MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPATHA
HAKA3

Kuis

25.05.2021 Ne 1032

IIpo Aep>kaBHY peecTpariilo (mepepeecTpaniio) JiKapCbKHX 3aco0iB (MeJUYHHX
iMyHOOio/10riuHNX MpenapaTiB) Ta BHeCeHHsI 3MiH /I0 peecTpaljiiHUX MaTepiasiiB

BiamnosigHo o ctaTtTi 9 3akoHy YKpainu «IIpo mikapchbKi 3aco6m», MyHKTIB 5,
7, 9, 10 Tlopsagky paepkaBHOI peectpailii (TiepepeecTpariii) JikapcbKuX 3aco0iB,
3aTBep/pKeHOro MmoctaHoBoi0 Kabinety MiuicTpiB Ykpaiau Big 26 TpaBHs 2005 poKy
Ne 376, ab3aily ABaALAaTb CbOMOIO ITANMYHKTY 12 myHKTy 4 Ilojio)KeHHsSI TIpo
MiHicTepcTBO 0XOpPOHHU 370pOB’sl YKpaiHU, 3aTBepKeHOro MocTaHoBO0 KabiHery
MinictpiB Ykpainu Bim 25 Oepe3ns 2015 poky Ne 267 (B pefakiiii mocTaHOBU
KabGinery MinictpiB Ykpainu Bifg 24 ciuns 2020 poky Ne 90), Ha mizacrasi
pe3y/IbTaTiB eKCIePTHU3M peecTpaljifHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeAUUHUX
iMyHoOionoriuHMX  TrperapartiB), 1[0 TOJaHi Ha JepXXaBHy peecTpallito
(mepepeecTpallito) Ta BHECEHHs 3MiH /10 peeCcTpaljiiHUX MaTepiasiB, MpOBe/leHUX
[ep>xaBHUM MiATIPUEMCTBOM  «/lep>KaBHUM eKCIepTHUM 1ieHTp MiHicTepcTBa
OXOPOHHU 37I0pOB’Sl YKpaiHW», BHCHOBKIB 110710 eheKTUBHOCTi, Oe3reuyHoCTi Ta
AKOCTI, WJOAO0 €KCIIepTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, III0 TIPOTIOHYETBHCS [0 Jep)KaBHOI peecTtpaillii (mepepeecTpaiiii), IM0zA0
BHECEHHS 3MiH [0 peeCcTpaljiiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (rmepepeecTpariii) abo BHeCeHHsI 3MiH JI0 peeCTpalliiHUX MaTepiaiB

HAKA3YIO:

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

2. [lepepeecTpyBaTi Ta BHECTU /10 Jlep>KaBHOT'O peECTPY JiKapChbKUX 3aco0OiB
YKpaiHd JmiKapcekKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
riepesikoM (JOoAaToK 2).

3. BHecTu 3MiHM [0 peecTpauiiHUX MarepiajiB Ta /lep)KaBHOrO peecTpy
nikapcbKMx 3acobiB YKpaiHM Ha JikapchbKi 3acobu (MeauuHi iMyHOOiosoriuHi
riperiapaTH) 3TiJ{HO 3 repeslikoM (JoAaTokK 3).
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4. BiamoBuTM y  Jep)KaBHiM peecTpallii/iepepeecTpallii Ta BHeCeHHi
3MiH [0 peecTpaliiHuX MarepiamiB Ta [lep)KaBHOrO peecTpy JTiKapChbKUX 3acobiB
YKpaiHu JiKapChbKUX 3ac00iB 3riIHO 3 TIepeslikoM (01aToK 4).

5. KOHTpO/Ib 3a BHUKOHAHHSAM LIbOTO Hakaly IIOK/JIaCTM Ha 3aCTyIHUKA
MiHicTpa 3 mUTaHb €BPOIEUCHKOI iHTerpauii IBamjeHka [.A.

MiHnicTp BikTop JIAIIIKO



MEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONOTYHUX NPEMNAPATIB), AKI BHOCATbLCA A0

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, 25.05.2021 Ne 1032

DEP>XABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

00607/10HKOI0, M0 500
mr; no 10 Tabnetok
y 6nicTepi; no 1
6nicTepy B
KapTOHHI KopoobLi

3BITy 3 6e3nekw, BignoBiAHO A0 Mopaaky 34iCHEHHS
thapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHM 340P0OB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi Ykpainn 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 340pPOB's YKpaiHu Big 26 BepecHst 2016

Ne Hassa dopma sunycky 3asasHuUK KpaiHa Bupo6HUK Kpaina PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakosKa) nocsioYeHHs
1. APCTUDEH® TabneTky Wwunyyi no KYCYM IHais KYCYM IHais peecTpavuis Ha 5 pokis 6e3 nidnsieae UA/18754/01/01
20 TabneTok XENTTXKEP XENTTXKEP MepiognyHICTb NOAAHHA PerynsipHO OHOB/IIOBAHOTO peyenma
Lwmnyymnx y Ty6i, no MBT NTA NBT NTA4 3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iicHEHHSA
4 TyO6W Y KAPTOHHIM thapmakoHarnagy, 3aTBepaAXeHoro Hakasom
ynakoBLi 3 MiHicTepcTBa OXOPOHM 340POB’'A YKpaiHu Big, 27
iHOUKATOPHUM rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
nanepom i MiHicTepcTBi tocTuuii Ykpainu 29 ciuHa 2007 poky 3a
KOHTPO/IbHUM Ne 73/13340 (y pepakuii Haka3zy MiHicTepcTBa
KaneHgapem OXOPOHW 3,0pOB'sA YKpaiHu Bif 26 BepecHst 2016
poky Ne 996), cTaHOBWTb: 3rifHO 3i CTpOKamu,
3a3HayYeHUMKM y NepioANYHOCTI NOAAHHS PerynspHuX
3BITIB 3 6e3nekun
2. AONOKC renb 50 mr/r, 10 40 r | ToBapucTBO YkpaiHa My6niyHe YkpaiHa peecTpauis Ha 5 pokis 6e3 nidnsieae UA/18755/01/01
rento y Ty6i 3 akLuioHepHe MepiognyHICTb NOAAaHHA PerynspHO OHOB/HOBAHOMO peyenma
anominiesii, no 1 06MexeHo TOBapuCTBO 3BITy 3 6e3nekw, BignoBiAHO A0 Mopaaky 34iCHEHHS
Ty6i y nayuj 3 BignoBigasib "Ximchapm3sas thapmakoHarnisgy, 3aTBepAKeHoro Hakasom
KapToHy; no 100 r HICTIO of "YepsoHa MiHicTepcTBa OXOPOHM 340POB’'A YKpaiHu Big, 27
rento y Ty6i "KoHapk 3ipka” rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
namiHaTHin, no 1 IHTenmen" MiHicTepcTBi tocTuuii Ykpainu 29 ciuHs 2007 poky 3a
Ty6i y nauui 3 Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
KapToHY OXOPOHW 300pPOB'A YKpaiHu Bif, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neKu.
3. NEBOPO TabneTkn, BKpUTI AHTUBIOT PymyHis AHTUBIOTUK PymyHis peecTpayist Ha 5 pokis 3a He UA/18756/01/01
NNiBKOBOO VKW CA n CA MepiognyHICTb NOAAHHA PerynsipHO OHOB/IIOBAHOTO peyenmom | niosisizae
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
poky Ne 996), cTaHOBWTb: 3rifHO 3i CTpOKamu,
3a3HayeHUMKM y NepioANYHOCTI NOAAHHS PErynsipHuX
3BITiB 3 6e3neKu.
4. MEMOPUH® kancynv no 40 wmr, TOB "[OKnM YkpaiHa TOB "OKnM YkpaiHa peecTpauis Ha 5 pokis 6e3 nionsizae UA/18757/01/01
HEO no 10 kancyny "®GapmauesT "PapmaueBTn MepiognyHICTb NOAAHHA PerynsipHO OHOB/IIOBAHOTO peyenma
6nicTepi, no 3 nyHa yHa habpuka” 3BiTy 3 6e3neku, BignoBsigHO Ao Mopaaky 34iiCHeHHA
6nicTepn y nayui habpuka" hapmakoHarnsgy, 3aTBepaAXeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKkpainn 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pegakuii Haka3y MiHicTepcTBa
OXOPOHW 340pPOB'A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayeHUMKM y NepioANYHOCTI NOAAHHS PErynsipHuX
3BITiB 3 6e3neKu.
5. LEETPUNYK TabneTku, BKpUTI O-p Peppi'c IHAjA O-p Peagic IHAjia peecTpauis Ha 5 pokis 3a He UA/18758/01/01
nNiBKOBOIO Nab6opatopi Nab6opaTtopic MepiognyHICTb NOAAHHA PerynsipHO OHOB/IIOBAHOTO peuyenmom | nidssizae
o060n0Hkoto, no 10 ctg Nimiteq 3BiTY 3 6e3neku, BignoBigHO Ao Mopaaky 34iicCHeHHA
TabneTok y 6nictepi, thapmakoHarnsgy, 3aTBepiKeHoro Hakasom
no 3 6nictepu B MiHicTepcTBa OXOPOHM 340POB’'A YKpaiHu Big, 27
KapTOHHI KOpooLyi rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuyHa 2007 poky 3a
Ne 73/13340 (y pegakuii Haka3y MiHicTepcTBa
OXOPOHW 340pPOB'A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpPOKamu,
3a3HayeHUMKM y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neKu.

FeHepanbHUN AUpeKTop

AunpekToparty hapmaueBTUYHOro 3a6e3neyeHHs

OnekcaHgp KOMAPIAA




NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAVNYHNX IMYHOBIO/TOIN4YHX NPEMAPATIB), AKI

NMEPENIK

Aopatok 2
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Bif, 25.05.2021 Ne 1032

BHOCATbLCA A0 AEP)XABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

CynosunTopiiB y
CTpwni; no 2 cTpunu
B KapPTOHHili KOpO6Li

"IHTepchapmbioTek

nikapcbkMmn 3acobamu Ta iHLWi BUam
B3aemogiin”, "Ocob6MBOCTi 3acTOCyBaHHSA",
"Mo6iuHi peakuii" IHCTPYKLii 4158 MegUyHOro
3aCTOCyBaHHS NiKapCbKoro 3acoby BiANOBIAHO
[0 MaTepianiB peecTpauiiHoro fochbe.
MepiognyHICTb NOAaHHA perynsipHo
OHOBJ/IKOBAHOTO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 3AiicHeHHA hapmakoHarnaay,
3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
30,0p0B's YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

Ne Hassa dopma sunycky 3asBHUK Kpaina Bupo6HUK Kpaina PeecmpayitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YMakKkoBKa) NnocBi04Y€eHHs1
1. ANNb®ATAH N® Kpanni ouHi, 1,5 AnnepraH, CLWA AnnepraH Ceiinc CLIA nepepeecTpaLisi Ha HE0OBMEXEHW TePMIH 3a He UA/11105/01/01
mr/mn; no 5 mn abo IHK. nnc MepioAnYHICTb NOAAHHST PErYNISAPHO peuyenmom | miossieae
10 mn, a6o 15 mny OHOBJ/IOBAHOTIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
h1aKkoHi- Mopsaky 34iicHeHHs hapmakoHarnaay,
KpanenbHuLj; no 1 3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
dhnakoHy- 3/10p0B’A YKpaiHu Big 27 rpyaHs 2006 poky Ne
KpanesnbHuLi B 898, 3apeecTpoBaHoro B MiHicTepcTsi tocTuLi
KapTOHHIN ynakoBuUi Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakazy MiHicTepcTBa OXOPOHK
370poB'a YKpaiHu Bif, 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i CTPOKaMM,
3a3HaYeHMK y NepiognyHOCTI NoAaHHSA
perynsipHuxX 3BiTiB 3 6e3neKu.
2. ANb®APEKIH® cynosuTopii TOB YkpaiHa TOB "HaykoBo- YkpaiHa nepepeecTpauisi Ha HE0OOMeXeHW TePMIH 3a He UA/15128/01/01
pekTasibHi no 250 "BANTAPTIH BMPOGHMYaA OHOB/IEHO iHGhopMaLito y po3ainax peuyenmom | nidssieae
TMc. MO no 5 PAPMA" KOMMaHis "MpoTunokasaHHsa", "B3aeMogis 3 iHLLIUMK




Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayiliHo2o
nocsio4eHHs

ANb®APEKIH®

cynosuTopii
pekTasibHi no 500
Tnc. MO, no 5
CynosunTopiiB y
cTpuni; No 2 cTpunn
B KapPTOHHIili KOpOo6Li

TOB
"BAJTAPTIH
PAPMA"

YkpaiHa

TOB "HaykoBo-
BMPOGHMYaA
KOMMaHis
"IHTepchapmbioTek

YkpaiHa

nepepeecTpawis Ha HeobMeXeHnli TepMiH
OHOB/IEHO iHGhopMaLito y po3ainax
"MpoTunokasaHHs", "B3aeMogis 3 iHLLIUMK
nikapcbkMmn 3acobamu Ta iHWi BUuau
B3aemogiin”, "Ocob6MBOCTi 3acTOCyBaHHsA",
"Mo6iyHi peakuii" IHCTPYKLii 4158 MeguyHOro
3aCTOCyBaHHS NiKapCbKoro 3acoby BiANOBIAHO
[0 MaTepianiB peecTpauiiiHoro fochbe.
MepioAnyHICTb NOAaHHA perynsipHo
OHOBJ/IKOBAHOTIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 3AiicHeHHA hapmakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
340pO0B’sA YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
3[10poB'sA YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/15128/01/02

ANb®APEKIH®

cynosuTopii
pexTanbHi no 1 MsH
MO, no 5
CynosunTopiie y
cTpuni; No 2 cTpunn
B KapTOHHI Kopo6Lyi

TOB
"BAJTAPTIH
DAPMA"

Ykpaina

TOB "HaykoBo-
BMPOGHMYa
KOMNaHis
"lHTepchapmbioTek

Ykpaina

nepepeecTpaisi Ha HeOBMEXEeHW TEPMIH
OHoB/EeHO iHGhopMaL,ilo y po3ginax
"MpoTmnokasaHHA", "B3aemopisa 3 iHWKMU
nikapcbkrMmn 3acobamu Ta iHLWi BUAm
B3aemogiin”, "OcobmMBOCTi 3acToCyBaHHS",
"Mo6ivHi peakui™ IHCTPYKLiT 418 MeAUYHOro
3aCTOCyBaHHS NikapCbkoro 3acoby BifNOBIAHO
[0 maTepianiB peecTpauiiiHoro foche.
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34jiicHeHHs hapMakoHarisay,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
340pOoB’A Ykpainuu Big 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTuLi
YkpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakaly MiHicTepcTBa OXOPOHHU
300pOoB'a YKpaiHu Bifg 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3Ha4YeHUMM Y NepiognuYHOCTI NoJaHHS
perynisipHuX 3BiTiB 3 6e3neKu.

3a
peyerimom

He
nionsieae

UA/15128/01/03

ANNb®APEKIH®

cynosuTopii
pekTasibHI Mo 3 M/H
MO; no 5
cynosuTopiiB y
CTpuni; No 2 cTpunn
B KapTOHHIi KopobLi

TOB
"BAJNTAPTIH
PAPMA"

YkpaiHa

TOB "Haykoso-
BMPOGHMYA
KOMMaHis
"IHTepchapmbioTek

YKpaiHa

nepepeecTpawis Ha HeobMeXeHuli TepMiH
OHoB/EHO iHdhopMaL,iio y po3ginax
"MpoTunokasaHHA", "B3aemogia 3 iHWMK
nikapcbknmy 3acobamu Ta iHLi BUAN
B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHS",
"Mo6iyHi peakuii” IHCTPYKLii 415 MegUyYHOro
3acTOoCyBaHHSA MikapcbKoro 3acoby BiANOBIAHO
[0 maTepianiB peecTpauiliHoro focbe.

3a
peyenmom

He
nionseae

UA/15128/01/04




CynosnTopiiB y
cTpuni; no 100
CTPUNIB B KAPTOHHIl
Kopobui

"IHTepcthapmbioTek

Mopsigky 34iicHeHHs hapmakoHaraagy,
3aTBEpPXEHOro HakazoM MiHiCTepcTBa OXOPOHM
370poB’A YKpaiuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTuULji
Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3ly MiHicTepcTBa OXOPOHU
34,0p0oB'st YKpaiHu Big 26 BepecHsi 2016 poky Ne

Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1
MepiognyHICTb NOAAHHA PerynspHo
OHOBJHOBAHOrO 3BiTY 3 6e3Meku, BiANOBIAHO A0
Mopsaky 34iicHeHHs hapMakoHarnaay,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
3710p0B’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi tocTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3zy MiHicTepcTBa OXOPOHU
370pOB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTB: 3riAHO 3i CTPOKaMMU,
3a3HaveHMK y NepiognyHOCTi NoAaHHSA
perynsipHuxX 3BiTiB 3 6e3neKu.
6. ANb®APEKIH® cynosuTopii TOB YkpaiHa TOB "HaykoBo- YkpaiHa nepepeecTpawis Ha HeobMeXeHnli TepMiH - He UA/15129/01/01
pekTasbHi no 250 "BAJTAPTIH BUpPOGHMYA MepioAnYHICTb NOAAHHSA PErynspHO nionsieae
Tnc. MO; in bulk: no PAPMA" KOMNaHis OHOBJ1HOBAHOrO 3BiTY 3 6€3Meku, BiANOBIAHO A0
5 cynosuTtopiis y "IHTepchapmbioTek Mopsaky 34jicHeHHs hapMakoHarisay,
cTpuni; no 100 " 3aTBEpKEHOro Haka3oM MiHicTepcTBa OXOPOHHU
CTPVNIB B KAPTOHHIW 340pOoB’A Ykpainuu Big 27 rpygHa 2006 poky Ne
Kopoo6Ui 898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
YkpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHHU
300pOoB'a YKpaiHu Bifg 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepiognuYHOCTI NoJaHHSA
perynisipHuX 3BiTiB 3 6e3neKu.
7. ANNb®APEKIH® cynosuTopii TOB YkpaiHa TOB "HaykoBo- Ykpaina nepepeecTpawis Ha HeobMeXeHuli TepMiH - He UA/15129/01/02
pekTasbHi no 500 "BAJNTAPTIH BMPOGHMYA MepioanyHICTb NOAaHHSA perynsipHo nionsizae
Tnc. MO; in bulk: no SAPMA" KOMMaHis OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3neku, BiANOBIAHO A0
5 cynosuTopiiB y "IHTepcthapmbioTek Mopsaky 34iicHEeHHsT dhapMakoHarasay,
cTpuni; no 100 " 3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
CTpVNiB B KAPTOHHIA 3[10pOB’A YKpainu Big 27 rpyaHsa 2006 poky Ne
Kopobui 898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakazy MiHicTepcTBa OXOPOHU
304,0p0oB's YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HaveHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
8. ANNb®APEKIH® cynosuTopii TOB YKkpaina TOB "HaykoBo- Ykpaina nepepeecTpaisi Ha He0BMeXeHW TEPMIH - He UA/15129/01/03
pekTasibHi No 1 M/H "BAJNTAPTIH BMPOGHMYa MepioAnYHICTb NOAAHHSA PEryNsApHO niosnsieae
MO, in bulk: no 5 PAPMA" KOMnaHis OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0




Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMU,
3a3HayveHMK y NepiognyHOCTi NoAaHHSA
perynsipHuxX 3BiTiB 3 6e3neKu.
9. ANb®APEKIH® cynosuTopii TOB YkpaiHa TOB "HaykoBo- Ykpaina nepepeecTpawis Ha HeobMeXeHnli TepMiH - He UA/15129/01/04
pekTasibHi No 3 M/H "BAJNTAPTIH BUpPOGHMYA MepioAnYHICTb NOAAHHS PErynsapHO nionsieae
MO; in bulk: no 5 PAPMA" KOMNaHis OHOBJIHOBAHOrO 3BiTY 3 6€3Meku, BiANOBIAHO A0
CynosuTopiiB y "IHTepchapmbioTek Mopsaky 34jicHeHHs hapMakoHarisay,
cTpuni; no 100 " 3aTBEpKEeHOro Haka3oM MiHicTepcTBa OXOPOHHU
CTPVNIB B KAPTOHHIN 340pOoB’A Ykpainu Big 27 rpygHa 2006 poky Ne
Kopoobui 898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
YkpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakasy MiHicTepcTBa OXOPOHHU
300pOoB'a YKpaiHu Bifg 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
perynsipHuX 3BiTiB 3 6e3MeKu.
10. AMITPUOTUNIH TabneTkn, BKpUTI ToBapucTBO YkpaiHa BCi cTagii Ykpaina nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/4872/01/01
060/10HKOHD, M0 25 3 BUPOGHMLTBA, OHOB/IEHO iHGhopMaLito y po3ginax peuyenmom | nionsieae
Mr; no 25 TabneTok obMexeHo KOHTPO/b SKOCTI, "PapmMakos1orivyHi BNactTuBOCTI" (YTOYHEHHS
y 6aHkax abo Bignosigans BUNYCK cepil: iHhopMmawii), "Moka3aHHA"(YTOYHEHHS
KOHTeliHepax; no 10 HiCTIO ToBapucTBo 3 incpopmawii), "MpoTrnokasaHHs", "B3aemogis 3
Tabnetok y "NocnigHnii 06MeXeHo HLWIMMKM nikapcbKMKU 3acob6amMu Ta iHLWi BUan
6nictepax; no 10 3aB0[, BiANOBIAANLHICTIO B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHS",
TabneTtok y 6nictepi, "rHUAC "hapMaueBTUYHA "3acTocyBaHHs y nepiog BariTHOCTi abo
no 5 6nicTepis B KOMnaHis rofyBaHHs rpyaaro”(yTouHeHHs iHchbopmadi),
Kopobui "3p0pos'a", "3[aTHICTb BNAMBATU Ha LWUBUAKICTL peakuii npu
YKkpaiHa; KepyBaHHi aBToTpaHCcnopToM abo iHWuMun
BCi cTagii MexaHisMamun"(yToUHeHHs iHdhopmadii), "Cnoci6
BUPOOHMLTBA, 3acToCyBaHHSA Ta 03K (YTOYHEHHS iHchopmalii),
KOHTPO/b AKOCTI, "[iTn"(yTo4YHeHHs iHdopmaLii),
BUNYCK cepil: "Mepepo3yBaHHS", "Mo6iYHI peakyii” IHCTPYKLIT
ToBapucTBO 3 0N MeAUYHOI0 3aCTOCYBaHHS NikapCbKoro
06MexeHot 3aco6y BifnoBigHO A0 OHOB/EHOI iHChopMaLii
Bi4nNoBigaNbLHICTIO LoA0 6e3nekn 3acToCyBaHHS AjH40i PeUOBUHM.
"[locnigHnii 3aBog, MepioAnYHICTb NOAAHHS PErysipHO
"THUNC", YkpaiHa OHOBJ1HOBAHOrO 3BiTY 3 6€3Meku, BiANOBIAHO A0
Mopsaaky 3AiicHeHHA hapmakoHarnaay,
3aTBEPKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
340pOoB’A YKpaiHuu Big 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
YkpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHHU
30,0p0B'A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riAHO 3i CTPOKaMM,
3a3Ha4YeHUMM y NepioguYHOCTI NoJaHHS
perynsipHuX 3BiTiB 3 6e3neKu.
11. ALEPBIH masb no 30 r abo PapmaveyTi AscTpis dapmaveyTie ABCTpIs MepepeecTpaLlisi Ha HEOOMEXEHWI TEPMIH 6e3 nionsizae UA/15260/01/01
100 r masi B Ty6i; no we ¢habpik habpik MoHTaBIT OHoBEHO iHthopmaLito y po3gini "MobiyHi peyenma




n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayiliHo2o
nocsio4eHHs

1 Ty6i B KAPTOHHIW
ynakoBLii

MoHTaBIT
m6X

m6X

peakujii" iIHCTpyKLUii A1 MeANYHOro
3aCTOCYBaHHS NiKapcbKoro 3acoby BifNoBiAHO
[0 OHOB/EHOT iHhopMmaLi Woao 6e3nekn
3aCTOCYBaHHSA jil0UMX PEYOBUH.
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34jiicHeHHs hapMakoHarisay,
3aTBEPMAXEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
370poB’A YKpaiHuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
YKkpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakaly MiHicTepcTBa OXOPOHU
300pOoB's YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMM,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
perynisipHuX 3BiTiB 3 6e3MeKu.

12.

BAKTOK/NAB

TabneTkn, BKpUTI
NNiBKOBOO
060/10HKO0, MO 10
Tabnetok y cTpuni;
no 1 crpunyy
KOpOO6Lii 3 KapTOHY

Mikpo Jlabc
Nimiteq

IHAis

Mikpo labc
Nimiteq

IHais

MepepeecTpaLisi Ha HEOOMEXEHWIA TEPMIH
OHoBEHO iHdhopMaLito B IHCTpyKLii Ans
MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ginax "®apmakonoriyHi Bnactusocti*
(monoBHeHHs iHdhopmadyi), "MokazaHH:A"
(yTouHeHHs iHchbopmawii), "MNpoTrnokasaHHs",
"B3aemogia 3 iHWMMU NikapCbkMMK 3acobamu Ta
iHWI BMAW B3aemogiin", "OcobmBocCTi
3acTocyBaHHs", " 34aTHICTb BNvMBaTK Ha
LWBWAKICTb peakuii npy KkepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHWMMK MexaHismamn',
"Mepepo3yBaHHa" , "MNo6iYHI peakuii” BiANOBIAHO
[0 OHOBNEHOI iHGhopMaLii 3 6e3neku
3aCTOCYBaHHS Ait040l PEYOBUHMN.
MepiognyHICTb NOAAHHA PerynsipHo
OHOBJIIOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
Mopsaky 3ajiicHeHHs dhapmakoHarisay,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
3[10poB’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi toCcTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakazy MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHuX 3BiTiB 3 6e3neKu.

3a
peyenmom

He
nionsieae

UA/10001/01/01

13.

FTAH®OPT®

Kpanni o4Hi no 3,0
MY hnakoHi-
KpanenbHuui 3
nosnietuneny, no 1
a6o 3 hnakoHu-
KpanenbHuui B

AnnepraH
dapmacbHoTi
Kans
IpnaHgis

IpnaHgis

AnnepraH
dapmacbloTikan3
IpnaHgjs

IpnaHgis

nepepeecTpauis Ha Heo6MeXeHuii TepMiH
OHOBNEHO iHhopMaLLito B IHCTPYKLIT Ans
MeJMNYHOro 3aCTOCYBaHHA MiKapCbKoro 3acoby B
po3gini "Mo6ivHi peakuii” BiANOBIAHO A0
mMarepianis peecTpauiiiHoro AoCbE.
MepiognyHICTb NOAaHHS perynsipHo

3a
peyenmom

He
nionsieae

UA/11121/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1
KapTOHHI navi OHOBJ/IOBAHOTIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 3AiicHeHHA hapmakoHarnaay,
3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
3/10poB'sA YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
14. FOHAN-®® PO34nH A5 iH'EKLA Apec LLisefuapis BMPOGHMLITBO ITanis/ MepepeecTpauis Ha HEOOMEXEHNI TEPMIH. 3a He UA/4113/02/01
no 300 MO (22 TpelgiHr Hepo3dhacoBaHoro | Llseiiyapis OHoB/EHO iHhopMaLito B IHCTPYKLUIi Ans peyenmom | nionsizae
MKr)/0,5 mn; no 0,5 C.A. npenapary, MeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby B
My KapTpuaxi 3 NnepBuUHHE Ta po3ginax "dapmakotepanesTuyHa rpyna. Kog
NpPo6KO0-NOpLUHEM BTOpPUHHE ATX" (pegaryBaHHsi TEKCTy 6€3 3MiHu Kogy
Ta pudneHo nakyBaHHs, ATX), "OcobnmnBOCTi 3aCTOCyBaHHA",
KpULLEYKOLo, KOHTPO/b SKOCTI "3acTocyBaHHS y nepiog BariTHOCTi abo
BMILLEEHOMY Y PYUKy Ta BUMYCK Cepili: rofyBaHHs rpyanr” (pegaryBaHHa TeKCTy Ta
0151 BBEEHHS; no 1 Mepk CepoHo YTOYHEHHS iHdhopMaLii), "Cnoci6 3acTocyBaHHS
pyuui Ta 8 ronok y C.n.A, Itanis; Ta fo3un"(pegaryBaHHs TEKCTY Ta YTOUHEHHS
KapTOHHIA KOopoo6Li nepBuHHE iHchopmawii), “Mo6iyHi peakuii” BiANOBIAHO A0
nakyBaHHs Marepianis peecTpauiiHoro AOoCLE.
(36upaxHs MepioanyHICTb NOAaHHSA perynsipHo
nonepegHLO OHOBJ/IKOBAHOIO 3BIiTYy 3 6e3nekw, BiANOBIAHO A0
3anoBHEHUX Mopsaky 34iicHeHHA hapMakoHarnaay,
KapTpUAXIB 3 3aTBEPKEHOro Haka3om MiHicTepcTBa OXOPOHM
npenaparom B 340pOoB’A YkpaiHu Big, 27 rpygHs 2006 poky Ne
pyuky ons 898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
BBe/leHHs): Mepk Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
CepoHo C.A., pepakuii Hakaly MiHicTepcTBa 0XOpPOHU
BiAAINEHHA Y M. 30,0p0oB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
O6OHH, 996), cTaHOBUTB: 3riAHO 3i CTPOKaMMu,
LlBeiiuapis 3a3HayYeHVMU y NepioANYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3neku
15. FOHAN-P® PO34UH AN15 iH'EKLA Apec LLiBeiuapis BMPOGHMLTBO ITania/ MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH. 3a He UA/4113/02/02
no 450 MO (33 TpelgiHr Hepo3hacoBaHoOro LLiseiiuapis OHOBNEHO iHhopMaLLito B IHCTPYKLUIT Ans peuenmom | niossieae
MKr)/0,75 mMn; no C.A. npenapary, MEeAMYHOro 3aCTOCyBaHHSA NMikapCcbKoro 3acoby B
0,75 MmNy KapTpuaxi nepBuHHE Ta po3ginax "®apmakoTepaneBTuyHa rpyna. Kog
3 Npo6Koto- BTOPVIHHE ATX" (pegaryBaHHsl TEKCTY 6€3 3MiHN Koay
nopLUHemM Ta nakyBaHHs, ATX), "OcobnmBocTi 3acTocyBaHHs",
pudoneHoto KOHTPO/1b AKOCTI "3acTocyBaHHs y nepio BaritTHocTi abo
KpYLLIEYKOLO, Ta BMMYCK cepili: rofyBaHHs rpyanro” (pefaryBaHHa TEKCTy Ta
BMILLEHOMY Y pYUKy Mepk CepoHo YyTOUYHeHHs iHchopMmawii), "Cnoci6 3acTocyBaHHS
[0NA BBEAEHHA; no 1 C.n.A., Itanis; Ta fo3un“(pefaryBaHHs TEKCTY Ta YTOYHEHHS
pyuyui Ta 12 ronok y nepBuHHe iHchopmadii), "Mo6GiyHi peakuii" BiLNOBIAHO A0
KapPTOHHI KOpooLi nakyBaHHs MaTepianiB peecTpauiiHoro fochLe.
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1
(36upaHHs MepioanyHICTb NOAAHHSA PerynsipHo
nonepegHsL0 OHOBJHOBAHOrO 3BiTY 3 6e3Meku, BiANOBIAHO A0
3anoBHEHNX Mopsaky 34iicHEHHsT dhapMakoHarasay,
KapTpuaxis 3 3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
npenaparomM B 3710p0B’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
pyyKy ans 898, 3apeecTpoBaHOro B MiHicTepcTBi loCcTuLji
BBeEeHHS): Mepk Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
CepoHo C.A,, pefakuii Haka3zy MiHicTepcTBa OXOPOHU
BIAZINEHHA Y M. 370pOB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
OGOHH, 996), CTaHOBUTB: 3riAHO 3i CTPOKaMMU,
Lseiiapis 3a3HavyeHVMK Y NepiognYHOCTI NoJaHHsA
perynsipHmx 3BiTiB 3 6e3neku
16. FOHAN-®® PO34UH AN1S iH'EKLA Apec LLiBeiuapis BMPOGHMLITBO ITanis/ MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH. 3a He UA/4113/02/03
no 900 MO (66 TpelgiHr Hepo3hacoBaHoOro LLiBeiiuapis OHOBNEHO iHhopMaLito B IHCTPYKLIT An1s peuenmom | nidssieae
MKkr)/1,5 mn; no 1,5 C.A. npenapary, MEeAMYHOro 3aCTOCyBaHHS MikapcbKoro 3acoby B
MY KapTpuaxi 3 nepBuHHe Ta posginax "®apmakotepanesTuuHa rpyna. Kog
NPO6KOI0-NOPLLHEM BTOPVIHHE ATX" (peparyBaHHsl TEKCTY 6€3 3MiHN Koay
Ta pndneHo nakyBaHHs, ATX), "OcobnnBOCTi 3aCTOCYyBaHHA",
KpULLEYKOLo, KOHTPO/b AKOCTI "3acTocyBaHHs y nepio BaritTHocTi abo
BMILLEEHOMY Y PYUKy Ta BUMYCK cepili: rofyBaHHs rpyanr” (pegaryBaHHa TEKCTy Ta
015 BBEEHHS; no 1 Mepk CepoHo YyTOUYHeHHs iHchopmawii), "Cnoci6 3acTocyBaHHS
pyuui Ta 20 ronok y C.n.A,, Itanis; Ta f03n"(pefaryBaHHA TEKCTY Ta YTOUYHEHHS
KapTOHHiA KOpooLi nepBuHHe iHdhopmadii), "Mo6iyHi peakuii" Bi4NOBIAHO A0
nakyBaHHs marepianis peecTpauiiHoro AOoCbE.
(36upaHHs MepiognyHICTb NOAAHHSA PerynsipHo
nonepeaHsL0 OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
3anoBHEHNX Mopsigky 34iicHeHHs hapmakoHaraagy,
KapTpuaxis 3 3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
npenaparomM B 3710poB’sA YKpaiHu Big 27 rpyaHsa 2006 poky Ne
pyuKy ans 898, 3apeecTpoBaHOro B MiHicTepcTBi loCcTuLji
BBe/eHHS): Mepk Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
CepoHo C.A,, pefakuii Hakazy MiHicTepcTBa OXOPOHU
BIAAINEHHA Y M. 300pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
O6OHH, 996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
LseiiLapis 3a3HavyeHVMK Y NepiogNYHOCTI NoAaHHsA
perynsipHmx 3BiTiB 3 6e3neku
17. ANNPUBAH eMy/bCia ans AcneH IpnaHgis Brpo6HuK "in ITania/ nepepeecTpawis Ha HeobMeXeHnli TepMiH 3a He UA/11592/01/01
iHcpysiiA, 10 mr/mMn no dapmva bulk", nakyBaHHs, Benuvka OHOBNEHO iHhopMaLLito B IHCTPYKLUIT Ans peuenmom | niossieae
20 mn B amnysii; no TpengiHr BUPOGHMK, BpuTaHis MeAUYHOro 3acToCyBaHHSA NiKapCbKoro 3acoby y
5 amMnyn y KOHTYpHiii Nimitep BiANOBIgabHUIA 3a po3ginax "lMoka3aHHA" (pefaryBaHHs

YapyHKOBIl
ynakosLi; no 1
KOHTYPHIl

KOHTPO/b AKOCTI
Ta BUNycK cepil:
KoppeH ®apma

iHchopmalii) BignosigHO A0 MaTepianis
peeCTpauinHoOro JocheE.
MepiognyHICTb NOAAHHA PerynsipHo

YapyHKOBIli ynakoBLi Couieta' Nep OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Y KapPTOHHiIli KOpoobLi; AgioHi, ITanis; Mopsaky 3ajiicHeHHs dhapMakoHarisay,

no 50 mMn y donakoHi; BMPOGHMUK, 3aTBepKeHoro Haka3om MiHicTepcTBa OXOPOHU
no 1 cpnakoHy 3 BiAnNoBiganbHUIA 3a 370poB’sA YKpaiHu Bif 27 rpyaHsa 2006 poky Ne

yTpUMyBayeM y BMNYCK cepil: 898, 3apeecTpoBaHoro B MiHicTepcTBi locTui
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1
KapTOHHI/ Kopoo6Li AcTpa3eHeka HOK Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
NimiTen, Benvka pefakuii Hakazy MiHicTepcTBa OXOPOHU
BputaHis 370pOB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMU,
3a3HayveHMK y NepiognyHOCTI NoAaHHSA
perynsipHuxX 3BiTiB 3 6e3neKu.
18. ECTE3N®IH cnpeii HawwkipHuiA, 1 AT YkpaiHa AT "dapmak” YkpaiHa nepepeecTpauis Ha HeobMeXeHuin TepMiH 6e3 nionsizae UA/15499/01/01
%, no 15 mn a6o 20 "papmak” OHOBNEHO iHhopMmaLito B IHCTPYKLUIT A1 peuyenma
MY ¢hiakoHi; no 1 MeAUYHOro 3acToCyBaHHA NiKapcbKoro 3acoby y
chnakoHy y nauui 3 po3sginax: "®apmakosnoriyHi BnactueocTi”,
KapToHY "Moka3aHHs" (peaaryBaHHs TEKCTY),
"MpoTunokasaHHs", "B3aeMogis 3 iHLLUMK
nikapcbkMmn 3acobamu Ta iHLWi BUam
B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiof BaritTHoOCTi abo
roflyBaHHs rpyaar”, “ro6iyHi peakuii”
BignoBigHO A0 iHhopMaLii Woa0 MeAnyHOro
3acTocyBaHHsA pethepeHTHOro NikapCbkoro
3aco6y (EK3O4EPW/®, po3unH HawKipHWii 1%).
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34jicHeHHs hapMakoHarisay,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
340pOoB’A Ykpaiuu Big 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTuLi
YkpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakaly MiHicTepcTBa OXOPOHHU
300pOoB'a YKpaiHu Bifg 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
perynisipHuX 3BiTiB 3 6e3neKu.
19. IHAOMETALWH- TabneTkn, BKpUTI ToBapucTBO YkpaiHa BCi cTagii Ykpaina nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/5763/01/01
3400POB'A 060/10HKOH, 3 BUPOOHMLTBA, OHoBEHO iHGhopmavito B IHCTpPYKLT ans peyenmom nionseae
KMLUKOBOPO3YMHHI N0 | 0OMEXEHOI0 KOHTPO/b IKOCTI, MeAMYHOr0 3aCTOCYBaHHS NiKkapCbKoro 3acoby y
25 mr no 10 Bignosigans BUNYCK cepil: po3ainax "OcobaMBOCTi 3acTocyBaHHs", "Cnoci6
Tabnetok y 6nictepi, HiCTIO ToBapucTBo 3 3acTocyBaHHsA Ta A03n" (YTOUYHEHHs iHdhopmadi),
no 3 6nictepu y "®apmauesT 06MexeHo "Mepepo3yBaHHA" Bi4NOBIAHO [0 OHOB/IEHOI
KapTOHHI KopobLyj; N4Ha BiANOBIAANLHICTIO iHbopMmawLii 3 6e3nekn 3acToCyBaHHA Lito4oil
no 30 TabneTok y KoMMaHis "®GapmMaueBTNnYHa pPEYOBUHMN.
6nictepi, no 1 "3p0pos'a” KOMnaHis MepioAnYHICTb NOAAHHSA PErynsapHO
6nictepy y "3p0pos'a", OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
KapTOHHI KOpooLi YKpaiHa; Bci cTagji Mopsigky 34iicHeHHs hapmakoHaraagy,
BUPOGHMLITBA, 3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM

KOHTPO/b SKOCTI:
ToBapucTso 3
06MexeHo
BiANOBIAANLHICTIO
"®APMEKC

370p0B’sA YKpaiHu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi locTuLi
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3ly MiHicTepcTBa OXOPOHU
340pOoB's YKpaiHu Big 26 BepecHsi 2016 poky Ne
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1
FPYM", YkpaiHa 996), CTaHOBUTb: 3riAHO 3i CTPOKaMMU,
3a3HayveHMK y NepiognyHOCTi NoAaHHSA
perynsipHuxX 3BiTiB 3 6e3neKu.
20. KETOHAN® AYO | kancynu 3 CaHpo3 CnoBeHis Nex CnoBeHis nepepeecTpawis Ha HeobMeXeHnli TepMiH 3a He UA/8325/03/02
MoandikoBaHUM dapmacbHoTi $apmaneBTUYHA OHOB/IEHO iHGhopMaLito y po3ainax peuenmom | nidssieae
BWBI/TbBHEHHAM Kans g.4. KOMMaHia 4.4. "MpoTunoka3aHHs", "B3aeMogis 3 iHLLUMK
TBepai no 150 mr no (BMpOGHMLTBO 3a nikapcbkMn 3acobamu Ta iHLWi BUam
10 kancyny NOBHUM LK/IOM; B3aemogiit”, "Ocob6MBOCTi 3aCTOCyBaHHS",
6nictepi; no 2 naxyBaHHs) "3acTocyBaHHs y nepiof BaritTHoOCTi abo
6nictepu B roflyBaHHs rpyaar”(yTouHeHHs iHcpopmauii),
KapTOHHIA KOpooLi "Mepepo3yBaHHsa", "MoBGIYHI peakyii” iIHCTPYKLIT
O/151 MeANYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby BiANOBIAHO A0 OHOBMEHOT iHdhopmMaLit
oo 6e3neku 3acToCyBaHHS Ajit040i PeHOBUHM.
MepioanyHICTb NOAaHHSA perynsipHo
OHOBJ/IHOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iicHeHHA hapmakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big, 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa 0XOpPOHU
30,0p0oB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
21. KETOPO/AKY KpucTaniyHmi MpuBaTHe YkpaiHa Bacyaxa dapma IHAis nepepeecTpawis Ha HeobmexeHuli TepMiH - He UA/15744/01/01
TPOMETAMIH NOpPOLLOK akuioHepHe Xem Jlimiteq niosnsieae
(cybeTaHuis) y TOBapuCTBO
noABIiHMX "Nlekxim-
noslieTUIEeHoBMX Xapkis"
Millkax ans
hapMaLeBTUYHOIO
3acTocyBaHHsA
22. NIMEHAA cynosutopii POTA®APM | TypeuunHa YOPNA TypeuuunHa nepepeecTpauis Ha HeoGMeXeHuiA TepMiH 3a He UA/14636/01/01
BariHasibHi, o 7 INAYNAPI MEAVLWH INAY OHOB/EHO iHGhopMmaL,ito B IHCTPYKLIT A5 peuyenmom | miossieae
CynosuTopiiB y ATA. WTl. CAH. BE TIIXK. Me/JMYHOro 3aCTOCyBaHHS NikapCbKoro 3acoby y
6nictepi; no 1 ALl posginax: "®apmakonoriyHi BnactusocTi”,

6nictepy y
KOMNAEKTi 3 7
Hananb4H1KaMm
0fHOPa3oBOro
BMKOPUCTaHHS abo
no 2 6nictepu y
KOMNAekTi 3 14
HanasibYHUKamu
04HOPa30BOro
BUKOPUCTaHHS Y

"MokasaHHs" (YTOUYHEHHS iHdhopMmalLiT),
"MpoTunokasaHHA", "B3aemogis 3 iHWKMK
nikapcbkMmn 3acobamu Ta iHLWi BUAK
B3aemMogiin”, "Ocob6MBOCTi 3aCTOCyBaHHS",
"3acTocyBaHHs y nepio BaritTHocTi abo
roflyBaHHs rpyaaro”, "34atHicTs BNaMBaTu Ha
LUBUAKICTb peakuii mpu KkepyBaHHi
aBTOTPaHCMOpPTOM abo iHWMMU MexaHiamamn”,
"Cnoci6 3acTtocyBaHHs Ta fo3n", "Mo6iuHi
peakuii” BignoBigHO A0 iHopMaLi Woao
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayiliHo2o
nocsio4eHHs

KapTOHHI/ Kopoo6Li

MeAMYHOro 3acTOCyBaHHA pedhepeHTHOro
nikapcbkoro 3acoby (HEO-NMEHOTPAH®
®OPTE, cyno3uTopii BariHa/bHi).
MepiognyHICTb NOAAHHA PerynspHo
OHOB/HOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
Mopsaky 34iicHeHHs hapMakoHarnaay,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
3[10poB’sA YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi tocTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakazy MiHicTepcTBa OXOPOHU
370pOB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTB: 3riAHO 3i CTPOKaMM,
3a3HayYeHMU y NepioAnYHOCTI NoAaHHA
perynsipHuX 3BiTiB 3 6e3neKu.

23.

MEAIATOPH®

PO34MH A1 iH EKLiA,
15 mr/mnno 1 mn B
amnyni, no 10
ammnys y KOHTYpPHIi
YapyHKOBIl
ynakosui, no 1
KOHTYPHIl
YapyHKOBIll yrnakoBLi
B nauu,j

NAT
"Tanuudpap
"

YkpaiHa

MAT "Tannucapm”

YKpaiHa

MepepeecTpauis Ha HeOGMEXEHWUA TEPMIH
OHOBNEHO iHhopMmaLito B IHCTPYKLIT An1s
MeANYHOro 3acToCyBaHHSA NiKapCbKoro 3acoby
BiANOBIAHO A0 pechepeHTHOro NikapcbKoro
3acoby (HelipoMianH®, po3umH Ans iH'exuili No
15 mr/mn) y posginax "®apmMakonorivHi
BnactmsocTi", "lNo6ivHi peakuii" Ta
"HecyMicHIiCTb".

MepioanyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOIO 3BIiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iicHeHHA hapMakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big, 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa 0XOpPOHU
30,0p0oB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTB: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/15375/01/01

24,

MIAIAHA

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKO10, M0 21
Tabnetuiy énicrepi;
no 1 a6o 3 6nictepu
pa3oM 3 KapTOHHUM
dyTnapom gns
36epiraHHA 6ricTepa
B nauLi

BAT
"epeoH
PixTep"

YropmHa

BAT "T'efieoH
PixTep"

YropmHa

nepepeecTpais Ha HEOBMEXeHW TEPMIH
OHOB/EHO iHGhopmaLito B IHCTPYKLIT A1
MeAMYHOI0 3aCTOCYBaHHS NikapcbKoro 3acoby y
posginax: "MpoTtunokasaHHs", "B3aemogis 3
HLWIMMKM nikapcbKMKU 3acobamMu Ta iHLWi BUan
B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHS",
"3paTtHICTb BIAMBATY Ha LWUBWAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHWMMK
MexaHizmamu", "lMobivHi peaxuii” BignoBigHO A0
OHOB/IEHOT iHhopMaLii 3 6e3nekn gitouoi
peyoBuHM Ta iHdopmaLii Wwoa0 MegnyHoro
3acTocyBaHHs pethepeHTHOro NMikapCbKoro
3acoby (APVIHA®, TabneTkun, BKpUTI

3a
peyerimom

He
nionsiecae

UA/11296/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayiliHo2o
nocsio4eHHs

060/10HKO10).

MepiognyHICTb NOAAHHA PerynspHo
OHOB/IOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO A0
Mopsaky 34jiicHeHHs hapMakoHarisay,
3aTBEPMAXEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
370poB’A YKpainuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
YkpaiHnu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3ly MiHicTepcTBa OXOPOHU
300pOoB's YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepioguYHOCTI NoJaHHSA
perynisipHuX 3BiTiB 3 6e3MeKu.

25.

HEWPOTWAIH

PO34UH ANS iH ek,
250 mr/mn no 4 mn B
amnyni; no 5 amnyn
y 6nicTepi; no 1 abo
2 6nictepu B
KOpOO6Lii 3 KapTOHY

ToBapucTBO
3
06MEXeHO
Bignosigans
HiCTIO
"®apmauesT
nyHa
KOMMaHis
"3p0pos'a”

YkpaiHa

ToBapucTso 3
06MexeHot
BiANOBiAA/IbHICTIO
"®apmaueBTnyHa
KOMMaHis
"3p0poB'a"

YKpaiHa

nepepeecTpawis Ha HeobMeXeHuli TepMiH
MepioanyHICTb NOAaHHSA perynsipHo
OHOBJ/IHOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iicHeHHA hapmakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big, 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa 0XOpPOHU
30,0p0oB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/15534/01/01

26.

HEKCIYM

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKO10, Mo 20
Mr, M0 7 TabneToK y
6nictepi, no 1 abo
no 2 6nictepu y
KapTOHHI/ KopoobLi

AcTpa3eHek
a Ab

LLseuis

AcTpa3eHeka Ab

Lseuis

MepepeecTpaLis Ha HEOOMEXEHWNIA TEPMIH.
OHOB/IEHO iHGhopMaLito y po3ainax
"®apmakonoriyHi BnactusocTi”, "MokasaHHs"
(peparyBaHHs TekcTy), "MpoTunokasaHHs",
"B3aemogis 3 iHWKMKM NikapcbkuMu 3acobamu 1a
iHWi BMAW B3aemogiin", "OcobmBocTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog,
BariTHOCTi abo rogyBaHHs rpyaato” (BHeCeHi
YTOUHEHHS), "34aTHICTb BN/IMBaTW Ha LUBUAKICTb
peakLjii npy KepyBaHHi aBTOTpaHCNopToM abo
iHWK1MK MexaHi3mamMu”, "Crocib 3acTocyBaHHs
Ta gosun", "MepenosysaHHs", "MobiuHI peakuii”
IHCTPYKLi 415 MeANYHOro 3acToCyBaHHSA
nikapcbKoro 3acoby BignoBigHO A0 MaTepianis
peecTpaLiiHoro A0ChbeE.
MepioanyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3neku, BiANOBIAHO A0
Mopsaky 3AiicHeHHs hapmakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
3[10pOB’A YKpaiHu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y

3a
peyerimom

He
nionsiecae

UA/2534/02/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
3[10pOB'sA YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
27. HEKCIYM TabneTkn, BKpUTI AcTpa3eHek LLiBeuis AcTpa3eHeka Ab LLIseuis MepepeecTpaLis Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/2534/02/02
NNiBKOBOO a Ab OHoB/EeHO iHGhopMaL,io y po3ginax peyenmom | nionsizae
060/10HKO10, M0 40 "®apmakonoriyHi BnactmsocTi”, "lMokasaHHS"
Mr, No 7 TabneTok y (peparyBaHHs TekcTy), "MpoTunokasaHHs",
6nictepi, no 2 "B3aemogis 3 iHWVMKU nikapcbkuMu 3acobamu Ta
6nictepn y iHWi BMAW B3aemogijin”, "OcobmBocTi
KapTOHHI/ KopoobLi 3acTocyBaHHs", "3acTocyBaHHS y nepiog,
BariTHOCTi abo rogyBaHHs rpyaato” (BHeCeHi
YTOUHEHHS), "34aTHICTb BN/IMBATU Ha LUBUAKICTb
peakLjii npy KepyBaHHi aBTOTpaHCNopTomM abo
iHWK1MK MexaHi3mamu”, "Crocib 3acTocyBaHHs
Ta gosun", "MepenosysaHHs", "MobiYHI peakuii”
IHCTPYKLi 415 MeANYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby BignoBigHO A0 MaTepianis
peecTpaLiiHoro A0cChbe.
MepioanyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iicHeHHA hapMakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big, 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
30,0p0oB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HaveHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
28. OKTAHAT MOPOLLIOK A5t OkTadapma ABcTpis BMPOGHULITBO 3a LWsewis/ MepepeecTpauis Ha HEOBMEXEHWNIA TEPMIH. 3a He UA/15468/01/01
pO34unHy Ans iH'ekyin | ®apmauesT NMOBHWM LMK/IOM 3a ABcTpisi/ OHOB/IEHO iHGhopMmaLito y po3ainax peyenmom | niossieae
no 50 MO/wmn; nKa BUK/HOYEHHSIM HimeuunHa/ "Oco611BOCTI 3acTocyBaHHA", "Cnoci6
KapToHHa kopobka MpoaykTioHC BTOPVHHOI ®paHuina 3acTocyBaHHs Ta fo3n", "MobiuHi peakwi"
Nel: micTuTb 1 rec m.6.X. YNakoBKW: IHCTPYKLIT 419 MeAUYHOro 3aCTOCyBaHHSA
oNakoH 3 MOPOLLUKOM OkTtathapma AB, nikapcbKoro 3acoby BiANoBiAHO A0 MaTepianis
AN pO3YMHY Ans Lsewjs; peecTpauiiHoro fOCbeE.

iH’exuili. KapToHHa
Kopobka No2:
MicTUTb 1 donakoH 3
PO34MHHMKOM (BOAA
ANs iH'ekuii no 5 mn
(250 MO/cpnakoH)
a6o 10 mn (500
MO/dnakoH)) Ta
KOMNNEKT ans

BMPOGHULITBO 3a
MOBHUM LIK/TOM,
BK/IOYA0UN
Bi3yasibHy
iHCnekujto:
OkTadhapma
dapmavueBTmKa
MpopykTioHcrec
M.6.X., ABCTpis;

MepioAnYHICTL NOAaHHA PerynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsaky 3ajiicHeHHs dhapMakoHarisay,
3aTBepKEeHOro Hakasom MiHiCTepcTBa OXOPOHU
370p0B’sA YKpaiHu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi locTuLi
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3ly MiHicTepcTBa OXOPOHU
340pOoB's YKpaiHu Big 26 BepecHsi 2016 poky Ne
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1
PO3YMHEHHS Ta BMPOGHMLITBO 3a 996), CTaHOBUTb: 3riAHO 3i CTPOKaMMU,
BHYTPILLHLOBEHHOTO NOBHUM LMK/IOM 3a 3a3HayveHMK y NepiognyHOCTi NoAaHHSA
BBeAeHHs (1 wnpuy, BUK/TIOYEHHAM perynsipHux 3BiTiB 3 6e3neku.
ofHopasosui, 1 BTOPUHHOT
[BOCTOPOHHS TONKa, yNaKoBKu:
1 ronka 3 thinbTpOMm, OkTachapma,
1 ronka gns iH'ekuii, dpaHLjs;
2 npocoyeHi BTOPWHHE
CNMPTOM TaMMoHK) y nakyBaHHS,
nakeTi abo 6nictepi. BisyasibHa
Kopo6ka Ne 1 Ta iHCneKuis:
Kopo6ka Ne 2 OkTadhapma
06’€QHYIOTbCA MK [leccay M'm6X,
€06010 NNAaCTUKOBOIO HimeuuunHa,;
nAiBKOK BMPOBHULITBO
Kpionpeujinitata:
Oktadhapma

MpoaykuioHcrecen

nwadt JonunaHg

M.6.X., HimeuunHa

29. OKTAHAT MOPOLLIOK ANt OxTadapma ABcTpis BMPOGHMLITBO 3a Lsewist/ MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH. 3a He UA/15468/01/02

pO34nHy aNs iH'ekyin | ®apmauesT NMOBHMM LMK/IOM 3a ABcTpisi/ OHOB/IEHO iHGhopMaLito y po3ainax peuenmom | nidssieae
no 100 MO/mn; nKa BUK/HOYEHHSM HimeuunHa/ "Oco6/1BOCTI 3acTocyBaHHSA", "Cnoci6
KapToHHa kopobka MpopyKTioHC BTOPUHHOT ®paHuisa 3acTocyBaHHs Ta fo3u", "MobiuHi peakwyji
Nel: micTuTb 1 rec Mm.6.X. YNakoBKU: IHCTPYKLII 418 MeAUYHOro 3aCTOCyBaHHSA
h/1aKOH 3 MOPOLLKOM Oktachapma AB, nikapcbKoro 3acoby BignoBigHO Ao MaTepianis
AN PO3YMHY Ans LLiBeuist; peecTpauiiHoro JOCbeE.
iH'exUili. KapToHHa BMPOBHMLTBO 3a MepioAnYHICTb NOAAHHSA PErynsipHO
Kopobka Ne2: MOBHUM LMK/IOM, OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
MicTUTb 1 doiakoH 3 BK/IOYA0UM Mopsaky 34jiicHeHHs hapMakoHarisay,
pO34MHHMKOM (BOAA Bi3ya/lbHy 3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
Ans iH'ekyin no 10 iHCneKujto: 340pOoB’A Ykpainuu Big 27 rpygHa 2006 poky Ne
mn (1000 OkTadapma 898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTuLi
MO/dhnakoH)) Ta dapmaLeBTUka YkpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
KOMMNAEKT AN MpogykTioHcrec pepakuii Hakasy MiHicTepcTBa 0XOPOHU
PO3YMHEHHSA Ta M.6.X., ABCTpIs; 300pOoB'a YKpaiHu Bifg 26 BepecHsi 2016 poky Ne
BHYTPILLUHbOBEHHOIO BMPOBHMLTBO 3a 996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
BBeAeHHs (1 wnpwy, MOBHMM LMK/IOM 33 3a3Ha4YeHUMM Y NepiognuYHOCTI NoJaHHS
ofHopaszosui, 1 BVK/TIOYEHHSAM perynspHux 3BiTiB 3 6e3neku.
[BOCTOPOHHS ronka, BTOPUHHOI
1 ronka 3 pinbTPOMm, yMaKoBKN:
1 ronka gns iH'exuin, OxkTacapma,
2 NpoCoYeHi dpaHuis;
CNMPTOM TaMMOHK) y BTOPWHHE
naketi abo 6nictepi. nakyBaHHs,
Kopo6ka Ne 1 Ta BizyasibHa
Kopobka Ne 2 iHCneKuis:
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1
06’€QHYIOTbCA MK OkTadapma
C060t0 NNACTUKOBOK [Leccay Mm6X,
NNiBKOK HimeuuunHa;
BMPOGHMLTBO
Kpionpeujnitara:
OkTadapma
MpogaykuioHcrecen
nwadt JoiAunaHg
M.6.X., HimeuyunHa
30. NEPUHAONPUNI | Tabnetku, BKpUTI TeBa 13painb AT YropLumHa MepepeecTpaLllisi Ha HEOBMEXEHNIA TEPMIH. 3a He UA/14925/01/02
IHAOANAMIA- NNiBKOBOIO dapmaueBTi dapmaleBTUYHNI OHOBNEHO iHGhopMmaLito B IHCTPYKLIT A5 peyenmowm nionseae
TEBA o6onoHkoto, no 2,5 Kan 3asof TEBA MeJMYHOro 3acTOCyBaHHS NiKapCbKoro 3acoby y
mr/0,625 mr; no 30 IHAacTpi3 posgainax "lMokasaHHs", "MNpoTUnokasaHHs",
TabneTtoky nrg. "B3aemogisa 3 iHWKMKU nikapcbkuMun 3acobamu 1a
KOHTeliHepi; no 1 iHWi BUAW B3aemopiii”, "OcobnmnBocCTi
KOHTEliHepy B 3acTocyBaHHSA", "3acTocyBaHHSA y nepiog,
Kopoo6ui BariTHOCTi abo rogysaHHs rpyaat”, "ditn",
"Mepeno3yBaHHa", "No6i4HI peakuii" BigNoOBIAHO
[0 iHdopmauii pechepeHTHOro nikapcbkoro
3acoby HONINPEN® APTIHIH.
MepiognyHICTb NOAAHHA PerynspHo
OHOBJIIOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
Mopsaky 34iicHeHHs dhapmakoHarisay,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
3[10poB’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi toCcTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakazy MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHuX 3BiTiB 3 6e3neKu.
31. NYNbMIKOPT cycneHsis gns AcTpa3eHek Lseuis Actpa3eHeka Ab Lseuis MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH. 3a He UA/5552/01/01
po3nunexHs, 0,25 a Ab OHOBNEHO iHhopMmaLito B IHCTPYKLUIT Ans peuenmom | nidssieae
Mr/mMA; o 2 My MEeAMYHOro 3aCTOCyBaHHSA MikapCcbKoro 3acoby B
KOHTeliHepi; o 5 po3ginax "®apmakoTepaneBTuyHa rpyna. Kog
KOHTEliHepiB Yy ATX" (pegaryBaHHsl TEKCTY 6€3 3MiHN Koay
KOHBepTI; No 4 ATX), "dapmakonoriyHi BnactusocTi"
KOHBEpPTU Y (yTouHeHHs iHdhopMadii), “MNMpoTunokasaHHsA",
KapTOHHIA KOopooLi "B3aemogia 3 iHWKMK Nnikapcbkumn 3acobamu Ta
iHWI BMAW B3aemogiin", "OcobmBocTi
3acToCyBaHHA", "3acToCcyBaHHSA Yy nepiog,
BariTHOCTi abo rofyBaHHA rpyaa”
(peparyBaHHs TekcTy), "MobiuHi peakwii"
BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
[0CbE.
MepiognyHICTb NOAaHHS perynsipHo
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayiliHo2o
nocsio4eHHs

OHOBJ/IOBAHOTIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 3AiicHeHHA hapmakoHarnaay,
3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
3/10poB'sA YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

32.

NYNbMIKOPT

cycneHsia ans
po3snuneHHs, 0,5
Mr/MA; o 2 My
KOHTelHepi; no 5
KOHTEliHepiB y
KoHBepTi; no 4
KOHBEPTW y
KapTOHHIA Kopoo6Li

AcTpa3eHek
a Ab

Lseuis

AcTpa3eHeka Ab

Lsewjs

MepepeecTpaLis Ha HEOOMEXEHWNIA TEPMIH.
OHoB/EHO iHhopMaLito B IHCTPYKLUIi Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby B
po3ginax "®apmakoTepaneBTuyHa rpyna. Kog
ATX" (pegaryBaHHsi TEKCTy 6€3 3MiHu Kogy
ATX), "dapmakonoriyHi BnactmBocTi"
(yTouHeHHs iHchbopmauii), "MpoTrnokasaHHs",
"B3aemogis 3 iHWVMKU NikapcbkuMu 3acobamu Ta
iHWi BMAy B3aemogiin”, "OcobmBocCTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog,
BariTHoCTi abo rogyBaHHs rpyaato”
(peparyBaHHs TekCTy), "lMo6iYHI peakuii”
BiANOBIAHO A0 MaTepianis peecTpauiiHoro
[0CbE.

MepioguyHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34jiicHeHHs hapMakoHarisay,
3aTBEPMAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
340pOoB’A Ykpaiuu Big 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTuLi
YkpaiHnu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakaly MiHicTepcTBa OXOPOHHU
300pOoB'a YKpaiHu Bifg 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
perynsipHuX 3BiTiB 3 6e3neKu.

3a
peyerimom

He
nionsieae

UA/5552/01/02

33.

PAMI CAHA03®
KOMMO3UTYM

Tabnetkun no 5 mr/25
mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHI/ KopoobLi

CaHpo3
dapmachbHoTi
Kans g.4.

CnoBeHisa

BupobHuuTBO

Hepo3dhacoBaHoro

NpoAyKTY, A03BiN
Ha BUMyCK cepii;
MepBuHHA Ta
BTOPUHHA

ynakoBka, A03Bif

Ha BUMYCK cepii:
Nexk C. A,
MonbLa;

Brpo6HMUTBO 3a

MonbLa/
HimeyunHa

nepepeecTpawis Ha HeobMeXeHuli TepMiH
OHoB/EHO iH(hopMaLlito B IHCTPYKLUi Ans
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y
po3ginax "®apmakonoriyHi Bnactusocti"
(iHdhopmauis 3 6e3nekn), "MpoTrnokasaHH:",
"B3aemogis 3 iHWKMKU NikapcbkuMu 3acobamu Ta
iHWi BMAW B3aemogiin", "OcobmBocTi
3actocyBaHHs", "lNo6iyHI peakuii" BiANOBIAHO A0
OHOBJIEHOT iHhopMaLii 3 6e3neku gitoyoi
peyoBUHN.
MepiognyHICTb NOAaHHS perynsipHo

3a
peyenmom

He
nionsieae

UA/4259/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayiliHo2o
nocsio4eHHs

MOBHVM LVK/IOM:
Cantwotac dapma
'm6X, HimeyunHa

OHOBJ/IOBAHOTIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 3AiicHeHHA hapmakoHarnaay,
3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
3/10poB'sA YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

34.

TAHTYM PO3A®

rpaHynu ans
BariHa/IbHOro
po34mnHy no 500 wmr;
no 10 cawe B
KapTOHHIA Kopoo6Li

AsieHge
Kimike
PiyHiTe
AHXENiHI
®paHyecko
AKP.AOD.
C.n.A.

ITanis

AsieHge Kimike
PiyHiTe AnxeniHi
PdpaHyecko
AKP.A®. C.nA.

ITanis

nepepeecTpaisi Ha HeOBMeXeHW TEPMIH
OHoB/EeHO iHGhopMaL,io y po3ginax
"3acTocyBaHHS y nepiof BariTHOCTi abo
roflysaHHs rpyaar” ta "lMepefosyBaHHa"
IHCTPYKLT 418 MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby BiANOBIAHO A0 6e3neku
3aCTOCYBaHHS fil040i PeYOBUHMN.
MepiognyHICTb NOAAHHA PerynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
Mopsaky 34iicHeHHs dhapmakoHarisay,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
3[10poB’sA YKpaiHu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi toCcTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3ly MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHuX 3BiTiB 3 6e3neKku.

6e3
peyenma

nionsieae

UA/4012/01/01

35.

