ynakosku Ta n.17. IHLWE BTOPMHHOI yNakoBKu
KapTOHHIiA ynakoBLi nikapcbKoro 3acoby. TepMiH BBEAEHHS 3MiH -
npoTsArom 6 micsliB nicns 3aTBepApKeHHS.
199. | PANITYC cupon, 30 mr/5 mn, Maxkneopc IHais Maxkneopc IHais BHECEHHS 3MiH [10 peecTpauiitHux maTepianis: 3miHu || 3a UA/6153/01/01
no 120 mny dapmacsioT dapmacbloTUK MRy - 3MiHK 3 aKocTi. A®l. BupobHuLTBO. 3MiHa peyenmom
donakoHi, no 1 NKaUiC anc Jlimiteq BMPOBHMKA BMXIAHOTO/NPOMIXHOro NpoAyKTy/peareHTy,
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
chnakoHy 3 MipHUM Nimiten LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMYOMY npoueci AdI,
KOBMaYkoM y abo 3miHa BMPO6HWMKa (BKIHOHaouM, Ae HeobXiaHo,
KapTOHHIA ynakoBL,i MicLLe MPOBEeAEHHS KOHTPO/IO siKocTi) AdI (3a
BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI EBPONEChKIl
thapmakonei y 3aTBeppkeHOMY 0Cbe)(BBELEHHS
HOBOro BMpo6HuKa A®| 3 HagaHHAM MacTep-chalina Ha
A®l) - BBefeHHs O04aTKOBOrO BMPO6HMKa AdI
NesogponponisanHy Pure Chem Private Limited, India 3
MeTO 6e3nepebiiiHoro noctayaHHs Ad|
200. | PEBONAO™ TabneTku, BKpUTI HoBaprTic LliBeiiuapi | BrMpo6HMUTBO, Benuka BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/11300/01/02
NNiBKOBOO dapmva Al A KOHTPO/1b BputaHis/ My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
06010HkKot0, Mo 50 akocTi: [nakco Icnanis/ thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
Mr; M0 7 TabneTok y OnepeiiwHc CnoseHis y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
6nictepi; no 2 IOK NTA, (BBELEHHSA y3araslbHEHNX AaHUX MPO cucTemy
6nictepu B Benuka thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
KapTOHHIA Kopoo6Li Bputanis; BiANOBIAANbHOI 3a 34ilicCHEHHA thapmakoHarnaay;

Bupo6Huk ans
NepBUHHOTO Ta
BTOPVIHHOIO
nakyBaHHs Ta
BWMNYCK cepil:
nakco
Bennkom C.A.,
IcnaHis;
Brpo6HMUTBO,
nepBuHHe
nakyBaHHS,
BTOPVHHE
nakyBaHHs,
KOHTPO/1b
AKOCTI:
3irdopig,
Bap6epa,
C.J1., Icnanis;
Bunyck cepii:
HosaprTic
dPapmacboThK
a, C. A,
IcnaHis;
Brpo6HMUTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
4acTKoBWiA
KOHTPO/1b
SIKOCTi, BUMYCK
cepi:
Hosapric

KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuKa ons
3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6MU, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BignoBigabHOI 3a
thapmakoHarnag,.
[itoua pepakuis: David J Lewis, B. Sc (Hons), Ph.D.
MponoHoBaHa pepakuia: Dr. Justin Daniels, Ph.D.
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI 0CO6U
3asBHUKA, BiANOBIAAILHOI 3a hapmakoHarnsg,. 3miHa
MicLie3Haxo4KeHHs MacTep-chaiina cuctemm
hapMakoHarnsgy. 3miHa Micusi 34ilCHEHHS OCHOBHOT
[iSNbHOCTI 3 hapmakoHariaay.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
PapmMacbloTHK
an
MaHyhakTypiH
r nnc,
CnoseHis;
yacTKoBWiA
KOHTPO/b
AKOCTI:
Nex
PapmMacbloTHK
anca.g.,
CnoBeHis
201. | PEBONAL™ TabneTku, BKpUTI HoBaprTic LliBeiiuapi | BrMpo6HMUTBO, Benuka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/11300/01/01
NNiBKOBOO dapmva Al A KOHTPO/1b BputaHis/ TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
060/10HKOI0, N0 25 akocTi: [nakco Icnanis/ thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
Mr; 0 7 TabneTok y OnepeiiwHc CnoseHis y3ara/ibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
6nictepi; no 4 IOK NTA, (BBELEHHSA y3araslbHEHNX AaHUX MPO cucTemy
6nictepu B Benuka thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
KapTOHHIA Kopoo6Li Bputanis; BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;

Bupo6Huk ans
NepBUHHOTO Ta
BTOPVIHHOIO
nakyBaHHs Ta
BWMNYCK cepil:
nakco
Bennkom C.A,,
IcnaHis;
Brpo6HMUTBO,
nepBuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHs,
KOHTPO/1b
SKOCTi:
3irdopig,
Bap6epa,
C.J1., IcnaHis;
Bunyck cepii:
HosaprTic
dPapmacboThK
a, C. A,
IcnaHis;
Brpo6HMUTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
YyacTKoBWiA
KOHTPO/1b

KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuka ons
3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLeHHi macTep-
thaiina cuctemmn chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BignoBigabHOI 3a
hapmakoHarnag,.
[Oitoua pepakuis: David J Lewis, B. Sc (Hons), Ph.D.
MponoHoBaHa pepakuisa: Dr. Justin Daniels, Ph.D.
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI 0CO6U
3asBHUKA, BiANOBIAAILHOI 3a hapmakoHarnsg,. 3miHa
MicLie3HaxoMKeHHs MacTep-chaiina cuctemm
hapMakoHarnsgy. 3miHa Micusi 34ilCHEHHS1 OCHOBHOT
[ISNbHOCTI 3 hapMakoHarsay.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
SIKOCTI, BUMYCK
cepi:
HosaprTic
PapmMacbloTHK
an
MaHyhakTypiH
r nnc,
CnoseHis;
yacTKoBwiA
KOHTPO/b
AKOCTI:
Nex
PapmMacbloTHK
anca.g.,
CnoBeHis
202. | PEKOPMOH® PO34UH ONS iH'EKLLNA TOB «Pouw YkpaiHa Brpo6HMLUTBO HimeuunHa/ | BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu || 3a UA/5146/01/02
no 2000 MO/0,3 m; YkpaiHa» Hepo3cacosa LLseiiuapis My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
no 3 nonepeaHL0 HOI nNpoAayKuii, thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
HarnoBHEHNX BTOPUHHE 3000B'A3aHb Ta YMOB BuAadi peecTpauiiHoro
wnpuuy no 2000 nakyBaHHs, NoCBiAYEHHS, BKIoYatouy MnaH ynpasiHHA pusmMkamu
MO/0,3 mn pasom 3 BMNPOGYBaHHS (3acTocyBaHHsA 3MiH(K), siki(a) BUMaratoTb(€)
3 ronkamu ans KOHTPO/0 noAasibLIOro 06I'PYHTYBaHHSA HOBUMM [O4ATKOBUM
iH'ekuili 27G1/2 SAKOCTI, BUMYCK [aHumu, Lo MaloTb HaaBaTUCA KOMNETEHTHUM
(ronka nomiweHa y cepii: Pow OpraHoMm, OCKifIbK/ BUMaraeTbCs CyTTEBA OLjiHKa
NnNacTuKoBy [OiarHocTuke KOMMEeTEeHTHM opraHom) 3asiBHukom TOB "Pouu
ynakoBKy) B M6X, YkpaiHa", YkpaiHa, HaflaHo OHOB/eHwWit MNnaH
KOHTYPHIl HimeuumnHa; ynpasniHHA pu3nkamu Bepcist 4.0. 3MiHU BHECEHO [0
YapyHKOBI Brpo6HMUTBO yacTuH: | «3aranbHa iHopmauis». Il «Cneuundikauis 3
ynakoBLi, LWo Hepo3scacosa 6e3nekun» (Moayni Cl «Enigemionoris nokasaHb Ao
cknagaetbea 3 3 HOI NPOAYKLUT, 3acToCyBaHHSA Ta Linbosa nonynsuis», CIV
OKpeMmux BMNpPOGYBaHHSA «Monynsuji, SKi He BUBYA/IUCH Mif, Yac KNiHIYHNX
NNacTUKOBUX KOHTPO/O BMNpobyBaHb», CV «[licnapeecTpauiliHnii focBig»,
KOHTeliHepiB (1 AKocTi: BeTTep CVII «lgeHTudpikoBaHi Ta noTeHujinHi pusnkun», CVIII
nonepeaHL0 Papma- «Pestome npobnem 6esnekn» Il «MnaH 3
HanoBHeHWIA WNpwL, PepTuUryHr hapmakoHarnagy», V «3axoam 3 MiHimisawii pusmkie»,
Ta 1 ronka B ogHOMY m6X i Ko K, VIl «Qogatku», y BignoBigb Ha 3anuT PRAC Big 2023,
nnacTMKoBOMY HimeuyumnHa; BignosigHo Ao Moayns V (GPV) (Rev. 2), Ha nigcTasi
KOHTeliHepi); no 2 & . XohpmaHH- NigTBEPKEHHS 3aTBEPIKEHHS 3MiH B KpaiHi
KOHTYPHIi YapyHKOBI Na Pouw NTa, BMPOGHMKa. Pestome lMnaHy ynpasniHHA pyu3vnkamu
ynakoBku (6 LLiBeiiuapis; Bepcis 4.0 fofaeTbes.
nonepegHLo BunpobyBaHH
HarnoBHEHNX 1 KOHTPOSO
LnpuuiB Ta 6 ronok) AKkocTi: BeTTep
Y KapTOHHill kopobui dapwma-
depTuryHr
m6X i Ko KT,
HimeyunHa
203. | PEKOPMOH® PO34MH A5 iH'EKLN TOB «Pou YKkpaiHa Brpo6HMUTBO HimeuunHa/ | BHECeHHS 3MiH 10 peecTpauiitHux maTepianis: 3miHu || 3a UA/5146/01/04
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1

no no 30 000 YkpaiHa» Hepo3dhacoBa LLBenuapis TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom

MO/0,6 mn; no 1 HOI NpoAyKUiT, thapmakoHarnagy. BHeceHHst abo 3miHa(u) fo

nonepeaHL0 BTOPUHHE 3060B'A3aHb Ta YMOB Bugadi peecTpauiiHoro

HanoBHEHOMY nakyBaHHs, nocBig4YeHHs, BKIoYaoun MnaH ynpaeniHHA pu3mkamm

wnpuui no 30 000 BMNPO6YBaHHSA (3acTocyBaHHA 3MiH(1), siKi(a) BUMaratoTb(€)

MO/0,6 mn pa3om 3 KOHTPO/O noAasIbLIOro 06rpYHTYBaHHSA HOBYMMW A04ATKOBUM

TOMKOK ANS iH KUl AKOCTI, BUNYCK AaHUMK, WO MaoTb HaAaBaTUCA KOMMETEHTHUM

27G1/2 (ronka cepii: Poww opraHoMm, OCKiNlbKV BUMaraeTbCs CyTTEBA OLjiHKa

nomieHa y [liarHoctuke KOMMNETEHTHVM opraHom) 3asiBHukom TOB "Polu

nnacTMKoBy v6X, YkpaiHa", YkpaiHa, HagaHo OHOBMeHwii MNnaH

yNakoBKy); B HimeuuunHa; ynpasiHHA pu3nkamu Bepcist 4.0. 3MiHW BHECEHO A0

KOHTYpHilA BunpobysaHH yacTuH: | «3aranbHa iHhopmauis». Il «Cneundikauis 3

YapyHKOBI 51 KOHTPO/IO 6e3nekn» (mogyni Cl «Enigemionoris nokasaHb Ao

ynakoBLi, LU0 AKOCTI: 3acTocyBaHHA Ta Ljinbosa nonynsuis», CIV

cKknafaetbea 3 4 ®.XothpmaHH- «Monynsuji, ki He BUBYAIUCH Mif, Yac KNiHIYHWX

N1acTMKOBUX Na Pow NT1g, BMNpobyBaHb», CV «[licnapeecTpauiiiHniii focBig»,

KOHTeliHepiB (1 LLiBeiiuapis CVII «lgeHTudpikoBaHi Ta noTeHUjiHi puaukun», CVIII

nonepeAHL0 «Pestome npobnem 6e3nekun» Il «MnaH 3

HamnoBHEHWI WnpuL,
Ta 1 ronka B ogHOMY
nnacTKoBoMy
KOHTeliHepi); no 1
KOHTYPHil
YapyHKOBI ynakoBL,i
(4 nonepegHbO
HanoBHEHWX
LwnNpuum Ta 4 ronkun)
Y KapTOHHIil kopobL;
no 1 nonepegHLo
HanoBHEHOMY
wnpuui no 30 000
MO/0,6 mn pasom 3
TOMIKOK ANSt iH'eKUil
27G1/2 (ronka
nomiweHa y
nnacTukoBy
yMakoBKy); B
KOHTYPHil
YapyHKOBIl
ynakoBLi, L0
cknafaetbea 3 1
n1acT1KoBOro
KoHTeliHepa (1
nonepegHLo
HanmoBHEHWI WNpUL,
Ta 1 ronka B ogHOMY
nnacT1KoBoMy
KOHTelHepi); no 1

thapmakoHarnagy», V «3axogy 3 MiHiMizauii pusukie»,
VIl «ogaTkn», y Bignosigb Ha 3anut PRAC Big 2023,
BignosigHo Ao Moaynsa V (GPV) (Rev. 2), Ha nigcTasi
NiATBEPKEHHSA 3aTBEPIPKEHHS 3MiH B KpaiHi
BMPO6HYMKa. Pe3tome MnaHy ynpasniHHA pusukamu
Bepcisa 4.0 ofaeTbes.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1

KOHTYPHIl
YapyHKOBIll ynakoBLi
(1 nonepegHbO
HamnoBHEHWI WnpuL,
Ta lronka)y
KapTOHHili Kopo6Lli

204. | PUHONOKCHWH | po3sunH ans iHdysii, [JouipHe YkpaiHa [JouipHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/17124/01/01
500 mr/100 mn; nignpuemMcTs nignpueMcTBO TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
no 100 mny o] "®apmaTpeng" thapmakoHarnagy (iHwi 3MiHn). 3MiHN BHECEHO [0
KOHTEliHepi 3 "®apmatpeii TEKCTY MapKyBaHHsi NepBUHHOI (M. 6. «IHLE») Ta
nonisiHinxopuay; o BTOPUHHOT (N.17. «IHLLE») ynakoBOK NikapcbKoro
no 1 KoHTeliHepy B 3aco6y. BBefeHHsA 3MiH MpoTAroM 6-Tv micAuiB nicns
nonieTnieHoBoMy 3aTBEPKEHHS.
nakeTi B KAPTOHHiIl
ynakoBLi

205. | POAVHIP NopoLLIOK AN TOB Ykpaina PapmaBixH TypeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/18546/01/01
opasibHOT cycneHsii "YOPN[, CaH. Be Tigx. TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
no 250 mr/5 m; no MEANLNH" A.LL. KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa y

60 mn abo no 100
My dhnakoHi; no 1
oNakoHy 3 MipHOH
JIOXKKOH B KOPOOLi

MeToAax BUNpobyBaHHA rOTOBOTO /TiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBeppKeHnX meTofax
BMNPOGYBaHHS) - HE3HAYHa 3MiHa B MeTOfi

BUNpobyBaHHA /13 3a NOKa3HMKOM «PO3YMHEHHS» 3
METO KOPEKTHOro Ta 3p03yMisiIoro BUKNAfEeHHs
npoteaypv NpUroTyBaHHsA CycneHsii B 3a/1eXXHOCTI Bif

[03yBaHHs ( 60 mn abo 100 m). 3miHu | Tuny - 3MiHK

3 AKOCTi. FoTOBWIA Nnikapcbkuii 3aci6. KoHTposb
roTOBOrO /liKapCcbkoro 3acoby. 3miHa y MmeTogax
BUMPOOYBaHHA rOTOBOTO NiKAPCBLKOro 3acoby
(He3HayHa 3MiHa y 3aTBeppKeHnX meTofax
BMNPOGYBaHHS) - HE3HAYHa 3MiHa B MeTOfi
BMNpo6yBaHHS /13 3a nokasHnkoM «CrnopigHeHi
[OMILLKM» 3 METOK KOPEKTHOrO Ta 3p03yMifioro
BMKTaAeHHS NpoLieaypy NpUroTyBaHHA Cycnexsii B
3as1eXHOCTI Bif, A03yBaHHsA ( 60 M abo 100 mn),
pepakuiiHi npaBku. 3MiHu | TUNY - 3MiHKU 3 SIKOCTI.
[oToBMIA Nnikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3MiHa y MeToax BUNPoGyBaHHS
roTOBOrO NiKapCbKOro 3acoby (He3HayHa 3MiHa y
3aTBEPMAKEHNX MeToAax BUNPoOYyBaHHS) - HE3HAYHI
peAakuiiiHi 3MiHM B MeToAj BunpobyBaHHs 13 3a
NoKa3HMKOM «OAHOPIAHICTb [030BaHNX OANHULIb.
LlecbauHip». 3miHn | Tuny - 3miHK 3 sikocTi. [oToBWMIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKoro
3acoby. 3miHa y MeTofax BUNpobyBaHHs roTOBOro
nNikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepaKeHnX
MeToAax BUNPOGYBaHHS) - HE3HAYHa 3MiHa B MeTOJi
BUNpo6yBaHHsA /13 3a Noka3HWKOM «KinbkicHe
BM3HaYeHHs. LledyanHip» Ta «KiflbKicHe BU3HAUYEHHS.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Hatpito 6eH30aT» 3 METOK KOPEKTHOTO Ta 3p03yMisioro
BUKNaAEHHS NpoLeAypy NPUroTyBaHHs CycneHsii B
3a/1eXHOCTI Bif f03yBaHHA (60 M abo 100 mn),
pepakuiiHi npaBku. 3MiHu | TURY - 3MiHN 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKkoro 3aco6y. 3miHa napameTpiB crneuudikawii
Ta/abo [OMYyCTVMUX MEX rOTOBOrO fiKkapCbKoro 3acoby
(iHWi 3MiHK) - CynyTHSA 3MiHa- 3MiHK 3 SiKOCTi. [oTOBWMIA
nikapcbkuii 3aci6. KOHTPObL rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEpPKEHUX
MeTofax BUNPOGYBaHHS) - HE3HAYHI 3MiHU B
cneuyudikauii 13 3a nokasHukamy «OgHOPIAHICTb
macu» Ta «CepefiH Maca BMICTY drnakoHa», a came
BUMPaB/IEHHSI HOPMYBaHHS Ta NOCUIaHHA Ha MeToAN,
sIKi 6yIM nepensiyTaHi M co60t0.

206.

PO3ACTUH®

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOI0, M0 5 Mr;
no 10 TabneTtok y
6nictepi; no 3
6nictepu B kopobLi
3 KapTOHY

MIKPO
NIABC
NIMITELA

IHais

MIKPO JIABC
NIMITEL

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKill xapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
ONA MeAnYHOro 3aCTOCYyBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
ab60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKapCbKoro
3aco6y B nicnspeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OUiHKM 3BITy 3 AOC/IMKEHb, MPOBEAEHUX
BIAMNOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY y3rofeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom)-3MiH1 BHECEHO B iHCTPYKLilO 415 MeAUyYHOro
3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"Ocob6nuBocTi 3acTocyBaHHA" Ta "Mo6iuHi peakuii”
BiANOBIAHO [0 OHOBMEHOT iHhopMaLii Wwoao 6e3nekn
3aCTOCYyBaHHSA AiH040T PeYOBUHY 3rigHO 3
pekomeHgauieto PRAC.

TepMmiH BBEAEHHSA 3MiH - MPOTAroM 6 MicauiB nicns
3aTBEPKEHHS.

3a
peyenmom

He
nionsieae

UA/18322/01/01

207.

PO3ACTUH®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 10
mr; no 10 TabneTok
y 6nicTepi; no 3
6nicTepun B KOpoOL
3 KapTOHY

MIKPO
NABC
NIMITEL

IHais

MIKPO NNABC
NIMITES

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnYHOro 3acToCyBaHHA Ha NigCTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun NikapcbKoro 3acoby,
ab0 JocnigxeHb 3 6e3Mnekn 3aCTOCyBaHHS iKkapCbKoro
3acoby B nmicnspeecTpaviliHnii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHunx gocnimxkers (PIP)
(3MiHY Y3rof>X€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
OpraHom)-3MiHV BHECEHO B IHCTPYKLiO AN MeaUYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis

3a
peyerimom

He
nionsieae

UA/18322/01/02
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Hassa

®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
"Ocob6nmBoCTi 3acTocyBaHHA" Ta "MobiuHi peakuii”
BiAMNOBIAHO 40 OHOBNEHOT iHChopMaLi LWoao 6e3neku
3acTOCyBaHHSA Aitl040i pevoBUHYM 3rigHO 3
pekomeHpauieto PRAC.
TepMiH BBEEHHS 3MiH - MPOTAroM 6 MicAuiB nicns
3aTBEPKEHHS.
208. | POSACTVH® TabneTkn, BKpUTI MIKPO IHAaia MIKPO NNABC IHAjsA BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu | 3a He UA/18322/01/03
NNiBKOBOO NABC NIMITEL TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom | nidsasieae
060/10HKot0, N0 20 NIMITEL thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
mr; no 10 TabneTok NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,iT
y 6nicTepi; no 3 0151 MeAMYHOro 3acToCyBaHHA Ha nigcTasi perynsipHo
6nictepu B kOpoobLi OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapCcbKoro 3acoby,
3 KapTOHY abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS NikapCbKoro
3acoby B nicnspeecTpauiliHuii nepios, abo sk
pe3ynbTaT OUiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
BIANOBIAHO A0 MnaHy negiatpuuHnx gocnimxers (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHVM BHECEHO B iHCTPYKLi0 ANs
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby Ao
po3ainis "Oco6MBOCTI 3acToCyBaHHA" Ta "MNo6IYHI
peakuii" BigNoBigHO A0 OHOBMEHOI iHhopMaL,i Woa0
6e3nekn 3acTocyBaHHS Ail040i PeYOBUHU 3TigHO 3
pekomeHgauieto PRAC.
TepmiH BBEAEHHS 3MiH - MPOTAroM 6 Micauis nicns
3aTBEPAKEHHS.
209. | PO3ACTVH® TabneTtku, BKPUTI MIKPO IHais MIKPO NABC IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/18322/01/04
NNiBKOBOIO NABC NIMITEL, TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom nidnsieae
o060n10HkKoto, no 40 NIMITEL thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui
mr; no 10 TabneTok nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
y 6nicTepi; no 3 0151 MeANYHOro 3aCTOCYBaHHA Ha MiAcCTaBi perynsipHo
6nictepu B kopobLi OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
3 KapTOHY a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS ikapCbKoro
3acoby B nmicnspeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OLiHKW 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY y3rof)KeHo 3 KOMNETEHTHNM YNOBHOBaXXEHUM
opraHom)-3MiHV BHECEHO B IHCTPYKLiI0 A1 MeAU4HOro
3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"Ocob6nuBocTi 3acTocyBaHHA" Ta "MobiuHi peakuii”
BiANOBIAHO 0 OHOBMEHOT iHGhopMaLii Wwoao 6e3nekn
3aCTOCYBaHHSA AiH040T PeYOBMHY 3riHO 3
pekomeHgauieto PRAC.
TepMiH BBEAEHHSA 3MiH - MPOTAroM 6 MicALiB nicns
3aTBEPKEHHS.
210. | PO3YBACTAT TabneTkn, BKPUTI TOB YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/18623/01/02
NH NNiBKOBOO "APTEPIYM "KviBmegnpen TUMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
060/10HKOt0, Mo 20 nta" apat" KOHTpO/1b roToBOro MikapcbKoro 3acoby. 3mMiHa y

Mr, no 10 TabneTok

MeTofax BUNPo6yBaHHS rOTOBOrO Nikapchbkoro 3acoby
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

y 6nicTepi, no 3
6nicTepu B nayuj

(iHwWi 3miHM y meTogax BUNpobyBaHb (BKIOYaoun
3aMiHy ab0 AOMOBHEHHS)) BHECEHHS 3MiHW B METOL,
BUNPOGYBaHHs /13 3a NOKa3HMKOM «PO3UYMHEHHS» Y

BIANOBIAHOCTI f0 Aito4oi MoHorpadii €® 3008
«Rosuvastatin tablets».
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KOHTposib roTOBOrO Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
rOTOBOrO /iKapCbkoro 3acoby (iHLwi 3miHW) CynyTHs
3MiHa - 3MiHM 3 SKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa y
MeTofax BUNPO6YyBaHHSA roTOBOrO JliKapCbKoro 3acoby
(iHwWi 3miHM y MmeTogax BMNpobyBaHb (BKIOYaoun
3aMiHy ab0 f0MNOBHEHHS)) NPUBEAEHHS BUMOT
cneuudikauii 3a nokasHUKoM «CynpoBifHi AOMILLKN» Y
BiANOBIAHICTb A0 Ajtoyoi MoHorpadii € 3008
«Rosuvastatin tablets». 3MiHu | TUNy - 3MiHK 3 AKOCTI.
[oTOBWIA nikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO
nikapcbKoro 3acoby. 3MiHa napameTpiB cneuudikauii
Ta/abo [oNyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby
(iHLWi 3MiHW) NpuBEAEHHS BUMOT crieumdikauii 3a
nokKasHUKoM «laeHTudikalis» y BignoBigHICTb 40
nitovoi MoHorpadii €P 3008 «Rosuvastatin tablets».
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KOHTposib roTOBOrO Nikapcbkoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHA rOTOBOrO NikapCbKoro
3aco6y (iHWi 3MiHM y MeTodax BUNpPo6yBaHb
(BKIHOHAOUM 3aMiHYy 260 JONOBHEHHS)) 3MiHM B
MeToAax BunpobyBaHHs /13 3a nokasHukamu
«KinbkicHe BU3HauYeHHs», «OAHOPILHICTb 4030BaHNX
OAVHMLB», «laeHTudikalis» y BignoBiAHOCTI A0 AitoYoi
MoHorpagii € 3008 «Rosuvastatin tablets». 3miHu Il
TNy - 3MiHK 3 SIKOCTi. FOTOBUIA Nnikapcbkuii 3aci6.
KOHTpOs1b rOTOBOrO Nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
rOTOBOrO /iKapCbkoro 3acoby (3MiHa 3HaxoaUTbLCA
nosa 3aTBeppKeHNMU JONYCTUMUMU MEXamm
cneuudikayiin) 3MiHa Mex cneuudikauii N3 3a
NOKa3HWKOM «PO3YMHEHHA».

