MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

23 tpaBHs 2023 poky Ne 937

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

BiamnosigHo o ctaTTi 9 3akoHy YKpainu «IIpo mikapchbKi 3aco6m», MyHKTIB 5,
7, 9, 10 Tlopsagky pepkaBHOI peectpailii (TepepeecTpariii) JikapcbKuX 3aco0iB,
3aTBep/pKeHoro 1octaHoBor0 Kabinety MinicTpiB Ykpaiau Big 26 TpaBHs 2005 poKy
Ne 376, ab3aily ABaAnsaTb CbOMOTO IMANMYHKTY 12 myHKTy 4 Ilosio)KeHHsSI TIpo
MiHicTepcTBO OXOpPOHM 37I0pOB’ST YKpaiHH, 3aTBep/pKeHOoro rnocrtaHoBoro KabiHery
MinictpiB Ykpainu Bim 25 OGepe3ns 2015 poky Ne 267 (B pefakiiii mocTaHOBU
Kabinery MinictpiB Ykpainu Bim 24 ciuas 2020 poky Ne 90), Ha migcraBi
pe3y/IbTaTiB eKCIIePTHU3M peecTpalfifHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeAUUHUX
iMyHOOio/loTiuHMX ~ TIperapariB), 110 TIOflaHi Ha [Iep’KaBHY  peeCTpariifo
(mepepeecTpallito) Ta BHECEHHs 3MiH /0 peeCTpaljiiHUX MaTepiasiB, MpOBeJeHUX
[ep>xaBHUM MiANIPUEMCTBOM  «[lep>KaBHUM eKCIIepTHUM 1ieHTp MiHicTepcTBa
OXOPOHHU 37I0pOB’Sl YKpaiHW», BHUCHOBKIB 1110710 eheKTUBHOCTi, Oe3reuyHOCTi Ta
AKOCTI, WJOAO0 €KCIIePTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTh/PU3MK JIIKAPCHKOrO
3aco0y, 1110 TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpallii (mepepeecTpailii), 070
BHECEHHS1 3MiH [0 peeCcTpaljiiHuX MaTepiaiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (mepepeectpariii) abo BHeCeHHsI 3MiH ZI0 peeCTpalliiHX MaTepiasiB,

HAKA3Y1O:

1. 3apeectpyBaTy Ta BHeCTH 70 [lep>KaBHOTO peECTPY JiKapChbKHX 3aco0iB
YKpaiHd JmiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
Jomatkom 1.

2. [lepepeecTpyBaTi Ta BHECTU /10 Jlep>XKaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
YKpaiHM fiKapcbKi 3acobu (MeAauuHi iMyHOOiosoriuHi TipermapaTu) 3rigHO 3
JIOJIaTKOM 2.



2

3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy

nmikapcbKux 3acobiB YKpaiHM Ha JliKapchKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 JOAATKOM 3.

4. BigMOBUTH Yy [ep>KaBHiM peecTpaliii/riepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpariiHuX MartepiajiB Ta [Iep)KaBHOIO peecTpy JIiKapChbKHX 3aco0iB YKpaiHu
MKapChbKMX 3aCO0iB 3riIHO 3 A0JaTKOM 4.

5. ®apmarieBTuHOMY yripaBiiHHIO (Onekcanzpy I'pilieHKy) 3abe3meunTu
OTIPWIIOZHEHHSI 1IbOT0 Haka3y Ha odiuiliHomy BeOcaiiti MiHicTepcTBa 0XOpoHU

3/10pOB’s YKpaiHU.

KOHTpOJ/Ib 32 BUKOHAHHSIM 1[bOT'0 HaKa3y 3a/IuIliato 3a co00t0.

ITepuinii 3actynHuk MiHicTpa Cepriuit [YBPOB



ITEPEJIIK

Aopatok 1

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

Bif 23 TpaBHA 2023 pokKy Ne 937

3APEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEIVNYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI

BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

Hassa

Popma sunycky

3asiBHUK

NAAWLU Y KapTOHHIN
KOpoo6Li

npy BUMYyCKy,
BMMNPO6YBaHHSA
cTabifibHOCTI,
nakyBaHHs
MPOMiXXHOro
npoaykty SDD
(ancnepeit
npanceTuHioy,
BUCYLLEHOT
PO3MUAEHHAM):
XosioHe
dapmacieHcis,
C.A., Moprtyranis

OOcCnimpKeHb 3rigHO NaaHy Ta TEPMIHIB,
3a3HayeHnX y nnani ynpasniHHA pusnkamu,
BIANOBIAHO A0 NYHKTY 7 po3ainy IV Mopsaaky

NPOBELEHHS EKCNIEPTU3N peecTpauiiHnX
marepianis Ha nikapcbki 3acobwm, Wwo
noJatTbCa Ha AepxaBHy peecTpadito
(nepepeecTpadito), a TakoX ekcnepTusmn
Marepianis Npo BHECEHHS 3MiH A0
peecTpauiiHnx Matepianis NpoTArom Aii
peecTpavuiiiHOro noceig4YeHHs,
3aTBepMKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 3i 3MiHaMu.

Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
Ne Jlikapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
n/n 3acoby ynakoska) nocsioYyeHHs
1. BOPTE30MI MOPOLLIOK AN Bakctep HimeuunHa Bakctep HimeuyunHa PeecTpauis Ha 5 pokis 3a He UA/20034/01/01
B-BAKCTEP po34nHy Ans OHKonoaXi OHkonomxki M6X MepiognyHICTb NOfAHHA PerynsipHo peyenmom niossieae
iH'ekuild, 3,5 Mry 6X OHOB/OBAHOTO 3BITY 3 6e3neku, BigNoBigHO
dhnakoHi, no 1 8o Mopsaky 3aiicHeHHs hapMakoHarisay,
(h1akoHy B 3aTBepxeHoro Hakasom MiHictepcTea
KapTOHHI Kopobuyj OXOPOHW 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3ifHO 3i CTPOKaMK, 3a3HaYeHNMKN y
nepioguYHOCTI MoAaHHS perynsipHuX 3BiTIB 3
6esneku.
2. FABPETO Kancynv no 100 mr, ®.Xocbcpman | Lseliyapis Brpo6HMUTBO, MopTtyranis/ peecTpauif Ha 5 pokis i3 3060B’A3aHHAM 3a He UA/20035/01/01

no 120 kancyny H-J1A Po BUMNPOOYBaHHA CLUA/ 3aBepLmnTn nporpamy AochimkeHb, Hagatu peyernmom nions2ae
nnawuyi, no 1 Nt KOHTPOJI0 SIKOCTI LseiiLapis NPOMDXHI Ta OCTaTOYHI 3BITU LLOAO LMX




KOHTPO/Ib SIKOCTI,
BUNYyCK cepii 3
npogykuii in bulk
hipMmn-BMPOGHMKa
LLlaHxaii XeHrpyi
dapmacboTikan
Ko., 174., Kutain

OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuiil Ykpainm 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 3[0POB'A YKpaiHu Bif
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTpoKaMK, 3a3Ha4YeHMU y

Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
Ne Jlikapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
n/n 3acoby ynakoska) nocsioYyeHHs
Brpo6HMLTBO MepiognyHicTb NOAAHHA PerynsipHo
Kancyn, OHOB/IOBAHOIO 3BITY 3 6e3neky, BignoBigHO
BMNpobyBaHuA [0 Mopagky 34iicHeHHs chapMakoHarnsgy,
KOHTPOJTHO AKOCTI 3aTBEPAKEHOro Haka3oM MiHicTepcTea
npu BUNYCKY, OXOPOHU 3[10POB’A YKpaiHu Bif 27 rpyaHs
TecTyBaHHA Nig 2006 poky Ne 898, 3apeecTpoBaHoro B
yac BUMpobyBaHb MiHicTepcTBi tocTuLi YkpaiHn 29 ciuna 2007
cTabinbHoCTi, poky 3a Ne 73/13340 (y pefaxuii Hakazy
nakyBaHHs Kancyn MiHicTepcTBa OXOPOHW 340POB'A YKpaiHu Bif,
y bulk ynakoBky: 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
KaTtaneHt KTC, 3riHO 3i CTPOKaMK, 3a3HaYeHUMN Y
nNnec, CWA nepioguyHOCTI NoJaHHSA perynsipHuxX 3BiTiB 3
MepBuHHE Ta 6e3neku.
BTOPVHHE
nakyBaHHs:
AHpepcoHBpekoH
IHK. (MKI ®apma
Cepsices), CLLA
Bunyck cepii:
®.XodhdpmaHH-/15
Pow /1tg,
LLIBeliLapis
3. FINHOPAHY pianHa ans AT YkpaiHa LLlaHxaii XeHrpyi KuTai peecTpauist Ha 5 pokis - He UA/20036/01/01
M® iHranayin 100 %, in "Papmak” dapmacboTikan MepiognyHICTb NOAHHS PErYAsiPHO nidnsieae
bulk: no 250 mny Ko., NT4. OHOB/IHOBAHOrO 3BITY 3 6e3neku, BigNoBiAHO
thnakoHi, no 6 0o MNopsaky 3aiicHeHHs hapMakoHarisay,
(p1aKoHIB y KOPOOU 3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpaiHn 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTB:
3rifiHO 3i CTPOKamu, 3a3Ha4YeHMN y
nepiogNYHOCTI NOAAHHA perynsipHUX 3BiTiB 3
6e3neku.
4, FINHOPAHY piavHa ana AT YkpaiHa AT "dapmak”, Ykpaina peecTpauif Ha 5 pokis 3a He UA/20037/01/01
M® iHransuii 100 %, no "papmak” YkpaiHa MepiognyHICTb NOAAHHS PerynsipHo peyenmom nionsieae
250 My dh1akoHi, (BTOpUHHE OHOB/OBAHOTO 3BITY 3 6e3neku, BignoBigHO
no 1 conakoHy B nakyBaHHs, 0 Mopagky 34ilicHeHHa dhapmakoHarnsagy,
naui MapKyBaHHS, 3aTBEPAXEHOr0 HakasoM MiHictepcTBa




4000 MBk, 5000
MBk a6o 7000 MBk
y thrakoHax

3aTBepxeHoro Hakasom MiHictepcTea
OXOPOHW 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B

Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
Ne Jlikapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
n/n 3acoby ynakoska) nocsioYyeHHs
(BMpOGHMLTBO, nepioguYHOCTI MoJaHHS perynsipHuX 3BiTIB 3
nakyBaHHS, BUNYCK 6e3neku.
cepii Ta KOHTPO/b
AKOCTI))
5. KAPBEAWNO | kpucTastivHuii NAT YkpaiHa Xesnr Xyaxai Kutaii peecTpauif Ha 5 pokis - He UA/20038/01/01
n NOPOLLIOK "KniBmeganp dapmauploTikan nionsizae
(cybeTaHuin) y enapar" Ko., N14.
nakeTax
nonieTNeHoBux
ans
hapmaueBTUYHOro
3aCTOCYyBaHHSA
6. NAKTYNO3A cupon, 670 mr/mn; TOB "AKM YkpaiHa TOB "AKnM YkpaiHa peecTpauist Ha 5 pokis 6e3 nionsieae UA/20039/01/01
no 200 mn1 a6o no "PapmaueBT "®apmaueBTnyHa MepiognyHICTb NO4AHHS PEryNsipHO peyenma
300 mn a6o no 500 nyHa thabpuka" OHOB/IHOBAHOrO 3BITY 3 6e3neku, BigNoBiAHO
My hnakoHi; no 1 habpuka” 0o Mopsaaky 3aiicHeHHs hapMakoHarsay,
dhnakoHy 3 3aTBEPAXEHOro Hakasom MiHicTepcTea
[,03yH040H0 OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHA
CK/ITHOYKOKO B NauLii 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainn 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakazy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTB:
3rifiHO 3i CTPOKamu, 3a3Ha4YeHMn y
nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3neku.
7. NEBO®J/IOKC | Tabnetku, BKpUTI AT YkpaiHa AT "Nly6Hnchapm” Ykpaina peecTpauis Ha 5 pokis 3a He UA/20040/01/01
ALVH NNiBKOBOIO "ly6Hnhap MepiognyHICTb NOA4AHHS PErynsipHo peyenmom nionsieae
060/10HKO0 Mo 500 Mm" OHOB/OBAHOTO 3BITY 3 6e3neku, BignoBigHO
mr; no 10 TabneTok o Mopagky 3ailicHeHHs chapmakoHarnsgy,
y 6nicTepi, no 1 a6o 3aTBEPAKEHOro Haka3om MiHicTepcTea
10 6nicTepiB y nauui OXOPOHU 3[0POB’A YKpaiHu Big 27 rpyaHs
3 KapToOHY 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuLi YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHU 340POB'A YKpaiHu Bif
26 BepecHsa 2016 poky Ne 996), cTaHOBUTL:
3iHO 31 CTPOKamW, 3a3Ha4YeHNMN y
nepiogNYHOCTI NOAaHHA perynsipHUX 3BiTiB 3
6e3neku.
8. HATPIO PO3YMH ANS iH'EKLN, HaujioHasbH MonbLia HaujioHanibHWi Monbwa PeecTpauist Ha 5 pokis 3a He UA/20041/01/01
noang NA 37-740 Mbk/Mn; uii LieHTp LleHTp AnepHux MepiognyHICTb NOfAHHA PerynsipHo peyenmom niossieae
1311 4Nn4 nopuismu no 1000 ApepHux [HocnipxeHb OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO
IH'EKLLIA MBk, 2000 MBK, [LocnipxeHb 8o Mopsaky 3aiicHeHHs hapMakoHarisay,




Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
Ne Jlikapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
n/n 3acoby ynakoska) nocsioYyeHHs
o6'emom 10 ms; mo 1 MiHicTepcTBi tocTuLi YkpaiHn 29 ciunsa 2007
hnakoHy y poky 3a Ne 73/13340 (y pefaxuii Hakazy
CBUHLEBOMY MiHicTepcTBa OXOPOHW 340POB'A YKpaiHu Bif,
KOHTeWHepi 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKamu, 3a3Ha4YeHNMN y
nepiognyYHOCTI NoJaHHSA perynsipHux 3BiTiB 3
6e3neku.
9, OMENPOTEK | nopowok ans Mictpan AHrnis AH®APM Ipeuis peecTpauist Ha 5 pokis 3a He UA/20042/01/01
T PO3UUHY NS iH'EKLiA Kenitan XEJIIAC C.A. MepiognyHiCTb NOAAHHA PErynspHO peyenmom nionsizae
no 40 wmr; 1 donakoH MeHempKmeH OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO
3 NOPOLLKOM B T NimiTeq, 0o MNopsaky 3aiicHeHHs hapMakoHarisay,
KOMMAekTi 3 1 3aTBEpPAKEHOro Haka3oMm MiHicTepcTBa
amnyrsoto 3 OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
PO3YMHHNKOM B 2006 poky Ne 898, 3apeecTpoBaHoro B
naJui MiHicTepcTBi tocTuLi YKpaiHun 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTB:
3rifiHO 3i CTPOKamu, 3a3Ha4YeHnMN y
nepiogNYHOCTI NOAaHHSA perynsipHUX 3BiTiB 3
6e3neku.
10. NAPALIETAM | po3uvH Ans iHdys3ii, ®i3nyHa YkpaiHa ToBapucTBO 3 Ykpaina PeecTtpauis Ha 5 pokis 3a He UA/20043/01/01
O/n-HOBO 10 mr/mn no 100 mn ocoba- 06MEeXEHO MepiognyHICTb NOAAHHS PerynsipHo peuyenmom nionsieae
y dhnakoHi; no 1 nignpuemeL, BiAgMNOBiga/IbHICTIO OHOB/OBAHOTO 3BITY 3 6e3neku, BignoBigHO
hN1akoHy y nauui 3 b ['y6eHko hipma 8o MNopsaky 3aiicHeHHs hapMakoHarisay,
KapTOHY Cepriii "HoBochapm- 3aTBepXeHOro Haka3om MiHicTepcTBa
AHartonilios BiocuHTes" OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
ny 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuiil Ykpainm 29 ciunsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB'A YKpaiHu Bif
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTpOKaMK, 3a3HaYeHMN Y
nepiogNYHOCTI NOAAHHA PeryssipHUX 3BiTiB 3
6e3neku.
11. MNEr®IUITPAC | po3unH ANs iH'eKLiN, Mictpan AHrnisA BMNYCK Cepil: HimeuunHa/ peecTpauist Ha 5 pokis 3a He UA/19748/01/01
TUM-BICTA 6 mr/0,6 mn; no 0,6 Kenitan lOTa dapma IHais/ MepiognyHICTb NOfAHHA PerynsipHo peyenmom niosnsieae
M (6 Mmr) y MeHepxmeH M6X, HimeuunHa ABCTpist OHOB/IIOBAHOrO 3BITY 3 6e3neku, BifgnoBiAHO
nonepegHLo T NimiTeq, BUPOGHMLTBO 0o MNopsaky 34ifcCHeHHst hapmakoHarnsagy,
HarnoBHeHOMY roToBOI NiKapCbKoi 3aTBepxeHoro Haka3om MiHictepcTea
wnpuui, 1 hopmMu, NepBUHHA OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
nonepegHb0 Ta BTOPMHHa 2006 poky Ne 898, 3apeecTpoBaHoOro B