®/TABOBIP®

cvpon no 30 mn, abo
no 50 mn, a6o no 60
My chakoHax 3
ckna abo nnacTuky;
no 1 cpnakoHy
pa3om 3 [j03yt0U0to
EMHICTIO ¥ nayui 3
KapTOHHY

TOB "HBK
"Exkochapm”

YkpaiHa

TOB "HBK
"Ekocpapm”

YKpaiHa

nepepeecTpauis Ha Heo6MeXeHuii TepMiH
BHeceHO OHOBMEHY iHhopmaLito B IHCTPyKL,it0
O/15 MeAUYHOro 3acTOCyBaHHS NiKapCbKoro
3acoby Ao po3gainy "lMNokasaHHa"(pegaryBaHHs),
a TakoxX 40 po3ginis "OcobnnBocCTi
3actocyBaHHs", "lNo6iyHI peakuii" BiANOBIAHO A0
OHOBJIEHOI iHGhopMaLii 3 6e3nekn gitounx Ta
[0MOMDKHMX PEYOBUH JTIKApPCLKOro 3aco0y.
MepioanyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3neku, BiANOBIAHO A0
Mopsaky 3AiicHeHHs hapmakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
3[10p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakazy MiHicTepcTBa OXOPOHU
304,0p0oB's YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTpoOKamMu,

6e3
peyenma

nionsiecae

UA/5510/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
36. LIEE®IKC kancynu no 400 mr Papma VMopparis dapma Wopparis nepepeecTtpawis Ha HeobMeXxeHuli TepMiH 3a He UA/4151/01/01
no 5 kancyny IHTepHeLeH IHTepHeleHan OHoBreHo iHdhopMaLio y po3ginax "B3aemogis 3 | peyenmom | midsiseae
6nictepi; no 1 an KomnaHi Komnawi iHLWIMMK NiKapcbknMy 3acobamu Ta iHLWi BUAn
6nictepy y B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHS",
KapTOHHIA Kopoo6Li "Mo6iyHi peakuii" IHCTPYKLii 415 MegUYHOro
3acTOCyBaHHSA Nikapcbkoro 3acoby BiANOBILHO
[0 OHOB/EHOT iHdhopMmaLi Woao 6e3nekn
3aCTOCYBaHHS fil040T Pe4YOBUHMU.
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34jiicHeHHs hapMakoHarisay,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
340pOoB’A Ykpainuu Big 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTuLi
YkpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakaly MiHicTepcTBa OXOPOHHU
300pOoB'a YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
perynisipHuX 3BiTiB 3 6e3MeKu.
37. WABAI NUCTA nucTa (cybeTaHuis) MpAT YkpaiHa MpAT "NMikTpasn” YkpaiHa nepepeecTpawis Ha HeobMeXeHuli TepMiH - He UA/5808/01/01
Y MilLKax, THoKax, "NikTpasn" nionsieae
Kinax gns
chapmaLeBTUYHOro
3acToCyBaHHs

FeHepanbHU AUpeKTop
AunpekToparty hapmaleBTUYHOro 3a6e3neyeHHs

OnekcaHgp KOMAPIAA




NMEPENIK
NIKAPCBbKUX 3ACOBIB (MEANYHUX IMYHOBIONIONYHUX MPEMAPATIB), LLLOAO AKUX BY/TN BHECEHI 3MIHU 1O
PEECTPALINHNX MATEPIANIB, AKI BHOCATLCSA A0 AEPXXABHOIO PEECTPY JIIKAPCbKX 3ACOBIB YKPAIHA

Aopatok 3

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

peecTpauito (nepepeecTpalito)

NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx

MaTepianis»

BiA 25.05.2021 poky Ne 1032

pevoBuHn Amlodipine besilate Bif BXe 3aTBeEpAKEHOIO

Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa YmosBu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
1. ArEH® 10 Tabnetku no 10 mr, Ne TOB "CaHodi- YkpaiHaa C.C. «BEHTIBA PymyHis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/7446/01/01
30 (10x3): no 10 ABeHTiC C.A» , PymyHis Yecbka 3MiHU | TUMY - NOAAHHA OHOBMIEHOTO cepTudikara peyenmom
TabneTtok y 6nictepi; YkpaiHa" (KOHTPO/Ib SIKOCTI); Pecny6nika BignoBigHOCTI €Bponelicbkiii chapmakonei Ne R1-CEP
no 3 6nictepu y TOB "3eHTiBa", 2006-003-Rev 01 ana gitoyoi pevosuHU Amlodipine
KapTOHHIiA kopobLyi, Ne Yecbka Pecnybnika besilate Bif BXe 3aTBEepmkeHoro supobHmka HETERO
30 (15x2): no 15 (BMpOGHMLYTBO 13, DRUGS LIMITED; 3miHu | Tvny - nogaHHs OHOB/IEHOTO
Tabnetok y 6nictepi; nepBuHHE Ta cepTtudikaTa BignoBiaHOCTI EBponelickbkii dhapmakonei Ne
no 2 6nictepun y BTOPVHHE R1-CEP 2006-003-Rev 02 gns Ajto4oi pevyoBuHm
KapTOHHI KOpoOLyi nakyBaHHs, Amlodipine besilate Big, Bxe 3aTBEpAXEHOro BUPOGHNKA
KOHTPO/b Ta BUMYCK HETERO DRUGS LIMITED; 3MiHu | Tuny - nogaHHs
cepiin) OHOB/IEHOTO cepTudikaTa BiANoBigHOCTI EBponeiichbkil
hapmakonei Ne R1-CEP 2006-003-Rev 03 gns gitouoi
peyoBuHn Amlodipine besilate Bif BXe 3aTBepKeHOro
Bupo6HMKka HETERO DRUGS LIMITED. Sk Hacnifok
BHOCATLCA 3MiHU LLOAO agpecu BnacHuka CEP Ta
BMPOBHNYOI AinsHKM A®I; 3MmiHM | TUNY - NogaHHA
OHOB/IEHOTO cepTudikaTa BiANoBigHOCTI EBponeiichbkil
hapmakonei Ne R1-CEP 2006-003-Rev 04 gns gitouoi
peyoBuHn Amlodipine besilate Bif BXe 3aTBepKeHOro
Bnpo6Hmka HETERO DRUGS LIMITED
2. AFEH® 5 Tabnetkun no 5 mr, Ne TOB "CaHodi- YkpaiHaYk C.C. «3EHTIBA PymyHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3a UA/7446/01/02
30 (10x3): no 10 ABeHTIC paiHa C.A» , PymyHis Yecbka 3MiHK | TUNY - NOAAHHSA OHOBNEHOTO cepTudikaTa peyenmom
Tabnetok y 6nictepi; YkpaiHa" (KOHTpOAb AKOCTI); Pecny6nika BignoBigHocTi €Bponelickkili hapmakonei Ne R1-CEP
no 3 6nictepu y TOB "3eHrTiBa", 2006-003-Rev 01 gns gitouoi pevyoBmHu Amlodipine
KapTOHHI KopobLi, No Yecbka Pecnybnika besilate Big, Bxe 3aTBepaxeHoro BupobHnka HETERO
30 (15x2): no 15 (B1po6HMLTBO M3, DRUGS LIMITED; 3MiHu | TUNY - nogaHHs OHOBIEHOTO
Tabnetok y 6nictepi; nepBuHHE Ta cepTtudikaTa BigNoOBiAHOCTI EBponelickbkiin dhapmakonei Ne
no 2 6nictepu y BTOPUHHE R1-CEP 2006-003-Rev 02 ans gjito4oi pe4yoBuHu
KapTOHHIli KopooLi nakyBaHHs, Amlodipine besilate Big, Bxe 3aTBEpAXEHOr0 BUPOOHNKA
KOHTPO/b Ta BUMYCK HETERO DRUGS LIMITED; 3minHu | Tvny - nogaHHs
cepiif) OHOBJIEHOIO cepTudpikaTa BiANOBIAHOCTI €BpoNeiichbkili
dhapmakonei Ne R1-CEP 2006-003-Rev 03 gns gitoyoi
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

Brnpo6HMKka HETERO DRUGS LIMITED. Sk Hacnigok
BHOCSITbCS 3MiHY W00 agpecu BnacHvka CEP ta
BMPOBHNYOI AinAHKM API; 3MiHM | TUNY - NoAaHHA

OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI €BpONechbkili

thapmakonei Ne R1-CEP 2006-003-Rev 04 ans gitoyoi

peyosuHn Amlodipine besilate Bif BXe 3aTBEpIKEHOr0
BMpo6HMka HETERO DRUGS LIMITED

A3NTPOKC ®
500

TabneTku, BKPUTI
nNiBKOBOIO
o6onoHkoto, no 500
mr, Ne 3: no 3
Tabnetkn y 6nictepi;
no 1 6nictepy B
KapTOHHIlA KOpooLi

TOB "CaHodi-
ABeHTiC
YkpaiHa"

YkpaiHa

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis:

3MiHM | TUNy - 3MiHK WoAo0 6e3nekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3miHM [0 y3arasibHeHNX
[AaHuxX nNpo cuctemy chapmakoHarnsgy (BBefeHHs
y3araslbHeHX faHux Npo cuctemy dpapmakoHarnisgy,
3MiHa YNOBHOBaXeHOI 0co6MU, BiANOBIAA/IbHOI 3a
3[jiiCHEHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapMakoHarnsgy 3asBHUKa ANs 34INCHEeHHS
hapmakoHarnsgy B YkpaiHi, SKLWo0 BOHa BiAMiHHA Bif,
YNOBHOBaXEHOI 0C06W, BiANOBIAAILHOI 3a 3iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakKTHI gaHi) Ta/abo
3MiHM Y PO3MIiLLEHHI MacTep-gaiina cuctemm
thapmakoHarnsgy) - 3aMmiHa yrnoBHOBaXKeHOi 0co6u
3asBHVKa, BigNOBiAaNbHOI 3a thapmakoHarnsag,.
MponoHoBaHa pepakuisi: XopakiBcbka TeTsaHa
BsiuecnasiBHa. 3MiHA KOHTAKTHUX AaHUX YNOBHOBaXEHOT
0cobu 3asBHMKA, BiANOBIAA/bHOI 3a thapmakoHarnsag,

3a
peyenmom

UA/4822/01/02

AUNAP®

PO34MH ON1 iH e,
100 MO/mMn no 3 mny

AT "dapmak”

YkpaiHa

BiokoH

IHaia/

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHK | Tuny

3a

UA/15749/01/01

Balionomxuke IHgis
Nimiteq, IHAis;
AT "®apmak”,

YkpaiHa - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo

afpecy MicLs NPOBaKEHHS AiS/IbHOCTI

peyenmom
KapTpuaxi; no 5

KapTpuaxis y 6nictepi,

no 1 6nictepy B naudj;
no 10 mn y donakoHi;
no 1 cpnakoHy B nayi

YKpaiHa

BMPOGHMKa/iMnopTepa roToBOro Nikapcbkoro 3acoby,
BK/IHOYA0UN AiNbHULI BUNYCKY cepii abo micue
NpoBefEeHHS KOHTPOJII0 AKOCTI. (AISNbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEpP, BKOYAUM BUMYCK
cepiid). 3MiHa Ha3BM Ta agpecu BUpo6Huka NN13 Biocon
Limited/ BiokoH JlimiTeq, 6€3 3MiHM MicLa BUPOGHMLTBA Ta
BUYYEHO OPUANYHY aapecy BUpo6HuKa M13. 3MiHu
BHECEHO B iHCTPYKLt0 A1 MEAMYHOIO 3aCTOCYyBaHHS
LLIOA0 HaliMeHyBaHHS Ta MiCLie3HaxXOMKeHHS BUPOGHMKa 3
Bi4NOBIAHVMMN 3MiHAMW Y TEKCTi MapKyBaHHS yrakoBKU
nikapcbKoro 3acoby. BeefeHHs 3MiH NpoTArom 6-tu
MiCALIB MiCNA 3aBTepKEHHSA. 3MiHu | Tuny -
AfMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHsA Ta/abo
azpecy Micus NPOBaKEHHS Aisi/IbHOCTI BUPOGHMKA
(Bkntovaroun, 3a HeobXiAHOCTI, MicLie NPoBeAEeHHS
KOHTPOJIH0 AIKOCTI), a60 BnacHuka macTep-ghaiina Ha Adl,
a60 noctavasibHMKa Adl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYIOTbCA Y BUPO6HULTBI API (SKLO 3a3HAYEHO Y
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(koxeH o6’emom 1 M)
Y KapTOHHi Kopobuj

BMNPOOYBaHHA Ha
CTEPUSIBHICTb Ta
GakTepiasibHi
€H/ZI0TOKCUHM:
BetTep ®apma-
depTuryHr rméX i
Ko KI', HimeuuuHa,;
BunpobysaHHs Ha
CTEPUSIBbHICTb Ta
bakTepianbHi
€HLI0TOKCUHMW:
Bettep ®apma-
depTuryHr rmoxX i
Ko KI', HimeuuuHa;
Bettep ®apma-
depTuryHr rmoX i
Ko KI', HimeuuuHa;
BunpobyBaHHs
KOHTPOJIH0 SIKOCTI
(kpim BUNPOOYBaHHSA
Ha CTepW/bHICTb Ta
baKTepiasibHi

[lozyBaHHA Ta NpU3HaYeHHA — AMBUCH IHCTPYKLiO AN
Me[MYHOro 3aCTOCYBaHHS
Bupo6n.
3a3HavaloTbCs TakoX OAUHUL BUMIpOBaHHSA y cucTtemi Sl
natvHuueto: (mg/ml)

LLITpuxkopg, Nikapcbkoro 3acoby (HasiBHWI)
TexHi4yHuiA HoMep MaTepiasly BUPOGHMYOI AibHNL
(HasBHWUIA)

JloroTun 3asiBHMKA (HassBHWIA)

TexHiuHa iHdopmaLis (HasBHa)

3AMNPOMNOHOBAHO:

17. IHWE
[lo3yBaHHsA Ta NpU3HaYeHHs — AUBUCH IHCTPYKLtO ANs
MeAVYHOro 3aCTOCYBaHHS
Bupo6n.
3a3HavaloTbCs TakoX OAMHULL BUMIpOBaHHA y cuctemi Sl
natuHuyeto: (mg/ml)
LLITpuxkon nikapcbkoro 3acoby (HasiBHUIA)
TexHiYHWI HoMep MaTepiasy BUPOGHUYOT AiNbHUL

(HasiBHWMIA)

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
[0CbE Ha nikapcbkuii 3acib) 3a BiAgCyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCbE, ab0 BUPOOHMKA HOBOI AONOMIKHOT
PEYOBUHM (SIKLLO 3a3HA4YEHO y A0CbE). 3MiHA Ha3Bu Ta
azpecy BUpobHWKa cybcTaHLii iHcyniHy rnaprivy (AHK-
pekombiHaHTHOro) Biocon Limited/ BiokoH JlimiTeg, 6e3
3MiHM MicUsl BUPOGHMLTBA
5. AVPA- TabneTtku no 8 mr no CaHoBenb Ilnay | TypeyunHa CaHoBenb Insy TypeuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/8667/01/01
CAHOBE/Ib 14 TabneTok y CaHai Be CaHai Be Tugpxapet peyenmom
Gnictepi; no 2 N Tnaxapet A.LL. AL 3MiHW | TUMY - 3MiHVM WOA0 6e3neKn/edeKTUBHOCTI Ta
6nicTepy B KapTOHHiiA chapmakoHarnsy - OHOBNEHHS TEKCTY MapKyBaHHS
KopoGLUi YyNaKoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHhopmaLii
LLIOAO0 3a3HAYEHHS OAUHULb BUMIPIOBaHHSA y cucTemi Sl
6. AVPA- Tabnetku no 16 mr no CaHoBenb Inay | TypeyunHa CaHoBenb Insy TypeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/8667/01/02
CAHOBE/1b 14 TabneTok y CaHai Be CaHai Be Tugpxapet peyenmom
Gnicrepi; no 2 - Tnaxapet A.LL. ALl 3MiHM | TURY - 3MiHK WO/0 6e3nekn/ecpekTMBHOCTI Ta
6nicTepu B KapTOHHIN thapmakoHarnszy - OHOBNEHHS TEKCTY MapKyBaHHS
kopobui YMaKoBKM IKAPCbKOro 3acoby 3 BHECEHHAM iHchopMallii
00 3a3HaYeHHS OAVHULb BUMIPIOBaHHSA Yy cucTemi Sl
7. AKTEMPA® PO34MH ONs iH'EKUIN, ®.XohchmaHH- | LLBeliyapis BupobHMuTBO HimeyuunHa/ BunpaBneHo TeXHiYHY NOMW/IKY B TEKCTI MapKyBaHHs 3a UA/13909/02/01
162 mr/0,9 mn; 4 Na Pow fitg Hepo3dhacoBaHOl LBeiiLapis ynakosku J13. peyenmom
nonepeaHbLo NpoAyKLii, NepBuHHe 3ATBEPIDKEHO:
HanoBHEHUX Wnpuua nakyBaHHs, 17. IHWE
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donakoHi, no 1
(h/1aKOHY Y KapTOHHilA
Kopobui

yNaKkoBKy, KOHTPO/1b
AKOCTi, BTOPUHHY
yMakoBKy, Bi3yaslbHy
iHCNeKu;jto,
MapKyBaHHSs1, BUNYcK
cepii:
OkTadhapma
dapmavuesTmKa
MpopykTioHcrec.
M.6.X., ABCTpis;
BUPOBHUK,
BiANOBiAaIbHUI 3a

YkpaiHi 3apeectpoBaHo A/IbBYHOPM 20 %
ANNbBYHOPM 25 %, po3unH ans iHdpysii 1000 mn
pO3uMHy ans iHdysik MictuTb 200 1 a6o 250 1 6inkis

nnasmMu i3 BMICTOM anibOyMiHy /I0ANHN He MeHLe 96 %)

MepiognyHiCTb NOAAHHSA PErysisipHO OHOBJIIOBAHOTO 3BITY 3
6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHS
thapmakoHarnsgy, 3aTsepkeHoro Hakasom MiHictepctsa
OXOPOHU 340POB’A YKpaiHuu Big, 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTULi YKpaiHn 29
ciuHs 2007 poky 3a Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHU 340pOB's YKpaiHu Big 26 BepecHs

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
€HZIO0TOKCUHM): JloroTvn 3asBHKKa (HasBHWIA)
Pow ®apma Al TexHiuHa iHhopmauis (HasiBHa)
HimeuumnHa; [JonyckaeTbCcs HaHECeHHA CTuKepy (Lo A0AAETHLCA) HA
BropuHHe yNaKkoBKy 3 MapKyBaHHSAM aHINiNCbKOK, DpaHLYy3bKOHo,
nakyBaHHs, apabCbkoo abo iHWMMMW IHO3EMHUMY MOBaMMU.
BMNpobyBaHHA
KOHTPOJTIO AKOCTI
(kpiM BUNPOBYBaHHSA
Ha CTepW/bHICTb Ta
bakTepianbHi
€HAO0TOKCUHN),
BUMNYCK cepil:
®.XodhcpmaHH-/15
Pow 114,
LBeliuapis
8. ANNErPA® TabneTku, BKpUTI TOB "CaHodi- YkpaiHa CAHO®I BIHTPOI ®paHuisa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 6e3 UA/8500/01/02
180 MIr 060/10HKO10, N0 180 ABeHTIC IHOACTPIA - TYP3 3MiHK | TUNYy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenma
mr; Ne 10, Ne 20 YkpaiHa" thapmakoHarnagy. BeegeHHs abo 3miHn [0 y3arasibHeHnX
(10x2): no 10 AaHnx npo cuctemy chapmakoHarnsgy (BBeAeHHs
Tabnetok y 6nictepi; y3arasibHeHUX AaHux nNpo cuctemy dpapmakoHarnsgy,
no 1 a6o no 2 3MiHa YyNOBHOBaXXEHOT 0CO6M, BiANOBiAaIbHOI 3a
6nicTepy B KAPTOHHii 3pjiicHEeHHs hapMakoHarsay; KOHTaKTHOI 0cobu 3
Kopobui hapmakoHarnsgy 3asiBHUKa 15 34iiCHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
thapmMakoHarnagy (Bkiovaoun KOHTaKTHI AaHi) Ta/abo
3MiHM Yy PO3MILLLEHHI MacTep-dalina cuctemu
thapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOoT ocobm
3asBHVKa, BiANOBIAA/IbHOT 3a hapMakoHarnsg.
MponoHoBaHa pefakuis: XogakiBcbka TeTsaHa
BauyecnasiBHa. 3MiHa KOHTAKTHWUX JaHNX YNOBHOBAXEHOT
0Cco6M 3as1BHYKA, BiANoBiAaIbHOI 3a dhapMakoHarnsg.
9. ANbBYHOPM | po3uuH ans iHdysili OkTadapma AscTpis BMPOGHMUK, AscTpisi/ BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis: 3MiHW, Lo 3a UA/17703/01/03
5% 5% (50 r/n); no 100 $apmaueBTUKa BiANOBiAA/IbHWIA 3a LBeuis/ noTpebyloTb HOBOI peecTpalLiii: foAaBaHHSA HOBOT cuiu Al peyenmom
ms1, 250 mn abo 500 MpopaykTioHcrec. BUPOGHMLTBO in- ®paHuia/ B 1000 Mn po3unHy Ans iHdy3iit Mmictutb 50 1 6inkiB
MJ1 PO3UUHY Y M.6.X. bulk, nepBuHHY HimeuunHa naasmMm i3 BMICTOM anbbyMmiHy niogumHn He meHwe 96 % (B
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

BVMPOGHMLTBO in-
bulk, nepBuHHy
yNakoBKY, KOHTPO/1b
AKOCTI, BUMYCK cepil
OkTtadhapma AB,
Lseuis;
BMPOGHMUK,
BiAnoBiganbHUIi 3a
BVMPOGHMLTBO in-
bulk, nepBuHHY
yNakoBKy, KOHTPO/Ib
AKOCTI, BUNYCK cepil:
OxkTacdapma,
PpaHuis;
BUPOGHMK
BiANOBiAA/IbHWIA 32
BUp6HULTBO in-bulk,
NepBUHHY YNakoBKy,
KOHTPO/Tb AKOCTI,
BUNYCK cepil:
OkTadhapma
MpoaykTioHcrecenw
acT foiiunaHg mM6X,
HimeuunHa,;
BMPOGHMUK,
BiAnoBiganbHUIi 3a
Bi3yaslbHWIA
KOHTPO/b,
MapKyBaHHS Ta
BTOPWHHY YMNaKoBKy:
OkTtacapma [Jeccay
m6X, HimeyunHa

2016 poky Ne 996), cTaHOBMTb: 3riAHO 3i CTPOKaMMU,
3a3HavyeHVMK Y NepioaNYHOCTI NOAaHHA perysisipHuX 3BiTiB
3 6esneku.

10.

AMBPOKCON
-3[10POB'AA

cupon, 15 mr/5 mn, no
100 mn y dhnakoHi; no
1 chnakoHy pa3om 3
MipHOIO JTOXKOI B
KapTOHHI Kopo6Li; no
2,5 mn abo 5 mn, abo
10 mn y cawe; no 20
calle B KapTOHHii
Kopobui

ToBapucTso 3
obmexeHo
BiANOBIA&/IbHICT
10
"®apmaueBTUyH
a KoMnaHis
"3p0pos'a”

YkpaiHa

ToBapucTso 3
06MeXeHoI0
BiANOBIAA/ILHICTIO
"PapmaueBTnyHa
KomnaHis
"3p0poB'a", YkpaiHa
(Bci cTagji
BMPOGHMLITBA,
KOHTPO/Ib SIKOCTI,
BMNYCK cepil);
ToBapucTso 3

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHM | TUMY - 3MiHK 3 AKOCTIi. FOTOBUIA NiKapcbKuii 3aci6.
CucTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3MiHa
nocTavasnibHvKa nakysanbHVUX martepianis abo
KOMMJ/IEKTYIOUMX (SIKLLO 3a3Ha4YeHOo B A0CbE) (3aMiHa abo
[oAaBaHHA noctavanbHuka). CynyTHA 3MiHa
- 3MiHM 3 AKOCTI. [0TOBUIA NikapCbkuMii 3aci6. Cuctema
KOHTeliHep/3akynopoBaibHWii 3aci6. 3MiHa dhopmu abo
pO3Mipy KOHTEeNHepa 4u 3aKynoproBasibHOro 3acoby
(NepBMHHOI YNakoBku) (HeCTepubHi Nikapcbki 3acobwu) -
BBE/lEHHSI HOBOrO BMPO6HUKa dhiakoHiB nonimepHux TOB

06MeXeHoI0 «CTatyc», YkpaiHa [0[aTKOBO A0 3aTBepKeHUX
BiANOBIAALHICTIO BMpo6HUKIB TOB «MPO®IMIACT /1T A», YkpaiHa Ta TOB
"XapkiBcbke «Mnactxim», YkpaiHa. KinbkncHuii Ta skicHuin cknagm
hapmaueBTuyHe nakyBasiIbHOroO MaTepiasny gp1akoHy He 3MiHUBCS;
nigNpMeEMCTBO BUPOBHMKM KPULLIOK 10 HOBOTo (o/1akoHY 3a/MLLEHi 6e3

6e3
peyenma

UA/5897/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
"340poB's Hapogy", 3MiH. fK HacNiAoK, He3HaYHI 3MiHV rabapuTHMX PO3MIpiB
YkpaiHa (Bci cTagil hnakoHiB
BMPOGHMLITBA,
KOHTPO/1b SIKOCTi)
11. AMBPOKCO/ | cupon, 30 mr/5 M, no ToBapucTBo 3 Ykpaina TOB "XapkiBcbke YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 6e3 UA/5897/01/02
-340POB'A 100 mn 'y chnakoHi; no 06MEXEHO0 hapmaueBTuyHE 3MiHKM | TURY - 3MiHW 3 SIKOCTi. [OTOBWIA Nikapcbkuii 3acib. peyenma
POPTE 1 donakoHy pasom 3 BiANOBIAabHICT nignpyeMCcTBO CucTema KoHTelHep/3aKynopioBasibHUIA 3aci6. 3miHa
MipHOIO NTOXKOI B 10 "340p0oB'a Hapoay", nocravasnibHUKa nakyBasibHUX Matepiasiis abo
KapTOHHI/ Kopobuj; no | "®apmaueBTnyH YkpaiHa (Bci ctagii KOMM/IEKTYIOUMX (SIKLLO 3a3HAYeHO B A0CbE) (3aMiHa abo
5 mny cawe; no 20 a KoMmnaHis BUMPOGHMLITBA, fofaBaHHA noctavasibHuka) - CynyTHs 3miHa - 3MiHu 3
calle y Kopobui 3 "3p0pos'a" KOHTPO/b SKOCTI); sKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KapTOHy ToBapucTso 3 KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa dhopmun abo
0bMexeHoto pO3Mipy KOHTelHepa Yv 3aKynoploBasIbHOro 3acoby
BiANOBIAA/ILHICTIO (NepBUHHOI ynakoBkK) (HeCTepusbHi Nikapcbki 3acobu) -
"®apmMaLeBTnyHa BBE/lEHHS HOBOrO BMPOOHUKa hiakoHiB nonimepHux TOB
KomnaHis «CTatyc», YkpaiHa [0faTKOBO A0 3aTBepmKeHnX
"3pa0poB'a", YkpaiHa BMpo6HUKIB TOB «MPO®IMTACT NTA», YkpaiHa Ta TOB
(Bci cTagji «MnacTtxim», Ykpaina. KinbknucHuii Ta SKicHWin cknag,
BMPOGHMLITBA, nakyBaJIbHOro Matepiasy p/iakoHy He 3MiHUBCS;
KOHTPO/b SIKOCTI, BUPOBHMKM KPULLIOK 10 HOBOTO h1akoHy 3anuLleHi 6e3
BWMYCK cepii) 3MiH. FK HacNifoK, He3HauHI 3MiHV rabapuTHUX PO3MipiB
NaKoHIB.
12. AMILUTPOH NopoLUOK ANs ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/14116/01/01
® BE3 LLYKPY | opanbHOro posyunHy, [,00,aTKOBOKO [04aTKOBOKO peyenma
no 13 ry cawe; no 13 BIANOBIAA/IBHICT BIANOBIAANLHICTIO 3MiHM | TUNY - 3MiHK 3 AKOCTI. FOTOBUI NikapcbKuMii 3aci6.
ry cawe, no 10 cawe to "IHTEPXIM IHTEPXIM KOHTPONb roTOBOTO NIKAPCLKOro 3acoby. 3MiHa
y nauui 3 KapToHy napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX
roTOBOrO /likapCbkoro 3acoby (40NOBHEHHS cnevudikawii
HOBWM MOKa3HMKOM 3 BiAMOBiAHNM METOAO0M
BUNPOBYBaHHSA) - BBEEHHA nokasHuka "CepeaHsa maca
BMicTy cawe" Big 12,025 r go 13,975 r. vy (2.9.5)
13. AMILUTPOH NopoLUoK AN ToBapucTso 3 Ykpaina ToBapucTBo 3 BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 6e3 UA/13912/01/01
® ®OPTE OpasibHOro Po3ynHy no [,04aTKOBOIO [04aTKOBOIO 3MiHW | TURY - 3MiHK 3 SIKOCTI. FOTOBMIA Nikapcbkuii 3aci6. peyenma
23rycawe; no23ry BiANOBIAA/TbHICT BiANOBIAA/TbHICTIO KOHTPO/Ib FOTOBOIO NiKapcbkoro 3acoby. 3miHa
calue; no 10 cawe B 10 "IHTEPXIM", "IHTEPXIM", napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
nauuj 3 KapToHy YkpaiHa YkpaiHa roTOBOrO /1iKapCbKOro 3acoby (A0NOBHEHHA cnevudikaLii
HOBWM MOKA3HWKOM 3 BiAMOBIAHNM METOAO0M
BMNPOBYBaHHA) - BBEEHHA nokasHuka "CepegHsa maca
BMicTy cawe" Bif 21,275 go 24,725 r. (4®Y 2.9.5)
14. AMILUUTPOH MOPOLLIOK AN ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 6e3 UA/14117/01/01
® ®POPTE OopasibHOro Po3ynHy no [,04aTKOBOKO [04aTKOBOK peyenma
BE3 LIYKPY 13rycawe;no13ry | signosidanbHict BiANOBIAANLHICTIO 3MiHV | TUNY - 3MiHK 3 SIKOCTI. FOTOBMIA NiKapCbKi 3aCi6.
calue, no 10 cawe y 10 "IHTEPXIM" "IHTEPXIM"

naJi 3 KapToHy

KOHTpPO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo JONYyCTUMMX MEX
roTOBOrO NiKapCbKOro 3acoby ([OMNOBHEHHS crieuundikaL,i
HOBWM MOKa3HWKOM 3 BiANOBIAHUM METOA40M
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BMNPOGYBaHHS) - BBEJEHHSA NokasHuka "CepefiHa maca
BMiCcTy cawe" Big 12,025 r go 13,975 r. (4®Y 2.9.5)
15. AHANbIIH PO34MH ANA iH ek TOB "tOpis- YkpaiHa TOB "lOpis-®apm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/14166/01/01
500 mr/mn, no 2 mn B Papm” peyenmom
amnyni; no 5 amnysn y 3MiHM | TURY - 3MiHK WOA0 6e3nekn/edpeKTMBHOCTI Ta
KOHTYPHIN 4apyHKOBI thapmakoHarnsy - BHeCEHHs 3MiH 0 po3ainy
ynakosui;mo 2 “MapkyBaHHsa” MK N3:
KOHTYPHI 4apyHKOBI 3anponoHoBaHo: MapkysaHHs. 3riHO 3aTBEpKEHOro
YNakoBkn B nauLyl TEKCTY MapKyBaHHsl. OHOBJ/IEHHS TEKCTY MapKyBaHHA
yNakoBKM NikapCbKoro 3acoby 3 BHECEHHAM iHchopmav,ii
LLIOA0 3a3HAYEHHS OAMHULL BUMIPIOBaHHS y cucTeMi Sl.
BBefeHHHsA 3MiH NpoTAromM 6-Tn micsLiB nicns
3aTBEPAKEHHS
16. AHTIINEKC- PO34MH ONs POTOBOT ToBapucTso 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/10126/02/01
3400POB'A NOPOXHMHK, no 120 06MEXEHO 06MeXeHo peyenma
M1y dpnakori; no 1 BIANOBIAA/ILHICT BIANOBIAA/TBHICTIO 3MiHM | TUNY - 3MiHK 3 SIKOCTI. TOTOBMIA Nikapchbkuii 3aci6.
(hN1aKOHy Y KapTOHHilA ) 0 PapmauesTniHa CucTema KoHTeliHep/3aKynopioBasnibHWiA 3aci6. 3MiHa
kopobui dapmauesTnH .. komnawis nocTayasibH1Ka NakyBasbHUX MaTepianis a6o
& KOMnaHist 3popos'a”, Ykpaia KOMM/IEKTYIOUMX (SKLLO 3a3HaYeHO B J0CkE) (3amiHa a6o
3n0poB'a (Bci cTagii [ofjaBaHHs nocTadasibHuKa). CynyTHA 3MiHa
BMPOGHNLITBA, - 3MiHM 3 sIKOCTi. [OTOBMIA NikapckbKwii 3aci6. Cuctema
KOHTPO/b AKOCTI, KOHTeliHep/3aKynoptoBasibHNii 3aci6. 3miHa dhopmn a6o
BUMyCK cepil); PO3Mipy KOHTEHepa um 3aKynoploBasibHOro 3acoby
ToBapucTBo 3 (NepBUHHOT ynakoBKM) (HECTEPUNLHI Nikapchbki 3aco6u) -
_ 06mexeHolo BBe/leHHs! HOBOTO BUPOGHMKA hNakoHiB noniMepHux TOB
BIANOBIAANILHICTIO «CTatyc», YkpaiHa [J0aTKOBO /10 3aTBEPKEHNX
XapKiBcbke BUPO6HMKIB TOB «MPO®IMNACT JITA», Ykpaita Ta TOB
thapmaLieBTIUHe «[nacTxim», YkpaiHa. KiflbKUCHUI Ta AKICHUA cknag,
__ TiAnpremcTeo nakyBa/IbHOro Matepiany hakoHy He 3MiHUBCS;
3A0pos'a Hapoay”, BUPOGHMKM KPULLIOK 10 HOBOTO (h/laKoHy 3a/nLeHi 6e3
Yipaina (sci crapji 3MiH. K HACNiAOK, He3HAYHi 3MiHU ra6apuUTHUX PO3MIpIB
BMPOGHMLITBA, thnakoHis.
KOHTPO/b SIKOCTI)
17. APTU®DNEKC | kpem, no 201, no40r ToBapucTso 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHiX MaTepianiB: yTOUHEHHSA 6e3 UA/13306/01/01
a6o no 100 r y Ty6i; no obmexeHoto 06MeXeHot peecTpauiiiHoi npoueAypu B Hakasi MO3 YkpaiHu Ne peyenma
1 1y6i y kopobu;i 3 BiANOBIAA/TbHICT BiANOBIAA/TbHICTIO 548 Bip, 23.03.2021 B npoueci BHECEHHS 3MiH - 3MiHN |
KapToHY 10 "®apmavueBTnyHa TUny - NogaHHA oHoBneHoro CepTudpikata R1-CEP 2002-
"®GapmavueBTuyH KomnaHis "3gopos'a” 099-Rev 07 ana A®I I6ynpodheH Bif, BXe 3aTBepAKEHOro
a KoMnaHis BMPOOHUKA, W0 3MiHMB Ha3By 3 HUBEI GRANULES-
"3popos'a” BIOCAUSE PHARMACEUTICAL CO., LTD., China Ha

HUBEI BIOCAUSE HEILEN PHARMACEUTICAL CO.,
LTD., China. {k Hacnigok, npuBeAeHHs cneyundikavii AdD|
3a nokasHuKamu "3asIMLLKOBI KifIbKOCTi OrpaHiyHux
PO34nHHKKIB" Ta "CynpoBigHi AOMILLKK" A0 MaTepianis
BMpo6HMKa. (BignoBigHo npegctasaeHoro CEP Ta BumMor
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Aitoyoi moHorpadii EP). 3anponoHosaHo: R1-CEP 2002-
099-Rev 07; 3miHu | TUNy - BBEAEHHSA HOBOTO BUPOGHMKA
A®| I6ynpocheH BASF Corporation, United States 3
nogaHHam Hosoro CepTtudpikata R1-CEP 2000-087-Rev
03. Ak Hacnigok, NnpuBeneHHs cneundikayii A®I 3a
nokasHukamm "3annLKOBi KiTbKOCTi OpraHiyHuX
po3unHHKKIB", "CynpoBigHi fomiwkun" Ta "[omiwka F* go
matepianis BUpobHuka. (BignosigHo npeacrtasneHoro CEP
Ta BUMOTr Ajito4oi MoHorpadii EP)
18. APTOKCAH TabneTku, BKpUTI TOB "YOP/A4 YkpaiHa yopPna MEAMLUNH TypeuunHa BHECEHHS 3MiH O peecTpaLiiiHuX maTepiasiB: 3MiHa 3a UA/17118/01/01
NNiBKOBOK 060/I0HKOI0 MEONLUNH" INAY CAH. BE 3asBHUKA (BNacHMKa peecTpauiiHoro noceigyeHHs) (3rigHo |  peyenmom
20 mr; no 10 TabneTtok TIOK. A.LL.

y 6nicTepi; no 1
6nicTepy y KapTOHHii
Kopobui

Haka3zy MO3 Big 23.07.2015 Ne 460). 3MiHN BHCEHI B
IHCTPYKLUiO 4151 MeAMYHOro 3acTocyBaHHA /13y p.
"3asABHUK" 3 BiANOBIAHUMY 3MiHAMY B TEKCTi MapKyBaHHS
ynakoBOK. BBeieHHS 3MiH NpoTArom 6-Tu micauis nicns
3aTBep/AKeHHs. 3MiHK | Tuny - 3MiHK WoAo
6e3nekun/edheKTVBHOCTI Ta hapMakoHarnsgy. BeefeHHs
a60 3MiHM [0 y3arasibHeHVX AaHUX Npo cucTemy
dhapmakoHarnsgy (BBefileHHs y3araslbHEHUX AaHnX Npo
cuctemMy dhapMakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
Bi4NOBiAA/IbHOI 3a 34iICHEHHST hapMakoHarnsaay;
KOHTaKTHOi 0c0o6M 3 (hapMakoHarnagy 3asBHuKa gns
3[iiCHEeHHs1 hapMakoHarisay B YKpaiHi, KLL0 BOHA
BiIMiHHA BiJ, YyNOBHOB&XeHOI 0CO6W, BiANOBIAA/IbHOI 3a
3[jicCHeHHs hapMakoHariaay (BK/IYakoumn KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina cuctemu
hapmakoHarnsay). 3miHa ynoBHOBaXKeHOT 0cobum
3asBHUKa, BiANOBIAabHOI 3a hapmakoHarnsag. fitoua
pepakuis: Casiwesa Jlapuca / Savishcheva Larisa.
MponoHoBaHa pegakuis: Myano MNaHHa CTaHicnasiBHa.
3MiHa KOHTaKTHMX AaHuX YNOBHOBaXXEHOT 0CO6Y 3asBHNKA,
BiANOBIAa/ILHOT 3a hapmakoHarnsag. 3MiHa micus
3[iACHEHHS1 OCHOBHOT AIANbHOCTI 3 hapMakoHarisay.
3MiHa MicLe3HaxoMmkeHHs1 MacTep-aiina cucremu
thapmakoHarnagy. 3miHu | Tuny - 3miHu Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
BHECEHHS 3MiH 40 po3ainy “MapkyBaHHs" MKA N3:
3arsepaxeHo: MAPKIPOBKA B coOTBETCTBUY C
YTBEPXAEHHbIM TEKCTOM MapKMPOBKY, KOTOPbIA
npunaraetcs. 3anponoHoaHo: MAPKYBAHHSA 3rigHo
3aTBEPAKEHOIO TEKCTY MapKyBaHHS.
OHOB/EHHA TEKCTY MapKyBaHHS YNakoBKW /iKapCbKoro
3aco6y 3 BHECEHHSAM iHchopMaLii LLoA0 3a3HaYEHHS
OAMHULIb BUMIpIOBaHHA y cucteMi Sl, aatn BUpobHMLTBA,
Ha3BW HOBOTO 3asBHUKA. BuganeHHs 3 nepBUHHOT
YNaKoBKM TEKCTY aHrNiliCbKO MOBOIO.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns

3aTBEPLKEHHS.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

19.

AYPOJAHC

PO34MH A4 iH ek, 2
Mr/mn no 2 ma abo no
4 Mmn B amnyni; no 5
amnyn y KapTOHHIl
KopooLi

Aypo6iHgo
®apma 114

IHgis

Aypob6iHgo ®apma

NimiTen - FOHIT IV

IHais

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
TUny - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMEHYBaHHS
Ta/abo agpecy 3asiBHMKaA (B/lacHMKa peecTpaviliioro
nocBiAYeHHs) 3MiHa agpecy 3asiBHMKa. 3MiHu | Tuny -
AfMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo
afipecy MicLus NPOBaKEHHSA Ai/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro JlikapcbKoro 3acoby,
BK/IOYAK0UM AiNbHUL BUMYCKY cepii abo micue
NpoBefeHHSA KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEpP, BK/OYA0UM BUMYCK Cepiid)
3MiHa agpecy BUpo6Huka AypobiHao ®apma flivites -
FOHIT IV, IHAgja 6e3 3miHn micus BUpoOHULTBA. 3MiHN |
Tuny - 3MiHK Woao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHM) BHecCeHHs 3MiH A0 po3giny “
MapkyBaHHsA" MKA /13. 3aTBepaxeHo: TEKCT
MAPKVPOBKW YNAKOBKW B cootBeTcTBuM C
yTBEpPXAEeHHbIM 06pa3L oM. 3anponoHOBaHO:
MAPKYBAHHSA 3rifHo 3aTBEpAKEHOro TEKCTY
MapKyBaHHS. TakoX OHOB/IEHHSA TEKCTY MapKyBaHHS
yrnakoBKW NikapcbKoro 3acoby BiANOBIAHO A0 BUMOr Hakasy
MO3 Ykpainu Big 23.07.2015 p. Ne460 3 BHECEHHAM
iHhopMaUii LLoA0 3a3HAYEHHS] OAMHUL BUMIPIOBaHHS Y
cuctemi S, noroTuny KOMnaHii Ta TeXHIYHOT iHhopmaLii
BMPOGHMKA.

3a
peyenmom

UA/15369/01/01

20.

ADANA

TabneTku, no 20
Tabnetok y 6nictepi;
no 5 6nictepis y
KapTOHHIA Kopoo6Li

TOB "Marepia
Mepguka-
YkpaiHa"

YkpaiHa

3AT CaHTOHika

NnutBa

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais:

3MiHK | TUNy - 3MiHK 3 AKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI EBponeiichkii
hapmakonei/MoHorpadii. 3mMiHW, NOB'A3aHi 3 HeObXiAHICTO
npuBeAeHHS Yy BiANOBIAHICTL A0 MoHorpadii APY abo
€Bponelicbkoi hapmakonei, abo iHLWOoi HauioHabHOI
thapmakonei gepxasu E€C (3miHa y cneuudikauisix,
noBs'sA3aHa 3i 3miHamu B 1Y, abo €Bponeiicbkii
thapmakonei, abo iHLi HavuioHanbHI dhapmakonei
Aepxasu EC) - 3anB/eHa npouesypa o6ymosneHa
npvBefeHHAM cneuudikauii 4ONOMiKHOT pe4yoBUHN MarHito
cTeapar y BiANOBIgHICTb 40 Ait0HOro BUAAaHHSA MOoHorpadii
€Bponelicbkoi hapmakonel

6e3
peyenma

UA/6887/01/01

21.

ADANA

Tabnetkn, no 20
TabneTtok y 6nictepi;
no 5 6nicTepiB y
KapTOHHIlA KopooLi

TOB "Martepia
Meguka-
YkpaiHa"

YkpaiHa

3AT CaHToHika

NnutBa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:

3MiHM | TUMY - 3MiHK 3 AKOCTIi. FOTOBUIA NiKapCbkuii 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHW Y NpoLeci BUpo6HULTBA
roTOBOrO fiKapcbKoro 3acoby, BKIOYaUN NPOMKHUI
NPOAYKT, L0 3aCTOCOBYETLCS NPV BUPOOHULITBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOBOHULITBA) - BHECEHHS 3MiH A0 p.3.2.P.3.3. Description

6e3
peuyenma

UA/6887/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
of Manufacturing Process and Process Controls, a cave:
He3HauHi peflakuiiiHi 3MiHM LWoA0 npouecy ynakoBku 13,
y 3B'A3KY 3 NPYBEAEHHAM Y BifNOBIAHICTb [0 BHYTPILUHLOT
[LOKyMeHTaLii BUpOGHMKa
22. BAKTOK/NAB | Tabnetku, BKpUTI Mikpo Jlabc IHAis Mikpo Na6c NMimiten IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny UA/10001/01/01
nNiBKOBOIO Niviteq - 3MiHM Wwoao 6e3nekn/edekTUBHOCTI Ta
obonoHkoto, no 10 thapmakoHarnsgy. BeegeHHs abo 3miHM [0 y3arasibHeHnX
TabneTok y cTpumni; no AaHuX Npo cuctemy chapmakoHarnsgy (BBefeHHs
1 cTpuny y Kopob6ui 3 y3araslbHeHNX faHux Npo cuctemy dpapmakoHarnsgy,
KapToHY 3MiHa YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI 3a
3[iiCHEHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapMakoHarnsgy 3asBHUKa ANns 34INCHEeHHS
hapmakoHarnsgy B YkpaiHi, SKWo BOHa BiAMiHHA Bif,
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 3a 3iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakTHI gaHi) Ta/abo
3MiHM Y PO3MIiLLEHHI MacTep-daiina cuctemm
hapmakoHarnsgy) - 3aMmiHa KOHTakTHOI 0cobu
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
thapmakoHarnag B Ykpaii.
Litova pepakuin: OBuapeHko Mapraputa IBaHiBHa.
MponoHoBaHa pegakyis: binokobunbcbknin Cepriii
AHaToniioBMY. 3MiHa KOHTaKTHUX AAaHUX KOHTaKTHOI 0Cco6u
YNOBHOB&XEHOT 0CO6U 3as1BHYKA, BifnoBigabHOI 3a
thapmakoHarnag B Ykpaii.
3MiHa MicLe3HaxoMmkeHHs1 MacTep-aiina cucremu
chapmakoHarnsgy Ta oro Homepa
23. BEHE®IKC niodpinisat gna MNOANIEP CWA Bio/la6, C.J1., Icnanis/ BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/16134/01/01
pO34MHY A5 iH KL EVY.CLIL. IcnaHis CLa/ 3MiHK | TUNY - 3MiHa Yacy BUTPUMYBaHHS Ail04OI PEHOBUHKW, |  peyernmom
no 250 MO, 1 dnakoH KOPMOPEWLUH (anbTepHaTnBHA HimeyunHa y 3B'A3Ky i3 BBEl€HHS HOBOrO NpoLecy BMpoOHULTBA
3 niogpinizaTom, 1 naboparopis 4ns (Increased Titer Process). BBefieHHs1 3MiH NpoTArom 6-Tu
nonepegHLo TecTyBaHHSA MicsILiB MiCNs 3aTBEPAXKEHHS; 3MiHN | TUNy - fofaHHSA
HamnoBHeHWA WNpu, 3 npenapary 3a cTagjii noBTOPHOT 06p0obku ANns cTagii pinbTpavii i3
po3unHHMKoMm (0,234 NOKa3HNKOM yTpYMyBaHHSM Bipycy, Ta cTagii piHanbHOT tinbTpauii,

% pPO34MH HATPIO
xnopuay y Bogi ans
iH’exuin) no 5 mn, 1
ajanTep gns
dhnakoHy, 1 cuctemy
ans iHdysii, 2
TammnoHu 3i cnnptom, 1
nnactvp, 1 mapneBy
nopgyLueyky
BKMafaTb y
KapTOHHY KOPObKY

"CTepu/bHICTb");
Baet bio®apma
AiBXH o) Baet
dapmaceyTukasic
NnNnc, CWA
(KOHTpONb AKOCTI
PO3UMHHKKA (KPiM
TecTiB "Cuna gns
no4aTkoBOro 3cyBy
nopwHs", “"Cuna
TepTA NopLUHA",
"flocnigpKeHHs
repMeTuyHocTi");

AN HOBOro npoliecy BMpo6HuuTea (Increased Titer
Process). BBefeHHS 3MiH NpOTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS; 3MiHN | TUNY - AOAAHHSA EMHICHOTO MeToay
[ANA BU3HAYEHHS TYCTOTU XUTTE3AATHUX KNITUH, AK
aNbTepHATMBHOIO MeToAy B npoLeci BUpo6HuLTBa AdI.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPKEHHS; 3MiHU | TUMY - BUAAIEHHSA
anbTepHaTUBHOIO MeToAy [/ TECTYBaHHS
6ioHaBaHTaXeHHs B npoueci BupobHuytea A®I (SCAN
RDI). BBegeHHs 3MiH NpoTAroM 6-tm micAuis nicns
3aTBEPMAKEHHST; 3MiHU | TUNY - 3MiHa B Ge3nocepesHii
ynakoBLii Aito40T PeYOBMHN 3 AOAAHHAM EMKOCTi 06'emMom 3
N. BBegeHHs 3MiH npoTsarom 6-tv Micsauis nicns
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Icnanis
(BMPOGHNLTBO
niodhinizaty 3a

MOBHUM LIIK/TOM;
KOHTPO/b AKOCTI
pO34nHHKKA (KPiM
Tecty "Cuna Tepta
nopwHa");
nakyBaHHS
PO34MHHMKA Y Habip;
KOHTPO/b SIKOCTI,
36epiraHHs,
nakyBaHHSA Ta
BUMNYCK Habopy;
BiANOBiAA/IbHWIA 32
BUNycK cepii); BeTep
Papma-PepTUryHr
v6X & Ko. KT,
HimeuunHa
(B1pOGHMLTBO Ta
KOHTPO/Ib SIKOCTI
PO3UMHHKKA (KPiM
TecTiB "Cuna gns
noYaTKOBOrO 3CyBY
nopwHsa", "Cuna
TepTAa NopLUHA",
"[locnigpKeHHs
repMeTuyHocCTI");
Betep dapma-
®epTuryHr NM6X &
Ko. KI', HimeyunHa
(BMpOGHMLTBO Ta
KOHTPO/Ib SIKOCTI
PO3UMHHKKA (KPiM
TecTiB "Cuna gns
noYaTKOBOrO 3CyBY
nopwHsa", "Cuna
TepTAa NopLUHA",
"[locnigpKeHHs
repMeTuyHocTI"));
Betep dapma-
®epTuryHr NM6X &
Ko. KI', HimeyunHa

(BisyasibHuit
KOHTPO/1b, KOHTPO/1b
AKOCTi PO3UMHHUKA

(nvwe Tectn "Cuna

Increased Titer Process (ITP). BBeaeHHs 3MiH NpOTArom 6-

CTEePUILHOCTI Y KiHLi BUPOGHMYOro npovecy A8 HOBOro

TN MICALB NicNa 3aTBEPMKEHHS; 3MiHU | TUNY - 3MiHa B
3aTBepXeHOMY NPOTOKOoNi cTabiNIbHOCTI, 30kpeMa 6yno
[04aHO HOBY TOYKY NepiognyHOCTI BUNpobyBaHHA 60
MiCALIB Mpy AOBroTpuBasiomy 36epiraHHi A®l. BBeaeHHs
3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBEPAKEHHS; 3MiHM |
TUNY - BUAATEHHS BUPO6HMYOI AinbHuLi Pfizer Inc, 700
Chesterfield Parkway West, Chesterfield MO 63017 USA,
AK BUPOOHMYOT AiNbHUL, Lo BiANOBiAaE 3a 36epiraHHA
6aHKy KITUH Ait04H0i pevOBUHM HOHAKOT asibdda; 3MiHN |
TNy - BUYYEHHA NOCTavyasibHMKa CTEPUBHOMO Habopy
ons iHdysii Nipro Medical Corporation, CLUA; 3MiHu | TUny
- BUTYYEHHS nocTadyaibHyKa CTepu/ibHOro Habopy Ans
iHdpysii B Braun Medical Inc, CWA; 3miHu | Tvny -
BUJTyYEHHA NoCTavyasibHMKa CTEPUNIBbHOrO Habopy Ans
iHdpy3ii Abbott Laboratories; 3miHW | Tuny - BUyYeHHA
nocTavasnibHvKa CTepuibHOro Habopy A5 iHdysii Abbott
Ireland Ltd, IpnaHgis; 3miHu | TUny - BUNYy4YeHHs
nocTavasibHVKa CTepuUIbHOro Habopy Ans iHdysii Terumo
Medical Corporation, CLUA; 3MiHn | TUNY - BUAANEHHS
iHbopmaLii Npo KOMNOHEeHTW Habopy ANs iHdy3ii ana
nikapcbKoro 3acoby i3 MaTepianiB peecTpaujiiiHoro Aocke
(2.3.P.7.3 Functional Secondary Kit Components,
3.2.P.7.4 Secondary Packaging Components, 3.2.R.1.
Medical Device); 3MiHu | TUNY - BHECEHHSA pefaKkTOPCbKMX
NpaBoOK y MaTepiasn PeecTPaLiiHoro AOCbE, 30Kpema
nigpo3giny 3.2.P.7. Cuctema
KOHTelHep/3aKynoptoBasibHW 3aci6; 3MiHM | Tuny -
BU/TYYEHHS 3aTBEPAXKEHOI0 NPOTOKO/TY YNPaBiHHSA
3MiHamun (PACMP) ons roToBoro nikapcbkoro 3acoby
o0 36inbLEeHHS po3mipy cepii; 3miHu || Tuny - 3MiHK Y
BVMPOGHMYOMY NPOLIEC Ail040i PEHYOBUHW HAHOKOT anbda,
30KpemMa BBeAeHHs1 HOBOro npouiecy Increased Titer
Process (npouec 3 niaBuLLLEHNM TUTPOM), SK HACMIAOK,
napameTpy KOHTPOJIH0 B MPOLECi BUpOGHULTBA Ta MiMIiTH
4ns Aitoyoro BUPO6HMYOro npoLecy OHOBMEHO. BeeaeHHs
3MiH NPOTArom 6-TU MIiCALIB NiCNA 3aTBEPMAXKEHHS

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Baet ®apma, C.A,, 3aTBEPKEHHS; 3MiHW | TUNY - BUAAIEHHS BUNPOGYBaHHS
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

7191 N0YaTKOBOTO
3CyBY NOpLUHA",
"Cuna tepta
nopLuHa",
"[ocniopKeHHs
repmeTuyHocTi");
Betep ®apma-
®epTuryHr rméx &
Ko. KI', HimeuunHa
(BizyasnibHui
KOHTPO/b, KOHTPO/b
AKOCTI PO3YMHHUKA
Kpim TecTiB "Cuna
[ON191 N0YaTKOBOr0
3CyBY MOPLUHA",
"Cwna 1eptsa
nopLuHsa",
"flocnigpKeHHs
repMeTnyHOCTI")

24.

BEHE®IKC

Niogpinizat gns
PO34nHY A5 iH EKLi
no 250 MO, y cnakoHi
Nel B KOMM/IEKTI 3
PO3YMHHMKOM N0 5 M
y nonepefHs0
HanoBHEHOMY LINpUL
Ta CTepu/ibHUM
Habopom

NMOANIEP
EAY.CLII
KOPMOPEMLLH

CWA

bioNla6, C.N. ,
Icnanis
(anbTepHaTMBHA
naboparopis ans
TecTyBaHHS
npenapary 3a
NOKa3HNKOM
«CTepUnbHICTb»);
BaeT biodapma
niBbkH oh Baet
PapmaceyTukasc
NNC, CWA
(KOHTPO/Ib AKOCTI
PO3unHHKKa (KpiM
TecTiB "Cuna gns
noYaTKoBOro 3CyBY
nopwHs", "Cuna
TepTA NopLUHA",
"[ocnimpKeHHs
repmeTunyHocTi"));
Baet ®apma C.A,,
Icnanis
(BMPOGHMLTBO
niodpinizaty 3a
MOBHUM LIMIK/TOM;
KOHTPO/Ib AKOCTI
pO34nHHKKA (KPiM
Tecty "Cuna Tepta

nopwHsa");

IcnaHis/
CcLA/
HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis:
3MiHM | TUNy - 3MiHK WoAo 6e3nekn/edekTMBHOCTI Ta
chapmakoHarnsgy - OHOB/IEHHSI TEKCTY MapKyBaHHS
YyNaKoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHhopmaLii
LLI0A0 3a3HaYEHHS OAMHULb BUMIPIOBaHHS y cucTemi Sl.
TepmiH BBeAleHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPAKEHHS

3a
peyenmom

UA/16134/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
nakyBaHHs1

PO34MHHMKA Y Habip;
KOHTPO/Ib SIKOCTI,
36epiraHHs,
nakyBaHHSA Ta
BUNYCK Habopy;
BiANOBiAA/IbHWIA 32
BUNycK cepii); BeTep
Papma-PepTUryHr
v6X & Ko. KI,
HimeuunHa
(BMpOGHMLTBO Ta
KOHTPO/Tb AKOCTI
PO3UMHHKKA (KPiM
TecTiB "Cuna gns
noYaTKOBOrO 3CyBY
nopwHsa", "Cuna
TepTAa NopLUHA",
"[locnigpKeHHs
repMeTuyHocTI"));
Betep dapma-
®epTuryHr NM6X &
Ko. KI', HimeyunHa
(B1pOGHMLTBO Ta
KOHTPO/Tb AKOCTI
PO3UMHHKKA (KPiM
TecTiB "Cuna gns
noYaTKOBOrO 3CyBY
nopwHsa", "Cuna
TepTA NopLUHA",
"[locnigpKeHHs
repMeTuyHocTI"));
Betep dapma-
®epTuryHr NM6X &
Ko.KI", Himeuunxa
(BisyasibHuii
KOHTPO/1b, KOHTPO/b
AKOCTi PO3UMHHUKA
(kpim TecTiB "Cuna
[O7191 N0YaTKOBOTO
3CyBY NoOpLUHA",
"Cuna tepta
nopLuHa",
"[ocniopKeHHs
repmeTuyHocTi"));
Betep dapma-
®epTuryHr rméx &
Ko.KI', HimeuyunHa
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(BizyanibHuit
KOHTPO/b, KOHTPO/1b
AKOCTI PO3YMHHUKA
(nvwe Tectu "Cuna
NS NoYaTKoBOro
3CyBY MOPLUHA",
"Cwna Teptsa
nopLuHsa",
"flocnigpKeHHs
repMeTnyHOCTI"))
25. BEHE®IKC niocpinizat ana MNOAN3EP CWA Bio/la6, C.J1., IcnaHis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/16134/01/02
pO3unHy A5 iH'eKuin EWY.CLIMI. Icnanis CLA/ 3MiHM | TUNy - 3MiHa Yacy BUTPUMYBaHHS Ail040i peYoBUHY, | peyernmom
no 500 MO, 1 dnakoH KOPMOPEWLLH (anbTepHaTMBHA HimeuunHa y 3B’A3KY i3 BBEAEHHS HOBOrO npoLiecy BUpobHULTBa
3 niogpinizatom, 1 na6oparopis Ans (Increased Titer Process). BBeieHHS1 3MiH NPOTAroM 6-Tn
nonepegHL0 TEeCTyBaHHSA MiCALIB MiCNA 3aTBEPLKEHHS; 3MiHM | TUNY - AoAaHHSA
HarnoBHeHWIA Wnpu, 3 npenapary 3a cTagii NoBTOpPHOT 06p06KM Ansa cTagii dinbTpaw;i i3
po34unHHMKOM (0,234 NOKa3HUKOM yTPUMYBaHHAM Bipycy, Ta cTajii (piHa/bHOT hinbTpauii,

% pO34nH HaTpito
xnopugy y Bogi ans
iH’exuiii) no 5 mn, 1
agantep ans
dhnakoHy, 1 cuctemy
ons iHdysii, 2
TamnoHu 3i cnmptom, 1
nnactvp, 1 mapnesy
noayLueyky
BKMafalTb y
KapTOHHY KOPOOKY

"CTepunbHicTb");
BaeT biodapma
niBbkH oh Baet
PapmaceyTukasc
NNC, CWA
(KOHTPO/b AKOCTI
PO3unHHKKA (KpiM
TecTiB "Cuna gns
noYaTKoBOro 3CyBY
nopwHs", "Cuna
TepTA NopLUHA",
"[ocnimpKeHHs
repmeTuyHocTi");
Baet ®apma, C.A,,
Icnanis
(BMpPOGHMLTBO
niodpinizaty 3a
MOBHUM LIMIK/TOM;
KOHTPO/b AKOCTI
pO34nHHKKA (KPiM
Tecty "Cuna Tepta
nopwHa");
nakyBaHHS
PO34MHHKKA Y HabIp;
KOHTPO/b SKOCTI,
36epiraHHs,
nakyBaHHSA Ta
BUNYCK Habopy;
BiANOBiAA/IbHWIA 3a
BUNycK cepii); BeTep
Papma-PepTuryHr

[ANs HOBOro npouecy BMpobHuuTea (Increased Titer
Process). BBefieHHs1 3MiH NpOTArom 6-T1 MicAUiB micns
3aTBEPMKEHHS; 3MiHM | TUNY - AOAAHHS EMHICHOTO MeToay
NS BUSHAYEHHS TYCTOTU XNTTE3[ATHUX KNITUH, AK
anbTepHaTUBHOIO MeToAy B NpoLeci BUpo6bHuuTBa AdI.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
3aTBEPMKEHHS; 3MiHW | TUNY - BUAAIEHHS
a/lbTEPHATUBHOIO METOAY A5l TECTYBaHHSA
6ioHaBaHTaxeHHs B npoueci BupobHuuTea APl (SCAN
RDI). BBeeHHs1 3MiH NpoTArom 6-T MicaUiB nicas
3aTBEPMKEHHS; 3MiHU | TUNY - 3MiHa B 6e3nocepesHii
ynakoBLii 4ito40i pevyoBUHN 3 OAaHHAM EMKOCTI 06'eMoM 3
N. BBEAEHHS 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY - BUAAIEHHA BUNPOGYBaHHSA
CTEePUIbLHOCTI Y KiHLi BUPOBGHMYOro npovecy A8 HOBOro
Increased Titer Process (ITP). BBeaeHHst 3MiH NpoTsArom 6-
TN MiCALB NicNa 3aTBEPMKEHHS; 3MiHU | TUNY - 3MiHa B
3aTBEpXeHOMY NPOTOKONi CTabiNIbHOCTI, 30kpemMa 6yno
[04aHO HOBY TOYKY NepiognyHOCTI BUNpobyBaHHA 60
MicsLIB NMpy fOBroTpuBasiomy 36epiraHHi A®l. BBeaeHHS
3MiH NPOTArOM 6-TW MICALIB NiCNA 3aTBEPAKEHHS; 3MiHM |
TUNY - BUAATIEHHS BUPO6HMYOI AinbHuLi Pfizer Inc, 700
Chesterfield Parkway West, Chesterfield MO 63017 USA,
AK BUPOBHMYOT AiNbHUL, LLO BiAMNOBiAaE 3a 36epiraHHs
6GaHKy KIITMH Ait04H0i pevOBUHM HOHAKOT asibdda; 3MiHN |
TNy - BUYYEHHA NoCTavyasibHMKa CTEPUIbHOMO Habopy
ons iHdysii Nipro Medical Corporation, CLUA; 3MiHu | TUny
- BUTYYEHHS nocTadyaibHyKa CTepu/ibHOro Habopy Ans
iHdpysii B Braun Medical Inc, CWA; 3miHu | Tvny -
BWJTyYEHHA NOCTavyasibHMKa CTEPUNIBHOMO Habopy ANns
iHdpy3ii Abbott Laboratories; 3miHW | TUny - BUyYeHHs
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
v6X & Ko. KT, nocTavasnibHvKa CTepuibHOro Habopy A5 iHdysii Abbott
HimeuyunHa Ireland Ltd, IpnaHgis; 3miHu | TUny - BUNYy4YeHHs

(B1pOGHMLTBO Ta
KOHTPO/Tb AKOCTI
PO3UMHHKKA (KPiM
TecTiB "Cuna gns
noYaTKOBOrO 3CyBY
nopwHsa", "Cuna
TepTA NopLUHA",
"[locnigpKeHHs
repMeTuyHocCTI");
Betep dapma-
®epTuryHr NM6X &
Ko. KI', HimeyunHa
(BMpOGHMLTBO Ta
KOHTPO/Tb AKOCTI
PO3UMHHKKA (KPiM
TecTiB "Cuna gns
noYaTKOBOrO 3CyBY
nopwHsa", "Cuna
TepTA NopLUHA",
"[locnigpKeHHs
repMeTuyHocTI"));
Betep dapma-
®epTuryHr NM6X &
Ko. KI', HimeyunHa
(BisyasibHuit
KOHTPO/1b, KOHTPO/b
AKOCTi PO3UMHHUKA
(nmwe Tectn "Cuna
[O7191 N0YaTKOBOTO
3CyBY NoOpLUHA",
"Cuna tepta
nopLuHa",
"[ocniopKeHHs
repmeTuyHocTi");
Betep dapma-
®epTuryHr rméx &
Ko. KT, HimeuunHa
(BizyanibHui
KOHTPO/b, KOHTPO/b
AKOCTI PO3YMHHUKA
Kpim TecTiB "Cuna
[ON191 N0YaTKOBOro
3CyBY MOPLUHA",
"Cwna 1eptsa
nopLuHsa",
"flocnigpKeHHs

nocTavasibHVKa CTepuUIbHOro Habopy Ans iHdysii Terumo
Medical Corporation, CLUA; 3MiHn | TUNY - BUAANEHHSA
iHbopmaLii Npo KOMNOHEeHTW Habopy ANs iHdy3ii ana
nikapcbKoro 3acoby i3 MaTepianiB peecTpaviiiHoro Aocke
(2.3.P.7.3 Functional Secondary Kit Components,
3.2.P.7.4 Secondary Packaging Components, 3.2.R.1.
Medical Device); 3MiHu | TUNY - BHECEHHSA pefaKkTOPCbKMX
NpaBoOK y MaTepiasn PeecTPaLiiHoro AOCbE, 30Kpema
nigpo3giny 3.2.P.7. Cuctema
KOHTelHep/3aKynoptoBasibHW 3aci6; 3MiHM | Tuny -
BU/TYYEHHS 3aTBEPAXKEHOI0 NPOTOKO/TY YNPaBiHHSA
3MiHaMmu (PACMP) ons roToBoro nikapcbkoro 3acoby
o0 36inbLEeHHS po3mipy cepii; 3miHu || Tuny - 3MiHK Y
BVMPOGHMYOMY NPOLIEC Ail040i PEHYOBUHW HAHOKOT anbda,
30Kpema BBeeHHs1 HOBOro npoliecy Increased Titer
Process (npouec 3 niaBuLLLEHNM TUTPOM), SK HACMIAOK,
napameTpy KOHTPOJIH0 B MPOLECi BUpOGHULTBA Ta MiMIiTH
4ns Aitoyoro BUPO6HMYOro npoLecy OHOBMEHO. BeeaeHHs
3MiH NPOTArom 6-TU MIiCALIB NiCNA 3aTBEPMXKEHHS
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
repMeTnyHOCTI")

26. BEHE®IKC niodpinizat ana MNMOAN3EP CWA Bio/la6, C.J1., IcnaHis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/16134/01/03
pO3unHy A5 iH'eKuin EWY.CLIMI. Icnanis CLA/ 3MiHM | TUNy - 3MiHa Yacy BUTPUMYBaHHS Ail040i peYoBUHW, | peyernmom
no 1000 MO, 1 KOPMOPEWLLH (anbTepHaTMBHA HimeuunHa y 3B'A3KY i3 BBEAEHHS HOBOrO npoLecy BUpobHuLTBa
onakoH 3 naboparopis ans (Increased Titer Process). BBeieHHS1 3MiH NPOTAroM 6-Tn
nioghinizatom, 1 TEeCTyBaHHSA MICALIB MiCNA 3aTBEPLKEHHS; 3MiHM | TUNY - AoAaHHSA
nonepegHbL0 npenapary 3a cTagii NoBTOpPHOT 06p06KM Ansa cTagii dinbTpawi i3
HamnoBHeHWA WNpu, 3 NOKa3HNKOM yTPUMYBaHHAM Bipycy, Ta cTajii (piHa/IbHOT (hinbTpauii,

po3unHHMKoMm (0,234
% pO34uH HaTpito
xnopuay y Bogi ans
iH’exuin) no 5 mn, 1
afanTep gns
dhnakoHy, 1 cuctemy
ans iHdysii, 2
TammnoHu 3i cnnptom, 1
nnactvp, 1 mapneBy
nogyLueyky
BKMafaTb y
KapTOHHY KOPOGKY

"CTepunbHicTb");
BaeT biodapma
niBbkH oh Baet
PapmaceyTukasc
NNC, CWA
(KOHTPO/b AKOCTI
PO3unHHKKa (KpiM
TecTiB "Cuna gns
noYaTKoBOro 3CyBY
nopwHs", "Cuna
TepTA NopLUHA",
"[ocnimpKeHHs
repmeTuyHocTi");
Baet ®apma, C.A,,
Icnanis
(BMpPOGHMLTBO
niodpinizaty 3a
MOBHUM LIMIK/TOM;
KOHTPO/b AKOCTI
pO34nHHKKA (KPiM
Tecty "Cuna Tepta
nopwHa");
nakyBaHHS
PO34MHHKKA Y HabIp;
KOHTPO/b SKOCTI,
36epiraHHs,
nakyBaHHSA Ta
BMNYCK Habopy;
BiANOBiAA/IbHWIA 3a
BUNycK cepii); BeTep
Papma-PepTuUryHr
v6X & Ko. KT,
HimeuunHa
(BMpOGHMLTBO Ta
KOHTPO/Ib SIKOCTI
PO3UMHHKKA (KPiM
TecTiB "Cuna gns
noYaTKOBOrO 3CyBY
nopwHs", "Cuna
TepTA NopLUHSA",

ANs HOBOro npouecy BupobHuuTea (Increased Titer
Process). BBefieHHs1 3MiH NpOTArom 6-T1 MicAUiB micns
3aTBEPMKEHHS; 3MiHM | TUNY - A0AAHHS EMHICHOTO MeToay
NS BUSHAYEHHS TYCTOTY XNTTE3[ATHUX KNITUH, AK
anbTepHaTUBHOIO MeToAy B Npoueci BUpo6HuLTBa AdI.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
3aTBEPMKEHHS; 3MiHW | TUNY - BUAAIEHHS
a/IbTEPHATUBHOIO METOAY A5 TECTYBaHHSA
6ioHaBaHTaxeHHs B npoueci BupobHuuTea APl (SCAN
RDI). BBefeHHs1 3MiH NpoTArom 6-T MicauiB nicas
3aTBEPMKEHHS; 3MiHU | TUNY - 3MiHa B 6e3nocepesHii
ynakoBLii 4ito40i pevyoBUHN 3 OAaHHAM EMKOCTI 06'eMoM 3
N. BBEAEHHS 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPMKEHHS; 3MiHW | TUNY - BUAAIEHHA BUNPOGYBaHHSA
CTEePUIbLHOCTI Y KiHLi BUPOBGHMYOro npovecy A8 HOBOro
Increased Titer Process (ITP). BBeaeHHst 3MiH NpoTSArom 6-
TN MiCALB NicNa 3aTBEPMKEHHS; 3MiHU | TUNY - 3MiHa B
3aTBEpXeHOMY NPOTOKONi CTabiNIbHOCTI, 30kpemMa 6yno
[04aHO HOBY TOYKY NepiognyHOCTI BUNpobyBaHHA 60
MicsLIB NMpy fOBroTpuBasiomy 36epiraHHi A®l. BBeaeHHS
3MiH NPOTArOM 6-TW MICALIB NiCNA 3aTBEPAKEHHS; 3MiHM |
TUNY - BUAAIEHHS BUPO6HMYOI AinbHuLi Pfizer Inc, 700
Chesterfield Parkway West, Chesterfield MO 63017 USA,
AK BUPOBHMYOT AiNbHUL, LLO BiAMNOBiAaE 3a 36epiraHHs
6GaHKy KIITMH Ait04H0i pevOBUHM HOHAKOT asibdda; 3MiHN |
TNy - BUYYEHHA NoCTavyasibHMKa CTEPUIbHOMO Habopy
ons iHdysii Nipro Medical Corporation, CLUA; 3MiHu | Tuny
- BUTYYeHHS nocTadaibHyKa CTepu/ibHOro Habopy Ans
iHdpysii B Braun Medical Inc, CWA; 3miHu | Tvny -
BWJTyYEHHA NOCTavyasibHMKa CTEPUNIBHOMO Habopy ANns
iHdpy3ii Abbott Laboratories; 3miHW | Tuny - BUy4YeHHs
nocTavasnibHvKa CTepubHOro Habopy Ans iHdysii Abbott
Ireland Ltd, IpnaHgis; 3miHu | Tuny - BUNy4YeHHs
nocTavasibHVKa CTepUIbHOro Habopy Ans iHdysii Terumo
Medical Corporation, CLUA; 3MiHM | TUNY - BUAANEHHS
iHbopmaLii Npo KOMNOHEeHTW Habopy ANs iHdy3ii ana
NiKapcbKoro 3acoby i3 matepianiB peecTpaLiniHoro Aocbe
(2.3.P.7.3 Functional Secondary Kit Components,
3.2.P.7.4 Secondary Packaging Components, 3.2.R.1.
Medical Device); 3MiHu | TUMy - BHECEHHS pefaKTOPCbKMX
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

"[locnigpKeHHs
repMeTuyHocCTI");
Betep dapma-
depTuryHr NM6X &
Ko. KI', HimeyunHa
(B1pOGHMLTBO Ta
KOHTPO/Tb AKOCTI
PO3UMHHKKA (KPiM
TecTiB "Cuna gns
noYaTKOBOrO 3CyBY
nopwHsa", "Cuna
TepTAa NopLUHA",
"[locnigpKeHHs
repMeTuyHocTi"));
Betep dapma-
®epTuryHr NM6X &
Ko. KI', HimeyunHa
(BisyasibHuii
KOHTPO/1b, KOHTPO/b
AKOCTi PO3UMHHUKA
(nmwe Tectn "Cuna
7191 NOYaTKOBOTO
3CyBY NoOpLUHA",
"Cuna tepta
nopLuHa",
"[ocniopKeHHs
repmeTuyHocTi");
Betep dapma-
®epTuryHr rméx &
Ko. KT, HimeuunHa
(BizyanibHui
KOHTPO/b, KOHTPO/b
AKOCTI PO3YMHHUKA
Kpim TecTiB "Cuna
[ON191 N0YaTKOBOrO
3CyBY MOPLUHA",
"Cwna 1eptsa
nopLuHsa",
"flocnigpKeHHs
repMeTnyHOCTI")

NpaBoOK y MaTepia/n PeecTPaLiiHoro AOCbE, 30Kpema
nigpo3giny 3.2.P.7. Cuctema
KOHTelHep/3aKynoptoBasibHW 3aci6; 3MiHM | Tuny -
BU/TYYEHHS 3aTBEPAXKEHOI0 NPOTOKO/TY YNPaBiHHSA
3MiHamun (PACMP) ons roToBoro nikapcbkoro 3acoby
{00 36inbLIEHHS po3mipy cepii; 3miHu |l TUny - 3MiHK Y
BVMPOGHMYOMY NPOLIEC Ail040i PEHYOBUHW HAHOKOT anbda,
30KpemMa BBeAeHHs1 HOBOro npouiecy Increased Titer
Process (npouec 3 niaBuLLLEHNM TUTPOM), SK HACMIAOK,
napameTpy KOHTPOJIH0 B MPOLECi BUpOGHULTBA Ta MiMIiTH
4ns Aitoyoro BUPO6HMYOro npoLecy OHoBMEeHO. BeeaeHHs
3MiH NPOTArom 6-TU MIiCALIB NiCNA 3aTBEPMAXKEHHS

27.