211.

PO3YBACTAT
NH

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKOH, Mo 10
mr, no 10 TabneTok
y 6nicTepi, no 3
6nictepu B nayui

TOB
"APTEPIYM
nTar

YkpaiHa

MAT
"Kuismegnpen
apart"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbkuMii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbkoro 3acoby. 3miHa y

MeToAax BUNpobyBaHHA rOTOBOTO J/1iKapCbKOro 3acoby
(iHWi 3mMiHM Yy MeTofax BUNpo6yBaHb (BK/IOYauu

3amiHy ab0 [AOMNOBHEHHS)) BHECEHHS 3MiHW B METOZ,
BMNpo6yBaHHSA /13 3a NoKa3HUKOM «PO3UYMHEHHS» Y
BiANOBIAHOCTI A0 Aitoyoi MoHorpadii €P 3008
«Rosuvastatin tablets».

3a
peyenmom

UA/18623/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA
3aci6. KOHTposib roTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuugikauii Ta/abo AONYyCTUMUX MEX
rOTOBOrO Jlikapcbkoro 3acoby (iHwi 3miHW) CynyTHs
3MiHa - 3MiHM 3 SiKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO Nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHA rOTOBOTO J1iKapCbKOro 3acoby
(iHWi 3mMiHM y MeTofax BUNpobyBaHb (BK/IOYauu
3amiHy abo AOMOBHEHHS)) NPMBEAEHHS BUMOT
cneumdikauii 3a NokasHUKOM «CynpoBifHi AOMILLKM» Y
BiANOBIAHICTb A0 Aito4ol MoHorpadii € 3008
«Rosuvastatin tablets». 3miHu | TUny - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa napameTpiB cneuudikauiii
Ta/abo foNyCTMMUX MEX FOTOBOrO NiKapCbKoro 3acoby
(iHWi 3MiHW) NpUBEAEHHS BUMOT crieumdikauii 3a
NnoKasHUKOM «laeHTudikaLis» y BignosigHICTb A0
nito4yoi MoHorpadii €d 3008 «Rosuvastatin tablets».
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA
3aci6. KOHTposib roTOBOro Nikapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA roTOBOro /ikapCbKoro
3aco6y (iHWi 3MiHM y MeTodax BUNpPo6yBaHb
(BKNOUaLOUM 3aMiHy ab0o [OMNOBHEHHS)) 3MiHM B
MeTofax BMnpobyBaHHs /13 3a nokasHukamm
«KinbkicHe BU3Ha4YeHHs», «OAHOPIAHICTb J030BaHNX
O4VHULB», «laeHTudiKalis» y BigNOBIAHOCTI A0 Aitoyoi
MoHorpadgii € 3008 «Rosuvastatin tablets». 3miHu Il
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOrO /1iKapCbKoro 3acoby. 3MiHa
napameTpiB cneuugikauii Ta/abo AONYyCTUMUX MEX
rOTOBOrO JliKapCbkoro 3acoby (3MiHa 3HaxXoAUTbLCA
nosa 3aTBeppKEHNMU J0NYCTUMUMU MEXaMU
cneumdikauiii) 3miHa mex cneumdikaii M3 3a
MOKa3HUKOM «PO3YNHEHHSA.

212,

POTAPUTMIN

Tabnetku no 200 wmr;
no 10 TabneTtok y
6nictepi; no 3
6nictepu B
KapTOHHI/ KopoobLi

TOB
«YOPN[
MEANLIH>»

YKpaiHa

Pusodpapm CA

LLseiiuapis

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KoHTposb rOTOBOr0 Nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudgikalii Ta/abo AoNyCTUMUX MEX
roTOBOro MiKapCbKOro 3acoby (4OMOBHEHHS abo 3aMiHa
nokasHuka cneyudikauii 3a pesynbtatamu
pocnimpkeHb 3 6e3neky abo AKOCTI (3a BUHATKOM
nNikapcbkunx 3acobis 6ioN10rivYHOro/iMyHONOrYHOrO
NOXOMXXEHHS))- BHeCeHHs 3MiH Ao cneumdikavii Ha
roToBWiA Nikapcbkuii 3aci6 3a NOKa3HUKOM
«Mikpob6ionoriyHa YncToTa», a came BUHECEHHS
OKPeMOT BUHOCKM LLIOAO NEPEOfUYHOCTI KOHTPOO (*Ha
MOMEHT BUMNYCKY: BUKOHYETLCS KOXHY 5 cepito, ane He
MeHLLEe ofHi€el cepii Ha pik. CTabiNbHICTb: BUKOHYETLCA

3a
peyenmom

UA/12887/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Ha TO, T+12 i B KiHLj BUNPOGYBaHHS CTabisIbHOCTI.
[itoya pegakuia Cneyndpikauis MikpobionoriyHa
yncrota JOMNYCTUMI NIMITU
TAMC: He Ginble 10° KYO/r TYMC: He 6inbLue 107
KYOIr Escherichia coli: BigcyTHicTb B 1/r.
MponoHoBaHa pefakuis
Cneuyudpikauis Mikpo6ionoriyHa unuctota AOMNYCTUMI
NIMITU TAMC: He 6inbe 10° KYO/r TYMC: He
6inblwe 10% KYO/r Escherichia coli: BigcyTHicTb B 1/r
*Ha MOMEHT BUMNYCKY: BUKOHYETBLCS KOXHY 5 cepito, ane
He MeHLUe ofHiei cepii Ha pik. CTabiNbHICTb:
BMKOHYETLCA Ha TO, T+12 i B KiHUi BUNpobyBaHHSA
cTabinbHOCTI. BBEAEHHS 3MiH MPOTAroM 6-Tv MicsLiB
nicnsa 3aTBepmkeHHs. 3MiHn | Tuny - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiicbkii hapmakonei/MmoHorpadii.
MopaHHA HOoBOro abo OHOBMEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYEHHS cepTudikara
BiANoBigHOCTI EBponelicbkin hapmakonei: ans Adl;
[ONs BUXIQHOTO MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
A5 AONOMDKHOT peyoByHK (cepTuddikaT BifgnoBigHOCTI
€Bponelicbkii hapmakonei) - HoBuii cepTudikaT Big,
HOBOro BMPO6HMKA (3aMiHa abo [A0MNOBHEHHS)-
MoaaHHA HoBOro cepTuddikaTa BiANOBIAHOCTI
€Bponeiicbkilt hapmakonei R1-CEP 2005-127-Rev 02
Bifl HOBOro BMpO6HMKa cybcTaHuii CAMBREX
PROFARMACO MILANO S.R.L,, Italy.

213.

CA/ITbBYTAMO
N-IHTENI

iHranauia nig
TWUCKOM, CyCMeH3is,
100 mkr/go3a no 200
003 (10 mn) B
antoMiHiEBOMY
6as10Hi; No 1 6as1oHy
3 NN1aCTUKOBUM
ajlanTepom Ta
KPYLLIKOIO Y
KapTOHHIA KOpooLi

3AT
«IHTENI
FEHEPUKC
HOP»

JntBa

Nab6opaTtopio
Anbpgo-HOHioH,
C..

IcnaHis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
ONs MeAnYHOro 3aCTOCYyBaHHSA Ha MifcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKapCbKoro
3aco6y B nicnapeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OUiHKV 3BITY 3 AOC/IMKEHb, MPOBEAEHUX
BIAMNOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY y3rof)eHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom).
3MiHV BHECEHO B IHCTPYKLiIO AN MeAUYHOro
3acTOCyBaHHS MikapCbKOoro 3acoby A0 po3ainy
"Oco6nMBOCTI 3aCTOCyBaHHS" BigNoBiAHO 40
OHOB/EHOI iHGhopMaLii LWoao 6e3nekn 3acToCyBaHHSA
[it040i peyoBMHYM 3rigHo 3 pekomeHgauiero PRAC.

3a
peyenmom

He
nionsieae

UA/8338/01/01

214.

CEJICTPEC

Tabnetku no 10
Tabnetok y 6nictepi;
nol 3ta6

TOB
"ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma
Crapt"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapCbKoro 3acoby (iHLi 3MiHu) -

6e3
peuyenma

nionsieae

UA/14145/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

6nictepis B
KapTOHHII navi

peAakTopchbKi 3MiHM A0 crieumndikalii Ta MeTogiB
KOHTPO/IO 3a nokasHukamu “Onuc” Ta “KinbkicHe
BM3HAUYEHHA" Y 3B’A3KY 3 NPUBEAEHHAM [0 3araibHNX
BHYTPILLUHBO-hipMOBMX BUMOT. 3MiHU BHECEHO [0
IHCTpPYKLUIiT 415 MeANYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby A0 po3giny "OCHOBHI (Di3NKO-XIMiYHi
B/1ACTMBOCTI" BiANOBIAHO A0 MaTepiasis
peecTpaLjiiiHoro Aockbe. BBeEHHSA 3MiH MPOTAroM 6-Tu
MicALiB MicnsA 3aTBepKEHHSA. 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MegnyHoro
3aCTOCyBaHHSA Ha MifcTasi peryasipHO OHOB/IIOBAHOrO
3BiTYy 3 6e3nekn Nikapcbkoro 3acoby, abo foCNiAXKEHb
3 6e3nekn 3acToCcyBaHHA NikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pe3ynbTaTt OLiHK/
3BIiTY 3 JOCNILKEHb, NPOBEAEHNX BiAMNOBIAHO A0 NnaHy
negiatpuyHnx gocnimkensb (PIP) (iHwi 3miHW) -3MiHN
BHECEHO A0 IHCTPYKUii 418 MEAUYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3zinis "MpoTunokasaHHs",
"B3aemogis 3 iHWVMU NikapcbkMMK 3acob6amu Ta iHLi
BMAM B3aemogiin", "OcobmBOCTi 3aCTOCyBaHHS",
"Mepeno3yBaHHA" Ta "Mo6iyHI peakyjii” 1Woa0 6e3neku
3aCTOCyBaHHSA fjil0UMX Pe4YoBUH. BBefeHHs 3MiH
NpoTSArom 6-Tv MicsLiB Nicisi 3aTBEPAKEHHS.

215.

CUNYET®

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOIO,

no 21 tabnertui B
6nicTepi; no 1 abo
no 3 6nictepu
pasoM i3 KapTOHHUM
dyTnapom ans
36epiraHHsA 6nictepa
B nauLi

BAT
"TefeoH
PixTep"

YropuimHa

BAT "TeneoH
PixTep"

YropumHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichKii
thapmakonei/MmoHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeEChKii
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€Bponelicbkiin hapmakonei) - Hosuii ceptudikar Big,
BXE 3aTBEePA)KEHOro BUPO6HWMKa - MOJaHHA HOBOrO
cepTudikaTy BiAnoBigHOCTI EBponeiickkili hapmakonei
RO-CEP 2020-023-Rev 00 Big, 3aTBEpAKEHOrO
BMpo6HMKa Gedeon Richter PLC pgjtoyoi peqyoBuHu
JieHorecT.

3a
peyenmom

UA/12532/01/01

216.

CUHADNTAHY
MA3b

masb 0,025 %; no 10
ra6o no 15 ry Ty6i;
no 1 1y6i B navui

TOB "AKnM
"®apmauesT
nyHa
habpuka”

Ykpaina

TOB "OKN
"PapmavuesTu
yHa thabpuka"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).

OHOB/1EHO TEKCT MapKyBaHHSA MepBUHHOI Ta BTOPUHHOT
yNaKoBOK /likapCbKOro 3acoby, a came: BUTy4YeHO
iHhopMawLito, 3a3HaYeHy poCiiCbKo MOBOHD,
YTOYHEHO iHhopMaLito 1040 N0roTUNy BUPOBHUKA, a

3a
peyerimom

UA/9345/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
Takoxk y n. 17. «IHLWE» BTOpMHHOI ynakosku (15 r)
BU/TYYEHO TEKCT «BUroToBMeHO Ha 3aMOB/EHHS
(BkasyeTbcA Ha3Ba nignpuemcTsa). /13rotosneHo nog
3aKa3 (yka3blBaeTCsl Ha3BaHue nNpeanpusaTns)».
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.
217. | CUHYNPET® Kpanni opasibHi, No BioHopuka HimeuunH | BioHopuka CE HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu | 6e3 UA/4373/02/01
50 mn a6o no 100 CE a My - 3MiHK 3 AkocTi. A®L. KoHTponb APL. 3miHa y peuyenma

M1 PO3YMHY Y
chnakoHi, 3
[03yH0UnM
KpanenbHUM
NPUCTPOEM 3BEPXY,
3 KPULLKOHO, LU0
HarBUHYYETHCS |
KiNbLLEeM KOHTPOSI0
BigKpUTTA, No 1
donakoHy y
KapTOHHIA Kopoo6Li

mMeTodax BunpobysaHHs A®l abo BuxigHoro
Marepiany/NpoMiXXHOTO NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y MpoLieci BUpobHuuTea Ad|
(He3HauHi 3MiHM y 3aTBEPKEHUX MeToAax
BMNPOOYBaHHS)

MeToaunka Bu3HauveHHs «IipkoTu» KopeHs FopevaBku
(Radix Gentianae) 6ynia oHOB/ieHa Ta
nepeHymMepoBaHa.
3arBepaXeHo:
3.2.5.4.1 Specification 2041001-022SIL-DE-V008
2041001-092SLN-DE-V008 Assay Bitterness value; B
PY PM 211/01: 8000 — 12500 3.2.S.4.2 Analytical
procedures Analytical method B PY PM 211/01
3.2.5.4.3 Validation of analytical procedures Validation
report for B PY PM 211/01
3anponoHoBaHo:
3.2.5.4.1 Specification TO000002-DE-V1.1 Assay
Bitterness value; B PY PM 830/01: 8000 — 12500
3.2.5.4.2 Analytical procedures Analytical method B
PY PM 830/01 3.2.S.4.3 Validation of analytical
procedures Validation report for B PY PM 830/01
3MiHn | TURY - 3MiHK 3 AKocTi. APl KoHTponb AdI.
3miHa y meTogax BunpobyBaHHa APl abo BMXigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPWCTOBYETLCA y NpoOLEeCi BUpOo6HMLTBa AD|
(He3HauHi 3MiHM y 3aTBEpAXEHUX MeTogax
BUNPOBYBaHHS)

MeTopg TecTyBaHHS adp/IaTOKCUHIB y POCIMHHOMY
npenapari KopiHb MopeuaBku (Radix Gentianae) 6yno
OHOBJIEHO Ta NEepeHyMepoBaHO B KOHTPAKTHIl
na6oparopii Phytolab GmbH & Co. KG.
3arBepaKeHo:
3.2.S.4.1 Specification(s) 2041001-022SIL-DE-V008
2041001-092SLN-DE-V008 Purity Aflatoxin B1; test
instruction No. PV.11.P019_03 or SOP 805038, issue
2: <=2 [ug/kg] Aflatoxins sum (B1, B2, G1, G2); Test
instruction No. PV.11.P019 03 or SOP 805038, issue
2: <=4 [ug/kg] 3.2.S.4.2 Analytical Procedures SOP
805038, issue 2, Phytolab GmbH & Co. KG 3.2.5.4.3
Validation of analytical procedures VR to SOP 805038,




Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
issue 1
3anponoHoBaHo:

3.2.5.4.1 Specification(s) T0000002-DE-V1.1 Purity
Aflatoxin B1; test instruction No. PV.11.P019_03 or
SOP 805023, issue 2: <=2 [ug/kg] Aflatoxins sum (B1,
B2, G1, G2); Test instruction No. PV.11.P019_03 or
SOP 805023, issue 2: <=4 [ug/kg] 3.2.S.4.2 Analytical
Procedures SOP 805023, issue 2, Phytolab GmbH &
Co. KG 3.2.5.4.3 Validation of analytical procedures
VR to SOP 805023, issue 1
3MiHu | TNy - 3MiHK 3 aKocTi. A®Il. KoHTponb AdI.
3miHa y meTogax sunpobysaHHa APl abo BuXigHOrO
mMarepiany/NMpoMiXHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y Npoueci BUpobHuuTBa API
(He3HauHi 3MiHN y 3aTBEPKEHUX MeToaax
BMNPOOYBaHHs)
OHOB/IEHHA METOANKN MAKPO- Ta MIKPOCKOMIUHUX
XapaKTepucTUK TPaBW LB/ 3BMYANHOrO.
3arBepaKeHo:
3.2.S.4.1 Specification(s) 2041101-022SIL-DE-V005
2041101-092SLN-DE-V005 Identity Macroscopic
characteristics; B PY PM 468/01: must comply with the
requirements Microscopic characteristics; B PY PM
468/01: must comply with the requirements 3.2.5.4.2
Analytical Procedures Analytical method B PY PM
468/01
3anponoHoBaHo:
3.2.5.4.1 Specification(s) TO000003-DE-V1.0 Identity
Macroscopic characteristics; B PY PM 468/02: must
comply with the requirements Microscopic
characteristics; B PY PM 468/02: must comply with the
requirements 3.2.S.4.2 Analytical Procedures
Analytical method B PY PM 468/02
3MiHn | TUnYy - 3MiHK 3 sKocTi. CepTudikar
BignosigHocTI/lTE-cepTucpikat signosigHocTi
€Bponelicbkiit hapmakonei/MoHorpadii. 3miHu,
NoB's3aHi 3 HEOOXIAHICTIO MPVBEAEHHS Y BiANOBIAHICTD
[0 MoHorpadpii J®Y abo €Bponeiicbkoi thapmakoner,
ab0 iHWOI HauioHanbHOI thapmakonei aepxasu €C
(3miHa y cneumdikauisx, nos'sa3aHa 3i 3miHamu B DY,
abo €sponelicbkiin hapmakonei, abo iHLWii
HauioHasbHin thapmakonei fepxasu €C)
MpuBeaeHHs cneumdikadii Ha BUMYCK TpaBu BepOeHN
y BiANoBigHICTbL A0 MoHOrpadii «Herba Verbenae» Ph.
Eur.
3arBepaKeHo:

3.2.5.4.1 Specification(s) 2042201-022SIL-DE-V005
2042201-092SLN-DE-V005 Definition Part of plant
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
used: dried, fragmented aerial parts 3anponoHoBaHo:

3.2.S.4.1 Specification(s) TO000009-DE-V1.0
Definition Part of plant used: dried, whole or
fragmented aerial parts
3MiHu | TNy - 3MiHK 3 aKocTi. A®Il. KoHTponb AdI.
3MiHa y napameTpax crneumdikauiii Ta/abo
[ONyCTUMMX MEX, BU3HaUYeHuX y cneyudikaisx Ha
A®I, ab60 BUXIQHWIA/NPOMDKHUIA NPOAYKT/peareHT, o
BVKOPUCTOBYIOTbCSA Y Npoueci BUpobHuutea AdI
(BMlyYEeHHS HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BWJTyYEHHS 3aCTapifioro nokasHvka))
BuganeHHs iHdopmauii Woao mxepena noxXogKeHHs
NiKapCbKOi POC/IMHHOT CMPOBMHM 3i cneumdikadii Ha
Bunyck KeiTkn 6y3uHu (Flores Sambuci). JaHa 3miHa €
pepakuiiiHoto, ockinbku cxsaneHi BfArM mxepena
noxogkeHHs NIPC 3anuwaoTbCa HE3MIHHUMU Y
BumMorax GACP.
3MiHn | TURY - 3MiHK 3 aKocTi. APl. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
O0ONyCTUMUX MeX, BU3HAYEHUX Y crneundikalisx Ha
A®|, ab0 BUXigHWIA/MPOMIDXHWI NpoAYKT/peareHT, Wo
BUKOPWCTOBYIOTLCA Y NpoLeci BUpobHuuTea Ad|
(BMNyYEeHHS HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BWUJTYYEHHS 3aCTapifioro nokasHvka))
BupaneHHs iHdopmauii Woao mxepena noxXo4KeHHs
NiKapcbKoi POCAMHHOI CMPOBUHM 3i cneuudikauii Ha
sunyck KopiHb ropeyaskn (Radix Gentianae). laHa
3MiHa € peakL,iliHol, OCKiNlbkv cxBaneHi BfArM
[xepena noxogkeHHs JIPC 3anuwaroTbes
He3MiHH1MK y BUMorax GACP.
3MmiHu | TMRY - 3miHu 3 sKocTi. APl. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
[ONYCTUMUX MEX, BU3HaUeHuX y cneuudikadisx Ha
A®l, ab0 BUXIQHWIA/NPOMDKHWIA MPOAYKT/peareHT, Wwo
BMKOPUCTOBYHOTbCA Y Npoueci BUpobHuuTBa AdI
(BUAYyYEHHS HE3HAYHOrO NOKa3HMKa SKOCTi (Hanpuknag,
BWJ/TYYEHHS 3aCTapifioro nokasHukay))
BuganeHHs iHhopmal,i LWoao mKepena noxXomKeHHs
NiKapCbKoi POCMHHOT CMPOBMHM 3i cneumdikauii Ha
Bunyck KBiTku nepsougiTy 3 yalueukoto (Flores
Primulae cum Calycibus). JaHa 3miHa € pegakuiiiHoto,
ocKifibku cxBasieHi BfArM mxepena noxomxeHHs JIPC
3a/MWAaTbCA He3MiHHUMK y BUMorax GACP.
3MiHu | TUNYy - 3MiHK 3 AKocTi. A®Il. KoHTponb AdI.
3MiHa y napameTpax crneumdikauiii Ta/abo
[ONyCTUMMX MEX, BU3HaUYeHuX y cneyudikaisx Ha
A®I, ab0 BUXIQHWIA/NPOMDKHUIA NPOAYKT/peareHT, o

BVKOPUCTOBYIOTbCSA Y npoueci BupobHuutea AdI
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1

(BMlyYEHHS HE3HAYHOrO NOKa3HWKa AKOCTI (Hanpuknag,
BWJTyYEHHS 3aCTapifioro nokasHvka))
BupaneHHs iHdopmauii Woao mkepena noxXogkKeHHs
NiKapCbKOi POC/IMHHOT CMPOBMHM 3i cneumdikadii Ha
Bunyck Tpasa wasnto (Herba Rumicis). JaHa 3miHa €
pepakuiiiHoto, ockinbku cxsaneHi BfArM mxepena
noxomxkeHHs NIPC 3anuwaoTbCa HE3MIHHUMU Y
BuMorax GACP.
3MiHn | TURY - 3MiHK 3 sKocTi. APl KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
O0ONyCTUMUX MeX, BU3HAUYEHUX Y crneundikalisx Ha
A®|, ab0 BUXigHWIA/MPOMIDXHWI NpOAYKT/peareHT, Wo
BUKOPWCTOBYIOTLCA Y NpoLeci BUpobHuuTea Ad|
(BMNyYEeHHS HE3HAYHOrO NOKasHWKa AKOCTI (Hanpuknag,
BWU/TYYEHHS 3aCTapifioro nokasHvka))
BupaneHHs iHdopmaLii Woao mxepena noxXoaKeHHs
NiKapcbKoi POCAMHHOI CMPOBUHM 3i cneuudikauii Ha
BMNyck Tpasa BepbeHu (Herba Verbenae). aHa 3miHa
€ pefakuiiiHot, ocKinbkn cxsaneHi BfArM mpxepena
noxomxkeHHs JIPC 3anunwanTbCa HE3MIHHUMU Y
BumMorax GACP.
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA
3aci6. KOHTposib roTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneyugikauii Ta/abo AONYyCTUMUX MEX
roTOBOrO JliKapCbKoro 3acoby (4ONOBHEHHS
cneumaikalii HOBUM NOKa3HUKOM 3 BifNOBIAHNM
MeTO0M BUNPOOYBaHHS)

MapameTp «O6’€M HaNOBHEHHS» BK/THOYEHO [0
creuudikauii BUNycky B po3gini «AHoTaLii», OCKiNbKM
paHile faHe BUNpo6yBaHHSA BXe 6yN0 BCTAHOBEHO Y
npoteci BUpobHMLTBA.
3arBepaXeHo:
3.2.P.5.1 Specification(s) Release Specification
3076601-022SIL-DE-V006 3076601-092SLN-DE-V006
Annotations —
3anponoHoBaHo:
3.2.P.5.1 Specification(s) Release Specification
T0000102-DE-V1.0 Annotations The filling volume
(IPC) is in compliance with the requirements according
to the ordinance on finished packaging.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBMIA NiKapCbKUi
3aci6. KOHTposib roTOBOrO Nikapcbkoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHA rOTOBOTO NiKapCbKOro
3aco0y (He3Ha4Ha 3MiHa y 3aTBepMXEeHNX MeTodax
BMNPOBYBaHHSA)