HanoBHeHUI Wwnpu,
y 6nictepi, no 1
6nicTtepy B navui

ynakoBka,
KOHTPONb cepil:
tOCB MPABET
NIMITEA, IHais
KOHTpONb cepil:
Bena/la6s rm6X,

MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Haka3sy
MiHiCTepcTBa OXOpPOHM 340POB'A YKpaiHu Bif
26 BepecHs1 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKamu, 3a3Ha4YeHNMN y
nepioAgNYHOCTI NOAAHHS PeryssipHUX 3BiTiB 3




Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
Ne Jlikapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
n/n 3acoby ynakoska) nocsioYyeHHs
ABCTpis 6esneku.
KOHTPO/Ib cepil:
MM Na6opaTopis
MiKpOGionoriYHnxX
pocnimkeHb MM6X,
ABCTpist
12. PEMICAP rpaHynm ans ToBapucTBO YkpaiHa MpAT Ykpaina PeecTpauis Ha 5 pokis 3a He UA/20044/01/01
Opas1bHOI CyCneHsil, 3 "GapmaueBTnyHa MepiognyHICTb NOAAHHS PErynspHo peyenmom nionsieae
100 mr/2rno2r 06MexeHo dipma "apHuua” OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignoBigHO
rpaHyn B calle, no BignoBigaib 8o Mopsaaky 34iicHeHHs hapMakoHarsay,
30 calue y kopobui HICTI0 3aTBepXeHoro Hakasom MiHictepcTBa
"CTI®- OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
CEPBIC" 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKaMK, 3a3HaYeHMN Y
nepioguYHOCTI MoAaHHS perynsipHuX 3BiTiB 3
6esneku.
13. CIO®OP® XR | Tabnetku BEP/IH- HimeuunHa BMPOGHMLTBO "in IHgis/ peecTpauif Ha 5 pokis 3a He UA/20045/01/02
1000 NPONIOHroBaHoi Aji, XEMI Al bulk": HimeyunHa MepiognyHICTb NOAAHHA perynspHo peyenmom niossieae
no 1000 mr no 15 CeHTayp OHOB/IOBAHOTO 3BITY 3 6e3neku, BignoBigHO
TabneTok y 6nictepi; dapmaveyTikan3 Ao Mopsaaky 3aiicHeHHs hapMakoHarisay,
no 2, 4 a6o 8 MpaiiBeT JlimiTeq, 3aTBepXeHoro Haka3om MiHictepcTea
6nictepiB y IHais OXOPOHU 30POB’A YKpaiHu Big 27 rpyaHs
KapPTOHHI KOpoOL; BMPOBGHULTBO "in 2006 poky Ne 898, 3apeecTpoBaHoOro B
bulk" Ta KOHTpO/b MiHicTepcTBi tocTuuil Ykpainm 29 ciuHsa 2007
cepiii: poky 3a Ne 73/13340 (y pefaxLii Hakazy
BEPJIIH-XEMI AT, MiHicTepcTBa OXOpPOHY 340POB'A YKpaiHu Bif,
HimeuunHa 26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
nakyBaHHs1, 3rifiHO 3i CTPOKaMu, 3a3Ha4YeHNMN Y
KOHTPO/b Ta nepioguyHOCTI NoJaHHS perynsipHux 3BiTiB 3
BUWMYCK Cepiii: 6e3neku.
BEPIH-XEMI AT,
HimeuunHa
14. CIO®OP® XR | Tabnetku BEP/IH- HimeuunHa BMPOGHMLTBO "in IHais/ peecTpauis Ha 5 pokis 3a He UA/20045/01/01
500 NPOJIOHroBaHoI fii, XEMI Al bulk": HimeuunHa MepiognyHiCTb NOAAHHA perynspHo peyenmom nionsizae
no 500 wr, no 15 CeHTayp OHOBJOBAHOTO 3BITY 3 6e3neku, BignoBigHO