BEHE®IKC

niodpinizat ana
PO34MHY N8 iH ek
no 2000 MO, 1
onakoH 3
niodpinizatom, 1
nonepegHL0
HanoBHEHWI WnpuL, 3
po3unHHMKoMm (0,234

NMOANIEP
EAY.CLII
KOPMOPEMLLH

CWA

BioNna6, C.11.,
Icnanis
(anbTepHaTMBHA
naboparopis ans
TECTyBaHHS
npenapary 3a
NOKa3HNKOM
"CTepunbHicTb");

IcnaHis/
CcLA/
HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis:
3MiHM | TUMy - 3MiHa Yacy BUTPUMYBaHHS Ail04OT PEYOBUHN,
y 3B’A3KY i3 BBEJeHHS HOBOTO MpoLiecy BUPOOHMLTBA
(Increased Titer Process). BBeieHHS1 3MiH NPOTAroM 6-Tn
MICALIB MiCNA 3aTBEPLKEHHS; 3MiHM | TUNY - AoAaHHSA
cTagii NoBTOpPHOT 06p06KM Ansa cTagii dinbTpaw;i i3
yTPUMYyBaHHAM Bipycy, Ta cTajii (piHa/bHOT hinbTpauii,
AN HoBOro npouecy BupobHuuTea (Increased Titer

3a
peyenmom

UA/16134/01/04
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

% pO34uH HaTpito
xnopugy y Bogi ans
iH'ekwUiid) no 5 mn, 1
afanTep gns
dhnakoHy, 1 cuctemy
ans iHdysii, 2
TaMmnoHu 3i cnnptom, 1
nnactvp, 1 mapneBy
noayLueyky
BKafaTb y
KapTOHHY KOPOGKY

BaeT biodapma
AiBbkH oh Baet
PapmaceyTukasc
Nnc, CWA
(KOHTPO/Ib AKOCTI
PO34nHHKKA (KPIM
TecTiB "Cuna gns
noYaTKoBOro 3CyBY
nopwHs", "Cuna
TepTA NopLuHA",
"[ocniopKeHHs
repmeTuyHocTi");
Baet ®apma, C.A,,
Icnanis
(BMPOGHNLTBO
niodhinizaty 3a
MOBHUM LIIK/TOM;
KOHTPO/b AKOCTI
PO34nHHKKA (KPiM
Tecty "Cuna Tepta
nopwHa");
nakyBaHHS
PO34MHHKKA Y Habip;
KOHTPO/b SIKOCTI,
36epiraHHs,
nakyBaHHSA Ta
BUNYCK Habopy;
BiANOBiAA/IbHWI 32
BUNycK cepii); BeTep
Papma-PepTUryHr
v6X & Ko. KT,
HimeuunHa
(BMpOGHMLTBO Ta
KOHTPO/Ib SIKOCTI
PO3UMHHKKA (KPiM
TecTiB "Cuna gns
noYaTKOBOrO 3CyBY
nopwHsa", "Cuna
TepTAa NopLUHA",
"[locnigpKeHHs
repMeTuyHocCTI");
Betep dapma-
®epTuryHr NM6X &
Ko. KI', HimeyunHa
(BMpOGHMLTBO Ta
KOHTPO/Ib SIKOCTI
PO3UMHHKKA (KPiM

TecTiB "Cuna ans

Process). BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB micas
3aTBEPMKEHHS; 3MiHM | TUNY - A0AAHHS EMHICHOTO MeToay
NS BUSHAYEHHS TYCTOTU XWTTE3[ATHUX KNITUH, AK
a/lbTEPHATNBHOIO METOAY B Npoueci BUpo6HMLTBa ADI.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
3aTBEPMKEHHS; 3MiHW | TUNY - BUAANEHHSA
a/IbTEPHATUBHOIO METOAY [/151 TECTYBaHHSA
GioHaBaHTaXeHHs B npoueci BUpobHuytea A®I (SCAN
RDI). BBefieHHs1 3MiH NpoTArom 6-T MicauiB nicns
3aTBEPMKEHHS; 3MiHU | TUNY - 3MiHa B 6e3nocepeHii
ynakoBLi 4ito4oi peqyoBUHN 3 fOAaHHAM EMKOCTI 06'eMoM 3
N. BBeEHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS; 3MiHW | TUNY - BUAAIEHHA BUNPOGYBaHHSA
CTEePWIbLHOCTI Y KiHLi BUPOBGHMYOro npovecy A8 HOBOro
Increased Titer Process (ITP). BBefeHHs 3MiH NpoTArom 6-
TN MICALB MicNa 3aTBEPMKEHHS; 3MiHU | TUNY - 3MiHa B
3aTBepXeHOMY NPOTOKOoNi cTabiNIbHOCTI, 30kpeMa 6yno
[04aHO HOBY TOYKY NepiognyHOCTI BUNpobyBaHHA 60
MiCALIB NMpy AOBroTpuBasiomy 36epiraHHi A®l. BBeaeHHs
3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBEPKEHHS; 3MiHU |
TUNY - BUAAIEHHS BUPO6HMYOI AinbHuLi Pfizer Inc, 700
Chesterfield Parkway West, Chesterfield MO 63017 USA,
AK BUPOOHMYOT AiNbHUL, WO BiANOBiAaE 3a 36epiraHHA
6aHKy KIITUH Ait04H0i peYOBUHM HOHAKOT asibdda; 3MiHN |
TNy - BUYYEHHA NOCTavyasibHMKa CTEPUNIBHOMO Habopy
ons iHdysii Nipro Medical Corporation, CLUA; 3MiHu | TUny
- BUTYYEHHS nocTadyaibHyKa CTepU/ibHOro Habopy Ans
iHdpysii B Braun Medical Inc, CWA; 3mitu | Tvny -
BU/TyYEHHA NocTayasibHMKa CTEPUIBbHOrO Habopy Ans
iHdpy3ii Abbott Laboratories; 3miHW | TUny - BUyYeHHA
nocTavasnbHvKa CTepuibHOro Habopy Ans iHdysii Abbott
Ireland Ltd, IpnaHgis; 3miHu | TUny - BUNYy4YeHHs
nocTavasibHVKa CTepuUIbHOro Habopy Ans iHdysii Terumo
Medical Corporation, CLUA; 3MiHn | TUNY - BUAAIEHHS
iHbopmaLii Npo KOMNOHEeHTW Habopy ANs iHdy3ii ana
nikapcbKoro 3acoby i3 MaTepianisB peecTpaujiiiHoro Aocke
(2.3.P.7.3 Functional Secondary Kit Components,
3.2.P.7.4 Secondary Packaging Components, 3.2.R.1.
Medical Device); 3MiHu | TUNY - BHECEHHSA pefaKkTOPCbKNX
NpaBoOK y MaTepia/n PeecTPaLiiHoro AOCbE, 30Kpema
nigpo3giny 3.2.P.7. Cuctema
KOHTelHep/3aKynoptoBasibHW 3aci6; 3MiHW | Tuny -
BU/TYYEHHS 3aTBEPAXKEHOI0 NPOTOKO/TY YNpPaBiHHSA
3MiHamun (PACMP) ons roToBoro nikapcbkoro 3acoby
o0 36inbLeHHS po3mipy cepii; 3miHu Il Tuny - 3MiHK Y
BMPOGHMYOMY NPOLIEC Ail040i PEHYOBUHW HAHOKOT anbda,
30Kpema BBeeHHs1 HOBOro npoliecy Increased Titer
Process (npouec 3 niagBuLLLEHNM TUTPOM), SK HACMIAOK,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

noYaTKOBOrO 3CyBY
nopwHsa", "Cuna
TepTA NopLUHA",
"[locnigpKeHHs
repMeTuyHocTI"));
Betep dapma-
®epTuryHr NM6X &
Ko. KI', HimeyunHa
(BisyasibHuiA
KOHTPO/1b, KOHTPO/b
AKOCTi PO3YUMHHUKA
(nmwe Tectu "Cuna
[O7191 N0YaTKOBOTO
3CyBY NOpLUHA",
"Cuna tepta
nopLuHa",
"[ocniopKeHHs
repmeTuyHocTi");
Betep dapma-
®epTuryHr rméx &
Ko. KT, HimeuunHa
(BizyasnibHui
KOHTPO/b, KOHTPO/b
AKOCTI PO3YMHHUKA
Kpim TecTiB "Cuna
[ON191 N0YaTKOBOrO
3CyBY MOPLUHA",
"Cwna 1eptsa
nopLuHsa",
"flocnigpKeHHs
repMeTnyHOCTI")

napameTpy KOHTPOJIH0 B MPOLECi BUpOGHULTBA Ta MiMIiTH
4ns Aitoyoro BUPO6HMYOro npoLecy OHOBMEHO. BeeaeHHs
3MiH NPOTArom 6-TU MIiCALIB NiCNA 3aTBEPMAXKEHHS

28.

BEHE®IKC

niodpinizat ana
PO34MHY N8 iH ek
no 3000 MO 1 dhrakoH
3 niogpinizatom, 1
nonepeAHbL0
HamnoBHEHWN Wwnpu, 3
po34unHHMKoM (0,234
% pO34nH HaTpito
xnopugy y Bogi ans
iH'exuii) no 5 mn, 1
agantep ans
dhnakoHy, 1 cuctemy
ons iHdysii, 2
TamnoHu 3i cnmptom, 1
nnactvp, 1 mapnesy

noAyLueyky
BK/1aJal0Tb Y

NMOANIEP
EAY.CLII
KOPMOPEMLLH

CWA

BioNna6, C.11.,
Icnanis
(anbTepHaTMBHA
naboparopis ans
TECTyBaHHs
npenapary 3a
NOKa3HNKOM
"CTepunbHicTb");
BaeT biodapma
niBbkH oh Baet
PapmaceyTukasic
NNC, CWA
(KOHTPO/Ib AKOCTI
PO3unHHKKa (KpiM
TecTiB "Cuna gns
noYaTKoBOro 3CyBY
nopwHs", "Cuna

IcnaHis/
CcLA/
HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis:
3MiHM | TUMy - 3MiHa Yacy BUTPUMYBaHHS Ail04OT PEYOBUHN,
y 3B’A3KY i3 BBEJeHHS HOBOTO MpoLiecy BUPOOHMLTBA
(Increased Titer Process). BBeieHHS1 3MiH NPOTAroM 6-Tn
MICALIB MiCNA 3aTBEPLKEHHS; 3MiHM | TUNY - AoAaHHSA
cTagii NoBTOpPHOT 06p06KM Ansa cTagii dinbTpaw;i i3
yTPUMYyBaHHAM Bipycy, Ta cTajii (piHa/bHOT hinbTpauii,
ANs HOBOro npouecy BupobHuuTea (Increased Titer
Process). BBefieHHs1 3MiH NpOTArom 6-T1 MicAUiB micns
3aTBEPMXKEHHS; 3MiHV | TUNY - AOAAHHS EMHICHOTO MeToay
[ONA BU3HAYEHHS TYCTOTU XUTTE3AATHUX KNITUH, SIK
anbTepHaTUBHOIO MeToAy B Npoueci BUpo6HuLTBa AdI.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAUiB nicas
3aTBEPKEHHS; 3MiHW | TUMY - BUAAIEHHS
a/lbTEPHATUBHOIO MeTOAY A5 TeCTYBaHHSA
6ioHaBaHTaxeHHs B npoueci BupobHuuTea APl (SCAN
RDI). BBefieHHs1 3MiH NpOTArom 6-T MicaUiB Micas

3a
peyenmom

UA/16134/01/05
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KapTOHHY KOpPOOKy TepTs NopLHs", 3aTBEPMKEHHS; 3MiHU | TUNY - 3MiHa B 6e3nocepeHii
"[ocniopKeHHs ynakoBLi 4ito4oi pevyoBUHN 3 fOAaHHAM EMKOCTI 06'eMoM 3
repmeTuyHocTi"); N. BBeeHHs 3MiH NpoTArom 6-T1 MicAUiB nicns
Baet ®apma, C.A,, 3aTBEPMKEHHS; 3MiHW | TUNY - BUAAIEHHA BUNPOGYBaHHS
Icnanis
(BMPOGHMLTBO

niodhinizaty 3a
MOBHUM LIIK/TOM;
KOHTPO/b AKOCTI
PO34nHHKKA (KPiM
Tecty "Cuna Tepta
nopwHa");
nakyBaHHS
PO34MHHMKA Y Habip;
KOHTPO/b SKOCTI,
36epiraHHs,
nakyBaHHS Ta
BUNYCK Habopy;
BiANOBiAA/IbHWIA 32
BUNycK cepii); BeTep
Papma-PepTUryHr
v6X & Ko. KT,
HimeuunHa
(B1pOGHMLTBO Ta
KOHTPO/Ib SIKOCTI
PO3UMHHKKA (KPiM
TecTiB "Cuna gns
noYaTKOBOrO 3CyBY
nopwHsa", "Cuna
TepTA NopLUHA",
"[locnigpKeHHs
repMeTuyHocCTI");
Betep dapma-
®epTuryHr NM6X &
Ko. KI', HimeyunHa
(BMpOGHMLTBO Ta
KOHTPO/Ib SIKOCTI
PO3UMHHKKA (KPiM
TecTiB "Cuna gns
noYaTKOBOrO 3CyBY
nopwHsa", "Cuna
TepTAa NopLUHA",
"[locnigpKeHHs
repMeTuyHocTI"));
Betep dapma-
®epTuryHr NM6X &
Ko. KI', HimeyunHa

(BizyasibHuiA

Medical Device); 3MiHu | TUNY - BHECEHHSA pefaKkTOPCbKNX

{00 36inbLEHHS po3mipy cepii; 3miHu |l TUny - 3MiHK Y
BMPOGHMYOMY NPOLIEC Ail040i PEHYOBUHW HAHOKOT anbda,

CTEePWUILHOCTI Y KiHLi BUPOBGHMYOro npovecy A8 HOBOro
Increased Titer Process (ITP). BBefeHHs 3MiH NpOTArom 6-
TN MIiCALB NicNa 3aTBEPMKEHHS; 3MiHU | TUNY - 3MiHa B
3aTBEpXeHOMY NPOTOKONi CTabiNIbHOCTI, 30kpeMa 6yno
[04aHO HOBY TOYKY NepiognyHOCTI BUNpobyBaHHA 60
MicALIB Mpy AOBroTpuBasiomy 36epiraHHi A®l. BBeaeHHs
3MiH NPOTArOM 6-TW MICALIB NiCNA 3aTBEPAKEHHS; 3MiHU |
TUNY - BUAATIEHHS BUPO6HMYOI AinbHuLi Pfizer Inc, 700
Chesterfield Parkway West, Chesterfield MO 63017 USA,
AK BUPOOHMYOT AiNbHUL, LLO BiANOBiAaE 3a 36epiraHHA
6aHKy KIITUH Ait040i pevOBUHM HOHAKOT asibdda; 3MiHN |

TNy - BUYYEHHA NOCTavyasibHMKa CTEPUBHOMO Habopy
ons iHdysii Nipro Medical Corporation, CLUA; 3MiHu | TUny
- BUTYYEHHS nocTadyaibHyKa CTepPU/IbHOro Habopy Ans
iHdpysii B Braun Medical Inc, CWA; 3mitu | Tvny -
BU/TyYEHHA NocTayasibHMKa CTEPUIBbHOrO Habopy Ans
iHdpy3ii Abbott Laboratories; 3miHW | TUny - BUyYeHHA
nocTavasnibHvKa CTepuibHOro Habopy A5 iHdysii Abbott
Ireland Ltd, IpnaHgis; 3miHu | TUny - BUNYy4YeHHs
nocTavasibHvKa CTepuUIbHOro Habopy Ans iHdysii Terumo
Medical Corporation, CLUA; 3MiHn | TUNY - BUAAIEHHS
iHbopmaLii Npo KOMNOHEeHTW Habopy ANs iHdy3ii ana
nikapcbKoro 3acoby i3 MaTepianisB peecTpaujiiiHoro Aocke
(2.3.P.7.3 Functional Secondary Kit Components,
3.2.P.7.4 Secondary Packaging Components, 3.2.R.1.

npaBoOK y MaTepiasin peecTpayjiiiHoro foCbe, 30Kkpema
nigpo3giny 3.2.P.7. Cuctema
KOHTelHep/3aKynoptoBasibHW 3aci6; 3MiHW | Tuny -

BU/TYYEHHS 3aTBEPAXKEHOI0 NPOTOKO/TY YNpPaBiHHSA
3MiHaMmun (PACMP) o5 roToBoro nikapcbkoro 3acoby

30Kpema BBefieHHsl HOBOTo npoLiecy Increased Titer

Process (npouec 3 niaBuLLLEHNM TUTPOM), SK HACMIAOK,

napameTpy KOHTPOJIH0 B MPOLECi BUpOGHULTBA Ta MiMIiTH
4ns Aitoyoro BUPO6HMYOro npoLecy OHoBMEHO. BeeaeHHs
3MiH NPOTArom 6-TU MIiCALIB NiCNA 3aTBEPMKEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

KOHTPO/1b, KOHTPO/b
AKOCTi PO3UMHHUKA
(nmwe Tectn "Cuna
7191 N0YaTKOBOTO
3CyBY NoOpLUHA",
"Cuna tepta
nopLuHa",
"[ocniopKeHHs
repmeTuyHocTi");
Betep dapma-
®epTuryHr rméx &
Ko. KT, HimeuunHa
(BizyanibHui
KOHTPO/b, KOHTPO/b
AKOCTI PO3YMHHUKA
Kpim TecTiB "Cuna
[ON191 N04aTKOBOrO
3CyBY MOPLUHA",
"Cwna 1eptsa
nopLuHsa",
"flocnigpKeHHs
repMeTnyHOCTI")

29.

BEHE®IKC

Niogpinizat gns
PO3UnHY A5 iH EKLi
no 500 MO y dhnakoHi
Nel B KOMM/IEKTI 3
PO3UYMHHMKOM N0 5 M
y nonepefHs0
HanoBHEHOMY LINpUL
Ta CTepu/ibHUM
HabopoMm

NMOANIEP
EAY.CLII
KOPMOPEMLLH

CWA

BioNla6, C.N.
Icnanis
(anbTepHaTMBHA
na6oparopis Ans
TecTyBaHHS
npenapary 3a
NOKa3HNKOM
«CTepUnbHICTb»);
BaeT biodapma
niBbkH oh Baet
PapmaceyTukasic
NNC, CWA
(KOHTPO/Ib AKOCTI
PO3unHHKKA (KPiM
TecTiB "Cuna gns
noYaTKoBOro 3CyBY
nopwHs", "Cuna
TepTA NopLUHA",
"[ocnimpKeHHs
repmeTunyHocTi"));
Baet ®apma C.A,,
Icnanis
(BMPO6GHMLTBO
niodpinizaty 3a
MOBHUM LIMIK/TOM;
KOHTPO/Ib SKOCTI

IcnaHis/
CcLA/
HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis:
3MiHM | TUNYy - 3MiHK WoAo 6e3nekn/edekTMBHOCTI Ta
chapmakoHarnsgy - OHOB/IEHHSI TEKCTY MapKyBaHHS
YyNaKoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHpopmaLii
LLI0A0 3a3HAYEHHS OAMHULb BUMIPIOBaHHSA y cucTeMi Sl.
TepMmiH BBeAleHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPAKEHHS

3a
peyenmom

UA/16134/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

PO34nHHKKA (KPiM
Tecty "Cuna Tepta
nopwHa");
nakyBaHHS
PO34MHHKKA Y Habip;
KOHTPO/Ib SIKOCTI,
36epiraHHs,
nakyBaHHSA Ta
BUNYCK Habopy;
BiANOBiAA/IbHWI 32
BUNycK cepii); BeTep
Papma-PepTuUryHr
v6X & Ko. KI,
HimeuunHa
(BMpOGHMLTBO Ta
KOHTPO/Tb AKOCTI
PO3UMHHKKA (KPiM
TecTiB "Cuna gns
noYaTKOBOrO 3CyBY
nopwHsa", "Cuna
TepTA NopLUHA",
"[locnigpKeHHs
repMeTuyHocTI"));
Betep dapma-
®epTuryHr NM6X &
Ko. KI', HimeyunHa
(BMpOGHMLTBO Ta
KOHTPO/Tb AKOCTI
PO3UMHHKKA (KPiM
TecTiB "Cuna gns
noYaTKOBOrO 3CyBY
nopwHsa", "Cuna
TepTAa NopLUHA",
"[locnigpKeHHs
repMeTuyHocTI"));
Betep dapma-
®epTuryHr NM6X &
Ko.KI", Himeuunxa
(BisyasibHuit
KOHTPO/1b, KOHTPO/b
AKOCTi PO3UMHHUKA
(kpim TecTiB "Cuna
7191 N0YaTKOBOTO
3CyBY NOpLUHA",
"Cuna tepTa
nopLuHa",
"[ocniopKeHHs
repmeTunyHocTi"));
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Betep dapma-
®epTuryHr rméx &
Ko.KT, HimeuunHa
(BizyanibHuit
KOHTPO/b, KOHTPO/b
AKOCTI PO3YMHHUKA
(nvwe Tectu "Cuna
[ON191 N0YaTKOBOrO
3CyBY MOPLUHA",
"Cwna 1eptsa
nopLuHs",
"flocnigpKeHHs
repMeTnyHOCTI"))
30. BEHE®IKC Niogpinizat gns MNOAN3EP CWA BioNa6, C./., IcnaHis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/16134/01/03
PO34nHy A5 iH EKLiN EWY.CLIMI. Icnanis CLA/ 3MiHM | TUnYy - 3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta peyenmom
no 1000 MOy KOPMOPEWLLH (anbTepHaTMBHA HimeuunHa thapmakoHarnsgy - OHOB/IEHHS TEKCTY MapKyBaHHS
hnakoHi Nel B na6oparopis ans YyNaKoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHpopmaLii
KOMMNEKTi 3 TEeCTyBaHHSA LLI0A0 3a3HAYEHHS OAMHULb BUMIPIOBaHHS y cucTeMi Sl.
PO3YMHHMKOM M0 5 Mn npenapary 3a TepmiH BBeAleHHS 3MiH NPOTAroM 6 micauis nicns
y nonepesHL0 NOKa3HNKOM 3aTBEPAKEHHS

HaNoOBHEHOMY LUNPUL
Ta CTepuibHUM
Habopom

«CTepUnbHICTb»);
BaeT biodapma
niBbkH oh Baet

PapmaceyTukasc

NNC, CWA

(KOHTPO/Ib AKOCTI

PO3unHHKKa (KPiM

TecTiB "Cuna gns

noYaTKoBOro 3CyBY
nopwHs", "Cuna
TepTA NopLUHA",
"[ocnimpKeHHs

repmeTunyHocTi"));

Baet ®apma C.A,,

Icnanis
(BMPOGHMLTBO
niodpinizaty 3a

MOBHUM LIMIK/TOM;
KOHTPO/Ib AKOCTI
pO34nHHKKa (KpiM

Tecty "Cuna Tepta

nopwHa");
nakyBaHHS
PO34MHHKKA Y HabIp;
KOHTPO/Ib SIKOCTI,
36epiraHHs,
nakyBaHHSA Ta
BMNYCK Habopy;
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

BiANOBiAA/IbHWIA 32
BUNycK cepii); BeTep
Papma-PepTUryHr
v6X & Ko. K,
HimeuunHa
(B1pOGHMLTBO Ta
KOHTPO/Tb AKOCTI
PO3UMHHKKA (KPiM
TecTiB "Cuna gns
noYaTKOBOrO 3CyBY
nopwHsa", "Cuna
TepTAa NopLUHA",
"[locnigpKeHHs
repMeTuyHocTi"));
Betep dapma-
®epTuryHr NM6X &
Ko. KI', HimeyunHa
(BMpOGHMLTBO Ta
KOHTPO/Tb AKOCTI
PO3UMHHKKA (KPiM
TecTiB "Cuna gns
noYaTKOBOrO 3CyBY
nopwHsa", "Cuna
TepTAa NopLUHA",
"[locnigpKeHHs
repMeTuyHocTI"));
Betep dapma-
®epTuryHr NM6X &
Ko.KI", Himeuunxa
(BisyasnibHuiA
KOHTPO/1b, KOHTPO/b
AKOCTi PO3UMHHUKA
(kpim TecTiB "Cuna
7191 N0YaTKOBOTO
3CyBY NOpLUHA",
"Cuna tepta
nopLuHa",
"[ocniopKeHHs
repmeTuyHocTi"));
Betep dapma-
®epTuryHr rméx &
Ko.KT, HimeuunHa
(BizyasnibHui
KOHTPO/b, KOHTPO/b
AKOCTI PO3YMHHUKA
(nvwe Tectu "Cuna
[ON191 N0YaTKOBOro
3CyBY MOPLUHA",
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
"Cwna 1eptsa
nopLuHsa",
"flocnigpKeHHs
repMeTnyHOCTI"))
31. BEHE®IKC Niogpinizat gns MNMOAN3EP CWA BioNa6, C.N., IcnaHis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/16134/01/04
PO3UnHY A5 iH EKLi EWY.CLIMI. Icnanis CLA/ 3MiHM | TUNYy - 3MiHK WoAo 6e3nekn/edekTMBHOCTI Ta peyenmom
no 2000 MOy KOPMOPEWLLH (anbTepHaTMBHA HimeuunHa thapmakoHarnsgy - OHOB/IEHHS TEKCTY MapKyBaHHS
hnakoHi Nel B na6oparopis Ans YyNaKoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHpopmaLii
KOMMNEKTi 3 TEeCTyBaHHS LLI0A0 3a3HAYEHHS OAMHULb BUMIPIOBaHHS y cucTemi Sl.
PO3YMHHMKOM M0 5 Mn npenapary 3a TepMmiH BBeAleHHS 3MiH NPOTAroM 6 micauis nicns
y nonepesHL0 NOKa3HNKOM 3aTBEPAKEHHS.

HanoOBHEHOMY LUNPULi
Ta CTepuibHUM
Habopom

«CTepUnbHICTb»);
BaeT biodapma
niBbkH oh Baet

PapmaceyTukasic

NNC, CWA

(KOHTPO/Ib AKOCTI

PO3unHHKKA (KPiM

TecTiB "Cuna gns

noYaTKoBOro 3CyBY
nopwHs", "Cuna
TepTA NopLUHA",
"[ocnimpKeHHs

repmeTunyHocTi"));

Baet ®apma C.A,,

Icnanis
(BMPO6GHMLTBO
niodpinizaty 3a

MOBHUM LIMIK/TOM;
KOHTPO/Ib AKOCTI

pO34nHHKKa (KpiM

Tecty "Cuna Tepta

nopwHa");
nakyBaHHS
PO34MHHKKA Y HabIp;
KOHTPO/Ib SIKOCTI,
36epiraHHs,
nakyBaHHSA Ta
BUNYCK Habopy;
BiANOBiAA/IbHWIA 32
BUNycK cepii); Betep

Papma-PepTuUryHr

v6X & Ko. K,
HimeuunHa

(BMpOGHMLTBO Ta
KOHTPO/Tb AKOCTI

PO3UMHHKKA (KPiM

TecTiB "Cuna ans
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

noYaTKOBOrO 3CyBY
nopwHsa", "Cuna
TepTA NopLUHA",
"[locnigpKeHHs
repMeTuyHocTI"));
Betep dapma-
®epTuryHr NM6X &
Ko. KI', HimeyunHa
(BMpOGHMLTBO Ta
KOHTPO/Tb AKOCTI
PO3UMHHKKA (KPiM
TecTiB "Cuna gns
noYaTKOBOrO 3CyBY
nopwHsa", "Cuna
TepTAa NopLUHA",
"[locnigpKeHHs
repMeTuyHocTI"));
Betep dapma-
depTuryHr NM6X &
Ko.KI", Himeuunxa
(BisyasnibHuiA
KOHTPO/1b, KOHTPO/b
AKOCTi PO3UMHHUKA
(kpim TecTiB "Cuna
7191 N0YaTKOBOTO
3CyBY NOpLUHA",
"Cuna tepta
nopLuHa",
"[ocniopKeHHs
repmeTuyHocTi"));
Betep dapma-
®epTuryHr rméx &
Ko.KT, HimeuunHa
(BizyasnibHui
KOHTPO/b, KOHTPO/b
AKOCTI PO3YMHHUKA
(nvwe Tectu "Cuna
[ON191 N0YaTKOBOro
3CyBY MOPLUHA",
"Cwna 1eptsa
nopLuHsa",
"flocnigpKeHHs
repMeTnyHOCTI"))

32.

BEHE®IKC

niodpinizat ana
PO34MHY N8 iH ek
no 3000 MO 1 dhrakoH
3 niogpinizatom, 1
nonepeAHb0

NMOANIEP
EAY.CLII
KOPMOPEMLLH

CWA

bioNla6, C.N. ,
Icnanis
(anbTepHaTMBHA
na6oparopis ans
TECTyBaHHS

IcnaHis/
CcLA/
HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis:
3MiHM | TUnYy - 3MiHK WoAo0 6e3nekn/edhekTMBHOCTI Ta
chapmakoHarnsgy - OHOB/IEHHSI TEKCTY MapKyBaHHS
YyNaKoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHhopmavii
LLI0A0 3a3HaYEHHS OMHULb BUMIPIOBaHHS y cucTeMi Sl.

3a
peyenmom

UA/16134/01/05
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

HamnoBHEHWN Wwnpu, 3
po34nHHMKOM (0,234
% pO34nH HaTpito
xnopugy y sogi ans
iH'ekuii) no 5 mn, 1
afantep gns
dhnakoHy, 1 cuctemy
ons indoysii, 2
TamnoHu 3i cnmptom, 1
nnactvp, 1 mapnesy
noayLueyky
BKNafaTb y
KapTOHHY KOPOOKY

npenapary 3a
MOKa3HNKOM
«CTepUnbHICTb»);
BaeT biodapma
AiBbkH oh Baet
PapmaceyTukasc
Nnc, CWA
(KOHTPO/1b AKOCTI
PO34nHHKKA (KPIM
TecTiB "Cuna gns
noYaTKoBOro 3CyBY
nopwHs", "Cuna
TepTA NopLUHA",
"[ocniopKeHHs
repmeTuyHocTi"));
Baet ®apma C.A,,
Icnanisa
(BPO6HMLTBO
niodhinizaty 3a
MOBHUM LIIK/TOM;
KOHTPO/Ib AKOCTI
PO34nHHKKA (KPiM
Tecty "Cuna Tepta
nopwHa");
nakyBaHHS
PO34MHHKKA Y Habip;
KOHTPO/Ib SIKOCTI,
36epiraHHs,
nakyBaHHS Ta
BUNYCK Habopy;
BiANOBiAA/IbHWIA 32
BUNycK cepii); BeTep
Papma-PepTUryHr
v6X & Ko. KI,
HimeuunHa
(BMpOGHMLTBO Ta
KOHTPO/Tb AKOCTI
PO3UMHHKKA (KPiM
TecTiB "Cuna gns
noYaTKOBOrO 3CyBY
nopwHsa", "Cuna
TepTAa NopLUHA",
"[locnigpKeHHs
repMeTuyHocTI"));
Betep dapma-
®epTuryHr NM6X &
Ko. KI', HimeyunHa
(BMpPOGHMLTBO Ta

TepMmiH BBEAlEHHS 3MiH MPOTAroM 6 Micauis nicns
3aTBEPAKEHHS.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

KOHTPO/Tb AKOCTI
PO3UMHHKKA (KPiM
TecTiB "Cuna gns
noYaTKOBOrO 3CyBY

nopwHsa", "Cuna

TepTAa NopLUHA",

"[locnigpKeHHs
repMeTuyHocTI"));
Betep dapma-
®epTuryHr NM6X &
Ko.KI", Himeuunxa
(BisyasibHuit
KOHTPO/1b, KOHTPO/b
AKOCTi PO3YUMHHUKA
(kpim TecTiB "Cuna
7191 N0YaTKOBOTO
3CyBY NOpLUHA",
"Cuna tepta
nopLuHa",
"[ocniopKeHHs
repmeTuyHocTi"));
Betep ®apma-
®epTuryHr rméx &
Ko.KT, HimeuunHa
(BizyasnibHui
KOHTPO/b, KOHTPO/b
AKOCTI PO3YMHHUKA
(nvwe Tectu "Cuna

[ON191 N0YaTKOBOro

3CyBY MOPLUHA",

"Cwna 1eptsa
nopLuHsa",
"flocnigpKeHHs
repMeTnyHOCTI"))

33.

BIKANYTAMI
[-BICTA

TabneTku, BKPUTI
NiBKOBOO
060/10HKO0, M0 50 Mr;
no 10 TabneTtok y
6nictepi; no 3
6nicTepy B KAPTOHHIi
Kopobui

MicTpan Kenitan
MeHeKMeHT
Nimiten

AHrnis

CiHTOH XicnaHisi,
C.J.

IcnaHis

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny
- AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy 3asBHVKa (BNacHvKa peecTpauiiHoro
NOCBIJYEHHS) - 3MiHa agpecu 3asiBHUKa

3a
peyenmom

UA/15136/01/01

34.

BIKANYTAMI
[-BICTA

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, No 150
mr; no 10 TabneTok y
6nicTepi; no 3
6nicTepy B KAPTOHHii
Kopobui

Mictpan Kenitan
MeHeKmeHT
Nimiten

AHrnis

CiHTOH XicnaHisi,
C.J.

IcnaHis

BHECEHHS 3MiH 40 peecTpaLjiiiHuX maTepiauis: 3MiHu | Tuny
- AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecu 3asBHUKa (BacHyKa peecTpaviiHoro
NnocBiAYEHHS) - 3MiHa agpecy 3asBHMKa

3a
peyernmom

UA/15136/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
35. BNNIEMAPEH® | Ttabnetku wunyui; no ecnapma M'v6X HimeuunH Na6opatopioc Icnanis BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 6e3 UA/9419/01/01
20 wwuny4ymx TabneTok a MegikameHTOC peyenma
y noninponineHosomy IHTepHacboHanec, 3MiHM | TUNY - 3MiHK 3 AKOCTI. FOTOBUIA NiKapCbKuii 3aci6.
KOHTelHepi; no 4 a6o CA. KOHTPO/Ib FOTOBOTO MiKAPCLKOro 3acoy. 3MiHa y MeToaax
S KOHTE/iHepiB y BMNPO6YBaHHS rOTOBOrO /iKAPCLKOTO 3acoby (He3HauHa
KapTOHHIiA KOpoGL 3MiHa y 3aTBepKeHNX MeToAax BUNPO6YBaHHS) - 3MiHU B
PasoM 3 IHANKATOPHNM MeTOAML NPUTOTYBaHHS BUNPO6OBYBAHOMO PO3UNHY 3a
nanepom | NOKa3HNKOM «KiflbKiCHE BU3HAYEHHS IMMOHHOI KUC/IOTM
KOHTPONbHUM (uepes 3arasibHWii BMICT uuTpaTty)» (BEPX)
KaneHgapem
36. BJ/IOKMAKC TabNeTKN, BKPUTI AJIKANOIQ AL | Pecny6nik AJIKANOIL AL Pecny6ika BHECEHHS! 3MiH [J0 peecTpauiitHux matepianis: 3MiHu | 6e3 UA/17948/01/01
N1iBKOBOIO Ckon'e a MNiBHi4yHa Ckor'e MiBHiyHa UMy - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMEeHyBaHHS peyenma
060/10HKO10, N0 200 MakefoHis MakefoHis Ta/abo afpecy 3asiBHMKA (B/lacHMKA peecTpaviliHoro

mr; no 10 TabneTok y
6nicTepi; no 1
6nicTepy B KapTOHHiIl
Kopobui

NOCBIAYEHHS) 3MiHa Ha3BW KpaiHn 3asBHMKa 13, 3MiHn |
UMy - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMEeHyBaHHS
Ta/abo agpecu MicLa NPOBaMKEHHS AisNIbHOCTI
BMpPO6HMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
BK/IO4A0UM AiNbHUL BUMYCKY cepii abo micue
NpoBeAeHHS KOHTPOJIKO AKOCTI. (LiANbHICTb, 3a AKY
BiANOBiAae BMPOGHMK/IMNOPTEP, BKIOYAOUM BUMYCK CEpIid)
3MiHa Ha3BW KpaiHu BUpo6HvKa 13, 6e3 3MiHM micus
BUPOGHMLTBA. 3MiHV BHECEHI [0 IHCTPYKLT ANns
MEeAMYHOro 3aCTOCyBaHHSA MikapCcbKoro 3acoby y po3gin
"Micue3HaxomkeHHs BUPOOHMKa Ta agpeca Micus
NPOBAaKEHHS Or0 Aisi/IbHOCTI", 3 BiANOBIAHNMMN 3MiHAMM
[0 TEKCTY MapKyBaHHS yNakoBKyv NiKapCbKoro 3acoby.
3MmiHu | TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KOpoTkili XxapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS Ha NiAcTasi peryisapHo
OHOB/tOBAHOIO 3BITY 3 6e3neku nikapcbKkoro 3acoby, abo
nocnigpkeHb 3 6e3neky 3acTocyBaHHS NikapCbKoro 3acoby
B nicnsipeecTpauiinnii nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 OCNiKEHb, NPOBEAEHNX BiANOBIAHO A0 NaaHy
negiatpuyHnx gocnimpkerb (PIP) (3MiHy y3rompkeHo 3
KOMNETeHTHUM YNOBHOBaXEHVUM OpraHom) 3MiHN BHECEHI
[0 IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ginu "OcobnmneocTi 3acTocyBaHHs", "Mo6iuHI
peakuii" BiANOBIAHO 4O OHOBMEHOT iHhopMaLji Wwoao
6e3nekun [it4voi peqyoBuHN. 3MiHK | TUNY - AgMIHICTPaTUBHI
3MiHW. 3MiHa Ha3BW NiKapCbKOro 3acoby - 3MiHV BHECEHI
LLIOA0 Ha3BW Nikapcbkoro 3acoby: 3aTBepaKeHo:
BnokMAKC BlokMAX; 3anponoHoBaHo: BnokMAKC
BIokMAX®. 3MmiHu | Tvny - 3MiHuK Woa0
6e3nekn/edeKTBHOCTI Ta hapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucTuL,i NikapCbKOro 3acoby, TeKCTi
MapKyBaHHS! Ta IHCTPYKUiT A1 MEAMYHOr0 3aCTOCYBaHHS
Ha nigcTaBi perysisipHo OHOBJ/IKOBAHOIO 3BIiTY 3 6e3neku
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCcToCyBaHHS NiKapcbKoro 3acoby B nicnsapeecTpauiiHnii
nepiog, abo sk pe3ynbTar OLiHK/ 3BiTYy 3 AOC/iAKEHb,
npoBefeHnX BiANOBIAHO A0 MiaHy negiaTpuyHmX
pocnigpxeHs (PIP) (3MiHY y3rompkeHo 3 KOMNETEHTHUM
YMNOBHOBaXEHUM opraHoM) 3MiHV BHECEHI A0 IHCTPYKLiT
AN MeAnYHOro 3acToCyBaHHA NiKapCbKoro 3acoby y
po3ginu "OcobnmBOCTI 3acTocyBaHHs", "Cnoci6
3acTOCyBaHHSA Ta A03u" BignoBiAHO [0 OHOB/EHOT
iHchopmawii Wwoao 6e3nekun Ailo4oi pevoBrHN. 3MiHW | Tuny
- 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili xapakTepucTui
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHs Ha niAcTasi perynsapHo
OHOB/IOBAHOTO 3BITY 3 6e3neku NikapcbKoro 3acoby, abo
JocnigpKeHb 3 6e3nekn 3acTocyBaHHS NikapCbkoro 3acoby
B nicnsipeecTpaLiinuii nepiog, abo sk pe3ynbTaTt OLiHK/
3BITY 3 JOCNIAKEHb, NPOBEAEHNX Bi4NOBIAHO 40 NNaHy
negiatpuyHunx gocnimpkerb (PIP) (3MiHy y3romkeHo 3
KOMNETeHTHUM YNOBHOBAXEHVNM OpraHom) 3MiHN BHECEHi
[0 IHCTPYKLT 418 MeAUYHOro 3aCTOCyBaHHA NiKapcbKoro
3acoby y po3ain "MNobivHi peakuii" BiaNoBigHO A0
OHOBJ1EHOT iHdhopMaLii Woao 6e3nekn AilYol peyoBUHU.
3Minn | TURY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHI [0 TEKCTY
MapKyBaHHS YNakoBK/ NiKapCbKOro 3acoby: OHOB/IEHHS
TEKCTY MapKyBaHHSA 3 foAaBaHHAM oAnHULG Sl.

37.

BPUNbAHTO
BUN .
SENNIEHN

PO34MH AN
30BHILUHLOrO
3acToCyBaHHs,
cnupToBuii 1 %; no 10
M1 abo 20 mny
onakoHax; no 20 mny
chnakoHax-
KpanenbHULAX

MPAT
"®ITOPAPM"

YkpaiHa

MPAT "®ITOPAPM"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais:
3MiHM | TNy - 3MiHK 3 AKOCTi. FTOTOBUIA NiKapcbkuii 3aci6.
3MiHN Yy BUPO6HMLTBI. 3MiHa po3mipy cepii (Bk/IoUaoun
JianasoH po3Mipy cepii) roTOBOro fikapCcbKoro 3acoty
(3meHLweHHA fo 10 pasiB) - BBeeHHA A04aTKOBOIO
po3mipy cepii MN3.
3anponoHoBaHo: 300 kr (mo 10 mn y donakoHi — 33161 don.,
no 20 mn y donakoHi — 16580 don.); 500 kr (no 10 mny
dhnakoHi — 55235 don., no 20 mn y donakoHi — 27618 dn.)

6e3
peyenma

UA/8012/01/01

38.

BPY®EH®

rpaHynu wunydi no
600 mr 30 cawe B
KapTOHHI KopoobLi

ABGOTT
Nab6opaTtopi3
m6X

HimeuunH
a

A66BI C.p.n.

ITania

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTkilii XxapakTepucTuui

nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeJMYHOr0 3aCTOCYBaHHS Ha NiAcTasi perynspHo
OHOBJOBAHOTO 3BITY 3 6e3neku NikapcbKoro 3acoby, abo
JocnifpkeHb 3 6e3neky 3acToCyBaHHS NikapCbKoro 3acoby
B nicnsipeecTpaLiinuii nepiog, abo sk pe3ynbTaTt OLiHK/
3BITY 3 JOCNiIAKEHb, NPOBEAEHMX BiANOBIAHO A0 NNaHy
negiatpuyHux gocnimpkerb (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHUM YNOBHOBaXXEHVIM OPraHoM) - 3MiHW
BHECEHO A0 po3giny "Ocob/MBOCTi 3aCTOCYBaHHS"

3a
peyenmom

UA/13154/02/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

IHCTPYKUIT 4719 MEAUYHOTO 3aCTOCYBaHHS NikapCbKoro
3acoby 3rijHO 3 OHOBJ/IEHO iHChopMaLjiEto 3 Ge3neku
(PekomeHpauii PRAC/201784/2020). BBeAeHHS 3MiH
NpOTArom 6-T1 MicALIB MiC/1A 3aTBEPMXEHHS. 3MiHu | Tuny
- 3MiHK 3 AKocTi. CepTudikaT BignosigHoOCTI/IE-cepTudikaT
BiZiNOBIAHOCTI €Bponelicbkilt hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOBIEHOrO cepTuddikaTa
BiANoBIAHOCTI ab0 BUTYYEHHs cepTudikaTa BignosigHOCTI
€sponelicbkili hapmakonei: gns A®Il; ansa BuXigHOro
matepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; A8 LONOMIKHOT
peyoBUHM (cepTUdikaT BiANOBIAHOCTI EBpONechbkili
thapmakone’) - OHOBMEHUIA cepTudikat Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - 3aBHUKOM MPOMOHYETHLCS
OHOB/EHUIA cepTuchikaT BigNoOBIAHOCTI EBpoONeiChkiii
thapmakonei R1-CEP 2000-087-Rev 03 (3aTBepAKeHO:
R1-CEP 2000-087-Rev 02) ons A®l — ibynpodeHy — ans
3aTBepAxeHoro BupobHrka BASF Corporation, USA.
3MmiHu | TUNY - 3MiHK 3 skocTi. CepTuddikat
BignosigHocTI/IE-cepTudikar BignosigHOCTI €Bponeiichkii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTudpikaTa BignosigHOCTI EBponeiickkilt hapmakonei:
ana A®l; ans BuxigHoro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPVUCTOBYHOTLCS Yy BUPOOHNLTBI ADI; ans
[0NOMDKHOT peyoBUHU (cepTudikaT BigNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHNl cepTudikaT Bif
yXe 3aTBeppKeHOro BUpo6HUKa - NofaHHA OHOBIEHOTO
cepTtudikaTa BignosigHOCTI EBponelickkiit hapmakonei Ne
R1-CEP 1996-061-Rev 13 (3atBepmkeHo: R1-CEP 1996-
061-Rev 12) ans pitoyoi pevosuHu Ibuprofen Big Bxe
3aTBEPAKEHOrO BUPOBHMKA 3i 3MiHOIO Ha3BU BUPOGHMKA
(3aTBEpAXEHO: Strides Shasun Limited, India;
3anponoHoBaHo: SOLARA ACTIVE PHARMA SCIENCES
LIMITED, India). 3miHu | TMny - 3miHK 3 sikocTi. CepTudikar
BiANOBIAHOCTI/ME-cepTudhikaT BignoBigHOCTI E€BpoNecbkiii
thapmakonei/mMmoHorpadii. NogaHHs HOBOro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUMYYEHHS
cepTudpikaTa BignoBigHOCTI EBponeiicbkiii hapmakonei:
ona A®l; ansa BuxigHoro martepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Yy BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBrHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkii hapmakonei) - OHoBIeHWA cepTudikaT Big,
yXe 3aTBep)KeHoro BUpo6HUKa - NofaHHA OHOBIEHOTO
cepTudcpikaTa BignosiaHOCTI EBponeiickbkiii hapmakonei Ne
R1-CEP 1996-061-Rev 14 ans gitoyoi peyosuHu Ibuprofen
Bif, BXe 3aTBepxeHoro supo6Hnka SOLARA ACTIVE
PHARMA SCIENCES LIMITED, India.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
39. BPY®EH® rpaHyv Wwunysi no AGGOTT HimeuunH AG66BI C.p.n. ITanisa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/13154/02/01
600 mr 30 cawe B Na6opaTopis a 3MiHM | TUNy - 3MiHKU WoA0 6e3nekn/edekTMBHOCTI Ta peyenmom
KapTOHHIlA KOpO6L 6X hapmakoHarnagy (iHwi 3MiHK) - 3MiHN BHECEHO B
HCTPYKLiO 415 MeIMYHOrO 3aCTOCYBaHHS /iKapCbKOro
3acoby Ao po3ainiy "MobiuHi peakuii” 3rigHo 3
pekomeHgauisvmm PRAC (EMA/519625/2020).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPMKEHHA. 3MiHU | TUNY - 3MiHK LWOAO
6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi 3miHu) -
3MiHW BHECEHO B HCTPYKL,iIO A4/15 MENYHOrO 3aCTOCYyBaHHS
nikapcbkoro 3acoby Ao posginiy "OcobnmBocTi
3acTocyBaHHa" 3rigHO 3 pekomeHgauismn PRAC
(EMA/201784/2020). BBeaeHHS 3MiH NpOTArom 6-tu
MicALiB Nic/1A 3aTBEPAKEHHS.
40. BANEPIAHU KopeHeBuLa 3 TOB YkpaiHa MeiicoH Kutaii BHECEHHS 3MiH A0 peecTpaLiiHux maTtepiasis: 3miHu | Tuny - UA/9828/01/01
KOPEHEBULL, | kopeHaMK "Cymudpitocpap (NiaHwnyHranr) K., - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
A3 (cy6CTaHuif) y Miwkax Mauis" nra. azpecy Micus NPoBaKEHHS Aisi/IbHOCTI BUPOGHMKA
KOPEHAMA noninponineHoBnx 4ns (Bknrovaroun, 3a HeobXiAHOCTI, MicLie NPOBeAEHHS
thapmaLeBTUYHOro KOHTPO/II0 AIKOCTI), a60 BnacHuka macTtep-ghaiina Ha Adl,
3acTocyBaHHs a6o noctavasibHuKa AdIl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYIOTbCA Y BUPOOHULTBI A®I (AKLWO 3a3HAYEHO Y
[0CbE Ha flikapcbkuii 3acib) 3a BigCcyTHOCTI cepTudikata
BiANOBIAHOCTI €Bponeiickkili hapmakonei y
3aTBEpPXEHOMY [10CbE, 60 BMPOGHMKA HOBOI JOMOMDKHOI
PEYOBUHM (SKLLO 3a3HAYEHO Y [10CbE) - 3MiHa aapecu
BMpO6HUMKa AP| (BanepiaHy KOpeHeBuLLA 3 KOPEHAMN )
MevicoH (NliaHnyHraHr) K., /1Ta., Kutaii, 6e3 3miHn Micus
BMpPOGHULITBA
41. BANIbMNPOKO | Tabnetku, BKpUTI TOB "ACIHO YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a UA/2169/01/02
M 500 NNiBKOBOO YKPAIHA" 3MiHM | TUny - 3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta peyenmom
XPOHO 060/10HKOI0, hapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuLj
MPOJIOHroBaHoI Aji No nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
500 wmr; no 10 MeANYHOro 3aCTOCYBaHHSA
TabneTtok y 6nictepi; reHepUYHNX/TibpraHNX/6ionoAi6HNX Nikapcbkmx 3aco6iB
no 1 a6o 3 6nictepu B nicns BHECEHHN Tiel camoi 3MiHU Ha ped)epeHTHWI
KapTOHHIi navui npenapar (3miHa He NOTpebye HafaHHsA XOLAHUX HOBUX
[0[aTKOBUX AaHWX) - 3MiHW BHECEHO [0 po3finis
"®apmakonorivyHi B1acTMBOCTI" (4ONOBHEHHS iHchopMmal,ii),
"MpoTunokasaHHA" , "B3aemMopis 3 iHWMMUN NiKapCbKUMu
3acobamu Ta iHWi BUAKW B3aemogiii", "Ocob1mMBocCTi
3acTocyBaHHs", "3acTocyBaHHs y nepiog BaritTHocTi abo
rofyBaHHs rpyaar” (4ONOBHEHHS iHpopmadii), "3aaTHiCTb
BM/IMBATW Ha LUBMAKICTb peakLii Npu KepyBaHHI
aBTOTpaHCcnopToM abo iHWMMKM MexaHismamu', "Cnocié
3acTocyBaHHA Ta 031" (YTOUHEHHS Ta JONOBHEHHS
iHdbopmawii), "AiTn" (yTouHeHHs iHchopmadi),
"Mepepo3yBaHHs", "Mob6iyHi peakuii” BiANOBIAHO A0
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
OHOBJIEHOT iHhopMaUil pedhepeHTHOro npenapaTty [enakiH
XpoHo 500 mr, TabneTku BKpUTi 060/TOHKOIO,
NPO/IOHroBaHoI fAii. BBeAeHHs 3MiH NpoTsArom 3-x micsuis
nicns 3aTBepKEHHS.
42, BA/IbCAPIA TabneTtku, BKPUTI CaHpo3 CnoBeHis Bupo6bHMuTBO "in IcnaHis/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/14686/01/01
NiBKOBOO dapmacbloTikan bulk", nakyBaHHs, CnoseHis/ TMny - AAMIHICTpPaTVBHI 3MiHM. 3MiHa Ha3BW NiKapCbKOro peyenmom
060n0Hkot0, No 80 Mmr: 3 4.4, TeCTyBaHHS: LlBeiiuapis 3acoby -
no 14 tabneTtok y Hosapric 3miHa Toprosoi Ha3su 13 3aTBepxeHo: BAJICAPTAH
6nictepi; no 2 dapmaneBTUka CAHOO3® VALSARTAN SANDOZ® 3anponoHOBaHo:
6nicTepy y KapTOHHIl C.A., IcnaHis; BA/IbCAPIA
Kopobui Bunyck cepii: VALSARIYA BBefeHHs 3MiH NpoTAromM 6-t1 micsLiB nicns
Nex 3aTBEPL)KEHHSA.
dapmMaLeBThYHa
KoMnaHia 4.4.,
CnoBeHisi;
TeCTyBaHHS:
Consiac Al’,
Llseiuapis
43. BA/IbCAPIA TabneTkun, BKPUTI CaHpos CnoseHis Brpo6HMuTBO "in Icnanis/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/14686/01/02
NiBKOBOO dapmacbloTikan bulk", nakyBaHHs, CnoseHis/ TMny - AAMIHICTpPaTVBHI 3MiHM. 3MiHa Ha3BW NiKapCbKOro peyenmom
060n0HkKot0, No 160 3 4.4, TeCTyBaHHS: LBeiiuapis 3acoby -
Mr: no 14 TabneTok y Hosapric 3miHa Toprosoi Ha3su 13 3aTBepaxeHo: BAJICAPTAH
6nictepi; no 2 dapmaueBTUka CAHOO3® VALSARTAN SANDOZ® 3anpomnoHoBaHo:
6nicTepy y KapTOHHIl C.A., IcnaHis; BA/IbCAPIA
Kopobui Bunyck cepii: Jlek VALSARIYA BBefeHHsi 3MiH NpoTAromM 6-t1 micsliB nicns
dapmavesTnyHa 3aTBEPLKEHHS.
KomnaHia a.4.,
CnoseHis;
TECTYBaHHS:
Consiac Ar’,
Leiiapis
44, BAP®APUH- Tabnetku no 2,5 wr, TOB "ACIHO Ykpaina TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/5747/01/01
»C no 10 Tabnetok y YKPAIHA" peyenmom
Gnicrepi, no 1, 3 a6o 3MiHM | TUNY - 3MiHK 3 AKOCTI. FOTOBUIA NikapCbKMii 3aci6.
10 6nicrepi y nauui 3 KOHTPO/Ib FOTOBOTO IKAPCHLKOro 3aco6y (iHLwi 3MiHN) -
KapToHy OHOBJ/IEHHS BXe 3aTBEPPKEHNX METO/iB KOHTPO/O SIKOCTI
NiKapcbKoro 3acoby, a caMe BUKIafEeHHSA TEKCTY
[ep>XaBHOI0 MOBOIO 3ri4HO Cy4YaCHNX BUMOT.
45, BAP®APUH- Tabnetku no 3 mr, no TOB "ACIHO YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/5747/01/02
»C 10 TabneToK y YKPAIHA" CrapT", YkpaiHa peyenmom
Gnictepi, no 1, 3 a6o 3MiHW | TUNY - 3MiHK 3 AIKOCTI. FTOTOBWIi NiKapCLKUiA 3aci6.
10 6nicrepi y nauui 3 KOHTPO/b rOTOBOTO IKAPCBLKOro 3aco6y (iHLwi 3MiHN) -
kapToHy OHOBJIEHHS BXE 3aTBEPKEHUX METO/iB KOHTPOSIIO AKOCTI
NiKapCcbKoro 3acoby, a caMe BUKIafEeHHs TEKCTY




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

Aep>XXaBHOK MOBOKO 3ri,qu Cy4aCHUX BUMOT.

46.

BEH/TIA®AKC
NH

Tabnetkn no 75 mr no
10 TabneTok y
6nicTepi; no 3
6nictepn y nauui 3
KapToHy

MpAT
"TexHonor"

YkpaiHa

MpAT "TexHonor",

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis:
3MiHM | TUNy - 3MiHK WoAo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTKili XapakTepucTui

nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MEeAUYHOro 3aCToCyBaHHA Ha MNifgcTaBi perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mekn Nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3neky 3acTocyBaHHS NikapCbKoro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ynbTart OLiHKM
3BITY 3 JOCNiAKeHb, NPOBEAEHMX BiANOBIAHO A0 NNaHy
negiatpuyHux gocnimpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOB&XXEHVM OPraHOM) - 3MiHV BHECEHI
[0 IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYyBaHHS NiKapCbKOro
3acoby y po3ginm "OcobanBoCTi 3aCTOCyBaHHA",
"3acTocyBaHHS y nepiog BariTHOCTi abo rogyBaHHs
rpyaato”, "TobivHi peakwyii” BigNoBigHO A0 OHOBEHOT
iHbopmaii 3 6e3neku Ajitoyoi pevyoBUHU. BBeaeHHS 3MiH
npoTArom 6-T1 MicALiB Nicns 3aTBepPAKEHHS

3a
peyenmom

UA/15569/01/01

47.

BIBABOH

cupon no 120 mny
onakoHax Ne 1

XepbioH
MakncTaH
MpaiiBeT
Nimitepn,
MakncTaH

MakncTtaH

XepbioH MakuctaH
MpaiieT JimiTeq,
MakucTtaH

MakncTtaH

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:

3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy - BHeCEHHsi 3MiH [0 po3ainy
«MapkyBaHHa» MKA 13
3anponoHoBaHo: MapkyBaHHs. 3rigHO 3aTBEpKEHOro
TEKCTYy MapKyBaHHs. OHOBIEHHS TEKCTY MapKyBaHHs
yNakoBKM NiKapCbKOro 3acoby 3 BHECEHHAM iHchopmaii
00 3a3HaYeHHS OAVHWLbL BUMIPIOBaHHSA Yy cucTemi Sl

6e3
peyenma

UA/10786/01/01

48.