OHOB/IEHHA @aHaNITUYHOI METOAVKMN 3a NMOKa3HUKOM
«ETaHOM0BWI 3MiLLIAHWI EKCTPaKT, po3paxoBaHuii 3a
3arasibHO KifIbKICTIO nonidpeHonis» y cnevudikawii
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BUMYCKY Ta Ha TEPMiH NpUAATHOCTI Ana CUHynpeT,
Kpanni opasibHi.
3arBepaxeHo:
3.2.P.5.1 Specification(s) Release Specification
3076601-022SIL-DE-V006 3076601-092SLN-DE-V006
Ethanolic mixed extract, calculated via total
polyphenols; B PY PM 467/04: 27.5 — 30.5 [g/100 g]
Shelf-life specification 3076601-022SIL-S-DE-V006
3076601-092SLN-S-DE-V006 Total polyphenols,
calculated as pyrogallol — recovery of the starting
value; B PY PM 467/04: 90-110 [%] 3.2.5.4.2
Analytical procedures B PY PM 467/04
3anponoHoBaHo:
3.2.P.5.1 Specification(s) Release Specification
T0000102-DE-V1.0 Ethanolic mixed extract, calculated
via total polyphenols; B PY PM 467/05: 95-105 [%]
Shelf-life specification T0000102-S-DE-V1.0 Total
polyphenols, calculated as pyrogallol — recovery of the
starting value; B PY PM 467/05: 90-110 [%] 3.2.S.4.2
Analytical procedures B PY PM 467/05
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapcbkuii
3aci6. KOHTposib roTOBOrO NikapCbkoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHA rOTOBOrO NiKapCbKoro
3acoby (He3HauyHa 3MiHa y 3aTBEPKEHNX METOAAX
BMNPOOYBaHHS)

OHOB/IEHHS @aHaNiITUYHOrO METOAY 3a NMOKa3HUKOM
«BwmicT KopeHs Nopeyasku (Radix Gentianae),
po3paxoBaHuii 3a MOKa3HWKOM TipKOTU» y crieumdikav,i
BWMYCKY Ta Ha TepMiH NpuaaTHocTi CuHynpeT, kpani
OpaJIbHiI.
3arBepaKeHo:
3.2.P.5.1 Specification(s) Release Specification
3076601-022SIL-DE-V006 3076601-092SLN-DE-V006
Assay Gentianae radix, calculated via bitterness value;
B PY PM 211/01: 0.16 — 0.24 [g/100 g] Shelf-life
specification 3076601-022SIL-S-DE-V006 3076601-
092SLN-S-DE-V006 Assay Bitterness value —
recovery of the starting value; B PY PM 211/01: 90 —
110 [%] 3.2.P.5.2 Analytical procedures B PY PM
211/01 3.2.P.5.3 Validation of analytical procedures
Validation report for B PY PM 211/01
3anponoHoBaHo:
3.2.P.5.1 Specification(s) Release Specification
T0000102-DE-V1.0 Assay Recovery of Gentianae
radix, calculated via bitterness value; B PY PM 211/03:
80-120 [%)] Shelf-life specification T0000102-S-DE-
V1.0 Bitterness value — recovery of the starting value;
B PY PM 211/03: 90 — 110 [%] 3.2.P.5.2 Analytical
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procedures B PY PM 211/03 3.2.P.5.3 Validation of
analytical procedures Validation report for B PY PM
211/03
3MmiHu | TYny - AgMiHICTpaTUBHI 3MiHKU. 3MiHa
HalimeHyBaHHs1 Ta/abo afpecu Micus NpoBaKeHHS
AiSNbHOCTI BUPO6HMKA (BK/IKOYAK0UM, 38 HEOOXIAHOCTI,
MiCLie NPOBEeAEHHS KOHTPOJIIO SIKOCTI), ab0 BNacHuka
macTep-thaiina Ha A®l, abo nocTavanbHUKa
Adl/BuxigHoro matepiasy/peareHTy/npoMixHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Yy BUPOOHNLTBI ADI
(sIKLLO 3a3HaYeHO y JOCLE Ha Nikapcbkuii 3acib) 3a
BiiCYTHOCTi cepTudpikaTa BiANoBigHOCTI EBponeiichkili
chapmakonei y 3aTBepgyKeHOMy A0CbE, a60 BUPOGHUKA
HOBOI ONOMDKHOT PEYOBUHU (SIKLLLO 3a3HAYEHO Y
[0CbE)
3MiHa Ha3BY BMPOGHMKA POCIVHHUX MpenaparTis
Hermann Oberhauser. 3aTBepaxeHo:
3.2.5.2.1.1 Manufacturers of herbal substances
Suppliers of herbal substances: Hermann Oberhauser
Seeoner Strasse 62 83125 Eggstaett Germany
3anponoHoBaHo:
3.2.5.2.1.1 Manufacturers of herbal substances
Suppliers of herbal substances: Primary processing of
herbal drugs : Oberhauser Natur Fruechte Pflanzen
GmbH Seeoner Strasse 62 83125 Eggstaett Germany
3MiHY | TUNY - AOMIHICTPATUBHI 3MiHX. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy MicLs NPOBaKEHHS
LiS/TbHOCTI BUPO6HMKa (BK/IHOYAoUM, 3a HEOOXigHOCTI,
MicLLle NPOBeAeHHSA KOHTPOJIK0 AKOCTI), a60 BnacHuka
macTep-thaiina Ha A®l, abo noctayanbHUKa
A®l/BuxigHoro matepiasy/peareHTy/MpoMixXHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCS Y BUPOOHMLTBI ADI
(AKLLLO 3a3HAYeHO Y JOChE Ha NlikapCbkuii 3aci6) 3a
BiICYTHOCTI cepTucpikaTa BiANOBIgHOCTI EBpONeNnchbkili
chapmakonei y 3aTBepayKeHOMy A0Cbe, ab0 BUPOGHUKA
HOBOI AONOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y
[0CbE)
3MiHa Ha3BU BUPOOHYMKA POC/IMHHUX Npenaparis
Biosteril GmbH & Co. KG / Kiindig Nahrungsmittel
GmbH & Co. KG
3arBepaXeHo:
3.2.5.2.1.1 Manufacturers of herbal substances
Suppliers of herbal substances: Biosteril GmbH & Co.
KG / Kuendig Nahrungsmittel GmbH & Co. KG An der
Salzbruecke 98617 Ritschenhausen Germany
3anponoHoBaHo:
3.2.5.2.1.1 Manufacturers of herbal substances
Suppliers of herbal substances: Primary processing of
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herbal drugs : Kuendig Nahrungsmittel GmbH & Co.
KG Deutschland An der Salzbruecke 98617
Ritschenhausen Germany
3miHu | TNy - 3miHK 3 AkocTi. APl BupobHuUTBO.
3MiHa BUPOGHMKa BUXIiAHOTO/MPOMIXHOrO
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCS Y
BMPOGHMYOMY npoueci A®I, abo 3MiHa BUPOGHMKa
(Bkntovaroun, ae HeobxigHO, MicLe NPOBeAEHHS
KOHTponto sikocTi) APl (3a BigCyTHOCTI cepTuddikata
BiANOBIAHOCTI €Bponeiickkili hapmakonei y
3aTBepAKEHOMY A0CHE)(iHLUI 3MiHK)
BkntoyeHHs iHdhopmaLii Npo nepsrMHHY 06pO6KY
(KopiHb ropeyasku (Radix Gentianae)).
3anponoHoBaHo:
3.2.5.2.1.1 Manufacturers of herbal substances
Primary processing of herbal drugs: Elder flower,
Gentian root, Primula flower with calyx, Common

sorrel herb, Verbena herb Heinrich Klenk GmbH & Co.

KG An der Hohen Strasse 2 7520 Roethlein Germany
Kraeuter Mix GmbH Wiesentheider Strasse 4 97355
Abtswind Germany Oberhauser Natur Fruechte
Pflanzen GmbH Seeoner Strasse 62 83125 Eggstaett
Germany Kuendig Nahrungsmittel GmbH & Co. KG
Deutschland An der Salzbruecke 98617
Ritschenhausen Germany Elder flower Martin Bauer
GmbH & Co. KG Dutendorfer Strasse 5-7 91487
Vestenbergsgreuth Germany
3miHu | TNy - 3miHK 3 AkocTi. APl BupobHnUTBO.
3MiHa BUPOGHMKa BUXIiAHOTO/MPOMIXHOrO
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCS Y
BMPOGHMYOMY npoueci A®I, abo 3MiHa BUPOGHMKa
(Bkntovarun, ae HeobxigHO, MicLe NPOBeAEHHS
KOHTponto sikocTi) APl (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI €Bponeiickkili hapmakonei y
3aTBEpAKEHOMY A0CHE)(iHLUI 3MiHN)
BkntoyeHHs iHdhopmaLii Npo nepsrMHHY 06pO6KY
(KBiTkn nepsouBiTy 3 yaweukoto (Flores Primulae cum
Calycibus)).
3anponoHoBaHo:
3.2.5.2.1.1 Manufacturers of herbal substances
Primary processing of herbal drugs: Elder flower,
Gentian root, Primula flower with calyx, Common
sorrel herb, Verbena herb Heinrich Klenk GmbH & Co.
KG An der Hohen Strasse 2 7520 Roethlein Germany
Kraeuter Mix GmbH Wiesentheider Strasse 4 97355
Abtswind Germany Oberhauser Natur Fruechte
Pflanzen GmbH Seeoner Strasse 62 83125 Eggstaett
Germany Kuendig Nahrungsmittel GmbH & Co. KG
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Deutschland An der Salzbruecke 98617
Ritschenhausen Germany Elder flower Martin Bauer
GmbH & Co. KG Dutendorfer Strasse 5-7 91487
Vestenbergsgreuth Germany
3MiHu | TMNY - 3MiHK 3 SKoCTi. A®l. BUpOGHULITBO.
3MiHa BUPOGHMKa BUXiAHOTO/MPOMIXHOIO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMYOMY npoueci A®I, abo 3MiHa BUPOGHMKa
(BKNtOYatoun, fe HeobXxigHO, MicLe NPOBEeAEHHS
KOHTpOsto sikocTi) APl (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPKEHOMY [0CHE)(iHLWI 3MiHN)
BktoyeHHs iHdhopmadii npo nepBrMHHY 06pO6KY
(Tpasa wasnto (Herba Rumicis)).
3anponoHoBaHo:
3.2.S.2.1.1 Manufacturers of herbal substances
Primary processing of herbal drugs: Elder flower,
Gentian root, Primula flower with calyx, Common

sorrel herb, Verbena herb Heinrich Klenk GmbH & Co.

KG An der Hohen Strasse 2 7520 Roethlein Germany
Kraeuter Mix GmbH Wiesentheider Strasse 4 97355
Abtswind Germany Oberhauser Natur Fruechte
Pflanzen GmbH Seeoner Strasse 62 83125 Eggstaett
Germany Kuendig Nahrungsmittel GmbH & Co. KG
Deutschland An der Salzbruecke 98617
Ritschenhausen Germany Elder flower Martin Bauer
GmbH & Co. KG Dutendorfer Strasse 5-7 91487
Vestenbergsgreuth Germany
3MiHu | TMNY - 3MiHK 3 SKoCTi. A®l. BUpOBHULITBO.
3MiHa BUPOGHMKa BUXiAHOTO/MPOMIXHOIO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMYOMY npoueci A®I, abo 3MiHa BUPOGHMKa
(BKntOvatoun, fe HeobxigHO, MicLe NPoBeAEeHHS
KOHTpOsto sikocTi) APl (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPKEHOMY [0CHE)(iHLWI 3MiHN)
BktoyeHHs iHdhopmadii npo nepBrMHHY 06pO6KY
(KBiTkn 6y3uHmM (Flores Sambuci)).
3anponoHoBaHo:
3.2.5.2.1.1 Manufacturers of herbal substances
Primary processing of herbal drugs: Elder flower,
Gentian root, Primula flower with calyx, Common

sorrel herb, Verbena herb Heinrich Klenk GmbH & Co.

KG An der Hohen Strasse 2 7520 Roethlein Germany
Kraeuter Mix GmbH Wiesentheider Strasse 4 97355
Abtswind Germany Oberhauser Natur Fruechte
Pflanzen GmbH Seeoner Strasse 62 83125 Eggstaett
Germany Kuendig Nahrungsmittel GmbH & Co. KG
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Deutschland An der Salzbruecke 98617
Ritschenhausen Germany Elder flower Martin Bauer
GmbH & Co. KG Dutendorfer Strasse 5-7 91487
Vestenbergsgreuth Germany
3MiHu | TMNY - 3MiHK 3 SKoCTi. A®l. BUpOGHULITBO.
3MiHa BUPOGHMKa BUXiAHOTO/MPOMIXHOIO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMYOMY npoueci A®I, abo 3MiHa BUPOGHMKa
(BKNtOYatoun, fe HeobXxigHO, MicLe NPOBEeAEHHS
KOHTpOsto sikocTi) APl (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPKEHOMY [0CHE)(iHLWI 3MiHN)
BktoyeHHs iHdhopmadii npo nepBrMHHY 06pO6KY
(TpaBa BepbeHun (Herba Verbenae)).
3anponoHoBaHo:
3.2.S.2.1.1 Manufacturers of herbal substances
Primary processing of herbal drugs: Elder flower,
Gentian root, Primula flower with calyx, Common

sorrel herb, Verbena herb Heinrich Klenk GmbH & Co.

KG An der Hohen Strasse 2 7520 Roethlein Germany
Kraeuter Mix GmbH Wiesentheider Strasse 4 97355
Abtswind Germany Oberhauser Natur Fruechte
Pflanzen GmbH Seeoner Strasse 62 83125 Eggstaett
Germany Kuendig Nahrungsmittel GmbH & Co. KG
Deutschland An der Salzbruecke 98617
Ritschenhausen Germany Elder flower Martin Bauer
GmbH & Co. KG Dutendorfer Strasse 5-7 91487
Vestenbergsgreuth Germany
3MiHu | TMNY - 3MiHK 3 SKoCTi. A®l. BUpOBHULITBO.
3MiHa BUPOGHMKa BUXiAHOTO/MPOMIXHOIO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMYOMY npoueci A®I, abo 3MiHa BUPOGHMKa
(BKntOvatoun, fe HeobxigHO, MicLe NPoBeAEeHHS
KOHTpOsto sikocTi) APl (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPKEHOMY [0CHE)(iHLWI 3MiHN)

OHOB/IEHO iHGhopMaLito NPo NnocTavyanbHNUKIB
POC/IMHHOT CUPOBUHW. [I151 KOXXHOr0O nocTavasibHuKa
BK/IIOYEHWI BiAMOBIgHWIA perioH noxomkeHHs (Tpasa

wasnto (Herba Rumicis)).
3MiHn | TURY - 3MiHK 3 akocTi. A®l. BupobHuuTBO.
3MiHa BUPOGHYKa BUXiAHOTO/MPOMiXHOrO

NPOAYKTy/peareHTy, L0 BUKOPUCTOBYHOTLCS Y

BMPOGHMYOMY npoLieci A®I, abo 3miHa BUPOGHUKaA
(BrntOvaroun, ae HeobxigHO, MicLe NPOBeAEHHS
KOHTpO/t0 sKOCTi) AP (3a BigCYTHOCTI cepTudikaTa
BifNOBigHOCTI €Bponelickkili hapmakonei y
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3aTBEPKEHOMY A0CHE)(iHLWi 3MiHW)
OHOB/1EHO iHGhopMmaLito NPo NnocTavyanbHUKIB
POCANHHOI CUPOBUHK. [I/151 KOXHOrO noctadasibHuKa
BKJ/THOYEHWIA BIAMOBIAHWIA perioH noxomkeHHs (KBiTkn
6y3uHun (Flores Sambuci)).
3MiHn | TURY - 3MiHK 3 akocTi. A®l. BUpobHuLTBO.
3MiHa BMPOGHMKA BMXiZAHOTO/MPOMIXKHOTO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHMYOMY npoLieci A®I, abo 3MiHa BUPOGHUKaA
(BK/tOYaKOUM, Ae HeobXiAHO, MicLe NPOBEAEHHS
KOHTpO/tO sIKOCTi) AP (3a BigCYTHOCTI cepTudikaTa
BifNOBigHOCTI E€Bponelickkilt hapmakonei y
3aTBEPAKEHOMY A0CHE)(iHLWi 3MiHW)
OHOB/IEHO iHGhopMmaLito NPo NnocTavyanbHUKIB
POCANHHOI CUPOBUHK. [I/151 KOXHOro noctadasibHuKa
BKJ/THOYEHWIA BiANOBIAHUIA perioH NoxomkeHHs (TpaBa
BepbeHu (Herba Verbenae)).
3MiHn | TURY - 3MiHK 3 akocTi. A®l. BUpobHMLTBO.
3MiHa BMPOGHMKA BMXiZAHOTO/MPOMIXKHOTO
NPoAYKTy/peareHTy, L0 BUKOPUCTOBYOTLCS Y
BMPOGHMYOMY npoLieci A®I, abo 3miHa BUPOGHUKaA
(BK/OYaKOUM, Ae HeOOXiAHO, MiCLe NPOBEAEHHS
KOHTPO/t0 sIKOCTi) AP (3a BigCYTHOCTI cepTudikaTa
BifNoBigHOCTI E€Bponelickkilt hapmakonei y
3aTBEPKEHOMY A0CHE)(iHLWi 3MiHW)
OHOB/IEHO iHGhopMmaLito NPo nocTavyanbHNUKIB
POCANHHOI CMPOBUHK. [I151 KOXHOro noctadasibHuKa
BKJ/THOYEHMIA BiAMNOBIAHUIA perioH NoxogkeHHs (KopiHb
ropeyasku (Radix Gentianae)).
3MiHn | TURY - 3MiHK 3 akocTi. A®l. BUpobHMLTBO.
3MiHa BMPOGHMKA BMXiZAHOTO/MPOMIDXKHOTO
NPoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCS Y
BMPOGHMYOMY npoLieci A®I, abo 3MiHa BUPOGHUKaA
(BK/tOYaKOUM, Ae HeOOXiAHO, MicLe NPOBEAEHHS
KOHTpO/t0 sIKOCTi) AP (3a BigCYTHOCTI cepTudikaTa
BifNoBigHOCTI E€Bponelickkilt hapmakonei y
3aTBEPAKEHOMY A0CHE)(iHLWi 3MiHW)
OHOB/IEHO iHGhopMmaLito NPo NnocTavyanbHUKIB
POCANHHOI CUPOBUHK. [I151 KOXHOro noctadasibHuKa
BKJ/THOYEHWIA BIAMOBIAHWIA perioH noxomkeHHs (KBiTkn
nepsougiTy 3 yaweukoro (Flores Primulae cum
Calycibus)).
3MiHn | TUny - 3MiHK 3 aKocTi. A®I. KoHTponb Adl.
3MiHa y napameTpax cneuudikadii Ta/abo
[ONYCTUMUX MEX, BU3HaUeHuX y cneuudikadisx Ha
A®|, a60 BMXiAHWIA/NPOMIXXHUIA NPOAYKT/peareHT, Lo
BMKOPVCTOBYIOTLCSA Y Npoueci BupobHuutea A®| (iHwwi
3MiHW)
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Onuc cTyneHs nogpibHeHHs BUNPaB/EHO B
cneuudikaLii BUNycKy poOC/IMHHOI pevyoBUHU KBIiTkK
6y3uHun (Flores Sambuci) 3.2.S.4.1 Specification
3arBepoKeHo:

Definition Herbal substance of elder flower TO000010-
DE-V1.0 Degree of comminution: rubbed according to
DAB 2.8.N5
3anponoHoBaHo:

Definition Herbal substance of elder flower TO000010-
DE-V1.2 Degree of comminution: whole
3MiHu | TNy - 3MiHK 3 aKocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax crneumdikauiin Ta/abo
OONYCTUMMX MEX, BU3HAUEHUX Y crneungikalisx Ha
A®l, abo BUXIQHWIA/NPOMDKHWIA NPOAYKT/peareHT, o
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutTea AP (iHwi
3MiHK)

Onuc cTyneHs nogpibHeHHA BUNPaB/EHO B
cneumdikaLii BUNycKy POCNMHHOT peyoBuHK Tpasa
BepbeHu (Herba Verbenae) 3.2.S.4.1 Specification
3arBepaeHo:

Definition Herbal substance of verbena herb
T0000009-DE-V1.0 Degree of comminution: coarsely
cut according to DAB 2.8.N5 3anponoHoBaHo:
Definition Herbal substance of verbena herb
TO000009-DE-V1.1 Degree of comminution:
fragmented
3MiHn | TURY - 3MiHK 3 AKocTi. APl KoHTponb API.
3MiHa y napameTpax crneundikauiii Ta/abo
O0ONyCTUMUX MeX, BU3HAYEHUX Y creundikalisax Ha
A®|, abo BUXigHWIA/NPOMIDXHWI NpoAyKT/peareHT, LWo
BMKOPMCTOBYHOTLCS Y Npoueci BUpobHmutea Ad| (iHwwi
3MiHK)

Onuc cTyneHst NoApibHeHHA BUMPaB/IEHO B
crneungikauii BUNycKy pOC/IMHHOI pe4yoBUHN KBIiTKK
nepsougiTy 3 yaweukor (Flores Primulae cum
Calycibus) 3.2.S.4.1 Specification
3arBepoKeHo:

Definition Herbal substance of primula flower
T0000011-DE-V1.0 Degree of comminution: coarsely
cut according to DAB 2.8.N5 3anponoHoBaHo:
Herbal substance of primula flower TO000011-DE-V1.1
Degree of comminution: cut
3MiHM | TMny - 3MiHK 3 SKoCTi. A®Il. KoHTponb AdI.
3MiHa y napameTpax cneuudikadii Ta/abo
[ONYCTUMUX MEX, BU3HaUeHuX y cneuudikadisx Ha
A®|, a60 BMXiAHWIA/NPOMIXXHUIA NPOAYKT/peareHT, Lo
BMKOPVCTOBYIOTLCSA Y Npoueci BupobHuutea A®| (iHwwi
3MiHW)
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1

Onuc cTyneHs nogpibHeHHs BUNPaB/EHO B
cneumaikaLii BUNycKy pOC/IMHHOI pevyoBuHY Tpasa
wasnto (Herba Rumicis) 3.2.S.4.1 Specification
3arBepoKeHo:

Definition Herbal substance of sorrel herb TO000003-
DE-V1.0 Degree of comminution: coarsely cut
according to DAB 2.8.N5
3anponoHoBaHo:

Herbal substance of sorrel herb T0000003-DE-V1.1
Degree of comminution: fragmented
3MiHu | TNy - 3MiHK 3 aKocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax crneumdikauiin Ta/abo
OONYCTUMMX MEX, BU3HAUEHUX Y crneungikalisx Ha
A®l, abo BUXIQHWIA/NPOMDKHWIA NPOAYKT/peareHT, o
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutTea AP (iHwi
3MiHK)

Onuc cTyneHs nogpibHeHHA BUNPaB/EHO B
cneumdikaLii BUNYcKy pOCAVHHOT peyoBUHY KopiHb
ropeyaBku (Radix Gentianae) 3.2.S.4.1 Specification
3arBepaeHo:

Definition Herbal substance of gentian root T0O000002-
DE-V1.1 Degree of comminution: coarsely cut
according to DAB 2.8.N5
3anponoHoBaHo:

Definition Herbal substance of gentian root T0O000002-
DE-V1.2 Degree of comminution: fragmented
3MiHn | TURY - 3MiHK 3 AKocTi. APl. KoHTponb AdI.
3MiHa y meTogax BunpobyBaHHss APl abo BMXigHOrO
mMaTtepiany/npomikHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLeCi BUPo6HMLTBA AD|
(He3HaYHi 3MiHN Y 3aTBEPAKEHNX MeTogax
BMNPO6YBaHHs)

MeTopg TecTyBaHHA afp/IaTOKCUHIB Y POC/TMHHOMY
npenapari KBiTkv nepBouBiTy 3 yaweukoto (Flores
Primulae cum Calycibus) 6yno oHoBneHo Ta
nepeHymMepoBaHo B KOHTPaKTHi naboparopii Phytolab
GmbH & Co. KG.
3arBepaeHo:
3.2.5.4.1 Specification(s) Aflatoxin B1; test instruction
No. PV.11.P019_03 or SOP 805025, issue 2: <=2
[na/kg] Aflatoxins sum (B1, B2, G1, G2); Test
instruction No. PV.11.P019_03 or SOP 805025, issue
2: <=4 [ug/kg] 3.2.S.4.2 Analytical Procedures SOP
805025, issue 2, Phytolab GmbH & Co. KG 3.2.5.4.3
Validation of analytical procedures
PV805050_leaf Val.doc, issue 2 Phytolab GmbH &
Co. KG 3anponoHosaHo:
3.2.5.4.1 Specification(s) Aflatoxin B1; test instruction
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1

No. PV.11.P019_03 or SOP 805026, issue 1: <=2
[na/kg] Aflatoxins sum (B1, B2, G1, G2); Test
instruction No. PV.11.P019_03 or SOP 805026, issue
1: <=4 [ug/kg] 3.2.S.4.2 Analytical Procedures Test
method SOP 805026, issue 1, Phytolab GmbH & Co.
KG 3.2.5.4.3 Validation of analytical procedures VR to
test method 805026, issue 1 Phytolab GmbH & Co.
KG
3MiHu | TURY - 3MiHK 3 AKocTi. APl KoHTponb AdI.
3MiHa y MeTogax BunpobyBaHHs A®l abo BUXigHOro
mMartepiany/npomiKHOro NpPoayKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|
(He3HauHi 3MiHW y 3aTBEPAKEHNX MeTogax
BMNPO6YBaHHs)

MeTopg TecTyBaHHA afp/IaTOKCUHIB Y POC/TMHHOMY
npenapari KBiTku 6y3nHmn (Flores Sambuci) 6yno
OHOBJ/IEHO Ta NEePeHYMepOBaHO B KOHTPaKTHIi
na6opartopii Phytolab GmbH & Co. KG.
3arBepoKeHo:
3.2.S.4.1 Specification(s) Aflatoxin B1; test instruction
No. PV.11.P019_03 or SOP 805025, issue 2: <=2
[mg/kg] Aflatoxins sum (B1, B2, G1, G2); Test
instruction No. PV.11.P019_03 or SOP 805025, issue
2: <=4 [ug/kg] 3.2.S.4.2 Analytical Procedures SOP
805025, issue 2, Phytolab GmbH & Co. KG 3.2.5.4.3
Validation of analytical procedures
PV805050_leaf Val.doc, issue 2 Phytolab GmbH &
Co. KG 3anponoHoBaHo:
3.2.S.4.1 Specification(s) Aflatoxin B1; test instruction
No. PV.11.P019_03 or SOP 805026, issue 1: <=2
[ng/kg] Aflatoxins sum (B1, B2, G1, G2); Test
instruction No. PV.11.P019_03 or SOP 805026, issue
1: <=4 [ug/kg] 3.2.S.4.2 Analytical Procedures Test
method SOP 805026, issue 1, Phytolab GmbH & Co.
KG 3.2.5.4.3 Validation of analytical procedures VR to
test method 805026, issue 1 Phytolab GmbH & Co.
KG
3MiHu | TUnNYy - 3MiHK 3 aKocTi. A®Il. KoHTponb AdI.
3MiHa y MeTofax BunpobysaHHs APl abo BuxigHoro
MaTepiany/MpoMiKHOro NPoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETLCS Y NpoLieci BUpo6HMLTBa AD|
(He3HauHi 3MiHW y 3aTBEPKEHUX MeToAax
BUMNPOOGYBaHHS)