TabneTok y 6nictepi,
no 4 a6o 8 6nictepis
Y KapTOHHI KOpOOLii

PapmaueyTikans
MpaviseT MimiTes,
IHais
BMPOGHMLTBO "in
bulk" Ta KOHTpO/b
cepiit:
BEPJIIH-XEMI AT,
HimeuunHa
nakyBaHHS,

o Mopagky 3ailicHeHHs chapmakoHarnsgy,
3aTBEpXEeHOro Haka3oMm MiHicTepcTBa
OXOPOHU 3[0POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuLi YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHU 340POB'A YKpaiHu Bif
26 BepecHsa 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKamu, 3a3Ha4YeHMn y




Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
Ne Jlikapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
n/n 3acoby ynakoska) nocsioYyeHHs
KOHTPO/b Ta nepioguYHOCTI MoJaHHS perynsipHuX 3BiTIB 3
BUWMYCK Cepiii: 6e3neku.
BEPIH-XEMI AT,
HimeyunHa
15. CYKCAMETO | nopoLuok ans Mictpan AHrnis BYAB ®apma a.c. Yecbka PeecTtpauis Ha 5 pokis 3a He UA/20046/01/01
HIA-BICTA PO34MHY 415 H'EKLR Kenitan Pecny6nika MepiognyHICTb NOAHHS PErYAsiPHO peyenmom nidnsieae
abo iHdysii no 100 MeHepxmeH OHOB/IHOBAHOrO 3BITY 3 6e3neku, BigNoBiAHO
Mr y cpnakoHi; no 1 T NimiTeq, 0o MNopsaky 3aiicHeHHs hapMakoHarasay,
a6o no 10 a6o no 20 3aTBEPMAXEHOr0 Hakasom MiHicTepcTea
chnakoHiB B OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
KapTOHHI Kopo6Lyi 2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLi YKpaiHun 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTB:
3rifiHO 3i CTPOKamu, 3a3Ha4YeHNMN y
nepiogNYHOCTI NOAaHHSA perynsipHUX 3BiTiB 3
6e3neku.
16. TALEKC TabneTku, BKpUTI TOB YkpaiHa CaHwaiiH fleiik KnTaii peecTpauist Ha 5 pokis 3a He UA/20047/01/02
NNiBKOBOIO «[lekaHTa» $apma Ko., /114. MepiognyHICTb NOAAHHS PerynsipHo peyenmom nionsi2ae
06010HKot0, No 20 OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO
mr: no 1 a6o no 4 8o MNopsaaky 34iicHeHHs hapMakoHarisay,
TabneTku, BKPUTI 3aTBEpXEeHOro Haka3om MiHicTepcTBa
nniBKOBOO OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
060/10HKOI0,B 2006 poky Ne 898, 3apeecTpoBaHoro B
6nictepi; no 1 MiHicTepcTBi tocTuuii Ykpainm 29 ciunsa 2007
6nicTepy B KapTHHIi poky 3a Ne 73/13340 (y pefakuii Hakasy
Kopoo6Li MiHicTepcTBa OXOPOHU 3[0POB'A YKpaiHu Bif
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTpOKaMK, 3a3HaYeHMN y
nepiogNYHOCTI NOAAHHA PeryssipHUX 3BiTiB 3
6e3neku.
17. TALEKC TabneTkn, BKPUTI TOB YkpaiHa CaHwwaiiH Neiik Kutaii peecTpauist Ha 5 pokis 3a He UA/20047/01/01
NNiBKOBOIO «[lekaHTa» $apwma Ko., N114. MepiognyHICTb NOfAHHA perynsipHo peyernmom nionsi2ae
060/10HKOI0, MO 5 Mr: OHOBJIIOBAHOrO 3BITY 3 6e3neku, BignoBiAHO
14 TabneTok, 0o MNopsaky 34ifcCHeHHst hapmakoHarnsagy,
BKPUTUX M/1iIBKOBOIO 3aTBEPMAXEHOro Haka3oM MiHictepcTea
060/10HKOIO, B OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
6nictepi; no 1 2006 poky Ne 898, 3apeecTpoBaHOro B
6nictepy B MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
KapTOHHI Kopobuyj poky 3a Ne 73/13340 (y pefakuii Haka3sy
MiHiCTepcTBa OXOpPOHM 340POB'A YKpaiHu Bif
26 BepecHs1 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKaMK, 3a3HaYeHNMN y
nepioAgNYHOCTI NOAAHHS PerysisipHUX 3BiTiB 3
6e3neku.
18. TEHIKAM niocpinizat gns TOB Pecny6nika AH®OAPM Ipeuis PeecTtpauist Ha 5 pokis 3a He UA/20048/01/01
pPO34MHy ans iH'ekuin | "TPIBECTA Mongosa XEJIJIAC C.A. MepioAMyHICTb MOAAHHS PErynsipHo peyenmom nidnsieae