FEKOBEH

PO34MH A8 iHdysili
no 200 mn, a6o no 250
mn, abo 400 mn, abo
no 500 MmN y naswkax

MpuBatHe
akuioHepHe
TOBapUCTBO

"IHdpy3ia"

YkpaiHa

MNpuBatHe
akuioHepHe
TOBapUCTBO

"IHgpy3isa”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux martepianis:

3MiHU | TUMY - BHECEHHA HE3HAUYHMX 3MiH 40 MEeTOAMNKM

BM3HauyeHHa A®I Figpokcmetunkpoxmass 130/0,4 3a n.
«KoegpiyieHT C2/C6» (Ph. Eur., 2.2.28), y 3B'A3Ky 3

BBEAEHHAM B eKcr/lyaTaLito HOBOT OANHNL 06nagHaHHs, a

came ra3osoro xpomarorpada sMpo6HuLTBa "Agilent";
3MiHM | TUMNY — BHECEHHS! a/TbTepPHATUBHOI METOANKN
KOHTPO/O 3a NokasHUkoM «MosekynsipHa Maca Ta

MONEeKYNAPHO-MacoBuii posnogin» (Ph. Eur., 2.2.30) A®I
Figpokcnetnnkpoxmasb 130/0,4

3a
peyenmom

UA/11511/01/01

49,

FEMUUTABIH
"EBEBE"

KOHLieHTparT Ans
PO34nHy ANs iHdys3ii,
40 mr/mn no 5 mn (200
mr), abo no 25 mn
(1000 wr), a6o no 50
M1 (2000 mr) y

EBEBE ®apma
lec.m.6.X.
Hdpr.KI

ABCTpis

EBEBE ®apma
Fec.m.6.X. Hopr. KI

ABCTpis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUNYy - 3MiHK Woao0 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTui

nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeAUYHOro 3aCToCyBaHHA Ha NigcTasi perynsipHo
OHOBJIOBAHOIO 3BITY 3 6e3Mneku /TikapcbKoro 3acoby, abo

3a
peyenmom

UA/10475/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
thnakoHi; no 1 JocnigpKeHb 3 6e3nekn 3acTocyBaHHS NikapCbkoro 3acoby
(h/1aKOHY B KapTOHHii B nicnsipeecTpaLiinuii nepiog, abo sk pe3ynbTaTt OLiHK/
KopoobLi 3BITY 3 JOCNIAKEHb, NPOBEAEHMX Bi4NOBIAHO 40 NNaHy
negiatpuyHunx gocnimpkerb (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHUM YNOBHOBaXXEHVM OPraHoMm) - 3MiHW
BHECEHO 10 IHCTPYKLi 415 MeANYHOr0o 3acTOCyBaHHSA
nikapcbKoro 3acoby Ao po3zinis "OcobnmsocTi
3acTocyBaHHA" Ta "Mo6iYHI peakui’™ BignNoBigHO A0
OHOB/EHOT iH(hopMaLii 3 6e3neky 3acTocyBaHHS Aitloyol
peyoBuHW. BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsALiB nicns
3aTBEPAKEHHS
50. FEHOTPOMIH | nopoluok MPANIEP IHK. CWA NOBHWI LMK Benbrisi/ BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/11798/01/01
® niochinizoBaHuin Ta BMPOGHMLITBA, HimeuunHa 3MiHM | TUny - 3MiHK WoAo0 6e3nekn/edekTMBHOCTI Ta peyenmom
PO3YMHHWK ANA BUMYCK cepii: dhapmakoHarnsgy - 3MmiHM BHECEHO B TEKCT MapKyBaHHS
PO3UnHYy A5 iH'EKUIA Mdpaizep yNakoBKM NikapcbKoro 3acoby. BeeAeHHs 3MiH NpoTarom 6-
no 16 MO (5,3 mr); 1 MeHtochekvypyHr TV MicSILiB Nicns 3aTBepKeHHS
nonepegHL0 Benbris HBP,
HarnoBHeHa pyuka, Lo Benbris;
MicTTb 1 BMPOGHULITBO in
[BOKaMepHuii bulk, kKOHTpoNb
KapTpuax (nepegHs AKOCTI, NepBUHHE
kamepa 3 NopOLLKOM nakyBaHHs: BeTep
Ta 3a4HA kamepa 3 Papma-dPepTUryHr
PO34YMHHMKOM Mo 1,14 'mM6X i Ko. KT,
M (M-Kpe3os, MaHiT HimeuunHa
(E 421), Boga ansa
iH'EKLLiN)), Y KAPTOHHIN
kopobui; 1
nonepegHLo
HarnoBHeHa pyuka, Lo
micTuTb 1
[BOKaMepHuii
KapTpuax (nepegHs
Kamepa 3 NopOLLKOM
Ta 3a4HA Kamepa 3
PO34YMHHMKOM Mo 1,14
M (M-Kpe3os, MaHiT
(E 421), Boga ansa
IH'EKLiN)), Y KAPTOHHIN
KopobLi 3i cTMKepoMm
51. FENTPAN® Tabnetku A660TT HimeuuunH A668i C.p.nN. ITanis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/6993/01/02
KMLLKOBOPO3YMHHI N0 NabopaTtopis a 3MiHM | TUNY - 3MiHW 3 SIKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom
500 mr no 10 6X 3MiHK Yy BUPOGHMLTBI. 3MiHa po3mipy cepil (Bk/I4atum
TabneTtok y 6nictepi; Jiana3oH po3mipy cepii) roToBOro ikapcbkoro 3acoby
no 2 6nictepu y (36inbLueHHs Ao 10 pasiB NOPIBHAHO i3 3aTBEPMKEHUM
KapTOHHIA KopoobLi pO3MipoM); BBEAEHHS 404ATKOBOro po3mipy cepii roToBOro
nikapcbkoro 3acoby. 3anponoHoBaHo: 220 kr (200,000
Tabnetok), 440 kr (400,000 TabneTok).
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
52. FIHINPAN PO34MH A8 iH'eKLiR, Takepa ABCTpis ABcTpist EAOXEC M'mbX ABcTpist BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/2845/01/01
10 Mkr/2 mn no 2 Mn B m6X AAMEL, ABcTpis peyenmom
amnysi; no S amnyn y (']DOBenquH’_' Tecty 3MiHV | TUNY - 3MiHK 3 SIKOCTI. FOTOBMIA NiKapCbKi 3aCi6.
KapTOHHii KopoGL CrepunbHicTe"); KOHTPO/b rOTOBOrO MiKapCLKOro 3acoby (iHLwi 3MiHW) -
Takepa AsCTpis OHOBJ/IEHHS BXEe 3aTBEPKEHNX METO/iB KOHTPO/O SKOCTI
FMGX, ABCTpis NIKapCLKOro 3acoby, a came BUKMAAEHHs TEKCTY
(BMpOGHNLTBO 32 [EPXABHOI0 MOBOIO 3TiIHO CyYacHUX BUMOT.
MOBHIM LIMK/IOM) BBefeHHs 3MiH NPOTAroM 6-Tu MicsALiB Nicns
3aTBEPAKEHHS.
53. rPUNro® Tabnetku no 4 KYCYM IHAjs KYCYM XENTXKEP IHAjs BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis: 3miHu | Tuny | Ne 4, Ne 10 UA/7630/01/01
Tabnetkn y 6nictepi, XENTXKEP MBT MBT NTA, - 3MiHu 3 SKoCTi. FOTOBMIA NiKapcbkuii 3aci6. 3MiHN y — 6e3
no 1 6nictepy y nTa BUPOGHMLTBI. 3aMiHa abo BBeAeHHA A0AATKOBOI AiNbHULL peyenma;
KapTOHHI/ ynakosLi; BMPOGHMLITBA A4/15 YACTUHM abo BCbOrO BYPOGHNYOTO Ne 100, Ne
no 4 Tabnetkm y npoLecy roToBOro Nikapcbkoro 3acoby (AinbHULSA, Ha SKi 200 - 3a
6nictepi, no 50 NpoBOAATLCA By/b-SAKi BUPOOHUYI cTagil, 38 BUHATKOM peyenmom

6nicTepiB y KAPTOHHIN
ynakosui; no 10
Tabnetok y 6nictepi,
no 1 6nictepy y
KapTOHHI ynakoBL,i;
no 10 TabneTtok y
6nictepi, no 10
6nicTepiB y KAPTOHHIl
ynakosLi; no 10
TabneTtok y 6nictepi,
no 1 6nictepy B
KapTOHHIA ynakoBL,,
no 10 KapTOHHUX
YMakKoBOK Y KapTOHHIi
Kopobui

BWMYCKY Cepiii, KOHTPOO SAKOCTi, NEPBUHHOTO Ta
BTOPWHHOTO MakKyBaHHS, A/19 HECTEPUIbHNX IKapPCbKUX
3aco6iB)

CynyTHS 3miHa
- 3MiHu 3 SKoCTi. FOTOBMIA NiKapcbkuii 3aci6. 3MiHN y
BUPOGHMLTBI. 3aMiHa abo BBeAeHHA A0AATKOBOI AiNbHULL
BMPOGHMLITBA A1 YACTUHM abo BCbOTO BYPOGHNYOTO
npoLiecy roToBOro NikapcbKoro 3acoby (AibHNLA Ans
NepBUHHOIO NakyBaHHs); 3MiHU 3 IKOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHU y BUPO6HMLTBI. 3amiHa abo
BBEAEHHSA A0AAaTKOBOI AiNbHULI BUPOGHMULTBA ANS
4yacTuHK abo BCbOro BUPOBHMYOro NpoLecy roToBoro
nikapcbKoro 3acoby (AinbHUUA 418 BTOPUHHOIO
nakyBaHHS) - BBE,EHHSA A0AATKOBOI AiNbHUL
BUpo6HUUTBa KYCYM XENITXKEP MBT NTA, MNnot Ne M-
3, IHgop Cnewen IkoHomik 3oyH, Peis-Il, Mitamnyp, AicT.
[xap, Magxbs Mpagew, MiH 454774, 1HAis; 3MiHy | Tuny -
3MiHK 3 siKOCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHM y
BMPOOHULTBI. 3MiHa iMNopTepa/3MiHK, L0 CTOCYIOTbCA
BUMYCKY Cepii Ta KOHTPOJIIO AKOCTi FOTOBOTrO NiKapCbKOro
3acoby (3amiHa ab0 fofaBaHHS BUPOOHMKA, LLLO
BiANOBIAAaE 3a BBE3EHHA Ta/abo BMMNYyCK cepil) -
Bk/toyaroum KOHTPO/b/BUNPOGYBaHHSA Cepii - BBEAEHHSA
[04aTKOBOT AinibHULI BUpo6HULTBA KYCYM XENTXKEP
MBT NTA, Mnot Ne M-3, IHgop Cnewwen IKoHOMiK 30yH,
deliz-1l, Mitamnyp, Aict. Axap, Magxba MNpageLw, MiH
454774, IHaist; 3MiHK | TUNY - 3MiHK 3 siKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. 3MiHN y BUPOOHMLTBI. 3MiHa po3mipy
cepii (Bk1OYaKOUM gianasoH po3mipy cepii) roToBOro
nNiKapcbkoro 3acoby (3MeHLweHHs 40 10 pasis) -3MiHa
po3Mmipy cepii roToBOro siikapcbkoro 3acoby - 100 000
TabNeTokK A58 A0AATKOBOI AifbHUL BUPOGHUUTBA KycyMm
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Xentxkep MBT /114, Mnot Ne M-3, Ingop Cnewen IKOHOMIK
3oyH, ®eiis-Il, Nitamnyp, dict. Axap, Magxbsa MpageLy,
Min 454774, IHgjsa
54. AE3O®PEMIH | TabneTtku, BKpUTI TOB "MIBE YkpaiHa mi6e Mmb6X HimeuunHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/17211/01/01
30 nNiBKOBOIO YKPAIHA" ApuHalimiTTens 3MiHK | TUNYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
o6onowkoto, no 0,03 thapmakoHarnsgy. 3MiHa y KOpoTkilii XxapakTepucTuui
mr/0,15 wr; no 21 nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
Tabnetuiy énictepi, Me[UYHOro 3acTocyBaHHA Ha NiacTasi perynspHo
no 1, a6o no 3, abo no OHOB/IOBAHOTO 3BITY 3 6e3nekn NikapcbKoro 3acoby, abo
6 6nicTepiB y JocnigpKeHb 3 6e3nekn 3acToCcyBaHHS NikapCbKoro 3acoby
KapTOHHIlA KOpooLi B nicnsipeecTpaLiiHuii nepiog, abo sik pe3ynbTaTt OLiHKM
3BITY 3 JOCNIAKEHb, NPOBEAEHMX Bi4NOBIAHO 4O NNaHy
negiatpuyHux gocnimpkeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETeHTHUM YNOBHOBAXEHVM OPraHoMm) - 3MiHW BHECEHI
[0 IHCTPYKLIT A48 MEAMYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ginu "MpoTtunokasaHHs", "B3aemogis 3
iHLIMMK NiKapcbKMKU 3aco6amMu Ta iHLi BUAY B3aeMOSiiA",
"Oco6nMBOCTI 3aCTOCyBaHHA" BifNOBIAHO [0 OHOBEHOT
iHchopmawii Wwoao 6e3nekun Ailo4oi peHoBVHN. BBEAEHHS
3MiH NPOTArom 6-Tu MicALIB MicAsa 3aTBEPKEHHS
55. AENAKIH TabneTkun, BKpUTI TOB "CaHodi- Ykpaina CAHO®I BIHTPOIN ®paHuisa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/10298/01/01
XPOHO® 300 | 060/10HKOH0, ABeHTIC IHOACTPIA TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenmom
Mr NPOIOHIOBaHOI Aji, No YkpaiHa" Ta/abo agpecun micLa NPOBaMKEHHS AisNIbHOCTI
300 mr; Ne 100 (50x2): BMpPO6HMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
no 50 Tabnetok y BK/IOYA0UM AiNbHUL BUMYCKy cepii abo micue
KOHTEliHepi, NpoBeAEeHHSA KOHTPOJIKO AKOCTI. (AiANbHICTb, 3a AKY
3aKPUTOMY KPULLIKOIO 3 BiANOBIAae BMPOGHMK/IMNOPTEpP, BKOYAOUM BUMYCK Cepiid)
BOJIOTOMNOININHAYEM,; 3MiHN BHECEHO B IHCTPYKLiO 415 MEANYHOTO
no 2 KOHTelHepn y 3aCTOCyBaHHS LLOA0 HAaliMeHyBaHHA Ta
KapTOHHI KopoobLi MiCLie3HaxoAKeHHS BUPO6HMKa 3 BiANOBIAHUMY 3MiHAMY Y
TEKCTi MapKyBaHHS yNakoBKW ikapCbKOro 3acoby.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuUiB nicas
3aTBEPMKEHHS
56. AENAKIH TabneTku, BKpUTI TOB "CaHodi- Ykpaina CaHodi BiHTpon PpaHuis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/10118/01/01
XPOHO® 500 | 060/0HKOt0, ABeHTIC IHaacTpia peyenmom
Mmr nponioHrosaxol Al no Ykpaina“ BUMPAB/IEHO TEXHIYHY MOMU/IKY B TEKCTI MapKyBaHHS.
500 mr; Ne30: no 30 BTopuHHa ynakoska: 3AMPOMOHOBAHO: 8. JATA
TabneTok y 3AKIHYEHHSA TEPMIHY MPULATHOCTI MpuaaTH. ao: 9.
KOHTEMHED!I, YMOBW 3EEPIFAHHSA 36epirati B opuriHaibHiii ynakosLi
3aKpUTOMY KPULLIKOKO 3 npu Temnepartypi He BuLle 25 ?C.
BOJI0rONOr/IMHauEM, B 11. HAUMEHYBAHHSA | MICLIE3HAXOI)KEHHA
KaPTOHHiIA KOpoBLi BUPOBHUKA TA/ABO 3AABHUKA Bupo6Huk: CaHodi
BiHTpon IHaacTpia
1, py ge na Bipx AMBAPE ET JIATPAB 33565 - KAPEOH
BNAH Cepiekc, ®paHujis MNepBrHHa ynakoska:
3AMNPOMNOHOBAHO
6. IHLLE 30 TabneTok, BKpUTUX 060SI0HKOH,
NPOMIOHrOBaHOI Aii. 1N NepopasibHOr0 3aCTOCYBaHHS.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
36epiratu y HegoCTynHOMY Ans AiTeld micui. 36epirati B
opwuriHasbHili ynakoBLji npyu Temnepartypi He Bule 25 ?C.
Mepep, 3acTocyBaHHAM Npenapary yBaxxHO npoynTaiTe
IHCTPYKLi0 419 MeANYHOro 3acTocyBaHHs. MikTorpama
BariTHOI XiHKW. 3a3HayeHe BUMNpaB/ieHHs BignoBsigae
apXxiBHMM MaTepiasiaMm peecTpauiiHoro Aocbe
57. AENAKIH® TabneTku, BKpUTI TOB "CaHodi- YkpaiHa CaHodi BiHTpon IcnaHis BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/2598/02/01
EHTEPIK 300 060/10HKOI0, ABeHTIC IHoacTpia, PpaHuis; PpaHuis 3MiHK | TUNYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
KMLLKOBOPO3YMHHI NO YkpaiHa" CAHO®I-ABEHTIC thapmakoHarnagy. BeegeHHs abo 3miHn [0 y3arasibHeHnX
300 mr Ne 100 C.A., IcnaHis AaHyx npo cuctemy chapmakoHarnsgy (BBeAeHHs
(10x10): no 10 y3arasibHeHUX AaHux nNpo cuctemy dpapmakoHarnsmy,
TabneTtok y 6nictepi; 3MiHa YyNOBHOBaXXEHOT 0CO6M, BiANOBIAaIbHOI 3a
no 10 6nictepiB y 3pjiicHeHHs hapMakoHars4y; KOHTaKTHOI 0cobu 3
KapTOHHIlA KOpooLi hapmakoHarnsgy 3asiBHUKa 15 34iiCHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOB&XEHOT 0c06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
thapMakoHarnagy (Bkiovaoumn KOHTaKTHI AaHi) Ta/abo
3MiHM Y PO3MILLLEHHI MacTep-dalinia cuctemu
thapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3asBHVKa, BiANOBIAA/IbHOT 3a hapMakoHarnsg.
MponoHoBaHa pefakuis: XogakiBcbka TeTsaHa
BauyecnasiBHa. 3MiHa KOHTAKTHWUX JaHUX YNOBHOBAXEHOT
0Cco6M 3as1BHYKA, BigNoBigabHOI 3a dhapMakoHarnsg.
58. AENO- cycneHsis ans M®ANIEP IHK. CLIA Mdpaizep Benbris BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiasis: 3a UA/0499/01/01
NMPOBEPA® iH’exuii, 150 mr/mn, no MeHtohekyypuHr 3MiHM | TNy - 3MiHa yMOB 36epiraHHs likapcbkoro 3acoby. peyenmom
3,3 Mn y donakoHi; no Benbris HB

1 donakoHy B
KapTOHHIA KopoobLi

3anponoHoBaHo fofaTu Ha BTOPUHHY YNakoBKy
nonepemkeHHs «36epirati hakoH y BEPTUKa/TbHOMY
MOSIOXKEHHI»; 3anponoHoBaHo: 36epirat Npu TemnepaTypi
He BuLe 25°C y HegoCTynHOMY A/1s AiTelt micui. He
3amMopoxyBaTtu. He oxonogxysatu. 3MiHU BHECEHO B
IHCTPYKUi0 4151 MeMYHOro 3acTocyBaHHA y p. "YMoBU
36epiraHHa" 3 BigNOBIAHMMM 3MiHAMK Yy TEKCTI MapKyBaHHS
yNakoBKM NikapcbKoro 3acoby. BeeAeHHs 3MiH npoTarom 6-
TW MICALB NiCNA 3aTBEPIXKEHHS; 3MiHW | TUNY - 3BY)XXEHHSA
NiMITY AN Noka3HuKa EHAOTOKCUHYM 3 «He binblue 2,3
EO/mMr» o «He 6inbwe 0,7 EO/Mr». BBegeHHs 3MiH
NPOTArOM 6-TW MICALB NIiCNA 3aTBEPMKEHHS; 3MiHW | Tuny -
3BY)EHHS NIMITY AN1A NokKa3HvKa 3arasibHa KinbkicTb
nomiwok 3 3,0 % A0 0,7 %. BeBeAeHHS 3MiH NpOTArom 6-Tu
MiCALiB NicNa 3aTBEPKEHHS; 3MiHM | TUNY - AOMNOBHEHHSA
cneumdikauii M3 Ha BUNYCK NOKa3HWKOM |aeHTudikavis
MeToA0M iHjpauepBoHOT abcopbuii 3rigHo @ CLUA
<197K> poAaTkoBO [0 3aTBEPAKEHOro nokasHuka
«lgeHTudbikauis MegpokcunporecTepoHy aLetaTy»
meTogom BEPX. BBefieHHs1 3MiH NpoTArom 6-T1 Micauis
nicns 3aTBeppkeHHs; 3MiHW | TUny - JONOBHEHHSA
cneumdikaLyii roToBOro NPoAyKTy Npu BUNYCKy Ta Ans
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n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

3acoby

TepMiHy 36epiraHHs NoKasHWKOM «Hainbinbwwii
HeBU3HaAYEeHW NPOAYKT po3nagy» Ta
«MeapokcunporecTepoH» y cknagi nokasHunka CynyTHi
fomiwkv. Ans MegpokcunporecTepoHy NPOMNoHYHTLCS
NiMiTV 3a3HaYeHi ANs Uiel JOMILLKKM B Aitovili pepakuii €Bp.
dapmakonei, To6To He 6Ginblue 0,7 %. Ana Haitbinbworo
HeBM3HAYeHOro NPOAYKTY po3nafy NPOnOHYHTLCA NiMITU
He GinbLue 0,2 %, Lo y3roaxeHo 3 Bumoramu ICH
Q3B(R2). BBeeHHs 3MiH NpOTArom 6-T1 MicsiLiB nicns
3aTBEPKEHHS; 3MiHM | TUNY - 3amiHa 3apeecTpoBaHol
MeToankn ans laeHTudikayii Ta KilbkicHOro BU3HaYeHHsi
aitoyoi pevoBunHy (TA5108) HOBOO pO3POG/IEHOD
MeTogukoro BEPX TM-8548A. 3anponoHoBaHa MeToauvKa
TM-8548A BrKOpUCTOBYE Ty camy meTtogonorito (BEPX),
LLIO | 3aTBEpAKEHA Ta AEMOHCTPYE CMNiBCTaBHi pe3y/bTaTu
3 MOPIBHAHHWMY NOKa3HUKaMu. BBeieHHs 3MiH NpoTArom
6-TN MiCALIB NicNA 3aTBEPMKEHHS; 3MiHM | TUNY - 3aMiHa
3apeecTpoBaHoi METOANKM A5 BU3HaUYeHHs1 CynyTHiX
pomiwok (TA5114 ta TAB436) HOBOW po3pobsieHo
meTtoamuko BEPX TM-8548A. 3anpornoHoBaHa MeToauka
TM-8548A BukopucToBye Ty camy meTogonorito (BEPX),
L0 | 3aTBEPLKEHA Ta [EMOHCTPYE CNiBCTaBHI pe3ynbTaru
3 MOPIBHAHHUMY NOKa3HUKaMu. BBeAeHHS 3MiH NpoTArom
6-TV MIiCALIB MiCNA 3aTBEPMKEHHS; 3MiHN | TUMY - 3aMiHa
METOAVKN AN1A BU3HAYEHHSA PO3Mipy YacTok 3rigHo dapm.
CLIA <776> ab0 <851> Ha BHYTPILLHi METOAUKN
GP0208/GP0210. BeeieHHS 3MiH NpOTArom 6-Tu Micauis
nicnsa 3aTBePMKEHHS; 3MiHW | TUNY - 3BY)XXEHHSA
LOMyCTUMUX MeX Y cneuudikauii M3 gns TepmiHy
NPUAATHOCTI 338 NOKa3HWKOM «KiflbkiCHE BU3HAYEHHS»;
3anponoHoBaHo: 142,5-157,5 mr/mn 95 %-105 %.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
3aTBEPMKEHHS; 3MiHN || TUNY - BUNYYEHO SKiCHe Ta
KifIbKiCHE BM3HAYEHHS AOMNOMIXHOT PEYOBUHN
nponisinaparigpokcmbeHsoar 3i cnewudikallii Ha BUNYCK,
OCKi/TbKM [JOMOMDKHA peYOBMHA BUKOPUCTOBYETHLCA AK
CyCrneHAyloua peyoBrHa B /likapCbkomy 3acobi, a He Ak
KOHCepBaHT. BBeAeHHs 3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPMKEHHS; 3MiHN || TUNY - BUNYYEHO SKiCHe Ta
KifIbKiCHE BM3HAYEHHS AOMNOMIXHOT PEYOBUHN
MeTuanaparigpokcnbeHsoar 3i cneumaikaL,ii, OCKisibkn
[OMNOMDKHA peYvoBMHA BUKOPUCTOBYETLCS SIK CyCneHAayova
peyoBMHa B J1iKapCbKOMY 3ac00i, @ He SIk KOHCepBaHT.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
3aTBEPKEHHS

UA/15632/01/01

59.

LIEPKACT®

pO34uH N8 iHQy3ild;
no 100 mn a6o 200 mn

B NAAwWLi; no 1 nagwui

TOB "tOpis-
Papm”

YkpaiHa

TOB "tOpis-®apm”

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
TUny - AAMIHICTPaTMBHI 3MiHU. 3MiHA HaliMEHYBaHHSI

Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI

3a
peyenmom
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

y nayui; no 100 mn
a6o 200 mny
KOHTeliHepi
noniMmepHomy

BMPOGHMKa/iMnopTepa roToBoro JlikapcbKoro 3acoby,
BK/IOYAK0UM AiNbHUL BUMYCKY cepii abo micue
NpoBefEeHHS KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK Cepiid)
3miHa agpecu Bupo6Huka MN13 TOB «HOpis-®apm», 6e3
3MiHV MicL BUPOGHMLTBA. 3MiHN BHECEHO B IHCTPYKLiitO
4N MeNYHOTo 3aCTOCYBaHHSA LLIOAO MiCLE3HAXOMKEHHS
BMPOGHMWKA 3 BiANOBIAHUMY 3MiHAMU Y KOPOTKIiA
XapakTepucTuLi Ta B TEKCTI MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby. BBeAeHHs 3MiH NPOTArom 6-Tu
MicALiB nicns 3aTBepKeHHs. 3MiHK | Tuny - 3MiHW Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3mMiHn)
BHeceHHs 3MiH go po3giny “MapkyBaHHsA" MKA N13:
3arBepaxeHo: MapkupoBska lNpunaraertcs.
3anponoHoBaHo: MapKyBaHHS. 3rifHO 3aTBEPA)KEHOIO
TEKCTY MapKyBaHHA. OHOBMEHHSI TEKCTY MapKyBaHHS
YyNaKoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHhopmavii
LLI00 3a3HaYEHHS OAMHULb BUMIPIOBAHHS y cucTemi Sl.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS

60.

AEPMOBENT

™

Kpem 0,05 %; no 25ry
Ty6i, no 1 Ty6i B
KapTOHHIA ynakoBL,i

nakcoCwmiTKns
H Ekcnopt
Nimitepn

Benvka
BputaHis

nakcoCmiTKnsaiH
PapmacboTVKan3

C.A.

Monbwa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:

3MiHuM Il TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMU AaHVMU 3
AKOCTI, AOK/TIHIYHUMU, KNIHIYHUMW JaHUMY Ta AaHUMK 3
thapmakoHarnsgy - 3MiHM BHECEHO B iHCTPYKLil0 Ans
Me[MYHOro 3aCTOCYBaHHS JlikapcbKoro 3acoby Ao po3ginis
"Oco6umBocTi 3acTocyBaHHA" Ta "Mo6ivHI peakuii”.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS

3a
peyermom

UA/1600/02/01

61.

LEPMOBENT

™

Ma3b 0,05 %, no 25ry
Ty6i, no 1 Ty6i B
KapTOHHIA ynakoBL,i

nakcoCmiTKns
H ExcnopTt
Nimiteq,

Benvka
BputaHis

nakcoCmiTKnsiiH
PapmacboTrKan3

C.A.

MonbLa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:

3MiHM Il TUny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuLi
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeAMNYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM JAaHUMU 3
AKOCTI, AOKNIHIYHUMU, KNIHIYHUMW JaHUMK Ta faHUMA 3
hapmakoHarnagy - 3MiH1 BHECEHO B IHCTPYKLiO A/1s
Me[MYHOro 3aCTOCYBaHHS likapcbKoro 3acoby Ao po3ginis
"OcobnmBoCTi 3acTocyBaHHA" Ta "lMo6ivHi peakuii” .
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuUiB nicas
3aTBEPMAKEHHS

3a
peyenmom

UA/1600/01/01

62.

ANNPUBAH

eMy/bCist Ans iHAY3ii,

AcneH ®apma

IpnaHgis

Bupo6HuK "in bulk",

ITanis/

BHECEHHS 3MiH A0 peecTpaLiiHuX maTtepiasis: 3miHu | Tuny

3a

UA/11592/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep

n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o

3acoby yrnakoska) nocsi0O4YeHHs1
10 mr/mn no 20 mn B TpeWgiHr nakyBaHHs1, Benwvka - 3MiHM 3 SKoCTi. FO0TOBMIA NiKapcbkuii 3aci6. 3MiHN y peyenmom
amnyni; no 5 amnyn y Nimitepn BUPOGHUK, BpuTaHis BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHK, L0 CTOCYHOTLCA
KOHTYPHIIn YapyHKOBIlA BiANOBIgaNbHMIA 3a BWMYCKY Cepii Ta KOHTPOJ/IK0 SKOCTi FOTOBOrO NiKapCbKoro
ynakosui; no 1 KOHTPO/Ib AKOCTi Ta 3acoby (3amiHa abo AoaaBaHHsA BUPOOHNMKA, L0
KOHTYPHili YapyHKOBIi BUNYCK cepil: BiANOBiAae 3a BBE3EHHSA Ta/abo BUMNYCK cepil) -
YNakoBLi Y KapTOHHiiA KopgaeH ®apma Bkntoyaroun KOHTponb/BUNpobyBaHHSA cepii. [logaBaHHA
kopobui; no 50 mny CoujeTa' Mep A3ioHi, hYHKLii «BUPOGHWK, BiANOBIAA/IbHNI 38 KOHTPO/Ib AKOCTI
dhnakoHi; no 1 ITanis; Ta BUMYCK Cepii» [0 BXe 3aTBEPLKEHNX PYHKLA:
hnakoHy 3 BMPOGHUK, Bupo6Huk "in bulk", nakyBaHHs Anst BUpobHuka M3
yTprMyBayeMm y BiANOBigaIbHUI 32 KopaeHn ®apma Coujeta' MNep A3ioHi, ITanis. 3miHn
KapTOHHilA KopooLi BUNYCK cepil: BHECEHO B iIHCTPYKLiIO 419 MeAUYHOro 3aCTOCyBaHHsA
AcTtpa3eHeka HOK 00 HaliMeHyBaHHSA Ta MiCLLe3HaX0MKEHHSA BUPOGHMKa
NimiTen, Benvka (mopaBaHHSA BUPOGHYMKA) 3 BiAMOBIAHMUN 3MIHAMU Y TEKCTI
BpuTaHia MapKyBaHHs YNakoBKyW fikapcbkoro 3acoby. BeegeHHs
3MiH NPOTAroM 6-TW MicsLiB nicns 3aTBepAKEHHS. 3MiHu |
UMy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS
Ta/abo agpecu MicLa NPOBaKEHHS AisNbHOCTI
BMpPOBHMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
BK/IO4A0UM AiNbHUL BUMYCKY cepii abo micue
NpoBeAEeHHA KOHTPOJIKO AKOCTI. (LiSNbHICTb, 3a AKY
BiANOBIAaE BMPOGHMK/IMNOPTEP, HE BK/THOYAKOYN BUMYCK
cepiii). 3MiHa Ha3BM Ta agpecu BUpo6HuKa M3, 6e3 3miHu
Micus BUPO6HMLTBA. BBEAEHHSA 3MiH MPOTAroM 6-Tu
MiCAUIB MiCNA 3aTBEPKEHHSA. 3MiHu | TNy -
AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo
agpecu Micua NpoBaKeHHS AisNbHOCTI
BMpPOBHMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
BK/IO4A0UM AiNbHUL BUMYCKY cepii abo micue
NpoBeAEeHHA KOHTPOJIKO AKOCTI. (LiSNbHICTb, 3a AKY
BiANOBIAAE BUPOGHMK/IMNOPTEP, BKOYAOUN BUMYCK
cepiii). 3miHa agpecy BMpobHuka 13 Actpa3eHeka HOK
Niviten, Benuka BpuTaHist (BUpo6HYK, BiaNoBiganbHNii 3a
BUMNYCK cepil), 6e3 3MiHW Micus BUPOOHULTBA. 3MiHN
BHECEHO B iHCTPYKL,tO 419 MEAMYHOIO 3aCTOCYyBaHHSA
L1040 MicLle3HaxXo4KeHHs1 BUpoOHUKa 3 BiANOBIAHUMY
3MiHaMW y TEKCTI MapKyBaHHS yNakoBKMN NiKapCbKoro
3acoby. BBegeHHs 3MiH NPOTAromM 6-Tu micsLiB nicns
3aTBEPAKEHHS.

63. ANDIKNIP TabneTkn, BKPUTI Actennac Higepnax Actennac ®apma HigepnaHamn BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/14497/01/01
N1iBKOBOIO dapma tOpon an lOpon B.B., KaHaga 3MiHM | TUMY - aAMIHICTPaTVBHI 3MiHU. 3MiHa peyenmom
060/10HKO10, N0 200 B.B HigepnaHan HalilMeHyBaHHs1 Ta/abo agpecu MicLsa NPoBafXeHHS
mr; no 10 TabneTok y (nepBuHHe Ta LisiNIbHOCTI BUPO6OHMKa (BK/IHOYaK0UK, 3a HEOOXIAHOCTI,
6nicTepi; no 2 a6o 10 BTOPUHHE MicLie NpoBeAeHHS KOHTPOJII0 SKOCTI), abo BnacHuka

6nicTepiB y KAPTOHHIl
nauuj

nakyBaHHS, BUNYCK

cepii); MaTeoH IHK.
(TPO), KaHapa

(BUpo6HMLTBO bulk)

MacTep-chaiina Ha A®l, abo nocTavanbHMKa
Adl/BnxigHoro matepiany/peareHTy/NPOMiIKHOIO NPOAyKTY,
LLIO0 3aCTOCOBYIOTLCA Y BUPOOHULTBI A®| (AKLLO 3a3Ha4YEHO
y [lOCbE Ha nikapcbkuii 3acib) 3a BifCYTHOCTI cepTudikata

BiANOBIAHOCTI €Bponeiickkili hapmakonei y
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3aTBEPKEHOMY [10CbE, 60 BMPOOHMKA HOBOI JOMOMDKHOI
PEYOBYMHM (SKLLO 3a3HAYEHO Y [OCbE) - BHECEHHS 3MiHU [0
po3giny 3.2.S.2.1. Bupo6Huk(n), a came: 3miHa agpecu
BMpo6HuKa AP (digakcomiuwmH) Biocon Limited, India, 6e3
3MiHM MicLA BUpO6HMLTBA: 3anponoHoBaHo: Park Site
(Park, Site 2) Plot Nos. 2,3,4 &5 Phase IV Bommasandra-
Jigani Link Road Bommasandra Post Bengaluru India —
560 099
64. AONrT® renb, 50 mr/r no 20 r [Jonoprit Tm6X i HimeuunH BAB IHCTUTYT HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 6e3 UA/4117/02/01
FENb abo no 50 r, abo no Ko. KI a ririeHn Ta 3MiHM | TUny - 3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta peyenma
100 r B Ty6i, no 1 Ty6i 3a6e3neyeHHs hapmakoHarnsgy. 3mMiHa y KOpoTkili XxapakTepucTuLi
B KapTOHHIi kopo6Lyi akocTi FM6X, nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT Ans
Himeyunna MeAMYHOro 3aCTOCYBaHHS Ha NiAcTasi peryisapHo

(KOHTpOSb cepii
(mikpobionoriyHi
BMNPOGYBaHHS));
'BA ®dapma M'vbX,
HimeuunHa
(koHTpOsb cepii
(piznyHMIA/XIMIYHNIA)
); Donoprit FTM6X i
Ko. KT, HimeyunHa
(BUPOGHMLTBO
Hepo3dgacoBaHo|
NpoAyKLii, NnepBuHHe
Ta BTOPVHHE
nakyBaHHs1,
KOHTpOsb cepii,
BMnyck cepii); Ap.
Talicc HarypBapeH
mM6X, HimeuwunHa
(BUPOGHMLTBO
Hepo3dgacoBaHO|
NpoAyKLii, NnepBuHHe
Ta BTOPVHHE
nakyBaHHs); [p.
Taiicc HatypBapeH
'mM6X, HimeuunHa
(nepBuHHe Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/b cepii);
MikpobBionori
Kpemep M'v6X,
HimeuunHa
(koHTpoOsb cepii
(mikpo6ionoriyHi
BMNPo6yBaHHs))

OHOBJtOBAHOIO 3BITY 3 6e3neku nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3neky 3acToCyBaHHS NikapCbKOro 3acoby
B nicnsipeecTpauiinuii nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 OCNiKEHb, MPOBEAEHNX BiANOBIAHO A0 NAaHy
neaiatpnyHux gocnigpkens (PIP) (iHwWi 3mMiHW) - 3MiHK
BHECEHO A0 IHCTPYKLIT 419 MeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby Ao po3ainis "Cnocié 3acTtocyBaHHA Ta
Ao3n" Ta "MobiuHi peakuii” BigNOBig4HO A0 OHOBEHOT
iHchopMmauii 3 6e3nekn 3acTOCyBaHHS NMiKapcbKoro 3acoby.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
3aTBEPKEHHS.




64

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
65. AOCTUHEKC | ta6bnetku no 0,5 wr; MOANIEP IHK. CLIA Mdpaizep ITanisa ITanisa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/5194/01/01
no 2 aéo no 8 C.p.n. 3MiHM | TUNY - 3MiHW BHECEHO A0 IHCTPYKLii A8 MeAu4Horo |  peyenmom
TabneTok y oNakoHi; 3aCcTOCyBaHHSA NMikapCcbkoro 3acoby A0 po3ainy
no 1 dpiakoHy B "Oco6nMBOCTI 3aCTOCYBaHHA" BiANOBIAHO A0
KapTOHHIlA KopooLi pekomeHpauili PRAC EMA. BBefeHHs 3MiH NpoTsArom 3-x
MiCALIB MiCNA 3aTBEPKEHHSA
66. AYTACTEPU kancynv TBepgi, 0,5 3eHTiBa, K.C. Yecbka BMPOGHMLITBO Icnanis/ BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHa 3a UA/18219/01/01
AT mr/0,4 mr; no 30 a6o Pecny6nik NPOMIXXHOro PymyHis 3asBHUKA (BNacHMKa peecTpaliiHoro noceigyeHHs) (3rigHo |  peyenmom
90 kancyn B NAALILL; a NPOAYKTY - M'AKUX Haka3y MO3 Big 23.07.2015 Ne 460) 3miHn BHeceHo B
no 1 naawuyi y XeNnaTnHoBMX IHCTPYKUiO AN MeAMNYHOTo 3aCTOCYBaHHSA /liKapCbKOro
KapTOHHI navui Kancyn Ta 3aco0y Wo0 HaliMeHyBaHHS 3asBHUKa (Y p. «M06iyHi
BMPOGHMLTBO N3, peakLii» BHECEHO iH(hopMaL,ito MPO KOHTaKTHI AaHi B
nepBrHHE Ta NOBIAOM/IEHHAX MPO MiA03pHoBaHi NO6IYHI peakuii).
BTOpPUHHE BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
nakyBaHHs, 3aTBepAKEHHS. 3MiHK | Tuny - 3MiHu Wwoao
KOHTPO/b SKOCTI, 6e3nekn/edheKTMBHOCTI Ta chapmakoHarnsgy. BeegeHHs
BiAnoBiganbHUIA 3a ab0 3MiHM [0 y3ara/ibHeHVX AaHnX Npo cuctemy
BMNYCK cepil: hapmakoHarnsigy (BBeAEeHHs y3araslbHEHUX faHWX Npo
NABOPATOPIOC cucTemy hapmakoHarnsgy, 3MiHa ynoBHOBaXXeHoi ocobu,
NNEOH ®APMA C.A,, BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
Icnanis; KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
BMPOGHMLITBO 3AjiCHeHHs hapmakoHarsay B YKpaiHi, SKLLo BoHa
NPOMIXXHOro BiMiHHA Bif, YNOBHOBaXEHOI 0Cco6W, BignoBigabHOI 3a
NPOAYKTY - rpaHyn 3[jicHeHHs hapmakoHaraay (BKIYakoun KOHTaKTHI AaHi)
TamcynosvHy 3 Ta/abo 3MiHM y po3MiLLeHHi MacTep-chaiina cuctemu
MoandiKkoBaHUM thapmakoHarnagy) 3miHa ynoBHOBaXXEHOT 0COBM 3asBHUKA,
BVBI/IbHEHHSM, BiANOBIAa/IbHOI 3a hapmakoHarnsg. [iroya pegakuis:
KOHTPO/b SKOCTI: CopiHa JfliaHa Mato / Sorina Liana Paiu, MD. lMponoHoBaHa
C.K. 3BEHTIBA C.A,, pegakuis: iogmuna ®ininosa, MD / Ludmila Filipova, MD.
PyMmyHis; KOHTpOsb 3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI 0Co6M,
SKOCTI BiANOBIAa/IbHOI 3a hapMakoHariag. 3MiHa KOHTaKTHUX
(anbTepHaTUBHUIA): [aHNX KOHTaKTHOI 0C06M YNOBHOBaXXEHOT 0CO6U 3asBHNKA,
NNABOPATOPIO BiANOBIAa/IbHOI 3a hapmakoHarag B YkpaiHi. 3MiHa
EUEBAPHE, CA, MiCLe3Hax0MKeHHs1 MacTep-aiina Ta noro Homepa.
IcnaHis; BUPOGHMK, 3MiHa MicLs 34iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
BiANOBiAabHNI 3a thapmakoHarnagy.
BTOPVIHHE
nakyBaHHs
(anbTepHaTVBHWIA):
MAHAHTIAN
IHTEIPA, C./1.10.,
Icnanis
67. EBKABA/I®6 NMopoLIoK AN ecnapma M'v6X HimeuuunH Nivpodapm Mm6X HimeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/16272/01/02
00 CALUE OopasibHOro Po3ynHy no a BUNPAB/IEHO TEXHIYHY NMOMU/IKY B TEKCTI MapKyBaHHS. peyenma

600 mr; no 31 B cawe;
no 10, a6o no 20, a6o
no 50 cawe B

3AMPOMNOHOBAHO: 3. MEPEJIK AOMOMBPKHNX
PEYOBWVIH. lonomixHi pe4yoB/HU: caxaposa,
apomMaTtu3aTop anesibCUHOBWi, KPEMHIO fliokeua,
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KapTOHHI ynakoBsL,i KONOigHWI 6€3BOAHWIA, KNCMOTa BUHHA, HaTPIlo X/1opug
3a3HayeHe BUNpaB/IeHHA BiANoBigaEe apXiBHAM
marepiasiaM peecTpauiiHoro f1ocke

68. EHBPEN® PO34MH A5 iH'EKLN, Mdpaiizep CLIA Baer Benwvka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu |1 3a UA/16786/01/01
50 mr/mn, 4 EiAy.Ci.Mi. dapmaceyTukanic, BpuTaHis/ TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
nonepegHe0 KopnopeiwH Benvka BpuTtaHis HimeuunHa/ | chapmakoHarnsgy. BHeceHHsi abo 3miHa(n) 40 3060B'A3aHb
HarnoBHEHiI LWNpULM No (MapkyBaHHS, Ipnangis/ Ta YMOB BuAaui peecTpauiiiHoro NocBig4eHHs, BK/IoYaoum
0,5 mn (25 mr) a6o no nakyBaHHs, BUMYCK Benbris MnaH ynpasniHHA py3nKamMu (3aCTOCyBaHHSA 3MiH(1), ski(a)

1 mn (50 mr), abo 4
nonepegHL0
HanoBHeHi pyykm no 1
M (50 mr), 4 TamMnoHn
3i cnupTtom y
nnacTyKoBoMy
KOHTenHepi;
N1acTUKOBUIA
KOHTEliHep y
KapTOHHI Kopobui

cepii roToBoro
nikapcbkoro
3acoby); Betep
Papma-PepTuUryHr
v6X & Ko. KT,
HimeuunHa
(BMPOGHMLTBO i
KOHTPO/Ib SIKOCTI
niKapcbKoro 3acoby
B nonepeaHs0
HarnoBHEHWX
wnpuuax); Betep
Papma-PepTuUryHr
v6X & Ko. KT,
HimeuunHa
(BisyanbHwuit
KOHTPO/b
nonepeaHLo
HarnoBHEHWX
wnpuuis); Betep
Papma-dPepTUryHr
Mv6X & Ko. KT,
Himeyunna
(Bi3yanbHuiA
KOHTPO/1b
nonepegHL0
HanoBHEHWX
LUNPULIB; KOHTPO/Tb
AKOCTI NiKapCcbKoro
3acoby B
nonepegHL0
HarnoBHEHWX
wnpuuax); Betep
Papma-PepTuUryHr
v6X & Ko. KT,
HimeuunHa
(BisyanbHwui
KOHTPO/b
nonepeaHLo
HarnoBHEHWX

BMMaratTb(€) NOAASIbLLOTO 06I'PYHTYBAHHS HOBNMM
[00aTKOBUM AiaHNMK, Lo MatoTb HagasaTuca
KOMNETEHTHUM OpraHoM, OCKi/IbK BUMaraeTbCs CyTTeBa
OLliHK& KOMMETEHTHUM OpraHom) - 3assBHUKOM HafaHo
OHOBJ/IEHUIA N1aH yNpaBiHHA pu3nkamun Bepcia 7.4. 3MiHu
BHECEHO /10 BCiX YaCTWH Yy 3B'A3KY 3 A0AABaHHAM NUTaHHA
3 6e3nekn WoA0 BigCyTHLOI iHchopMalLlii, 3 OHOBIEHHAM
iHchopmawii Wwoao nicnapeecTpauiiHnx foCAigXeHb,
BUAaIeHHAM iHdhopMaLii Npo npobsiemu 3 6e3nekn
BiANOBIAHO A0 pekomeHAauin Guideline on good
pharmacovigilance practices (GVP) Module V — Risk
management systems (Rev 2), a TakoX Yy 3B’A3ky 3
BHECEHAM 3MiH B JOAATKOBI 3aX04M 3 MiHiMi3aL,ii pu3uKiB.
3MiHV BHECEHO B iHCTPYKLIT 419 MEANYHOrO 3aCTOCyBaHHSA
nikapcbKoro 3acoby Ao po3ziny "Cnocib 3acTocyBaHHsA Ta
[031" y 3B'A3Ky 3 OHOB/IEHHSAM iHdhopmauii B MNnaHi
ynpasiHHA pu3vikamu. BBeieHHA 3MiH NpOTArom 6-Tu
MiCALIB MiCNA 3aBTEPOXKEHHS.




Ne Hasga

dopma sunycky

3asBHUK

66

n/n JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

69.

EHBPENI®

PO3YMH ANS iH'EKLIINA,

Mdpaiizep

CLUA

LUMPWLB; KOHTPO/Ib
AAKOCTI JTiKapCbKOro
3acoby B
nonepegHL0
HanoBHEHNX
wnpuuax); Betep
Papma-PepTUryHr
v6X & Ko. KT,
HimeuunHa
(BizyasnibHui
KOHTpO/b
nonepegHL0
HarnoBHEHWX
LUNPWLiB; CKNadaHHs
i TeCTyBaHHSA
nonepegHLo
HaMoBHEHWX PYYOK);
Mdpaiizep IpneHg,
dapmaceyTukanic,
IpnaHgisa (KoHTposb
SIKOCTi JTiKapCbKOro
3acoby B
nonepeaHLo
HarnoBHEHWX
wnpuuax); Mdaiizep
MeHtohekyypuHr
Benbris HB, Benbria
(BMPOGHMLTBO
nikapcbKkoro 3acoby
B nonepegHs0
HarnoBHEHWX
LUNpMLAXx, KOHTPOSb
SIKOCTi JTiKapCbKOro
3acoby B
nonepeaHLo
HarnoBHEHWX
wnpuuax, Kpim
TecTy "bioaHani3
anonTosy";
CcKnafaHHs i
TecTyBaHHS
nonepegHL0
HarMoBHEHVX PYYOK;
MapKyBaHHS,
nakyBaHHS, BUNYCK
cepil rotoBoro
nikapcbKoro 3acoby)

nocsio4YeHHs

Baet

Benvka

BHECEHHS 3MiH 10 peecTpaviiiHux maTtepianis: 3MiHu |

3a

UA/16786/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
50 mr/mn, 4 Eiy.Ci.Mi. dapmaceyTumkanc, BpuTanis/ TUny - 3MiHK WoAo 6e3nekn/edpekTBHOCTI Ta peyenmom
nonepegHL0 KopnopeiLuH Benvika bpuTtaHis HimeyuunHa/ thapmakoHarnagy (iHwi 3MiHn) - 3MiHY BHECEHO [0
HanoBHEHI LWINPULM N0 (MapkyBaHHS, Ipnangis/ IHCTPYKLUIT ANA MEANYHOrO 3aCTOCYBaHHS JliKapCbKOro
0,5 mn (25 wmr) abo no nakyBaHHs, BUMYyCK Benbris 3aco6y Ao posginy "Mob6iyHi peakuii" BigNoBigHO A0

1 mn (50 mr), a6o 4
nonepegHLo
HanoBHeHi pyuku no 1
M (50 mr), 4 TamMnoHn
3i cnupToMm y
nnacTyKoBoMy
KOHTEliHepi;
nnacTukoBuii
KOHTEliHep y
KapTOHHilA KopooLi

cepii rotoBoro
niKkapcbkoro
3acoby); Betep
Papma-dPepTUryHr
6X & Ko. KT,
Himeyunna
(BUPOBHMLTBO i
KOHTPO/Ib AKOCTI
nikapcbKoro 3acoby
B nonepeaHLo
HanoBHEHWX
wnpuuax); Betep
Papma-dPepTUryHr
6X & Ko. KT,
Himeyunna
(Bi3yanbHuiA
KOHTPO/b
nonepegHLo
HanoBHEHNX
wnpuuis); Betep
Papma-PepTUryHr
v6X & Ko. KT,
HimeuunHa
(BizyasnibHui
KOHTpO/b
nonepeaHLo
HarnoBHEHWX
LUMPWLB; KOHTPO/b
SIKOCTi NTiKapCbKOro
3acoby B
nonepeaHLo
HarnoBHEHWX
wnpuuax); Betep
Papma-dPepTUryHr
6X & Ko. KT,
Himeyunna
(Bi3yanbHuiA
KOHTPO/b
nonepegHLo
HanoBHEHWX
LUNPULIB; KOHTPO/b
AKOCTI NiKapCbKOro
3acoby B
nonepeaHbLo

pekomeHgauii PRAC EMA. BeeeHHS 3MiH npoTaromM 6
MicALIB MiCNA 3aTBEPAYKEHHS.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

HarnoBHEHWX
wnpuuax); Betep
Papma-PepTUryHr

v6X & Ko. KT,
HimeuunHa
(BisyasibHuit
KOHTPO/b
nonepeaHLo
HarnoBHEHWX
LUNPUWLiB; CKNadaHHs
i TecTyBaHHS
nonepegHL0

HarMoBHEHWX PYYOK);
Mdpaiizep IpneHp,
dapmaceyTukanic,

IpnaHgis (koHTpONb
SAAKOCTI JTiKapCbKOro

3acoby B
nonepegHLo
HanoBHEHWX

wnpuuax); Mdaizep
MeHtodekuypuHr
Beneris HB, benbris
(BpPO6GHMLTBO
nikapcbKoro 3acoby
B nonepeaHLo
HanoBHEHWX

LUNpULAX, KOHTPOSIb

AAKOCTI JTiKapCbKOro
3acoby B
nonepegHLo
HanoBHEHNX
Lwnpuuax, Kpim
TecTy "BioaHanis
anonTosy";
CKnagaHHs i
TecTyBaHHsA
nonepeaHLo

HaMoBHEHNVX PYYOK;

MapKyBaHHs,
nakyBaHHS, BUNYyCK
cepii roToBoro
niKkapcbKoro 3acoby)

70.

EHTUBIO®

MOPOLLIOK A5
KOHLeHTpaTy ans
pO34nHy ANns iHdysil
no 300 mr; NOPOLLIOK
[N KOHUeHTpaTy Ans

Takepna Papma
AlIC

[JaHis

BMpo6HULUTBO /13
Ta nepBuHHe
nakyBaHHs:
Xocnipa, IHk., CLUA,;
BMPO6HMLUTBO N3,

CLia/
ITanis/
ABcTpisi/
Benuka
BpuTanis/

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu |

TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS

Ta/abo agpecy 3asiBHMKa (B/lacHUKa peecTpaviiiHoro
NoCBigYEHHS)

3a
peyenmom

UA/15405/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

pO34nHy A8 iHdysii y

dhnakoHi; no 1
pNakoHy 3 MOPOLLKOM
Y KapTOHHIli kopoobLi

KOHTPO/Tb AKOCTI
cepit:
"CTepunbHICTL",
"MexaHiuHi
BK/THOYEHHSA",
nepBuHHe
nakyBaHHS:
MateoH Itanis
C.M.A., ITanis;
BTOPVIHHE
nakyBaHHS Ta [03BiN
Ha BUMYCK cepii:
[Jencapm Hosapa
C.p.n., Itanis;
Takepa ABCTpIst
M6X, ABCTpis;
KOHTPO/Tb AKOCTI
cepii:
KoaHc Jlabopatopi3
NimiTen, Benvka
BpwuTaHis;
KOHTPO/Tb AKOCTI
cepit:
"CTepwbHICTL" Ta
"BakTepiasbHi
E€HAO0TOKCUHKN":
Bikxem labopatopi3
NimiTen, Benvka
BpuTaHis;
KOHTPO/Ib AKOCTI
cepii: "BUsHa4yeHHs
3B'A3yBaHHA":
Yapnb3 PiBep
Na6opaTtopis
HimeyunHa MméX,
HimeuunHa,;
BMPOGHMLTBO 13,
KOHTPO/Tb AKOCTI
cepii, NnepBuHHE
nakyBaHHS:
Takena
PapmachbloTikan
KomnaHi f1T4., Xikapi
naaHT, AnoHis

HimeuunHa/
AnoHis

71.

SNHEPUT®

MOPOLUOK A/151
MPUroTyBaHHS

pO34uHy ans
30BHILLIHLOrO

NNIEO dapma A/IC

[Janis

Actennac ®apma
tOpon B.B.,
HigepnaHaw;

JIEO dapma A/C,

HigepnaHgm
/

[aHia

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHU 3

AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTPOb roToBOrO

niKkapcbKoro 3acoby. 3MiHa y MeToAax BUNpobyBaHHS
rOTOBOIO JIiKAPCbKOro 3acoby (He3HayHa 3MiHa y

6e3
peyenma

UA/4359/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3acTocyBaHHs; 1 [OaHis 3aTBEPKEHNX MeToAax BUNpoGyBaHHS). 3MiHU

nNacTvKoBuii oNakoH
"A" 3 NOPOLLKOM
(epuTpomiunHy 1,2 1
Ta LUMHKy auertarty
aurigpary,
MikpoHi3oBaHoro 0,36
r) 4Ns NPUroTyBaHHA
PO34unHy Ans
30BHILUHBOrO
3acTocyBaHHs, 1
nnacTvkoBuii oNakoH
"B" 3 pO34YNHHUKOM
(avwizonponin cebakar,
eTaHon 6e3BoAHUIA)
no 30 mn Ta annikatop
(kpywka ans
NPUroTyBaHHs
nikapcbkoi hopmu Ta
[l03yBaHHsA
O[EPXKAHOTO PO3UUHY)
Y KapTOHHIli kopoobLi

aHaNiTMYHOT METOAMKU 3a NoKasHUKaMu «laeHTudikauis»
Ta «KiNbKicHe BU3HAYEHHS» [OMOMDKHOI PEYOBUHW €TaHOos
meTogom X (Mpo6onigroToBka, yMoBU
XpomarorpadyBaHHs, hopMyn po3paxyHky) Ans
BMPOGHUYOI AinbHULi JIEO ®apma A/C, [laHis. 3MiHu
oo 6e3nekn/edeKTUBHOCTI Ta dpapmakoHarnsagy (iHwi
3MiHK). 3MiHK A0 po3ainy «MapkyBaHHs». OHOBNEHHS
TEKCTYy MapKyBaHHS ynakoBKM NiKapCbKoro 3acoby 3
BHECEHHSM iHthopMalLii LLoA0 3a3HaYEHHST OANHULB
BMMIpIOBaHHA y cuctemi Sl.
3MiHu 3 sKocTi. A®I. CTabinbHicTb. 3MiHa nepiogy
NMOBTOPHMX BMNpOGyBaHb/nepiogy 36epiraHHs abo ymoB
36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEpAXEHOMY [0ChE
cepTudpikaTa BignosigHocTi €EBponelickkili hapmakoneri,
LLIO BK/THOYAE Nepiog NOBTOPHOro BUNpobyBaHHS) (nepiog,
NOBTOPHOro BUNpo6yBaHHA/Nepios 36epiraHHs) -
36inblUeHHs abo BBeAEHHS nepiogy NOBTOPHOMO
BMNpoGyBaHHs/ nepiofy 36epiraHHs Ha OCHOBI pe3ysbTaTiB
nocnimkeHb y peasibHOMY Yaci. 36iMbLlUeHHS nepiogy
NOBTOPHOTO BUNPOBYBaHHA ANS Ait040i PEHOBUHMN LIUHKY
aueTtaTy gurigparty Bif Bupo6Huka Laboratorium Ofichem
B.V., HigepnaHamn Ha OCHOBI pe3y/nbTaTiB AOCNiLKEHb Y
peasibHOMY Yaci (3aTBepmxeHo: 12 micAuis;
3anponoHoBaHo: 24 micsaus). 3MiHu 3 sKocTi. [oToBMiA
nikapcbkuii 3aci6. CucteMa KoHTelHep/3aKynopoBasibHUM
3aci6. 3miHa hopmu abo po3mipy KoHTeliHepa um
3aKynoprBasIbHONO 3aco6y (MepPBUHHOT yMakoBKM)
(HecTepunbHi Nikapcbki 3acobu). 3MiHW Y cucTemi
3aKynopku hnakoHy A5 PO3UMHHMKA, a caMe: 36iMbLUIEeHHS
PO3MipiB pi3b6U A58 FBUHTOBOI KPULLKN Ta do/1akoHy Ha 2
MM (3aTBEpXEHO: BUCOTa Pi3bOu rBUHTOBOT KpULLKK 5,6
MM; BUCOTa pPi3bbun hNakoHy A58 PO3UUHHMKA 5,7 MM;
3anpornoHoOBaHO: BUCOTA Pi3bOU IBUHTOBOI KPULLKK 7,6 MM;
BMCOTA Pi3bby hriakoHy A5 PO3UMHHUKA 7,7 MM). 3MiHM 3
AKOCTI. FoTOoBUIA Nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbKkoro 3acoby. 3MiHa y MeToAax BUNpoGyBaHHS
rOTOBOrO /iKapCbKOro 3acoby (He3HauyHa 3miHa y
3aTBEPKEHNX MeToAax BUNpPobyBaHHS). 3MiHK
aHaniTMYHOI MeToAMKM 3a MokasHMKamu «laeHTudikayis»
Ta «KinbKicHe BU3HAYEHHS1» [OMOMDKHOI PeYOBUHN
Avisonponin cebakaty metogom BEPX (npo6oniarotoska,
YMOBM XpomarorpadyBaHHs, 0opMy v po3paxyHKy) 45
BUPOGHMYOT ainbHuui JIEO ®apma A/C, [aHis.
3MiHu 3 sikocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo foNyCTUMUX MEX FOTOBOIO
nikapcbKoro 3acoby (40N0BHEHHs cneuudikauii HoBUM
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NoKa3HUKOM 3 BifMNOBIAHUM METOAOM BUMPOGYBaHHS).
[lonoBHEHHS y po3Ain «Po34mHHKK» cneumdikauii MN3
nokasHukom «MikpobiosioriyHa YMcToTa» i3 BUSHAUYEHO
NepioAUYHICTIO — MOBHWI KOHTPOJIb BUKOHYETBLCS Ha KOXHIl
10 cepii abo npuHaiiMHi Ha 1 cepii KoXHi 6 micaujB,
3a/1eXHO Bif, TOrO, WO € YyacTilwmM. KOHTPOb nokasHuka
NPOBOAMUTLCA TiIbKU HA BUPOGHWUIl AinbHMLi IEO dapma
AJC, [JaHisi. 3MiHM 3 AKOCTIi. F0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/b AONOMDKHUX peyoBUH. 3MiHa Y MeTofax
BMNPOBYBaHHA JOMOMDKHOI PEYOBUHMW (HE3HAYHI 3MiHN Y
3aTBEPMKEHNX METOAaX BUNPOGYBaHb). 3MiHN METOANKM
BMNPOGYBaHHA [OMOMDKHOI PEYOBUHMW AWi30onNponin
cebakaTy 3a nokasHukamu «lgeHTudikauis» ta «KinbkicHe
BU3Ha4YeHHs» meTtogom BEPX ans sBupobHuka JIEO
dapma A/C, [laHia (ymoBy xpomaroLupadysaHHs,
npo6onigrotoska, hopMyny po3paxyHky). 3MiHU 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHU Y BUPOOHULTBI. 3MiHN Y
npoveci BUPOOHULITBA FOTOBOTO NiKapCbKOro 3acoby,
BK/THOHAK0UM MPOMDKHWIA NPOAYKT, L0 3aCTOCOBYETHLCS NpU
BMPOGHULITBI FOTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHN).
3MiHN y npoveci BUpobHULTBa ANa aganTauil
TEXHOMOrYHOro npouecy Ao 061a4HaHHA HOBOTO
BMpobHuKa JIEO dapma A/C, JaHia, a came Bigbynacb
3amMiHa iNbTPa, L0 BUKOPUCTOBYETLCS A1 AOMNOMIKHOI
peyoBuHM eTaHon 3 0,2 MkM Ha 70 MKM. 3MiHU 3 SIKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHU Y BUPOOHULITBI. 3MiHN Y
npoveci BUPOOHULITBA FOTOBOrO NiKapCbKOro 3acoby,
BK/THOHAK0UM MPOMDKHWIA NPOAYKT, L0 3aCTOCOBYETLCS NPU
BMPOGHULITBI FOTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHN).
3MiHN y npoveci BUpobHULTBa ANa aganTauil
TEXHOMOrYHOro npouecy Ao 061a4HaHHA HOBOTO
BMpoGHMKa JIEO dapma A/C, [laHisi, a came npu
BMPOGHWLTBI MOPOLLKY 3MEHLLEHO 3arasibHuli yac
nepemilyBaHHs (3 53 xB Ha 20 xB). 3MiHW 3 SKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. 3MiHNM Yy BUPOOHULTBI. 3MiHa
iMnopTepa/3aMiHn, LLIO CTOCYIOTLCSA BUNYCKY cepii Ta
KOHTPO/II0 SIKOCTi FOTOBOrO JliKapCbKOro 3acoby (3amiHa
abo fgofaBaHHA BUPOGHMKA, WO BiANOBILAE 3@ BBE3EHHSA
Ta/abo Bunyck cepii) - Bkntovyatroum
KOHTpONb/BMNPOGYBaHHSA cepii. BBeaeHHs
aflbTepHaTUBHOrO BMPOOHYKA, BiANOBIfa/IbHOTO 3a BUMYCK
cepii, BKNoYarum KOHTpob fkocTi JIEO dapma A/C,
[JaHis. 3MiHM BHECEHO B IHCTPYKUitO 4151 MeAUYHOT0
3aCTOCyBaHHS LLOAO0 HaliMeHyBaHHA Ta
MiCLie3HaxX0MKEeHHS BUPO6HMKA 3 BIANOBIAHUMY 3MiHAMU Y
TEKCTi MapKyBaHHS yNakoBKW /iKapCbKOro 3acoby. 3miHu 3
AKocTi. FO0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHULITBI.
3amiHa abo BBefeHHS [,04aTKOBOI AifIbHULi BUPOOHULTBA
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[N51 YaCTVHM abo BCbOro BUPOBGHNYOro NpoLLeCcy roToBOro
nikapcbKoro 3aco6y (finbHULS, Ha SiKili NpoBOAATLCSA
6y b-AKi BUPOGHWYI CTagii, 38 BUHATKOM BUMYCKY Cepil,
KOHTPOJTHO SIKOCTi, NEPBUHHOIO Ta BTOPUHHOTO NakyBaHHS,
[N HECTEPUIIbHUX NiKapCbKNX 3ac06iB). BBeAeHHS
aNbTepHaTMBHOIO BUPOGHMKA, BiANoBifabHOMo 3a
BMPOG6HMLTBO in bulk IEO ®apma A/C, [aHis. 3miHu 3
sKocTi. FoTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHULITBI.
3amiHa abo BBeEeHHSA [04aTKOBOI AiNIbHULi BUPOOHULTBA
[N51 YaCTVHM abo BCbOro BUPOBGHMYOro NpoLLecy roToBoro
nikapcbKoro 3acoby (AiNbHULA ANs NEPBUHHOIO
nakyBaHHs). BBefileHHA asibTepHaTUBHOIO BUPOOHNKA,
BiZJNOBIAa1IbHOrO 3a NepBuHHe nakyeBaHHs JIEO ®dapma
AJC, [aHisi. 3MiHM 3 AKOCTi. F0TOBWIA Nikapcbkuii 3aci6.
3MiHM Yy BUPO6HUMLITBI. 3amiHa abo BBEAEHHA [0AaTKOBOI
AiNbHULI BUPOBHMLTBA A1 YacTuHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapcbKoro 3acoby
(AiNbHULA ANA BTOPUHHOIO NakKyBaHHS).
BBefleHHs1 anbTepHaTUBHOTO BUPOBGHNKA, BiAMNOBIAa/IbHOIO
3a BTOpUHHe nakyBaHHA JIEO ®apma A/C, [aHis.
AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOOHNYOT AinbHUL
(Bkntovaroun AinbHuL ans APl NpoMiXKHOTO NpoaykTy abo
roToBOro NikapcbKoro 3acoby, AiNbHULI A8 NPOBEAEHHS
nakyBaHHs1, BAPOOHWKa, BifNOBifa/IbHOTO 3a BUMYCK Cepild,
MicL,e NpoBeAeHHS KOHTPO/IO cepil) abo nocTavanbHyKa
BMXIZAHOrO MaTepiany, peareHTy abo A0MOMDKHOI
PEYOBUHM (SKLLO 3a3HAYEHO Y A0CLE). BunyyeHHs
BMPOGHMKA Ait0U0T peHOBUHN epuTpoMiLmHy Abbott
Healthcare, MyepTo Piko. 3MiHK 3 siKocTi. CepTudikar
BiANOBIAHOCTI/ME-cepTudhikaT BignoBigHOCTI E€Bponeicbkiii
thapmakonei/MmoHorpadii. NogaHHs HOBOro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUMYUYEHHS
cepTudpikaTa BignoBigHOCTI EBponeiicbkiii hapmakonei:
ona A®l; onsa BuxigHoOro martepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHLCS y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
€Bponeiicbkiit hapmakonei) - OHoBIeHWA cepTudikaT Big,
yXXe 3aTBepA)KeHoro B1UpobHuKa. MoaaHo OHOBNEHWIA
cepTuapikaT BignosigHocTi E® No. RO-CEP 2016-267-Rev
02 ons Ajtoyoi pe4yoBMHW epUTPOMILVHY Bif
3aTBepxeHoro BupobHuka ABBVIE INC, USA Ha 3aMiHy
CEP No. RO-CEP 2016-267-Rev 01.
3miHu 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudikat
BiANoBiaHOCTI E€Bponelichbkii hapmakonei/MoHorpadii.
3MiHK, NOB'A3aHI 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MOHorpadii APY abo EBponeicbkoi
thapmakonei, abo iHLWOT HalioHas1bHOT thapmakonei
Aepxasun €C (3miHa y cneuudikauisix, nos'asaHa 3i
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3miHamu B 1Y, abo €Bponelickkiil hapmakonei, abo
iHWWI HauioHanbHIN thapmakonei aepxasu EC).
MpuBeaeHHs cneundikadii Ta METOAIB KOHTPOSIIO Ha Aitody
pPeYoBUHY €epUTPOMILMHY Y BiANOBIAHICTL 4O BAMOT
MoHorpagii «Erythromycin» EP Bupo6HuKom 13, 3MiHK 3
akocTi. CepTudikaT BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBponelichbkin hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYYeHHS cepTudikarta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/NPoMKHOIo NPOAYKTY, Lo
BMKOPUCTOBYIOTLCSA Y BUPOOHULTBI ADI; 4518 LONOMDKHOT
peyoBuHM (cepTudiikat BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHUIA cepTudpikart Bif yxe
3aTBEPLXEHOr0 BUPOGHUKA. MOAaHO OHOBNEHWIA
cepTtudikat BignosigHocTi E® No. RO-CEP 2016-267-Rev
01 ons Ajo4voi pevyoBrHN epUTPOMILMHY Bif,
3aTBEpAXeHoro Bupo6Huka ABBVIE INC, USA Ha 3aMiHy
CEP No. RO-CEP 2016-267-Rev 00. 3MiHM 3 SIKOCTI.
CepTudpikat BignosigHocTi/lE-cepTucpikat BignosigHocTi
€sponelicbkili hapmakonei/mMoHorpadii. MogaHHs HOBOrO
abo oHoBNEHOro cepTtudikaTa BiANOBIAHOCTI 260
BU/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiichkkiii
thapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BMKOPUCTOBYKOTLCS Y BUPOOHULTBI ADI; A8 LONOMIKHOT
peyoBUHYM (CepTUikaT BiANOBIAHOCTI EBpONechbkili
thapmakone’) - OHOBMEHUIA cepTudikar Bif yxe
3aTBepKeHOro BUpo6HUKa. MNMogaHo OHOBNEHWIA
cepTuapikaT BignosigHocTi E® No. RO-CEP 2016-267-Rev
00 1A Ajtoyoi pe4yoBMHW epUTPOMILVHY Bif
3aTBepxeHoro BupobHuka ABBVIE INC, USA Ha 3aMiHy
ceptudpikaty BignosigHocTi € No. R1-CEP 1997-001-
Rev 05, y 3B'A3Ky 3 BBEAEHHSAM Apyroro BUpOOHNYOro
npouecy. 3miHn 3 AkocTi. APl BupobHuuTBo. 3miHa
BMPOGHMKA BUXIAHOro/NPOMIKHOTO NPOAYKTY/peareHTy, Lo
BMKOPVCTOBYIOTBCS Y BUPO6HMYOMY npoeci Adl, abo
3MiHa BUpPOGHMKa (BK/IHOYatoum, e HeobXigHo, micue
NpoBefeHHs KOHTPO/IH0 skocTi) AP (3a BigCyTHOCTI
cepTucpikaTa BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
3aTBEpPKEHOMY [10CbE)(3MiHM A0 3aX0fiB, NOB'A3aHUX 3
KOHTposniem A®I, abo goaasaHHA AinbHUL, Ae
NpOBOANTLCS KOHTPOL/BUNPOOYBaHHSA cepii). BBeAeHHS
ainbHuUi DB Lab A/S, aHia ons KOHTPoNto Aitoyoi
PEeyvoBUHM LMHKY aueTaty gurigpaTty Ha MeTany MeTogom
ICP-OES, y sikoCTi KOHTpakTHOI naboparopii ans
BMpo6Huka IEO ®apma A/C, [aHis. 3miHu 3 skocTi. ADI.
KoHTposib A®I. 3miHa y meTogax BunpobysaHHsa APl abo
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BVIXiLHOrO Matepiany/NpoMiXHOro NpoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoueci BUpobHuLTBa API (iHLUi
3MiHM y MeTogax B1UNpobyBaHHA (BK/OYaoum 3amiHy abo
[0MNoBHEHHS) AD| abo BMXiZHOro/NPOMIKHOTO MPOAYKTY).
3amMiHa meToay AN BU3HAYEHHS MeTasliB Npu aHanisi
AI040T peYOBMHY LUMHKY aueTtaTty aurigparty (3aTBepKeHo:
Atomic absorption spectrometry (AAS); 3anponoHOBaHO:
Inductively coupled plasma-optical emission spectroscopy
(ICP-OES) a6o Inductively coupled plasma-atomic
emission spectroscopy (ICP-AES) EP meTog 2.2.57. 3MiHn
3 AkocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BunpobysaHHA APl abo BMXigHOTO maTepiany/npomiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BUpo6HMUTBa AP (HLWi 3MiHM Yy MeToAax BUNPoOyBaHHS
(BKtOYatOUM 3aMiHy abo [0NoBHEHHS) Ad| abo
BVIXiZHOro/MpOMiXHOro NpoAykKTy). 3mMiHa MeToay Ans
BM3HAYEHHSI PO3MIpY YacTOK Npu aHanisi Aito4oi peyoBUHU
LMHKY aueTtaTty gurigparty (3atBepgkeHo: Particle size
determined using an “Air Jet” apparatus; 3anponoHoBaHo:
Particle size determined using laser diffraction metod).
3MiHu 3 sikocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKOro 3acoby. 3miHa y MmeTogax
BUMPOOYBaHHA rOTOBOrO NiKapCcbKOro 3acoby (OHOBMEHHS
npoueaypu BUNpoGyBaHHS 415 NPUBEAEHHS Y
BiANOBIAHICTb 3i 3MiHEHO 3arasibHOl cTaTTeto 4dY abo
€BponelicbKkoi hapmakonei).
3MiHM aHaNiTUYHOI METOAVKM 3a NOKa3H1KaMM
«loeHTudikauis», «KinbkicHe BU3HaUYeHHS» Ta «CTOPOHHI
OOMiLKM» MeTogoM BEPX ans npusefeHHs y
BiANOBIAHICTb A0 MOHOrpadii Ha Ajloyy pevoBuHy
epuTpomiumHy «Erythromycin» EP ans Bupo6bHuyoi
ginbHuui JIEO ®dapma A/C, [aHisi. 3MiHW 3 SKOCTI.
CeprtucpikaT BignosigHocTi/lE-cepTudikart BiANoBiAHOCTI
€Bponelicbkin dhapmakonei/moHorpadii. NMogaHHA HOBOro
abo oHOBNEHOTO cepTudikaTa BiANOBIAHOCTI 260
BUJTyYEHHA cepTudikaTa BiAnoBiAHOCTI EBpoNenchkiii
thapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/NPoOMKHOIo NPOAYKTY, Lo
BMKOPUCTOBYIOTLCSA Y BUPOOHULTBI ADI; 4518 LONOMDKHOT
peyoBuHM (cepTudiikat BiANOBIAHOCTI EBpONechbkili
thapmakonei) - HoBuiA cepTudikat Bif, HOBOro BUPOGHUKaA
(3amiHa abo 10NOBHEHHS). MoAaHO HOBUIA cepTudikar
BignosigHocTi €EP, No. RO-CEP 2020-007-Rev 00 gns
L0401 peYOBUHY epUTPOMILLIMHY Bi, HOBOTO BUPOGHMKA

SM BIOMED SND BHD, Manaii3isi. 3mMiHu 3 SIKOCTi.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3miHa napamMeTpiB cneyudikaliii
Ta/ab0 foNyCTMMUX MEX rOTOBOrO MiKapCbKOro 3acoby
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(3miHa 3HaxoAMTbCA No3a 3aTBepAKEHNMMN LONYCTUMUMM
Mexamu cneuumdikauiid). 3miHa KpUTepiiB NPUIAHATHOCTI 3a
NOKa3HUKOM «PO3UMHHICTb» y po3gini «MopoLok»
cneumdikauii M3, geTasbHiwe onvcaHa MeToauka,
[0AaHO OMUC METOAMKM Ha TEPMiH NpUAATHOCTI Ta
OHOB/IEHO cneyudpikauito 13 signosigHo Ao
BHYTPILLUHBOrO Wab0Hy koMnaHii. 3MiHK 3 AKocTi. [0ToBWiA
nikapcbkunii 3aci6. KOHTPOb rOTOBOTO NiKapcbKoro 3acooby.
3MiHa napameTpiB cneuudikaiii Ta/abo fonyCTUMUX MEX
rOTOBOrO JliKapCbkoro 3acoby (3mMiHa 3HaxoAuTbCA no3a
3aTBEPMKEHUMY AONYCTUMUMU MeXaMu cneuudikaLlii).
3MiHa KpUTepiiB NPUAHATHOCTI 3@ NOKa3HUKOM «Onuc» y
po3gaini «MpurotoBaHuii po3unH Npenapary» cneuudikawii
N3. 3MiHK 3 aKocTi. A®l. BUpo6HMLTBO. 3MiHa BUPOGHMKA
BUXIAHOTO/NPOMIXHOrO NPOAYKTY/peareHTy, Lo
BVKOPVICTOBYIOTBCS Y BUPO6HMYOMY npoeci Adl, abo
3MiHa BUpPOGHMKa (BK/IHOYatoum, e HeobXigHo, micue
NpoBefeHHs KOHTPO/IH0 sKkocTi) AP (3a BigCyTHOCTI
cepTucpikaTa BiANOBIAHOCTI E€BpoNeiickkili hapmakonei y
3aTBEPAKEHOMY [0CHE)(BBEAEHHS HOBOTO BUPOGHMKa ADI
3 HagaHHAM macTep-haiina Ha A®l). BBeaeHHS
a/IbTEPHATUBHOIO BUPOBHMKA 4151 Ai0HOT PEYOBUHU LIIHKY
auetarty gurigpaty Laboratorium Ofichem B.V.,
Higepnangu.
72. IHTENNAH cupon no 90 mn, 120 XepbioH MakuctaH XepbioH MakuctaH BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 6e3 UA/10243/01/01
M1, 150 My donakoHi; MakncTtaH MpaiiBeT JlimiTeq, peuyenma
no 1 chnakonyy Mpaiiset MakucTan 3MiHM | TURY - 3MiHK WO/0 6e3nekn/edpeKTMBHOCTI Ta
KapPTOHHiIlA KOpoBLi Nimitea, thapmakoHarnszy - OHOBNEHHS TEKCTY MapKyBaHHS
MakncTan YNaKOBKM JIiKapCbKOro 3acoby 3 BHECEHHsAM iHchopmaLi
LLIOZ0 3a3HaYEeHHS OAVHMLB BUMIPIOBaHHSA Y cucTemi Sl.
BHeceHHs 3MmiH fo po3giny «MapkyBaHHsA» MKA N13;
3anponoHoBaHo: MapkyBaHHS. 3rifHO 3aTBEpAKEHOro
TEKCTY MapKyBaHHs
73. IPUHOTEKAH | KoHueHTpaT Ans Mictpan Kenitan AHrnis AxTasic ITanis AHrnis BHECEHHS 3MiH 40 peecTpaLjiiiHuX maTepiauis: 3MiHu | Tuny 3a UA/14240/01/01
-BICTA NPUroTYBaHHSA MeHeXMeHT C.n.A. - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
PO34UHYy ANs iHgy3il, Nimiten agpecy 3asiBHMKa (BnacHvKa peecTpauiiHoro
20 mr/mn; no 5 mn NnocBiAYEHHS) - 3MiHa agpecy 3asBHMKa
(100 wmr) abo no 15 mn
(300 mr), a6o 25 mn
(500 mr) y donakoHi; no
1 chnakoHy B
KapTOHHI KopoobLi
74. ICEHTPECC TabneTkn XXyBasibHi MO Mepk LWapn i LLiseliyapi Mepk LWapn i Joym HigepnaHamn BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/9325/02/01
25 mr; no 60 TabneTok Jdoym IAEA il B.B., HigepnaHau CLIA peyenmom
XyBaslbHUX Y (DNAKOHI; m6X (nepBuHHe Ta

no 1 chrakoHy B
KapPTOHHIi KOpoOLi

BTOPUHHE
nakyBaHHsl, 103BiN

3MiHK | TNy - 3MiHK y cneuudikauii M3 3a nokasHUKOM
«Onuc» - BUNPaB/IeHHS MOMU/IKM y 3a3HayeHili HasBi
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

Ha BUMycK cepii);
MNareoH
dapmacboTikan3
IHk., CLLA
(BUPOBHWK
Hepo3dacoBaHOl
npoAyKuii)

KOMNaHil BlacHyKa 10rotuna, a Takox [AOMOBHEHHS
po3ainy «YMoBu 36epiraHHs» iHhopMalLiieto LLoao
HasABHOCTI y do1akoHi BO/IOrONOr/IMHaYa; 3anpornoHoBaHa
pepakuisi: 61ig80-XoBTi, Kpyri, NA0CKOLWIIHAPUYHI
TabneTkn 3i CKOLLEHUMU KPasMU, 3 TUCHEHHAM
KOpropaTUBHOTrO SIOFrOTUMY Ha OAHI CTOPOHI Ta 473 Ha
iHWI. YMoBM 36epiraHHs: 36epirat B LLi/IbHO
3aKynopeHoMy hn1akoHi, B OpUriHa/IbHI ynakoBLi, npu
Temnepartypi He BuLLe 30?C. Tpumatu BONOronornnHay y
dh1akoHi A5 3axMcTy Big Bosorn. 3bepiratv B
HeAoCTYNHOMY A/1S AiTelt Micui. A TakoX 3MiHW BHECEHO B
IHCTPYKLiIO AN MeAUYHOro 3aCcTocyBaHHsA y pp. "OCHOBHI
dhi3nko-XxiMiuHi BnacTmBocTi" Ta "YMoBM 36epiraHHs" 3
Bi4NOBIAHVMUN 3MiHAMU Y TEKCTi MapKyBaHHS yrnaKkoBKU
nikapcbKoro 3acoby. BeefieHHs 3MiH NPOTArom 6-Tu
MiCALIB MiC/1A 3aTBEPKEHHS; 3MiHN | TUNY - BUAANEHHS
BMpo6HUKa A®I - MSD International GmbH, Ireland; 3miHu
| Tuny - BuganexHHs supobHuka A®| - Cherokee
Pharmaceuticals LLC, USA; 3MiHn | TUMY - HE3HAYHI 3MiHN
B MpoLieci BUPOGHULITBA aKTUBHOI PEYOBUHW pasTerpasipy
ANA Kopekuii nopsaky fofasaHHA edipy BilbHOTO amiHy
nisanaty (FAPE) Ta N-metunmopdoniny (NMM); 3minu |
TNy - BUAANEHHS OQHOTO i3 3aTBEPAXKEHUX BUPOOHNUNX
npoLeciB akTUBHOI peyoBUHW panTerpasipy (npouecy 2-ro
piBHS1). BHECEHHS HEe3HAaYHUX peakLiiHuX 3MiH B
nigpo3ainu 3.2.5.2.1 1a 3.2.S.3.2., TakoX BUNpaB/eHHs
NMOMU/IKK, LLO CTaslacs Npu HaBeAEeHHI aapecn BUPOGHMKa
A®I Divis Laboratories Limited Unit - 2, a came, B
NoLITOBOMY iHAEKCI Y nigpo3aini 3.2.S.2.1. BUpo6HMK(-1)

75.