MeTog, TecTyBaHHA adhNaToOKCHHIB Y POCIVIHHOMY
npenaparti Tpasa Bepbexun (Herba Verbenae) 6yno
OHOBJIEHO Ta NepeHyMepoBaHO B KOHTPAKTHIl
na6opartopii Phytolab GmbH & Co. KG.
3arBepaXeHo:
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1

3.2.S.4.1 Specification(s) Aflatoxin B1; test instruction
No. PV.11.P019_03 or SOP 805025, issue 2: <=2
[mg/kg] Aflatoxins sum (B1, B2, G1, G2); Test
instruction No. PV.11.P019_03 or SOP 805025, issue
2: <=4 [ug/kg] 3.2.S.4.2 Analytical Procedures SOP
805025, issue 2, Phytolab GmbH & Co. KG 3.2.5.4.3
Validation of analytical procedures
PV805050_leaf Val.doc, issue 2 Phytolab GmbH &
Co. KG 3anponoHosaHo:
3.2.S.4.1 Specification(s) Aflatoxin B1; test instruction
No. PV.11.P019_03 or SOP 805026, issue 1: <=2
[mg/kg] Aflatoxins sum (B1, B2, G1, G2); Test
instruction No. PV.11.P019_03 or SOP 805026, issue
1: <=4 [pg/kg] 3.2.S.4.2 Analytical Procedures Test
method SOP 805026, issue 1, Phytolab GmbH & Co.
KG 3.2.S.4.3 Validation of analytical procedures VR to
test method 805026, issue 1 Phytolab GmbH & Co.
KG
3MiHn | TRy - 3MiHK 3 sikocTi. APl KoHTponb AdI.
3MiHa y MeToAax BunpobyBaHHs A®Il abo BUxigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLieci BUpobHuytea AdI
(He3HauHi 3MiHW y 3aTBEPKEHNX MeTofax
BUNPOBYBaHHS)

MeTog TecTyBaHHA adNaTOKCHHIB y POC/IVIHHOMY
npenapari Tpasa wasnto (Herba Rumicis) 6yno
OHOBJIEHO Ta NEePeHyMepoBaHO B KOHTPAKTHIl
na6opartopii Phytolab GmbH & Co. KG.
3arBepaeHo:
3.2.5.4.1 Specification(s) Aflatoxin B1; test instruction
No. PV.11.P019_03 or SOP 805025, issue 2: <=2
[na/kg] Aflatoxins sum (B1, B2, G1, G2); Test
instruction No. PV.11.P019_03 or SOP 805025, issue
2: <=4 [ug/kg] 3.2.S.4.2 Analytical Procedures SOP
805025, issue 2, Phytolab GmbH & Co. KG 3.2.5.4.3
Validation of analytical procedures
PV805050_leaf Val.doc, issue 2 Phytolab GmbH &
Co. KG 3anponoHosaHo:
3.2.5.4.1 Specification(s) Aflatoxin B1; test instruction
No. PV.11.P019_03 or SOP 805026, issue 1: <=2
[na/kg] Aflatoxins sum (B1, B2, G1, G2); Test
instruction No. PV.11.P019_03 or SOP 805026, issue
1: <=4 [ug/kg] 3.2.S.4.2 Analytical Procedures Test
method SOP 805026, issue 1, Phytolab GmbH & Co.
KG 3.2.5.4.3 Validation of analytical procedures VR to
test method 805026, issue 1 Phytolab GmbH & Co.
KG
3MiHn | TURY - 3MiHK 3 AKocTi. APl KoHTponb AdI.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1

3MiHa y MeTogax BMnpobyBaHHs A®| abo BUXigHOro
mMartepiany/npomiKHOro NpPoayKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLieci Bupo6HuuTea Ad|
(He3HauHi 3MiHW y 3aTBEPAKEHNX MeTogax
BMNPOOYBaHHs)

MeTopg TecTyBaHHA afp/IaTOKCUHIB Y POC/TMHHOMY
npenapari KBiTkv nepBouBiTy 3 yaweukoto (Flores
Primulae cum Calycibus) 6yno oHoBneHo Ta
nepeHymMepoBaHo B KOHTPakTHi naboparopii Phytolab
GmbH & Co. KG.
3arBepaKeHo:
3.2.5.4.1 Specification(s) Aflatoxin B1; test instruction
No. PV.11.P019_03 or SOP 805025, issue 2: <=2
[na/kg] Aflatoxins sum (B1, B2, G1, G2); Test
instruction No. PV.11.P019_03 or SOP 805025, issue
2: <=4 [ug/kg] 3.2.S.4.2 Analytical Procedures SOP
805025, issue 2, Phytolab GmbH & Co. KG 3.2.5.4.3
Validation of analytical procedures
PV805050_leaf Val.doc, issue 2 Phytolab GmbH &
Co. KG 3anponoHosaHo:
3.2.5.4.1 Specification(s) Aflatoxin B1; test instruction
No. PV.11.P019_03 or SOP 805026, issue 1: <=2
[na/kg] Aflatoxins sum (B1, B2, G1, G2); Test
instruction No. PV.11.P019_03 or SOP 805026, issue
1: <=4 [ug/kg] 3.2.S.4.2 Analytical Procedures Test
method SOP 805026, issue 1, Phytolab GmbH & Co.
KG 3.2.5.4.3 Validation of analytical procedures VR to
test method 805026, issue 1 Phytolab GmbH & Co.
KG
3MiHu | TURY - 3MiHK 3 AKocTi. APl KoHTponb AdI.
3MiHa y MeTogax BunpobyBaHHs A®l abo BUXigHOro
mMartepiany/npomiKHOro NpPoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HuuTea Ad|
(He3HauHi 3MiHW y 3aTBEPAKEHNX MeTogax
BMNPOOYBaHHs)

MeTopg TecTyBaHHA afp/IaTOKCUHIB Y POC/TMHHOMY
npenapari KBiTku 6y3nHmn (Flores Sambuci) 6yno
OHOBJ/IEHO Ta NEePeHYMepPOBaHO B KOHTPaKTHIi
na6opartopii Phytolab GmbH & Co. KG.
3arBepoKeHo:
3.2.S.4.1 Specification(s) Aflatoxin B1; test instruction
No. PV.11.P019_03 or SOP 805025, issue 2: <=2
[mg/kg] Aflatoxins sum (B1, B2, G1, G2); Test
instruction No. PV.11.P019_03 or SOP 805025, issue
2: <=4 [ug/kg] 3.2.5.4.2 Analytical Procedures SOP
805025, issue 2, Phytolab GmbH & Co. KG 3.2.5.4.3
Validation of analytical procedures
PV805050_leaf Val.doc, issue 2 Phytolab GmbH &
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1

Co. KG 3anponoHoBaHo:
3.2.S.4.1 Specification(s) Aflatoxin B1; test instruction
No. PV.11.P019_03 or SOP 805026, issue 1: <=2
[mg/kg] Aflatoxins sum (B1, B2, G1, G2); Test
instruction No. PV.11.P019_03 or SOP 805026, issue
1: <=4 [ug/kg] 3.2.S.4.2 Analytical Procedures Test
method SOP 805026, issue 1, Phytolab GmbH & Co.
KG 3.2.5.4.3 Validation of analytical procedures VR to
test method 805026, issue 1 Phytolab GmbH & Co.
KG
3MiHu | TUnYy - 3MiHK 3 aKocTi. A®Il. KoHTponb AdI.
3MiHa y MeTofax BunpobysaHHs APl abo BuxigHoro
MaTepiany/MpoMiKHOro NPoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETLCS Y NpoLieci BUpo6HuLTBa AD|
(He3HauHi 3MiHW y 3aTBEPKEHUX MeToAax
BUMNPOOGYBaHHS)

MeTog, TecTyBaHHA athNaToOKCHHIB Y POCIVIHHOMY
npenaparti Tpasa Bepbexun (Herba Verbenae) 6yno
OHOBJIEHO Ta NepeHyMepoBaHO B KOHTPAKTHIl
na6opartopii Phytolab GmbH & Co. KG.
3arBepaXeHo:
3.2.S.4.1 Specification(s) Aflatoxin B1; test instruction
No. PV.11.P019_03 or SOP 805025, issue 2: <=2
[mg/kg] Aflatoxins sum (B1, B2, G1, G2); Test
instruction No. PV.11.P019_03 or SOP 805025, issue
2: <=4 [ug/kg] 3.2.S.4.2 Analytical Procedures SOP
805025, issue 2, Phytolab GmbH & Co. KG 3.2.5.4.3
Validation of analytical procedures
PV805050_leaf Val.doc, issue 2 Phytolab GmbH &
Co. KG 3anponoHosaHo:
3.2.S.4.1 Specification(s) Aflatoxin B1; test instruction
No. PV.11.P019_03 or SOP 805026, issue 1: <=2
[mg/kg] Aflatoxins sum (B1, B2, G1, G2); Test
instruction No. PV.11.P019_03 or SOP 805026, issue
1: <=4 [pg/kg] 3.2.S.4.2 Analytical Procedures Test
method SOP 805026, issue 1, Phytolab GmbH & Co.
KG 3.2.S.4.3 Validation of analytical procedures VR to
test method 805026, issue 1 Phytolab GmbH & Co.
KG
3MiHn | TRy - 3MiHK 3 sikocTi. APl KoHTponb AdI.
3MiHa y MeToaax BunpobyBaHHs A®Il abo BuxigHoro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y npoLieci BUpobHuytea AdI
(He3HauHi 3MiHW y 3aTBEPKEHNX MeTofax
BUNPOBYBaHHSA)

MeTog TecTyBaHHA adN1aTOKCHHIB Y POC/IVIHHOMY
npenapari Tpasa wasnto (Herba Rumicis) 6yno
OHOBJIEHO Ta NEepPeHyMepoBaHO B KOHTPAKTHIl




206

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1

na6opartopii Phytolab GmbH & Co. KG.
3arBepaeHo:
3.2.5.4.1 Specification(s) Aflatoxin B1; test instruction
No. PV.11.P019_03 or SOP 805025, issue 2: <=2
[na/kg] Aflatoxins sum (B1, B2, G1, G2); Test
instruction No. PV.11.P019_03 or SOP 805025, issue
2: <=4 [ug/kg] 3.2.S.4.2 Analytical Procedures SOP
805025, issue 2, Phytolab GmbH & Co. KG 3.2.5.4.3
Validation of analytical procedures
PV805050_leaf Val.doc, issue 2 Phytolab GmbH &
Co. KG 3anponoHosaHo:
3.2.5.4.1 Specification(s) Aflatoxin B1; test instruction
No. PV.11.P019_03 or SOP 805026, issue 1: <=2
[na/kg] Aflatoxins sum (B1, B2, G1, G2); Test
instruction No. PV.11.P019_03 or SOP 805026, issue
1: <=4 [ug/kg] 3.2.S.4.2 Analytical Procedures Test
method SOP 805026, issue 1, Phytolab GmbH & Co.
KG 3.2.5.4.3 Validation of analytical procedures VR to
test method 805026, issue 1 Phytolab GmbH & Co.
KG
3MiHun | TNy - 3MiHK 3 AKOCTI. FTOTOBWIA Nikapcbkuii
3aci6. Cuctema KoHTeliHep/3aKkynoproBa/ibHNIA 3aci6.
3miHa napameTpiB crnewuudikaLiin Ta/abo fonycTUMUX
MeX NePBUNHHOI YNakoBKN rOTOBOrO NiKapCbKoro
3acoby (fOMOBHEHHS creundikalii HOBUM NMOKa3HMKOM
3 Bi4NOBIAHNM METOAOM BUNPOGYBaHHS)

[Jo cneumndikav,ii KOpUUHEBMX CKISHUX NAALLOK Ha 50
MJ1 415 TOTOBOTO NPOAYKTY [0AaHO HOBUIA napameTp.
3anponoHoBaHo:
3.2.P.5.7 Container Closure System 3.2.P.7.2 Drug
Product 3.2.P.7.2.1 Brown glass bottle — 50 ml
Release specification: PM-GF50-ERV-V01 Additional
tests Processing; visual test: no quality defect
3MiHu | TMNy - 3MiHK 3 AKOCTIi. [OTOBWUIA Nikapcbknii
3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHuiA 3aci6.
3MiHa napameTpiB cneuudikauii Ta/abo fonycTUMmUX
MeX NepBUHHOI YakoBKM rOTOBOTO NiKapCbKOro
3ac00y (AONOBHEHHS cnevuydikaLlii HOBUM MOKa3HUKOM
3 BifNOBIAHNMM METOAOM BUMNPOGYBAaHHS)

[lo cneundikau,ii KOpUYHEBNX CKIAHMX NAAWOK Ha 100
M/ 415 TOTOBOTO NPOAYKTY A0AaHO HOBUIA NapamMeTp.
3anponoHoBaHo:
3.2.P.5.7 Container Closure System 3.2.P.7.2 Drug
Product 3.2.P.7.2.1 Brown glass bottle — 100 ml
Release specification: PM-GF100-ERV-V01 Additional
tests Processing; visual test: no quality defect
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBMIA NiKapCbKUi
3aci6. Cucrtema KoHTeliHep/3akynoptoBasibHUiA 3acio.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
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3MiHa y MmeTogax BunpobyBaHHA NEPBUHHOI YNakoBK/
roTOBOrO JlikapcbKoro 3acoby (iHLWi 3MiHW y MeTogax
BMNpobyBaHb (BK/OYaoUM 3amMiHy abo fofasBaHHs))
3MiHa y MeToZi nepeBipku po3mipiB Ta 06’emy
KOPUYHEBWX CKISHMX NAALWOK Ha 50 MmN Ans rotoBoro
nNpoaykTy. 3amiCTb METOAY BUMIpHOBAHHS
rnoctayasnibHuKa NpPonoHYETLCS BUKOPUCTOBYBATH
LITaHreHUMpKy/1b 4151 NepeBipky po3MipisB Ta in-house
MeTOo/ BUMIpIOBaHHA 06'eMy.
3MiHuM | TMNY - 3MiHK 3 AKOCTI. [OTOBUIA NiKapPCbKWiA
3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHuiA 3aci6.
3MiHa y MeTofax BUNpPo6yBaHHS NePBUHHOT yNakoBKM
rOTOBOrO JliKapCbKOro 3acoby (iHWi 3MiHK y MeToAax
BMNpoO6yBaHb (BK/OYakoUM 3aMiHy abo fofaBaHHS))
3mMiHa y MeToZi nepesipku po3Mipis Ta 06’emy
KOPUYHEBWX CKIAHMX NAALWOK Ha 100 M 415 roToBOro
NpPoAYyKTY. 3aMicTb METOAY BUMIpIOBaHHS
nocTavyasnbHViKa NPONoHYETLCA BUKOPUCTOBYBATH
LUTaHreHUMpPKy/Ib A/151 NepeBipky po3MipiB Ta in-house
MeTOZ, BUMIiptoBaHHA 06’emy.
3MiHu [l TURYy - 3MiHK 3 aKocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax crneundikauiii Ta/abo
OONyCTUMUX MeX, BU3HAYEHUX Y crneundikalisax Ha
A®I, abo BUXigHWIA/NPOMIDXHWI NpoAyKT/peareHT, Wo
BUKOPWCTOBYIOTLCSA Y NpoLeci BUpobHuuTea Ad|
(3miHa nNo3a Mexamu 3aTBEP)KEHOrO Aiana3oHy y
cneuudikauii Ha AdPl)
3MiHa HOPMYBaHHS LOA0 BMICTY 3arasibHoi 3011 Y
crneuundikavii Bunycky KeiTkv NepBouBITY 3 Yalleykor
(Flores Primulae cum Calycibus).
3arBepoKeHo:
3.2.S.4.1 Specification(s) 2042401-022SIL-DE-V005
2042401-092SLN-DE-V005 Purity Total ash; Ph. Eur.
2.4.16: <=8.0 [% (m/m)] 3anponoHoBaHo:
3.2.S.4.1 Specification(s) T0000011-DE-V1.0 Purity
Total ash; Ph. Eur. 2.4.16: <=9.0 [% (m/m)]
3MinHn Il TUny - 3MiHK 3 aKkocTi. A®Il. KoHTponb AdI.
3MiHa y napameTpax cneuudikadin Ta/abo
[ONYCTUMUX MEX, BU3HaUeHUX y creuudikalisax Ha
A®I, a60 BUXigHWIA/MPOMDKHWI NpoAYKT/peareHT, Wwo
BMKOPMCTOBYIOTLCS Y Npoueci BUpo6HuuTea AdI
(3MiHa no3a mexamun 3aTBepKeHOro fianasoHy Yy
crneungikauii Ha A®I)
3MiHa HOPMYBaHHS 3a NoKa3HMKOM «CyXuii 3annLLOK»
y cneuudikauii Ha Bunyck CUHynpeT Kpanni opasibHi —
EeKCTPaKT eTaHO/IbHWI 3MiLLaHWiA.
3arBepaeHo:
3.2.S.4.1 Specification(s) 3137701-022SLN-DE-V003
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Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
3137701-092SLN-DE-V003 Additional tests Dry

residue; Ph. Eur. 2.8.16: 1.7 — 2.0 [% (m/m)]
3anponoHoBaHo:
3.2.S.4.1 Specification(s) T-0000137-DE-V1.0
Additional tests Dry residue; Ph. Eur. 2.8.16: 1.7 - 2.1
[% (m/m)]
3MiHn Il TMNY - 3MiHK 3 AKOCTI. [OTOBWUIA NiKapCbKWiA
3aci6. KOHTposib roTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuugikauii Ta/abo AoNyCTUMUX MEX
rOTOBOrO NiKapCbKOro 3acoby (3mMiHa 3HaxXoaUTbLCS
nosa 3aTBeppKEHNMU JONYCTUMUMU MEXaMu
cneuudikawiin)
3MiHa HopMyBaHHS 4519 napameTpa «[MokasHuK
3a/10M/IEHHA» B cneumdikauii BUNycky Ta Ha TepMiH
npugaTtHocTi CUHYNpeT, Kpanni opasibHi.
3arBepoKeHo:
3.2.P.5.1 Specification(s) Release Specification
3076601-022SIL-DE-V006 3076601-092SLN-DE-V006
Additional tests Refractive index; Ph. Eur. 2.2.6: 1.343
— 1.345 Shelf-life specification 3076601-022SLN-S-
DE-V001 3076601-092SLN-S-DE-V001 Additional
tests Refractive index; Ph. Eur. 2.2.6: 1.343 — 1.345
3anponoHoBaHo:
3.2.P.5.1 Specification(s) Release Specification
T0000102-DE-V1.0 Additional tests Refractive index;
Ph. Eur. 2.2.6: 1.343 — 1.346 Shelf-life specification
T0000102-S-DE-V1.0 Additional tests Refractive
index; Ph. Eur. 2.2.6: 1.343 — 1.346
3MmiHu |l Tuny - 3MmiHn 3 AkocTi. A®l. Bupo6HMUTBO.
3MiHu B npoLieci BUpo6HMLTBa AD| (3miHa Y
nikapcbkoMy 3ac06i POC/TMHHOTO NMOXO[KEHHS, sika
CTOCYETbCA OfHI€T 3 TAKNX XapakTepucTuk: gxepeno
NOXOMKEHHSI CUPOBWMHU, CNOCI6 BUPOOHULITBA ab0
BUTOTOBJIEHHST)
OHoBneHo Bumorn GACP ans KeiTok 6y3uHu (Flores
Sambuci) ekcTpakTy CuHynpeT. BignosigHo, po3gin
«3.2.S.2.2.1 Onuc npolecy BUpo6HMLTBA Ta
KOHTPOJIH0 NPOLLECY POC/IMHHOT cybeTaHLii» 6yno
OHOBJIEHO Ta BK/IKOYEHO AeTaslbHY iHhopmaLiio Nnpo
nepBUHHY Nepepo6Ky POC/IMHHMX NpenapaTis
BignosigHo 0o GACP.
3MiHu |l TUny - 3MiHK 3 axkocTi. A®l. BUpobHMUTBO.
3MiHM B npoueci BupobHmuTtBa Ad| (3miHa y
NikapCcbKoMy 3ac06i POC/IMHHOTO MOXOMXEHHS, fKa
CTOCYETLCA OAHIET 3 TAKUX XapaKTEPUCTUK: JXepeno
NOXOKEHHS CUPOBUHM, CNOCIO6 BUPOGHMLTBA abo
BUTrOTOBJIEHHS)

OnosrieHo Bumorn GACP ana KopeHsa ropeyasku




n/n

209

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

218.

TypeuunHa

(Radix Gentianae) ekctpakty CuHynpeT. BignosigHo,
po3gain «3.2.S.2.2.1 Onuc npouecy BUpo6GHMLTBA Ta
KOHTPO/II0 NPOLLECY POC/IMHHOT cybCTaHLi» 6yno
OHOBJIEHO Ta BK/IKOYEHO AeTaUlbHY iHhopmaLito Nnpo
nepBUHHY NepepobKy POC/IMHHMX NpenapaTis
BiagnosigHo fo GACP.
3MiHun Il TMny - 3MiHK 3 akocTi. A®l. BUpo6bHMLTBO.
3MiHu B npoLieci BUpo6HMLTBa AD| (3miHa y
nikapcbkoMy 3aco6i POC/IMHHOMO NMOXOMKEHHS, Ska
CTOCYETbCA OfHI€ET 3 TAKNX XapakTepucTuk: gxepeno
NOXOXEHHSI CUPOBUHU, CNOCiI6 BUPO6HULITBA abo
BUIOTOB/IEHHS)
OHosneHo BuMorn GACP g1 KBiTok nepBoUBITY 3
vaweykoto (Flores Primulae cum Calycibus) ekcTpakTy
CuHynpeT. BignosigHo, po3gin «3.2.S.2.2.1 Onuc
npouecy BUPOGHULITBA Ta KOHTPOJIO NpoLiecy
POCMUHHOI cy6CTaHLji» 6yN10 OHOBMIEHO Ta BK/IIOYEHO
AeTasbHY iHhopMaLiio NPo NepBUHHY NepepobKy
POC/IMHHMX Npenaparis BignosigHo o GACP.
3MmiHu |l Tuny - 3MiHn 3 sikocTi. A®l. BUpo6HMLTBO.
3MiHu B npoLieci BUpo6HMLTBa AD| (3miHa Y
nikapcbkoMy 3ac06i POC/TMHHOMO NMOXOKEHHS, sika
CTOCYETbCA OfHI€T 3 TAKNX XapakTepucTuk: gxepeno
NOXOMKEHHSI CUPOBWMHK, CNOCI6 BUPOOHULITBA ab0
BUTOTOBJIEHHST)

OHoBrieHo BuMorn GACP ansa Tpasu wasnto (Herba
Rumicis) ekctpakty CuHynpeT. BignosigHo, po3gin
«3.2.S.2.2.1 Onuc npolecy BUpo6HMLTBA Ta
KOHTPOJIH0 NPOLLECY POC/IMHHOT cybeTaHLii» 6yno
OHOBJIEHO Ta BK/IKOYEHO AeTaslbHY iHhopmaLito Nnpo
nepBUHHY Nepepo6Ky POC/IMHHMX NpenapaTis
BignosigHo 0o GACP.
3MiHu |l TUny - 3MiHK 3 axkocTi. A®l. BUpobHMUTBO.
3MiHM B npoueci BupobHmuTtBa Ad| (3miHa y
nikapcbKomy 3ac06i POC/IMHHOTO MOXOMXEHHS, fKa
CTOCYETbLCA OAHIET 3 TAKUX XapaKTEPUCTUK: JKepeno
NOXOKEHHS CUPOBUHM, CNOCIO6 BUPOOHMLTBA abo

BUTrOTOBJIEHHS)

OHoBneHo Bumorn GACP ansa Tpasu Bep6exun (Herba
Verbenae) ekctpakty CuHynpeT. BignoigHo, po3gain
«3.2.S.2.2.1 Onuc npouecy BpPO6GHMLTBA Ta

KOHTPO/II0 NPOLLECY POC/IMHHOT cybCTaHLii» 6yno
OHOBJIEHO Ta BK/IHOYEHO AeTaUlbHY iHhopmaLito Npo
nepBUHHY NepepobKy POC/IMHHMX NpenapaTis
BignosigHo Ao GACP.

Hassa dopma sunycKy 3assBHUK
JliKapcbKo20 (nikapcbka chopma,
3acoby yrnakoskKa)
CMINAKTOH TabneTku, BKpUTI TOB
NNiBKOBOO «YOPN[
060/10HKO0, M0 50 MEAVLIVIH»

KpaiHa Bupo6HuK
3asiBHUKa
Ykpaina YOPNA
MEOVLIH
IIAY CAH. BE

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |

TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.

3a
peyenmom

KOHTPO/1b rOTOBOrO NiKapcbkoro 3acoby. 3miHa y

UA/16425/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

mr no 10 TabneTok y
6nictepi; no 2
6nictepu B
KapTOHHI/ Kopoo6Li

TIDK. A.LL.