Hassa ®opma surnycky 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
Ne Jlikapcbko20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
n/n 3acoby ynakoska) nocsioYyeHHs
no 20 Mr y cpnakoHi, P ®»APM" OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO
no 1 dpnakoHy 3 0o Mopsaky 3aiicHeHHs hapMakoHarasay,
niogpinizatom Ta 1 3aTBEPAKEHOro Haka3om MiHicTepcTea
amnyni 3 2 mn OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
po3uMHHKKa (BoAa 2006 poky Ne 898, 3apeecTpoBaHoro B
0N iH'eKuUil) B MiHicTepcTBi tocTuLi YKpaiHu 29 ciuna 2007
KapTOHHIN nayui poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifIHO 3i CTPOKamu, 3a3Ha4YeHMn y
nepiogNYHOCTI NOAaHHSA perynsipHUX 3BiTiB 3
6e3neku.
19. TPUKCEO iHranayia nig AcTpa3eHek LLiBeuis Brpo6HMLTBO, ®paHuis/ PeecTpauis Ha 5 pokis 3a He UA/20049/01/01
AEPOC®EPA | TUCKOM, CcycneHsis, a Ab nepsuHHe CLWA MepiognyHICTb NOAAHHS PerynsipHo peyenmom nionsieae
5/7,2/160 wmkr; no 1 nakyBaHHs, OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO
KOHTeWHepy nig, BTOPUHHE 80 MNopsAaky 34iicHeHHs hapMakoHarisay,
TUCKOM Ha 120 naxkyBaHHs, 3aTBepXeHoro Hakasom MiHictepcTBa
iHransauin B KOHTPO/Ib SKOCTI OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
namMiHoBaHOMy Ta BUMYyCK cepii: 2006 poky Ne 898, 3apeecTpoBaHoro B
MiLLeyky 3 chonbru, AcTpa3eHeka MiHicTepcTBi tocTuuii Ykpainum 29 ciunsa 2007
L0 MiCTUTb calue 3 [toHKepK poky 3a Ne 73/13340 (y pefaxuii Hakazy
BOJIOrOnNorHavYemM; MpoaakLLuH, MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu Big,
no 1 miweuky B dpaHuin 26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
KapTOHHI KOpOOL; AnbTepHaTMBHa 3rigHO 3i CTpOKaMK, 3a3HaYeHnMn y
OinbHULA nepioguYHOCTI MoJaHHS perynsipHuX 3BiTiB 3
KOHTPOJIIO AKOCTI 6e3nexu.
npy BUNYCKY:
ninigi
LisenonmeHt, JIM,
CLWA
20. dAPMALON TabneTku, BKPUTI AT YkpaiHa AT "dapmak" YkpaiHa PeecTtpauist Ha 5 pokis 6e3 nionsiecae UA/20050/01/01
® MAKC nniBKOBOO "papmak” MepiognyHiCTb NOAAHHA perynsipHo peyenma

o6onoHkoto, no 10
Tabnetok y 6nictepi,
no 1 6nictepy y
nayui

OHOB/IHOBAHOrO 3BITY 3 6e3neku, BigNoBiAHO
0 Mopsaaky 3ailicHeHHs chapmakoHarnsgy,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpaiHn 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakazy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTPOKaMu, 3a3HavyeHnMmn y
nepiogNYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3
6e3neku.
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HauvanbHuK
dapmMaleBTUYHOI0 YNpaB/IiHHSA Tapac JISICKOBCHhKUN



ITEPEJIIK
INEPEPEECTPOBAHUX JIIKAPCBKHMX 3ACOBIB (MEJNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

Aopartok 2
[0 Hakaly MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu «[po aepxaBHY
peecTpauito (nepepeecTpauito)
NiKapcbKnX 3aco6iB (MeauYHUX
iMyHOGionoriyHMX npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpavyiiiHux
MaTepianie»

Big 23 TpaBHaA 2023 poky Ne 937

Ne Ha3ssa Popma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n JNliKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2o
3acoby YMakoskKa) nocBi04eHHs
1. ABIPATEPOHY | kpuctaniyHumii TOB "HOpis- YkpaiHa CtepniHr Kemikan ManbTta/ MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH - He UA/17012/01/01
ALETAT MOPOLLIOK (Cy6CTaHLis) dapm” ManbTta N174,, ITanisa nionsizae
y NoABIliHMX ManbTa
nonieTuIeHoBMxX Crepninr C.IN.A.,
nakeTtax gns ITanis
dhapmaL,eBTU4YHOro
3aCTOCYBaHHSA
2. A3UTEP® Kpansi O4Hi, PO34uH, NNABOPATY dpaHuis NNABOPATYAP dpaHuin MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH 3a He UA/16891/01/01
15 mr/r no 250 mry AP TEA IOHITEP OHOBNEHO iHhopmaLito B IHCTPYKLIT An1s peyenmom niosnsieae
0/1HO030BOMY MeZMYHOro 3aCTOCYBaHHA NiKapCbKOro 3acoby
KOHTeiHepi, no 6 B po3ginax "3acTocyBaHHs y nepiog BariTHOCTI
0[IHOA030BUX abo rofyBaHHs rpyaat” (yToUHEHHS
KOHTeliHepiB y calue, iHchbopmawii), "Mo6iyHi peakui™, "3asaBHUK"
Ne6 (1 cawe) y BiAMOBIAHO A0 iHG)OpMALLii CTOCOBHO 6e3neku,
KapTOHHIlA KopooLi sika 3a3HayeHa B MaTepianax peecTpauiinHoro
[0CbE Ta PO3LIMPEHO TEKCTOBY YaCTUHY Ha3BM
chapmakoTepaneBTUYHOI rpynu 3rigHoO 3
MiXHapoaHUM knacudikatopom BOO3 6e3
3MiHM kogy ATX'y po3gini
"®apmakoTepaneBTnyHa rpyna. Kog ATX".
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsigky 34ificHeHHa hapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTea
OXOPOHW 300pPOB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHiCTepcTBa OXOpPOHM 340pOB'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTPOKamu, 3a3HaYeHnMmn y
NepiogNYHOCTI MOAAHHS PEryNsipHMX 3BITIB 3
6esneku.
3. 1I30COPBIAY MOPOLLIOK My6niuHe YkpaiHa ANDOAPMA ITanisa MepepeecTpaLlisi Ha HEOBMEXEHWI TEPMIH - He UA/16850/01/01
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BTOpVHHE