ICEHTPECC

TabneTku XyBasibHi N0
100 mr no 60
TabNeToK XyBalbHUX
y donakoHi; no 1
h/1aKoHY B KapTOHHii
Kopobui

Mepk Wapn i

Joym IAEA
m6X

Lsenuapi
a

Mepk LWapn i floym
B.B., Higepnanau
(nepBuHHe Ta
BTOPUHHE
nakyBaHHS, 403BiN
Ha BUMyckK cepii);
MateoH
dapmacbloTikan3
IHk., CLLA
(BMPOGHYK
Hepo3dacoBaHoi

NpoAYyKLiT)

HigepnaHgm
CLIA

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:

3MiHM | Tuny - 3mMiHW y cneuudikayii /13 3a NOKa3HUKOM
«Onunc» - BUNPaB/IeHHs MOMU/IKW Y 3a3HayeHili Ha3Bi
KOMMaHii BacHvKa norotuna, a Takox AONOBHEHHS
po3ainy «YMoBu 36epiraHHs» iHhopMauieto LWoa0
HasBHOCTi Y ¢hnakoHi BOMIOronoravMHavya; 3anponoHoBaHa
pefakuisi: 6nigo-nomapaHyeBi, OBasibHi TabneTku 3
PUCKOIO, 3 TUCHEHHAM KOPNOPaTUBHOTO I0TOTUMY 3 OAHOTO
60Ky Bif, pucku Ta 477 3 iHLWIOro 60Ky, Ta 3 PUCKOIO Ha
iHLWI cTOpOHI TabneTkn.YMoBwu 36epiraHHs: 36epiratv B
LLiSIbHO 3aKynopeHoMy h/1akoHi, B OPUriHa/TbHIA ynakoBL,
npu TemnepaTtypi He BuLe 30?C. Tpumatu
BOJIOronor/iMHaY y donakoHi 41 3axvcTy Big, BONOTW.
36epirati B He4OCTYMHOMY A/151 AiTel MicLi. A Takox
3MiHM BHECEHO B iIHCTPYKLiO 4151 MeANYHOr0o
3acTocyBaHHSA y pp. "OCHOBHI (hi3nKO-XiMiUYHI BnacTueocTi”
Ta "YMOoBM 36epiraHHs" 3 BignoBigHUMM 3MiHAMW Y TEKCTI

3a
peyermom

UA/9325/02/02
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
MapKyBaHHS YNakoBKyW flikapcbkoro 3acoby. BeegeHHs
3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBEPAKEHHS; 3MiHM |
TUMy - BUAaIEeHHs BUpobHuka APl - MSD International
GmbH, Ireland; 3mitu | Tvny - BuganeHHs BupobHuka Ad| -
Cherokee Pharmaceuticals LLC, USA; 3MiHu | Tuny -
He3HauHi 3MiHW B NpoLieci BUPO6HULITBA aKTUBHOI
PeyoBVHN pauTTerpasipy A/11 KOpeKLii nopsaKy AofaBaHHs
edipy BisibHoro amiHy nisanary (FAPE) Ta N-
meTunmopdonivy (NMM); 3MiHu | TUny - BUAANEHHSA
OfIHOTO i3 3aTBEPKEHNX BUPOOGHUUMX NPOLIECIB aKTUBHOI
peyoBuHM pasnTerpasipy (nMpolecy 2-ro piBHs). BHeCeHHs
He3HaYyHMX pefakLiliHuX 3MiH B nigpo3ginu 3.2.5.2.1 Ta
3.2.5.3.2., TaKoX BUMPAaBNEHHS NOMWJIKY, LLIO CTas1acsa npu
HaBefeHHi agpecn Bupo6Huka A®I Divis Laboratories
Limited Unit - 2, a came, B NOWITOBOMY iHAEKCI Y Niapo34ini
3.2.5.2.1. Bpo6HuK(-1)
76. KANIMIH® 60 | TabneTtku no 60 mr; no TOB «TeBa Ykpaina [03Bin Ha BUNycK HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHa 3a UA/9462/01/01
H 50 a6o no 100 YKpaiHa» cepii: Mepkne 'm6X, 3as1BHMKa (B/1acHVKA peecTpaLiiHoro noceigvyeHHs). Takox |  peyernmom
TabneTok y priakoHi; HimeuunHa; 3MiHV BHECEHI B TEKCT MapKyBaHHS Ha TUTY/IbHIili CTOPIHL
no 1 donakoHy B Bnpo6HuuTBO LLIO0A0 Ha3BW 3asBHYKKA (BNacHUKa peecTpaLiiHoro
Kopoobui Hepo3chacoBaHol nocsigYeHHs); 3MiHW | Tuny - 3MiHK LWoAao
NpoAyKLii, NnepBuHHa 6e3nekn/edheKTMBHOCTI Ta chapmakoHarnsgy. BeegeHHs
Ta BTOPVHHA a60 3MiHW [0 y3arasibHEHVX AaHNX NPo cuctemy
ynakoska: Knoke hapmakoHarnsigy (BBeAEeHHS y3arasibHEHUX faHWX Npo
dapma-Cepsic cucTemy hapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
'M6X, HimeuuunHa; BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
MepBuHHA Ta KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
BTOPMHHA ynaKkoBKa: 3fiicCHeHHs thapmakoHarnagy B YKpaiHi, KO BOHa
Knoke BepnakyHrc- BiAMIHHA Bif, YNOBHOBaXXEHOI 0Cc0o6W, BignoBigaibHOI 3a
Cepsic 'v6X, 3[jicHeHHs hapmakoHaraay (BKIYatoun KOHTaKTHI AaHi)
HimeuunHa Ta/abo 3MiHM y po3MiLLeHHi MacTep-caiina cuctemu
thapmMakoHarnsagy) - 3miHa ynoBHOBaeHOol ocobu
3asBHUKA, BiANOBIAaIbHOI 3a thapmakoHarnsag,. [itoya
pegpakuis: Orit Stern-Maman. MponoHoBaHa peaakuis:
Buctposa OkcaHa BitaniiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
chapmakoHarniag,
77. KOMIPHATI / KOHLeHTpaT ans Mdcpaiizep CWA Mdcpaiizep Benebris/ 3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKMiA 3aci6. 3a UA/18592/01/01
COMIRNATY avicnepcii ans iH'exui, Eiy.Ci.Mi. MeHtodhekuypuHr HimeuunHa CrabinbHicTb. 3MiHa y TepmiHax npugaTtHocTi abo ymosax peyenmom
™ 1 chnakoH (0,45 mn) KopnopeiLuH Benbris HB, 36epiraHHs rOTOBOrO flikapCbKOro 3acoby (3MiHa B ymMoBax
MicTUTb 6 f03 no 30 Benebristi; BailoHTek 36epiraHHsa roToBOrO /ikapcbKoro 3acoby abo nicns
MKr; 195 chnakoHis y MeHtothekuypuHr PO34YMHEHHA/BIAHOBNEHHS) - (NiKapcbkuii 3aci6

KapTOHHI KopoobLi

'mM6X, HimeuunHa

3apeecTpoBaHo 3rigHo BMMor noctaHosn KMY Big,
08.02.2021 Ne95). 3miHa B ymMOBax 36epiraHHs rOTOBOro
nikapcbkoro 3acoby. 3aTBepakeHo: TepMiH
npuaaTHocCTi: 6 micAuiB 3a Temneparypu Big -90 go - 60
°C". 3anponoHoBaHo: TepMiH NpuaaTHocTi: “6 MicsLiB 3a
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

Temneparypu Big -90 go - 60 °C. Bnpogosx 6-micsyHOro
TEPMiHY NPUAATHOCTI HEBIAKPUTI (h1AKOHU MOXHA
36epiraTy Ta TpaHcnopTyBaTu 3a Temnepartypu Big -25 °C
00 -15 °C npoTArom eAvHOro nepiogy TpuBasicTio Ao 2
TWXHIB, MICNSA 4Oro X MOXHa NOBEPHYTH A0 YMOB
36epiraHHs Big -90 °C fo -60 °C.” PepakuiliHi npasku A0
po3giny 3.2.P.8.1 peecTtpauiiiHoro gocbe. BHeceHo
OHOB/IEHY iHhopMaLlito 40 KOPOTKOI XapaKTepUCTUKN
nikapcbKoro 3acoby: y posginax 6.3, 6.4 ta 6.6. yTOUHEHO
iHhopMmaLito Woao TepMiHy NpuaaTHOCTI, a came
Temnepartyp 15 36epiraHHs, NepeMilleHHs Ta
TpaHCNOpPTyBaHHS; B Po34in 6.6. TakoX BHECEHO
YTOYHEHHS Ta pefakTopcbki npaBky. BignosigHi
OHOBJIEHHS iHhopMaLLiil BHECEHO 10 TEKCTY JINCTKa-
BKNaAKW: iHpopMaLii 415 kopucTtyBaya. 3asHayeHi 3MiHK
BiNOBIAAOTb 3MiHAM, 3aTBEPAKEHUM pilleHHsIM EMA.

78.

KOMIPHATI /
COMIRNATY

KOHLleHTpaT Ans
avicnepcii gns iH'exui,
1 donakoH (0,45 mn)
MicTUTb 6 f03 no 30
MKr; 195 chnakoHis y
KapTOHHIA KopoobLi

Mdpaiizep
Eiiu.Ci.Mi.
KopnopeiLuH

CWA

Mdpaiizep
MeHtochekuypuHr
Benbrisa HB,

Benbrisi; balioHTek

MeHtochekuypuHr

'M6X, HimeuunHa

Benebrisi/
HimeuunHa

3MiHu Il Tuny - 3miHK Woao 6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTkili XxapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOr0o 3aCTOCYBaHHs Ha niAcTasi perynsapHo

OHOB/OBAHOTO 3BITY 3 6e3nekn NikapcbKoro 3acoby, abo

JocnigpKeHb 3 6e3nekn 3acTocyBaHHS NiKapCbKoro 3acoby
B nicnsipeecTpaLiinuii nepiog, abo sk pe3ynbTaTt OLiHKM
3BITY 3 JOCNIAKEHb, NPOBEAEHMX Bi4NOBIAHO 4O NNaHy

nepiatpnyHux gocnigpkers (PIP) (3miHa noTpebye
noAasibLLIoro 06r'pyHTyBaHHS HOBUMU A,0LATKOBUMMU
AaHumn) - (nikapcbkuii 3acib 3apeecTpoBaHO 3rigHO BUMOT
noctaHosu KMY Big 08.02.2021 Ne95)

BHeceHO OHOB/EHY iHGhopmaLito Ao po3giny 4.8 "MobiyHi
peakujii" KOPOTKOI XapaKTePUCTUKIN IKAPCbKOro 3acoby
BiANOBIAHO A0 pekomeHAauin PRAC EMA (gogaHo HoBi

no6iyHi peakuii "giapes”, "6/110BaHHA" i3 3a3HAYEHHAM
4acTOTV BUHWUKHEHHS Ta NPUMITKY-YTOYHEHHS A0 NOGIYHOI
peakujii "6inb y KiHLiBLj", BHECEHO He3HauHi pefaKLiiHi
npasku); 3MiHEHO intocTpavii y po3aini 6.6 "Ocobnusi
3anobixHi 3axoau nig yac ytunisauii npenapary i iHLi
BKa3iBKU LLLOA0 NOBOKEHHS 3 Mpenapartom"”. BignosigHi
OHOB/IEHHS IHOpMaLLiil BHECEHO [0 TEKCTY JINCTKa-
BKNaAKW: iHGpopMaLii o151 kopucTtyBaya. 3asHaueHi 3MiHu
BiANOBIAAOTb 3MiHaM, 3aTBEPKEHUM pileHHaM EMA.
3MiHu Il TUny - 3miHK Woao 6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTkili XxapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOr0o 3aCTOCYBaHHS Ha niAcTasi perynsapHo

OHOB/OBAHOTO 3BITY 3 6e3nekn NikapcbKoro 3acoby, abo

JocnigpKeHb 3 6e3nekn 3acToCcyBaHHS NikapCbKoro 3acoby
B nicnsipeecTpaLiinuii nepiog, abo sik pe3ynbTaTt OLiHKM
3BITY 3 JOCAIAKEHb, NPOBEAEHMX BiANOBIAHO A0 NAaHy

3a
peyenmom

UA/18592/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

nepiatpnyHux gocnigpkers (PIP) (3miHa noTpebye
nofasibLLIoro 06rpyHTyBaHHS HOBUMU [0ATKOBUMMU
[aHnMM) - (nikapcbKuii 3acib 3apeecTpoBaHo 3rifHO BUMOT
noctaHosu KMY Big 08.02.2021 Ne95). BHeceHO OHOB/EHY
iHchopmavito Ao po3gainy 4.8 "MNo6ivHi peakuii" KOPOTKOi
XapakTepuCTUKN NiKapCbKoro 3acoby BiAMOBIAHO A0
pekomeHpauii PRAC EMA (getanizoBaHo MobivHy
peakuito "rinepuyTNnBICTL" i3 3a3HAYEHHAM YacToTh
BMHWKHEHHS). BignosigHi oHOBMEHHS iHdhopmaL,ii BHeCeHO
[0 TEKCTY NIMCTKa-BKIafKuM: iHhopmauii 4na Kopuctysava.
3a3HayeHi 3MiHM Bi4NOBIAa0Tb 3MiHAaM, 3aTBEPLKEHUM
pileHHaM EMA.

79.

KOMIPHATI /
COMIRNATY
™

KOHLieHTparT Ans
avcnepcii ans iH'exuii,
1 cbnakoH (0,45 mn)
MicTuTb 6 f0o3 no 30
MKr; 195 dprakoHiB y
KapTOHHI Kopobui

Mdpaiizep
Eiiu.Ci.Mi.
Kopnope/iLH

CLIA

Mdpaiizep
MeHtohekUypuHr
Benbrist HB,
Benebrist; BanioHTek
MeHtohekyypuHr
'm6X, HimeuunHa

Benbrisi/
HimeuunHa

3MmiHu |l Tuny - 3MiHK 3 SKoCTi. [OTOBWIA Nikapcbkuii 3aci6.
CtabinbHicTb. 3MiHa y TepMiHax NpuaaTHOCTI abo ymoBax
36epiraHHA roTOBOrO /likapCbKOro 3acoby (3MiHa B ymMoBax
36epiraHHs NikapcbKoro 3acoby 6i0n0riYHOro NOXOMKEHHS,
AKLLO AOCNIMKEHHS cTabinbHOCTI 6ynn NpoBeseHi He y
Bi4MOBIAHOCTI 40 3aTBEPAKEHOr0 NPOTOKOY) -
(nikapcbkunii 3acib 3apeecTpoBaHoO 3riAHO BUMOT NOCTAHOBU
KMY Big 08.02.2021 Ne95). BHeceHO OHOB/EHY
iHchopMmaLito 40 peecTpauiiiHux MaTepianis - KOPOTKOT
XapakTepucTUKy NikapcbKoro 3acoby Ta NNCTKa-BKNAAKN:
iHbopMmauii Ans kopucTyBaya, siki 6ynv 3aTBepaKeHi
Hakaszom MO3 Ykpainu Big 22.02.2021 Ne 308 "Mpo
[epxaBHy peecTpauitio nikapcbkoro 3acoby (MeanyHoro
iMyHOGI010rIYHOrO Npenapary) A1 eKCTPEHOro
MeAMYHOro 3actocyBaHHs". OHOBEHHS iHdopmaLii y
KOPOTKIil XapakTepucTuLj NikapCcbKoro 3acoby Wwoao
36epiraHHs roToBOro /NiKkapcbKoro 3acoby, NoB’A3aHol 3
TPaHCNOPTYBaHHSAM PO34YMHEHOTO Ta HEPO3UYNHEHOTO
NPOAYKTY B YyMOBaX HE3aMOPOXYyBaHOro 36epiraHHs.
3anponoHoBaHo: KonuneaHHA Temnepartypu nicns
BU/TyYEHHS 3 MOPO3W/IbHOT Kamepu: — [0 24 roAvH npu
36epiraHHi npu Temnepartypi Big - 3°C go 2°C; — cymapHo
4 roavHn npu 36epiraHHi 3a Temnepatypu Big 8°C fo
30°C, BK/OYaKUM ONUCaHWi BULLLE Nepiog A0 2 rOAVH
36epiraHHA 3a Temnepartypu o 30°C. PegakuiiiHi npasku
[10 KOPOTKOT XapakTepucT1ku Ta IMCTa-BKNAAKN.

3a
peyenmom

UA/18592/01/01

80.

KPANOHIH

Kpanni opasibHi; no 30
M1y tpriakoHi-
KpanenbHuyj; no 1
ponakoHy-KpanenbHuUi
B KOPOOGLIi 3 KAPTOHY

Bionoriwe
Xanbmitre b
Xeenb M'mM6X

HimeyunH
a

Bionoriwe
XainbMmitTenb
Xeenb M'M6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
BUMPAaB/IEHO TEXHIYHY NOMUIIKY Y TEKCTI MapKyBaHHSA
NepBUHHOT YNakoBKU Nikapcbkoro 3acoby: 3anponoHOBaHO:
2. KINBKICTb K040l PEHOBVIHW. 100 r npenaparty
MicTaTb: Crataegus DO — 70 r, Kalium carbonicum D3 — 1
r, Spigelia anthelmia D2 — 1 ;
3asHayeHe BMNpaBneHHN BignoBigae maTepianam
peecTpauiiHoro Jocbe

6e3
peyenma

UA/3125/01/01

81.

NA30NEKC

PO3YMH ANA iH'EKLN,
7,5 mr/Mn; no 2 mn B

TOB "HIKO"

Ykpaina

JEMO CA
®APMACHIOTIKAN

Ipeuis
YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnux maTepianis:

3a
peuyenmom

UA/12750/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
amnyni; no 5 amnyn'y IHOACTPI , I'peuis 3MiHu |l TMny - BBEAEHHS anlbTEPHATMBHOIO BUPOGHMKA
naJi 3 KapToHy (HeposdhacoBaHwit amb6pokcony rigpoxnopug HEMA PHARMACEUTICALS
NPOAYKT, NEPBUHHA PVT.LTD, IHgjs, 3aTBepgKeHo: Shilpa Medicare Limited,
ynakoBKa, BTOPUHHA IHAajs a6o AMI LIFE SCIENCES PVT LTD, IHgis
ynakoBKa, 3anponoHoBaHo: Shilpa Medicare Limited, IHgis a6o AMI
KOHTpOnb); TOB LIFE SCIENCES PVT LTD, IHgis a6o HEMA
"HIKO", Ykpaina PHARMACEUTICALS PVT.LTD, IHgis
(KOHTpPONb, BUNYCK
cepii)
82. NEHANIAON Kancynv Teepgi no 5 M.BIOTEK Benvka PENAVHC NAN® IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny 3a UA/17726/01/01
Mr no 7 kancyny NIMITEL, BputaHis CAMHCEC - 3miHu 3 AKocTi. FoToBMIA Nnikapcbkuii 3aci6. CTabiNbHICTb. peyenmom
6nictepi; no 3 MPAVBIT NIMITE[ 3MiHa y TepMiHax npuaatHocTi abo ymoBax 36epiraHHs
6nicTepy B nayy, 3 (MNAHT 6) rOTOBOrO /1iKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
KapToHY npuaaTHOCTI FOTOBOrO Jlikapcbkoro 3acoby) - [1a Toprosoi
ynakoBku (NiATBEPAKYETLCS AaHUMUN PeasibHOro Yacy) -
36iNbLUEHHA TEPMiIHY NPUAATHOCTI FOTOBOTO NiKapCbKOro
3aco0y /19 TOProBoi ynakoBku. 3aTBepKEHO: 2 POKY;
3anponoHoBaHo: 3 PokW. 3MiHU BHECEHI B IHCTPYKLiO Ans
MefM4YHOro 3actocyBaHHs f13 y p. "TepmiH npugaTHocTi".
83. NEHANIAON Kancynw Teepai no 7,5 M.BIOTEK Benvka PENAVHC NTAN® IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHK | Tuny 3a UA/17726/01/02
Mr 0 7 Kancyny NIMITEL, BpuTaHis CANHCEC - 3MiHK 3 sIKOCTi. FoTOBUIA Nikapcbkuii 3aci6. CTabiNbHICTb. peyenmom
6nicTepi; no 3 MPABIT NIMITEL 3MiHa y TepmiHax npugaTHocTi abo ymoBax 36epiraHHs
6nicTepy B navi 3 (NNAHT 6) rOTOBOrO J1iKapCbKOro 3acoby (36iNbLUEHHSI TEPMiHY
KapToHy NpPUAATHOCTI FOTOBOrO /iKAPCbKOro 3acoby) - [1ns Toprosoi
ynakoBku (NiATBEPMAXYETbCA AHUMMN PeasIbHOrOo Yacy) -
36ibLUEHHSA TEPMiHY NMPUAATHOCTI FOTOBOTO J1iKapCbKOro
3acoby 4715 TOProBoi yNakoBKW. 3aTBEPAXEHO: 2 POKY;
3anponoHoBaHo: 3 pokn. 3MiHV BHECEHI B iHCTPYKLIit0 ANs
MeanYHoro 3actocyBaHHsa /13 y p. "TepmiH npuaaTHoOCTI".
84. NEHANIAON Kancynu Teepgi no 10 M.BIOTEK Benvka PEJIAVIHC NTIAV® IHAis BHECEHHS 3MiH [0 peecTpayiiiH1ux maTepianis: 3miHun | Tuny 3a UA/17726/01/03
Mr 0 7 Kancyny NIMITEL, BpuTaHis CANHCEC - 3MiHM 3 IKoCTi. FOTOBWIA Nikapcbkuii 3aci6. CTabifbHICTb. peyenmom
6nicTepi; no 3 MPAVBIT NIMITEA 3MiHa y TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
6nicTepu B nayu, 3 (MNAHT 6) rOTOBOrO /iKapCbKOro 3acoby (36iNbLUEeHHS TEPMIHY
KapTOHYy NPUAATHOCTI TOTOBOIO JliKapCbKOro 3acoby) - 15 Toprosoi
ynakoBkun (NiATBEPLKYETLCA AaHNMM peasibHOro vacy) -
36iNbLUEHHA TEPMiHY NPUAATHOCTI FOTOBOO NiKapCbKOro
3aco0y [/19 TOProBoi yNakoBku. 3aTBepKeHO: 2 POKY;
3anponoHoBaHo: 3 pokW. 3MiHU BHECEHI B IHCTPYKLiO AN1S
MefM4Horo 3actocysaHHs /13 y p. "TepmiH npugaTHocTi".
85. NEHANIAON kancynv TBepgi no 15 M.BIOTEK Benuka PENANHC NAN® IHgis BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiastis: 3MiHu | Tuny 3a UA/17726/01/04
Mr 10 7 Kancyny NIMITEL, BpuTaHis CANHCEC - 3MiHK 3 sKOCTi. FoTOBMIA Nikapcbkuii 3aci6. CTabiNbHICTb. peyenmom
6nicTepi; no 3 MPABIT NIMITEL, 3MiHa y TepmiHax npugaTtHocTi abo ymosax 36epiraHHs
6nicTepy B navi 3 (MNAHT 6) rOTOBOrO J1iKapCbKOro 3acoby (36iNbLUEHHSI TEPMIHY
KapTOHY NpVAATHOCTI FOTOBOTO NiKapCbKoro 3acoby) - [ns Toprosoi
ynakoBku (MigTBEPAXKYETLCA AAHNMUN peasnibHOro vacy) -
36ibLUEHHS TEPMiHY NMPUAATHOCTI FOTOBOTO J1iKapCbKOro
3acoby 4715 TOProBoi ynakoBKW. 3aTBEPIXXEHO: 2 POKY;
3anponoHoBaHo: 3 pokn. 3MiHV BHECEHI B iHCTPYKLIitO ANs




81

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
MeAMNYHOro 3actocyBaHHsA J13 y p. "TepMiH npugaTHocTi".
86. NEHANIAON Kancynu teepai no 20 M.BIOTEK Benvka PENAVHC TAN® IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny 3a UA/17726/01/05
Mr M0 7 Kancyny NIMITEL, BputaHis CAMHCEC - 3MiHK 3 SKOCTi. FoToBMIA Nikapcbkuii 3aci6. CTabiNbHICTb. peyenmom
6nicTepi; no 3 MPABIT NIMITEL, 3MiHa y TepmiHax npuaaTHocTi abo ymoBax 36epiraHHs
6nictepu B nauui 3 (NNAHT 6) roTOBOro Nikapcbkoro 3acoby (36ibLUEeHHs TEPMiHY
KapTOoHy NPUAATHOCTI TOTOBOIO /liKapCbKOro 3acoby) - [ns Toprosoi
ynakoBkun (MiATBEPLKYETLCA AaHUMM peaslbHOro vacy) -
36i/IbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOTO J1iKapPCLKOro
3acoby 4715 TOProBOi ynakoBky. 3aTBEPMAXKEHO: 2 POKY;
3anponoHoBaHo: 3 poku. 3MiHV BHECEHI B iHCTPYKLiit0 ANs
MeAMYHOro 3actocyBaHHs J13 y p. "TepMiH npugartHocTi'”.
87. NEHANIAON Kancynu Teepgi no 25 M.BIOTEK Benvka PENAVHC NAN® IHAis BHECEHHS 3MiH 40 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny 3a UA/17726/01/06
Mr 10 7 Kancyny NIMITEL BpuTaHis CANHCEC - 3MiHK 3 SKocTi. FoToBMIA Nnikapcbkuii 3aci6. CTabiNbHICTb. peyenmom
6nictepi; no 3 MPAVBIT NIMITEL 3MiHa y TepMiHax npuaaTHoCcTi abo ymoBax 36epiraHHs
6nicTepy B navy, 3 (MNAHT 6) rOTOBOrO /iKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
KapTOHY NPVAATHOCTI FOTOBOTO NiKapCbKoro 3acoby) - [ns Toprosoi
ynakoBku (NiATBEPAKYETLCS AaHUMU peasibHOro yacy) -
36iNbLUEHHA TEPMiHY NPUAATHOCTI FOTOBOTO /iKapCbKOro
3aco0y /19 TOProBoi ynakoBku. 3aTBepXEHO: 2 POKY;
3anponoHoBaHo: 3 PokW. 3MiHU BHECEHI B IHCTPYKLiO Ans
MeAMYHOro 3actocyBaHHs f13 y p. "TepmiH npugaTHocTi".
88. NIBOTIA3NA- | Tabnetku no 10 TOB «TeBa Ykpaina AT YropwuHa BHECEHHS 3MiH 10 peecTpaLjiiiHux MmaTepianiB: 3MiHa 3a UA/6092/01/01
TEBA mr/12,5 mr no 10 YKpaiHa» dapmaLleBTUYHUI 3asiBHUKa (Bf1aCHUKA PEECTPALiHOr0 NOCBiAUYEHHS). 3MiHU peyenmom
TabneTtok y 6nictepi, 3aBog TEBA | TMnNy - 3MiHKn Woa0 6e3nekn/edeKTUBHOCTI Ta
no 3 6nictepun y dhapmakoHarnsgy. BeegeHHs abo 3miHM [0 y3arasibHeHNX
KopooLi AaHvX Npo cuctemy thapmakoHarnsgy (BBefeHHs
y3ara/ibHeHNX JaHnx nNpo cucTemy dapmakoHarnsgy,
3MiHa YNoBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI 3a
3AilicHeHHA hapMakoHarnsy; KOHTaKTHOT ocoou 3
hapMakoHarnsay 3asBHUKa Ans 34iINCHEeHHs
chapmMakoHarnagy B YkpaiHi, AKLLO0 BOHA BifMiHHA Bif,
YNOBHOBaXXeHOi 0c0obM, BiANOBIfaIbHOT 3a 34iiCHEHHS
thapmakoHarniagy (BkIYaoumn KOHTaKTHI AaHi) Ta/abo
3MiHM Y PO3MIiLLEHHI MacTep-ghaiina cuctemm
hapMakoHarnsgy). 3miHa ynoBHOBaXKeHOi 0cobu
3asBHMKA, BigNoBiAa/IbHOI 3a dhapMakoHarnsg.
[itova pegakuis: Orit Stern-Maman. MNponoHoBaHa
pefakuis: buctpoa OkcaHa BitaniiBHa. 3MiHa KOHTaKTHUX
[aHNX YNOBHOBaXXEHOT 0COOM 3asBHUKA, BifNoBigabHOI
3a thapmakoHarnag.
89. NI3OTIA3NA- | Tabnetkn no 20 TOB «TeBa Ykpaina AT YropwumHa BHECEHHS 3MiH [J0 peecTpavjiiiHux maTepianis: 3MiHa 3a UA/6092/01/02
TEBA mr/12,5 mr no 10 YkpaiHa» dapmaleBTUYHNI 3asBHUKa (B/1aCHUKA PEECTPaLiiHOro MocBigYeHHs). 3MiHM | peyenmom
Tabnetok y 6nicrepi, 3aBog TEBA | TMny - 3MiHu Woao 6e3nekn/edeKTUBHOCTI Ta
no 3 6nictepn y thapmakoHarnagy. BeegeHHs abo 3miHn [0 y3arasibHeHuX
Kopobui AaHnx npo cuctemy chapmakoHarnsgy (BBeAeHHs
y3araslbHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXXEHOT 0CO6MU, BiANOBiAaIbHOI 3a
3[iiCHEHHS1 (dapMaKoHarns4y; KOHTaKTHOT 0cobu 3
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
thapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
thapMakoHarnagy B YkpaiHi, SKLLO0 BOHa BigMiHHA Bif,
YNOBHOBaXXeHOi 0c0obM, BiANOBIfa/IbHOT 3a 34iCHEHHS
hapmakoHarnsgy (Bkovaouy KOHTakKTHI gaHi) Ta/abo
3MiHM Y PO3MIiLLEHHI MacTep-ghaiina cuctemm
hapmakoHarnsay). 3miHa ynoBHOBaXKeHOT 0cobu
3asBHWMKa, BiANOBiAaNbHOI 3a hapMakoHarnsag,.
[itoyva pegakuis: Orit Stern-Maman. MNponoHoBaHa
pefakuis: buctpoa OkcaHa BitaniiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0CO6U 3asBHNMKa, BignoBiganbHOT
3a thapmakoHarnag.
90. NIMEHAA cynosuTopii POTA®APM TypeyuunH yorPna MEANLINH TypeuunHa | BHECEHHs 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny 3a UA/14636/01/01
BariHasbHi, no 7 INAYNAPI NTA,. a INAY CAH. BE - 3MiHu Wopo 6e3nekn/edeKTUBHOCTI Ta peyenmom
cynosuTopiiB y Tl TIOXK. A.LL. thapmakoHarnsgy. BeefeHHs abo 3miHv [0 y3arasibHEeHUX
6nicTepi; no 1 AaHux nNpo cuctemy thapmakoHarnsgy (BBeAeHHs
6nictepy y KOMNIeKTi y3araslbHeHNX JaHnxX nNpo cuctemy dapmakoHarnsgy,
3 7 HanasibYHVKaMu 3MiHa YNOBHOBaXEHOT 0co6u, BiANOBiAaIbHOI 3a
04HOPa30BOro 3[iiCHEHHST (papMakoHarnsay; KOHTakTHOT 0cobu 3
BMKOpUCTaHHSA abo no thapmakoHarnsgy 3asiBHUKa A5 34iACHEHHS
2 6nictepu y thapMakoHarnagy B YkpaiHi, kL0 BOHa BifgMiHHA Bif,
KomnnekTi 3 14 YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
Hananb4H1KaMm hapmakoHarnsgy (Bkovalouy KOHTakKTHI gaHi) Ta/abo
0HOPa30BOro 3MiHM Y PO3MILLEHHI MacTep-ghaiina cuctemm
BMKOPUCTaHHA Y hapmakoHarnsgy) - 3MmiHa KOHTakTHUX JaHUX KOHTaKTHOT
KapTOHHIA KopoobLi 0cobu ynoBHOBaXKeHOT 0CO6YM 3as1BHMKA, BignoBiganbHOT
3a (papmakoHarnag B Ykpaini
91. MATHIHO MOPOLLIOK (Cy6CTaHLis) TOB "TK Ykpaina Xe6eli CiHTait Kuraii BHECEHHS 3MiH 40 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny - UA/15195/01/01
KAPBOHAT y NoNieTUIeHOBNX "ABpopa" MeTtanypri - 3miHu 3 AkocTi. A®I. CTabinbHicTb. 3miHa nepiogy
BAXKWNIA MiLKax ans MarHesiym Ko., T4, NOBTOPHMX BUNPOo6yBaHb/nepioay 36epiraHHA abo ymoB
hapMaLeBTUYHOIO 36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEpPAXEHOMY A0CHE
3acTocyBaHHsA cepTudpikaTa BignoBigHOCTI EBponeiickkiii hapmakoner,
LLIO BK/tOYAE nepios NOBTOPHOro BMNPo6yBaHHs) (nepios
NOBTOPHOro BMNpobyBaHHsA/nepios 36epiraHHs) -
36inbLIeHHs abo BBeAEHHSA Mepiody NOBTOPHOroO
BUNpoByBaHHs/Nepioay 36epiraHHA Ha OCHOBI pe3ybTaTis
LOCNiopKeHb Y peasibHOMY Yaci - 3MiHa nepioay 36epiraHHs
Ha nepiog, NOBTOPHOro BMNpo6yBaHHsA AdIL. [itoua
pefakuis: 15. TepmiH npugaTtHocTi. 5 pokis. MponoHoBaHa
pefakuisi: 15. TepmiH nepekoHTposto. 5 pokis
92. MEBCIH kancynu no 200 wmr, no OpraHocuH IHais EBepTomKeH flaiich IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHuXx MmaTepiasis: 3MiHu | Tuny 3a UA/8968/01/01
PETAPA® 10 kancyn y 6nicTepi; Naiicp CaeHcns CaeHcus Jlimiteq - 3MiHK 3 AkocTi. APl BupobHULTBO. 3MiHa po3Mipy cepil peyenmom
no 3 6nictepun y navuy,i Mer., T4 (Bkntovatoum gianasoHn) APl abo NPOMIKHOIO NPOAYKTY,
3 KapTOHY AKUIA 3aCTOCOBYETLCA Y NpoLeci BUpobHuuTBa APl
(36inbLlueHHs o 10 pasiB NOPIBHAHO i3 3aTBEPKEHUM
pPO3Mipom) - 36inbLLEHHS po3Mipy cepii A®I MebeBepuHy
rigpoxnopug, BupobHnka RACHEM PHARMA LIMITED,
INDIA. 3ateepmxeHo: 240,00 Kkr, 3anponoHOBaHO: Bif,
260,80 kr Ao 262,00 kr.; 3miHu | TMNy - AQMIHICTPATUBHI
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n/n

JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

93.

MEBCIH

3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaPKEHHS AiSNIbHOCTI BUPOGHUKA (BK/THOUaoun, 3a
HeoObXiAHOCTI, MicLle NPOBEAEHHS KOHTPOIO AKOCTI), abo
B/1acHUKa mactep-chaiina Ha A®l, abo noctavasibHUKaA
Adl/BnxigHoOro MaTepiany/peareHTy/NpoMiKHOTO NPOAYKTY,
LLIO 3aCTOCOBYIOTLCA Y BUPO6HMLTBI AP (KO 3a3HaYeHO
y [OCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCbE, ab0 BUPOOHMKA HOBOI AONOMIKHOT
PEYOBMHM (SIKLLLO 3a3HAYEHO Y AOChE)- 3MiHa agpecu
B/laCHVKa mactep-thalina 3aTBepaXeHoro BUpobHuKa
RACHEM PHARMA LIMITED, INDIA Ha A®| Me6eBepuHy
rigpoxnopua, ska BXoauTb [0 CKnafy rotosoro
nikapcbKoro 3acoby, Noe'szaHa 3 Nepeizaom
KopnopatusHoro odicy (3ateepgxeHo: Plot No-A-19/C,
Road No-18 IDA Nacharam, Hyderabad — 500 076,
Andhra Pradesh, India, 3anponoHosaHo: Plot no. 26 & 27,
1st Floor, Technocrat Industrial estate, IDA, Balanagar,
Hyderabad — 500 037, Telangana, INDIA), npu upomy
BMPOGHMYA AiNbHULSA Ta BCi BUPO6HUYI onepavi
3a/IMLLIATHCA HE3MIHHUMU; 3MiHW | TUMY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHa
po3Mipy cepil (Bk/ItoYatoun dianasoH po3mipy cepii)
roTOBOro NikapcbKoro 3acoby (36inbLieHHs no 10 pasis
MOPIBHSHO i3 3aTBEPAKEHNM PO3MIPOM) - 36i/bLUEHHS
pPO3Mipy cepii roTOBOrO /iKapCbKOro 3acoby (3aTBepaXeHo:
100 000 karcyn, 3anponoHosaHo: 600 000 karncys); 3MiHK
Il TNy - 3miHK 3 AKoCTi. FOTOBWUIA Nikapcbkuii 3aci6. Onuc
Ta cknag. 3MiHa y cknagi (4onoMiKHUX peyoBUHaX)
roTOBOrO NliKapCbKOro 3acoby (iHLWi AOMOMKHI PeYOBUHM) -
3MiHa, fka nigTBepMAXYETbCSA AOCAIMKEHHAMY 3
6i0€eKBiBa/IEHTHOCTI - 3MiHa cKay AONOMIXHUX PEYOBUH Y
neneT NPosIOHroOBaHOI Al FOTOBOro NiKapcbKoro 3acooy.
3MiHU BHECEHI B IHCTPYKLI0 4719 MEANYHOIO 3aCTOCYBaHHSA
N3y p. "Cknag" 3 BignoBigHMMM 3MiHAMUW B TEKCTI
MapKyBaHHS ynakoBoOK. BBefeHHs 3MiH NpoTAarom 3-x
MiCsILiB 3 AaTu 3aTBEPAKEHHS

PETAPA®

kancynu no 200 mr, in
bulk: no 1000
TabneTok y naketax

OpraHocuH
Naiicp CaeHcuns
Mner., Nitg

IHAis

EBepTOomKeH flaiich
CaeHcus NimiTeq,

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny
- 3MiHK 3 gKocTi. APl. Bupo6bHuLTBO. 3MiHa po3mipy cepii
(Brtovatoun gianazoHu) A®l abo NPoMiXXHOrO NPOAyKTY,

SIKMIA 3aCTOCOBYETLCSA Y NpoLieci BUpo6HULTBa ADI
(36inbLueHHs go 10 pasiB NOPIBHAHO i3 3aTBEPMKEHUM
po3mipom) - 36iMbLLEHHS po3Mipy cepii APl MebeBepuHy
rigpoxnopug, supobHmka RACHEM PHARMA LIMITED,
INDIA. 3atBepmxeHo: 240,00 Kkr, 3anponoHOBaHO: Bif,
260,80 kr o 262,00 kr.; 3MiHu | TURY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo afpecu micus

NPOBaKEHHA AiSNIbHOCTI BUPOOHMKA (BK/THOYaoun, 3a

UA/8969/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

HeoObXiZHOCTI, MicLle MPOBEeAEHHS KOHTPOJIIO SKOCTI), abo
B/lacHUKa mMactep-chaiina Ha A®l, abo nocTavasibHUKaA
Adl/BuxigHoro matepiany/peareHTy/NPOMiIKHOIO NPOAYKTY,
LLIO0 3aCTOCOBYIOTLCA Y BUPOOHULTBI AP| (AKLLO 3a3Ha4YeHO
y [lOCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
BiZJNOBIAHOCTI E€BpoONeNchkii thapmakonei y
3aTBEPKEHOMY [10CbE, 60 BMPOOHMKA HOBOI JOMOMDKHOI
pPEeYOBUHM (SKLLO 3a3HAYEHO Y A0CLE)- 3MiHA agpecu
B/lacHVKa mMactep-thaiina 3aTBepaKeHoro BUpo6bHuKa
RACHEM PHARMA LIMITED, INDIA Ha A®| Me6esepuHy
rigpoxnopuga, sika BXOAuTb A0 CKnafy rotoBoro
nikapcbKoro 3acoby, nos'a3aHa 3 nepeizaom
KoprnopatusHoro odicy (3aTBepgkeHo: Plot No-A-19/C,
Road No-18 IDA Nacharam, Hyderabad — 500 076,
Andhra Pradesh, India, 3anponoHosaHo: Plot no. 26 & 27,
1st Floor, Technocrat Industrial estate, IDA, Balanagar,
Hyderabad — 500 037, Telangana, INDIA), npu ubomy
BMPOGHMYA AiNbHULA Ta BCi BUPOOHWUYI onepadvi
3a/IMLWIATLCA HE3MIHHUMM; 3MiHW | TUMy - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHa
po3Mipy cepil (BkItoYatoun gianasoH po3mipy cepii)
roTOBOrO /likapcbKoro 3acoby (36inbeHHs go 10 pasis
NOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM) - 36i/IbLUEHHS
pO3Mipy cepii rOTOBOrO /iKapCbKOro 3acoby (3aTBEepAXKEHO:
100 000 karcyn, 3anponoHoBaHo: 600 000 karncys); 3MiHK
Il TNy - 3MiHKM 3 AKoCTi. FOTOBWIA Nikapcbkuii 3aci6. Onuc
Ta cknag. 3miHa y cknagi (40noMiKHUX peyoBUHAX)
roTOBOrO JliKapCbKOro 3acoby (iHLWi JOMOMDKHI Pe4YOBUHM) -
3MiHa, fka niaTBepMKYyETbCA AOCAIMKEHHAMY 3
6i0eKBiBaNIEHTHOCTI - 3MiHa cknagy AOMOMKHUX PEYOBUH Y
nesneT NPOJ/IOHrOBaHOI Aji FOTOBOrO NiKapCbKOro 3acoby.
3MiHV BHECeHI B IHCTPYKLi0 4151 MeANYHOIO 3aCTOCYBaHHS
N3y p. "Cknag" 3 BignoBigHNMM 3MiHAMMW B TEKCTI
MapKyBaHHS yNakoBOK. BBeieHHs 3MiH NpoTarom 3-x
MiCSILiB 3 AaTW 3aTBEpKEHHS

94.

METOBITAH

Kancynu Teepgi, no 10
kancyn y 6nictepi, no
2 6nicTepu y nayui 3
KapToHy

MpAT
"TexHosor"

YkpaiHa

MpAT "TexHonor"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:

3MiHM | TUny - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta
chapmakoHarnsgy - OHOB/IEHHSI TEKCTY MapKyBaHHS
yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHchopmaw,ii
OO0 3a3HaYeHHS OAMHMLB BUMIPIOBAHHA Y cucTemi Sl.
TepMiH BBEEHHS 3MiH: NPOTArom 6-Tu MicsLB 3 fAaTu
3aTBEPAKEHHS 3MiH

6e3
peyenma

UA/15531/01/01

95.

MIAA3O/TAM-
BICTA

pO34MH A1 iH'eKUI, 5
mr/mn no 15 mr; no 3
M B amnysi; no 5
ammnyn y KapTOHHil

MicTtpan Kenitan
MeHepXmeHT
Nimiten

AHrnisa

BEM Inau CaH. Be
Tik. A.C.

TypeyumnHa

BHECEHHS 3MiH [10 peecTpavjiiiHux maTepianis: 3miHu |

TUNy - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMEeHyBaHHS!

Ta/abo agpecu 3asBHUKA (BNacHUKa peectpauiiHoro
NoCBIgYEHHSA) 3MiHA CTOCOBHO afpecu 3asiBHMKa

3a
peyenmom

UA/18463/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

Kopobui

96.

MIAA3O0/T1AM-
BICTA

PO34UH A5 iH'EKUINA, 5
mr/mn no 50 mr; no 10
M B amnysii; no 5
amnys y KapTOHHii
Kopobui

MicTtpan Kenitan
MeHeKMeHT
Nimiten

AHrnis

BEM Inay CaH. Be
Tik. A.C.

TypeyuunHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu |

TMny - AAMIHICTpPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS

Ta/abo agpecy 3asiBHMKa (B/lacHUKa peecTpaviiiHoro
NoCBiAYEeHHs) 3MiHa CTOCOBHO aZpecy 3asiBHMKa

3a
peyenmom

UA/18463/01/02

97.

MIKCTAPA®3
0 HM
MNEHDIN®

cycneHsis gns
iH'ekuiin, 100 MO/mn;
no 3 MN 'y KapTpuaxi;
no 5 kaptTpuaxise y
KapTOHHIlA KopooLi

A/T Hoso
Hopgaick

JaHig

A/T Hoso Hopgick,
[aHis (BUpobHUK
[ONs MapKyBaHHSA Ta
ynaxkoBku MeHin®,
BTOPVHHOIO
nakyBaHHs); A/T
Hoso Hopgaick,
[aHisa (BUpobHUK
Hepo3dhacoBaHOro
NPOAYKTY,
HanoBHEHHS B
MeHpin®, nepsrHHa
ynaKkoBka, KOHTPO/1b
AKOCTI Ta
BiANOBigabHNI 3a
BMNYCK cepii
KiHLLeBOro
npoaykTy); Hoso
Hopgaick Npoaykao
dapmaceyTika [0
Bpasinb NTaa.,
Bpasunis (BUpOGHMK
Hepo3dhacoBaHO!
NpoayKLuii, NnepBuHHa
Ta BTOPVHHA
ynakoBka); HoBo
Hopgaick
MpoatokcboH CAC,
®paHuia (BUpOOHUK
Hepo3dhacoBaHoro
NPOAYKTY NepBrHHE
nakyBaHHS Ta
KOHTPONb Gasnky.
KoHTposb sIKOCTI
6asiky rotoBoro
npoaykTy Ta
KiHUEBOro
npoAYKTY.)

[aHis
PpaHuis
Bpasunis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:

3MiHM | TUny - 3MiHKU 3 sikocTi. A®I. MpoekTHWIA NpocTip Ta
nicnapeecTpauiiHnii NPOTOKO yNpaBAiHHA 3MiHaMW.
BnpoBagpkeHHs 3MiH, WO nepefdayveHi y 3aTBepaKeHoMy
NPOTOKOAI yNpas/liHHA 3MiHaMy (BNPOBaPKEHHS 3MiHU A1
6i0N10ri4YHOro/iMyHOMOTYHOTO JiKapCbKOro 3acoby) -
OHOBJIEHHS MPOLLECY OUYMLLEHHS aKTUBOI cybCTaHLil
NOACLKOro iHCYNiHY (eTan 6-13) 3 METO CNPOLLEHHS
npoLiecy Ta 3MeHLUEHHSI BTPYYaHHS H0ACbKOTr0 YNHHMKA

3a
peyenmom

UA/12612/01/01

98.

M-KACT

TabneTkn XyBasibHi MO
4 mr no 10 TabneTok y
6nictepi; no 3

Aypob6iHa0
dapma /114

IHgis

Aypob6iHgo Papma
NimiTeq - FOHIT VII

IHais

BHECEHHS 3MiH 40 peecTpauiiHux maTtepiais:

3a
peyenmom

UA/14341/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nicTepy B KAPTOHHIi 3MiHM | TUNYy - 3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta
KopooLi thapmakoHarnsgy - 3amiHa posginy «Ipacuyeckoe
ochopM/IEHNE YNAKOBKM» Ha po3Ain «MapkyBaHHs» y MKA
N3: 3anponoHoBaHo: MAPKYBAHHSA 3rigHo
3aTBEPAKEHOTO TEKCTY MapkyBaHHSA. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW /TIKapCbKOro 3acoby 3 BHECEHHAM
iHhopMaUii LLoA0 3a3HAYEHHS] OAMHUL BUMIPIOBaHHS Y
cuctemi S
99. M-KACT TabneTku XyBasibHi N0 Aypo6iHao IHAjs AypobiHgo ®apma IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/14341/01/02
5 mr no 10 Tabnetok y dapma /174, Nimite - FOHIT VII peyenmom
Gnicrepi; o 3 - 3MiHM | TVRY - 3MiHK WoA0 6e3nekn/edpeKTMBHOCTI Ta
GnicTepy B KapTOHHiiA thapmakoHarnsagy - 3amiHa posainy «Mpacduueckoe
kopoouj othopMeHne ynakoBKku» Ha po3zin «MapkyBaHHs» y MKSI
N3: 3anponoHoBaHo: MAPKYBAHHSA 3rigHo
3aTBEPAKEHOTO TEKCTY MapkyBaHHSA. OHOB/IEHHS TEKCTY
MapKyBaHHS! yNakoBKW /TIKapCbKOro 3ac00y 3 BHECEHHAM
iHhopMaUii LLoA0 3a3HAYEHHS! OAMHUL BUMIPIOBAHHS Y
cuctemi Si
100. | MOKCUD/OK | TabneTku, BKpUTI CaHpo3 CnoBeHis C.K. CaHpo3 C.P.J1. PymyHist BHECEHHS 3MiH A0 peecTpaLiiHux maTtepiasis: 3miHu | Tuny 3a UA/16489/01/01
CALVH NNiBKOBOO PapmacboTikau - 3MiHu 3 siKocTi. FoToBMIA Nnikapcbkuii 3aci6. Onuc Ta peyenmom
CAHAO3® 060/10HKO10, 10 400 Mr 34.4. cknag. 3miHa y cknagi (4ONoMKHUX pevyoBMHaXxX) roToBoro
no 5 TabneTtok y nNikapcbKoro 3acoby (iHLWi AONOMKHI peyoBUHY) - Byab-aka
6nicTepi; no 2 He3HayHa 3MiHa KiflbKiCHOro ckiagy AOMNOMIXHUX PevyoBUH
6nicTepy B KAPTOHHii y FOTOBOMY NiKapCbKoMy 3acobi - 3aMiHa cymiLui
Kopobui; no 7 NAiBKOBOro MOKPUTTS Y TOTOBOMY /iKapCbKOMY 3ac006i 3
Tabnetok y 6nictepi; Sepifilm 003, Sepisperse Dry 5023 & Sepisperse Dry 5084
no 1 6nictepy B Ha cymiw Opadry 03A240010. 3aTBepaXeHuii matepiasn
KapTOHHI KopoobLi ans nniskosoro nokputTa Sepifilm 003, Sepisperse Dry
5023 & Sepisperse Dry 5084 Ta 3anponoHoBaHuii
marepian a5 nniBkoBoro NnokpuTTsa Opadry 03A240010
Pink sikicHo ofgHakoBwii, NpoTe BifoyBalTbCA 3MIHN Y
KinbKiCHOMY cknagi. 3MiH1 BHECEeHi B iHCTPYKLio AN
Meau4yHoro 3actocyBaHHA 13 y p. "Cknag'". BBeeHHs 3MiH
npoTArom 6-T1 MicALiB Nicns 3aTBepAKEHHS
101. | HA3O®PAH cnpeii HasaslbHUIA, TOB «TeBa Ykpaina TeBa Yex IHAacTpi3 Yecbka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHa 3a UA/6758/01/01
cycnexsis, 50 YkpaiHa» c.p.o. Pecny6bnika | 3asBHUKa (BNacHMKa peecTpaviiiHoro noceigyeHHs) (3rigHo | peyenmom
MKr/go3y no 120 a6o Hakaszy MO3 Big 23.07.2015 Ne 460). 3miHn | Tuny - 3MiHn
no 150 103 y dh1akoHi; Loao 6e3nekn/eheKkTBHOCTI Ta chapmakoHarnsgy.
no 1 donakoHy B BeefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX nNpo
KapTOHHI KOpoOLyi cuctemy thapmakoHarnsgy (BBeAeHHs y3arasibHeHNX
JaHux nNpo cuctemy chapmakoHarnsgy, 3amMiHa
YNOBHOBaXXeHOi 0c0obM, BiANOBIfaIbHOT 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTaKTHoi 0cobm 3 hapmakoHarnagy
3asBHMKa 415 34iiCHEHH:A dapMakoHarnsay B Ykpaii,
AKLLIO BOHA BiMiHHA Bif] YNOBHOBaXKEHOT 0cobu,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

BiANOBIAANbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BKIHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y pO3MiLLIeHHi
macTep-chaiina cuctemmn chapmakoHarnsgy). 3miHa
YMOBHOB&XEHOT 0CO6M 3a8BHUKA, BiAMoBifaIbHOT 3a
thapmakoHarnsag. fitoya pegakuis: Orit Stern-Maman.
MponoHoBaHa pepfakuis: buctpoa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHMX AaHuX YNOBHOBaXKEHOT 0CO6Y 3asBHNKA,
BifnoBifasIbHOI 3a dpapmakoHarnsg

102.

HEO-
MNEHOTPAH®
DOPTE

cynosuTopii
BariHasbHi; no 7
cynosuTopiiB y
6nicTepi B KAPTOHHIN
Kopobui

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

Ekcenric Inau CaHai
Be TigpkapeT AHOHIM
LWipkeTi

TypeuunHa

BHECEHHS 3MiH 40 peecTpauliinHux maTepiasis: 3miHa
3asBHUKa (BNacHvKa peecTpauiiHoro nocBigyeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460) BeeeHHS 3MiH
NpPOTArom 6-T1 MiCALIB NiCNA 3aTBEPMKEHHS. 3MiHu | Tuny
- 3MiHu Wopo 6e3nekn/edeKTUBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3MiHM 0 y3arasibHEHNX
AaHux nNpo cuctemy thapmakoHarnsgy (BBeAeHHs
y3araslbHeHNX JaHnxX nNpo cuctemy dapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0co6u, BiANOBiAaIbHOI 3a
3[iiCHEHHs hapMakoHarsay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asiBHUKa A5 34iACHEHHS
thapMakoHarnagy B YkpaiHi, kL0 BOHa BifgMiHHA Bif,
YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
hapmakoHarnsgy (Bkovalouy KOHTakKTHI gaHi) Ta/abo
3MiHM Y PO3MILLEHHI MacTep-ghaiina cuctemm
thapmakoHarnisgy) 3miHa yNnoBHOBaXXEHOT 0CO6OM 3asBHUKA,
BiAMNOBIAa/IbHOI 3a hapMakoHarisg. [iroya pepakuis:
CopiHa JliaHa Mato / Sorina Liana Paiu, MD. MponoHoBaHa
pegakuis: llogmuna ®ininosa, MD / Ludmila Filipova, MD.
3MiHa KOHTaKTHMX AaH1X YNOBHOBaXXEHOT 0Co6y,
BignoBigasibHOI 3a hapmakoHarnsg. 3MiHa KOHTakTHUX
[aHNX KOHTaKTHOI 0CO6M YNOBHOBaXEHOT 0COOM 3asBHUKA,
BiANOBIAa/IbHOI 3a hapMakoHarag B YKpaiHi. 3MiHa
MicLie3HaxopKeHHs1 MacTep-chaiina Ta ioro Homepa.
3MiHa MicuA 3AiiCHEHHS OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy.

3a
peyermom

UA/5477/01/01

103.

HIKCAP® 2,5
mrimn

PO34UH opasbHUiA 2,5
Mr/M/T Y CKNSHOMY
donakoHi 120 mn, 1
h/1aKoH Ta MipHUiA
CTakaH y KapTOHHii
Kopoobui

MeHapiHi
IHTepHeLLoHanN
OnepeiioHc
Tokcembypr

Nokcemby
pr

Brpo6HMUTBO “in
bulk”, nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepil:
BEPNIH-XEMI AT

HimeuunHa

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu, WO
noTpebyoTb HOBOI peecTpalLlii - 40AaBaHHs HOBOI
nikapcbKoi dhopmu

MepiognyHiCTb NOAAHHSA PErynsipHO OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BignoBigHO A0 MNopsaaKy 34iCHEHHS
thapmakoHarnsgy, 3aTsepkeHoro Hakasom MiHictepctsa
OXOPOHU 340POB’A YKpaiuu Big, 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI tocTuLii YkpaiHu 19
rpyaHa 2016 poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHY 340pOB’A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i CTPOKamu,
3a3HavyeHVMK Y NepiogNYHOCTI NOAaHHSA perysisipHuX 3BiTiB
3 6esneku.

3a
peyenmom

UA/13866/03/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

104.

OKCUMETA3
OniIHY
riAPOXNOPU

il

MOPOLLIOK (Cy6CTaHLis)
y MiLLKax
nonieTnIeHoBmX
NoABINHMX Ans
chapmaL,eBTU4YHOro
3acTocyBaHHS

AT "®apmak”

YkpaiHa

3irdpig,
PapmaKemikanieH
MingeH TmM6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiastis: 3MiHK | Tuny
- AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecy 3asBHVKa (BNacHvKa peecTpauiiHoro
noceigyeHHs). 3MiHa HaliMeHyBaHHS Ta agpecy 3asBHMKa
(BnacHvKa peecTpauiiiHoro NocBigYeHHs).
3MiHn | TUNY - 3MiHn 3 aKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikat BignosigHOCTI EBponeiichkii
hapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI ab0 BUNYYEHHS
cepTudpikaTa BignoBigHOCTI EBponeiickkiin hapmakonei:
onsa A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
L0MNOMDKHOT peyqoBrHYM (iHLLi 3MiHW) - NPUBEAEHHS po3ainy
«YnakoBka» [10 BUMOT 3aTBEPKEHOro cepTudikary
BiZiNOBIAHOCTI €Bponelickkiit thapmakonei R1-CEP 2008-
064-Rev 01 Big BXe 3aTBepAxeHoro BupobHuka Siegfried
PharmaChemikalien Minden GmbH, Germany.
3MiHn | TUNY - 3MiHn 3 aKkocTi. CepTudikaT
BignosigHocTi/l E-cepTudikat BignosigHOCTI EBponeiichkii
hapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJ/IEHOIO cepTudhikaTa BiANOBIAHOCTI a60 BUNYYEHHS
cepTudpikaTa BignoBigHOCTI EBponeiickkii hapmakonei:
onsa A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT pe4oBUHM (iHLLi 3MiHW) - NO4AHHS OHOB/IEHOTO
cepTudpikaTy BiANoBigHOCTI €Bponeiickkili hapmakonei
R1-CEP 2008-064-Rev 02 (nonepegHs sepcis R1-CEP
2008-064-Rev 01) Big, BXe 3aTBEPOKEHOTO BUPOGHMKA
Siegfried PharmaChemikalien Minden GmbH, Germany y
3B'A3KY i3 3MIHOO Nnepiofy peTecTyBaHHs cy6cTaHLii (6yno:
nepiof, peTecTyBaHHA - 3 POKMW; CTas10: Nepiog,
peTecTyBaHHs - 5 pokiB).

UA/7495/01/01

105.

OKTAHAT

NOPOLLOK A4/151 PO3YNHY
ONs iH’ekujn no 50
MO/mn; KapToHHa
Kopobka Nel: MicTUTb
1 dpnakoH 3 NOPOLLKOM
NS po34nHy Ans
iH’exuin. KapToHHa
Kopobka Ne2: MicTUTb
1 chnakoH 3
PO34YMHHMKOM (BOAA
ONs1 iH e no 5 mn
(250 MO/cpnakoH) a6o
10 mn (500
MO/cnakon)) Ta
KOMNNEeKT ans
PO3YMHEHHS Ta

OkTachapma
dapmaueBTmkKa
MpopaykTioHcrec.
M.6.X.