MeToAax BUNpobyBaHHA rOTOBOTO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAaX
BMNPoO6YBaHHSA) - He3HauHi 3miHn B /13 3a

noKa3HUKOM «laeHTudikalia TutTaHy giokcna», a came

NPOMNOHYETHLCA 3a3HAUNTU HABaXKKY MOPOLLIKY TabneTok,

LLIO eKBiBaNIEHTHO 5,0 Mr TUTaHy giokeug. 3miHu | Tuny

- 3MiHW 3 AKOCTIi. F0TOBMIA Nnikapcbkuii 3aci6. KoHTposb

roToBOro nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOr0 /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX METOAAX
BUNPO6YBaHHA) - He3HauHi 3miHu B /13 3a
NOKa3HUKOM «laeHTudpikaLlist 3a1i30 OKCUA XKOBTUIA», a
came NPOMNOHYETLCS 3a3HAUNTU HABaXKKY MOPOLLIKY
TabneTok, Wo eksiBasieHTHO 0,3 Mr 3ani3y okcuay
XKOBTOro. 3miHu | Tuny - 3MiHn 3 siKocTi. FoToBWMi
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKOro
3acoby. 3miHa y MeTofax BUNpobyBaHHSA roTOBOro

NikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepaKeHnX

mMeTofax BUNpobyBaHHs) - HesHauHi 3miHn B /13 3a

NoKasHUKOM «laeHTudikaLis 3as1i30 oKCKg, YEPBOHUIA»,

a came NPOMOHYETLCA 3a3HAUYNTY HABaXKKY MOPOLLIKY
TabneTok, Lo ekBiBasieHTHO 0,3 Mr 3as1i3y okeuay
4epBOHOro. TakoX A0AAETLCA METOANKA BUKOHAHHSA
TecTy, Y BignoBigHOCTI A0 OpUriHaUIbHUX MaTepianis
BMPOOBHMKA, OCKI/IbKV ONWUC MEeTOAMKM 6y0 NponyLeHo
y 3aTBEPXEHNX NPU peecTpavii JoOKyMeHTax npu
nepeHeceHHi iHhopmadji.

219.

CMINTAKTOH

TabneTku, BKpUTI
N1iBKOBOIO
060/10HKO0, Mo 100
mr no 10 TabneTok y
6nictepi; no 2
6nictepu B
KapTOHHIA Kopoo6Li

TOB
«YOPN
MEOMLIVH»

YkpaiHa

YOPI,
MEANLIAH
INIAY CAH. BE
TIDK. A.LL.

TypeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa y

MeTogax BUNpobyBaHHA rOTOBOTO /TiKapCbKOro 3acoby

(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAAX
BMNpo6yBaHHS) - HesHauHi 3miHn B /13 3a
noKasHUKOM «laeHTudikalia TutTaHy giokcna», a came

NPOMNOHYETHLCA 3a3HAUNTU HABaXKKY MOPOLLIKY TabneTok,

LLIO eKkBiBaNIEHTHO 5,0 Mr TUTaHy giokeugd. 3miHu | Tuny

- 3MiHK 3 AKOCTi. F0TOBMIA Nikapcbkuii 3aci6. KoHTporsb

roToBOro Nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPMKEHNX METOAaX
BUNPO6YBaHHSA) - He3HauHi 3miHv B /13 3a

noKasHUKOM «lgeHTundikaLis 3ani30 OKCUA XOBTUI», a
came NPOMNOHYETHLCSA 3a3HAUNTU HABaXKKY MOPOLLIKY
TabneTok, Wo ekBiBasieHTHO 0,3 Mr 3ani3y okcuay
XOBTOro. 3MiHu | Tuny - 3miHu 3 sAkocTi. FoToBMI
nikapcbkuii 3aci6. KOHTpob roTOBOrO NiKapCbKoro
3acoby. 3miHa y MeTofax BUNpo6byBaHHsA roTOBOro

NiKapCbKOro 3acoby (He3HayHa 3MiHa y 3aTBEpPAKEHNX

3a
peyenmom

UA/16425/01/03
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
mMeTofax BUNpobyBaHHs) - HesHauHi 3miHn B /13 3a
NoKa3HUKOM «laeHTudikaLis 3as1i30 oKCug, YEPBOHUIA»,
a came NPOMOHYETLCA 3a3HAUYNTY HABaXKKY MOPOLLIKY
TabneTok, Lo ekBiBasieHTHO 0,3 Mr 3as1i3y okeuay
4epBOHOro. TakoX A0AAETLCA METOANKA BUKOHAHHSA
TecTy, Y BignoBigHOCTI A0 OpUriHaUIbHUX MaTepianis
BMPOOBHMKA, OCKI/IbKV ONWUC MEeTOAMKM 6y0 NponyLeHo
y 3aTBEPXEHNX NPU peecTpavii JoOKyMeHTax npu
nepeHeceHHi iHhopmadi.
220. | CMINAKTOH TabneTku, BKpUTI TOB YkpaiHa YOPNA TypeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/16425/01/01
NNiBKOBOO «YOPN[ MEAOVUWH TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
060/10HKOI0, MO 25 MEANLH>» INAY CAH. BE KOHTposib roToBOro fikapcbKoro 3acoby. 3miHa y
mr, no 10 Tabnetok TIOK. A.LL. MeToAax BUNPOGYyBaHHSA roTOBOrO J1iKapcbKoro 3acoby
y 6nicTepi; no 2 (He3HauyHa 3MiHa y 3aTBepKEHNX MeToAax
6nictepu B BMNpo6yBaHHS) - HesHauHi 3miHn B /13 3a
KapTOHHIA Kopoo6Li NnoKasHUKOM «laeHTudikalia TutTaHy giokcna», a came
NPOMNOHYETHLCA 3a3HAUNTU HABaXKKY MOPOLLIKY TabneTok,
LLIO eKkBiBaNIEHTHO 5,0 Mr TUTaHy giokeugd. 3miHu | Tuny
- 3MiHK 3 AKOCTi. F0TOBMIA Nikapcbkuii 3aci6. KoHTporsb
roToBOro Nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPMKEHNX METOAaX
BUNPO6YBaHHSA) - He3HauHi 3miHv B /13 3a
noKasHUKOM «lgeHTundikaLis 3a71i30 OKCUA XOBTUI», a
came NPOMNOHYETHLCSA 3a3HAUNTU HABaXKKY MOPOLLIKY
TabneTok, Wo eksiBasIeHTHO 0,3 Mr 3ani3y okcuay
XOBTOrO.
221. | CMOPAKconN Kancynu no 100 mr; 3AT JNintoBcbka | Jlabopatopioc IcnaHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/13899/01/01
no 5 kancyny «®apmnira» | Pecny6nik | JlikoHca, C.A. TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom
cTpwuni; No 2 cTpuna a KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa y
B KAPTOHHIV naui; MeToAax BUNPobyBaHHA rOTOBOTO /TiKapCbKOro 3acoby
no 6 kancyny (He3HayHa 3MiHa y 3aTBEPIKEHNX METOAAX
cTpuni; no 5 ctpunis BMNpobyBaHHA) HesHauHi 3MiHn y meToaumui
abo no 1 ctpuny B BMNpo6yBaHHs BEPX 3a nokasHukom "KisibkicHe
KapTOHHI navui BU3HAYEHHA", @ came: BBOAWUTLCS MPUroTYBaHHSA
BMNPOGYBAHOr0 PO34MHY MIKpOrpaHys iTpakoHasony Ta
BignosigHa hopmyna po3paxyHKy BMICTY MiKpOrpaHyn
iTpaKkoHa30/y, a TakoX NPUMITKa A0 PO3paxyHKy; 3miHa
Y PO3paxyHKy KiflbKiCHOro BMIiCTy B Kancynax
iTpakoHa30/y; 3MiHa NOCAILOBHOCTI iHXeKLili 6e3 3MiH
B 0611aAHaHHI Y1 METOA,.
222. | CTOMNEPAH Kancynu tBepgi no 2 | HOHina6, NN CWA BUPOBHMK Monbwa/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/4685/01/01
mr, no 4 a6o 8 BignosiganbHn | LBeliyapis/ BUNPAaB/IEHHA TEXHIYHOT MOMWUIIKK, 3rigHO n.2.4. n.n. 4 peyenma
Kancyny énictepi; 71 3a ynakoBky, IHAjisA po3giny VI Hakazy MO3 Ykpainu Big 26.08.2005p. Ne

no 1 6nictepy B

KOHTPO/1b Ta

426 (y pegakuii Hakasy MO3 Ykpainm Big 23.07.2015

KapTOHHIM navi BMNYyCK cepii p. Ne 460) y 3aTBepmkeHnx MKA /13 3a noka3HUKOM
roToBOro «lpeHTudpikauis 6apeHUKIB» B Cneuudikadii BUnycky
NPOAYKTY: Ta TEPMiHy NpUAAaTHOCTI, Ta METOfax KOHTPOJII, &
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
TOB tOC came MeToJ aHanily NOMUIKOBO ByB nepekiageHunii
Papmauis, AK C® (cnekTpockonisi) 3aMiCTb KOPEKTHOro Y@ (Yo-
MonbLua; cnekTpockonis) - 3a3HavyeHe BUNpaB/IeHHs BiANOBIAAE
BMPOGHUK martepianam peecTpauiiHoro focke, ki npeAcTaB/ieHi
BignoBiAaIbHU B apxiBi (po3ginu 3.2.P.5.1. Cneuudikauis; 3.2.P.5.2.
3a AHaNiTUYHI MeToANKM)
BMPOGHMLTBO,
KOHTpO/b Ta
BUMYyCK
MPOAYKTY in
bulk: CsiccKo
Cepsices AT,
LLiefiuapis;
BUPOBHMK
BiANOBIAA/IbHN
n3a
BUPOGHULTBO,
KOHTPO/b Ta
BUMYCK
npoaykTy in
bulk: Ctpaiigc
Papma
CalieHc
Nivitea, Haia
223. | CYHITIHIB- Kancysm Teepai no ToBapucTBo YkpaiHa Pewmegika 14, Kinp/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu | 3a He UA/18837/01/02
BICTA 25 Mr no 7 kancyny 3 Kinp; ManbTta TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom | nidsasieae
6nictepi; no 4 obmexeHor dapmakea thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
6nictepu B BignoBigasib Mpemiym N174,. NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,iT
KapTOHHIA KOpooLi HiCTIO 0151 MeAMYHOro 3acTOCyBaHHA Ha niAcTasi perynsipHo
«BYCT OHOB/OBAHOrO 3BiTY 3 6e3NeKkun NikapcbKoro 3acooby,
DAPMA» abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS NikapCbKoro
3acoby B nicnspeecTpauiliHnii nepios, abo sk
pe3ynbTaT OUiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
BiANOBIAHO A0 MnaHy negiatpuuHnx gocnimxers (PIP)
(3MiHy y3rogkeHo 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHN BHECEHO A0 IHCTPYKLi 415 MegUyYHOro
3aCcTOCyBaHHS NikapcbKoro 3acoby y posainu
"Oco6nvmBocTi 3acTocyBaHHs", "Mo6iuHi peakwii"
BiANOBIAHO [0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
Lito40i pevyoBuHU. BBeeHHSA 3MiH NPOTAroMm 6-Tu
MicsLiB NiCNsA 3aTBEPAKEHHS
224. | CYHITIHIB- Kancynu Teepgi no ToBapucTBO Ykpaina Pemegika /ta, Kinp/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/18837/01/03
BICTA 37,5 Mr no 7 kancyn 3 Kinp; ManbTta My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom | nidsasieae
y 6nicTepi; no 4 06MEXEHO dapmakea hapmakoHarnsay. 3miHa y KopoTKiil XapaKTepucTuLli
6nictepu B Bignosigans Mpemiym /14, NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
KapTOHHIA KopooLi HiCTIO 0151 MeANYHOro 3acTOCyBaHHSA Ha MiAcTasi perynsipHo
ab60 no 4 kancynu y «BYCT

OHOBJ1IOBAHOIO 3BiTY 3 6GE3NEKN NiKapCbKoro 3acoby,
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
6nictepi; no 7 DAPMA» abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS NiKapCbKoro
6nictepis B 3acoby B nicnspeecTpaviliHuii nepios, abo sk
KapTOHHilA KOpo6Li pe3ynbTaT OLiHKV 3BITY 3 AOCIMHKEHb, MPOBEAEHNX
BIANOBIAHO A0 NMNaHy negiatpuuHnx gocnimxers (PIP)
(3MiHy y3rogkeHo 3 KOMMETEHTHVUM YNOBHOBaXKEHUM
opraHom)
3MiHN BHECEHO A0 IHCTPYKLii 415 MegUYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby y posainu
"Ocob6nuBocTi 3acTocyBaHHs", "Mo6iuHI peakwi"
BiAMNOBIAHO 40 OHOBMEHOI iHChopMaL,i 3 6e3nekn
Lito40i pevyoBuHU. BBeAeHHSA 3MiH NPOTAroM 6-Tu
MicsLiB NicNs 3aTBEPAKEHHSA
225. | CYHITIHIB- Kancysv Teepgi no ToBapucTBo YkpaiHa Pewmegika 14, Kinp/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/18837/01/04
BICTA 50 Mr no 7 kancyny 3 Kinp; ManbTta TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom | niossieae
6nictepi; no 4 obmexeHor dapmakea thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
6nictepu B BignoBigasib Mpemiym N174,. NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,T
KapTOHHIA KOpooLi HiCTIO 0151 MeAMYHOro 3acTOCyBaHHA Ha nigcTasi perynsipHo
ab6o no 4 kancynuny «BYCT OHOB/OBAHOrO 3BiTY 3 6e3NeKun NikapcbKoro 3acooby,
6nictepi; no 7 DAPMA» abo gocnigxeHb 3 6e3Mekn 3acTocyBaHHS NikapCbKoro
6nictepis B 3acoby B nicnspeecTpauiliinii nepios, abo sk
KapTOHHI/ KopoobLi pe3ynbTaT OLiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
BiANOBIAHO A0 MnaHy negiatpuuHnx gocnimxers (PIP)
(3MiHY y3rogkeHo 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHN BHECEHO A0 IHCTPYKLi 415 MegUyYHOro
3aCcTOCYyBaHHS NikapCcbKoro 3acoby y posainu
"Oco6nvmBocTi 3acTocyBaHHs", "Mo6iuHi peakwii"
BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
Lito40i pevyoBuHU. BBeEHHSA 3MiH NPOTAroMm 6-Tu
MicsLiB NicNsA 3aTBEPAKEHHS
226. | CYHITIHIB- Kancynu Teepgi no ToBapucTBO Ykpaina Pewmegika /ta, Kinp/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/18837/01/01
BICTA 12,5 mr no 7 kancyn 3 Kinp; ManbTta My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom | nidsasieae
y 6nicTepi; no 4 06MEXEHO dapmakea hapmakoHarnsay. 3miHa y KopoTKiii XapaKTepucTuLi
6nictepu B Bignosigans Mpemiym /14, NikapcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT
KapTOHHIA KOopooLi HiCTIO 0151 MeANYHOro 3acTOCyBaHHA Ha MiAcTasi perynsipHo
«BYCT OHOBJOBAHOrO 3BiTY 3 6Ge3NeKn NikapcbKoro 3acooby,
OAPMA» abo focnigkeHb 3 6e3nekn 3acToCcyBaHHSA NikapCbKoro

3acoby B nicnapeecTpauiliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IMKEHb, MPOBEAEHUX
BiAMOBIAHO [0 NnaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rofpKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHUM
opraHom)
3MiHV BHECEHO [0 IHCTPYKLUIT A5 MeAUYHOro
3aCTOCYyBaHHSA NikapCcbKoro 3acoby y po3ainu
"Oco6nmBocTi 3acTocyBaHHs", "Mo6iuHi peakwii"
BiANOBIAHO 40 OHOBMEHOI iHChopMaL,i 3 6e3nekn
LitoY0i pevyoBuHU. BBeAEHHSA 3MiH NPOTAroMm 6-Tu
MicsLiB Nicns 3aTBEPAKEHHS
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
227. | TAWION®EH® | nopolok Ans HOBEN TypeuuunH HOBEN INAY TypeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 6e3 UA/10897/01/01
XOoT opasibHOro po3sunHy; | IJIAY CAHAT a CAHAI BE TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuyenma
no 20 r NopoLuKy y BE TIOIXKAPET KOHTpOs1b roToBOro NikapcbKoro 3acoby (iHLwi 3MiHu) -
naketi; no 20 r TIO>KAPET A.L. OHOB/IEHHS BXE 3aTBEPKEHUX METOAIB KOHTPOJIHO
NOPOLLKY Y NakeTi; A.LL. AKOCTI JIiKapCbKOro 3acoby, a came: BUKNaLEeHHS
no 6 abo 12 nakeTis TEKCTY AepXxaBHO MOBO 3rifJHO Cy4YacHUX BUMOT
B KapTOHHIiA
ynakoBLii
228. | TAY®OH- Kpani O4Hi, PO34¥H, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a He UA/1894/01/01
AAPHNUA 40 mr/mn, no 5 mn "®apmaueBT "®dapmaneBTn TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom | nidnszae
a6o 10 mny nyHa hipma YHa thipma CTabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo
chnakoHi; no 1 "MapHuusa” "NapHuus" ymoBax 36epiraHHs roTOBOrO JliKapCbKoro 3acoby
chnakoHy B naui (36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
NiKapcbKoro 3acoby) - [1ns Toprosoi ynakoBku
(nigTBEPAXYETLCA fAaHUMW PEasIbHOrO Yacy)-
36ibLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
NiKapcbKoro 3acoby (3aTBepKeHO: TEPMIH
npuaaTHOCTI 2 POKU; 3anpOMNOHOBAHO: TEPMIH
npugaTHocTi 3 poku). 3MiHU BHECEHO B IHCTPYKLiO A4N15
MeAMYHOro 3acTOCYBaHHSA NMikapCbKoro 3acoby y
po3ain "TepmiH npugatHocTi”. BBeAeHHS 3MiH
NpoTSArom 6-Tv MicsLiB Nicns 3aTBepAKEHHSs!
229. | TEPA®/IO BIf, | nopowok ans XaneoH KX LLseiiuapi LENbOAPM PpaHuin BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/5529/01/01
remny TA Opa/ibHOro PO3YnHY; CAP/ a OPJIEAH TMny - 3MiHK 3 AKkocTi. CepTudikaTt BignosigHocTi/IE- peyenma
3ACTYON 3I 1 naket 3 cepTudikaT BignoBigHOCTI EBpoNeiichKii
CMAKOM nopotukom; 10 hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
NIMMOHA nakeTiB 3 NOPOLLKOM OHOB/IEHOTO cepTudlikaTa BifgnoBigHOCTI a0
Y KapTOHHIi1 kopobui BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichKii
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkin hapmakonei) - OHoBMEeHWA cepTudikat
Bif} y)Xe 3aTBEpAKEHOro BUPo6HMKa. MogaHHsA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI €EBponeichkili
thapmakonei Ne R1-CEP 2003-179 - Rev 04
(3aTBEepmxeHo: R1-CEP 2003-179 - Rev 03) ansa A®|
heHinedpuHy rigpoxnopuay Big 3aTBepAXeHoro
BMpo6Huka Malladi Drugs & Pharmaceutical Limited
Unit-3, IHAjs.
230. | TEPA®/IO NOpOLLOK ANs XaneoH KX Lseliuapi OENb®APM ®paHuisa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 6e3 UA/5797/01/01
EKCTPA 3I OpPa/IbHOTO PO3UUHY; CAPN a OPJIEAH TMny - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTi/E- peuyenma
CMAKOM 1 nakert 3 cepTudikaT BignoBigHOCTI EBponeiichkiii
NTMMOHA nopowkom; 10 hapmakonei/moHorpadii. NMogaHHsa HoBoro abo

nakeTiB 3 MOPOLLKOM
Y KapTOHHii1 kopobLi

OHOBJIEHOTO cepTudlikaTa BifgnoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonel: ana A®l; gns suxigHoro
MaTepiany/peareHTy/NpoMiKHOTro NPOAYKTY, WO
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
BUKOPWCTOBYIOTBLCS Y BUPOOHNLUTBI ADI; ans
[LOMOMDKHOT peYoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHN cepTudpikaT
Bif} y)ke 3aTBepAXeHOro BUpo6HMKa - MogaHHs
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponeichkili
apmakonei R1-CEP 2003-179-Rev-04
(3atBepmxeHo: R1-CEP 2003-179-Rev-03) ans gitouoi
peyoBuHU PeHinedpuHy rigpoxnopuay, Big,
3aTBEpAXeHoro Bupo6Huka Malladi Drugs &
Pharmaceuticals Limited, India.
231. | TECANIH TabneTku, BKPUTI Awmakca ftg, Benvka BMPOOHULITBO LLseiiuapis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 nionsieae UA/17262/01/01
NNiBKOBOIO BpuTaHis 3a NoBHUM MRy - 3MiHK 3 AKOCTI. FOTOBWIA NliKaPCbKUIA 3aci6. peyenma
o60n1oHkoto; no 10 LMKIOM: CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo
Tabnetok y 6nictepi; Makc Lennep ymoBax 36epiraHHs roTOBOrO JlikapCbKoro 3acoby
no 2 abo 6 6nictepis 3boHe AT, (3MEeHLLEHHS TepMIHY NPUAATHOCTI FOTOBOTO
Y KapTOHHIi1 kopobu,i LLiBeiiuapis; nikapcbKoro 3acoby) - 115 ToproBoi ynakoBKu -
3MEeHLUEHHSI TEPMiHY NPUAATHOCTI NiKapcbKoro 3acoby
nepBrHHe 3 5 pokiB 40 3 pOKiB HA OCHOBI NOTOYHWUX AAHMUX W00
nakyBaHHs CTabiNIbHOCTi Ta B AKOCTi 3an0o6iKHOTo 3axody. 3MiHu
(dbacyBaHHs), BHECEHO B IHCTPYKLIiIO A1 Me4UYHOro 3aCTOCyBaHHsA
BTOPUHHE nikapcbKoro 3acoby y po3gin "TepMiH npugaTHOCTI".
nakyBaHHs,
MapKyBaHHS:
Coro ®nopgic
IHTEpHeLwHN
CaiT3epnieHs
CA,
LLiBeiiuapis;
KOHTPO/1b
AKOCTI:
Na6op
Llonnivrep AT,
LLiBeiiuapis;
KOHTPO/1b
AKOCTI:
IHTepnab6op
Benn Al',
LLiBefiuapis
232. | TAMANIH niodpinisat gns TOB "$3 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/2989/01/01
po3unHy Ans iH'ekuii | "BIOPAPMA "BIOPAPMA" TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom

no 10 mr; 5
onakoHiB 3
niodpinizatom y
6nictepi; no 2
6nicTepu y nayui 3

KOHTPOb AONOMIKHMX peHoBUH. 3MiHa y MeTofax
BMNPOGYBaHHSA AOMOMDKHOI PEYOBUHM (iHLWi 3MiHW Y
MeTogax BunpobyBaHHA (BKIouaoumn 3amiHy abo
[ofaBaHHs)) - 3MiHa METOAUKN NPOBEAEHHS
TECTyBaHHS 3a Noka3HMkoMm «MikpobionoriyHa
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
KapTOHy yncToTa» JOMNOMDKHOI PeHOBUHU «[NiLMH» 3 MeToay
«FMMBUHHOIO BUCIBAHHS» HA METOJ, «MEMOPAHHOI
dinbTpayji».
233. | TAMOIrNOBY/I | niodinizoBaHuii CaHodpi 6.B. | HigepnaH BMPOGHMLITBO dpaHuin/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/15575/01/01
H® NopoLUOK ANs Jal7] Hepo3cacosa Ipnangis My - 3MiHK 3 AKoCTi. APl BupobHMUTBO. 3MiHa peyenmom
NPUroTyBaHHsA Horo BMPOGHMKA BUXIAHOro/NPOMIKHOTO MPOAYKTY/peareHTy,
KOHLieHTpaty Ans NpPoOAYyKTY, LLI0 BUKOPMUCTOBYIOTLCSA Y BUPOGHUYOMY npoueci Adl,
pO34MHy N [03BiN Ha abo 3MiHa BMPOOHUKa (BK/THOYatoun, Ae HeobXigHo,
iHchysiii no 25 mr; Ne BWMNYCK cepil: MicLe NpoBefeHHs KOHTPOsIo skocTi) APl (3a
1: no 1 donakoHy B CaHodi BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI EBPONEChKIl
KapTOHHIA KOpooLi BiHTpon hapmMakonei y 3aTBepyKeHOMY A0CLE)(iHLLi 3MiHN) -
IHpacTpia, MepewmileHHs Micusa A5 BUPO6HULTBA Ta MicLs
dpaHLis; KOHTPOJI0 SIKOCTi @pUTPOLIMTIB, SIKi BUKOPUCTOBYIOTHLCSA
nepBuHHa Ta 51K 6i0NOriYHNI peareHT y NpoLeci BUpo6HULTBA
BTOPVHHA aKTUBHOTO iHrpegieHTa.
yrnakoBkKa, 3aTBepKeHo:
[03BiN Ha Suppliers of Red Cells
BWMNYCK cepil: American Red Cross (ARC)
[bKkeH3aiim 4050 Lindell Boulevard
Ipnang, St. Louis, MO
Nimiten, United States
IpnaHgjs American Red Cross (ARC)

2201 Charlotte Ave
Nashville, TN

United States

Controls of Red Blood Cells
Creative Testing Solutions
4050 Lindell Boulevard
St.Louis, MO

United States

Creative Testing Solutions
13500-A south Point Blvd
Charlotte NC

United States
3anponoHoBaHo:
Suppliers of Red Cells
American Red Cross (ARC)
13610 Riverport Drive,
Maryland Heights, MO
United States