nefiatpuyHiin npakTuui. Jlikapcbkuii 3aci6 He

Ne Hassa ®opma surnycky 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
AVHITPAT KpucTaniyHmi akujioHepHe ®PAHLUIC C.p.n. nionsizae
PO3BELEHUN (cybCTaHuif) y YopHuUX | TOBapUCTBO
(1I3ocopblIay noABiiHNX "HaykoBo-
AVHITPAT 25% | nonietuneHoBmx BMPOGHUUNIA
Y NAKTO3I) nakeTtax gnsa LeHTp
thapmaueBTUYHOro "Bopuiariscb
3acToCyBaHHs KW Ximiko-
hapmauesT
NYHWiA
3aBog”
4. HEBIBO/O/- Tabnetku no 5 mr, no MpAT YkpaiHa MpAT YkpaiHa MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH 3a He UA/17005/01/01
AAPHNUA 14 TabneTok y "®apmaueBT "®apmaueBTUYHa OHoB/EHO iHhopMaLito B IHCTPYKLUIi Ans peyenmom nionsizae
KOHTYPHIli YapyHKOBIl M4yHa dhipma ipma "OapHuus" MeAMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby
ynakosui, no 2 "fapHuus” y po3ginax: ®apmakosioriyHi BnactusocTi”,
KOHTYPHI YapyHKOBI "MokaszaHHs", "B3aemogis 3 iHWnMn
ynakoBKU B nayLi niKkapcbkrMuy 3acob6amu Ta iHLWi BUAK
B3aemogiin", "OcobmBOCTi 3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiog BaritTHocTi abo
rogyBaHHs rpyaato”, "Cnocib 3actocyBaHHA Ta
fo3n", "Mob6iuHi peakuii" BigNoBIgHO A0
iHchopmawii LWoA0 MeAMYHOro 3aCTOCYBaHHS
pedhepeHTHoro nikapcbkoro 3acoby (HEBINET,
TabneTtkn)
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBIiAHO A0
Mopsaaky 3aiicHeHHsA chapmakoHarnagy,
3aTBEPMAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 34,0pPO0B’SA YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepiognMyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku
5. NMPOCMNAH® cupon, no 100 mn, 200 | EHrenbrapg, HimeuuunH Bupo6bHMuTBO, HimeyuunHa MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH 6e3 nionsieae UA/0672/02/01
cupon Bia My chnakoHi; no 1 ApuHaimiTT a nakyBaHHs, OHoBeHo iHdhopmMaLito B IHCTpYKLiT Ans peyenma
KALWUIHO NakoHy B KOMM/IEKTI enb M6X & KOHTPO/1b SIKOCTI, MeZMNYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
3 MipPHOKO YalLLKOK B Ko.KI BUNYCK cepil: y po3ginax "MNpoTunokasaHHs", "B3aemogis 3
KapTOHHI KopoobLi EHrensrapg HLWMMKM NikapcbkMMK 3acobamMu Ta iHLWi BUaAn
ApuHaiimiTTens B3aemogiit", "Ocob/MBOCTi 3acTOCyBaHHA",
m6X & Ko. KT, "Cnoci6 3acTocyBaHHs Ta f03U" (YTOYHEHHS
HimeuyunHa iHchopmawii), "AiTn" (3aTBEpMAKEHO: npenapat
MepByHHE 3aCTOCOBYETHCA Y NeAiaTpUYHIi NpakTuL;
nakyBaHHs1, 3anpornoHoBaHO: npenapar 3acTOCOBYETLCS Y
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nikapcbKoro
3aco0y, KOHTPO/1b
SIKOCTi cepil,
BisyasibHa
iHCneKu,is:
BetTtep ®apma-
®epTirtoHr MM6X
EHp Ko. KT,
HimeuunHa
BVMPOGHMLTBO
nikapcbkoro
3aco6by, KOHTPO/Ib
akocTi MN3:
KeHmKiH
Baio®apma, T4
(n6a EmepmxeHT
BaiioConyLiHz
(CiBiAif), CLLA

HigepnaHgu

Aka 3a3HayeHa B MaTepianax peecTpauiinHoro
[0CbE.

MepiognyHicTb NOAAHHA perynspHo
OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiANoBIAHO [0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340p0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepiognYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.