AscTpis

OkTachapma AB,
LLiBeuis
(BMPOGHMLTBO 3a
MOBHWUM LMK/IOM, 38
BUK/IOYEHHAM
BTOPUHHOI
yMakoBKM);
OxTachapma [eccay
'mM6X, HimeuunHa
(BTOPUHHE
nakyBaHHs,
Bi3yasibHa
iHcnekwyis);
OkTadapma
MpogaykuioHcrecenn
wadyt JoliunaHg,

Lseuis
HimeyunHa
ABCTpis
®paHuisa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:

3MiHM Il TUMy - 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
KOHTpOsb roTOBOro NMikapCcbkoro 3acoby. 3miHa y metogax
BUMNPOOBYBaHHS rOTOBOrO MikapCcbKoro 3acoby (cyTTeBa
3MiHa y 6ionoriyHOMy/iMyHOIOriYHOMY/iMYyHOXIMIYHOMY
MeToAi BUnpobyBaHHs a60 MeTofi, Yy AKoMy
BMKOPUCTOBYETbLCA 6i0N0riYHNiA peareHT, abo ix 3amiHa,
abo 6ionoriyHOro npenapary NopiBHAHHSA (CTaHAAPTHOrO
npenapary), WO He 3a3HayYeHnii y 3aTBepaKeHoMy
NPOTOKONI) - 3aMiHa BMNpo6yBaHHSA "MiporeHn” Ha
BMNpobyBaHHA "EHpoTokeuHn" (EP 2.6.14) 3
BCTaHOB/IEHUM 3Ha4YeHHAM "< 0.03 MO /MO FVIII:C" gns
rOTOBOrO /liKapcbkoro 3acoby. TepMiH BBEAEHHS 3MiH - 6
MiCALIB MiC/A 3aTBePAKEHHS

3a
peyermom

UA/15468/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BHYTPILLHbOBEHHOTO M.6.X., HimeyunHa
BBeAeHHs (1 wnpuy, (BMPOGHMLTBO
ofiHopasoBwuid, 1 KpionpevjnitaTa);
[BOCTOPOHHSA ronka, 1 OkTachapma
rosnka 3 ginbTpom, 1 dapmaLeBTuka
rosika gns iH'exujn, 2 MpogykTioHcrec
MpOCOYeHi CNNPTOM M.6.X., ABCTpis
TaMmnoHu) y naketi abo (BUpPOGHMLTBO 3a
6nictepi. Kopobka Ne NMOBHWUM LMKIOM,
1 ta Kopo6ka Ne 2 BK/IKOHa0UN
06’€AHYIOTLCA MK Bi3yasibHy
€06010 NNACTUKOBOIO iHCMeKL;o);
N/iBKOO. OxkTacdapma,
PpaHuis
(BMpPOGHMLTBO 3a
MOBHUM LWIK/IOM, 3a
BUK/IOYEHHAM
BTOPUHHOI
YNaKoBKM)
106. | OKTAHAT NOPOLLOK A/19 PO3UUNHY OxkTathapma ABCTpis OkTtaghapma AB, LBewis BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/15468/01/02
Ans iH'ekuiii no 100 dapmaveBTVKa Lseuis HimeuunHa peyenmom
MO/mn; KapToHHa MpoaykTioHcrec. (BMpOGHNLTBO 32 ABCTDIst 3MiHW Il TUMY - 3MiHW 3 AAKOCTI. FOTOBWIA NiKapCbKMit 3aci6.
kopobka Nel: no 1 M.6.X. MNOBHUM LIK/IOM, 33 ®paHuis KOHTPONb roTOBOrO MiKapcbKoro 3acoby. 3MiHa y MeTogax

pN1aKkoHy 3 MOPOLLKOM
NS PO34nHy Ans
iH'eKUi. KapToHHa
Kopo6ka Ne2: no 1
chnakoHy 3
pO34MHHMKOM (BOAa
Ans iH'ekuin) 10 mn
(1000 MO /dpnakoH)
pa3oM 3 KOMMIEKTOM
[N PO3UMHEHHS Ta
BHYTPILLHLOBEHHOTO
BBefeHHs (1 wnpuy
opHopasosuid, 1
[BOCTOPOHHSA ronka, 1
ronka 3 ginbTpom, 1
rosika ans iv'exuin, 2
NPOCOYEHi CMMPTOM
TaMmnoHu) y naketi abo
6nicTepi. Kopobka Ne
1 Ta Kopo6ka Ne 2
06’eAHYIOTLCS MK
€060t NNaCTUKOBOIO
NNiBKOKO

BUK/TIOYEHHAM
BTOPUHHOT
ynakoBKM);

OkTachapma [leccay

m6X, HimeuunHa
(BTOpUHHE
nakyBaHHs,
BisyasibHa
iHCnekujs);
OkTadhapma
MpogaykuioHcrecenn
wadt JoliunaHg,
M.6.X., HimeuunHa
(BMpPOGHMLTBO
Kpionpeuinitara);
OkTadhapma
dapmaueBTmKa
MpopykTioHcrec
M.6.X., ABCTpiIs
(BUpOGHMLTBO 3a
MOBHUM LIMIK/TOM,
BK/IOYA0UMN
BisyasibHy
iHCNeKLuito);
OkTadapma,

BUNPOBYBaHHS rOTOBOTrO NikapcbKoro 3acoby (cyTTeBa
3MiHa y 6ionoriyHOMY/iMyHOIOrYHOMY/iMYyHOXIMIYHOMY
MeToZi BUNpobyBaHHA abo MeTofi, Y KoMy
BMKOPUCTOBYETbLCA 6i0M0riYHNIA peareHT, abo ix 3amiHa,
abo 6ionoriyHOro npenapary NopiBHAHHSA (CTaHAAPTHOroO
npenapary), WO He 3a3HaYeHnn y 3aTBepaKeHoMy
npoToKoAi) - 3amiHa BUNpobyBaHHs "lMiporeHn” Ha
BMnNpobyBaHHA "EHpoTokenHn” (EP 2.6.14) 3
BCT@HOB/IEHUM 3HauYeHHsAM "< 0.03 MO /MO FVIII:.C" gns
roTOBOro Nikapcbkoro 3acoby. TepMiH BBEAEHHS 3MiH - 6
MiCALIB MiCNA 3aTBEPAKEHHSA
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
®paHuisa
(BMPOGHMLTBO 3a
NOBHUM LWMK/IOM, 3a
BUK/IOYEHHAM
BTOPUHHOI
ynakoBKK)
107. | OKTAHIH @ MOPOLLIOK A1 PO3UMHY OkTadapma ABcTpist Brpo6HMK HimeuunHa/ | BHeCEeHHs 3MiH A0 peecTpauiliHnx martepianis: 3miHu | Tuny 3a UA/14330/01/03
1000 MO Ans iH'ekuiii no 1000 dapmaueBTUKa (anbTepHaTuBHWIA), dpaHuia/ - 3MiHK 3 sIKOCTi. FoTOBUIA Nikapcbkuii 3aci6. CTabiNbHICTb. peyenmom
MO; kapToHHa MpogykTioHcrec BiANOBigabHNI 3a AscTpis 3MiHa y TepmiHax npugaTtHocTi abo ymoBax 36epiraHHs
kopobka Ne 1: MicTUTb M.6.X. BTOPUHHE roTOBOrO Jlikapcbkoro 3acoby (3MiHa B yMoBax 36epiraHHs

1 chnakoH emHicTtio 30
M/1 3 NOPOLUKOM /15
PO34MHY A5 iH EKLIA.
KapToHHa kopobka Ne
2: MicTUTb 1 donakoH 3
PO34MHHMKOM (BOAA
Ans iv'ekuiin, 10 mn) Ta
KOMNNEKT ans
PO3YMHEHHA Ta
BHYTPILLHLOBEHHOTO
BBEAEHHS y NakeTi
abo 6nictepi (1 wnpuy
oaHopasosuil, 1
KOMNNEKT ans
nepeHocy (1
[ABYXKiHLeBa ronka, 1
hinbTpyBasibHa
ronka), 1 komnnekrt
Ans iHdy3ii (ronka-
MeTenuk), 2
NMPOCOYEHNX CNNPTOM
TaMroHiB). KOpobka
Neol Ta Ne2
06’eQHYI0TbCA MiXK
c060t0 NNacTMKOBOID
NAiBKOO

nakyBaHHSA Ta
BisyaslbHUi1 ornag
nikapcbkoro 3acooy,
BMPOGIEHOr0 Ha
IHLUIMX BUPOBHNYMX
OiNbHAUAX:
Oktathapma [leccay
'm6X, HimeyunHa;
Brpo6HuK,
BiAnoBiganbHUIi 3a
BMPOGHMLITBO 3a
MOBHUM LIIK/TOM,
BK/THOHAI0UM
BTOPWHHY YNakoBKy
Ta Bi3yasibHWIA OrNsg,
niKapcbkoro 3acoby,
BMPOGAEHOrO Ha
LiNbHALL
OxkTathapma,
PpaHujs:
OkTadapma
dapmavueBTmKa
MpogaykTioHcrec
M.6.X, ABCTpiS;
Bupo6Huk
BiANOBiAabHNI 3a
BMPOGHMLITBO 3a
MOBHUM LMK/IOM 3a
BUK/OUEHHAM
BTOPUHHOI YNaKoBKN:
OxkTathapma,
®paHuisa

roTOBOro Nikapcbkoro 3acoby abo nicns
PO3YMHEHHSA/BILHOBNEHHS) - lONOBHEHHS iHdopMaLii B
MKS$ npo yMoBM 36epiraHHs1 roTOBOro MikapcbKoro 3acoby
nicnsa po3ymHeHHs. 3aTBepakeHo: TepMiH npuaaTHocTi: 3
pokun. 3anponoHoBaHo: TepMiH NpuaaTHOCTI: 3 POKK.
BioximiuHa Ta hi3nyHa CTilKIiCTb Mif Yac BUKOPUCTaHHS
6yna NpofeMOoHCTpoBaHa NPOTAroM 72 roguH npu
Temneparypi 25°C. 3 Mikpo6io/10riuHOT TOUKM 30pY
NPUroTOBNIEHWI PO3YUH CNif, HETanHO BUKOPUCTATMW. SKLO
PO34MH He BUKOPUCTATW HeraiHo, Yac Ta yMOBM
36epiraHHsA [0 BUKOPUCTaHHS PO3UMHY € BiAMNoBifabHICTIO
KopucTyBadis. He pekomeHAy€eTbCA 36epirati po3ynH npu
KiMHaTHin Temnepartypi (25°C) fosLue 8 roauH. 3MiHu
BHECEHO B iHCTPYKLiIO A/19 MEAMYHOro 3aCTOCYBaHHs
nikapcbkoro 3acoby A0 po3ainiB «TepMiH NpuaaTHOCTI»,
«OCco6NMBOCTI 3aCTOCYBaHHS» CTOCOBHO YMOB 36€epiraHHs
AN NPUrOTOB/IEHOTO PO3YMHY KIHLEBOrO NPoAyKTYy. TepMiH
BBE/EHHS 3MiH — NPOTArom 6 micsuiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHK LWoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
PeecTpaujis oaaTKOBOI ynakoBkM (3MiHM 40 KOPO6ku Ne2,
L0 MICTUTb pNaKOH 3 PO3UYMHHWMKOM Ta KOMMNIEKT AN
PO3UMHEHHS! Ta BHYTPILLHLOBEHHOTO BBEEHHS): KOMMIEKT
[N PO3YNHEHHS Ta BHYTPILLHLOBEHHOTO BBEAEHHSA MOXe
nakysaTucs y naket abo 6nictep. 3MiHM BHOCATLCA A0
po3giny Bua, po3mip Ta KOMNAEKTHICTb YNaKOBKU
peecTpauiiHOro NocBigYeHHs, A0 po3ainy Ynakoka MKA.
3MiHV BHECEHO B IHCTPYKLiIO 4719 MeANYHOro
3aCTOCYBaHHSA NiKapCbKOro A0 po3Ainy «Ynakoska» (3MiHK
[0 kopobkn Ne2). TepmiH BBEZIEHHS 3MiH - NPOTArom 6
MiCALB Nicna 3aTBepAKEHHS; 3MiHW | TUny - 3MiHKU WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
3MiHM BHECEHO B IHCTPYKLi0 A1 MeAUYHOT0
3acTocyBaHHSA NikapcbKoro 3acoby Ao posginis «Cknaa»,
«OCc0o6MBOCTI 3aCTOCYBaHHA», «YNaKkoBKa» LLOA0
BUAA/IEHHS iHhopMaLi cTocoBHO fo3yBaHHSA 250 MO
BiAnoBiaHO 00 Hakaly MO3 YkpaiHu Big Ne1283 Big
24.09.2020 poKy 040 CKOPOYEHHS 3aCTOCYBaHHSA
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
nikapcbkoro 3acoby OkTaHiH ® 250 MO wnsxom BaHHS
nikapcbkoro 3acoby OkTaHiH @ 250 MO wnsaxom
NPUNUHEHHS TEPMIHY Aii peecTpauiliHoro NocBigYeHHs.
TepMmiH BBeZEHHS 3MiH - MPOTArom 6 micsuiB nicns
3aTBEPAKEHHS
108. | OKTAHIH @ MOPOLLOK A/19 PO3UNHY OkTadapma AscTpis Brpo6HMK HimeuunHa/ | BHECEHHS 3MiH A0 peecTpauiliHnx martepianis: 3miHu | Tuny 3a UA/14330/01/02
500 MO Ans iH'ekujn no 500 dapmaueBTMKa (anbTepHaTuBHWIA), dpaHuis/ - 3miHK 3 SKocTi. FoToBMIA Nnikapcbkuii 3aci6. CTabiNbHICTb. peyenmom
MO; kapToHHa MpoaykTioHcrec BiAnoBiganbHUIi 3a ABCTpist 3MiHa y TepMiHax npuaatHocTi abo ymoBax 36epiraHHs
Kopobka Ne 1: MicTUTb M.6.X. BTOPUHHE roTOBOrO JliKapcbkoro 3acoby (3MiHa B ymoBax 36epiraHHs

1 donakoH emHicTio 30
M/1 3 NOPOLUKOM A71SA
PO3UNHY A5 iH EKLiA.
KapTOHHa kopobka Ne
2: MicTUTb 1 pnakoH 3
PO34YMHHMKOM (BOAA
Ans iH'ekuin, 5 mn) Ta
KOMNNEeKT ans
PO3YMHEHHS Ta
BHYTPILLHLOBEHHOTO
BBEJEHHA y NnakeTi
ab6o 6nictepi (1 wnpwy,
ofHopaszosuii, 1
KOMNNEeKT ans
nepexocy (1
[ABYXKiHLeBa ronka, 1
pinbTpyBaUibHA
ronka), 1 komnnekr
ans iHdysin (ronka-
MeTesnuk), 2
NPOCOYEHNX CNINPTOM
TaMmroHiB). kopobka
Nel ta Ne2
006'€AHYOTLCS MK
€060 NNacTMKOBOO
N/iBKOO

nakyBaHHSA Ta
BisyaslbHUIA ornag
nikapcbkoro 3acoby,
BMPOGEHOrO Ha
IHLLIMX BUPOBHUYMX
AiNbHULAX:
OxTachapma [eccay
'M6X, HimeuunHa,;
BUpO6HMK,
BiANOBiAA/IbHWIA 32
BMPOBHMLTBO 3a
NOBHUM LIK/TOM,
BK/THOHAI0UM
BTOPWHHY YNakoBKy
Ta BidyasibHWI OrNsg,
nikapcbkoro 3acooy,
BUPOGIEHOr0 Ha
AiNbHUL
OxTacapma,
dpaHuin:
OkTadhapma
dapmaueBTmKa
MpopykTioHcrec
M.6.X., ABCTpis;
Brpo6HMK
BiAnoBiganbHUIi 3a
BMPOGHMLITBO 3a
MOBHUM LIMK/IOM 3a
BUK/OYEHHAM
BTOPVHHOI YNaKOBKMU:
OxTacapma,
PpaHuis

roTOBOrO slikapcbkoro 3acoby abo nicns
PO3UYMHEHHS/BIAHOBNEHHS) - [JONOBHEHHS iH(hopMaLii B
MKS$ npo ymoBW 36epiraHHs roTOBOro MikapcbKoro 3acoby
nicna po3ynMHeHHs. 3aTBepipkeHo: TepMiH npuaaTHocTi: 3
poku. 3anponoHoBaHo: TepMiH NPUAATHOCTI: 3 POKMK.
BioximiuHa Ta hidnyHa CTilKIiCTb Mif Yac BUKOPUCTaHHSA
6yna npofeMOoHCTpoBaHa NPOTAroM 72 roguH npu
Temnepartypi 25°C. 3 Mikpo6ionoriyHoi TOUKM 30py
NPUrOTOB/IEHUIA PO3YMH CNif, HEraiHO BUKOPUCTATU. AKLLO
PO34MH He BUKOPUCTATK HeraHo, Yac Ta yMOBM
36epiraHHa 40 BUKOPUCTaHHSA PO3UNHY € BifnoBigasibHICTO
KopucTyBauiB. He pekoMmeHayeTbCAa 36epiraTi po3unH npu
KiMHaTHin Temnepartypi (25°C) gosLue 8 roguH. 3MiHu
BHECEHO B iHCTPYKLt0 A1 MEAMYHOrO 3aCTOCyBaHHS
nikapcbkoro 3acoby A0 po3ainis «TepMiH NpuaaTHOCTI»,
«OCco6NMBOCTI 3aCTOCYBaHHS» CTOCOBHO YMOB 36epiraHHs
[N NPUrOTOBMIEHOTO PO3YMHY KiHLEBOrO NPoAyKTY. TepMiH
BBE/EHHS 3MiH — NpoTArom 6 micsuis nicns
3aTBEPMKEHHS; 3MiHW | TRy - 3MiHK WoAo
6e3nekn/edekTBHOCTI Ta thapmakoHarnagy (iHwi 3MiHum) -
PeecTpauja fo4aTKOBOT yNakoBKM (3MiHN 40 KOPO6Ku Ne2,
L0 MICTUTb pN1aKOH 3 PO3YMHHWKOM Ta KOMM/IEKT AN
PO3UYMHEHHS Ta BHYTPILLHLOBEHHOTO BBEAEHHS): KOMMIEKT
[N PO3YMHEHHSA Ta BHYTPILUHbOBEHHOIO BBEAEHHS MOXeE
nakyBaTucs y nakeT abo 6nictep. 3MiH1 BHOCATLCS A0
po3ziny Bua, po3mip Ta KOMNAEKTHICTb YNakoBKU
peecTpauiiHoro NocBigyeHHs, Ao po3giny Ynakoska MKA.
3MiHM BHECEHO B IHCTPYKLi0 A1 MeAUYHOT0
3aCTOCYBaHHA NiKapCbKOro 10 po3Ainy «Ynakoska» (3MiHK
[0 kopobku Ne2). TepmiH BBELEHHS 3MiH - NPOTArom 6
MiCALIB NicNsA 3aTBEPAKEHHS; 3MiHW | TUny - 3MiHW Woa0
6e3nekn/edekTBHOCTI Ta thapmakoHarnagy (iHwi 3MiHum) -
3MiHM BHECEHO B IHCTPYKLiO 415 MEAUYHOTO
3aCTOCYBaHHS NiKapcbKoro 3acoby Ao po3ainis «Cknag»,
«OCc06MBOCTI 3aCTOCYBaHHS», «YNakoBKa» LLOA0
BUAa/IEHHS iHchopMmaL,ii cTOCOBHO Ao3yBaHHsA 250 MO
BiAnoBigHO Ao Hakaly MO3 Ykpainu Big Nel283 Big,
24.09.2020 poKy L0A0 CKOPOYEHHSA 3aCTOCYyBaHHA
nikapcbkoro 3acoby OkTaHiH @ 250 MO LAsSXOM BaHHS
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
nikapcbkoro 3acoby OktaHiH ® 250 MO wnsxom
NPUNUHEHHS TEPMIHY Aii peecTpayiiiHoro NocBig4YeHHs.
TepMmiH BBEZlEHHS 3MiH - NpOTArom 6 micsuis nicns
3aTBEPAKEHHS
109. | OTUKAIH- Kpanni ByLUHi, PO34uH, ToBapucTBo 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 6e3 UA/13172/01/01
340POB'A no8rabonol6ry obmexeHor 06MexeHo peyenma
thnakoi i ckna; no 1 BiAnoBifanbHICT BIANOBIARNILHICTIO 3MiHW Il TUMY - 3MiHK 3 AKOCTI. A®I. BUpo6HULTBO. 3MiHA
thnaroHy pasom 3 . 10 “dapMauesTHiHa BUPOGHMKA BUXIJHOMO/NPOMIKHOTO NPOAYKTY/peareHTy, Lo
KpuLuKoto- ) dapmauesTnH KomMnakis "3A0poB'A BUKOPUCTOBYIOTHCS Y BUPOGHUYOMY npoLieci Adl, a6o
KpanenbHULEto 3i a komnaHis 3MiHa BUPOGHWMKa (BK/KOUAOUM, e HeobXiaHO, MicLe
CKNAHOIO NINETKOIO y 3popos'a NPOBEAEHHS! KOHTPOSTIO AKOCTI) AdI (3a BifcyTHOCTI
KOpOO6Li 3 KapTOHY cepTudpikaTa BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
3aTBEPAKEHOMY A0CbE)(BBEAEHHS HOBOrO BUPO6HMKa AdI
3 HagaHHAM MacTep-gaiina Ha A®I) - BBeAEHHS HOBOrO
BMpo6HUKa A®I NligokaiHy rigpoxnopua* BupobHULUTBa
GUFIC BIOSCIENCES LTD., India
110. | OPJ/IOKCUH TabneTku, BKpUTI TOB "CaHodi- Ykpaina TOB "3eHrTiBa" Yecbka BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/8147/02/01
® 200 060/10HKO10, 10 200 Mr ABeHTIC Pecny6nika peyenmom
Ne 10 (10x1): no 10 YpaiHa" 3MiHM | TURY - 3MiHK WO/0 6e3nekn/edpekTMBHOCTI Ta
Tabnetok y 6nictepi; thapmakoHarnsay. 3miHa y KOpoTKili xapakTepucTuui
no 1 6nictepyy NiKapCLKOro 3acoby, TEKCTi MapKyBaHHs Ta HCTPYKLi 4ns
KapTOHHiiA KopoGL ME/MUHOrO 3aCTOCYBaHHS Ha NicTasi perynsipHo
OHOBJOBAHOTO 3BITY 3 6e3nekn NikapcbKoro 3acoby, abo
JocnifpkeHb 3 6e3neky 3acToCyBaHHS NikapCbKoro 3acoby
B nicnsipeecTpaLiinuii nepiog, abo sk pe3ynbTaTt OLiHK/
3BITY 3 JOCNiAKEHb, NPOBEAEHMX BiANOBIAHO A0 NNaHy
negiatpuyHux gocnimpkerb (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHUM YNOBHOBaXXEHVIM OPraHoM) - 3MiHW
BHECEHO A0 IHCTPYKLiT 4518 MeANYHOro 3acToCyBaHHS
nikapcbKoro 3acoby Ao po3szinis "OcobnmsocTi
3acTocyBaHHA" Ta "Mo6iYHI peakuii” BignoBigHO A0
OHOBJIEHOT iH(hopMaLii 3 6e3nekn 3acTocyBaHHS Aitoyoi
peyoBunHW. BBeAEHHS 3MiH NpoTAroM 3-x MicsuiB nicns
3aTBEPAKEHHS
111. | NAPALETAM | ta6netku no 200 mr NAT YkpaiHa MNAT "Fannudpapm”, YkpaiHa BHECEHHS 3MiH [J0 peecTpavliiiHnx maTtepianis: 6e3 UA/8334/01/01
on no 10 TabneTtok y "lanunucapm” Ykpaina; MAT peyenma
Gnicrepax; no 10 “Kuismeanpenapar” 3MiHV | TUNY - 3MiHM BHECEHi 40 IHCTPYKLUi 4719 MeAUYHOrO
TabneToK y Gnictepi, 3aCTOCYBaHHS iKapCLKOro 3acoby A0 po3Ainis:
no 2 GnicTepn B nauLl "Oco6MBOCTi 3acTOCyBaHHA", "Mepego3yBaHHA", "Mo6iuHi
peakuii" 3riaHo 3 iHchopMmalLiieto Lwoao 6e3nekum gjroyol
peyoBuHW. BBEAEHHA 3MiH NpoTAroM 6-Tv MicsAuiB nicns
3aTBEPAKEHHS
112. | NEPUHAONMNP | TabneTku, BKpUTI TeBa I3painb AT YropwuHa BHECEHHS 3MiH [10 pEECTpaLiiiHUX MaTepiasiB: 3MiHK | Tuny 3a UA/14925/01/02
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Ymosu

Homep

n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o

nocsio4YeHHs

3acoby
mni
IHAAMAMIA-
TEBA

ynakoska)
N/1iBKOBOO
060/10HKOI0, M0 2,5
mr/0,625 mr; no 30
Tabnetoky
KOHTeliHepi; no 1
KOHTelHepy B KOpobuj

dapmaveBTikan
IHpacTpi3 114,

dapmaleBTUYHNI
3asog TEBA

- 3miHu 3 sKocTi. A®l. Bupo6HMLTBO. 3MiHa BUPOGHMKA
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BMKOPVCTOBYIOTbCA Y BUPOOHMYOMY npoLieci APl abo
3MiHa BMpPOGHMKa (BK/THOYatoum, e HeobXxigHo, micue
npoBeAeHHsA KOHTPOo AkocTi) APl (3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTI E€Bponeiichkii hapmakonei y
3aTBEPAKEHOMY [0ChE)(3anponoHOBaHNIA BUPOGHUK
HaNexuTb A0 Tiel caMoi BUPOBGHWUYOI rpynu NignpuemcTs,
LU0 11 3aTBEPMXKEHNI)- 3MiHA NOLAETHLCS Y 3B'A3KY 3
[0faBaHHAM anbTepPHATUBHOI BUPOOGHUYOI AinbHNL Assia
Chemical Industries Ltd., Teva-Tech site Neot-Hovav Eco-
Industrial Park, Emek Sara P.O Box 2049 Be'er Sheva
8412316 (Israel) pns BupobHuuTBa A®I MNepuHgonpun
TO3WUNaT, AKa HaeXxuTb A0 TiEl camoi BUPOGHMYOT rpynn
nigNPUEMCTB, L0 I 3aTBEPKEHNA BUPOOHUK AdI..
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS
3MiHM | TURY - 3MiHK 3 akocTi. A®l. BUpo6HULTBO. 3MiHM B
npoueci BupobHuutea APl (He3HayHa 3MiHa y 3aKpuTili
yacTuHi MacTep-haiina Ha A®l) - 3MiHa NofaeTbes y
3B'SA3KY i3 BHECEHHAIM Y 3aKpuUTy YacTuHy MacTep-taiina
(3atBepmxeHo: ASMF version 7634-EU-11.2017;
nponoHoBaHo: ASMF version 7634-EU-06.2019) Ha A®I
MepyvHAoNpUA TO3UNaT HACTYMHUX 3MiH:
1. 36inbLUeHHs po3mipy cepii Ao 10 pasiB NOPIBHSHO i3
3aTBepKeHM po3Mipom cepii A®| MepuHgonpun
To3unart. Po3mip cepii 4na BupobHuUTBa Ha Teva-Tech
(Israel) 36inbLIEHO y 2 pa3v NOPIBHAHO i3 po3mipom cepii
AinbHuui Plantex Ltd. (Israel) i3 ekcnnyaTauiitHux
MipKyBaHb
2. He3HauHi 3MiHV B METOAML BUNPOGYBaHHS peareHTiB,
LLLO BUKOPWCTOBYHOTHLCS B MPOLIECi BUPOOHULTBA Aito4O0i
peyoBUHN.
3. [logaBaHHsA HOBOrO NokasHuka cnevudikauii 4o
cneuudikaLii peareHTiB, L0 BUKOPUCTOBYIOTLCA B NPOLLECI
BMPOGHMLTBA AjI040I Pe4oBUHU, 3 BiNOBIAHNM METOAOM
BMNPOBYBaHHS.
4. He3HauHi pepakuiiiHi 3MiHM Ta BUNpaB/EHHS
ApyKapcbk1x NOMUIOK Y BIANOBIAHWX po3finax AOCbE

peyernmom

6e3

UA/9536/01/01

113.

MEPCEH®

TabneTku, BKpUTI
060/10HKO10; M0 10
TabneTtok y 6nictepi;
no 4 6nictepu y
KapTOHHIlA KOpooLi

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

Brpo6HMLUTBO in
bulk, nakyBaHHs,
BWMYCK Cepil;
MakyBaHHS, BUMYCK
cepit:

Nex
dapmMaLeBThYHa
KOMnNaHis 4.4.

CnoBeHisi

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianiB:3miHa
3asiBHUKA (BNacCHMKa peecTpaLiiHoro nocBig4yeHHs) (3rigHo
Hakady MO3 Big 23.07.2015 Ne 460): BBefeHHs 3MiH
NpOTArom 6-Tu MicALIB Nic/A 3aTBEpMAXEHHS. 3MiHu | Tuny
- 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHM 40 y3arasibHEHUX
AaHux nNpo cuctemy chapmakoHarnsgy (BBefeHHs

y3araslbHeHUX faHnx Npo cucTemy dapmakoHarnsgy,

peyenma

3MiHa YNOBHOBaXXEHOT 0c06M, BiANOBIJaIbHOI 3a
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

3[iicCHEHHS hapMakoHarisay; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3@ 34iiCHEHHS
hapmakoHarnsgy (Bkouvakouy KOHTakKTHI aaHi) Ta/abo
3MiHM Y PO3MILLEHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3miHa yrnoBHOBaXXEHOI 0CO6U 3asBHNKA,
BignoBigasibHOI 3a hapmakoHarnsag. [ioya pepakuis:
CopiHa fliaHa Mato / Sorina Liana Paiu, MD. MponoHoBaHa
pepakuis: logmuna dininosa, MD / Ludmila Filipova, MD.
3MiHa KOHTaKTHUX AaHuX YNOBHOBAXEHOI 0co6M,
BiANOBIAa/IbHOI 3a hapmakoHariag. 3MiHa KOHTaKTHUX
[JaHnX KOHTaKTHOI 0CO6M YNOBHOBAaXEHOI 0CO6U 3asBHNKA,
BigNoBigasIbHOI 3a hapmakoHarnsag B YkpaiHi. 3miHa
MiCLe3HaxX0MKEHHs1 MacTep-halina Ta inoro Homepa.
3MiHa Micus 34jACHEHHS1 OCHOBHOI Ais/IbHOCTI 3
chapmakoHarnsgy

114.

NELE®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 100
mr, no 10 TabneTok y
6nicTepi, no 1
6nicTepy B KapTOHHiIl
Kopobui

[-p Pegai'c
NabopaTtopic
nrta

IHgis

Mepapavik flimiTeq

IHais

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu |
UMy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS
Ta/abo agpecun MicLa NPOBa[XEHHS AisNIbHOCTI
BMpPO6HMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
BK/IO4A0UM AiNbHUL BUMYCKY cepii abo micue
NpoBeAeHHSA KOHTPOJIKO AKOCTI. (LiANbHICTb, 3a AKY
BiANOBiAae BMPOGHMK/IMNOPTEP, BKIOYAOUM BUMYCK CEpiid)

3MiHa Ha3BM Ta agpecu BUpobHuka M3, 6e3 3miHu Micus
BMPOGHMLTBA: 3MiHWN BHECEHI B IHCTPYKLiO 419 MEANYHOTO
3actocyBaHHs /13 y p. "BupobHuk", "MicLie3HaxomKeHHs
BMPOGHMKa Ta oro agpeca MicLs NpoBaKeHHs
OiSNbHOCTI" 3 BiANOBIAHUMY 3MiHAMMW B TEKCTI MapKyBaHHS
yrnakoBOK. BBeeHHS 3MiH NpoTArom 6-Tu mMicauis nicns
3aTBEPAKEHHS.

3a
peyermom

UA/16732/01/01

115.

NELE®

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, No 200
mr, no 10 TabneTok y
6nicTepi, no 1
6nicTepy B KapTOHHiIl
Kopobui

[-p Peggi'c
Na6opaTtopic
nra

IHgis

Mepgpavik flimiTeq

IHais

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu |
TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS
Ta/abo agpecun micLa NPOBaMKEHHS AisNbHOCTI
BMpPOGHMKa/iMNopTepa roToBOro JlikapcbKoro 3acoby,
BK/IO4AK0UM AiNbHUL BUMYCKY cepii abo micue
NpoBeAEeHHS KOHTPOSII0 AKOCTI. (AiANbHICTb, 3a AKY
BiANOBIAa€e BMPOGHMK/IMNOPTEpP, BKOYAOUM BUMYCK Cepiid)

3MiHa Ha3BM Ta agpecu BupobHuka M3, 6e3 3miHu Micus
BMPOGHMLTBA: 3MiHWN BHECEHI B IHCTPYKLiO 419 MeANYHOro
3actocyBaHHs /13 y p. "BupobHuK", "MicLie3HaxomKeHHs
BMPOGHMKa Ta oro agpeca MicLsi NPoBaKeHHs
OisNbHOCTI" 3 BiANOBIAHUMY 3MiHAMUW B TEKCTI MapKyBaHHS
ynakoBOK. BBefleHHs 3MiH NpPOTArom 6-Tn MicsAuiB nicns
3aTBEPKEHHS.

3a
peyernmom

UA/16732/01/02

116.

NINOBAKT

KOMGiHOBaHW1 Habip

CaH

IHgis

CaH

IHAis

BHECEHHS 3MiH 40 peecTpaLiiHuX maTtepiasis:

3a

UA/0130/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
HEO NS nepopasibHOro dapmacbloTUKas dapmacbloTUKa peyenmom
3acTocyBaHHs IHoacTpi3 IHpacTpi3 Nlimiteq,
(Tabnetku, BkpuTi Nimiten 3MiHM | TURY - 3MiHK WO/0 6e3nekn/ecpeKTMBHOCTI Ta
obooHKolo, no 1000 thapmakoHarnsy. BeeaeHHs abo 3MiHu [0 y3arasibHeHnx
MI + TabneTKu, BKpUTI [laHNX NpO cUcTeMy hapmakoHarnagy (BBeAeHHs
060/10HKO10, 110 500 Mr y3ara/lbHeHNX [JaHnx Npo cucTeMy dhapmakoHarnagy,
+ Kancynu no 20 mr); 3MiHa YNOBHOBaXKeHOT 0co6y, BiAMNOBIAa/IbHOI 32
KoMGi-ynakoska: 2 3AiliCHeHHs thapMakoHarnsy; KOHTaKTHOI 0cobm 3
TabeTkM OpaHKeBoro cbapmakoHarnsy 3asBHIUKa ANs 3MiliCHEHHS
Konbopy + 2 TabneTkm thapmakoHarnaay B YkpaiHi, KILO BOHa BigMiHHA Bif,
CBIT/I0-XOBTOr0 YMOBHOBAXEHOi 0CO6M, BiNOBIAANLHOI 3@ 3AiiCHEHHS
Konbopy + 2 kancynu B hapmakoHarnsgy (Bkouarouy KOHTakKTHI aaHi) Ta/abo
CTpuni; N0 7 CTpuUNiB y 3MiHM Y PO3MILLIEHHI MacTep-(haiina cuctemm
KapTOHHiiA kopobui thapmakoHarnsay) - BeeaeHHs iHopmauii woao
YMNOBHOBaXXEHOT 0CO6M 3as1BHUKA, BiAMnoBifabHOI 3a
hapmakoHarnag Ta il KOHTaKTHUX gaHux. MponoHoBaHa
pepakuisi: Dr. Vivek Ahuja. 3MiHa KOHTaKTHUX AaHKX
KOHTaKTHOT 0CO6M YNOBHOBaXXEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a hapmakoHariag B YKpaii
117. | NNABIKC® TabneTku, BKpUTI TOB "CaHodi- YkpaiHa CAHO®I BIHTPOI ®paHuisa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/9247/01/01
060/10HKOI0, MO 75 Mr ABeHTIC IHOACTPIA 3MiHU | TUNYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
Ne28 (14x2): no 14 YkpaiHa" thapmakoHarnagy. BeegeHHs abo 3miHn [0 y3aranbHeHuX
Tabnetok y 6nictepi; AaHnx nNpo cuctemy chapmakoHarnsgy (BBeAeHHs
no 2 6nictepun y y3araslbHeHNX JaHnx Npo cucTemy dapmakoHarnsgy,
KapTOHHI Kopoobui 3MiHa YNOBHOBaXeHOi 0Co6M, BiANOBIAA/IbHOI 3a
3pjiicHeHHs hapMakoHars4y; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asBHUKa A1 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
thapMakoHarnagy (Bkiovaoun KOHTaKTHI AaHi) Ta/abo
3MiHM Yy PO3MILLLEHHI MacTep-dalina cuctemu
thapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOoT 0cobm
3asBHVKa, BiANOBIAa/IbHOT 3a hapMakoHarnsag.
MponoHoBaHa pegakuis: XogakiBcbka TeTsaHa
BavyecnasiBHa. 3MiHa KOHTAKTHWUX JaHNX YNOBHOBAXEHOT
0Cco6M 3as1BHYKA, BiANoBigaIbHOI 3a dhapMakoHarnsg.
118. | NIAKBEHIN® | TabneTku, BKPUTI TOB "CaHodi- Ykpaina CAHOO®I-ABEHTIC Icnanis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/8261/01/01
NNiBKOBOO ABeHTIC C.A. 3MiHM | TUny - 3MiHK WoA0 6e3nekn/edeKTMBHOCTI Ta peyenmom
060/10HKO10, N0 200 YkpaiHa" thapmakoHarnsagy. BeegeHHs abo 3miHv [0 y3arasibHEHUX

mr; Ne 60 (15x4): no
15 TabneTok y
6nictepi; no 4
6nicTepy y KapTOHHIl
Kopo6ui; Ne 60 (10x6):
no 10 Tabnertok y
6nictepi; no 6
6icTepiB y KAPTOHHIM

AaHvx npo cuctemy chapmakoHarnsgy (BBeAeHHs
y3araslbHeHNX JaHnx Npo cucTemy dpapmakoHarnsgy,
3MiHa YyNOBHOBaXXEHOT 0co6U, BiANOBIAaIbHOI 3a
3fiicCHeHHs hapMakoHarsay; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnagy B YkpaiHi, kL0 BOHa BigMiHHA Bif,
YNOBHOBaXEHOT 0c06W, BiANOBIAAIbHOI 3a 34iiCHEHHS
chapmMakoHarnsgy (BKIYaumM KOHTaKTHI AaHi) Ta/abo
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Kopobui 3MiHW Y PO3MILLEHHI MacTep-daiina cuctemm
thapmakoHarnsagy) - 3miHa ynoBHOBaXeHOol ocobu
3a8BHVKa, BignoBifanbHOI 3a thapmakoHarnsag,.
MponoHoBaHa pepakuis: XopakiBcbka TeTsaHa
BsiuecnasiBHa. 3MiHa KOHTAKTHUX AaHUX YNOBHOBaXEHOT
0ocobu 3asBHUKA, BiANOBIAA/ILHOI 3a hapmakoHarnsg.
119. | NPAMINEKC MOPOLLIOK (Cy6CTaHLis) Cxp. OnbceH [Janis Cxp. OnbceH [aHis BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | - UA/13262/01/01
ony y NoABiAHNX CiHTesic A/IC CiHTesic A/C MYy - 3MiHK 3 AKOCTi. A®L. KOHTponb ADI (iHLWi 3MiHW) -
AUrIAPOXNO | nonieTuieHoBMX BUKNaAeHH MeToAiB KOHTPOIO SIKOCTi Ha CybCTaHLito
PNAY nakeTtax gnsa Mpaminekcony Aurigpoxnopuay MoHorigpar, MOpPoLoK
MOHOrIAPA hapMaLeBTUYHOIO (cy6CTaHuifn) yKpaiHCbKOK MOBOIO Y 3B’513KY 3 BUMOramu Ao
T 3aCcTOCYyBaHHA marepianis peecTpaLiiHoro AOCbE, ki 3aTBEPMAXKEHI

Hakazom MO3 Ykpainn Ne 1528 Big 27.06.2019. 3minu |
Uy - 3MiHKU 3 AKOCTi. ADIL. KoHTposb APL. 3miHa y
napameTpax cneuucikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHuutea A®| (iHwwi
3MiHW) - BUAaneHHs i3 cneumdikadii A®| nokasHuka «Baxki
MeTa/Im» - NPUBELEHHS Y Bi4NOBIAHICTL 40 OPUrIHANBHUX
MaTepianis BUPO6HMKa. 3MiHW | TUMY - 3MiHU 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar BiANOBIAHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii. MogaHHA HOBOro
ab0 OHOBNEHOTO cepTudikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudikaTa BignoBigHOCTI EBponeiichkiii
thapmakonei: ana Adl; ons BUXigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; 4518 AONOMDKHOT
peyoBUHM (cepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHNI cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA - NOAAHHS OHOB/IEHOTO
cepTtudikaTa BignosigHOCTI EBponeiickbkiit hapmakonei Ne
R1-CEP 2010-174-Rev 01 (3atBepmkeHo: R1-CEP 2010-
174-Rev 00) gna A®l Pramipexole dihydrochloride
monohydrate Bif BXe 3aTBepKeHoro BupobHuka CHR.
OLESEN SYNTHESIS A/S sk Hacnigok BHECEHHS 3MiH
MeTogiB KOHTponto A®| 3a nokasHNKoM «KifnbkicHe
BU3HAYEHHS» (NPMBEAEHO Y BifNOBIAHICTL 40 BUMOT
MoHorpadii EP), - 3miHa B cneyudikauii Ta metogax
KOHTPO/I0 3a NOKa3HUKOM «laeHTudikayis» (npuBeseHo y
BiANOBIAHICTb A0 BUMOTr MOHorpadii EP), - 3MiHK 3a
po34inomM «YnakoBka» (3aTBEpPMKEHO: [BOIHbIE
NOMIMATU/IEHOBbIE NaKeTbl, NOMeLLeHHbIe B (hMbpoBble
6apabaHbl; 3anpornoHoBaHo: MNoagiliHi nonieTnIeHoBI
nakeTu, WO BKNaAeHi y N1acTUKoBi 6apabaHn); -
36iNbLUEHO TEPMIH NEPEKOHTPO/IIO 3 3 POKIB A0 4 POKIB, -
3MiHa cdpepu 3acTocyBaHHA APl (3aTBEpKEHO: ANs
BMPOGHMLITBA HECTEPU/IBHUX NiKapCbKMX hopM;
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

3anpornoHoBaHo: 451 hapmaleBTUYHOIo 3aCTOCYBaHHS) -
npuBeseHo A0 3arasibHoi MoHorpadil JepxaBHol
thapmakonei YkpaiHu «CybcTaHuia ansa thapmaueBTUyHOro
3aCTOCYBaHHA»

120.

NMPOr’MHOPM
FECTA

Kancysm m'siki no 100
mr; no 15 karncyn
M'SKMX y 6nicTepi; no 2
6nictepuy nauui

3AT "dapmnira”

JInToBCbka
Pecny6nik
a

NNTABOPATOPIOC
JIEOH ®APMA, C.A.

IcnaHis

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis:

3MiHM | TUNYy - 3MiHK WoAo 6e3nekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3miHn [0 y3arasibHeHNX
AaHuX Npo cuctemy chapmakoHarnsgy (BBefeHHs
y3araslbHeHNX faHux Npo cuctemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI 3a
3[iiCHEHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapMakoHarnsgy 3asBHUKa ANns 34INCHEeHHS
hapmakoHarnsgy B YkpaiHi, SKWo BOHa BiAMiHHA Bif,
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 3a 3iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakTHI gaHi) Ta/abo
3MiHM Y PO3MIiLLEHHI MacTep-daiina cuctemm
hapMakoHarnsgy) - 3MiHa KOHTaKTHUX JaHuX
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
thapmakoHarnsg. BeegeHHs iHdopmadii npo
MicLie3HaxopKeHHs1 macTep- dhaiina cuctemmu
hapmakoHarnsigy Ta moro Homep.
BBeaeHHs iHhopMauii Lwoao Micus 34iliCHEHHS OCHOBOHOT
LisNbHOCTI 3 hapmakoHarnsgy.

3a
peyenmom

UA/15254/01/01

121.

MPOr'MHOPM
FECTA

Kancynm m siki no 200
Mmr; no 15 kancyn
M'AKuX y 6aicTepi; no 2
6nictepuy navu,i

3AT "dapmnira”

JlnToBcbKa
Pecny6nik
a

NNABOPATOPIOC
JIEOH ®APMA, C.A.

IcnaHis

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiasis:

3MiHM | TUNy - 3MiHKU WoA0 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3miHu [0 y3arasibHeHuX
AaHvx npo cuctemy chapmakoHarnsgy (BBeAeHHs
y3araslbHeHVX faHux npo cuctemy dpapmakoHarniagy,
3MiHa YyNOBHOBaXXEHOT 0co6U, BiANOBiAaIbHOI 3a
3fjiicHeHHs hapMakoHarsay; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLLO0 BOHa BigMiHHA Bif,
YNOBHOBaXEHOT 0c06W, BiANOBIAAIbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkovakouy KOHTakKTHI AaHi) Ta/abo
3MiHM Y PO3MILLEHHI MacTep-ghaiina cuctemm
hapMakoHarnsay) - 3MiHa KOHTaKTHUX AaHUX
YMNOBHOBaXXEHOT 0c06M 3as1BHUKA, BigMoBigabHOI 3a
thapmakoHarnsg. BeefeHHs iHhopmauii npo
MicLe3HaxoMKeHHs MacTep- dhaiina cuctemm
dhapmakoHarnsgy Ta noro Homep.
BBepaeHHs iHhopMalLii Loa0 Micus 34iliCHEHHSI OCHOBOHOI
AiSNbHOCTI 3 chapmakoHarnagy.

3a
peyernmom

UA/15254/01/02

122.

NMPOrMHOPM

Kancynm m’siki no 100

3AT "dapmnira”

JInToBCbka

JIABOPATOPIOC

IcnaHis

BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis:

3a

UA/15255/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

oBO

Mmr no 15 kancyny
6nictepi no 2 6nictepn
y nauui

Pecny6nik
a

JIEOH ®APMA, C.A.

3MiHM | TUNYy - 3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3miHn 0 y3arasibHeHNX
AaHvX nNpo cuctemy thapmakoHarnsgy (BBefeHHs
y3ara/lbHeHNX JaHnx nNpo cucTemy dapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOT 0co6Mu, BiANOBiAaIbHOI 3a
3AilicHeHHA hapMakoHarnszy; KOHTaKTHOT ocoou 3
thapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
thapMakoHarnagy B YkpaiHi, KL BOHa BifAMiHHA Bif,
YNOBHOBaXXeHOI 0c0o6M, BiANOBIfaIbHOT 3a 34iiCHEHHS
hapmakoHarnsgy (Bkovalouy KOHTakKTHI gaHi) Ta/abo
3MiHM Y PO3MILLEHHI MacTep-ghaiina cuctemm
hapMakoHarnsgy) - 3MiHa KOHTaKTHUX AaHnX
YMOBHOB&XEHOT 0CO6M 3aBHUKA, BiAMoBigasIbHOT 3a
thapmakoHarnsg. BeefeHHs iHchopmauii npo
MicLle3HaxopKeHHs1 macTep- dhaiina cuctemu
hapmakoHarnsgy Ta ioro Homep. BBegeHHs iHdopmadii
LLoa0 Micus 34iiCHEHHA OCHOBOHOT AisSNIbHOCTI 3
dhapmakoHarnsgy.

peyernmom

123.

MPOr'MHOPM
OoBO

Kancynm m'ski no 200
Mr no 15 kancyny
6nicTepi no 2 6nictepn
y nauui

3AT "dapmnira”

JInToBCbka
Pecny6nik
a

NABOPATOPIOC
JTEOH ®APMA, C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHK | TUNYy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHM 40 y3arasibHEHUX
AaHux nNpo cuctemy chapmakoHarnsgy (BBefeHHs
y3araslbHeHNX JaHnx Npo cucTemy dapmakoHarnsgy,
3MiHa YyNOBHOBaXXEHOT 0CO6M, BiANOBiAaIbHOI 3a
3piicHEeHHs hapMakoHarsay; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asBHWKa A1 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
thapmMakoHarnagy (Bkiovaoun KOHTaKTHI AaHi) Ta/abo
3MiHM Yy PO3MILLLEHHI MacTep-dalinia cuctemu
thapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOT 0CO6U 3as1BHYKA, BifnoBigabHOI 3a
thapmakoHarnag. BeegeHnHs iHdopmadii npo
MicLe3HaxXoMKeHHs1 MacTep- dpaiina cuctemum
hapmakoHarnsgy Ta iioro Homep. BBeaeHHs iHchopmadii
LLOA0 MicLA 34iiCHEHHS OCHOBOHOT AjisiSIbHOCTI 3
dhapmakoHarnsgy.

3a
peyenmom

UA/15255/01/02

124.

PEBIT

apaxe, no 80 abo no
100 gpaxe 'y
KOHTeliHepi; no 80 abo
no 100 gpaxe y
KOHTelHepi; no 1
KOHTelHepy B nauii 3
KapToHy

AT "BITAMIHWN"

YkpaiHa

AT "BITAMIHN"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:

3MiHM | TMny - 3MiHK 3 sKocTi. A®l. Bupo6HMLUTBO. 3MiHa
BMPOGHMWKA BUXiAHOro/NPOMIXKHOTO MPOAYKTY/peareHTy, Lo
BMKOPUCTOBYHOTLCS Y BUPO6GHMYOMY npoueci Adl, abo
3MiHa BMPOOHUKa (BKHOYatoun, ge HeobxigHo, Micue
npoBeAeHHSA KOHTPO0 AKocTi) APl (3a BigCyTHOCTI
cepTucpikaTa BigNoBigHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [0ChE)(3anpONOHOBaHN BUPOGHYK
HaNIeXunTb 0 Tiel camoi BUPOOHNYOT rpynu MignpueEMCTB,
L0 Vi 3aTBEPAKEHWUIA) - 3MiHA aapecy AifbHUL

6e3
peuyenma

UA/4068/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

BVMPOGHMLTBA Ajl040i Pe4YOBUHM K1C/10Ta ackopbiHoBa
(siTamiH C) BupobHuka «Northeast Pharmaceutical Group
Co., Ltd», Kutaii. 3anponoHoBaHo: «No. 29, Shenxiliu
Dong Road, Economic Technological Development District
Shenyang, Kntali»; 3miHu | Tuny - 3MiHW 3 SKOCTI.
CeprtuchikaT BignosigHocTi/lE-cepTudiikar BifgnoBigHOCTI
€Bponeiicbkili hapmakonei/MmoHorpadii. MogaHHA HOBOro
ab0o OHOBNEHOrO cepTudikaTa BiANOBIgHOCTI abo
BU/TYYEHHA cepTudikaTa BifnoBiAHOCTI E€Bponeichkii
thapmakonei: ana A®l; ons BuxigHoOro
marepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTLCA Yy BUPOOHULTBI ADI; 418 AONOMDKHOT
peyoBuHM (cepTudiikaTt BiANoBIgHOCTI €BpONeNnchbkili
thapmakonei) - OHoBNEHUIA cepTUIKaT Bif yxe
3aTBEPKEHOr0 BUPOOHMKA - NOJAHHS OHOB/IEHOIO
cepTudikaTa BiANOBIAHOCTI €Bponelickbkili hapmakonei
R1-CEP 2013-010-Rev 00 ans A®l pubocnasiHy
(BiTamiHy B2) Bif BXe 3aTBEpmXEHOro BupobHuka HUBEI
GUANGJI PHARMACEUTICAL CO., LTD., Kutait, y
Hacnigok 3mMiHW agpecy BUPOGHWYOT AiNTbHUL.
MponoHoBaHa pepakuis: Holder address: No. 1 Jiangdi
Road China-435 400 Wuxue, Hubei Province Production
address: Dajin Guangji pharmaceutical Bio-Industry Park
China-435 400 Wuxue, Hubei Province

125.

PO3YBACTA
TUH-TEBA

TabneTku, BKpUTI
NNiBKOBOK 060/I0HKOI0
no 5 mr no 10
Tabnetok y 6nictepi;
no 3 6nictepu y
Kopobui

TOB «TeBa
YKpaiHa»

YkpaiHa

TeBa
dapmaLeBTikan
IHpacTpi3 N1a.

13painb

BHECEHHS 3MiH O peecTpaLjiiiHuX maTepiasiB: 3MiHa
3asiBHUKA (BNacCHMKa peecTpaLiiHoro nocBig4yeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460). 3miHu | TUny - 3MiHn

Loao 6e3nekn/epekTBHOCTI Ta chapmakoHarnagy.

BBeeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHuX Npo
cmucTemy thapmakoHarnsgy (BBefeHHS y3arasibHEHNX
[aHux nNpo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXeEHOI 0C06W, BiANOBIAAILHOI 32 3iiCHEHHS
thapmakoHarnsy; KOHTakTHOT 0cobu 3 dhapmakoHarnagy
3asBHMKa 415 34iiCHEHHA ddapMmakoHarnsagy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAAbHOI 3a 34iiCHEHHA thapmakoHarnsgy
(BK/IHOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHW y pO3MiLLieHHi

MacTep-chaiina cuctemu chapmakoHarnsgy). 3miHa

YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BifnoBigasibHOI 3a

thapmakoHarnag. fitova pegakuis: Orit Stern-Maman.
MponoHoBaHa pepfakuis: Buctpoa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXEHOT 0CO6MN 3asiBHMKA,
BignoBigabHOI 3a dhapmakoHarnsg

3a
peyenmom

UA/14036/01/01

126.

PO3YBACTA
TUH-TEBA

TabneTtku, BKPUTI
M/1iBKOBOK 060/10HKOIO
no 10 mr no 10
TabneTtok y 6nictepi;

TOB «TeBa
YkpaiHa»

YkpaiHa

TeBa
dapmaueBTikan
IHpacTpi3 fTg,.

13painb

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHa
3asBHVIKa (BnacHWKa peecTpauiiHoro noceigveHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460). 3MmiHn | Tuny - 3miHK

woao 6esnekn/edpekTMBHOCTI Ta dhapmakoHarnsay.

3a
peyenmom

UA/14036/01/02
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n/n

JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)
no 3 6nictepu y

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

127.

PO3YBACTA

KopooLi

TabneTku, BKpUTI

BeefieHHs1 a60 3MiHM A0 y3arasibHEHUX JaHnX Npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHNX
AaHvX Npo cuctemy hapmakoHarnsgy, 3MiHa
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3@ 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobum 3 hapmakoHarnagy
3asBHUKA AN1A 34iICHEHHA hapMakoHarniagy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLIEHHI
MacTep-aiina cuctemu hapmakoHarnsgy). 3miHa
YMNOBHOBaXXEHOT 0CO6M 3as1BHUKA, BigMnoBifabHOI 3a
thapmakoHarnag. ditova pegakuis: Orit Stern-Maman.
MponoHoBaHa pepgakuis: BuctpoBa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CO6U 3asBHNKA,

Bif4NoBifasIbHOI 3a dhapmakoHarnsg

nocsio4YeHHs

128.

TUH-TEBA

PO3YBACTA

NNiBKOBOK 060/I0HKOI0
no 20 mr no 10
Tabnetok y 6nictepi;
no 3 6nictepu y
Kopobui

TabneTtku, BKPUTI

TOB «TeBa
YKpaiHa»

TOB «TeBa

YkpaiHa

YkpaiHa

TeBa
dapmaLeBTikan
IHpacTpi3 N1a.

TeBa

13painb

BHECEHHS 3MiH O peecTpaLiiiHuX maTepiasiB: 3MiHa
3asiBHUKA (BNacHMKa peecTpaLiiHoro nocBig4yeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460). 3miHu | TUny - 3MiHn

Loao 6e3nekn/epekTBHOCTI Ta chapmakoHarnsgy.

BBeeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHuX Npo
cmucTemy thapmakoHarnsgy (BBefeHHS y3arasibHEHNX
[aHux nNpo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXeEHOI 0C06W, BiANOBIAAILHOI 32 3iiCHEHHS
thapmakoHarnsy; KOHTakTHOT 0cobu 3 dhapmakoHarnagy
3asBHMKa 415 34iiCHEHHA ddapMmakoHarnsagy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAAbHOI 3a 34iiCHEHHA thapmakoHarnsagy
(BK/IHOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHW y pO3MiLLieHHi
MacTep-chaiina cuctemu chapmakoHarnsgy). 3miHa
YNOBHOBaXXEHOT 0COOU 3asiBHMKA, BignoBigaibHOI 3a
thapmakoHarnag. fitova pegakuis: Orit Stern-Maman.
MponoHoBaHa pepfakuis: Buctpoa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXEHOT 0CO6MN 3asiBHMKA,

BignoBigabHOI 3a dhapmakoHarnsg

3a
peyenmom

UA/14036/01/03

TUH-TEBA

N1iBKOBOK 06O/IOHKOIO
no 40 mr no 10
TabneTtok y 6nictepi;
no 3 6nictepn 'y
Kopoobui

YkpaiHa»

dapmaueBTikan
IHpacTpi3 fTg,.

13painb

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHa
3asBHVIKa (BnacHWKa peecTpauiiHoro noceigveHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460). 3MmiHn | Tuny - 3miHK
woao 6e3snekn/edpekTMBHOCTI Ta chapmakoHarnsgy.
BBefeHHst abo 3MiHM [0 y3araslbHEHUX AaHuX Npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHNX
JaHux npo cuctemy chapmakoHarnsgy, 3amMiHa
YNOBHOBaXEHOT 0C06W, BiANOBIAA/IbHOI 38 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobum 3 chapmakoHarnagy
3asBHUKa 4151 34iICHEHHA dapMakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHa Bif, YNOBHOBaXKeHOT 0cobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnsgy
(BK/IKOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHN Y PO3MILLEHHI

mMacTep-caiina cuctemu dpapmakoHarnsgy). 3miHa

3a
peyenmom

UA/14036/01/04
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
YMOBHOB&XEHOT 0CO6M 3a8BHUKA, BiAMoBiga/IbHOT 3a
thapmakoHarnsag. fitoya pegakuis: Orit Stern-Maman.
MponoHoBaHa pepfakuis: Buctpoa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHMX AaHuX YNOBHOBaXXEHOT 0CO6Y 3asBHNKA,
BifnoBifasIbHOI 3a dpapmakoHarnsg
129. | CAHOPUH cnpeii HasaslbHUIA, "KcaHTic ®apma Kinp Beiicik ®apma HigepnaHgm BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 6e3 UA/17673/01/01
KCuno po3uuH, 1 mr/mn Nimiten" MaHtohekuypiHr 3MiHM | TUny - 3MiHK WoAo0 6e3nekn/edekTMBHOCTI Ta peyenma
nntoc cnpeii HasaslbHUiA, B.B. hapmakoHarnagy (iHwi 3MiHM) - 0OHOBNEHHS TEKCTY
MEHTON po34uH no 10 mn MapKyBaHHS yNakoBKW /TIKapCbKOro 3ac00y 3 BHECEHHAM
PO3YMHY Y CK/ITHOMY iHchopmauii WoA0 3a3HaYeHHA OAVHNLb BUMIPIOBAHHSA Y
hNakoHi 3 MexaHi4YHUM cuctemi Sl
noinponisieHoBUM
posnuntoBayem; no 1
doNakoHy B KOPO6Li
130. | CUMETUKOH | Tabnetku, BKpUTI ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/15907/01/01
o060n0Hkoto, No 125 obMexeHo 06MexeHo Tuny - 3MiHK 3 SKoCTi. [O0TOBWMIA Nikapcbkuii 3aci6. Cuctema peyenma
Mr, o 7 TabneTok y BiANOBIA&/IbHICT BiANOBIAA/LHICTIO KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa po3mipy
6nictepi; no 2 10 "hapMaueBTNYHa YyNaKoBKM FOTOBOTO JiKaPCbKOro 3acoby (BUYyYEHHS
6nictepn y kopobui 3 "GapmaueBTUYH thipma "BepTtekc" ynaKkoBKU MeBHOro po3mipy)
KapToHy a thipma (BMPOGHMLTBO 3 BUAYYEHHS ynakoBku Ne 7 (7x1) y 6nicTepi y kopobui 3
"BepTekc" npoaykuii in bulk KapTOHY, 3 BiAMOBIAHMMN 3MiHAMW B PO3AiNi «YNakoBKa»:
ToBapucTsa 3 3MiHV BHeceHi B po34in "YnakoBka" B iHCTPYKLi0 4N
06MeXeHoI0 MeJMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby Yy 3B'3Ky 3
BiANOBIAA/TbHICTIO BW/TyYEHHSIM NEBHOIO PO3MIpY YNakoBKM, SIK HACNILOK -
"PapmavueBTnyHa BUJ/TYYEHHSI TEKCTY MapKyBaHHS BiZNOBiAHOI YNakoBKW.
KOMnNaHis BBefeHHs 3MiH NpoTAroM 6-Tu MicAuUiB nicas
"3p0pos'a", 3aTBEPA)KEHHSA.
YkpaiHa)
131. | CUHYMNPET® | TabneTku, BKpUTI BioHopvka CE | HimeuyunHa BioHopuka CE HimeuunHa BHECEHHS 3MiH 4,0 PeECTpaLiiHNX MaTepiasiB: 3MiHu | 6e3 UA/4373/04/01
DOPTE o60noHkoto; no 20 TMny: 3MiHK 3 skocTi. A®I. BupobHuuTteo. 3MiHa peyenma
Tabnetok y 6nictepi; BMPOGHMKA BUXIAHOrO/NPOMKHOTO NPOAYKTY/peareHTy, Lo
no 1 6nictepy B BMKOPUCTOBYHOTLCS Y BUPO6HMYOMY npoueci AdI, abo
KapTOHHIA Kopo6Li; no 3MiHa BUpPOGHMKa (BK/IHOYatoum, e HeobXigHo, micue
25 TabneTtok y npoBefieHHs1 KOHTPO/IH0 skocTi) AP (3a BigCyTHOCTI
6nicTepi; no 2 abo 4 cepTudikaTta BignoBigHOCTI €Bponeicbkin hapmakonei y
6nicTepy y KapTOHHIl 3aTBEpPKEHOMY [10CbE)(3MiHM [0 3aX0fiB, NOB'A3aHUX 3
KopooLi KOHTposniem A®l, abo gofasaHHA AinbHuUL, Ae
NPOBOAUTLCS KOHTPO/IL/BUNPOOYBaHHSA cepii) - 4ns gitouoi
peyoBuHM Tpasa wWasnto (Herba Rumicis) gogaBaHHs
nofatkoBol nabonaropii Jlabopatopito L + S AG ans
BUNPOOGYBaHHS MiKPOGIOIOriYHOI AKOCTi POC/IMHHUX
npenapartiB. OHOBMEHHs po3ainy 3.2.S.2.1 Tpasa LWwassio
(Herba Rumicis); 3miHu | Tuny: 3miHu 3 skocTi. API.
Bupo6HMLTBO. 3MiHA BUPOGHMKA BUXIAHOTO/MPOMIXXHOMO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoLieci A®I, abo 3MiHa BUPOGHUKa
(BK/IKOYAKOYM, Ae HeOOXiAHO, MiCLe NPOBEAEHHSI KOHTPOJIHO




102

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

akocTi) A®| (3a BigcyTHOCTI cepTucpikaTta BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepaXeHOMY [0CbE)
(3MiHM 0 3axopAis, NOB'A3aHUX 3 KOHTponem Adl, abo
[ofaBaHHA AinbHULI, Ae NPOBOANUTLCS
KOHTPO/b/BUNPOGYBaHHSA cepil) - [N 4ito4oi pevyoBuHU
Tpasu BepbeHu (Herba Verbenae) gogasanHs aopgatkosoi
nabonaropii Jlabopatopito L + S AG ans BunpobyBaHHs
MiKpPOG6IO/I0riYHOI AKOCTI POCIMHHMX Npenaparis.
OHoBneHHs po3giny 3.2.5.2.1 Tpasu Bepberun (Herba
Verbenae); 3miHu | Tuny: 3miHn 3 akocTi. AdL.
Brpo6HMLTBO. 3MiHa BUPOGHUKA BUXiZAHOro/NPOMIDXHOIO
npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMYOMY npotieci A®l, abo 3miHa BUPO6HUKa
(Bktovatouu, fe HeobXigHO, MicLie NPOBEAEHHS KOHTPOJIIO
akocTi) AP (3a BigCyTHOCTI cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepAKeHOMY [0CbE)
(3miHM o 3axopis, NOB'A3aHMX 3 KOHTponeM A®l, abo
[ofasaHHA AinbHULI, Ae NPoBOAUTLCSA
KOHTPO/b/BMNPOBYBaHHSA cepil) - 1 Ailo4oi pevoBrHN
KopiHb ropeyaBku (Radix Gentianae) gofaBaHHs
[ofatkoBoi nabonaropii Slabopatopito L + S AG ans
BMNPOBYBaHHA MiKPO6IO/IOMYHOT SKOCTi POCAIMHHUX
npenapartis. OHOBNEHHA po3aisy KopiHb ropeyasky (Radix
Gentianae); 3MiHu | Tuny: 3miHun 3 akocTi. API.
Brpo6HMLTBO. 3MiHa BUPOOHUKA BUXiAHOrO/NMPOMKHOIO
NpoAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoLieci A®I, abo 3miHa BUPOGHUKa
(BkNtOYAKOUN, Ae HEOOXIAHO, MiCLe NPOBEAEHHS KOHTPO/IO
AKocTi) AP (3a BiACYTHOCTI cepTudikarta BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepAXXEHOMY [OCbE)
(3MiHM g0 3axopAiB, NOB'A3aHUX 3 KOHTponem Adl, abo
[ofaBaHHA AinbHUL, Ae NPOBOANUTLCS
KOHTPO/b/BUNPOBYBaHHA cepil) - [11a Aito4ol pevoBuHN
KBiTkn 6y3unHu (Flores Sambuci)gogaeaHHsa gogatkosoi
nabonaropii Jlabopatopito L + S AG ans BunpobyBaHHs
MiKpOOGIO/I0riYHOT AKOCTI POC/IMHHKX Npenaparis.
OHoBneHHs po3giny 3.2.S.2.1 KsiTku 6y3uHu (Flores
Sambuci); 3miHn | TUNy: 3MiHKU 3 AKOCTI. ADI.
Brpo6HMLUTBO. 3MiHa BUPOOHUKA BUXiAHOrO/NMPOMIKHOrO
NpOAYyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BUpo6HMYOMY npoueci APl, abo 3miHa BUPOGHMKA
(BKnOYaloum, e HeobXiAHO, MicLe NPOBEAEHHSI KOHTPOSIO
akocTi) AP (3a BigcyTHOCTI cepTudcpikaTta BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepAXeHOMY [0ChE)
(3MiHM 0 3axopAis, NOB'A3aHUX 3 KOHTponem Adl, abo
BHECEHHS [j0AaBaHHA Ai/TbHUL|, A& NPOBOANTLCA
KOHTPO/bL/BUNPOGYBaHHSA cepil) - [N Aito4oi pevyoBuHU
KBiTkn nepsouBiTy (Flores Primulae) gofasaHHs
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

popatkoBoi na6onaropii Slabopatopito L + S AG gns
BMNPO6YBaHHA MiKPO6GIO/IOriYHOT SIKOCTi POCIMHHUX
npenapartis. OHoBNeHHA po3giny 3.2.S.2.1 KsiTkn
nepsougiTy (Flores Primulae); 3miHu | Tuny: 3miHun 3 SKocTi.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikauiii
Ta/abo foMyCTUMUX MeX, BU3HAYEHNX Y cneuudikauisx Ha
A®I, abo BMXigHWIA/NPOMKHUIA NpOAYKT/peareHT, wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(monoBHeHHA cnevmdikalii HOBUM NOKa3HMKOM SKOCTI Ta
BiANOBIAHUM MeTOA0M BUNPOOYBaHHS)

- OHOB/IEHHA po3ainy "3.2.S.5 CtaHfapTHi 3pasku " 3
BK/IIOYEHHAM cepTudikaTa aHanisy A8 eTaoHHOT
PEeYOBUHM (X/TOPOreHHoi kncnotu) MoHorpadis
X0poreHHoi KucnoTu npusegeHo Ao sumor Ph. Eur.
MoHorpadist 5.12 "eTanoHHi pe4oBuHK"; 3MiHK | TUny:
3MiHn 3 akocTi. A®l. KoHTposb AdL. 3miHa y napameTpax
cneuudikaLin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
cneyudikalisix Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLeCi
BMpo6HULUTBa AP| (LONOBHEHHA cneuudikauii HoBUM
MOKa3HUKOM SIKOCTi Ta BiAMNOBIgHUM METOA0M
BMNPOGYBaHHS)

- OHOBJIEHHSA po3ainy «3.2.S.5 CtaHAapTHi 3paskm» 3
BK/IIOYEHHAM cepTudikaTa aHanidy As1s eTaoHHOT
peyoBuHM (reHTionikpo3uga) MoHorpadis MeHTionikpo3nga
npueefeHa o sumor Ph. Eur. MoHorpacis 5.12 "eTas1oHHI
peyoBuHK"; 3miHu | Tuny: 3MiHn 3 akocTi. A®l. KoHTponb
A®l. 3miHa y napameTpax cneuudikauiii Ta/abo
OONyCTUMUX MeX, BU3HaYeHuX y cneumadikauisax Ha Adl,
ab0 BUXigHWIA/NPOMIKHWIA NpoAyKT/peareHT, Wwo
BUKOPVCTOBYIOTBCS Yy NpoLeci BUpobHuuTea Ad|
(4ONOBHEHHS cnevmdikayii HOBUM NOKA3HUKOM SIKOCTi Ta
BiANOBIAHUM METOA0M BUNPOBYBaHHS) - OHOBJ/IEHHSA
po3giny «3.2.S.5 CtaHgapTHi 3pa3ku» 3 BK/IIOUYEHHSM
cepTudpikata aHanisy 15 eTasloHHOT pevyoBUHN
(BepbeHnaniny) MoHorpadis BepbeHaniHy npusefeHa ao
Bumor Ph. Eur. MoHorpadist 5.12 "eTasioHHI peyoBuHM";
3MiHK | Tuny: 3MiHK 3 aKocTi. A®Il. KoHTposb AdL. 3miHa y
napameTpax cneuudikauii Ta/abo AONYyCTUMUX MEX,
BM3HAYEHUX y cneumdikauisx Ha Adl, abo
BUXIiAHWIA/NPOMKHUIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuutea Ad|
(BVMNYyYEHHSI HE3HAYHOTO NOKa3HVKa AKOCTI (Hanpukiag,
BW/TyYEHHS 3acTapinoro nokasHuka)) - Ans giodoi
peuosuHmn KsiTku nepsousiTy (Primulae flower with calyx,
powdered Flores Primulae) MapameTpu ,cmak”
nepeHeceHo [0 po3ainy“XxapakTepucTukn” 3rigHo 3
“KepiBHMLTBOM 00 cneundikaLlii: npoueaypu
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BUNPOBYBaHb Ta KpUTEPIi NPUIAHATTA POC/IMHHNX PEYOBUH,

peyoBuHM Tpasu wasso (Common sorrel herb, powdered;

NPUIAHATTS POCAIMHHMX PEYOBMH, NPenaparis POC/IMHHOMO

npenapariB POC/IMHHOIO NOXOMAKEHHS Ta NiKapCbKUX
3ac06iB POC/IMHHOTO MOXOAXEHHS / TPAANLAHNX
NiKapCbKNx 3ac06iB POCIMHHOIO NoxomxeHHs” (EMA /
CPMP / QWP / 2820/00 Rev.2); 3MiHu | Tuny: 3MiHu 3
aKocTi. A®l. KoHTponb AdI. 3miHa y napameTpax
cneuudikauin Ta/abo fonyCTUMUX MEX, BUSHAYEHNX Y
cneuudikauisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
NPoAyKT/peareHT, WO BUKOPUCTOBYOTLCA Y NPOLECi
BMPOGHMLTBA AD| (BUTYYEHHSA HE3HAYHOIO NOKa3HUKa
AKOCTI (Hanpukiag, BUyYeHHs 3acTapifioro nokasHvka))-

with calyx, powdered, Flores Primulae)
MapameTpu ,3anax " nepeHeceHo A0
po3ainy“xapakrepucTuku” 3rigHo 3 “KepiBHULTBOM W00
cneumdikauiii: npoueaypu BUNpobyBaHb Ta Kputepii
NPUAHATTA POCNIMHHUX PEYOBUWH, NpenapaTtiB POCMHHOTO
NOXOKEHHS Ta NiKapCbKUX 3ac06iB POC/IMHHOIO
NOXOKEHHS / TPAAULIHMX NiKapCbKUX 3ac06iB
pocnvHHOro noxomkeHHs” (EMA / CPMP / QWP / 2820/00
Rev.2); 3minu | Tuny: 3miHu 3 akocTi. A®L. KoHTposnb AdL.
3miHa y napameTpax cneuudikauii Ta/abo gonyctummx
MeX, BU3HaYeHux y cneumdikauisax Ha A®l, abo
BUXIZAHWA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS Yy NpoLeci BUpobHuuTea Ad|
(BMNYYEHHSI HE3HAYHOTO NOKa3HKKa AKOCTI (Hanpuknag,
BWYYEHHS 3acTapifioro nokasHuka)) - 4ns giroyoi
peyoBuHM Tpasu wasso (Common sorrel herb, powdered;
Herba Rumicis) MapameTpu ,3anax ” nepeHeceHo 10
po3ainy“xapakrepucTuku” 3rigHo 3 “KepiBHULTBOM W00
cneumdikauiii: npoueaypu BUNpobyBaHb Ta Kputepii
NPUAHATTA POCNIMHHUX PEYOBUWH, NpenapaTtiB POCMHHOTO
NOXOKEHHS Ta NiKapCbKUX 3ac06iB POC/IMHHOIO
MOXOMKEHHS / TPAAULIHMX NiKapCbKUX 3aco6iB
pocnvHHOro noxomkeHHs” (EMA / CPMP / QWP / 2820/00
Rev.2); 3minu | Tuny: 3miHn 3 akocTi. A®L. KoHTposnb AdL.
3miHa y napameTpax cneuudikauii Ta/abo gonyctummx
MeX, BU3HaYeHux y cneumdikauisax Ha A®l, abo
BUXIZAHWUA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS Yy NpoLeci BUpobHuuTea Ad|
(BMNYYEHHS1 HE3HAYHOTO NOKa3HKKa AKOCTI (Hanpuknag,
BWYYEHHS 3acTapifioro nokasHuka)) - 4ns giroyoi

Herba Rumicis) MapameTpu ,cMak”’ nepeHeceHo 40
po3ainy“xapakrepucTuku” 3rigHo 3 “KepiBHULTBOM W00
cneuudikauiii: npoueaypu BUNpobyBaHb Ta Kputepii

[ina pitovoi peyosmHK KeiTkn nepsousiTy (Primulae flower

NOXODKEHHS Ta NiKapCbKUX 3ac06iB POC/IMHHOIO
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NOXOKEHHS / TPAAULIHMX NiKapCbKUX 3ac06iB
pocnvHHOro noxomkeHHs” (EMA / CPMP / QWP / 2820/00
Rev.2); 3minu | Tuny: 3miHu 3 akocTi. A®L. KoHTposnb AdL.