American Red Cross (ARC)
2201 Charlotte Ave
Nashville, TN

United States

Controls of Red Blood Cells
Creative Testing Solutions
13610 Riverport drive,
Maryland Heights, MO
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
United States
Creative Testing Solutions
13500-A south Point Blvd
Charlotte NC
United States
234. | TIBAPIIH-H pO3unH ANs iHQys3il, TOB YkpaiHa Bunyck cepii: Ykpaina/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/19033/01/01
42 mr/mn; no 100 mn | «®PAPMACE TOB Ipeuis BMNPaB/IEHHSA TEXHIYHUX MOMWOK 3rigHO M.2.4. peyenmom
ab6o no 200 mny N» «®APMACEN po3giny VI Hakazy MO3 Ykpainu Big 26.08.2005p. Ne
chnakoHi, no 1 », YKpaiHa; 426 (y pepakuii Hakasy MO3 Ykpainu Big 23.07.2015 p
chnakoHy B nauuj 3 Heposdhacosa Ne 460), gonyweHnx Npy NPOBEAEHHI Npoueaypv
KapToHy; no 100 mn HWIA NPOAYKT, peecTtpauii (PM NeUA/19033/01/01; Haka3z MO3
abo no 200 mn y nepBrHHa Ykpainu Big 28.10.2021 p. Ne2374) B MeTogax
chnakoHi, no 10 ynakoBka, KOHTPO/I0 AIKOCTI - B HA3Bi BUPOGHWKA AjitoHoi
doNnakoHiB y KOpobLj BTOPVHHA PEYOBUHM apriHiHy rigpoxnopua: 3aTsepakKeHo:
3 roppoKapTOHy ynakoBka, Kyowa Amino Acid Co., Ltd., Kutait; 3anponoHoBaHo:
KOHTPO/b: Shanghai Kyowa Amino Acid Co., Ltd., KnuTai.
BIOCEP C.A.
MAPEHTEPA
N1 CONOLWHC
IHOACTPI,
peuis
235. | TIBONTAH Kpan/i O4Hi, po34nH CEHTICC IHais CEHTICC IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/17236/01/01
no 3 MmNy hnakoHi 3 PAPMA PAPMATBT. TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peuyenmom
npo6Koto- NnBT. NTA. nTa. 3MiHN y BUPOGHMLTBI. 3MiHa po3mipy cepil
KpanesnbHULEe Ta (BK/KOYAOUM Ajiana3oH po3Mipy cepil) roToBoro
KpuLukoto; no 1 nikapcbKoro 3acoby (36inbLueHHs Ao 10 pasis
chnakoHy B NOPIBHAHO i3 3aTBEPAXXEHMUM PO3MiIPOM) BBEAEHHSA
KapTOHHIA Kopoo6Li anbTepHaTUBHOIO po3Mipy cepii N3 100 n (30303
(hNakoHIB) B ONOBHEHHS [10 BXE 3aTBEPKEHOro
po3mipy cepii 40 n (12121 chnakoHiBs).
236. | TPIYMEK TabneTku, BKPUTI BiiB Benuvka Brpo6HuK Benvka BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/14812/01/01
NAiBKOBOIO Xenckep tOK | BputaHis Hepo3dhacosa BpuTtanis/ MRy - 3MiHK 3 akocTi. A®l. BupobHuLTBO. 3MiHa peyenmom
060/10HKOH, Mo 50 Nimiteq HOro Icnanis/ BMPOBHMKA BMXIAHOTO/MPOMIXHOr0 NpoAyKTy/peareHTy,
Mr/600 mr/300 mr; no NpoAyKTYy: MonbLua LLI0 BUKOPUCTOBYHTLCS Y BUPOGHMYOMY npoueci AdI,
30 TabneTtok y nakco ab0 3miHa BUpo6HYKa (BKIOYaKoun, ge HeobxigHo,
donakoHi; no 1 OnepewHc MicLie MPOBeAEHHS KOHTPO/TO SIKOCTi) AdI (3a
donakoHy B tOK Nimitep, BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI EBPONEiChKili
KapTOHHilA KOpo6L Benvka thapmakonei y 3aTBepykeHOMY [0Cb€) (BBEAEHHSA
BpuTaHis; HOBOI AiNbHML, A€ 34IACHIETLCA MIKpOHi3au,is) -
MepBuHHA Ta [ofaBaHHA PyHKUIT MiKpoHi3auii gonyterpasipy
BTOPUHHA HaTpilo [0 BXe 3aTBEePL)KEHOI BUPOOHNYOI [ibHNL
ynakoBKa, Shanghai Desano Chemical Pharmaceutical Co., Ltd.,
[03BiN Ha No. 417 Binhai Road, Pudong New Area, Laogang
BUMNYCK cepil: Town, Shanghai, 201302, China BignosigasbHOI 3a
[nakco BMPOGHULITBO Ta KOHTPO/Ib IKOCTi HEMIKPOHI30BaHOr0
Bennkom C.A., ponyterpasipy HaTpito (cTagii 1-4), cuHTe30BaHoro
Icnanis; meTtogom Ci (Route C). 3miHu | Tvny - 3MiHW 3 AKOCTI.
BunpobHuK A®l. BUpo6HMLTBO. 3MiHa BUPOGHMKA
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
Hepo3dhacoBa BVIXiLHOro/MpoMiKHOro NpoAyKTy/peareHTy, Lo
Horo BMKOPWCTOBYIOTLCA Y BUPO6HNYOMY npoueci Adl, abo
npoaykTy, 3MiHa BUPO6HUKa (BK/TOHatoun, e HeobxigHo, micue
KOHTPO/Tb npoBefeHHS KOHTPO/TO skocTi) AP (3a BigCyTHOCTI
AKOCTI, cepTudikaTa BifgnoBiAHOCTI EBpONEiChKilt
nepBuHHa Ta thapmakonei y 3aTBepKeHOMY A0CLE)(3MiHN A0
BTOPUHHA 3axo0piB, NoB'A3aHUX 3 KOHTponem Adl, abo
ynakoBka, [ofaBaHHA AinbHUL, Ae NPOBOAUTLCS
[03BiN Ha KOHTPO/b/BMNPOGYBaHHA cepil) - AogaBaHHA YHKLT
BWMNYCK Cepil: KOHTPOJII0 SIKOCTi Ta BUMYCKY Cepii MiKpOHI30BaHOT0
Jendapm JonyTerpasipy HaTpilo 40 BXe 3aTBEPAXEHOT
Mo3HaHb C.A,, BMPOGHMYOI ginbHNLi Shanghai Desano Chemical
Monbla Pharmaceutical Co., Ltd., No. 417 Binhai Road,
Pudong New Area, Laogang Town, Shanghai, 201302,
China BignoBigasbHOI 3a BUPOOGHULITBO Ta KOHTPO/b
AKOCTI HEMIKPOHI30BaHOr0 AO/yTerpasipy HaTpito
(cTapii 1-4), cuHte3zoBaHoro metogom Ci (Route C).
3MiHn | TURY - 3MiHK 3 akocTi. A®l. BupobHuuTBO.
3miHu B npoueci BUpo6HuuTBa A®| (He3HauHa 3miHa y
npoueci BUpobHULUTBa API) HE3HAUHI 3MIHW Y
BMPOBHMYOMY MPOLLEC] AiH0HOT PEHOBUHM
Jonyterpasipy HaTpito cMHTe30BaHoro metogom Ci
(Route C) Ha BMpOGHMUili ainbHuui Shanghai Desano
Chemical Pharmaceutical Co., Ltd., China.

237. | YPCOCAH® kancysm no 250 wr, MPO.MEA.LL Yecbka BCi cTagii Yecbka BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/3636/01/01
no 10 kancyny C MNparaa.c. | Pecny6nik | BuMpo6bHMUTBa, | Pecnybnika/ TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/IE- peyenmom
6nictepi; no 1 a6o 5, a KOHTPO/1b Cnosaubka cepTucikaT BignoBigHOCTI EBpoNeNchKii
abo 10 6nicTepiB y AKOCTi Ta Pecny6nika thapmakonei/moHorpadii. NogaHHs HoBOro abo
KapTOHHIA KOpooLi BUNYCK cepil: OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o

MPO.MEA.LIC BW/TyYEHHS cepTuddikaTa BignoBiAHOCTI EBpONeENCHKIi
Mpara a.c., thapmakonei: ana A®l; gns BuxigHoro
Yecbka mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, O
Pecny6nika; BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
NepBUHHE i [OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
BTOPVHHE €Bponelicbkiii hapmakonei) - HoBuii cepTudikaT Big,
nakyBaHHs: HOBOro BUPO6HMKA (3amiHa abo [AOMOBHEHHS)
CBYC dapma noAaHHsa HOBOro cepTudikaTa BiANOBIAHOCTI
a.c., Yecbka €Bponeiicbkilt hapmakonei Ne CEP 2020-297 - Rev 00
Pecnyb6nika; ons girodoi pevosnHu Ursodeoxycholic acid, Process 2
NepBUHHE i Bi HoBOro Bnpo6HMKka ZHONGSHAN BELLING
BTOPVHHE BIOTECHNOLOGY CO., LTD. 3MiHu | Tuny - 3miHu 3
nakyBaHHs: sakocTi. CepTudikat BignosigHocTi/lE-cepTudikat
KOO®APMA BiANOBIAHOCTI EBponeiickbkil hapmakonei/MmoHorpadii.
c.p.o., Yecbka MopaHHA HoBOro abo OHOBMEHOTO cepTudikaTa
Pecny6nika; BIANOBIAHOCTI ab0 BUNyYeHHs cepTudikara
KOHTpPO/Tb BiAnoBigHOCTI EBponelickbkint hapmakonei: ans Adl;
SAKOCTI: [ON5 BUXIOHOTO MaTepiany/peareHTy/npoMixXHOro
AJIC Yecbka

NPOAYKTY, LU0 BUKOPUCTOBYHOTLCS Y BUPO6HMUTBI AdI;
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n/n

Hassa
JliKapcbKo20

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0OYeHHs

3acoby

Pecny6nika,
C.p.0., Yecbka
Pecnyb6nika;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
BMPOGHMLTBO
"in bulk”,
KOHTPO/1b
cepii:
CaHeka
dapmacboTUK
ans a.c.,
Cnosaubka
Pecny6nika

A5 AONOMDKHOT peyoByHY (cepTuddikaT BifgnoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl y)Ke 3aTBEepKEHOro BUPOGHYKa - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI EBponenchkil
hapmakonei Ne R1-CEP 2001-245 - Rev 06
(3atBepmxeHo: R1-CEP 2001-245 - Rev 05) ans
aitovoi pevosuHn Ursodeoxycholic acid Big Bxe
3aTBEPAKEHOrO BUPOGHMKA, KM 3MiHVB Ha3By Ha
INTERNATIONAL CHEMICAL ENTITY JAPAN CO.,
LTD.
3MiHW | TUnY - 3MiHK 3 aKocTi. CepTudiikaT
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANoOBIAHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkin hapmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[LOMNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl y)Ke 3aTBEepKEHOro BUPOGHYKa - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBpoNenchbkil
thapmakonei Ne R1-CEP 2018-115 - Rev 00
(3aTBepmkeHo: RO-CEP 2018-115 - Rev 02 ansa gjtoyoi
peuoBuHmn Ursodeoxycholic acid, UDCAe "c" Big Bxe
3aTBepxeHoro BupobHvka Pharmazell GmbH,
HimeuuunHa. 3miHu | Tuny: 3miHm 3 akocTi. CepTudikat
BignosigHocTi/l E-cepTudpikar BignosigHOCTI
€Bponeiicbkiin. 3MiHK | TUNY - 3MiHKU 3 SKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbki hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
BIAANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANoBiAHOCTI EBponelicbkin hapmakonei: ans Adl;
ONs BUXIQHOTO MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
A5 AONOMDKHOT peyoByHY (cepTuddikaT BifgnoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHMIA cepTudikat
Bifl Y)Ke 3aTBEep)KEHOro BUPOGHYKaA - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBpoNenchkil
thapmakonei Ne CEP 2020-297 - Rev 01 ans gjto4ol
peuoBuHu Ursodeoxycholic acid, Process 2 Bif,
BMpo6Huka ZHONGSHAN BELLING
BIOTECHNOLOGY CO., LTD.

3a

UA/5185/01/01

238.

®EHTAHIN

PO34MH ANS iH'EKLNR,
0,05 mr/mn; no 2 mn
abono 10 mn B

amnyni; no 5 amnyn

TOBAPUCT
BO 3
OBMEXEH
(6],0]

Ykpaina

BCi cTagil
BMPOGHMLTBA,
KOHTPO/b

YkpaiHa

AKOCTI, BUMYCK

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3miHu |
TMny - AGMIHICTPaTVBHI 3MiHW. BuiyyeHHs BUpo6GHUYOT
OinbHUUI (BKIOYaouM AinbHUL Ans AP, NpoMibKHOTro

NpoAyKTY abo roTOBOro NiKapCbKoro 3acoby, AislbHULL

peyermom
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
y 6nicTepi; no 1 abo BIANOBIOA cepii: [N NpoBeAeHHs NakyBaHHS, BUPOOHUKa,
2, abo 20 6nicTepis NBHICTHO ToBapucTso 3 BiANOBiAA/ILHOIO 3a BMNYCK Cepiii, MicLie NPOBEAEHHS
y KOopob6Lji 3 kKapToHy; | «KOPMOPA 06MEXEHOI0 KOHTPOIO cepii) abo nocTadasibHMKa BUXIAHOTO
no 2 M B amnyii; LA BiAMOBIAA/TbHI marepiany, peareHTy abo AOMOMDKHOI peYOBUHU
no 10 amnyny «3[00POB’A CTI0 (AIKLLLO 3a3HAYEHO Y A0CbE) - BunyyeHHs BUPO6HUKa
6nictepi; no 1 abo » "XapkiBcbke Ad| deHTaHiny, a came NORTHERN SYNTHESIS,
10 6nicTepiB y thapmaueBTUy Latvija. 3annwaioTbcsa anbTepHaTUBHI BUPOOHUKU AdD]
KOpPOOLLi 3 KapTOHY He deHTaHiny: Macfarlan Smith Limited, United Kingdom;
nignpueMcTBo AREVIPHARMA GMBH, Germany
"3p0poB'sa
Hapozy",
YkpaiHa; BCi
cTagji
BUPOGHMLTBA,
KOHTPO/b
AKOCTI:
AKUjoHepHe
TOBapuCTBO
"rannudapm",
YKpaiHa
239. | ®NIEKAIHIA, Tabnetku no 50 mr; CaHpo3 CnoseHis BMPOBHULITBO HimeuunHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/15559/01/01
CAHAO03® no 10 TabneTok y dapmachbHoTi "in bulk", TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom
6nictepi; no 3 abo 6, Kan3 a.a. nakyBaHHs1, 3MiHV Yy BUpO6HMUTBI. 3MiHa po3mipy cepii

abo 12 6nictepiB y
KapTOHHIA Kopoo6Li

KOHTPO/Ib Ta
BMNYCK Cepiii:
Cantotac
Papma M'm6X

(BK/IIOYAtOUM diana3oH po3Mipy cepii) roToBOro
nikapcbkoro 3acoby (36inbweHHs go 10 pasis
NOPIBHAHO i3 3aTBEPIKEHUM PO3MIpOM) BefeHHs
noaaTtkosoro posmipy cepii N3 dnekaiHig CAHAO3®,
Tabnetkn no 50 mr - 2 400 000 TabNeToK.
3arBepaxeHo
dnekaiHig CAHAO3®, Tabnetkn no 50 mr
Po3wmip cepii 600 000 TabneTok
3anponoHoBaHo
dnekaiHig CAHAO3®, Tabnetkn no 50 mr
Po3wmip cepii 600 000 TabneTok
2 400 000 Tabnetok
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWi
3aci6. 3MiHM Yy BUPO6HULTBI. 3MiHW Y NpoLeci
BMPOGHMLTBA FOTOBOIO NiKapCbKOro 3acoby,
BK/IO4AI0UM MPOMIXKHWI MPOAYKT, WO 3aCTOCOBYETHLCA
npu BUPOBHMLTBI FOTOBOTO /iKapCbKOro 3acoby
(He3Hau4Ha 3MiHa y npoLeci BUPO6HMLTBa) BHECEHHS
HEe3Ha4HOoI 3MiHM 40 TEXHOOTYHOrO npouecy
BMpo6HMUTBa /13, a came — KOpUryBaHHS
TEXHOMOTIYHOT CXeMMn AN eTany 3MillyBaHHA Ta
NpocCitoBaHHA Ta On1cy BUPOBHNYOro npolecy y
p.3.2.P.3.3 Onnc BMPOGHMYOro NpoLecy Ta KOHTPO/IH0
npouecy. Npouec BUPOOHULTBA 3a/1MLLIMBCS 6€3 3MiH.
BBefeHHs 3MiH NpoTarom 6-t1 MicauiB nicns
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Homep

n/n

Hassa
JliKapcbKo20

dopma sunycKy
(nikapcbka chopma,

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

peecmpayitiHo2o

nocsBi0OYeHHs

3acoby

ynakoska)

3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. 3MiHM y BUPO6HMLTBI. 3MiHN BUNpobyBaHb abo
[OMNYCTUMKX MEX, BCTAHOB/IEHUX y crneuudikalisx, nig
Yyac BMPO6GHULITBA FOTOBOrO NiKapCcbKoro 3acoby (iHLwi
3MiHW) BHECeHHs He3HayHMX 3MiH Ao p.3.2.P.3.4
KOHTPO/Ib KPUTUYHNX CTagili i MPOMIXHOT MPOAYKL;i.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS.
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA
3aci6. KOHTposib roTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneyugikauii Ta/abo AONYyCTUMUX MEX
roTOBOrO JlikapcbKoro 3acoby (iHwi 3miHM) 3MiHa
OfVHULIb BUMIpIOBaHHSA MokasHuka «Hardness» 3
«kinorpam-cuna (kp)» Ha «HbtoToH (N)»
3arBepaxeHo
3.2.P.3.4 Control critical steps
Hardness (limit: 2-8 kp)
3.2.P.5.1 Specification
Resistance to crushing 2-8 kp
3anponoHoBaHo 3.2.P.3.4 Control critical steps
Hardness (limit: 20-80 N)
3.2.P.5.1 Specification
Resistance to crushing 20-80 N

UA/15559/01/02

240.

®NIEKAIHIL,
CAHAO03®

Tabnetkv no 100 wmr;
no 10 TabneTtok y
6nicTepi; no 3 abo 6,
abo 12 6nictepiB y
KapTOHHIA KOpooLi

CaHpo3
dapmacbHoTi
Kans g.4.

CnoBeHis

BMPOGHMLTBO
"in bulk”,
nakyBaHHS,
KOHTPO/Ib Ta
BMNYCK Cepiii:
Catotac
dapma M'm6X

HimeyuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3MiHa po3mipy cepil
(BK/THOYAtOUM diana3oH po3Mipy cepii) roToBOro
nikapcbKoro 3acoby (36inbeHHs 4o 10 pasis
MOPIBHSAHO i3 3aTBEPKEHUM PO3MipoM) BefeHHs
[opatkoBoro posmipy cepii 13 ®nekainig CAHAO3®,
Tabnetku no 100 mr — 1 200 000 TabneTOK.
3arBepoKeHo
dnekaiHig CAHAO3®, Tabnetkn no 100 mr
Po3wmip cepii 300 000 TabneTok
3anponoHoBaHo
dnekaiHig CAHAO3®, Tabnetkn no 100 mr
Po3wmip cepii 300 000 TabneTok
1 200 000 Tabnetok
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
3aci6. 3MiHW y BUPOBHULLTBI. 3MiHM Y npoLeci
BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/TIOYAI0UN NPOMiXKHUIA NPOAYKT, L0 3aCTOCOBYETLCA
npv BUPOOHULITBI TOTOBOTO J1iKAPCLKOro 3acoby
(He3HauyHa 3MiHa y npoLeci BUPO6GHMLTBa) BHECEHHS
He3Ha4HoT 3MiHM 0 TEXHOIOMYHOrOo npoLecy
BUpo6HUUTBA /13, @ caMe — KopUryBaHHs

TEXHOJOMYHOI cXeMu AN15 eTany 3MillyBaHHs Ta

3a
peyenmom
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n/n

JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0OYeHHs

241.

DITYUNHAP®

renv, 0,25 mr/r no 15

TOB

NPOCIitOBaHHS Ta OM1Cy BUPOBHMNYOro npouecy y
p.3.2.P.3.3 Onuc BMpo6HUYOro npouecy Ta KOHTPOSI0
npouecy. Npouec BUpo6HULTBA 3a/IMLIMBCS 6€3 3MiH.

BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHN y BUpO6HMLTBI. 3MiHN BUNpobyBaHb abo
L0NyCTUMMX MeX, BCTAHOB/IEHUX Y creuudikaLisx, nig
Yyac BMPOOHULITBA FOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHN) BHeceHHs1 He3HauyHuX 3MiH o p.3.2.P.3.4
KOHTPO/Ib KPUTUYHNX CTafili i MPOMIXHOT MPOAYKL;i.
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. KOHTposib roTOBOrO Nikapcbkoro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo AONyCTUMUX MEX
roTOBOrO JliKapcbKoro 3acoby (iHLi 3miHM) 3MiHa
OAVHMLb BMMIpOBaHHA nokasHuka «Hardness» 3
«kinorpam-cuna (kp)» Ha «HbroToH (N)»
3areepaxeHo
3.2.P.3.4 Control critical steps
Hardness (limit: 2-8 kp)
3.2.P.5.1 Specification
Resistance to crushing 2-8 kp
3anponoHoBaHo 3.2.P.3.4 Control critical steps
Hardness (limit: 20-80 N)
3.2.P.5.1 Specification
Resistance to crushing 20-80 N

ry Ty6i; no 1 1y6i B
KapTOHHIA Kopoo6Li

«BAYLU
XEJIC»

YKpaiHa

dapm3aBof
Enbcha A.T.

MonbLa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBpoNeiichKii
hapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKiIi
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHoBMeHWIA cepTudikat
BiJ y)Ke 3aTBEep)KEHOro BUPOGHNKa - 3MiHa
06ymoB/ieHa nofaHHAM oHosrieHoro CEP R1-CEP
2004-103-Rev 02 (3atBepmkeHo: R1-CEP 2004-103-
Rev 01) ana gitovoi pevosrHn Fluocinolone acetonide
Bif y)Xe 3aTBepKeHOro BUpobHUKa. HK Hacnigok,
npuBeAeHHS Ha3BW BUPOOHWMKA Ajt040i PEUYOBUHM B p.
«Cxknag» MKA /13 y BignoBigHICTb O OHOB/IEHOTO
CEP (3atBepaxeHo: FARMABIOS S.p.A,, ITania

3a
peyenmom

3anponoHoBaHo: FARMABIOS SPA, Itanis). 3miHu |

UA/2878/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

TMny - 3MiHK 3 AkocTi. A®l. Bupo6HMuTBO. 3MiHa
BMPOGHMKa BMXIAHOrO/NPOMIXHOro NpoAyKTy/peareHTy,
LLIO BUKOPUCTOBYIOTLCA Y BUPOBGHMYOMY npouieci AdI,
ab60 3miHa BUpo6HuKa (BK/0HaKUn, e HeobxiaHo,
MicLLe NpoBeAEeHHS KOHTPOsIO iKocTi) AdI (3a
BiZICYTHOCTi cepTudpikaTa BianoBigHOCTI EBponeiichkili
hapmakonei y 3aTBepAXeHOMY [0CbE)(BBEAEHHS
HOBOI AiNbHULI, e 3AiICHI0ETLCA MIKpPOHi3aLlist) -
BBE/lEHHS HOBOI (a/1bTEPHATVBHOI) AiNbHULI ANA
MiKpOHi3auii gjitouoi pevouHu Fluocinolone acetonide
- FARMABIOS SPA

242,

®NYLUMHAP®

ma3sb, 0,25 mr/r; no
15 ry Ty6i; no 1 Ty6i
B KapTOHHI Kopo6Lyi

TOB
«BAYLW
XEJIC»

Ykpaina

Papm3asop,
Enba A.T.

Monbwa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoOro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns suxigHoro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBMeHWIA cepTudiikat
Bif, y)Xe 3aTBepPKEHOro BUPO6HMKA - 3MiHA
06ymoB/ieHa nogaHHAM oHoBsieHoro CEP R1-CEP
2004-103-Rev 02 (3aTBepmkeHo: R1-CEP 2004-103-
Rev 01) ans aitovoi pevosrHu Fluocinolone acetonide
Bifl Y)Ke 3aTBepKeHOro BUPoGHMKa. AK Hacnifok,
nprBeAeHHs Ha3BW BUPOGHWMKA Ail0Y0i PEHOBUHM B P.
«Cknag» MKSA /13 y BiANOBIAHICTb O OHOBJ/IEHOTO
CEP (3atBepaxeHo: FARMABIOS S.p.A,, ITania
3anponoHoBaHo: FARMABIOS SPA, Itanis). 3miHu |
My - 3MiHK 3 AKoCTi. APl BupobHMUTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/NPOMIKHOTO MPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYIOTLCS Yy BUPOGHMYOMY npoueci AdI,
abo 3MiHa BMPOOHUKa (BK/THOYatoun, Ae HeobXigHo,
MicLe NpoBefeHHs KOHTPOsIO skocTi) APl (3a
BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI EBPONEChKIl
thapmakonei y 3aTBeppkeHOMY 40CbE)(BBEAEHHS
HOBOI AiNbHULI, A 3AiNCHI0ETLCA MIKpPOHi3aLlis) -
BBEJEHHS HOBOI (a/IbTEpHATVBHOI) AiNbHULI ANA
MiKpOHi3auii gitoyoi pevoBuHM Fluocinolone acetonide
- FARMABIOS SPA

3a
peyermom

UA/1720/01/01

243.

PNYUMHAP® N

masb no 15 r y Ty6i;
no 1 1y6i B
KapTOHHI/ KopoobLi

TOB
«BAYLU
XEJIC»

YKpaiHa

dapm3aBof
Enbha A.T.