3miHa y napameTpax cneuudikauii Ta/abo gonyctummx

MeX, BU3HaYeHux y cneumdikauisax Ha A®l, abo

BUXIZAHWA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BMKOPWCTOBYIOTbCSA Yy npoueci BUpobHuutea A®| (iHwwi
3MiHKW) - OHOBJ/IEHHA po3giny "3.2.S.5 CtaHaapTHi 3pasku "
Ons eTanoHHoi pevoBuHY Rutoside (Flores Primulae)
BK/IIOUYEHHAIM cepTudikaTa aHanisy Ta po3LLUMPEHHSAM MeXi
[ON51 HeopraHiYHUX AOMILLOK; 3MiHM | TUNY: 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y meTofax BunpobysaHHs AdI
abo BMXigHOro mMaTtepiany/npomMiKHOr0 NPOAYKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa Ad|
(He3HayHi 3MiHK y 3aTBEPKEHUX MEeTOoAax BUNPOBYyBaHHS)
- Ansa aktnBHoi peyoBuHy Elder flower (Flores Sambuci)
OHOB/IEHO METO/, TECTYBaHHs ahioToKeuHiB B1, B2, G1

Ta G2 (MeToq BEPX — 3miHM Npo60oniAroToBKu)

KOHTpakTHO nabopatopieto Phytos Labor fur Analytic von
Arzneimitteln GmbH & Co. KG; 3MiHu | Tuny: 3miHu 3
AKOCTi. A®I. KoHTposb AdL. 3miHa y meTogax
BunNpobyBaHHA APl abo BMXigHOTO MaTepiany/npomMiKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPO6HULTBA AP| (HE3HAYHI 3MIHW Y 3aTBEPAXEHNX
MeToJax BUNPobyBaHHs) - [119 akT1BHOI peyoBmHM Herba
Verbenae oHOBNeHO MeToA TecTyBaHHA athoToKCUHIB B1,
B2, G1 ta G2 (meTog BEPX — 3miHW npo6onigrotoekun RS)
KOHTpakTHO nabopaTtopieto Phytos Labor fur Analytic von
Arzneimitteln GmbH & Co. KG; 3MiHu | Tuny: 3miHu 3
AKOCTi. A®I. KoHTposb AdL. 3miHa y meTogax
BunNpobyBaHHA APl abo BMXigHOTO MaTepiany/npomiKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPO6HULTBA AP| (HE3HAYHI 3MIHW Y 3aTBEPAXEHNX
MeToAax BUNPobyBaHHS) - [119 akTVBHOI peUYOBUHMN
Common sorrel herb oHoBNeHO MeTof, TeCTyBaHHSA
atpnotokeuHis B1, B2, G1 Ta G2 (MeTog BEPX — 3MmiHM
npo6oniarotoBkn RS) koHTpakTHO nabopatopieto Phytos
Labor fur Analytic von Arzneimitteln GmbH & Co. KG;
3MiHM | Tuny: 3MiHK 3 AkocTi. API. KoHTponb AdL. 3miHa 'y
mMeTofax BUNpobyBaHHs AP abo BuXigHOro
mMarepiany/npomMiKHOro NpoayKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea AP| (He3HauHI
3MiHM Yy 3aTBEpMKEHNX MeTofax BUNpobyBaHHs) - Ans
akTmsHoI pevoBuHY Primula flowerf with calyx oHoBneHo
MeTOZ, TecTyBaHHSA adpioTOKCMHIB B1, B2, G1 ta G2
(meTog BEPX — 3miHM npo6onigrotoBkn RS) KOHTpaKTHO
na6opartopieto Phytos Labor fur Analytic von Arzneimitteln
GmbH & Co. KG; 3MiHu | Tuny: 3miHuM 3 sikocTi. AdI.
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KoHTponb A®I. 3miHa y meTogax BunpobyBaHHsa Ad| abo
BUXiQHOrO MaTepiasy/NnpoMiXHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea AP| (He3HauHI
3MiHM Yy 3aTBEpMAKEHNX MeTofax BUNpobyBaHHs) - Ans
aKTMBHOI pevoBMHK Gention root OHOB/IEHO METO/,
TecTyBaHHA adprioTokcuHis B1, B2, G1 ta G2 (MeTop,
BEPX — 3MiH1 npo6oniarotoBkn RS) KOHTPaKTHOO
na6opartopieto Phytos Labor fur Analytic von Arzneimitteln
GmbH & Co. KG; 3MiHu | TUny: 3miHuK 3 sikocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobyBaHHsa Ad| abo
BUXiQHOIO MaTepiasy/NnpoMiXHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea AP| (He3HauHI
3MiHM Yy 3aTBEpMAKEHNX MeTofax BUNpobyBaHHs) - Ans
Herbal substance — Elder flower oHoBneHo meTog
TecTyBaHHA afp/iaTOKCUHIB y TpaBax (KBiTka 6y3uHu, Tpasa
BepbeHu, TpaBa 3BMYANHOTO LLaB/o0, KBITKa NPUMysn),
3actocoBaHuii Phytolab & Co. KG, a came 3miHeHo 3 SOP
805050-leaf, Bunyck 3, Ha SOP 805025, Bunyck 2;
BiANOBIAHI XpoMaTorpadivHi napameTpm (Tvn, JOBXWHA,
diameTp KOIoHU, pyx/MBa hasa) 3a/mwmnmncs
HE3MIHHUMMU; 3MiHW | TUuny: 3MiHn 3 AkocTi. AdI.
Brpo6HMUTBO. 3MiHM B npoueci BupobHuutea Ad|
(He3HauyHa 3MiHa y npoueci BupobHuuTBa A®l) - Ans
Herbal substance — verbena herb meTog TecTyBaHHs
achnartokcuHiB, 3actocoBaHuii Phytolab & Co. KG, 6yno
3MiHeHo 3 SOP 805050-leaf, Bunyck 3, Ha SOP 805025,
Bunyck 2. IMig 4ac OHOBNEHHS METOAY TeCTyBaHHS 6yno
NMPOBEAEHO fMLLE HE3HAYHI 3MiHW. BiAMOBIAHI
XpomatorpadiyvHi napameTpu (Tvn, AOBXWHA, AiaMeTp
KOMTOHW, pyX/iMBa hasa) 3a/TULLNANCS HE3MIHHUMU; 3MiHW |
Tuny: 3MiHm 3 AkocTi. A®l. KoHTponb AdI. 3miHa 'y
mMeTogax BunpobysaHHA APl ab6o BUXIQHOIO
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPVCTOBYETLCA Y NpoLieci BUpo6HMuTBa AD| (HEe3HaYHI
3MiHW Y 3aTBEpMKEHNX MeToAax BUNPoByBaHHS) - Ans
Herbal substance — common sorrel herb meTog,
TecTyBaHHS atp/laTOKCUHIB y TpaBax, 3aCTOCOBaHWi
Phytolab & Co. KG, 6yno 3miHeHo 3 SOP 805050-leaf,
Bunyck 3, Ha SOP 805025, Bunyck 2. IMig yac OHOBNEHHSA
MeToAy TeCTyBaHHS 6y/10 NPOBEAEHO /INLLIE HEe3HAYHI
3MiHK. BignosigHi xpomatorpadivHi napameTtpu (Tvin,
[OOBXVHa, AiaMeTp KOMOoHW, pyx/uBa hasa) 3anwnnmncs
HEe3MiHHUMK; 3MiHK | TURY: 3MiHK 3 AkocTi. ADl. KoHTponb
A®I. 3miHa y meTofax BUNpobyBaHHs AD| abo BUXiZHOro
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPVCTOBYETLCA Y NpoLeci BUpo6HMuTBa AD| (HE3HaYHI
3MiHW Y 3aTBEepMKEHNX MeToAax BUNPoByBaHHS) - Ans
Herbal substance — Primula flower with caly metoa
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TecTyBaHHS ath/laTOKCUHIB y TpaBax, 3aCTOCOBaHWiA
Phytolab & Co. KG, 6yno 3miHeHo 3 SOP 805050-leaf,
Bunyck 3, Ha SOP 805025, sunyck 2. IMif yac OHOBMEHHSA
MeToAy TeCTyBaHHS 6y/10 NPOBEAEHO INLLIE HEe3HAuHI
3MiHK. BignosigHi xpomatorpadivHi napameTtpu (Tvin,
[OOBXVHa, AiaMeTp KOMOHW, pyx/uBa hasa) 3anwnnncs
HEe3MiHHUMK; 3MiHK | TURY: 3MiHK 3 AkocTi. ADl. KoHTponb
A®I. 3miHa y meTofax BUNpo6yBaHHs AD| abo BUXiZHOro
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPVCTOBYETLCA Y NpoLeci BUpo6HMuTBa AD| (HE3HaYHI
3MiHM Yy 3aTBEPIKEHUX MeToAax BUNPobyBaHHA)- Ans
Herbal substance - Elder flower, powdered cnoci6 aHanisy
(meTog BEPX) Ha xnioporeHHy kucnoty, B PY PM 319/02
(onuc aHanisy ona TabneTok Ta KBiTOK 6y3MHM) 3aMiHEHO
Ha HoBWI MeTog, B PY PM 754/01(onuc aHanisy Ans KBiTok
6y31HW)

OHoBneHHsA po3ainis "3.2.S.4.1 Cneuudikauis, "3.2.5.4.2
AHaniTuuHi npoueaypu” Ta "3.2.S.4.3 Banigauis
aHaniTM4YHNX npoueayp", 3MiHa OAVHWL| KpUTEPIo
NpUAHATTA 3 3% (M/M) Ha mr/ 100 mMr, 6e3 3MiHM Aianas3oHy;
3MiHY | Tuny: 3MiHW 3 AkocTi. APl KoHTponb A®L. 3miHa 'y
mMeTofax BUNpobyBaHHs AP abo BuXigHOro
mMarepiany/npomMiKHOro NpoayKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea AP| (He3HauHI
3MiHW Y 3aTBEPPKEHNX MeTofax BUNPOOyBaHHs) - MeToA
aHanizy Chromotographic purity (CP) eTanoHHOI pe4oBuHM
Pytosnay (B PY PM 244) oHoBNeHO BiANOBIAHO A0
MoHorpadii «PyTo3ma;: nepBUHHWI eTasTIOHHWI CTaHJapT
KiNbKiCHOro BM3HaYeHHs /igeHTudikauii ans
hapmaLeBTUUHKX Npenapartis» OHOBMEHHs p. “3.2.5.5
Reference substances, pegakuiiHi npaBku; 3miHu | Tuny:
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BunpobysaHHA APl abo BMXigHOTO MaTepiany/npomiKHOro
NPoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLiECi
BUpo6HUUTBa AP| (HE3HAYHI 3MiHM Y 3aTBEPIKEHUX
MeTofax BunpobyBaHHs) - Ans Herbal substance — radix
Gentianae (kOpeHi ropnyaBkn) OHOB/IEHO METOJ,
TecTyBaHHsA Ha atnaTtokeuHn Bl, B2, G1 1a G2 (BEPX)
3MiHeHo 3 SOP 805050-root, Bunyck 3, Ha SOP 805021,
BMMYCK1, BifGynacb 3mMiHa Mpo6onigroToBku 6e3 3mMiHn
XpomatorpadiyHux napameTpis; 3miHW | TUny: 3MiHK 3
AKOCTi. A®I. KoHTposb AdL. 3miHa y meTogax
BunNpobyBaHHA APl abo BMXigHOTO MaTepiany/npomiKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPO6HULTBA AD| (HE3HAYHI 3MIHW Y 3aTBEPXEHNX
MeToAax BunpobysaHHs) - Ansa Herbal substance —
Gentian root, powdered cnoci6 aHanizy (Metog BEPX) Ha
BMICT reHiotuniposugy, a came B PY PM 320/03 (onwuc
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aHanisy Ans TabneTok Ta KOPEHs ropeyaBku) 3aMiHEHO Ha
B B PY PM 755/01(onuc aHanisy A1 KOpeHs ropeyaski)
OHoBeHHs posginis "3.2.5.4.1 Cneuudikauis, "3.2.5.4.2
AHaniTuuHi npoueaypu” Ta "3.2.S.4.3 Banigauis
aHaniTMYHUX Npoueayp”, 3MiHa O4VHNL KpUTEpIto
NpUIRHATTA 3 % (M/M)

Ha mr/ 100 mr, 6e3 3MiHM giana3oHy; 3MiHu | Tuny: 3miHu 3
AKocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BunpobysaHHA APl abo BMXigHOTO maTepiany/npomiKHOro
NPoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BUpo6HUUTBa AP| (HE3HAYHI 3MiHW Y 3aTBEPIKEHUX
mMeTofdax BunpobysaHHs) - na Herbal substance —
Primula flower with calyx, powdered (kBiTkn npumynu) Ha
BMicT ®naBoHoigis X (Flavonoid X , calculated as rutoside)
(BEPX), a came B PY PM 320/02 (onuc aHanidy ans
Tabn1eToK Ta KBiTK/ NpuUMysun) 3aMiHeHo Ha B PY PM
755/01(onunc aHanisy Ans KBITKU NpUMynn) OHOBJIEHHS
po3ginis "3.2.5.4.1 Cneuudpikanis, "3.2.S.4.2 AHaniTUyHI
npoueaypun” Ta "3.2.S.4.3 Banigauis aHaniTM4HmnX
npoueayp”, 3MiHa OMHUL KPUTEPID NPUAHATTS 3 % (M/M)
Ha mr/ 100 mr, 6e3 3MiHK AianasoHy; 3MiHu | Tuny: 3MiHu 3
akocTi. A®Il. KonTponb A®I. 3miHa y meTogax
BuNpobyBaHHA A®| abo BMXigHOrO MaTepiany/npomMiKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCSA Y NPOLIEC
BMPO6HMLTBA AD| (HE3HAYHI 3MiHM Y 3aTBEPAKEHNX
MeTogax BUNpobyBaHHS) - OHOBMIEHO MeToz,
MaKpOCKOMiYHOI Ta MikpockoniyHoT igeHTudikauii Common
sorrel herb, powdered (TpaBu 3BMyaiiHOI WaBio), a came
peAakuiiiHi npaBKkn Ta NPUCBOEHO HOBUIA HOMEP 3
B PY PM 205/01 Ha B PY PM 468/02; 3minu | Trny: 3MiHn
3 akocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BuNpobyBaHHA A®| abo BMXigHOrO MaTepiany/npomMiKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCSA Y NPOLLEC
BMPO6HMLTBA AD| (HE3HAYHI 3MiHM Y 3aTBEPAKEHNX
MeTofax BunpobysaHHs) - Ans Herbal substance —
Common sorrel herb, powdered (Tpasu 38MyaiiHol LWaBt)
Ha BMicT ®nasoHoigis Q (Flavonoid Q , calculated as
hyporoside), a came B PY PM 322/03 (onuc aHanisy ans
TabneTok Ta TpaBu 3BUYANHOI LWAB/MI0) 3aMiHEHO Ha B PY
PM 757/01(onvc aHanisy gns TpasBu 3BMYAliHOT LLABIH0)).
OHoBneHHsA po3ainis "3.2.S.4.1 Cneumdikauis, "3.2.5.4.2
AHaniTuuHi npoueaypun” Ta "3.2.S.4.3 Banigauis
aHaniTM4yHNX npoueayp", 3MiHa OAVHWL| KpUTEPID
NPUIAHATTA 3 % (M/M) Ha Mr/ 100 mr, 6€3 3MiHU fliana3oHy;
3MiHY | Tuny: 3MiHK 3 AkocTi. API. KoHTponb AdL. 3miHa 'y
mMeTofdax BUNpobyBaHHs AP abo BuXigHOro
mMarepiany/npomiKHOro NpoayKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea AP| (He3HauHI
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3MiHM y 3aTBEpMAKEHNX MeTofax BUNpobyBaHHs) - Ans
Herbal substance -Verbena herb, powdered (Tpasu
BepbeHun) BunpobyBaHHs Verbenalin, a came B PY PM
323/03 (onuc aHanizy ansa TabneTok Ta Tpasy BepbeHm)
3aMiHeHO Ha B PY PM 758/01(onuc aHanisy Ansa Tpasu
BepbeHun). OHOBNEHHA po3ginis "3.2.S.4.1 Cneuundikauis,
"3.2.S.4.2 AHaniTuuHi npouepypu” Ta "3.2.S.4.3 Banigauis
aHaniTMYHUX Npoueayp”, 3MiHa OAMHNL KpUTEpIto
NpUAHATTA 3 % (M/M) Ha Mr/ 100 mr, 6e3 3MiHW AianasoHy;
3MiHM | Tuny: 3miHm 3 AkocTi. APl KoHTponb AdL. 3miHa 'y
mMeTogax BunpobysaHHA APl ab6o BUXIQHOIO
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPVCTOBYETHLCA Y NpoLeci BUpo6HMuTBa AdD| (HE3HAYHI
3MiHM Yy 3aTBEpIKEHNX MeToAax BUNpobyBaHHs) -
OHOBJ/IEHHS po3ainy "3.2.S.5 CtaHgapTHI 3pasku " ans
eTasIoHHOT peyoBrHY BepbeHaniHy ans Chromatographic
purity. (y MoHorpadii «BepbeHaniH NepBUHHNI eTa/TOHHIA
CTaHZapT ANA KibKICHOTO BU3HAYEHHS» 6€3 3MiHU
MeToAVKM npu nepexogi Big B PY PM 018/01 go B PY PM
018/02; 3miHu | TunNy: 3MiHK 3 KocTi. API. KoHTponb AdI.
3MiHa y meTofax BunpobysaHHs A®| abo BUXigHOrO
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(BUNyYeHHs MeToAy BUNPOOYBaHHA A1
Adl/peareHTy/npoMKHOro NPOAYKTY, AKLLO
aNbTePHATUBHUI METOS, BXe 3aTBePI)KEHWIA) - OHOB/IEHHS
po3giny "3.2.S.5 CtaHgapTHi 3paskun " An1a eTafIoHHOT
peyoBuHM reHTionikposng ans Chromatographic purity (y
MoHorpadii «Gentiopicroside: eTanoHHUIA cTaHAapT ANs
KifIbKICHOTO BU3HAYEHHSA») 6€3 3MiHW METOAMKMN Npu
nepexogi Big B PY PM 020/01 go B PY PM 021/01; 3miHu |
Tuny: 3MiHK 3 sKkocTi. A®l. KoHTponb A®I. 3miHa y
mMeTofax BunpobysaHHsa AP| abo BUXigHOro
matepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoueci BUpobHuLTBa API (iHLUI
3MiHM y MeTogax B1NpobyBaHHA (BK/OYatoum 3amiHy abo
[0MnoBHEHHs) A®| abo BMNXiZHOro/NPOMKHOTO MPOAYKTY)-
[ns pitoyoi pevoBrHK Tpasa Wasnto (Herba Rumicis)
[OMOBHEHHA TeCTyBaHHA Baxkux meTanis metogom «Mac-
CneKTPoMEeTPIs 3 iHAYKTUBHO-3B'A3aH00 nnasmoto» (ICP-
MS) BignosigHo EP, 2.4.27.; 3MiHun | TUNY: 3MiHW 3 SIKOCTI.
A®I. KoHTponb A®I. 3miHa y meTogax BunpobysaHHs AdI
abo BMXigHOro MaTtepiany/npomMiKHOr0 NPOAYKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y npoueci BUpobHuLTBa API (iHLUi
3MiHM y MeTogax B1NpobyBaHHA (BK/OYaoum 3amiHy abo
[0noBHEHHS) AdD| abo BYXiZHOro/MPOMIKHOrO NPOAYKTY) -
[ns pitoyoi peyoBrHu TpaBa BepbeHun (Herba Verbenae)
[OMNOBHEHHA TeCTyBaHHA Baxkux metanis metogom «Mac-
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

CNeKTPOMETPIA 3 iHAYKTUBHO-3B'A3aH00 nnasmoto» (ICP-
MS) BignosigHo EP, 2.4.27.; 3MiHun | TUNYy: 3MiHW 3 SIKOCTI.
A®I. KoHTponb A®l. 3miHa y meTofax BunpobysaHHs AdI
ab0o BMXigHOro Martepiany/npomMiKHOr0 NPOAYKTy/peareHTy,

LLIO BUKOPUCTOBYETLCA Y npoueci BUpobHuLTBa ADI (iHLWi
3MiHM y MeTogax B1NpobyBaHHA (BK/OYatoum 3amiHy abo
[0noBHEHHS) AdD| abo BYXiZHOro/MPOMKHOrO NMPOAYKTY) -

[ns pitoyoi peyosnHU KopiHb ropevasku (Radix
Gentianae) [OMNOBHEHHS TECTyBaHHA Baxknx meTanis
mMeToA0M «Mac-CnekTpoMeTpis 3 iHAYKTVBHO-3B'A3aHOI0
nnasmoto» (ICP-MS) BignosigHo EP, 2.4.27.; 3MiHu |
Tuny: 3miHun 3 akocTi. A®l. KoHTponb AdL. 3miHa 'y
mMeTofax BUNpobyBaHHs AP abo BuXigHOro
mMarepiany/npomiKHOro NpoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLieci BupobHuutea AP (iHLi
3MiHM y MeTogax B1UnpobyBaHHs (BK/OYakoum 3amiHy abo

[0NoBHEHHSA) APl abo BMXiAHOrO/MPOMIDKHOIO NPOAYKTY) -
[ns pitouoi KeiTkn 6y3unm (Flores Sambuci) 4ONOBHEHHS

TecTyBaHHA Baxkkvx meTanis metogom «Mac-

CNEeKTPoOMeTpIA 3 iIHAYKTUBHO-3B'A3aH0I0 nia3moto» (ICP-
MS) BignosigHo EP, 2.4.27.; 3miHu | Tuny: 3MiHKX 3 SKOCTI.
A®I. KoHTponb A®l. 3miHa y meTogax BUnpobyBaHHs AdI
abo BuxigHoro marepiany/npoMikKHOro NPOAyKTy/peareHTy,

LLIO BUKOPUCTOBYETLCA Y Npoveci BUpobHuutea AP (iHLi
3MiHM y MeTogax B1UnpobyBaHHs (BK/OYakoum 3amiHy abo
[0NoBHEHHSA) APl abo BMXiAHOrO/MPOMIDKHOIO NPOAYKTY) -

[na pitoyoi KeiTku nepsoLBiTy 3 yalueukoto (Flores
Primulae cum Calycibus) TectyBaHHs1 Baxxkux meTanis
mMeToAoM «Mac-cnekTpoMeTpis 3 iHAYKTUBHO-3B'A3aHOI0
nnasmoto» (ICP-MS) BignosigHo EP, 2.4.27.; 3MiHu |
TMny: 3miHuM 3 skocTi. A®l. Cuctema
KOHTeliHep/3aKynopoBanbHuii 3aci6. 3MiHa y
6e3nocepeHiit ynakosui A®I (sikicHi Ta/abo KisbKicHi 3MiHK
cknagy) - OHoBreHHs po3giny «3.2.S.6 CuctemMa 3akpuTTA
KOHTEHepiB» A/1a AitoUol peyoBUHN
Tpasa wasnto (Herba Rumicis), a came 3amicTb 3 Wwapis
nanepy , WinbHicTio 70 r/m2
Ta ofHoro wapy HDPE nponoHoBaHO nakyBaslbHW
mMarepian 3 2-x Lwapis nanepy LWiNbHICTIO

80 r/m2 Ta HDPE iHnaiiHep; BHYTpILWHI MaTepias, skuii

KOHTaKTy€e 3 NOPOLUKONOAIGHNM POC/IMHHUM NpenapaToMm,

He 3MIHIOETLCS | He BN/IMBAE Ha CTiliKiCTb POC/IMHHOI
cybcTaHuii BHeceHo nocunaHHsA Ha PernameHT (EC) Ne
1935/2004, (EC) Ne 2023/2006 Ta (EC) Ne 10/2011.; 3MiHN
| Tny: 3MiHn 3 sKocTi. A®l. Cuctema
KOHTelHep/3aKynoptoBanbHuii 3aci6. 3MiHa y
6e3nocepeHiin ynakosui A®I (sikicHi Ta/abo KisbKiCHi 3MiHM
cknagy) - OHoB/eHHS po3giny «3.2.S.6 Cuctema 3akpuTTs
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KOHTelHepiB» A1 Ailo4oi peyoBrHN TpaBa Bep6eHu

(Herba Verbenae), a came 3amicTb 3 Wwapis nanepy ,
winbHicTio 70 r/mM2 Ta ogHoro wapy HDPE nponoHoBaHO
nakyBasIbHUIA MaTepian 3 2-x WwapiB nanepy LUibHICTIO
80 r/m2 Ta HDPE iHnaliHep; BHYTpILLHI MaTepian, skuii
KOHTaKTY€ 3 MOPOLUKOMOAIGHUM POC/IMHHUM NpenapaTom,
He 3MIHIOETbCS | He BM/IMBAE Ha CTilKiCTb POC/IMHHOT
cybcTaHUii BHeceHo nocunaHHsA Ha PernameHT (EC) Neo
1935/2004, (EC) Ne 2023/2006 Ta (EC) Ne 10/2011; 3miHK
| Tny: 3miHn 3 skocTi. A®l. Cuctema
KOHTeliHep/3aKynopoBanbHuii 3aci6. 3MiHa y
6e3nocepeHiit ynakosui A®I (sikicHi Ta/abo KisibKicHi 3MiHK
cknagy) - OHoBneHHs po3giny «3.2.S.6 CuctemMa 3akpuTTA
KOHTelHepiB» AN Aitovoi peyoBrHU. KopiHb ropeyaBku
(Radix Gentianae), a came 3amicTb 3 LWwapis nanepy,
winbHicTio 70 r/mM2 Ta ogHoro wapy HDPE nponoHoBaHo
nakyBasIbHUIA MaTepian 3 2-x WapiB nanepy LUifbHICTIO
80 r/mM2 Ta HDPE iHnaiiHep; BHYTPILLHIA MaTepian, skuii
KOHTaKTy€e 3 NOPOLUKONOAIGHNM POC/TMHHUM NpenapaToMm,
He 3MIHIETbLCS | He BMN/IMBAE Ha CTilKiCTb POC/IMHHOT
cybcTaHUii BHeceHo nocunaHHsA Ha PernameHT (EC) Ne
1935/2004, (EC) Ne 2023/2006 Ta (EC) Ne 10/2011; 3miHK
I Tuny: 3miHu 3 aKocTi. A®Il. Cuctema
KOHTelHep/3akynopoBasibHKiA 3aci6. 3MiHa y
6e3nocepeHiin ynakosui A®| (skicHi Ta/abo KisbKiCHi 3MiHM
cknagy) - OHOB/IEHHSA po3ainy «3.2.S.6 CucTema 3akpuTTs
KOHTelHepiB» AN Aitoyoi peqoBuHU. KBiTku By3uHN
(Flores Sambuci), a came 3amicTb 3 wapis nanepy,
wineHicTio 70 r/mM2 Ta ogHoro wapy HDPE nponoHoBaHO
nakyBasIbHWI1 MaTepiasn 3 2-x LWapiB nanepy LifbHicTio 80
r/m2 Ta HDPE iHnaiiHep; BHYTPILLHI MaTepias, SKkuii
KOHTaKTy€e 3 NOPOLUKONOAIGHNM POC/IMHHUM NpenapaToMm,
He 3MIHIOETLCS | He BN/IMBAE Ha CTiliKiCTb POC/IMHHOI
cybcTaHuii BHeceHo nocunaHHsA Ha PernameHT (EC) Ne
1935/2004, (EC) Ne 2023/2006 Ta (EC) Ne 10/2011; 3miHn
| Tny: 3MiHn 3 sKocTi. A®l. Cuctema
KOHTelHep/3aKynoptoBanbHuii 3aci6. 3MiHa y
6e3nocepeHiin ynakosui A®I (sikicHi Ta/abo KisbKiCHi 3MiHM
cknagy) - OHOB/EHHSA po34iny «3.2.S.6 Cuctema 3akpuTTs
KOHTEWHepiB» A/1a Aitlo4oi pevoBrHN KBITKM NepBOLBITY 3
yawleykoto (Flores Primulae cum Calycibus), a came
3amicTb 3 wapis nanepy , WinbHicTo 70 r/M2 Ta ogHOrO
wapy HDPE nponoHoBaHO nakyBa/lbHWIn MaTepias 3 2-X
Wwapis nanepy winbHictio 80 r/m2 Ta HDPE iHnaiiHep;
BHYTPILLHII MaTepia, KA KOHTAKTY€E 3 MOPOLLKOMOLiGHNUM
POC/IMHHMM NpenapaToMm, He 3MIHIOETLCS | He BMVBAE Ha
CTilKiCTb POCNIMHHOT Cy6CTaHLii BHECEHO NOCUMIAHHSA Ha
PernameHT (E€C) Ne 1935/2004, (E€C) Ne 2023/2006 Ta
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(EC) Ne 10/2011; 3minm | Trny: 3miHu 3 sKocTi. AdDI.

CTabinbHicTb. 3MiHa nepiogy NOBTOPHMX
BMNpo6yBaHb/nepiody 36epiraHHs abo yMoB 36epiraHHs
A®| (3a BigCYTHOCTI y 3aTBEPAKEHOMY AOCHE cepTuddikata
BiANOBIAHOCTI EBpoNeiickbkili hapmakonei, Lo BKIo4ae
nepiog, NOBTOPHOro BUNpobyBaHHS) (Nepiog, NOBTOPHOTO

BMNpoGyBaHHsA/nepios 36epiraHHs) - 36inbLUeHHS abo
BBeJEHHS nepiogy NOBTOPHOro BUnpobysaHHsA/nepiosy
36epiraHHA Ha OCHOBI pe3ynbTaTiB AOCAIMKEHb Y
peasibHOMYy 4aci - 36inbLIeHHs nepiogy NOBTOPHOrO
BMMPOOYBaHHA NEPBUHHOrO €TaJIOHHOTO CTaHAapTy ANs
KiNbKiCHOro BM3HaueHHs pyTo3ngy PRSQ 3 2-x pokiB fo 4
pokis. MOBTOPHUIA TECT NOKa3as, L0 eTa/loHHa PeyoBMHa
He 3MiHMNacs; 3MiHu | Tuny: 3miHu 3 KocTi. API.
CrabinbHicTb. 3miHa nepiody NOBTOPHUX
BMNpoGyBaHb/nepiody 36epiraHHs abo yMOoB 36epiraHHs
A®I (3a BiACYTHOCTI y 3aTBEpPXXEHOMY [0ChE cepTudikara
BiZiNOBIAHOCTI €BpoOnelickkili hapmakonei, Lo BKIYae
nepiog, NOBTOPHOro BMNPo6yBaHHS) (Nepiog, NOBTOPHOTO
BMNPO6YBaHHsA/Nepiog, 36epiraHHs) - 36i/bLUEHHS ab0
BBE/leHHS Nepiogy NOBTOPHOrO BUNPOGYBaHHs/Nepiogy
36epiraHHA Ha OCHOBI pe3yNnbTaTiB AOCIMKEHb Y
peanibHOMY 4aci - 36ibLUeHHsA nepiody NOBTOPHOro
BMNPOGYBaHHS €Ta/IOHHOTO CTaHAapTy ANs KibKICHOro
BM3Ha4YeHHs pyTo3nay RSQ 3 2-x pokiB f0 4 pokiB.
MoBTopHUIA TecT RSQ uepes 4 poku Nokasas, Lo
eTa/IoHHa peyoBMHa He 3MiHMNacsa. OHOB/IEHHS po3ainy
"3.2.S.5 CraHgapTHi 3pa3ku Ta npenapatun”; 3miHu | Tuny:
3MiHu 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW y
BMPOOHULITBI. 3MiHa iMNopTepa/3MiHK, L0 CTOCYIOTLCA
BUMYCKY Cepii Ta KOHTPOJIHO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3aMiHa abo fofaBaHHA AiNbHUL, Ha Kl
3AiACHIOETLCS KOHTPO/L/BUNPOBYBaHHA cepii) -
[opasaHHa nabopatopii 415 TeCTyBaHHSA MiKpOb6ioorivyHoT
4YNCTOTU NiKapCbKOro 3acoby (Tabnetok) Labor LS SE &
Co.KG, npvBefeHHs Ha3BW 3aTBEPLKEHOI AiNbHULi A0
YmHHoro ceptudikaty GMP; 3miHu | TUny: 3MiHK 3 SKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. 3MiHN Y BUPOOHULITBI. 3MiHU
BMNPOoGYyBaHb abo AOMYCTUMUX MEX, BCTAHOBNEHNX Y
cneuudikauisix, nig yac BUPOOHNLTBA FOTOBOrO
niKkapcbKoro 3acoby (BU/1yYeHHsI HECYTTEBOIO
BMNPOGYBaHHA B NPOLECi BUPOOGHMLTBA) - OHOBEHHSA
po3giny "3.2.P.3.4 KOHTpO/b KpUTUYHMX CTagiil Ta
NMPOMiXHOI MPOAYKLIi", BUTy4YeHO MOBITPSHUIA KOHTPO/b
«BifIHOCHOI BonorocTi (Sina)» Ta BHYTPILLHIlA HOMep onucy
3.2.P.3.4 3miHeHo 3 A PD HV 62401/02 Ha A PD HV
62401/01; 3miHM | TUNY: 3MiHK 3 AKOCTI. FOTOBWIA

Nikapcbkunii 3aci6. KOHTPO/Ib rOTOBOTO NiKapCbKOro 3acoby.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

3MiHa y MeTofax BUNpobyBaHHA roOTOBOrO NikapCbKOro
3aco0y (He3HayHa 3MiHa y 3aTBEpPMXEHNX MeTodax
BMNPOGYBaHHS) - 3MiHa Yy MeTofax BUNpobyBaHHs
roTOBOrO /iKapCbKOro 3acoby, a came OHOB/IEHHSA METOAY
[ANs KinbKicHOro aHanisy hnaBoHoiga X (po3paxoBaHuii siK
pyto3ua), BPY PM 321/04 (Assay Flavonoid X, calculated
as rutoside Primulae flos, calculated via flavonoid X);
3MiHM | TUny: 3MiHW 3 AKoCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b rOTOBOrO /liKapCbKOro 3acoby. 3MiHa y metogax

BMMPOGYBaHHS rOTOBOrO Jlikapcbkoro 3acoby (He3HauyHa
3MiHa Y 3aTBeppKeHNX MeTofax BUNpobyBaHHs) - 3miHa y
MeToAax BUNPOGYyBaHHS rOTOBOIO JliKkapCbKoro 3acoby, a
came OHOB/iEHHSt MeToay KinbKicHWiA BMICT Bep6GeHaniHy;
TpaBa BepbeHu po3paxoBaHo No Mapkepy BepbeHastiHy

3amiHa Homepy aHanizy BPY PM 323/03 Ha BPY PM
323/04 ( 3MiHM y po3aini npo6oniaroToBKy )
(3aTBEepmxeHo: 32,4 -39,6 mg/coated tablet
3anponoHoBaHo: 90-110%); 3MiHM | TUMy: 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema

KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa y MeToaax
BUNPOBYBaHHA NEPBUHHOI YNAKOBKY rOTOBOTO NiKapCbKOro
3ac00y (iHWi 3MiHM y MeToAax BUMPOGyBaHb (BK/IKYakum
3amiHy abo nofaBaHHs)) - logaBaHHs BisyanbHuii TecT Ha

HEMOPYLUHICTb a/TIOMIHIEBOI hONbIV Ha BUMYCK
«aJTHOMiHIEBOI 6nicTepHOI hoNbrv» (MePBUHHOTO
nakyBaHHs).

OHoBNeHHs p.3.2.P.7 CrcTema 3aKpuTTS KOHTElHepIB -
nikapcbkuii 3aci6 "; 3MiHK | TUNy: 3MiHK 3 skocTi. FoToBMIA
nikapcbkuii 3aci6. CucteMa KoHTelHep/3aKynopoBasibHUI

3aci6. 3MiHa y meTogax BUNpobyBaHHs NepBUHHOT
yMakoBKM FOTOBOTO MiKapCbKOro 3acoby (He3HauHi 3MiHW Yy
3aTBEpPAKEHNX MeToAax BUNPo6yBaHb) - OHOB/IEHHS
po3giny 3.2.P.7 3MiHn chopmyloBaHHSA MeToay
BM3HAYeHHs noeepxHeBoi Mmacu nokputtsa PVDC B
cneuundikauii. 3MiHM camol npouesypu TECTYBaHHSA He
nposoaunnock. 3ateepmkenuii metog DIN onucye
BM3HAYEHHS Barn NOBEpPXHi LWASXOM noginy wapy MBX ta
MNBAK Ta 3BaxyBaHHA, BUKOPUCTOBYHOUY 3pa3ok 100 cm2.
ToMy HISIKOT METOAUYHOIT 3MiHV MeTofy TEeCTyBaHHS He
NMPOBOAUTBLCS; 3MiHM | TUMY: 3MiHK 3 AKOCTI. [0TOBWIA
nikapcbkuii 3aci6. CucteMa KoHTelHep/3aKynopoBasibHUM
3aci6. 3MiHa y meTogax BUNpobyBaHHS NepBUHHOT
yMakoBKM FOTOBOTO NiKapCbKOro 3acoby (iHWi 3MiHU Y
MeTofax BunpobyBaHb (BKIOYa4uM 3aMiHy abo
[ofasaHHs)) -
OHoBneHHs po3giny 3.2.P.7 Cuctema 3akputTs
KOHTeliHepiB, a came CTBOPEHa aBTOMaTM30BaHa cucTema
[IN151 NOPIBHSIHA TEKCTY Ta MakKeTy BifibUTKa Ha a/ltoMiHIEBIi
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

honb3i i3 3pa3kom (cMcTeMa MOPIBHSAHHS 306padkeHb);
3MiHM | TUny: 3MiHW 3 AKOCTi. FOTOBMIA Nikapcbkuid 3aci6.
CucTema KoHTelHep/3aKkynoptoBasibHUIA 3aci6. 3MiHa
nocTavasnibHvKa nakyBasibHVUX martepianis abo
KOMMNEKTYHOUUNX (SIKLLO 3a3HAYEHO B OCLE) (3amiHa abo
[ofaBaHHA nocTadanibHrKa) - OHoBNEHHSA p. 3.2.P.7
CuncTemMa 3aKkpuTTS KOHTEHepIB - Nnikapcbkuii 3aci6.
[JlogaBaHHA nocTavanbHUKa NakyBasbHUX MaTepianis
Schliuter Print Pharma Packaging GmbH go Bxe
3aTBepMXeHUX noctavasnibHukiB Constantia Patz GmbH,
Constantia Nusser GmbH; 3miHu | Tvny: 3MiHK 3 AKOCTI.
FoToBwWit Nikapcbkunii 3aci6. CTabiNbHICTb. 3MiHa Yy
TepMiHax NnpuaaTHOCTi abo ymoBax 36epiraHHsi roTOBOro
nikapcbKoro 3acoby (36i/1bLIeHHS TEPMiIHY NPUAATHOCTI
roToBOro fikapcbKoro 3acoby) - [lns TOproBoi ynakoBku
(nigTBEPOKYETLCA AaHMMUN peasibHOro Yacy) - 36iNbLUEHHS
TepMiHy NpuaaTHOCTI rOTOBOro NikapcbKoro 3acoby 3 36 Ao
48 micauis. BBefeHHs 3MiH NpoTArom 6-T1 MicALIB nicns
3aTBEPKEHHS.; 3MiHM | TUMy: 3MiHW 3 AKOCTIi. F0TOBUIA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHsi roToBOro
nikapcbKoro 3aco6y (iHwi 3MiHN) - 36iNbLUEHHS TEPMIHY
npugartHocTi in bulk npoaykTy (3aTBEpAKeHo: max 3
months; 3anponoHosaHo: 12 months) oHoBneHOI
p.“3.2.P.3.3 Onnc BMPOGHMYOro MpoLecy Ta ynpas/iHHA
npouecom” Ta “3.2.P.8. CTabinbHICTh”. BHYTpILLHI HOmep
onncy BUrOTOBEHHS 6yN0 3MiHeEHO Ha A PD HV 62401/01;
oHoBrieHi po3ginu "3.2.P.3.2 Cknag Ha cepito”( Ha3Ba
[OMOMiXHOI PeyoBMHM AKpUNaTHUIA cononimep 3a3Ha4yeHo
Basic butylated methacrylate copolymer 3 nepeknagom ta
"3.2.P.3.4 KOHTPO/Ib KpUTWYHKX eTarniB Ta NPOMDKHUX
npoaykris". Po3gin 3.2.P.3.2 He MiCTUTb 3MiH); 3MiHK |
TMny: 3miHn 3 akocTi. CepTudikat BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponenchkiii
thapmakonei/moHorpadii. 3mMiHK, NOB'A3aHi 3 HEO6XiAHICTIO
npvBeLEeHHs Y BiANOBIAHICTb A0 MoHorpadii APY abo
€Bponeiicbkoi thapmakonel, abo iHWOoi HaLioHasTbHOI
thapmakonei gepxasu EC (3miHa y cneumdikauisx,
nos's3aHa 3i 3miHamu B 1dY, abo EBponeiicbkiii
thapmakonei, abo iHLi HauioHanbHi hapmakonel
nepxasun €C) - 3miHN y cneumndikauii A®I Gention root
powdered (KOpeHs ropeyasku) Y 3B A3KYy 3 MPUBEAEHHAM
o sumor EP, a came napameTpu 3anax nepeHeceHo B
po3ain «XapaktepucTuka» («Strong and persistent bitter»);
3MiHK | TUNY: 3MiHK 3 SIKOCTi. TOTOBWIA Nnikapcbkuii 3aci6.
KOHTpOsb roToBOro AikapcbKoro 3acoby (iHLi 3MiHM)-
BkntoueHHs cneuudikalii Ha TepMiH 3GepiraHHs y 38 13Ky
3 BBEJEHHAM HOBWX NOKA3HWKIB; 3MiHM | Tuny: 3MiHu 3
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpOb roTOBOrO

nikapcbkoro 3acoby. 3miHa napamMeTpiB cneyudikadliii
Ta/abo [oNyCTMMUX MEX rOTOBOrO MiKapCbKOro 3acoby
(monoBHeHHs cnevmdikaii HOBUM NOKa3HMKOM 3
BiAMNOBIAHUM METOA0M BUNPOOYBaHHS) - [lONOBHEHHS
cneumdikavii roToBOro slikapcbkoro 3acoby HOBUM
MOKa3HWKOM 3 BiAMoBiAHM METOAOM BUMNPOOYBaHHS (Ha
BMNycK - laeHTudikauia TLUX dpnaBoHoigiB); 3MiHu | TUNy:
3MiHu 3 sikocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo foNyCTUMUX MEX FOTOBOIO
nikapcbKoro 3acoby (40NOBHEHHA cneuudikauii HoBUM
MOKa3HWKOM 3 BiAMoOBigHM METOA0M BUNPOOYBaHHS)-
JonoBHeHHs cnevudikauii HOBUM NOKa3HNKOM 3
BIANOBIAHUM METOA0M BUNPOBYBaHHA (Ha BUNYCK -
loeHTudikauis MeHtuonikposunga (BEPX)); 3miHu | Tuny:
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapcbKoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX rOTOBOrO
nikapcbKoro 3acoby (L0NoBHeHHS cneuudikauii HoBUM
MOKa3HWKOM 3 BiANOBigHVM METOLOM BUNPOOYBaHHS) -
[lonoBHeHHs cneyudikauii HOBUM NOKa3HMKOM 3
BiANOBIAHUM METOAO0M BUNPOOYBaHHA (Ha BUMYCK - BmicT
leHTHONIKPO3UZa, KopeHsa Mopeyasku); 3MiHW | Tuny:
3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby. 3MiHa napameTpis
cneumdikauii Ta/abo LONYCTUMUX MEX FOTOBOIO
nikapcbKoro 3acoby (A0NOBHEHHS crieumdikalii HOBUM
MOKa3HUKOM 3 BiANOBIAHUM METOAOM BUNPOGYBaHHS) -
[JlonoBHeHHA cneyudikaLii HOBUM NOKa3HUKOM 3
BiANOBIAHUM MEeTOA0M BMNPOBYBaHHSA (Ha BUMYCK -
KinbkicHuiA BMiCT XnoporeHoBoi kucnotu. KeiTok By3nHu);
3MiHK | TUNY: 3MiHK 3 SIKOCTi. TOTOBWIA Nnikapcbkuii 3aci6.
KoHTposb roToBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo JONYCTUMMX MEX
roTOBOrO /1iKapCbKOro 3acoby (40NOBHEHHS cnevudikaLii
HOBWM MOKA3HWKOM 3 BiAMOBIAHNM METOAOM
BMNPO6YBaHHSA)- [JoONoBHEHHS creundikaLii roToBoro
NiKapcbKoro 3aco6y HOBUM NOKa3HUKOM 3 BifNOBIAHUM
MeToA0M BUMPOGYBaHHSA (Ha BUNycK — KinbKicHWA BMICT
Ankanoign nuponisaugnHa); 3MmiHu | Tuny: 3MiHu 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTposib rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikawii
Ta/abo [oNyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby
(monoBHeHHA cnevmdikalii HOBUM NOKa3HUKOM 3
BiAMOBIAHUM MeTOA0M BUNPo6yBaHHS) - [loNOBHEHHS
cneumaikaLii roToBoro sikapcbkoro 3acoby HoBUM
NMOKa3HWKOM 3 BifNoBigH/M METOAOM BUNPOBYBaHHS (Ha
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

BWMYCK-3a/TULLKOBI PO3YMHHWKM); 3MiHU | TURY: 3MiHK 3
AKocTi. [OTOBWIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpiB cnevumdikadii
Ta/abo [oMyCTUMUX MEX roTOBOro MiKapcbKoro 3acoby
(oonoBHeHHs cneumaikaLii HOBUM MOKa3HUKOM 3
BiAANOBIAHUM METOA0M BUNPOGYBaHHS)- [JlONOBHEHHS
cneumdikauii HOBUM NMOKA3HNKOM 3 BifMOBIAHVM METOLOM
BMNpo6YyBaHHSA (Ha BUNYCK — KislbKiCHWIA BMICT
nasoHoIAiB Q, Tpasu Wasns); 3aminu | Tuny: 3mMiHu 3
akocTi. A®Il. KonTponb A®I. 3miHa y meTogax
BUNpobyBaHHA A®| abo BMXigHOrO MaTepiany/npomMiKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCSA Y NPOLLEC
BMPOG6HMLTBA AD| (HE3HAYHI 3MiHM Y 3aTBEPAKEHNX
mMeToAax BUNpobyBaHHSA) - OHOBNEHHS METOA,
BunpobysaHHA A®| Radix Gentianae (kopeHi ropuyaskn)
BM3HA4YeHHS A)/IaTOKCUHIB Yy KOPEHI ropryaBKiu
(nepeHeceHo ao rpynu matpuub B1 B2 G1 G2 «CknagHi
MaTpuui»). OHoBAEHI p. «3.2.S.4.1 Crneundikavin»,
«3.2.S.4.2 AHanitnyHi npoueaypu» Ta «3.2.S.4.3
Banigauis aHanitnyHmx npouenyp». 3miHeHo SOP
805050_root, Bunyck 4 => SOP 805038, Bunyck 2; 3mMiHu |
TUMy: 3MiHM 3 AKOCTi. [OTOBMIA Nikapcbkuii 3acib. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa Y NepBUHHIl
ynaKoBLi FOTOBOro MiKapCbKoro 3acoby (SKicHWI Ta
KinbKiCHWIA cknag) - TBepai nikapcbki hopmu - OHOBAIEHHSA
nakysaHHs in bulk BignosigHo go sumor EP MoHorpadii
3.1.4 nonieTuneH 6e3 f06aBOK AN KOHTeHepIiB Ans
napeHTepasibHOro npenapary Ta opTasIbMONOTNYHUX
npenaparis, (3aTBEpAXEHO: NaKyBasIbHUIA MaTepian —
original PP —bags, 3anponoHoBaHo: Big Bags with
polyethylene inliner); 3miHu | TURy: 3miHK 3 AKOCTI. FOTOBWIA
nikapcbkuii 3aci6. CucteMa KoHTelHep/3aKynopoBasibHUM
3aci6. 3miHa nocTavasnibHWKa nakysasnibHUX maTtepianis abo
KOMMNIEKTYHOUNX (SKLLO 3a3HAYEHO B [JOCHE) (BUTYUYEHHS
noctayanbHuka) - BunyyeHo Ha3By nocTavasibHuKa
nakyBaslbHOTO KOMMOHEHTa, OHOBJ/IEHO p. «3.2.P.7
Cuctema 3aKpuUTTA KOHTenHepiB» KOMMNOHEHTW ynakoBKu,
AKICHUIA Ta Ki/TbKICHWI CKNag, KOMMOHEHTIB YNakoBKu Ta
METOAMN KOHTPOSIIO AKOCTi 3a/IMLLA0TLCSA HE3MIHHUMU;
3MiHM | TUny: 3MiHW 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CucTema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX
NepBUHHOT YNakoBKM rOTOBOTO /liKapCbKOro 3acoby
(oonoBHeHHs cneumaikaLii HOBUM MOKa3HUKOM 3
BiANOBIAHUM METOA0M BUNPOBYBaHHS) - OHOBJ/IEHHSA
po3giniB «3.2.P.7 Cuctema 3akpuTTs KOHTEHEpIB» - A0
cneuundikauii Aluminium foil gogaHo NokasHUKK paHille
3a3HaveHi B cneumdikauii noctavyasibHYKa B pe3ynbrari
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BMAA/IEHHS iHhOpMaLii Npo nocTavanbHMKa; 3MiHu | Tuny:
AfMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo
azpecy Micusi NPOBa)KEHHS Aisi/IbHOCTI BUPOGHMKa
(BKntOYaKOUN, 3a HEOBXiIAHOCTI, MicLle MPOBEeAEHHS
KOHTPOJIO SIKOCTI), a60 BnacHuka macTep-ghaiina Ha Adl,
abo noctavasnbHuka APl/BuxigHoro
matepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
3aCTOCOBYIOTbCA Y BUPOGHULITBI AP (AKLLO 3a3HAYEHO Y
[l0CbE Ha nikapcbkuii 3aci6) 3a BiACYTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [10CbE, 260 BUPOGHMKA HOBOI [OMOMKHOI
PEYOBUHM (SIKLLO 3a3HAYEHO Y [0CbE) - 3MiHA Ha3BM
nab6opartopii (microbiological), o po3giny "3.2.5.2.1
Bupo6Hukn" Ta "3.2.P.3.1 BUpPOGHMKX" BHECEHI NOMpPaBKu
[10 NOBHMX BEPCIlA, Aiki Tenep nepenivytoTb ycix
3aTBEpMXEHUX BUPOOHWKIB Ta nabopartopii. (Mpumitka:
BUPOGHUKM / NnabopaTopii Bxe 6ynn 3aTBepaxeHi, ane
paHile He 6yNu BKIOYEHI [0 PO3A4iniB; 3MiHM | Tuny: 3MiHK
3 aKkocTi. A®l. Bupo6HMLTBO. 3MiHa BUPO6HUKaA
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BMKOPVCTOBYIOTbCA Y BUPOOHMYOMY npoLieci APl abo
3MiHa BMpPOGHMKa (BK/THOYatoum, e HeobXxigHo, micue
npoBeAeHHsA KOHTPOo AkocTi) APl (3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTI E€Bponeiichkii hapmakonei y
3aTBEPXEHOMY [OCHE)(3MiHWN 0 3aX0AiB, MOB'A3aHUX 3
KOHTposniem A®l, abo foaasBaHHs AinbHUL, Ae
NPOBOANTLCS KOHTPO/b/BUNPOGYBaHHSA cepii) - KoHTpakTHa
nab6oparopia (Chemical/Physical) «Phytos Labor fiir
Analytik von Arzneimitteln GmbH & Co. KG» 3miHnna
HasBy Ta agpecy
132. | CUH®NOPUK | cycneHsia aAns iH'ekuiii nakcoCwmitKns Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/15363/01/01
c™ no 1 gosi (0,5 mn) nH ExcnopTt BpuTaHis Bionogxikans C.A. peyenmom
BAKLUMHA CyCneHsii Ans iH'ekuii Nimiten 3MiHU | TUNY - 3MiHKM 3 AKOCTi. A®l. BUPOBHULTBO. 3MiHN
Ana y nonepeaHbo BUNPO6YBaHb a60 AOMYCTUMKUX MEX Y MPOLLEC
NPO®IIAKT | HanosHeHomy BUPO6HMLTBA A, 1|0 BCTAHOB/EHI Y cneLmdikaLlisx
VKn CKNAHOMY LNpuul'y (3BY)XEHHS! 0NYCTUMUX MEX) - MEPEHECEHHS
NHEBMOKOK | komnnekTi 3 oAHieo BUNPOBYBaHHs Bioburden test, L0 NPOBOAUTLCA Ha cTagji
oBOl ronkoto abo 3 gsoma OUMLLIEHHS, Nepes eTanoM hiHaIbHOI CTEePUNI3yHYOT
IHOEKLJI ronkamn Ta 6es ronok; hinbTpaLi 3 KaTeropii MOHITOPUHIY nif Yac npouecy
(MOJICAXAP | 1 nonepeaHb0 BMPOGHMLTBA (in-process monitoring) 4o kaTeropii
NAHA HaNOBHEHWUN LINpUL, 3 NPUIAHATTA pilleHHs oo skocTi (quality decision test) 3
AHTUIEH) rosikoto a6o ABoMa KpUTEPIEM NPUIAHATHOCTI «He Ginblue 2 KYO Ha 20 mi»
TA ronkamu, abo 6e3
HETUMNOBAH | ronoky
oi iHAMBIAYyabHOMY
FTEMO®I/IbH repmMeTmnyHo
Ol IHPEKLIT, | 3anakoBaHomy
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

KOH’IOrOBA
HA,
AACOPBOBA
HA

nnacTyKoBoMy
KOHTeliHepi; no 1
nnacTyKoBoMy
KOHTEliHepy y
KapTOHHIA KopobLi; no
1 posi (0,5 mn)
cycneHsii ans iH'exuin
y nonepesHL0
HarnoBHEHOMY
CK/IAHOMY LINpUL,i; Mo
10 wnpwuis 3 10
ronkamu a6o 6e3
ronokKy
iHAUBIAYaTbHUX
repMeTnyHo
3anakoBaHux
NNacTUKOBUX
KOHTeliHepax y
KapTOHHI Kopo6Li; Mo
1 posi (0,5 mn)
cycnensii ans iH'exuii
Yy MOHOZ,030BOMY
CKNAHOMY (p1akoHi; no
1, 10 a6o 100
h/1aKOHIB y KapTOHHIi
Kopo6Li; no 2 nosm (1
MJ1) cycneHsii ans
IH'EKUin y
MyNbTUL,030BOMY
donakoHi; no 100
(h/1aKOHIB y KapTOHHIi
KopoobLi

133.

CINAEKC

TabneTku XyBasibHi N0
50 wr; in bulk 1440

6nictepiB Nel abo Ne4
Y KaPTOHHUX KOpOobKax

My6nivuHe
akuioHepHe
TOBapuCTBO

"HaykoBo-
BMPOGHNUNIA

LeHTp
"BopLyarisBcbkuii
XiMiKo-
hapmaLeBTUYHU

1 3aBog”

YkpaiHa

KEHE®APM CA

Ipeuis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:

3MiHM | TUny - 3MiHK WoAo0 6e3nekn/edekTMBHOCTI Ta
chapmakoHarnsgy - 3miHa [0 TeKCTy MapkyBaHHaA /13, a
came B NyHKTI 4. «/[laTa 3aKiH4eHHs1 TEpMiHY NpUAAaTHOCTI»
AN NEPBUHHOI YNaKoBKW 3aMiCTb «Z0 .... (3a3Ha4eHo)»
HaHeceHo (hpasy «3a3Ha4yaeTbCsl METOAOM TUCHEHHS»

UA/18443/02/01

134.

CINAEKC

TabneTku XxyBasibHi N0
100 wr; in bulk 1200

6nictepiB Nel abo Ne4
Y KapTOHHUX KOpOobKax

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHNYNIA

LeHTp

YkpaiHa

KEHE®APM CA

Ipeuis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:

3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy - 3MiHa [0 TekcTy MapkyBaHHs /13, a
came B NyHKTi 4. «[laTa 3aKiH4eHHs1 TepMiHY NpUAaTHOCTI»
[N NEPBMHHOI YNaKOBKM 3aMiCTb «fj0 .... (3a3Ha4YeH0)»

UA/18443/02/02
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
"BopLyarisCbKuii HaHeceHo hpasy «3a3HavyaeTbCd METOAO0M TUCHEHHS»
XimiKo-
hapmaLleBTUYHN
11 3aBog"
135. | CINAEKC TabneTtku, BKPUTI My6niuHe Ykpaina IOKEHE®APM CA Ipeuis BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: - UA/18443/01/01
NAiBKOBOK 0H60/TI0HKOI0 akuioHepHe
no 50 mr; in bulk 1440 TOBApnCTBO 3MiHW | TUMY - 3MiHVM WOA0 6e3neKn/edeKTUBHOCTI Ta
6nicrepis Nl a6o Ne4 “Haykoso- chapmakoHarnaay - aviHa 4o TekcTy MapkyBaHHs /13, a
Y KapTOHHIX KOpOGKaX BUPOGHN4MIA came B NyHKTi 4. «[laTa 3aKkiHYeHHs! TEPMiHY NPUAATHOCTI»
. uewtp [J151 NEPBUHHOI YNAKOBKW 3aMiICTb «f10 .... (3a3HAYEHO)»
BOpQ}lzirl'(ic"K”” HaHEeCEeHO (opasy «3a3HAUAETHCS METOLOM TUCHEHHS»
hapmaLeBTUYHN
1 3aBoa”
136. | CINAEKC TabneTkun, BKpUTI My6niyHe Ykpaina KEHE®APM CA Ipeuis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: - UA/18443/01/02
N1iBKOBOK 060/1I0HKOO akuioHepHe
no 100 wmr; in bulk TOBapUCTBO 3MiHM | TURY - 3MiHK WO/0 6e3nekn/eddeKTMBHOCTI Ta
1200 6nictepis Nel "HayKoso-u hapmakoHarnagy - 3miHa fo TeKCTy MapkyBaHHs /13, a
ab0 Ne4 y KapTOHHIX BUPOGHMUMIA came B NyHKTi 4. «JlaTa 3aKiHUEHHS TEPMiHY NPUAATHOCTI»
KopoGKax L dedtp 47151 NEPBUHHOI YNaKOBKW 3aMICTb «/0 .... (3a3HAYEHO)»
BOD)L('}‘S;:(ZC"K”” HaHeceHOo (hpasy «3a3HAYAETHCA METOAOM TUCHEHHS»
hapmaLeBTUYHU
1 3aBog”
137. | CINAEKC TabneTky xyBasibHi No My6niyHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/18444/01/01
50 mr no 1 Tabnetyiy akujioHepHe akujoHepHe Ipeuis 3MiHM | TUNY - 3MiHK Woao0 6e3nekn/edekTMBHOCTI Ta peyenmom
6nictepi, mo 1 TOBapnCTBO TOBapucTBO hapmakoHarniagy (iHwi 3MiHK) - OHOBMEHHS TEKCTY
6nicTepy B nauui; no 4 "HaykoBo- "HaykoBo- MapKyBaHHS1 yNakoBKU JTiKapCbKOro 3acoby 3 BHECEHHSAM
Tabnetkun y 6nictepi, BUPOGHNUNIA BUPOGHNUNIA LIEHTP iHchopmauii LLOA0 3a3HAYEHHS OAMHULL BUMIPIOBAHHS Y
no 1 6nictepy B nauuj LEeHTp "BopLiariBcbkuii cuctemi Sl.
"BopLyariBcbkuii XiMiKO-
XimiKo- thapmMaueBTUYHUIA
hapMaueBTUYHM 3aBof", YKpaiHa
1 3aBog” (nakyBaHHS i3
popmu in bulk
BMPOGHMKa
"Genepharm SA",
Mpevyis)
138. | CINAEKC TabneTku XyBasibHi No My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/18444/01/02
100 mr no 1 TabneTui aKuioHepHe akujioHepHe Ipeuis 3MiHM | TUNy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
y 6nicTepi, no 1 TOBapuCTBO TOBapUCTBO thapmakoHarnsgy (iHwi 3MiHU) - OHOB/IEHHS TEKCTY
6nictepy B naydi; no 4 "HaykoBo- "HaykoBo- MapKyBaHHS YNakoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
Tabnetkn y 6nictepi, BUPOGHNUNIA BUPOBHNUNIA LLEHTP iHchopmauii LLoA0 3a3HAYEHHS OAMHULL BUMIPIOBAHHS Y
no 1 6nictepy B naui LEeHTP "BopLuariBCcbkuii cuctemi Sl.
"BopLyariBcbkuii XiMiKO-
XimiKo- thapmMaueBTUYHUIA
thapMaLeBTUYHM 3aBof", YKpaiHa
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
1 3aBog” (nakyBaHHs i3
hopmu in bulk
BMPOGHUKA
"Genepharm SA",
peuist)
139. | cKonPun Tabnetku no 20 ANIKANOIO AL Pecny6nik ANKANOIL AL Pecny6nika BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/10253/01/01
NNHC® mr/12,5 wr; no 10 Ckon'e a MNiBHi4yHa Ckon'e MiBHiyHa peyenmom
Tabnetok y 6nictepi; MakefoHis MakefoHis

no 3 6nictepu B
Kopobui

3MiHM | Tuny - 3mMiHKM 3 AkocTi. CepTudikar
BianosiaHocTI/FE-cepTudikat BignosigHOCTI €Bponeiichkii
thapmakonei/moHorpadii. NogaHHs HOBOro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUMYyYEHHS
cepTudpikaTa BignosiaHOCTI EBponeiickkili hapmakoner:
ana A®l; ans BuxigHoro martepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPVUCTOBYIOTLCA Yy BUPOOHNLTBI ADI; ans
[0MNOMDKHOT peyoBuHU (cepTudikaT BigNOBIAHOCTI
€Bponeiicbkin hapmakonei) - OHoBeHWA cepTuddikaT Big
yXe 3aTBepKeHoro BUpo6HUKa
noJilaHHs OHOB/IEHOro cepTuddikarta BiANOBIAHOCTI
€sponevicbkin hapmakonei Ne R1-CEP 2004-307-Rev 04
(3aTtBepaxeHo: R1-CEP 2004-307-Rev 02) gns gitoyoi
peyoBuHu Hydrochlorothiazide Big Bxe 3aTBepakeHoro
BMpo6bHMKa Cambrex Profarmaco Milano S.R.l;
3MiHW | TUMy - aAMiHICTPaTVBHI 3MiHU. BunyyeHHs
BUPOGHMYOT AiNbHULL (BKIHOYaOUN AinbHUL Ana Adl,
NPOMDKHOro NPOAYKTYy abo roToBOro slikapcbkoro 3acoby,
AiNbHULI ANA NPOBeAEeHHS NakKyBaHHS, BUPOOHMKa,
BiANOBIAa/IbLHOrO 3a BUNYCK CEpild, MicLie NPOBeAEHHS
KOHTPO/IIO cepi) abo nocTavasibH1Ka BUXigHOro
marepiany, peareHTy abo AOMOMKHOT PEHOBVHY (SIKLLO
3a3HayeHo Y JOCbE) - BUTYUYEHHS a/lbTepHaTUBHOMO
BMpo6HMKa AP| nisuHonpwuny gurigpaty — «Ranbaxy
Laboratories Limited», IHAjs,
3MiHK | TUNy - 3MiHK 3 AKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI EBponelichkii
thapmakonei/MmoHorpadii. NogaHHs HoBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUTYYEHHS
cepTudiikaTa BignosigHOCTI EBponelickkiin dhapmakonei:
ona A®l; ans BuxigHoro martepiany/peareHTy/npoMikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBIeHWA cepTudikaT Big,
yXe 3aTBeppKeHOro BUpobHuKa -
noAaHHA OHOB/IEHOTO cepTudikarTa BifnoBigHOCTI
€Bponevicbkinn hapmakonei Ne R1-CEP 2001-311-Rev 02
(3aTBepmxeHo: R1-CEP 2001-311-Rev 01 ) gns gitoyoi
peyosuHu Lisinopril dihydrate Big Bxe 3aTBepmXeHOro
BMpo6Huka LUPIN LIMITED, IHgis. 3MiHn | TURY - 3MiHK 3
sAKocTi. CepTudpikat BignosigHocTi/l E-cepTudiikat
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

BiANOBIAHOCTI EBponelicbkin hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYYEHHS cepTudikarta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/NPoMbKHOIo NPOAYKTY, Lo
BMKOPUCTOBYIOTLCSA Y BUPOOHULTBI ADI; 4518 LONOMDKHOT
peyoBuHM (cepTudiikat BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHUIA cepTudpikart Bif yxe
3aTBEPKEHOr0 BUPOOHMKA - NOJAHHS OHOB/IEHOTO
cepTtudikaTa BigNoOBiAHOCTI EBponelickbkiin dhapmakonei Ne
R1-CEP 2001-311-Rev 03 ans gitouoi pevosBuHu Lisinopril
dihydrate Big Bxe 3aTBepmkeHoro BupobHuka LUPIN
LIMITED, IHgisa, sk Hacnigok 3MiHa agpecu BnacHuka CEP
Ta agpecu BUPOGHUYOI AinsaHku. [itova pegakuis -
MponoHoBaHa pepakuis BnacHuk CEP: LUPIN LIMITED
159 C.S.T. Road Kalina, Santacruz East India-400 098
Mumbai, Maharashtra. Bupo6Huua ginsHka: LUPIN
LIMITED 198-202 New Industrial Area No.2 District Raisen
India-462 046 Mandideep, Madhya Pradesh BnacHwuk
CEP: LUPIN LIMITED Kalpataru Inspire, 3rd Floor Off
Western Express Highway, Santacruz (East) India-400
055 Mumbai, Maharashtra. Bupo6Huua ginsHka: LUPIN
LIMITED Unit-2, 198-202 New Industrial Area No.2 District
Raisen India-462 046 Mandideep, Madhya Pradesh

140.

CMo®ninia
20 %

emynbCis Ans iHys3il;
no 100 mn, a6o no 250
ms1, abo no 500 mn y
chnakoHi

®peseHiyc Kabi
Loiunang MrmeX

HimeuumnH
a

®peseHiyc Kabi
ABCTpisA TM6X

ABcTpist

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais:

3MiHK | TUNY - aAMIHICTPaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu Micusa NPOBaMKEHHS
OiSbHOCTI BUPO6HMKa (BK/THOYatoum, 3a HeobXigHOCTI,
MicLLe NPOBeAEHHS KOHTPO/O AKOCTI), ab0 BNacHuka
mMacTtep-caiina Ha A®l, abo noctayanbHVKa
Adl/BnxigHoro matepiasy/peareHTy/MPOMIXXHOIO NPOAYKTY,
LLI0 3aCTOCOBYHOTLCA Y BUPOOHULTBI A®I (AKLLO 3a3Ha4YEHO
y BOCbE Ha NikapcbKkuii 3acib) 3a BiACYTHOCTI cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPKEHOMY [10CbE, a60 BUPOOHMKA HOBOI LONOMIKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) - 3MiHA
HalilMeHyBaHHs BUpo6HUka A®| Tpurniuepuais cepeHbOro
naHutora. BupobHuya ainbHuUA Ta yci BUpo6bHUYi onepad;i
3a/IMWaTbCA HE3MIHHMMKW. 3anponoHoBaHo: AAK
Sweden AB, LLBeujs

3a
peyenmom

UA/13846/01/01

141.

COAEPM®

Kpem 0,1 %, no 25,
50 ry Ty6i, no 1 Ty6i B
KapTOHHI navw,i

TOB "MIBE
YKPAIHA"

YkpaiHa

TOB "MIBE
YKPAIHA"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHY | TUny - 3mMiHK 3 AkocTi. A®l. KoHTponb A®Il. 3miHa y
mMeToAax BUNpobyBaHHs AD| abo BuXigHOro
mMartepiany/npomiKHOro NpoAayKTy/peareHTy, Lo

3a
peyenmom

UA/10254/03/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

BMKOPUCTOBYETHLCA y NpoLieci BUpobHuuTea AP (iHLwi
3MiHM Y MeTogax BUnpobyBaHHA (BKNOYatouy 3amiHy abo
[0NoBHEHHS) A®| abo BUXIAHOrO/NPOMIKHOTO NPOAYKTY) -

3aMiHa MeToAy BM3HAYEHHS PO3NOAiny YacTok 3a
po3mipom (PSD) APl 6eTameTasoHy METOLOM MiKPOCKONIT
Ha MeTof nasepHoi gudpakyiii. 3anponoHosaHo 3.2.5.4.1

& 3.2.S.4.2 Method for determination of particle size

distribution Laser Diffraction; Ph. Eur. 2.9.31 3.2.5.4.3
Validation of Laser diffraction method is included; 3miHu |

UMY - 3MiHW 3 AKocTi. ADl. KoHTponb AdL. 3miHa y
napameTpax cneuudgikauii Ta/abo gonycTumMmnx Mex,
BM3HaYeHUX y cneumdikauisx Ha A®l, abo
BUXIiQHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPUCTOBYHOTLCS Y Npoueci BUpobHuutea AdI
(3BY)XEHHS AONYCTUMMUX MEX, BU3HAYEHNX Y cneuudikadii)
- BHeCeHHs 3MiH Ao Cneuudoikauii A®| 6eTameTasoHy, a
came: 3MiHa rpaHNYHKX XapakTepucTuk (PSD; peneBaHTHO
mibe GmbH): nocuneHHs mex cneumdikauii SK TOHLIMWIA
pO3M0AiN YaCTUHOK 38 PO3MiIPOM, & TaKoX BCTAHOB/IEHO
nofaTtkoBy Mexy. 3anponoHoBaHo 3.2.S.4.1 Specification
particle size distribution d (0,9) ? 10 mkm d (0,5) ? 5 MKm
d (0,1) ? 3 MKm

142.