MonbLa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE-
cepTucpikaT BignoBigHOCTI EBponelichKii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BW/yYEHHs cepTudikaTa BifgnoBiAHOCTI EBponelichkii

3a
peyenmom

UA/2879/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0OYeHHs

thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl Y)Ke 3aTBEep)KEHOro BUPOGHYKaA - NOAAHHSA
oHossieHoro CEP R1-CEP 2004-103-Rev 02
(3aTBepmxeHo: R1-CEP 2004-103-Rev 01) ans gitoyoi
peuosuHmn Fluocinolone acetonide Big yxe
3aTBEPKEHOr0 BUPOGHUKA. AK HACMifoK, NpYBeAeHHS
Ha3BUW BUPOOHWMKA Ajito40i pevoBuHM B p. «Cknag» MKA
N3y signosigHicTb fo oHoBneHoro CEP
(3atBepmxeHo: FARMABIOS S.p.A,, Itanis
3anponoHoBaHo: FARMABIOS SPA, ITanisi). - 3miHn |
TMny - 3MiHK 3 aKkocTi. A®l. Bupo6HuuTBO. 3MiHa
BMPOGHMKA BUXIAHOro/MPOMIKHOTO MPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMYOMY npoueci AdI,
ab6o 3miHa BUpobHWKa (BKIOYaKoun, ge HeobxigHo,
MicLe NpoBeaeHHs KOHTPOsIo skocTi) APl (3a
BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI EBPONEiChKIlt
hapmakonei y 3aTBepAxeHOMy [0CbE)(BBEAEHHS
HOBOI AiNbHULI, e 3AiCHI0ETLCA MIKpPOHi3aLlist) -
BBeJEHHS HOBOI (a/flbTEPHATUBHOI) AiNbHULL AN
MiKpOHi3auii gjitouoi peyosuHu Fluocinolone acetonide
- FARMABIOS SPA.

244,

DOCTEP

aepo3o0/b Ans
iHransujn,
[o30BaHuii, 100+6
MKr/no3y; no 120
[03 Y KOHTeliHepi;
no 1 a6o 2
KOHTEliHepy 3
[03yH0UnMm
KnanaHom i
PO3NWOHYOI0
Hacagkot Ta
3aXUCHUM
KOBMaYKkoM y
KapTOHHI kopo6Lyj;
no 180 no3y
KOHTeliHepi; no 1
KOHTeliHepy 3
[03yH0UMM
KnanaHom i
PO3NWOHYOI0
Hacagkot Ta
3axXUCHUM
KOBMaykoM y

K'esi
dapmac'toTik
en3 MeX

ABCTpIst

BUPOBHULTBO,
KOHTPO/b, 36ip
HanoBHEHWX
KOHTEeliHepiB
Ta nakyBaHHS:
K'esi
dapmaLeyTuLi
C.n.A., Itanis;
36ip
HanoBHEHWX
KOHTEliHepiB
Ta NakyBaHHS:
r.J1. dapma
m6X,
ABCTpist;
BUNYCK cepil:
K'esi
dapmac'toTike
n3 rmé6X,
ABCTpIS;
KOHTPO/b
cepii: YIMAH
C.P.N., Itanis

ITania/
ABcTpis

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHn). 3MiHU BHECEHO B M.
«|HLWE>» TeKCTy MapKyBaHHS BTOPUHHOI Ta NepBUHHOI
yMakoBOK NikapcbKoro 3acoby, a came: BUgasieHo
iHhopMaLito Npo /TI0roTMN NpeAcTaBHMKA 3aSBHUKA.
TepMiH BBEEHHA 3MiH NPOTArom 6 micsAuiB nicns
3aTBEPKEHHS.

3a
peyenmom

UA/16438/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1

KapPTOHHI KOpooLyi

245. | ®OCDHOPAN rpaHynun ans MPOPAPM ManbTta NabiaHa IcnaHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/13238/01/01
OpPa/IbHOIO PO34NHY, A dapmacbioTika Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHOCTI/IE- peyenmom
3r/naketT; no 8ry IHTEpHeLWHN nc, C.J.Y. cepTudikaT BignoBigHOCTI EBponeiichKii
nakeTi; no 1 nakety TpeanHr hapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
Y KapTOHHI nauui Niviten OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTI abo

BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKiIi
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€sponelicbkin hapmakonei) - OHoBMeHWIA cepTudikat
Bif] y)Xe 3aTBepXeHoro BupobHuka MogaHHA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
thapmakonei Ne R1-CEP 2012-265 Rev 03
(3atBepaxeHo: R1-CEP 2012-265 Rev 02) ans gitouoil
peyoBuHM Fosfomycin trometamol Big Bxe
3aTBEpAKEHOro BMpo6Huka LABIANA
PHARMACEUTICALS, S.L.U., Icnanis.
3MiHu | TUnYy - 3MiHK 3 aKocTi. CepTudiikaT
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANoOBIAHOCTI
abo BunyyeHHs cepTudpikarta BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHMIA cepTudikat
Bif y)Ke 3aTBeppKeHoro Bupo6Hvika MogaHHsA
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponenchkil
hapmakonei Ne R1-CEP 2012-265 Rev 04 gns gitoyoi
peyosuHM Fosfomycin trometamol Big Bxe
3aTBepAxeHoro BupobHuka LABIANA
PHARMACEUTICALS, S.L.U., IcnaHis. 3miHu | Tuny -
3MmiHn 3 sKocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiichKii
thapmakonei/MmoHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeEChKii
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHOBMEHWIA cepTudikat
Bif] y)Xe 3aTBepXeHoro BupobHuka MogaHHA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
hapmakonei Ne R1-CEP 2012-265 Rev 05 ans gitoyoi
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

peyoBuHM Fosfomycin trometamol Big Bxe
3aTBepaxeHoro Bupo6Huka LABIANA
PHARMACEUTICALS, S.L.U., IcnaHis. 3miHu | Tuny -
3miHu 3 sKocTi. CepTudpikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BWU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonel: ana A®l; gns suxigHoro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkii hapmakonei) - HoBuii cepTudikaT Big,
HOBOro BMpOO6HMKa (3aMiHa abo [ONOBHEHHS)
MopaHHsa HoBoro CEP Ne CEP 2023-068- Rev 01 gns
anbTepHaTUBHOT BUPOOHUYOI AiNbHUL Ailoyoi
peyoBunHu Fosfomycin trometamol, FT23 (BnacHuk
CEP -LABIANA PHARMACEUTICALS, S.L.U.,
Icnanis).
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. BunyyeHHs
BMPOBHNYOI AiNbHUL (BKNOYaOUN AinbHuL ans AdI,
NPOMDKHOro NPoAyKTy abo roToBOro JlikapCbKoro
3aco0by, AiNbHUL AN18 NpoBeAEeHHsS NaKyBaHHS,
BMPOGHWKA, BifNOBIAAILHOMO 3a BUMYCK Cepili, MicLe
NpOBeAEeHHS KOHTPOSIO cepii) abo nocTavanbHUKa
BUXiAHOrO MaTepiany, peareHTy abo A0NOMIKHOI
PEeYOBUHM (SIKLLO 3a3HAYEHO Y [0CLE)
BunyyeHHst BUpO6HMKa Aitouoi pevoBrHKn Fosfomycin
trometamol Lankci K eng N ®apmackioTikan Ko. JIT[,
KnTaii.

246.

XEMIAEPM
DOPTE
AEPO30/1b

niHa HalKipHa; no
58,5 ra6o no 117,0
r'y 6a1oHi; no 1
6asioHy B KapTOHHIlA
Kopobui

TOBAPUCT
BO 3
OBMEXXEH
oo
BIAMOBIJA
NBHICTIO
«KOPTOPA
s
«3[10POB'AA

»

YkpaiHa

ToBapucTBO 3
obMmexeHoto
BiANOBIAa/TbHI
CTIO
"PapmavnesTu
YHa KOMNaHis
"3popos'a”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AKocTi. A®I. CTabinbHiCcTb. 3MiHa
nepiofy NOBTOpPHMX BMNpOGyBaHb/nepiody 36epiraHHsA
abo ymoB 36epiraHHa A®I (3a BigCyTHOCTI y
3aTBEpPAKEHOMY [0Che cepTudpikata BignoBiAHOCTI
€Bponeiicbkili thapmakonei, Lo BKItoYae nepiog,
NMOBTOPHOTrO BMNPOGYBaHHS) (Nepiog, MOBTOPHOTO
BUNPO6YBaHHs/Nepios, 36epiraHHs) - 36iNbLUEHHS abo
BBE/lEHHS nepiogy NOBTOPHOro BMNPOGYBaHHs/nepiogy
36epiraHHa Ha OCHOBI pe3y/bTaTiB AOC/TMKEHDb Y
peasibHOMY Yaci - 36i/1bLLEHHSA TePMiHY NpUAaTHOCTI
cybcTaHLUii anaHToiHy A0 3 pOKiB.

6e3
peyenma

UA/11691/01/02

247.

XENINOP

cnpeii 4ns poToBoi
NOPOXHUHK, No 20
M abo no 50 mny
donakoHi; no 1
donakoHy y nauyui 3
KapToHy

AT
"®apmak”

YKpaiHa

AT "dapmak"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. APl KoHTponb APl. 3miHa y
MeTodax BunpobysaHHs A®| abo BUXigHOro
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wo
BUKOPUCTOBYETLCA Y npoLeci BUpo6HuLTBa ADI (iHLWi
3MiHW Yy MeTofax BUNpobyBaHHs (BKIOYauy 3aMiHy

6e3
peuyenma

UA/10910/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

ab6o gonoBHeHHs)) A®| abo BUXIQHOrO/MPOMIXHOIO
NPOAYKTY) A0fAHHA aflbTEPHATUBHOI METOAVKM
BM3HAYEHHSA MOKa3HMKa «3anLLKOBI Ki/IbKOCTi
OpraHi4YH1X PO3YMHHWKIB» BignoBigHO f0 BUMOr EP,
Aoy, 2.2.28. 3MiHKM | TUNY - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkii hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
BIAANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANoBigHOCTI EBponelicbkin hapmakonei: ans Adl;
[ONs BUXIQHOTO MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
A5 AONOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl Y)Ke 3aTBEep)KEHOro BUPOBHYKa - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI €EBpoNenchkil
thapmakonei Ne R1-CEP 2005-238 - Rev 03
(3atBepmxeHo: R1-CEP 2005-238 - Rev 02) ans
Aitoyoi pevoBrHN Hexetidine Big BXe 3aTBEpAXEHOT0
BMpo6Huka CURIA FRANCE S.A.S.

248.

XENINOP

PO34MH ANA POTOBOI
NOPOXHWHW; no 100
My ¢prakoHi; no 1
donakoHy y nauuj 3
KapToHy

AT
"Papmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu |
Tuny - 3MiHn 3 akocTi. A®I. KoHTponb AdL. 3miHa y
MeTofax BMnpobysaHHa APl abo BuxigHoro
marepiany/npoMiKHOro NpoayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NpoLeci BUPO6HMLTBA ADI (iHLUi
3MiHM Y MeToAax BUNpobyBaHHA (BKIOYAOUN 3aMiHy
ab6o gonoBHeHHs1) APl abo BUXIAHOrO/MPOMIXXHOIO
NPOAYKTY) A0fAHHSA a/lbTEPHATUBHOI METOAVKM
BU3HAYEHHS NOKa3HUKa «3a/IMLLIKOBI KiNIbKOCTI
OpraHiyH1X PO34MHHMKIB» BiANOBIAHO A0 BUMOT EP,
Aoy, 2.2.28. 3miHu | TUNY - 3MiHK 3 SKOCTI.
CepTudpikat signosigHocTi/lE-cepTucpikat
BiANOBIAHOCTI E€Bponeiickbkin thapmakonei/moHorpadii.
MopaHHA HoBOro abo OHOBNEHOrO cepTudiikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS cepTudikata
BiAnNoBigHOCTI €Bponelickbkin hapmakonei: ana Adl;
015 BUXiQHOrO MaTepiasy/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI AdI;
A5 AONOMDKHOT peyoByHY (cepTuddikaT BifgnoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBMeHWIA cepTudiikat
Bif, y)X€ 3aTBep)KEHOro BUPOGHMKA - MOJaHHS
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €Bponenchkili
thapmakonei Ne R1-CEP 2005-238 - Rev 03
(3aTBepmxeHo: R1-CEP 2005-238 - Rev 02) ons
Aitoyoi pevoBuHM Hexetidine Big BXe 3aTBEpAKEHOr0
BnpobHmka CURIA FRANCE S.A.S.

6e3
peyenma

UA/10910/02/01

249.

LE®PABOPA

Kpanni opasibHi No
50 mn a6o 100 mny

Llecpak KI

HimeyunH
a

Lledpak KI

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHM WoAo 6e3nekn/edeKkTnBHOCTI Ta

6e3
peyenma

UA/10843/01/01




228

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
chnakoHi 3 hapmakoHarnsgy (iHwi 3mMiHun) - 3MiHM BHECeHo y n. 6.
Hacagjkoto- IHLWE TekcTy mapKyBaHHA nepsBuHHoOI Ta n. 17. IHLWE
fosartopom; no 1 TEKCTY MapKyBaHHS BTOPUHHOT yNakoBKU MiKapCbKOro
chnakoHy B 3aco6y WoA0 BUYYeHHs iHdhopMaLii npo
KapTOHHiA KOpooLi ancTpub'toTopa. BeeeHHs 3MiH NpoTArom 6-tu
MicsLiB NicNsA 3aTBEPKEHHS
250. | LEGAMALAP Tabnetku; no 20 Llechak KI HimeuuunH Lledpak KI HimeyuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu | Ges UA/5850/01/01
Tabnetok y 6nictepi; a TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenma
no 5 6nictepis y thapmakoHarnagy (iHwi 3MiHn) - 3MiHW BHECEHO Y Nn.
KapTOHHIA Kopoo6Li 17. IHLWE TekcTy MapKyBaHHsS BTOPVMHHOI YNakKoBKU
NiKapcbKoro 3acoby LWoAo0 BUAyYeHHs iHdhopmMauii npo
avcTpub'ioTopa. BeefeHHst 3MiH NnpoTAarom 6-tu
MicsiLiB nicns 3aTBepApKEHHs!
251. | ULE®AMALAP Tabnetku; no 20 Lledpak KI HimeuuunH Lledpak KI HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 He UA/5850/01/01
TabneTtok y bnictepi; a TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peuyenma nidnsieae
no 5 6nictepiB y hapmakoHarnagy (iHwi 3MiHn) 3MiHU BHECEHO B
KapTOHHIA KopooLi IHCTPYKLiO ANA MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby fo po3giny "MNobiyHi peakuii” WoA0 3BiTyBaHHSA
npo No6iyHi peakuii Ta "MicLe3HaxomKeHHs
BMPOGHMKa Ta afpeca MicLis NPOBaKEHHSs 1ioro
AisnbHOCTI/Micue3HaxoKeHHs 3asBHUKa Ta/abo
npeAcTaBHUKa 3asiBHVKA" 00 BHECEHHS KOHTAKTHUX
[aHuX 3asBHMKa. BBeeHHA 3MiH NpOTArom 6-Tu
MicsLiB Nicns 3aTBEPAKEHHS
252. | LE®AHENPO Tabnetku; no 20 Liedhak KIr HimeuuunH Lledhak KI HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/14251/01/01
Tabnetok y 6nictepi; a MRy - 3MiHK LWoAo 6e3nekn/edeKkTNBHOCTI Ta peyenma
no1la6ono3 thapmakoHarniagy (iHwi 3miHn) 3MiHM BHeceHo y n. 17.
6nictepu y IHLE TekcTy mapKyBaHHA BTOPUHHOI YNaKoBKu
KapTOHHilA KOpo6L NiKapCcbKoro 3acoby LWoA0 BUYYeHHS iHdopmaLlii npo
ancTpub'ioTopa. BeefeHHs 3MiH NpoTArom 6-tu
MicsLIB NicNsa 3aTBEPAKEHHS
253. | LE®AHENPO Tabnetku; no 20 Llechak KI HimeuunH Lledpak KI HimeuunHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 6e3 nions2ae UA/14251/01/01
Tabnetok y 6nictepi; a TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenma
no 1 a6ono3 thapmakoHarnagy (iHwi 3mMiHu) - 3MiHN BHECEHO B
6nictepn y IHCTPYKLiO ANA MeAUYHOro 3aCTOCYBaHHS NiKapCbKoro
KapTOHHI/ Kopoo6Li 3aco6y A0 po3ainy "Mob6iyHi peakyii” WoAo 3BiTyBaHHSA
npo no6iyHi peakuii Ta "Micue3HaxomKeHHs
BMPOGHMKa Ta afpeca MicLis NPOBaKEHHS 1oro
LisiNIbHOCTI/MiCLLe3HaX0MKEHHS 3asiBHMKA Ta/abo
npeAcTaBHUKa 3asiBHMKA" 00 BHECEHHSA KOHTaKTHUX
[AaHvX 3asBHMKa. BBeeHHA 3MiH NpPOTAroM 6-Tu
MicsILiB Micns 3aTBepAKEHHS!
254. | UE®ACENb Tabnetku no 300 Llechak KI HimeuuunH Lledhak KI HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/8891/01/03
MKr; no 20 TabneTok a TMny - 3MiHKM Woao 6e3nekn/edekTUBHOCTI Ta peyenma

y 6nicTepi; no 1
6nictepy y
KapTOHHI/ KopoobLi

hapmakoHarnagy (iHwi 3MiHn) 3miHn BHeceHo y n. 17.
IHLE TekcTy MmapKyBaHHA BTOPUHHOI YNaKoBKu
NiKapcbKoro 3acoby LWoA0 BUAYyYeHHs iHhopmauii npo
AncTpub'toTopa. BBegeHHs 3MiH NpoTarom 6-tm
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
MicsILiB Micns 3aTBepAKEHHS!
255. | LE®ACE/Nb Tabnetku no 100 Lledhak KI HimeuuunH Lledhak KI HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/8891/01/02
MKr; no 20 TabneTok a TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyenma
y 6nicTepi; no 1 hapmakoHarnagy (iHwi 3MiHn) 3miHn BHeceHo y n. 17.
6nictepy y IHLE TekcTy MmapKyBaHHA BTOPUHHOI YNaKoBKu
KapTOHHI KOpooLi NiKapcbKoro 3acoby LWoA0 BUAyYeHHs iHhopmMalii npo
ancTprb'toTopa. BeegeHHs 3MiH NpoTarom 6-tu
MicALiB Nicna 3aTBepAKEHHS
256. | LE®DIKC Kancynu no 400 mr Papma WoppaHis Papma WopgaHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/4151/01/01
no 5 kancyny IHTEepHeLweH IHTepHeLLeHan TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom | riosisieae
6nictepi; no 1 an KomnaHi KomnaHi thapmakoHarnagy (iHwi 3mMiHn). 3MiHU BHECEHO B
6nictepy y IHCTPYKLitO AN19 MEAMYHOr0o 3aCTOCYBaHHS NiKapCbKoro
KapTOHHIA Kopoo6Li 3acoby A0 po3ainy "Mo6iyvHi peakyii” WoA0 3BiTyBaHHS
npo No6iyHi peakuii Ta "MicLe3HaxomKeHHs
BMPOGHMKA Ta agpeca MicLs NPOBafXeHHS Moro
LisiNbHOCTI/MicLLe3HaX0MKEHHS 3asiBHMKA Ta/abo
npeAcTaBHUKa 3asiBHMKA" 00 BHECEHHSA KOHTaKTHUX
AaHvX 3asBHVKa. BBeAeHHs 3MiH MPOTAroM 6-Tu
MicsLIB NicNsa 3aTBEPKEHHS
257. | ULE®MA NOpOLUOK An1a TOB YKpaiHa Cantotac HimeyunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/18064/01/01
ANTAYA Opa/IbHOT CyCneHsil, "CaHpos3 dapma M'v6X, ABCTpIst TMny - 3MiHK 3 AKocTi. CepTudikaT BignosigHocTi/IE- peyenmom
CYCNEH3IA 40 mr/5 mn, no 50 YkpaiHa" HimeyunHa cepTudikaT BignoBigHOCTI EBponeiichkiii
a6o0 100 mny (BTOpUHHE hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
donakoHi; no 1 nakyBaHHs); OHOBJIEHOTO cepTudlikaTa BifgnoBigHOCTI a0
donakoHy Ta Lwnpuy CaHpo3 'M6X BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpoNeiChKii
Y KapTOHHi Kopobuj - Bupo6Huua thapmakonel: ana A®l; gns suxigHoro
OinbHUUS MaTtepiany/peareHTy/MpoMiKHOIo NPOAYKTY, WO
AHTUWIHDEKUIA BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
HIi M3 Ta [0MNOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
XimiyHi €Bponelicbkiii papmakonei) - HoBuin cepTudikar Big
onepavii HOBOro BMPOGHUKa (3amiHa abo [LOMOBHEHHS)
Kynane (AIXO [JlopasaHHA HoBoro B1po6HuKa Qilu Antibiotics
N3 KyHanb), Pharmaceutical Co., LTD 849 Dongjia Town Licheng
ABCTpis District,250195 Jinan, Shandong Provibce, China 3
(BpO6HULTBO HoBuM cepudpikatom CEP R0-2020-399-Rev 00
"in bulk", (3aTBEpPAXKEHMI BUPOOHUK A®l Sandoz GmbH).
nepBuHHE Ta BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicss
BTOPUHHE 3aTBepMKEHHS. 3MiHM | TUny - 3MiHK 3 AKocTi. ADI.
nakyBaHHs1, CTabinbHicTb. 3MiHa nepiogy NOBTOPHMX
TeCTyBaHHs, BuNpobyBaHb/Nepiogy 36epiraHHs abo ymos

BUMNYCK cepil)

36epiraHHa APl (3a BigCYTHOCTI Y 3aTBEPAKEHOMY
[ocbe cepTucpikata BignoBiAHOCTI €BpoONENChKil
chapmakonei, Lo BK/IKYaE nepiog NoOBTOPHOMO
BMNpoO6YyBaHHs) (Nepiog NOBTOPHOTO
BMNPOGYBaHHs/Nepiog, 36epiraHHs) - 36ibLIEHHS abo
BBEJleHHSA nepiogy NOBTOPHOrO BUNpOobyBaHHs/Nepiody
36epiraHHa Ha OCHOBI pe3yNbTaTiB JOCIMKEHDb Y
peanibHOMY yaci - BBefjleHHs nepiody NOBTOPHOIO
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BMMNPOOYBaHHA 419 3anponoOHOBaHOro BUPO6HNKa API
Qilu Antibiotics Pharmaceutical Co., LTD , a came 24
MicsLi npu 36epiraHHi B ogHoLLaposBoMy naketi 3 M4B
Ta 0AHOLLAPOBOMY NakeTi 3 a/TOMiHIEBOT hONbIY.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAXKEHHS. 3MiHN | Tuny - 3MiHK 3 SKOCTi. ADI.
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHs AdI
a60o BuUxigHoOro marepiasay/npomMixxHoro
npoaykTy/peareHTy, Lo BUKOPUCTOBYETLCSA Y NPOLEC
BMPOGHMLUTBA ADI (iHLWi 3MiHM Y MeToAax
BMNPO6YBaHHA (BK/IOYaun 3aMiHy abo JO0NOBHEHHS)
A®| abo BMXigHOrO/MPOMIKHOrO NPoAyKTy) BBeaeHHs
MeToay BMNPOGYBaHHS 3aUTMLLKOBUX KiflbKOCTEN
PO3UYMHHUKIB ANt AD Ha BUPOOHUYIN AinbHULI
BMPO6HUWKa J13. BBEEeHHS 3MiH NPOTArom 6-Tn MicALiB
nicns 3aTBepAKeHHs
3MiHu | TUNYy - 3MiHK 3 AKocTi. A®Il. KoHTponb AdI.
3MiHa y meTodax BunpobysaHHs APl abo BuxigHoro
mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCA Y NpoLieci BUPOGHMLTBA ADI (iHLUi
3MiHV Y MeTofax BUNpobyBaHHS (BKIOYaouy 3aMiHy
abo gonoBHeHHs)) A®| abo BUXIQHOrO/MPOMIXHOIO
npoayKkTy) BBeAeHHA MeToay AOCNIMKEHHS OpraHiYHmX
NeTKMX AOMIWOK AnA AP| Ha BUPOGHWYINA AinbHUL
BMPOGHMKa J13. BBeeHHS 3MiH NPOTArom 6-Tn MicAuiB
nicnsa 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
A®I|. KoHTponb A®I. 3miHa y MeTodax BUNPoGyBaHHSA
A®| abo BMXigHOro Matepiany/npoMixKHOTo
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BMPOGHMLTBA ADI (iHLWIi 3MiHM Y MeToAax
BMNPOGYBaHHSA (BK/THOYaOUM 3amiHy abo JOMOBHEHHS)
A®| abo BUXiaHOro/NpoMiXHOro NpoaykTy) BeeaeHHs
BaulijloBAHOrO MeToAy BUNPobyBaHHA CynyTHI
peyoBuHM ana APl Ha BUPOGHWYIN AiNbHULI
BUPOGHMKa J13, OCKINIbKV METOZA, BU3HAUYEHHS CYNYTHIX
PeyoBUH BIAPI3HAETLCA Bif, METOAY BUNPOGYBaHHS B
CEP. BBeeHHs 3MiH NpoTArom 6-Tu Micauis nicns
3aTBEPAKEHHS

258.

LVEOP

PO3YMH A8 iH'EKUIN
no 25000 MO
aHTUdakTopa-Xa/Mn
; no 0,2 mn (5000
MO aHTudpakTopa-
Xa) a6o 0,3 mn
(7500 MO
aHTUdhakTopa-Xa),
a6o 0,4 (10000 MO
aHTUdakTopa-Xa)

MPO®APM
A
IHTepHeLwHN
TpeanHr
Nimiten

ManbTa

Brpo6HMUTBO
"in bulk",
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTpO/b Ta
BMNYCK Cepiii:
POBI ®APMA
IHOACTPIAN
CEPBICES,

IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnYHOro 3acToCyBaHHA Ha NiACTaBi perynspHo
OHOBJIIOBAHOrO 3BIiTY 3 6e3neKkun NikapcbKoro 3acoby,
ab0 JocnigxeHb 3 6e3Mnekn 3aCTOCyBaHHS iKkapCbKoro
3acoby B nmicnspeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OLiHKW 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHunx gocnimxkers (PIP)

3a
peyermom

He
nionsieae

UA/12257/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
M1y nonepeaHbo C.A., Icnanis; (3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
3arnoBHEeHNX BTopuHHe opraHom)
wnpuuax; no 2 nakyBaHHs: 3MiHN BHECEHO B IHCTPYKL,iIO 415 MEANYHOro
wnpuua y bnictepi; POBI dPAPMA 3acToCyBaHHA NikapcbKoro 3acoby A0 po3ainy
no 1 a6éo no 5, a6o IHOACTPIAN "MpoTmnokasaHHA" Bi4NOBIAHO [0 OHOB/EHOI
no 50 6nictepis y CEPBICES, iHhopmauii woao 6e3nekn 3acTocyBaHHA Aito4oi
KapTOHHI/ Kopoo6Li C.A., IcnaHis peyoBUHM 3rigHO 3 pekomeHaauieto PRAC. BeeaeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPOXEHHS.
3minu | Trny - 3miHK Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
ANA MeAYHOro 3aCTOCyBaHHSA Ha MifcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku NikapcbKoro 3acoby,
a60o pocnifxeHb 3 6e3nekn 3aCTOCYBaHHS /iKapCbKoro
3acoby B nicnsipeecTpauiiHnii nepios, abo sk
pe3ynbTaT OUiHKM 3BITY 3 AOC/IMHKEHb, MPOBEAEHUX
BiAMOBIAHO [0 NNaHy negiatpuyHux gocnimxkeHs (PIP)
(3MiHY Y3ro)keHO 3 KOMNETEHTHMM YNOBHOBaXKEHNM
opraHom) 3MiHM BHECEHO B iHCTPYKLitO 4151 MEeANYHOTO
3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"Mo6iuHi peakuii" BiANOBIAHO A0 OHOBMEHOI
iHhopMauii woao 6e3nekn 3acTocyBaHHS Aitoyoi
peyoBuHW. BBEAEHHS 3MiH NPOTAroM 6-Tn MicsALUIB
nicns 3aTBepipkeHHs
259. | LMBOP 3500 PO34UH A1 iH'EKLLNA, MPO®PAPM ManbTa Brpo6HMLUTBO IcnaHis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu | 3a He UA/6625/01/01
17500 MO A NiKapcbkoro TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom | nidsasieae
aHTUakTopa-Xa/Mn | IHTepHeLHN 3acoby "in thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
; no 0,2 mn (3500 TpegnHr bulk", kiHueBe NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,iT
MO aHTudakTopa- Nimiten nakyBaHHs, AN MeAMYHOro 3acToCcyBaHHA Ha NiACTaBi perynspHo
Xa) y nonepefHb0 KOHTPO/b Ta OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapCcbKoro 3acoby,
3anoBHEHOMY BWMNYCK Cepil: abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS NikapCbKoro
Lwnpuui; no 2 POBI PAPMA 3acoby B nicnspeecTpauiliHnii nepios, abo sk
nonepeaHsL0 IHOACTPIAN pe3ynbTaT OUiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
3anoBHEHI LNpuLy B CEPBICES3, BiANOBIAHO A0 MnaHy negiatpuuHnx gocnimxers (PIP)
6nictepi; no 1, abo C.A., IcnaHis; (3MiHY Y3ro)keHO 3 KOMNETEHTHUM YNOBHOBaXXEHNM
no 5, a6o no 50 BTopuHHe OpraHom)-
6nictepiB y nakyBaHHs: 3MiHU BHOCATBCA 40 po3ainy “lMpoTunokasaHHs" ans
KapTOHHIA KOpooLi POBI PAPMA NpUBEAHHA Y BIANOBIAHICTL i3 pekomeHaauismm PRAC
IHOACTPIAN LLIOAO NPUYNHHO-HACILKOBOTO 3B'A3KY MiX
CEPBICES, 3acTocyBaHHAM 6eminapuHy (bemiparin) i
C.A., IcnaHis BMHUKHEHHSAM peakLili nepexpecHoi peakTMBHOCTI.

TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBepMKEHHA. 3MiHK | Tuny - 3MiHW WoAo
6e3nekn/edreKTMBHOCTI Ta thapmakoHarniagy. 3miHa y
KOPOTKIl XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3aCTOCyBaHHSA Ha MigcTasi perynspHO OHOB/IOBAHOrO
3BiTY 3 6€3neKun NiKapcbKoro 3acoby, abo gocnimkeHb
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3 6e3nekn 3acToCyBaHHs MikapcbKoro 3acoby B
nicnsipeecTpauiiHuii nepiog, abo sk pe3ynbTaT OLiHK/
3BITY 3 AOCNIMKEHb, NPOBEAEHUX BiANOBIAHO A0 NNaHy

nepiatpnyHux gocnimkeHnb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXEHVUM OpraHom). 3MiHu
BHECEHO B IHCTPYKLiIO A1 MEAMYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby Ao po3ainy “MNo6ivHi peakuii”
BiAMNOBIAHO 4,0 OHOBNEHOT iHChopMaLi LWoao 6e3neku
3aCTOCYBaHHS Ail040i pEHOBUHM.

TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS

260.

LUTIMAKC-
OAPHULA

PO34MH ANs iH'EKLNR,
250 mr/mn; no 2 mn
(500 mr) abo no 4
mn (1000 mr) B
amnyni; no 3 amnynu
Y KOHTYpHil
YapyHKOBIl
ynakosui; no 1
KOHTYPHIl
YapyHKOBIl yrnakoBLi
B Mauui; no 5 amnyn
Y KOHTYpHil
YapyHKOBIl
ynakosui; no 1
KOHTYPHIl
YapyHKOBIl ynakoBLi
B mauui; no 5 amnyn
Y KOHTYpHilA
YapyHKOBIl
ynakoBLi; no 2
KOHTYPHI YapyHKOBI
yMakoBKM B mauLi

MpAT
"®apmauesT
nyHa hipma

"AapHnus”

Ykpaina

MpAT
"PapmaueBTu
YHa thipma
"fapHnus”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu |
TUny - 3MiHK 3 aKkocTi. A®Il. CTabinbHicTb. 3MiHa
nepiogy NOBTOPHWX BUNpo6yBaHb/nepiofy 36epiraHHsA
abo ymoB 36epiraHHa A®I (3a BigCyTHOCTI Y
3aTBEPMAKEHOMY [OCbE cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkili hapmakonei, Lo BKIoYaE nepiog,
NMOBTOPHOr0 BUNPO6YBaHHS) (iHLWi 3MiHN) BHeceHHs
3MiH 80 po3ainy «TepmiH NepekoHTPOosI» AN
BXiHOrO KOHTPOJIIO Ha fitody pevyoBuHy LinTrkoniH
HaTpito, a came 36i/1bLLIEHO TEPMIH MEPEKOHTPOSIIO 3 2
POKiB 10 3 POKiB Y 3B'A3KY 3 NPUBEAEHHAM Y
BIAMNOBIAHICTb 40 aKTyanbHUX MaTepiasiiB BUPOOHUKaA
Zenji Pharmaceuticals (Suzhou) Ltd., China. 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib.
KOHTpPO/Ib rOTOBOrO /1iKapCbKOro 3acoby. 3MiHa
napameTpiB cneundikayii Ta/abo JoNyCTUMMX MEX
rOTOBOrO Jlikapcbkoro 3acoby (iHwi 3miHu) CynyTHS
3MiHa - 3MiHM 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa y
MeTogax BUNpobyBaHHA rOTOBOTO /TiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAAX
BMNpobyBaHHA) BHeceHHA 3MiH [0 cneuudikadii Ta
meTogiB BuNpobyBaHHA 13, a came: 4n15 NOKa3HMKa
«lgeHTudikauis A» HOpMyBaHHA Ta METOAUKY
3aMLeHO 6e3 3MiH; 40A4AaHO NOCUNAHHSA Ha MEeTo4
KOHTposo AdY 2.2.46 N Ta BHECEHO pefakuiiiHi
npasku, ki ochopMEHi 3rifHO 3 peKoMeHaaLisMK i
ctunictukoo AdY; ansa nokasHuka «CynposigHi
OOMILLKV» HOPMYBaHHS JOMILLOK 3a/IMLLEHO 6e3 3MiH,
BHECEHO YTOYHEHHS LLIOO0 HA3BU JOMILLIKM:
chopmyntoBaHHs «UDP-xoniH» 3aMiHEHO Ha «A0MiLlKa
E (UDP-x0niH)», METOAMKY KOHTPO/IO 3aUIMLLEHO 6e3
3MiH, J0AaHO MOX/IMBICTb BUKOPUCTAHHS
CcTaHAapTHOro 3paska citicoline sodium USP RS Ta
BHECEHO He3HauHi 3MiHW | pefakuiiHi npaBku, AKi
ohopMIIEHi 3rigHO 3 pekoMeHAaLIS MU | CTUAICTUKOK
[dY; ans nokasHuka «bakTepiasibHi €HO0TOKCUHW

3a
peyermom

UA/13737/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1

HOPMYyBaHHA Ta METOAVKY 3a/MLLEHO 6e3 3MiH,
YTOYHEHO MOCUIAHHA HA METOZ, KOHTPO/IIO Ta BHECEHO
pefakLiiiHi npasku, ski ohopMeHi 3rigHo 3
pekomeHgauismu i ctunictTukoro Y.
3MiHu | TUNY - 3MiHK 3 AKocTi. A®Il. KoHTponb AdI.
3MiHa y napameTpax crneumdikauiii Ta/abo
[ONyCTUMMX MEX, BU3HaUYeHuX y cneyudikaisx Ha
A®I, ab60 BUXIQHWIA/NPOMDKHUIA NPOAYKT/peareHT, o
BVKOPUCTOBYIOTbCA Y Npoueci BupobHuutea AP (iHwi
3MiHN)

CynyTHS 3MiHa - 3MiHK 3 AkocTi. APl KoHTponb AdI.
3MiHa y meTofdax BunpobysaHHs APl abo BuxigHoro
mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETHLCA Y NpoLieci BUpo6HULTBa AD|
(He3HayHi 3MiHN y 3aTBEPKEHUX MeToAax
BMNPOGYBaHHS)

BHeceHHs 3MiH [0 cneuudikauil Ta MeToANKM
BUNPOBYBaHHA [/719 BXiAHOrO KOHTPOJIIO Ha Ajtody
peyoBMHY LITUKONIH HATPItO, @ came: A4/19 NoKasHuka
«lpeHTudpikauis A» HopMyBaHHA Ta MeToAuka
3a/meHa 6e3 3miH, 04aHO MOX/IMBICTb
BMKOPUCTaHHS CTaHAAPTHOro 3paska citicoline sodium
USP RS Ta BHeCEHO pefakLiliHi npaBku, ki
0dhopMIIEHI 3rigHO 3 peKoMeHAaLISIMU | CTUAICTUKOK
[®Y; pns nokasHuka «lgeHTndikauis B» HopMyBaHHSA
Ta MeToAMKa 3aUInLLeHi 6e3 3MiH, BHECEHO NOCUIaHHSA
Ha mMeTof KoHTpono AdY, 2.2.46 N., a Takox
peAakuiiHi npaBku, siki 0QOpPMIIEHi 3rigHO 3
pekoMmeHaauisiMu i ctunictTukoro APY; Ana nokasHuka
«KinbkicCHe BU3HAYEHHS» METOANKY KOHTPO/IO
3a/MWweHo 6e3 3MiH, 404aH0 MOX/IMBICTb
BMKOPUCTaHHSA CTaH4apTHOro 3paska citicoline sodium
USP RS Ta BHECEHO peakLiiiHi npaBku, sKi
ochopM/IEHi 3riAHO 3 pekoMeHAauisML i CTUAICTMKO
A®Y. 3miHn | TNy - 3MiHK 3 skocTi. [oTOoBWIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEpPKEHUX
mMeTofax BUNpobyBaHHs) BHeCEHHS 3MiH 40 MeTofiB
BMNpobyBaHHs 13, a came A3 nokasHuka
«MexaHiuHi BKMOYEHHS» MeTOANKY KOHTPOO
3aMLeHo 6e3 3MiH, BHECEHO peakLiiiHi npaBku, sk
ochopM/IEHi 3riAHO 3 pekoMeHAauisML i CTUAICTMKO
[O®Y; nnsa nokasHunka «KinbkicHe BU3HAUYEHHS.
LIMTMKONiH» METOAMKY KOHTPOJIIO 3aUIMLLEHO 6E3 3MiH;
[0aHO MOX/IMBICTb BUKOPUCTAHHA CTaH4aPTHOIo
3paska citicoline sodium USP RS; BHeceHO peakLiiiHi
npaskK, siKi opopMIIEHI 3riJHO 3 peKoMeHauisMH i
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
cTunicTukor AdY.
261. | UATIMAKC- pO34uH ANs iHgy3ilt MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/13737/02/01
AAPHULA® 10 mr/mn; no 100 mn | "dapmauesT "papmaLeBTu TMny - 3MiHK 3 akocTi. A®Il. CTabinbHicTb. 3MiHa peyenmom

y dhnakoHi; no 1 nyHa chipma YyHa hipma nepiofly NOBTOpPHMX BUNpoGyBaHb/nepiody 36epiraHHA
donakoHy y nauui "OapHnus" "dapHuus” abo ymoB 36epiraHHs A®I (3a BigCyTHOCTI Y

3aTBEP)KEHOMY [OCbE cepTudikarta BiAnoBigHOCTI
€Bponeiicbkili hapmakonei, Lo BKIoYaE nepiog,
NOBTOPHOro BUNPo6yBaHHS) (iHLWi 3MiHW) - BHeceHHs
3MiH 80 po3ainy «TepmiH NepeKoHTPOI0» AN
BXIZIHOr0 KOHTPO/IO Ha Ailody pevyoBuHy LinTukoni
HaTpito, a came 36i/1bLLEHO TEPMIH NMEPEKOHTPOSIIO 3 2
POKiB A0 3 POKIB Y 3B'A3KY 3 NPMBEAEHHAM Y
BIANOBIAHICTb A0 aKTyaslbHNX MaTepianis BUPOGHMKa
Zenji Pharmaceuticals (Suzhou) Ltd., China. 3MmiHu |
UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KoHTposb rOTOBOro Nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudgikalii Ta/abo AoNyCTUMUX MEX
rOTOBOrO /1iKapCbKoro 3acoby (iHLwi 3miHW). CynyTHS
3MiHa- 3MiHM 3 SKocTi. [oTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeToAax BUNpPo6yBaHHSA roTOBOrO JliKapcbKoro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPMKEHNX METOAaX
BUNPOBYBaHHS) -
BHeceHHs 3MmiH fo cneyudikalii Ta MeTogis
BunpobysaHHa 13, a came: AN NOKasHUKa
«lgeHTudikauis A» HOpMyBaHHA Ta METOAUKY
3aMLeHO 6e3 3MiH; 40A4AaHO NOCUNAHHSA Ha MEeToq
KOHTposo AdY 2.2.46 N Ta BHECEHO pefakuiiiHi
npasku, ki ochopMEHi 3rifHO 3 peKoMeHaaLisMK i
ctunictukor AdY; ana nokasHuka «baktepianbHi
©HA0TOKCUHU» HOPMYBaHHS Ta METOAMUKY 3aUTULLEHO
6e3 3MiH, YTOYHEHO MOCUIaHHA Ha METOA, KOHTPO/I Ta
BHECEHO pefakuiliHi npasku, Ski 0hOpMEHi 3rigHO 3
pekomeHaauismu i ctunictTukoto 4dY.
3MiHu | TUnNYy - 3MiHK 3 AKocTi. A®IL. KoHTponb AdI.
3miHa y napameTpax cneuudikauii Ta/abo
[ONyCTUMMX MEX, BU3HaUYeHuX y cneyudikaisx Ha
A®I, ab0 BUXIQHWIA/NPOMIKHUIA NPOAYKT/peareHT, o
BMKOPVCTOBYIOTbCA Y npoueci BupobHuutea AP (iHwi
3MiHN) -

CynyTHA 3MiHa- 3MiHKM 3 AKOCTi. A®I. KoHTponb AdI.
3MiHa y meTogax BunpobysaHHs A®l abo BuxigHoro
mMarepiany/NpoMiXXHOTO NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y MpoLieci BUpobHuuTea Ad|
(He3HayHi 3MiHM y 3aTBEPKEHUX MEeTOoAax
BMNPOOYBaHHS) -

BHeceHHs 3MiH A0 cneyudikauii Ta MeToais
BunpobyBaHHs /13, a came: 415 NOKasHMKa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

«lgeHTudikauis A» HOpMyBaHHS Ta MeTOAMUKa
3anvweHa 6e3 3MiH, 404aHO MOX/IMBICTb
BMKOPUCTaHHA CTaHAapTHOro 3paska citicoline sodium
USP RS Ta BHeCeHO pefakLiliiHi npaBku, ki
ohopMIIEHi 3rigHO 3 peKoMeHAaLIS MU | CTUAICTUKOK
A®Y; pns nokasHvka «lgeHTudikauis B» HopMyBaHHSA
Ta MeToAyKa 3asmieHi 6e3 3MiH, BHECEHO NOoCUIaHHSA
Ha meTof KoHTposio AdY, 2.2.46 N., a Takox
pefakLiiiHi npasku, ski ohopMeHi 3rigHo 3
pekomeHgauisaMu i ctunicTukoto APY; ons nokasHuka
«KinbKicHe BU3HAYEHHS» MEeTOANKY KOHTPOO
3a/MLLeHo 6e3 3MiH, 04AaHO MOX/IMBICTb
BMKOPUCTaHHS CTaHAAPTHOro 3paska citicoline sodium
USP RS Ta BHeCEeHO pefakLiliHi npaBku, ki
0hopMIIEHI 3rigHO 3 peKoMeHAaLI MU | CTUAICTUKOK
A®Y. 3miHu | TRy - 3miHK 3 sikocTi. [oTOBWIA
nikapcbkuii 3aci6. KOHTPOb roTOBOTO NiKapCbKOro
3acoby. 3miHa y MeTogax BMNpobyBaHHS rOTOBOro
NikapcbKoro 3acoby (He3HayHa 3MiHa Y 3aTBEPAKEHNX
MeToAax BUNPoGyBaHHS) -BHECEHHSA 3MiH 10 MeTOAiB
BMNpobyBaHHsA /13, a came ANns ANna nokasHuka
«CynpoBigHi AOMILLKM» METOAVKY KOHTPO/IH0
3anMweHo 6e3 3MiH, 404aHO MOX/IMBICTb
BMKOPUCTaHHA CTaHAapTHOro 3paska citicoline sodium
USP RS Ta BHECEHO He3HauHi 3MiHU | pefakujiiHi
npasku, ki ochopMEH 3ri4HO 3 peKoMeHaaLisMU i
cTunictukoro AdY; ans nokasHuka «KinbkicHe
BU3HAYEHHSA. LMTUKONIH» METOAUKY KOHTPO/IO
3anMweHo 6e3 3MiH; 404aH0 MOX/IUBICTb
BMKOPUCTaHHA CTaHAapTHOro 3paska citicoline sodium
USP RS; BHeCeHO pefakLiliHi npaBku, siki 0hopMIeHi
3riIHO 3 pekoMeHAauisiMu i cTunicTuko APY.

262.

LIAHOKOBA/A
MIH

KpucTanivyHmi
nopoLLok abo
KpucTanu
(cybeTaHuis) y
nonieTMIeHoBUX
nakeTtax gns
hapMaLeBTUYHOTO
3acTocyBaHHSA

TOB "TK"
"ABPOPA"

YKpaiHa

Xebein
XyapoHr
dapmacbioTika
n Ko, Nita,.

Kutai

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBMeHWA cepTuduikat
Bif, y)X€ 3aTBep)KeHOro BUPO6HMKa - NoJaHHS
OHOB/IEHOrO cepTudikaTy BigNOBIAHOCTI EBpPONENCHKIN
hapmakonei CEP 2011-205-Rev 03 Big
3aTBEPXEHOro BUPOGHYVKA B 3B'A3KY 3i 3MIHOIO
MEeTOAY KOHTPO/IH0 32 NOKa3HMKOM "3a/INLLKOBI

UA/20241/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1

KiNIbKOCTi OpraHiYH1X po34MHHKKIB" (3aTBEPAKEHO:
CEP 2011-205-Rev 02; 3anponoHosaHo: CEP 2011-
205-Rev 03)

*y pa3i BHeCeHHs1 3MiH 00 iHCMPYKYii Mpo MeduyHe 3acmocysaHHs

B.o. Haua/IbLHUKAa
dapMaineBTUYHOT0 yIIPaB/IiHHA

Onekcanpap I'PIHEHKO




IIEPEJIIK

Aopartok 4

A0 Hakasy MiHicTepcTBa OXOPOHU
3gopoB’a  YkpaiHu «[po  pgepxaBHY
peecTpauito (nepepeecTpadito)
NiKapcbKnx 3aco6iB (mepunuHUNX
iMyHOGionoriYHnXx npenaparis) Ta
BHECEHHA 3MiH [0 peecTpauiiiHux
Martepianis»

Bix 18 rpyans 2024 poxy Ne 2110

JIIKAPCHKHMX 3ACOBIB, IKVM BIIMOBJ/IEHO B JIEP;KABHIV PEECTPAIIIL, TIEPEPEECTPAIIIL ABO Y
BHECEHHI 3MIH /IO PEECTPAI[IMHNX MATEPIAJIIB

Ne HasBsa dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina riocmasa lpoyedypa
n/n JNliKapcbKO20
3acoby

1. ETPY3UN TabneTkun, BKpUTI 3AT YropmHa 3AT 3acigaHHs . . . . .
NNiBKOBOIO dapmaues dapMaueBTIHMI Yropu__lea/ HTP Ne 45 BigmoButn y 3aTBepPKEHHI - 3MiHN | TMnYy - 3MiHn wonao 6e3nekn/edeKTMBHOCTI Ta
06OIOHKOK, M0 TMUHMA 3asop ETIC, Icnais Bi (papmaKOHamﬂ,qy._ _ 3MiHa HacToTu Ta/abo TepMiHiB  MoJaHHA  perynsapHo
2,5 Mr no 10 3asog YroplymHa 05.12.2024 OHOB/IIOBAHMX 3BITIB 3 (_Ses_neKM nikapcbKmx 3aco6is (B.l.10. IAHN), y 3B'A3KYy 3
Ta6neToK y EFIC (BiAnoBiaaNbHMI HeBIANOBIAHICTIO  MaTepiais peecTpauiiHoro  Aocbe 3asB/IGHOMY  TUNY  3MiH
6nicTepi, no 3 a6o 3a BUNYCK cepii); BIAINOBIAHO BMMOT TTOPAAKY NPOBE/AEHHSA eKCnepTu3N peecTpauiiHix maTepianis Ha
9 GricTepis y CiHTOH XicnaHis nikapcbki 3acobwm, LWwo nojaloTbCA Ha flepxaBHy peecTpalliio (nepepeempaun(_)), a
KapTOHHIH KOPOGLY C.J1., Icnanis TaKoX EKCTIepTM3N MaTepianis Npo BHECEHHs 3MiH A0 pgeCTpau,uZme marepianis

(BianoBiaansHui NpoTArom [ii peecTpauiiiHoOro noceBigvyeHHs, 3aTBepixeHnii HakazoM MO3 YkpaiHu
32 MOBHMIA LKA Bif, 26.08.2005 Ne 426 3i 3miHamu
BMPOGHMLTBA,
BK/IOYAKOUY BUMYCK
cepii)

2. POTAPUTMIN | Tabnetkn no 200 TOB YKpaiHa Pusodpapm CA . . 3acigaH i . . . )
M 0 10 «YOPSIA, LLiseiuapia us HTP BlgMOBMTM Y 3aTBEPMAKEHHI - 3MiHNn | TNy - 3MiHM 3 siKocTi. A®l. BUpo6HMLTBO.
TabneToK y MEAMLM Ne 45 3MiHa BUpOGHMKa BMXI,EI,H‘OFO/I'IDOMI)KHOF-O npoaykTy/peareHTy, Lo BMKOPUCTOBYHOTLCA
Gnictepi; Mo 3 Hy» Big y BMpo6HMYoMy npoueci A®l, abo 3MiHa BMpoGHMKa (BKIOYakuu, Ae HeobXigHo,
6nicTepy B 05.12.20 M_icu,e ~ NPOBE/IEHHsA  KOHTPO/I0 AakocTi) A®l  (3a BigcyTHoCTI cng!A(piK_aTa
KAPTOHHiiA KOPOBLi 24 BifNoBigHOCTI €Bponelicbkili hapmakonei y 3aTBepmXeHOMYy [0Cbe) (iHLWi 3MiHuM)

(B.l.a.1. (x) IB), cynyTHA 3MiHa - 3MiHM 3 siKocTi. CepTucbikar BignosigHOCTI/IE-
cepTudikaT BiANoBIigHOCTI €Bponeiickkiii hapmakonei/moHorpadii. MogaHHA HoBOro
abo OHOBMEHOro cepTudiikaTa BIANOBIAHOCTI ab0 BUNyYeHHA cepTudikaTa
BigMoBiAHOCTI  €Bponeiicbkii  chapmakonei: gna  A®l;,  gna  BuXigHoro
Marepiany/peareHTy/NpoOMIKHOTO NPOAYKTY, LU0 BUKOPWCTOBYKOTbCA Y BUPOGHULTBI
A®l; nnA  AOMNOMIKHOT  pevyoBMHM  (cepTuddikaT — BiAMOBIAHOCTI  €Bponenchkii
hapmakonei) - HoBuiA cepTuddikat Big HOBOrO BUPOOHMKA (3amiHa abo AOMOBHEHHS)
(B.111.1. (a)-3 IAHN). 3MiHY HE pekOMeH0BaHO A0 3aTBEPKEHHS, OCKINbKA 3asBneHa
peecTpadiiHa npoueaypa B.111.1. (a)-3,IAHn

B.o. HauanbHUKA
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dapMaineBTUYHOT0 yIIPaB/IiHHA Onekcanap I'PIHEHKO
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