COAEPM®

PO34MH HaLuKipHuii 0,1
%, no 15 mn, 30 mn,
50 mn, 100 My
hnakoHax 3
KpanensHuueto; no 1
h/1aKoHY B KapTOHHii
nauui

TOB "MIBE
YKPAIHA"

YkpaiHa

Mi6e Mm6X
ApuHaiimitTTens

HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis:
3MiHW | TUny - 3miHu 3 AkocTi. A®l. KoHTponb A®Il. 3miHa y
mMeToAdax BUNpobyBaHHS AD| abo BuXigHOro
mMarepiany/npomMiKHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y npoLieci BupobHuutea AP (iHLwi
3MiHM y MeTogax B1UNpobyBaHHs (BK/OYakoum 3amiHy abo
[onoBHEHHS1) A®Il abo BUXIAHOTO/NPOMIXHOr0 NPOAYKTY) -
3amiHa MeTofy BM3HAYEHHS PO3MOAiTY 4acToK 3a
po3mipom (PSD) A®| 6eTameTa3oHy METOLOM Mikpockonii
Ha MeTof nasepHoi gudppakuiii. 3anponoHosaHo 3.2.5.4.1
&3.2.5.4.2
Method for determination of particle size distribution Laser
Diffraction; Ph. Eur. 2.9.31 3.2.S.4.3 Validation of Laser
diffraction method is included; 3miHu | TURy - 3miHKn 3
akocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneyudikayin Ta/abo foNyCTUMUX MEX, BUSHAYEHUX Y
crneundikauisx Ha A®l, abo BMXiZHUA/NPOMIKHWIA
npoAayKT/pearenT, WO BUKOPUCTOBYHOTLCS Y NPOLECi
BUPO6HMLUTBA AD| (3BY)XKEHHS AOMYCTUMUX MEX,
BM3HAYEHUX Y cneuudikaulii) - BHECEHHS 3MiH 40
Creuudpikanii A®| 6eTameTasoHy, a came: 3MiHa
rpaHnyHKX xapakrepucTuk (PSD; peneBaHTHO mibe
GmbH): nocuneHHsa mex cneuudikavii SK TOHLING
pO3M0AiN YaCTUHOK 38 PO3MiIPOM, & TaKoX BCTAHOB/IEHO
nofaTtkoBy Mexy. 3anponoHoBaHo 3.2.S.4.1 Specification
particle size distribution d (0,9) ? 10 Mkm

3a
peyenmom

UA/10254/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
d (0,5 ?5mkmd (0,1) ? 3 MKM
143. | COJIIAH® pO34uH Ans TOB "CaHodi- Ykpaina HOHiTEp NiKBIA PpaHuis BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/4292/02/01
nepopasibHoro ABeHTiC MaHydbekuypiHr 3MiHM | TUNy - 3MiHK WoAo 6e3nekn/edekTMBHOCTI Ta peyenmom
3acTtocyBaHHs, 100 YkpaiHa" thapmakoHarnsgy. BeegeHHs abo 3miHM [0 y3arasibHeHnX
mr/mn; Ne 1 (no 60 mn [aHux nNpo cuctemy hapmakoHarnsgy (BBefeHHs
y donakoHi; no 1 y3araslbHeHX faHux Npo cuctemy dpapmakoHarnisgy,
h/1aKoHY B KapTOHHii 3MiHa YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI 3a
Kopobu,i) 3 3[iiCHEHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
MapKyBaHHAM thapmakoHarnsgy 3asiBHUKa Ans 34iCHEHHSA
YKPaiHCbKOK MOBOI); B hapmakoHarnsgy B YkpaiHi, SKWo BOHa BiAMiHHA Bif,
KapTOHHY KOPO6KY YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 3a 3iiCHEHHS
BKMAAEHUIA LINpULL hapmakoHarnsgy (BkIYaoumn KOHTaKTHI AaHi) Ta/abo
[ONs [003yBaHHSA 3 3MiHM Y PO3MIiLLEHHI MacTep-daiina cuctemm
MapKyBaHHAM thapmakoHarnsgy) - 3aMmiHa yrnoBHOBaXKeHOi 0co6u
AHIMINCHKOI MOBOIO 3asBHVKA, BigNoBiAa/IbHOI 3a hapMakoHarnsg.
MponoHoBaHa pepakuis: XopakiBcbka TeTsaHa
BsiuecnasiBHa. 3MiHA KOHTAKTHUX AaHUX YNOBHOBaXEHOT
0ocobu 3asiBHUKA, BIANOBIAA/IbHOI 3a thapmakoHarnsag.
144. | coniunH TabneTku, BKpUTI My6niyHe Ykpaina xeHechapm CA Ipeuis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: - UA/18236/01/01
nNiBKOBOIO akuioHepHe
060/10HKOI0, 10 10 Mr, TOBApUCTBO 3MiHM | TURY - 3MiHK WO/0 6e3nekn/ecpeKTMBHOCTI Ta
in bulk: 720 GnicTepis “Haykoso- thapmakoHarnagy - 3viHa TEKCTY MapKyBaHHs NepBUHHOI
Ne 10 y kapTOHHIX BUPOGHN4MIA ynakoBku in bulk: 720 6nicTepis Ne 10 y KApTOHHMX
Kopobkax ueHtp KOpo6Kax
"BopLuariscbkuii
XimiKo-
hapmaLeBTUYHN
i 3aBoa”
145. | CcOnNiunH TabneTkun, BKPUTI My6niyHe Ykpaina IxeHecbapm CA, Ipeuis BHECEHHS 3MiH [0 peecTpaLiiiHnux maTepianis: - UA/18236/01/02
nAiBKOBOIO akuioHepHe
060/10HKOI0, 1O 5 M, TOBapUCTBO 3MiHK | TURY - 3MiHK WOA0 6e3nekn/edpeKTMBHOCTI Ta
in bulk: 840 6nicTepis HayKOBO-v hapmMakoHarnagy - 3miHa TeKCTY MapKyBaHHA NepPBUHHOT
Ne 10 y KapTOHHIX BUPOGHN4MIA ynakosku in bulk: 840 6nicTepis No 10 y KAPTOHHUX
KOpobkax ueHtp Kopo6Kax
"BopLuariscbKui
XiMiKo-
thapmMaueBTUYHU
i 3aBog”
146. | COMABEPT niodpinizat gns NPANIEP CLIA Mdpainzep IpneHg, Ipnangis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/17108/01/01
PO34UHY ON5 iH'EKUNA EVY.CLIL. dapmaceyTukanic, Benbris 3MiHU | TUNY - A@HO0 3MIHOK NPOMNOHYETLCA BBEAEHHS peyenmom
no 10 mr y chnakoHi B KOPMOPEWLLH IpnaHgjis (KOHTpONb [BOX HOBVX aBTOK/MaBIB /15 KIHLEBOI cTepunisav,i

KOMMNJIEKTi 3
PO3YMHHMKOM Mo 1 M
y nonepegHsL0
HarnoBHEHOMY LINpUL
Ta 6e3MeyHOI0 ro/KOoH;
30 chbnakoHis, 30
nonepeaHbL0

AKOCTI NiKapCbKOro
3acoby); MNdaiizep
MeHtothekuypuHr
Benbris HB, Benbris
(BUPOBHMLTBO,
KOHTPO/b AKOCTi Ta
BMNYCK cepii Bogn

po3unHHKKa (BoAa A4S iH'EKUil) y nonepegHbo
HanoBHEHWX LUNpULUAX 415 nikapcbkoro 3acoby ComasepT
Ha BMPOGHWYI AinbHKL Mdbaiizep MeHodekyypuHr
Benbris HB, Benbris. Takox koOMnaHis NPONoHY€E BHECTN
pefakTopcbki npasku y po3ginv 3.2.P.3.3, 3.2.P.3.5 Ta
3.2.A.1 3 nogaHHAM faHux 3MiH. BBeeHHSA 3MiH NpoTsarom
6-TW MicAUIB Nica1sa 3aTBEPKEHHS; 3MiHK Il Tuny -
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

HaMoBHEHMX LUMPULIB
Ta 30 6e3neyHnx
ro/I0K Y KapTOHHIl
Kopobui

ANs iH ekuin y
nonepeaHLo
HarnoBHEHWX

wnpuuax,
ofiHoyacHe
nakyBaHHS Ta
MapKyBaHHs1 BOAM
ONs iH ekyin Ta
nikapcbKoro 3acoby;
BMPOGHMLITBO
nikapcbKkoro 3acoby
in bulk Ta nepsuHHe
nakyBaHHS; BUNYCK
cepii nikapcbkoro
3ac06y; KOHTPO/Ib
AKOCTI NTiKapCbKOro
3acoby, 3a
BUK/TIIOYEHHAM TecTy
"BioaHanis")

BBE/lEHHS TEPMiHY 36epiraHHs flikapCcbkoro 3acoby
ofHokpaTHO npoTarom 30 AHiB Npy TemnepaTypi He BuLle
25°C y Mexax 3aTBepxeHoro TepmMiHy 3b6epiraHHs 36
MiCSILiB 3 METOI0 PO3LUMPEHHSA 3aTBEPKEHNX
pekoMeHA0BaHUX AOBroTPMBaUIUX YMOB 36epiraHHs. Micns
TOro sk Npenapart nepemilleHnin ana 36epiraHHsa npu
KIMHaTHIi TemnepaTypi, 1oro Heob6xigHO BUKOpUCTaTH
npotsirom nepiogy £o 30 AHiB. He A03BONAETLCA
nosepraTtu npenapart A0 X0noAnNbHYKa ANS
[OBroTprBasioro 36epiraHHa Npw Temnepartypi Big 2 o 8
°C. 3MiHM BHECEeHO A0 [HCTPpYKUii Ans MeguyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby Ao po3giny "YMosu
36epiraHHs", 3 BiAMOBIAHVMN 3MiHAMW B TEKCTI
MapKyBaHHS Jlikapcbkoro 3acoby. BeefeHHs 3MiH
NPOTAroMm 6-T1 MIiCALIB MiCNA 3aTBEPMKEHHS; 3MiHN || Tuny
- 3MiHM BHECEHO A0 IHCTPYKUii NS MeanyHoro
3aCTOCYBaHHS NiKapCcbKOro 3acoby A0 po3ainis
"Oco6nMBOCTI 3acTocyBaHHSA", "3acTocyBaHHs Y nepiog,
BariTHOCTi abo rogyBaHHs rpyaato”, "MobiuHi peakwyii”.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
3aTBEPAKEHHSA

147.

COMABEPT

niodpinizat ana
PO3UnNHYy A5 iH'EKUIA
no 15 wr; 10 chnakoHiB
3 niogpinizatom y
MPOMIXHI KapTOHHIM
KOpOo6Li; 3 MPOMIXKHI
KapTOHHI KOPO6KW B
KomnnekTi 3 30
nonepegHL0
HanoBHEHUMW
wnpruamm 3
PO34MHHMKOM (BOAA
Ans iH'ekuin) no 1 mn
Ta 30 6e3neyHnmMmn
rosikamy B KapTOHHii
Kopobui

NMOANIEP
EAY.CLII
KOPMOPEMLLH

CWA

Mdpaiizep IpneHp,
PapmaceyTumkanic,
IpnaHgis (koHTpONb
AAKOCTI JTiKapCbKOro
3acoby); MNdyaiizep
MeHtodhekvypyHr
Benerist HB, benbris
(B1pOGHMLTBO,
KOHTPO/Ib SKOCTi Ta
BMNYyCK cepii Boau
ANs iH ekuin y
nonepegHL0
HanoBHEHWX
wnpuuax,
ofiHouacHe
nakyBaHHSA Ta
MapKyBaHHs1 BOAM
ONs iH eKyin Ta
NiKapcbKoro 3acoby;
BMPOOHMLITBO
nikapcbKoro 3acoby
in bulk Ta nepBuHHe
nakyBaHHS1; BUNYCK
cepii nikapcbkoro
3ac006y; KOHTPO/Ib

Ipnangis/
Benbrisa

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis:
3MiHM | TUNY - A4AaHOK 3MiHOK MPOMNOHYETLCSA BBEAEHHS
[BOX HOBVX aBTOK/aBIB [/15 KIHLEBOI cTepuiisaw,i
po3unHHKKa (Boga A4S iH'eKUil) y nonepeaHbo
HanoBHEHUX LWNpULUAx AN nikapcbkoro 3acoby ComasepT
Ha BMPOGHMUIN AinbHuUui MNdalizep MeHogekyypuHr
Benbrist HB, Benbrisi. TakoX KOMNaHisi NpornoHye BHECTU
peaakTopcbki npasku y po3gim 3.2.P.3.3, 3.2.P.3.5 Ta
3.2.A.1 3 NofgaHHAM JaHuXx 3MiH. BBegeHHSA 3MiH MpOTSAroM
6-TK MicAUIB NicnA 3aTBEPKEHHS; 3MiHK || Tuny -
BBE/EHHS TEPMiHY 36epiraHHs NikapCbKoro 3acoby
ofiHokpaTHO npoTarom 30 AHiB Npy TemnepaTypi He BuLle
25°C y mexax 3aTBeppKeHoro TepMiHy 36epiraHHs 36
MiICALIB 3 METOI PO3LUMPEHHS 3aTBEPMAKEHNX
pekoMeHA0BaHUX JOBrOTPMBaUIUX YMOB 36epiraHHs. Micns
TOro ik NpenapaTt nepeMileHnii gis 36epiraHHs npu
KIMHaTHii TemnepaTypi, Moro Heob6xigHO BUKOpUCTaTN
npotarom nepiogy o 30 AHis. He go3sonseTbea
noBepTaTu npenapart A0 XONoAUAbHMKA ANS
[0BroTpmsasioro 36epiraHHa Npu Temnepartypi Big 2 o 8
°C. 3MiHM BHECEHO A0 IHCTPYKUIii 4519 MeanYHOro
3aCTOCYyBaHHS NikapcbKkoro 3acoby Ao po3giny "Ymosu
36epiraHHa", 3 BiANOBIAHMMN 3MiHAMW B TEKCTI
MapKyBaHHs! fikapcbKoro 3acoby. BBeeHHS 3MiH
NPOTArom 6-Tv MicALIB NicNa 3aTBEPAKEHHS; 3MiHM |11 Tuny

3a
peyenmom

UA/17108/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

148.

COMABEPT

AKOCTI NTiKapCbKOro
3acoby, 3a
BUK/TIIOYEHHAM TecTy
"BioaHanis")

- 3MiHM BHECEHO A0 IHCTPyKUii NS MeanyHoro
3aCTOCYBaHHS NiKapCbKOro 3acoby A0 po3ainis
"Oco6nMBOCTI 3acTocyBaHHSA", "3acTocyBaHHs Y nepiog,
BariTHOCTi abo rogyBaHHs rpyaato”, "MobiuHi peakwyii”.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
3aTBEPAKEHHSA

niodpinizat ana
PO3UnHYy A5 iH'EKUIA
no 20 wr; 10 conakoHiB
3 niogpinizatom y
MPOMIXHI KapTOHHIM
KOpOo6Li; 3 MPOMIXKHI
KapTOHHI KOPO6KW B
KomnnekTi 3 30
nonepegHL0
HanoBHEHUMW
wnpruamm 3
PO34MHHMKOM (BOAA
Ans iH'ekuin) no 1 mn
Ta 30 6e3neyHnmMmn
rosikamu B KapTOHHii
Kopobui

NMOANIEP
EAY.CLII
KOPMOPEMLLH

CWA

Mdpaiizep IpneHp,
PapmaceyTumkanic,
IpnaHgjis (koHTpONb
AAKOCTI JTiKapCbKOro
3acoby); MNdyaiizep
MeHtodhekuypuHr
Beneris HB, benbris
(B1pOGHMLTBO,
KOHTPO/1b SKOCTi Ta
BMNYyCK cepii Boau
ANs iH ekuin y
nonepegHLo
HanoBHEHWX
wnpuuax,
ofiHouacHe
nakyBaHHSA Ta
MapKyBaHHs1 BOAM
ONs iH eKyin Ta
NiKapcbKoro 3acoby;
BMPOOHMLITBO
nikapcbKoro 3acoby
in bulk Ta nepBuHHe
nakyBaHHS1; BUNYCK
cepii nikapcbkoro
3ac006y; KOHTPO/Ib
SIKOCTi JTiKapCbKOro
3acoby, 3a
BUK/IOYEHHAM TecTy
"BioaHanis")

Ipnangis/
Benbrisa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - A4AaHOK 3MiHOK MPOMNOHYETLCSA BBEAEHHS
[BOX HOBVX aBTOK/aBIB [/15 KIHLEBOI cTepuiisawi
po3unHHKKa (Boga Ans iH'eKUilA) y nonepeaHbo
HanoOBHEHUX LWINpULUAxX AN nikapcbkoro 3acoby ComasepT
Ha BMPOGHMUIN AinbHuUui MNdalizep MeHogekyypuHr
Benbrist HB, Benbrisi. TakoX KOMMNaHisi NpornoHye BHECTU
peaakTopcbki npasku y po3gimm 3.2.P.3.3, 3.2.P.3.5 Ta
3.2.A.1 3 NogaHHAM AaHuX 3MiH. BBegeHHSA 3MiH MpOTSAroM
6-T1 MicAUB NicnsA 3aTBEPLKEHHS; 3MiHK Il Tuny -
BBE/IEHHS TEPMiHY 36epiraHHs NikapCbKoro 3acoby
ofiHokpaTHO npoTarom 30 AHiB Npy TemnepaTypi He BuLle
25°C y mexax 3aTBeppKeHoro TepMiHy 36epiraHHs 36
MiICALIB 3 METOI PO3LUMPEHHS 3aTBEPMKEHNX
pekoMeHA0BaHUX AOBrOTPMBaUIUX YMOB 36epiraHHs. Micns
TOro ik NpenapaTt nepeMileHnii ais 36epiraHHs npu
KIMHaTHi/i TemnepaTypi, Noro Heo6xigHO BUKOpUCTATN
npoTarom nepiogy fo 30 AHis. He go3sonseTbea
noBepTaTu npenapart A0 XONoAUAbHMKA ANS
[OBroTpmsasioro 36epiraHHa npu Temnepartypi Big 2 o 8
°C. 3MiHM BHECEHO A0 IHCTPYKUIii 4519 MeanYHOro
3aCTOCYyBaHHS NikapcbKkoro 3acoby Ao po3giny "Ymosu
36epiraHHa", 3 BiAMNOBIAHMMN 3MiHAMW B TEKCTI
MapKyBaHHs1 fikapcbKoro 3acoby. BBefeHHS 3MiH
NPOTAroM 6-Tv MiCALIB NicNa 3aTBEPMKEHHS; 3MiHM Il TUny
- 3MiHM BHECEHO A0 IHCTPYKUii 4N MeanyHoro
3aCTOCYBaHHS NiKapCcbKoro 3acoby A0 po3ainis
"Oco61BOCTI 3acTOCyBaHHA", "3acTocyBaHHSA Y nepiog,
BariTHOCTi abo rogysaHHs rpyaato”, "MobiuHi peakwyii.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS

3a
peyenmom

UA/17108/01/03

149.

COMABEPT

niodpinisar ana
PO34UHY ON151 iH'EKLLIA
no 30 mr; 10 chnakoHis
3 niogpinizatom y
NPOMIiXHill KAPTOHHIl
KOpOo6Lii; 3 NPOMIXKHI

KapPTOHHi KOpPO6KM B

NMOANSEP
EVY.CLIL.
KOPMOPEWLIH

CLIA

Mdpaiizep IpneHg,
PapmaceyTukanc,
IpnaHgjs (KoHTpONb
SAKOCTI J1iKapCbKOro
3acob6y); MNdaiizep

MeHtothekuypuHr

Benwris HB, benbris

Ipnangis/
Benbris

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHU | TUNY - JaHOM0 3MIHOK NPOMNOHYETLCS BBEAEHHS
[BOX HOBVX aBTOK/aBIB 15 KIHLEBOI cTepuisav,ii
po3unHHKKa (Boga ANA iH'eKUi) y nonepegHbo
HanoBHEHWX LUNPULAXxX A5 nikapcbkoro 3acoby ComasepT
Ha BMPOG6HMUIN AinbHuui Mdalizep MeHotekyypuHr
Benbrig HB, Benbris. Takox kKoMnaHis NPornoHye BHECTU

3a
peyenmom

UA/17108/01/04
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
kommnnekTi 3 30 (BMpOGHMLTBO, peaakTopchbki npasku y po3gimm 3.2.P.3.3, 3.2.P.3.5 Ta
nonepeaHL0 KOHTPO/b AKOCTi Ta 3.2.A.1 3 noAaHHAM [aHuX 3MiH. BBeAeHHS 3MiH NpoTArom
HanoBHEHUMM BUMYCK cepii BOAn 6-Tv MicALIB NicNsA 3aTBEPLYKEHHS; 3MiHM I TUny -
wnpuuamu 3 ANs iH ekuin y BBE/EHHS TEPMiHY 36epiraHHs flikapCcbkoro 3acoby
pO34MHHMKOM (BOAA nonepeaHLo ofHokpaTHO npoTsarom 30 AHiB Npy TemnepaTypi He BuLle
ANs iH'ekuid) no 1 mn HarnoBHEHUX 25°C y mexax 3aTBep)KeHOro TepMiHy 36epiraHHs 36
Ta 30 6e3neyHummn wnpuuax, MiCSILiB 3 METOI0 PO3LUMPEHHSA 3aTBEPKEHNX
rosikaMu B KapTOHHilA ofiHoyacHe pekoMeHA0BaHUX AOBroTPMBaUIUX YMOB 36epiraHHs. Micns
KopoobLi nakyBaHHs Ta TOro sk Npenapart nepemilleHnin ana 36epiraHHsa npu
MapKyBaHHS1 BOAU KIMHaTHIi TemnepaTypi, Horo Heob6xigHO BUKOpUCTaTH
ONs iH ekyin Ta npotsirom nepiogy £o 30 AHiB. He A03BONAETLCA
nikapcbKoro 3acoby; nosepraTtu npenapart A0 X0noAnNbHYKa ANs
BMPOGHMLITBO [OBroTprBasioro 36epiraHHa Npy Temnepartypi Big 2 o 8
nikapcbKkoro 3acoby °C. 3MiHM BHECEeHO [0 [HCTPpYKUii o8 MeguyHoro
in bulk Ta nepBuHHe 3acToCyBaHHSA NikapcbKoro 3acoby Ao po3giny "Ymosu
nakyBaHHS; BUMYyCK 36epiraHHs", 3 BiAMOBIAHVMN 3MiHAMW B TEKCTI
cepii nikapcbkoro MapKyBaHHS Jlikapcbkoro 3acoby. BBefeHHs 3MiH
3aco6y; KOHTPO/Ib NPOTArom 6-T1 MIiCALIB MiCNA 3aTBEPMKEHHS; 3MiHN || Tuny
AKOCTI NTiKapCbKOro - 3MiHM BHECEHO A0 IHCTPyKUii NS MeanyHoro
3acoby, 3a 3aCTOCYBaHHS NiKapCbKOro 3acoby A0 po3ainis
BUK/TIOYEHHAM TECTY "Oco6nMBOCTI 3acTocyBaHHA", "3acTocyBaHHs Yy nepiog,
"BioaHanis") BariTHOCTi abo rogyBaHHs rpyaato”, "MobiuHi peakwyii.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
3aTBEPAKEHHS
150. | COPBEHTOI | renb opanbHuii no 0,7 ToBapucTso 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/15901/01/01
ENb r/r, no 200 r y Ty6i; no 06MEXEHO0 06MeXeHOo TMny - 3MiHK 3 AKOCTI. FOTOBUIA NlikapCbkMin 3aci6. Cuctema peyenma
1 Ty6i y kopobuji 3 BiANOBIAANbHICT BiANOBIAA/LHICTIO KOHTeliHep/3akyrnopoBaibHWii 3aci6. 3MiHa po3mipy
KapToHy; no 15ry 10 «PapmaLeBTU4Ha yNakoBKM rOTOBOrO NiKapCbKOro 3acoby (BU/TyYEHHS
calue; no 20 cawe y "bapmaueBTuyH hipma «BepTekc», yMakoBKM MEBHOTO PO3MipY)
KOpOO6Lii 3 KapTOHY a thipma YkpaiHa BW/Ty4eHHS ynakoBok: no 100 ry Ty6i Ne 1; no 15 r y cawe
"BepTekc" (BMPOGHMLTBO 3 Ne 5, Ne 10, 3 BiANOBIAHUMM 3MiHAMW B PO34iNni YnakoBka:
npoaykuii in bulk 3MiHU BHECEHI B po34in "Ynakoska" B iHCTPYKLtO Ans
ToBapwvcTBa 3 MeAMYHOro 3aCTOCYBaHHS NikapCbKOro 3acoby y 3B'A3Ky 3
06MeXeHoI0 BW/TyYEHHAM NEeBHOro PO3Mipy YNakoBOK, SIK HAC/IAOK -
BiANOBIAAILHICTIO BWYYEHHS TEKCTY MapKyBaHHS BiANOBIAHMX YNaKOBOK.
«®dapmaveBTUYHa BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
KomnaHis 3aTBEPAKEHHS.
«3[,0pOB'sA»,
YkpaiHa)
151. | TAKCOTEP® KOHLeHTpaT Ans TOB "CaHodi- YkpaiHa CaHodi-ABeHTiC HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/5488/01/02
pO34nHy A5 iHdy3il, ABeHTIC [onunang MmeX 3MiHM | TUny - 3MiHK WoA0 6e3nekn/edeKTMBHOCTI Ta peyenmom
20 mr/mn; Ne 1: no 1 YkpaiHa"

M (20 wmr) y dprakoHi;
no 1 cpnakoHy B
KapTOHHI KopobLii; No

dhapmakoHarnsgy. BeegeHHs abo 3MiHU 0 y3arasibHeHNX
AaHyx nNpo cuctemy chapmakoHarnsgy (BBeAeHHs
y3ara/lbHeHNX JaHnx Npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0c06MU, BiANOBIAa/IbLHOI 3a
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep

n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o

3acoby yrnakoska) nocsi0O4YeHHs1
1:no 4 mn (80 mr) y 3[iicCHEHHS hapMakoHarisay; KOHTaKTHOI 0cobu 3
dhnakoHi; no 1 hapmakoHarnsgy 3asiBHUKa A5 34iiCHEHHS
dhakoHy B KapTOHHiiA hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
Kopobui YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3@ 34iiCHEHHS
hapmakoHarnsgy (Bkouvakouy KOHTakKTHI aaHi) Ta/abo
3MiHM Y PO3MILLEHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT 0cobm
3asBHVKa, BiANoBiAa/IbHOT 3a hapMakoHarnsag.
MponoHoBaHa pepakuis: Xogakiscbka TeTaHa
BavyecnasiBHa. 3MiHa KOHTAKTHWX JaHNX YNOBHOBAXEHOT
0ocobu 3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg.

152. | TAMIDIO® MOPOLLIOK A5 ®. XodhcpmanH- | LLseliyapis Brpo6HMUTBO Lseiuapis 3Minn | TURY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta 3a UA/3189/01/02
opasibHOT cycneHsii, 6 Na Pow N1a Hepo3dacoBaHoi thapmakoHarnagy (iHwi 3MiHK) - 3MiHW BHECEHO Y TEKCT peyenmom
mr/mn; no 13 r NPOAYKLiT, NnepBUHHE MapKyBaHHs YNakoBKW fNikapcbkoro 3acoby. BeeaeHHs
MOPOLLKY B NAALIL; NO nakyBaHHs: 3MiH NPOTAroM 6-TW MICALB NiCNA 3aTBEPMAKEHHS.

1 nnswui pasom 3 PotTeHgopd dapma
N1acTMKOBUM 'M6X, HimeuunHa,;
ajantepom, BTopuHHe
nNacTVKoBUM nakyBaHHs,
[o3aTopom Ans BMNPO6GYBaHHS
opasibHOro KOHTPO/O SIKOCTI,
3acToCyBaHHA BWMYCK Cepil:
MicTkicTio 10 mn, ®.XodhhmaHH-/1a
NAacTMKOBMM MIpHUM Pow tg,
CTaKaH4YMKOM Y LLiBeiiuapis;
KapTOHHIA Kopo6Lii; no BunpobysaHHs
13 r nopoLuky y KOHTPO/O SKOCTI:
naswui; no 1 naswui ®.XohcpmaHH-/15
pa3oM 3 N1acTUKOBUM Pow T4,
ajanTtepom, Lseiuapis
nNacTVKOBUMU

fosatopamu gns

opasibHOro

3aCTOCYyBaHHS

MicTkicTio 3 M1 Ta 10

M1, NNacTUKOBUM

MIPHAM CTakaH4YMKoM y

KapTOHHI KOopooLi

153. | TAMIDIIO® Kancynv no 75 mr; no ®.XothpmaHH- LLisenuapi CeHexci, ®paHujs ITanis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/3189/02/03
10 kancyn y 6nictepi; Na Pow N1pg, a (BMpPOGHMLTBO HimeyunHa peyenmom
no 1 6nictepy B HepoachacosaHoi 3MiHV | TUNY - 3MiHK 3 SIKOCTI. FOTOBMIA NiKapCbKNii 3aCi6.

KapTOHHiiA KOpoGL npoAyKu;i); KOHTPONb roTOBOTO Nikapchbkoro 3acoby. 3miHa y MeTogax
Aenbbapm Minavo, BMNPOGYBaHHS FOTOBOTO NIKAPCLKOTO 3aC06Y (HeaHauHa
C.P.J1., Itania 3MiHa Y 3aTBEPMKEHNX METOZAx BUNPOBYBaHHS) -
(BUPOGHMLTBO ) He3HauHi 3MiHW Y ONUCi NPUroTyBaHHSA BUNPO60OBYBAHOIO
HepoachacosaHoi PO3UMHY 3a MOKA3HUKOM «T1pOAYKTU PO3UMHY» Ta
NPOoAYyKLl, «KifbKiCHE BU3HAYEHHS B Kancysi o3efibTamisipy
BMNpobyBaHHsA

drocchaty», 6€3 3MiH BCTAHOBJ/IEHWX BUMOT cneuudikadii.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KOHTPOJIHO SIKOCTI); BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
KeTeneHT xepmMaHi 3aTBEepPKEHHS. 3MiHM | TNy - 3MiHK 3 sAKOCTi. FOTOBWIA
LopHaopd Mv6X, NiKapcbkunii 3aci6. KOHTPO/b rOTOBOTO NiKapCbKOro 3acoby.
HimeuunHa 3miHa y MeToAax BUNpobyBaHHSA roTOBOro MiKapCbKoro
(BUPOBHULTBO 3aco06y (iHLWi 3MiHM Y MeToAax BUNPOGyBaHb (BK/IHHaKUM
Hepo3chacoBaHol 3amiHy abo [0NOBHEHHS)) - NPUBEAEHHA pefakLii MeToais
NpPOAYKLUi, KOHTPO/IH0 SKOCTI J13 3a mokasHyukamu "30BHIiWHIN BUriag”,
nakyBaHHs); Pow "lpeHTudpikauis ozenbtamisipy”, "OAHOPIAHICTL 4,030BaHNX
dapma AT, oAMHULL", "PO34UMHEHHS" Y BIANOBIAHICTb 40 OPUTiHANIbHUX
HimeuunHa matepianis BUPO6HUKa, 6e3 6e3nocepeHix 3miH y
(BMNpobyBaHHs MeToAvVKax Ta BCTaHOB/IEHNX KPUTEPISX MPUAHATHOCTI.
KOHTPO/IIO SIKOCTI); BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
®.XodhcpmaHH-/15 3aTBEPMAKEHHS
Pow 114,
LBeliuapis
(nakyBaHHs,
BMNPO6YBaHHS
KOHTPO/O SIKOCTI,
BMNYyCK cepii)
154. | TEHOTEH Tabnetku, no 20 TOB "Martepia Ykpaina 3AT CaHTOHika NutBa BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 6e3 UA/4206/01/01
TabneTtok y 6nictepi; Meguka- peuyenma
no 1 a6o 2 Gnictepu y YpaiHa® 3MiHN | TUNY - BHECEHHS 3MiH A0 p.3.2.P.3.3. Description of
KapTOHHiiA kopobu Manufacturing Process and Process Controls, a came:
He3HauHi peflakuiiiHi 3MiHM LWoA0 npouecy ynakoBku 13,
y 3B'A3KY 3 NPYBEAEHHAM Y BifMNOBIAHICTb A0 BHYTPILUHLOT
[OKyMeHTaLji BUpO6HUKa; 3MiHW | Tuny - 3asBneHa
npoueaypa obymoBeHa npuBeaeHHsAM cnevmdikauii
[0MOMIXHOT PEYOBMHM MarHito cteapaT y BifnoBigHICTb [0
Ailo4oro BmaaHHA MoHorpadii €Bponericbkoi hapmakonei
155. | TEHOTEH Tabnetkn, no 20 TOB "Martepia YkpaiHa 3AT CaHTOHika NntBa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: Ges UA/8588/01/01
ANTAYNIA TabneTtok y 6nictepi; Meguka- 3MiHK | TUNY - BHECEHHS 3MiH A0 p.3.2.P.3.3. Description of peyenma
no 2 6nictepu y YkpaiHa" Manufacturing Process and Process Controls, a came:
KapTOHHIlA KopooLi He3HauHi pefakuiiiHi 3MiHM LWoA0 npouecy ynakosku 13,
y 3B'A3KY 3 NPYBEAEHHAM Y BifMNOBIAHICTb A0 BHYTPILLHLOT
[OKyMeHTaLii BAPOOHWKa;
3MiHu | TUNy - 3asBneHa npoueaypa obymMoBeHa
npuBeAeHHsAM crneuudikauil 4ONOMiXHOI pe4oBUHU MarHito
cTeapar Y BiANoOBigHICTb 40 Ait0HOro BUAAaHHA MOHorpadii
€Bponelicbkoi hapmakonel
156. | TEPBIHA®IH- | cnpeit HawkipHwWii, 1 ToBapucTBo 3 Pecny6nik TOB Pecny6nika BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/16911/01/01
T %, no 25 mny obMexeHo a "®apmTexHonoris” Binopycb 3MiHM | TUNy - 3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta peyenma
hnakoHax BiANOBIAANLHICT Binopycb thapmakoHarnagy (iHwi 3MiHn). BHeceHHs 3MiH A0 po3giny
noslieTUIeHOBMUX 3 10 “MapkyBaHHA" MKA /13: 3anponoHoBaHo: MAPKYBAHHSA.
HacafKoto "®apMTeXHONOoTi BignosigHo [0 3aTBEPAXXEHOr0 TEKCTY MapKyBaHHSI.
pO3MNMOIYOI0 a" OHOB/EHHSA TEKCTY MapKyBaHHS YNakoBKW MiKapCbKoro

noslinponisieHoBO
OCHOBHOHO, Mo 1

3aco6y 3 BHECEHHAM iHhopMaLii LWoA0 3a3HauYeHHs
OAMHULb BUMIpIOBaHHSA y cuctemi S
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
h/1aKOHY B KapTOHHii
nayui
157. | TPAMAOON PO34MH ANA iH KL, AT "Kanuekc", Nartsis AT "T'piHgekc", Natsis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/16468/01/01
KAJLIEKC 100 mr/2 mn; no 2 mn Natsis NatBis (BUPOGHWK, CnoBayuuHa 3MiHM | Tuny - 3mMiHKM 3 AkocTi. CepTudikar peyenmom
B amnyni; no 5 amnyn SIKWIA BignoBigae 3a BianosigHocTI/IE-cepTudikat BignosigHOCTI €Bponeiichkii
Y KOHTYpHIiA KOHTPOJ1b thapmakonei/moHorpadii. NMogaHHs HoBoro abo
YapyHKOBIli ynakoBLj cepii/BunpobyBaHHs) OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUMYyYEHHS
(nigaoHi); no 2 aéo no ; AT "Kanuekc" , cepTudpikaTa BignosiaHOCTI EBponeiickbkilt hapmakoner:
20 KOHTYPHUX Natsis (BUPOGHWK, ana A®l; ans BuxigHoro martepiany/peareHTy/npoMikHOro
YapyHKOBUX YNakoBOK AKWIA Bignosigae 3a NPOAYKTY, WO BUKOPUCTOBYHOTLCA Yy BUPOOHNLTBI ADI; ans
(nizooHiB) B nayLi 3 Bunyck cepii); X6M [0MNOMDKHOT peyoBuHU (cepTudikaT BigNOBIAHOCTI
KapToHy dapwma c.p.o., €Bponeiicbkin hapmakonei) - OHoBeHWA cepTuddikaT Big
CnoBayuuHa (BCi y)XXe 3aTBepXeHOro BUPOOHUKA -
cTagii BUpo6HNYOoro nofilaHHs OHOB/IEHOro cepTuddikarta BiANOBIAHOCTI
npotecy, kpim €poneiicbkint hapmakonei R1-CEP 2007-129-Rev 05
BUMYCKy cepil) (3atBepaxeHo: R1-CEP 2007-129-Rev 04) ans Ad|
Tramadol hydrochloride Big Bxe 3aTBEpAXeHOro
BUpo6HMKa GVK BIOSCIENCES PRIVATE LIMITET, India,
y Hacnifok 3MiH y meToi BUnpobyBaHHs "3anuvLuKoBoi
KiNIbKOCTi OpraHivHnX pO34NHHUKIB».
158. | TPAHEKCAM | po3uuH gns iH'ekuUii, MpuBatHe Ykpaina MpusaTHe Ykpaina BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a UA/17082/01/02
OBA 50 mr/mn; no 5 mn B akuioHepHe akuioHepHe 3MiHK | TUNYy - 3MiHK 3 AKocTi. CepTudikaT peyenmom
KNCNOTA amnyni; no 5 amnyn B TOBapuCTBO TOBapucTBo BignosiaHocTI/FE-cepTudikat BignosigHOCTI €Bponeiichkii

6nictepi; no 1
6nicTepy B nauui; no 5
M/1 B amnyni; no 5
amnyn B 6nicTepi; no 2
6nicTepy B navyj; no 5
M/1 B amnyni; no 5
amnyn B 6nicTepi; no
10 6nicTepiB B naui

"Nekxim-Xapkis"

"Mekxim-Xapkis"

thapmakonei/moHorpadii. NogaHHs HOBOro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI 260 BUMYyYEHHS
cepTudpikaTa BignosigHOCTI EBponeiickbkili hapmakoner:
ana A®l; ans BuxigHoro martepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI ADI; ans
[0NOMDKHOT peyoBuHK (cepTudikaT BigNoOBIAHOCTI
€Bponeiicbkiin hapmakonei) - OHoBeHWA cepTudikaT Big
yXXe 3aTBeppKeHOro B1UpobHuKa -
noJiaHHs OHOB/IEHOro cepTuddikarta BiANOBIAHOCTI
€sponelicbkii hapmakonei Ne R1-CEP 2006-142-Rev 02
(3aTBepmxeHo: R1-CEP 2006-142-Rev 01) ana gitoyoi
PeyYOoBMHM TPaHEKCAMOBOI KNC/OTK Bif, BXe
3aTBEpAXEHOro BUpobHmka Hunan Dongting
Pharmaceutical Co. Ltd. 3miHun | TUNY - 3MiHW 3 SKOCTI.
CepTuddikat BignosigHocTi/lE-cepTucpikat BignosigHocCTi
€Bponelicbkili hapmakonei/MmoHorpadii. 3mMiHW, NoB'A3aHi
3 HeOOXiZHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii 4PY abo EBponeiicbkoi chapmakonei, abo
iHLWOT HauioHanbHOT thapmakonei aepxasn €C (3MiHa y
cneuudikayisix, NnoB'A3aHa 3i 3MiHamy B Y, abo
€Bponelicbkiit hapmakonei, abo iHLUIA HaLioHabHIl
thapmakonei gepxasu €C) - npuBegeHHs cneyudikauii Ta
MeTOZAiB KOHTPO/I0 AKOCTI Aito40i PeUoB/HM TpaHekcaMoBa
KMcnoTa o MoHorpadii €sponelicbkoi hapmakonei 3a
nokasHukamm «CynpoBifHi AOMILKN», «Baxki meTanun»
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(BydeHo nokasHurk). CynyTHs 3MiHa - 3MiHW 3 SKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudpikat BignosigHocTi
€Bponelicbkiin hapmakonei/MoHorpadii. 3mMiHW, NoB'si3aHi
3 HeOOXiJHICTIO NPUBEAEHHS Y BiAMOBIAHICTL A0
MoHorpadii JdY abo €Bponeiicbkoi chapmakonei, abo
iHLIOI HauioHasIbHOI hapmakonei Aepxasun €C (iHLWi 3MiHN)
159. | TPUAEPM® Kpem; no 151 B OpraHoH LLiBefiuapi LepiHr-Mnay J1a6o Benbris BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/2022/01/01
atoMiHieBI Ty6i; no 1 CeHTtpan lct a H.B., Benbria 3MiHM | TUNY - NOAAHHSA OHOBNEHOTO cepTudikaTa peyenmom
Ty6i y KApTOHHIN 6X BignoBigHoCTi €Bponeiicbkili hapmakonei Ne R1-CEP
kopobui; no 30 1 B 1998-155-Rev 10 ans fitoyoi pevyoBUHU reHTaMiLuHy
atoMiHieBI Ty6i; no 1 cynbaTy Bif BXe 3aTBepKeHOro BupobHuka Fujian
Ty6i y KApTOHHIN Fukang Pharmaceutical Co., Ltd., China, y Hacnigok 3miH B
Kopobui afpeci BUPOO6HUYOI AiNbHUL; BBEAEHHS NIMITY ANs
rictamiHy; BBeJeHHS anbTepHaTUBHOrO BTOPUHHOIO
nakyBaHHs - 3aNi3Huii 6bapabaH
160. | TPUAEPM® ma3b no 15rab6o 301 OpraHoH LLiBeiuapi LepiHr-Mnay /1a6o BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/2022/02/01
y Ty6i; no 1 Ty6i B CeHTtpan lct a H.B., Benbris peyenmom
KapTOHHiiA KOpoGL rMG6X 3MiHM | TUMNY - NOJ@HHA OHOB/EHOro cepTudikaTa
BiAgnoBigHoCTi €Bponeiicbkili hapmakonei Ne R1-CEP
1998-155-Rev 10 gns fitoyoi peHOBUHW reHTaMiLuHy
cynbhaTy Bif BXe 3aTBepKeHOro BupobHuka Fujian
Fukang Pharmaceutical Co., Ltd., China, y Hacnigok 3miH B
afjpeci BUPOOHNYOI AiNbHULi; BBEAEHHS NIMITY ANs
rictamiHy; BBeJeHHS! anbTepHaTUBHOrO BTOPUHHOIO
nakyBaHHs - 3ani3Huii 6apabaH
161. | TPUNENTAN TabneTky BKpUTI HoBaprTic ®apma | Lseliyapi Midpapm C.n.A., ITanis BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 3a UA/12884/01/01
N1iBKOBOK 060/I0HKOIO a ITania (nepsuHHe Ta peyenmom
no 300 mr,no 10 BTOPUHHE 3MiHM | TUNY — 3MiHa agpecy BupobHuKa A®I, Novartis
Tabnetok y Gnictepi, nakysaHHA Pharma Schweizerhalle AG, Switzerland, w0
no 5 6nictepis y (anbTepHaTuBHUI

KapTOHHI KOpooLyi

3aBop)); HoeaprTic
dapma C.n.A, Itanisa
(Bupo6HuuTBO,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHS, BUNYCK
cepii)

BiNOBigasIbHa 3a NPOBEAEHHSI KOHTPO/I0, @ came 3MiHa
Ha3su Bynuuj 3 ‘Rothausweg’ Ha ‘Rothausstrasse’, 6e3
3MiHM agpecu BUpPOOHMLTBA; [o4aTKOBO BHECEHI
pefakuiiHi 3miHn go nigpo3giny 3.2.S.2.1. BUpo6Huk(1):
3MiHa NOLUTOBOrO iHAEKCY BUPOGHMKA NMPOMIKHOT MPOAYKLi
CaBB Oy, Finland; BunpaBneHHsi agpecun Novartis
Grimsby Ltd. fo ceptucpikaty HBIN, BuganeHHs «CH-» 3
afpec AiNsHOK, WO po3TalloBaHi y LUseiiyapii,
Aetanisauis yHKUi BUPO6HWMKIB Ta HaBegeHi DUNS
HOMepW A1 BCiX BUPOOHWKIB, LU0 BigNoBifasIbHI 3a
KOHTPO/b AKOCTI.
3MiHK | TUNY - BBEAEHHA [,04ATKOBOIO BUPOGHUKA
npomixHoro npoaykry, Carbamic acid (Compound Ill), wo
BVKOPUCTOBYETLCSA Y BUPOBHUYOMY npoueci A®I, Divi's
Laboratories Limited, India (Divi’'s); 3mitun | Tuny -
BBEJeHHA 104aTKOBOro BUPOOHVKA NPOMIXKHOTO NPOAyKTY,
Carbamic acid (Compound lll), 1110 BUKOPUCTOBYETLCSH Y
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BMpOGHMYOMY npoueci Adl, Lianhe Pharmaceutical Co.,
Ltd., China (Lianhe); 3miHV | TUNY - HE3HAYHI 3MiHW 0
npouecy BMpo6HuMLTBa A®I, y 3B’A3KY 3 f0AaBAHHAM

BMPOBHMKa NPOMDKHOrO NpoaykTy Lianhe Pharmaceutical

Co., Ltd., China (Lianhe); 3miHu | TUNY — HE3HAYHI 3MiHK [0
npouecy BMpo6HuMLTBa A®I, y 38’A3KY 3 f0AaBaAHHAM
BMPOGHMKA NPOMiXXHOrO NpoaykTy Divi's Laboratories
Limited, India (Divi's); 3miHu | TUNY - fOA@HHS OKpeEMOT

cneumdikauii 4na BUXiAHUX MaTepianis, a came
Demineralised water, L0 BUKOPUCTOBYETHLCSA
3anponoHoBaHM BUPOGHMKOM Divi's; 3miHu | TRy -

[0faHHA oKpeMmoi cneundikayii s BUXigHUX matepianis,

a came City water, L0 BUKOPUCTOBYETLCSA
3anpornoHOBaHUM BUPOOHUKOM Lianhe; 3MiHu | Tuny -
3MiHM g0 cneuudikauii BuxigHoro matepiany, Sodium
hydroxide, L0 BUKOPUCTOBYETHLCS 3anpONOHOBAHUM

BUpOGHUKOM Divi's, a came BUIyYeHHS NokasHuka «Bopgax»

162.

TPUNENTAN

TabneTky BKpUTI
N/1iBKOBOK 060/I0HKOO
no 600 mr no 10
TabneTtok y 6nictepi,
no 5 6nictepiB y
KapTOHHIlA KOpooLi

HoBapTic ®apma
Al

Lsenuapi
a

Micbapm C.n.A,,
ITania (nepBuHHe Ta
BTOPVHHE
nakyBaHHs
(anbTepHaTuBHMI
3aBop)); HosaprTic
dapma C.n.A, Itanis
(BupobHuuTBo,
nepBuHHE Ta
BTOPVHHE
nakyBaHHS, BUNYCK
cepir)

ITanisa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:

3MiHK | TUNY — 3miHa agpecu BupobHuka Adl, Novartis
Pharma Schweizerhalle AG, Switzerland, wo
BiANOBiga/IbHA 3a NPOBELEHHSA KOHTPO/IIO, & caMe 3MiHa
Ha3Bu Bynuuj 3 ‘Rothausweg’ Ha ‘Rothausstrasse’, 6e3
3MiHM agpecu BUPo6HULTBA; [0AaTKOBO BHECEHI
pepakuiiHi 3miHn go nigpo3giny 3.2.S.2.1. Bupo6Huk(1):
3MiHa MOLUTOBOrO iHAEKCY BUPOGHMKA MPOMIXHOT MPOAYKLi
CaBB Oy, Finland; BunpaBneHHs agpecu Novartis
Grimsby Ltd. go ceptudikaty HBIM, BuganeHHa «CH-» 3
afpec AiNsHOK, Wo po3TalloBaHi y LUseiiuapii,
AeTanizauis dyHKUili BUpo6HUKiIB Ta HaBefeHi DUNS
HOMepW 415 BCiX BUPOOHWKIB, LLO BiANOBIifasIbHI 3a
KOHTPO/b SIKOCTi.
3MiHK | TUNY - BBEAEHHSA [,04ATKOBOrO BUPOGHUKA
npomixHoro npoaykty, Carbamic acid (Compound lll), o
BVIKOPVICTOBYETbLCS Y BUpOBGHUYOMY npoueci A®I, Divi's
Laboratories Limited, India (Divi’'s); 3miHu | Tuny -
BBE/lEHHS A0AATKOBOrO BUPOOHMKA NPOMDKHOTO MPOAYKTY,
Carbamic acid (Compound lll), L0 BUKOPUCTOBYETLCH Y
BUpo6HMYoMy npoueci Adl, Lianhe Pharmaceutical Co.,
Ltd., China (Lianhe); 3MmiHW | TURY - HE3HAYHI 3MiHW A0
npouecy BupobHuuTBa A®I, y 38'A3Ky 3 JoAaBaHHAM
BMPOOGHUKA NPOMDKHOro NpoAykTy Lianhe Pharmaceutical
Co., Ltd., China (Lianhe); 3MiHu | TUNY — HE3HAYHI 3MiHU [0
npouecy BupobHuuTBa A®I, y 38'A3Ky 3 JoAaBaHHAM
BMpOBHMKa NpOoMiXHOro npoaykTy Divi's Laboratories
Limited, India (Divi’'s); 3MiHW | TUNY - AOAAHHS OKPEMOI
crneunqikauii an1s BUXigHMX MaTepianis, a came

3a
peyermom

UA/12884/01/02
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Demineralised water, L0 BUKOPUCTOBYETHCSA
3anpornoHoBaHM BUPOGHMKOM Divi's; 3miHu | TNy -
[0faHHA oKpeMmoi cneundikayii s BUXigHUX matepianis,
a came City water, L0 BVUKOPUCTOBYETLCSA
3anpornoHoBaHUM BUPOOHUKOM Lianhe; 3MiHu | Tuny -
3MiHM g0 cneuudikauii BuxigHoro matepiany, Sodium
hydroxide, L0 BUKOPUCTOBYETHLCS 3aNpONOHOBAHUM
BUpOGHUKOM Divi's, a came BUIyYeHHS NokasHuka «Bopgax»

163.

164.

TPUTALEE®

Tabnetkn no 10 mr; Ne
28 (14x2): no 14
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHIA Kopoo6Li

TOB "CaHodi-
ABeHTIC
YkpaiHa"

Ykpaina

CAHO®I C.IN.A.

ITanisa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:

3MiHM | TUny - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3miHM 0 y3arasibHeHNX
AaHvx nNpo cuctemy thapmakoHarnsgy (BBeAeHHs
y3araslbHeHNX JaHnxX nNpo cucTemy dapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0co6U, BiANOBIAabHOI 3a
3[iicCHEHHs hapMakoHarsay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asiBHUKa 415 34iACHEHHS
hapMakoHarnagy B YkpaiHi, SKLLO0 BOHa BifgMiHHA Bif,
YMOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
hapmakoHarnsgy (Bkovakouy KOHTakKTHI gaHi) Ta/abo
3MiHM Y PO3MILLEHHI MacTep-ghaiina cuctemm
hapmakoHarnsay). 3miHa ynoBHOBaXKeHOT 0cobu
3asBHMKa, BiANOBiAaNbHOI 3a hapMakoHarnsag,.
MponoHoBaHa pepfakuis: XogakiBcbka TeTsaHa
BsiyecnasiBHa. 3MiHa KOHTaKTHUX AAaHUX YNOBHOBaXKEHOT
ocobu 3asBHUKA, BiANOBIAA/ILHOI 3a hapmakoHarnsag,.

3a
peyermom

UA/9141/01/03

TPUTALE®

Tabnetku no 5 mr; Ne
28 (14x2): no 14
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHI KopoobLi

TOB "CaHodi-
ABeHTIiC
YkpaiHa"

YkpaiHa

CAHO®I C.IN.A.

ITanisa

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis:
3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3miHM [0 y3arasibHeHNX
[AaHvX Npo cuctemy thapmakoHarnsgy (BBefeHHs
y3araslbHeHVX faHux Npo cuctemy dpapmakoHarisgy,
3MiHa YNOBHOBaXeHOI 0co6MU, BiANOBIAA/IbHOI 3a
3[iiCHEHHS1 hapMakoHar/say; KOHTaKTHOI 0cobu 3
hapMakoHarnsgy 3asBHUKa Ans 34iINCHEeHHS
thapmakoHarnagy B YkpaiHi, AKLLO0 BOHa BifgMiHHA Bif,
YNOBHOBaXEHOI 0CO6W, BiANOBiAA/IbHOI 32 3iiCHEHHS
hapmakoHarnsagy (Bkovaouy KOHTakKTHI gaHi) Ta/abo
3MiHM Y PO3MILLEHHI MacTep-gaiina cuctemm
thapmakoHarnsgy) - 3aMmiHa yrnoBHOBaXKeHOi 0co6u
3asBHWVKa, BigNoBiAaNbHOI 3a thapmakoHarnsag,.
MponoHoBaHa pefakuis: XogakiBcbka TeTsaHa
BsiuecnasiBHa. 3MiHA KOHTAKTHUX AAHUX YNOBHOBaXEHOT
0co6u 3asBHMKA, BiANOBIAA/IbHOI 3a hapmakoHarnsg

3a
peyenmom

UA/9141/01/02

165.

YCIMOKOM

Tabnetku, no 20
Tabnetok y 6nictepi;

TOB "Martepia
Meguka-

YkpaiHa

3AT CaHToHika

NntBa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:

6e3
peyenma

UA/7857/01/01
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no 1 6nictepy y
KapTOHHilA KopooLi

YkpaiHa"

3MiHM | TUMY - BHECeHHS 3MiH 8o p.3.2.P.3.3. Description of
Manufacturing Process and Process Controls, a came:
He3HauHi pefakuiiiHi 3MiHM Woa0 npouecy ynakosku 13,
y 3B'A3KY 3 MPYBEAEHHAM Y BifMOBIAHICTb 40 BHYTPILUHLOT
[oKyMeHTauil BUPO6HWKa; 3MiHK | Tuny - 3asiBNeHa
npoueaypa obymoBneHa nNpuBegeHHsAM cnevmdikauii
[0MOMIXHOT PEYOBVHM MarHito cteaparT y BifnoBigHICTb J0
Ailo4oro BMaaHHA MoHorpadii €EBponeiicbkoi hapmakonei

166.

®EPBEKC
ana
JlOPOCNNX
3

MANNHOBU
M CMAKOM

NOPOLLIOK AN1A
OpasIbHOro PO3uKHY, 8
calle y KapTOHHilA
Kopobui

YIMNCA CAC

®paHuis

YMNCA CAC

®paHuisa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:

3MiHW | TUMy - aAMiHICTPaTVBHI 3MiHU. BunyyeHHs
BUPOGHMYOT AiNbHULL (BKIHOYaoUN AinbHUL Ana Adl,
NPOMDKHOro NPoAYKTYy abo roToBOro slikapcbkoro 3acoby,
AiNbHULI ANA NPOBeAEeHHS NakKyBaHHS, BUPOOHMKa,
BiANOBIAa/IbLHOrO 3a BUMYCK CEpil, MicLie NPOBeAEHHS
KOHTPO/IIO cepi) abo nocTavasibH1Ka BUXigHOro
marepiany, peareHTy abo AOMOMDKHOT PEHOBVHY (SIKLLO
3a3HaYeHo y [JOCbE) - 3aABHUK 3asB/AE LLOAO BULAIEHHA
OHOr0 3 BUPOOHMKIB aKTUBHOIO thapmaLeBTUYHOro
iHrpedieHTy napauetamor, 3apeecTpoBaHOro B JOCHE:
Granules India Limited, IHgis. Granules India Limited
BiANOBIAa€e 3a BUPOOGHMLTBO akTUBHOIO hapmaLeBTUYHOIo
iHrpedieHTy napaueTamMon Ta € BJaCHUKOM cepTuddikata
BiANOBIAHOCTI MOHOrpadii €EBponeiicbkoi Papmakonei R1-
CEP 1998-047 Rev 06

6e3
peyenma

UA/3128/01/01

167.

DIHA/ITOH®

masb, no 20 r y Ty6i;
no 1 ty6i y komnnekTi
3 annikatopom y
KapTOHHIA KopoobLi

TOB "CaHodi-
ABeHTIC YKpaiHa

YkpaiHa

rMOBO®APM
dapmauoiiTiwe
MpoayKuioH3-yHA,
XaHfenbcresenblua
T M.6.X.

ABCTpis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:

3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu J0 y3arasibHEHUX
AaHux nNpo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHNX faHnxX Npo cucTemy dhapmakoHarnsgy,
3MiHa YyNOBHOBaXXEHOT 0CO6M, BiANOBiAaIbHOI 3a
3AilicHeHHA hapMakoHarnsAgy; KOHTaKTHoOT ocobu 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOBaXEHOI 0c06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnagy (Bkiovaoun KOHTaKTHI AaHi) Ta/abo
3MiHM Yy PO3MiLLLEHHI MacTep-dialina cuctemu
thapmakoHarnsgy) - 3MiHa ynoBHoOBaXeHoT ocobum
3asBHVKa, BiANOBIAa/IbHOT 32 hapMakoHarnsag.
MponoHoBaHa pefakuis: XogakiBcbka TeTsaHa
BavyecnasiBHa. 3MiHa KOHTAKTHWX JaHNX YNOBHOBAXEHOT
0cobu 3as1BHMKA, BIANOBIAA/ILHOT 32 hapmakoHarnsg,

6e3
peyenma

UA/1909/01/01

168.

LE®ENIM

MOPOLUOK /11 PO3YUHY

AAP PAPMA

O6'egHaHi

3elicc

IHAis

BHECEHHS 3MiH 40 peecTpauiiHux maTepiasiB: 3mMiHa

3a

UA/17538/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Ans iH ekuin no 1000 ®3-/1/1C Apabebki dapmac’ioTikenc 3asBHUKa (BNacHyKa peecTpauiiHoro noceigyeHHs) (3rigHo |  peyernmom
mr no 1 a6o 10 Emipatun MeT. N14. Haka3y MO3 Big 23.07.2015 Ne 460). 3MiHN BHeCeHI B
dh/1aKoHIB Y KapTOHHIi IHCTPYKLi0 ANA MeAnYHOro 3actocyBaHHs /13y p.
Kopobui "3asaBHMK", "MicLe3HaxomKeHHS 3asiBHMKA" 3
Bi4NOBIAHVMMN 3MiHAMMW B TEKCTI MapKyBaHHS YNakoBOK.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicns
3aTBEPMKEHHS; 3MiHW | TUNY - 3MiHK WoAo
6e3nekn/edeKTUBHOCTI Ta papmakoHarnsagy (iHwi 3miHu) -
BHeceHHs 3MiH fo po3giny MKA: MAPKPOBKA [itoua
pepakuis: MAPK/IPOBKA B cooTBeTCcTBMU C
YTBEPXAEHHbLIM TEKCTOM MapK1POBKM KOTOPBbIV
npunaraetcs. MNponoHoBaHa pefakuis: MAPKUPOBKA B
COOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM MapPKVPOBKM.
OHOB/IEHHSI TEKCTY MapKyBaHHS yMakoBKW NikapCbKoro
3acoby BignoBigHO A0 BMMOT Hakaly MO3 YkpaiHu Big
23.07.2015 p. Ne460 3 BHECEHHSM iHGhopMaLi Woao
3a3HaYeHHs OAMHULL BUMIPIOBaHHSA y cucTemi Sl.
BBefieHHs1 3MiH NpoTArom 6-T1 MicALUIB nicns
3aTBEPAKEHHS
169. | LE®YTUN® TabneTtku, BKPUTI dapmva VopaaHis dapma VioppaHis BHECEHHS 3MiH [10 peecTpaLjiiiHiX MaTepianiB: yTOUHEHHA 3a UA/8893/01/03
NiBKOBOO IHTepHelweHan IHTepHelweHan peecTpauiiiHoi npoueaypu B Hakasi MO3 YkpaiHu Ne peyenmom
060/10HKO0, M0 500 Mr KomnaHi Komnawi 592 Big 29.03.2021 B npoueci BHECEHHS 3MiH - 3MiHU |

no 10 TabneTtok y
donakoHi, no 1
h1aKoHy Y KapTOHHIl
Kopobui

TMny - AAMIHICTpaTUBHI 3MiHW. BunyyeHHs BUpOGHMYOT
AinbHUUI (BKAOYatoumn ainbHuui ana A®l, npomixHoro
npoaykTy abo roToBOro NikapcbKoro 3aco6y, AiNbHULI Ans
npoBefeHHA NakyBaHHs, BUPO6HWMKa, BiANOBIfaIbHOTO 3a
BWMYCK CEPiiA, MicLie NpoOBEAEHHS KOHTPO/IIO cepii) abo
noctayasibH1Ka BUXiAHOro MaTepiasty, peareHTy abo
[0MOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y AOCLE) -
BunyyeHHst aflbTepHaTUBHUX BUPOOHUKIB AitoY0i
peyoBuHu. [itova pegakuis: Orchid, India; Ranbaxy, India;
Aurobindo, India; Covelant, India MNponoHoBaHa pefakuis:
Aurobindo, India; Covalent Laboratories Pvt. Ltd., India.
3MiHu | TUNy - AgMiHICTpaTUBHI 3MiHK. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu Micus NpPOBaKEHHS
AiSNbHOCTI BUPO6HMKA (BK/OYAKOUM, 3a HEOOXIAHOCTI,
MicLie NpoBeeHHS KOHTPOJII0 SIKOCTi), abo BNacHuka
MacTep-haiina Ha A®l, abo nocTaydasibHuKa
Adl/BnxigHoro matepiasy/peareHTy/npoMiXXHOro NpoaykTy,
LL|0 3aCTOCOBYIOTbCA Y BUPO6HMLTBI API (AKLLO 3a3HaYeHO
y [OCbE Ha nikapcbkuid 3acib) 3a BiAcyTHOCTI cepTudikata
BiANOBIAHOCTI €Bponeichbkili hapmakonei y
3aTBEPIAXEHOMY [OChE, 260 BUPOGHVKA HOBOT AOMOMDKHOT
PEYOBMHM (SKLLO 3a3HAYEHO Y AOCbE) - MNpUBEAEHHS Ha3BW
BupobHuka APl Covelant, India y BignosigHicTb A0
3aTBEpMXEHUX MaTepiasliB peecTpauiiHoro Jocke
Covalent Laboratories Pvt. Ltd., India Ta 3miHa agpecu
AaHoro Bupo6Huka: [litoya pegakuis: Covelant, India
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(Cypseit Ne 374, l'yHana MavaHyp Binnagpx XatHyp
(MaHgan), Megak (LicTpikT)- 502 296 TenaHraHa/Survey
No. 374, Gundla Machanoor Village Hathnoor (Mandal),

Medak (District)-502 296 Telangana). MponoHoBaHa
pepakuisi: Covalent Laboratories Pvt. Ltd., India (C-ii. Ne

374, 'yHana MavaHyp Binnagpx XatHyp Mangan,
CaHrapepgi Oictpikt- 502296 TenaHraHa Cteit/Sy. No.
374, Gundla Machanoor Village Hathnoor Mandal,
Sangareddy District-502296 Telangana State)

170.

LE®YTUN®

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKOI0, M0 250
mr, no 10 Tabnetok y
6nictepi, no 1
6nicTepy y KapTOHHIl
Kopobui

Papma
IHTepHeLeHan
Komnai

Moppanis

dapma
IHTepHeLweHan
KomnaHi

WopgaHis

BHECEHHS 3MiH [0 peecTpavjiiiHiX MaTepianiB: yTOUHEHHSA
peecTpauiiiHoi npoueaypu B Hakasi MO3 YkpaiHu Ne
592 Big 29.03.2021 B npoueci BHECEHHS 3MiH - 3MiHu |

TUny - AAMIHICTPaTMBHI 3MiHW. BUnyyeHHs BUpOGHMYOT
OinbHUUI (BKNOYatoun AinbHUL Ana AL, TPOMKHOIO
NpoAyKTy abo roToBOro NiKapcbkoro 3acoby, AinbHuL Ans
npoBefieHHA NakyBaHHs, BUPOOHWKA, BiANOBIfa/IbHOTO 3a
BUWMYCK Cepiii, MicLle NPOBELEHHS KOHTPOJIH cepii) abo
noctayasibH1Ka BUXiAHOro MaTepiasy, peareHTy abo
[OMOMDKHOT pEYOBMHY (SIKLLIO 3a3HAYEHO Y A0CHE) -
BunyuyeHHs anbTepHaTUBHUX BUPOOHMKIB Aito4oi
peyvosuHu. [itoya pegakuis: Aurobindo, India; Lupin, India;
Orchid, India; Ranbaxy, India. NponoHoBaHa peAakuis:
Aurobindo, India

3a
peyenmom

UA/8893/01/02

171.

UMCNNATUH
-TEBA

KOHLeHTpaT Ans
pO34nHy A5 iHdy3il,
0,5 mr/mn: no 20 mn
abo no 50 mn, abo no
100 mn y dpnakoHi; no
1 chnakoHy y nauui

TOB «TeBa
YKpaiHa»

Ykpaina

dapmaxemi b.B.

HigepnaHgm

BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepiasis: 3MiHa
3asBHMKa (BNacHvKa peecTpauiiHoro NocBig4eHHs). Takox
3MiHM BHECEHI 040 Ha3BM 3asiBHUKA HA TUTY/bHIl
CTOPIHLi TEKCTY MapKyBaHHS1 ynakoBoK J13. 3MiHu | Tuny -
3MiHM Wopo 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHuX Npo
cucTemy thapmakoHarnsgy (BBefeHHS y3arasibHEHUX
[aHux nNpo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXEHOI 0CO6W, BiANOBIAA/ILHOI 32 3iiCHEHHS
thapmakoHarnsy; KOHTakTHOT 0cobu 3 dhapmakoHarnagy
3asBHMKa AN 34iiCHEHHA dapMakoHarnsay B Ykpaii,
AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAAbHOI 3a 34iiCHEeHH:A thapmakoHarnsagy
(BKHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y pO3MiLLIeHHi
MacTep-caiina cuctemu chapmakoHarnagy). 3miHa
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
hapmakoHarnsag. fitoya pegakuis: Orit Stern-Maman.
MponoHoBaHa pepfakuis: Buctpoa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHMX AAaHUX YNOBHOBaXEHOT 0CO6M 3asiBHUKA,
BiZNoBigaNbHOI 3a hapmakoHarnsag

3a
peyernmom

UA/7552/01/01

172.

LUMNCNNATUH
-TEBA

KOHLleHTparT Ans
PO34nHy a8 iHysiid,
1 mr/mn no 100 mny
thnakoHi; no 1
doNakoHy y nauui

TOB «TeBa
YKpaiHa»

Ykpaina

dapmaxemi B.B.

HigepnaHngm

BHECEHHS 3MiH 10 peecTpaLjiiiHnx maTepianis: 3miHa
3as1BHMKA (B/1aCHMKA PEECTPALiiHOro NOCBigYEHHS). Takox
3MiHM BHECEHI 040 Ha3BM 3asiBHUKA HA TUTY/bHIl
CTOPIHL TEKCTY MapKyBaHHs ynakosok J13. 3MiHu | Tuny -
3MiHuM Woao 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsmy.

3a
peuyenmom

UA/7552/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

BeefieHHs1 a60 3MiHM A0 y3arasibHEHUX JaHnX Npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHNX
AaHvX Npo cuctemy hapmakoHarnsgy, 3MiHa
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3@ 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobum 3 hapmakoHarnagy
3asBHUKA AN1A 34iICHEHHA hapMakoHarniagy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLIEHHI
MacTep-aiina cuctemu hapmakoHarnsgy). 3miHa
YMNOBHOBaXXEHOT 0CO6M 3as1BHUKA, BigMnoBifabHOI 3a
thapmakoHarnsg. fitoua pegakuis: Orit Stern-Maman.
MponoHoBaHa pepgakuis: BuctpoBa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CO6U 3asBHNKA,
BiANOBIAa/IbHOI 3a hapmakoHariag

FeHepanbHU AUpeKTop

AupekToparty hapmaueBTUYHOro 3a6e3neyeHHs

OnekcaHgp KOMAPIAA
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MEPENIK

Aoparok 4

[0 Haka3y MiHicTepcTBa OXOPOHU
3A00poOB’A YKpaiHu «po aepxaBHY
peecTpauilo (nepepeecTpadiio)
NiKapcbK1UX 3aco06iB (MeguYHUX
iMyHOGionoriuHnx npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpavliiiHux
MaTepianis»

Bif, 25.05.2021 Ne 1032

NIKAPCbKUX 3ACOBIB (MEQUYHUX IMYHOBIONON4YHNX NPEMNAPATIB), AKUM BIAMOB/IEHO Y AEPXXABHIN PEECTPALI, NEPEPEECTPALJI TA
BHECEHHI 3MIH O PEECTPALUIMHNX MATEPIANIB
TA ALEPXXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHWN

Ne

Ha3ssa dopma sunycky 3asasHuUK KpaiHa Bupo6Huk KpaiHa rliocmasa lMpoyedypa
n/n JliKapcbKo20
3acoby
DONIrPA®™ niogpinizat gns Bxapart Cipamc IHAjs Bxapart Cipamc eHf IHAiA 3acifjaHHa | BigMoBUTU y AepxaBHili peecTpauii nikapcbkoro 3acoby Ha

PO34MHy ANns eHf BakymHc BakuuHc Jlimiteq HEP Ne 03 | nigctaBi BWCHOBKIB €KCMEPTHWX KOMICili Ta 3 ypaxyBaHHSM
iH ekujii no 75 MO Nimiten Bif, HeraTyBHOTO  BWCHOBKY [lenapTameHTy chapmaueBTUYHOl
a6o 150 MO; 1 11.02.202 | AisnbHOCTI Ta pileHb 3acigaHb HaykoBo-ekcnepTHOT pagu Big,
hnakoH 3 1; 11.02.2021 npotokon Ne3 Ta Bif 08.04.2021 npoTokosn Ne7.
niocpinizatom ans 3acigaHHs
PO3YUHY A151 iH'EKLLIA HEP Ne 07
Yy KOMNJIEKTi 3 Bif,
PO34MHHMKOM (1 08.04.202
amnyna mictutb 0,5 1

M/1 CTEPU/IbLHOT BOAN
ONs iH'eKUlA)

FeHepasibHUIA UPEKTop

AunpekToparty hapmaueBTUYHOro 3a6e3neyeHHs

OnekcaHap KOMAPIAA
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