Ne Hassa ®opma surnycky 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
nakyBaHHS: pekoMeHA0BaHO 3aCTOCOBYBaTH AiTAM [0 2
NixTeHxenbar POKiB Yepe3 pu3nK NOCUIEHHSA pecnipaTopHUX
M6X cumnToMmiB), "Mo6ivHi peakuii” BignoBigHO fO
dapmaveBTUyHA mMarepianis peecTpauiiiHoro Aocbe, 3rigHo 3
thabpuika, BMCHOBKaMW KOHCY/IbTaTUBHO-EKCNepPTHUX
HimeuunHa rpyn "Heownaronoris. Megiatpia. Jlikapcbki
3aco6u"”, "MynbmoHonoris. drusiatpis.
Nikapcbki 3aco6u’”, Ta iHhopmaLii 3 6e3neku
3aCTOCYBaHHSA Aio4oil Ta AONOMIKHUX
PEYOoBYH.
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, Bi4NOBIAHO A0
Mopsagaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 340pPOB’A YKpaiHu Bif, 27 rpygHa
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakujii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKaMW, 3a3HaYEHNMU Y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.
6. PEMNArCAN KOHLeHTpaT Ans Takega Ipnangis BiANoBigaIbHUIA 3a IpnaHgis/ MepepeecTpauis Ha HEOOMEXEHUI TEPMIH. 3a He UA/15890/01/01
pO34nHy AN1s iHdy3il, dapmacbtoTi BWMYCK Cepil: HimeuunHa/ OHoB/EHO iHhopMaLito B IHCTPYKLUIi Ans peyenmom nionsizae
1 mr/mn; no 3,5 mn Kans LWaviep cuA/ MeAMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby
KOHLEHTpaTy y IHTEpHELHN dapmacbioTikans Himeuunna/ B po3ginax "OcobanBoCTi 3aCcToCyBaHHA",
chnakoHi, no 1 AT IpnaHgjs IpnaHgisa Nimites, CnonyuyeHe "[iTn" (BHECEHO YTOYHEHHS),
(h/1aKoHyY B KapTOHHIl BpeHu IpnaHgais KoponiscTBo "Mepepno3yBaHHsa", "Mo6IYHI peakujii”
Kopoobui BVMPOGHMLTBO / BiANOBIAHO [0 iH(hOpMaLlii CTOCOBHO 6e3neku,
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma BUMYCKY

(nikapcbka ¢hopma,

ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KOHTPO/Tb AKOCTI
cepii, BisyasibHa
iHCneKuis:
BetTtep ®apma-
PepTirtoHr NM6X
EHpa Ko. KT,
HimeyunHa
BetTep ®apma-
®epTirtoHr MM6X
EHnp Ko. KT,
HimeuunHa
BisyasibHa
iHCneKujst:
BetTep ®apma-
®epTirtoHr MM6X
EHnp Ko. KT,
HimeuunHa
KOHTPO/Ib AKOCTI
rn3:
LLlaiiep XbtoMeH
[xeneTik Tepanic,
CLWA
KOHTPO/b AKOCTI
cepii:
Yapnb3 Pisep
Na6opaTtopi3
Alineng Na,
IpnaHgis
KoBaHc
Nab6opaTtopi3
Nivitepg,
CnonyyeHe
KoponiscTBo
MapKyBaHHS Ta
nakyBaHHs,
avcTpubyuis
roToBOro
nikapcbKoro
3acoby:
EmineHT Cepsice3
KopnopeiH,
CLWA
LIiERYEN Cannnaii
YeiiH, Hinepnangn
LiEAYEN Cannnaii
YeliH, Higepnanan

LUNTAPABIH

KpucTaniyHmi
MOPOLLIOK (Cy6CTaHuis)

TOB "tOpisi-
Papm"

YKpaiHa

M/c. MAK-XEM
MPOAAKTC

IHais

MepepeecTpaLis Ha HEOBMEXEHUIA TEPMIH

He
nidnsieae

UA/16996/01/01
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Ne Hassa ®opma surnycky 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
y NOABIHMX (IHAIA) NBT.
nosnieTuIeHoBMxX NTAa.
nakeTtax gns
dhapmaL,eBTU4YHOro
3aCTOCYBaHHSA
HauanbHuK

dapmaleBTUYHOr0 yNpaB/IiHHSA

Tapac JIICKOBCHhKUI
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Joparok 3
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauito (nepepeecTpalito)

NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMXx npenaparis) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianie»

Big 23 TpaBHA 2023 poky Ne 937

IIEPEJIIK
JIIKAPCBKHMX 3ACOBIB (MEJVNUYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), OO0 AKUX BYJ/IK BHECEHI

3ACOBIB YKPAIHU

3MIHU IO PEECTPAIIIMHNX MATEPIAJIIB, IKI BHOCSATHCSH 10 JEPKABHOI'O PEECTPY JIIKAPCBKHX

naboparopis
6ionorivyHoro

NiKapcbKoro 3acoby, BKIOUYaUM AiNbHULi BUNYCKY
cepii ab0 MicLie NpoBeAeHHs1 KOHTPO/TH SKOCTI.

Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs* peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
1. AAEHI3-AM TabneTku, BKpUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHiX MmaTtepianis: 3MiHU 3a He UA/17887/01/02
nNiBKOBOIO «MIKPOXI «MIKPOXIM», | TMNy - AgMiHICTpPaTUBHI 3MiHW. 3MiHa peyenmom nionsizae
06010HKOt0, N0 160 M>» YkpaiHa HalilMeHyBaHHs Ta/abo agpecu 3asiBHUKa (B/laCHUKaA
mr/5 wr; no 10 (nabopaTtopis peecTpauiiHoro noceigyeHHs). 3miHa agpecu
Tabnetok y 6nictepi, hiznko- 3asBHVKa. TepMiH BBELleHHA 3MiH NPOTArom 6
no 3 6nictepn y XiMiuHOro MicSLiB NiCNs 3aTBEPAYKEHHS.
nauuj 3 KapToHy aHanisy Ta 3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
KOHTPO/0 HalimeHyBaHHs Ta/abo agpecu MicLA NPOBaKEHHS
BVMPOGHMLTBA,; [iSNbHOCTI BUPOOHUKa/iMnopTepa roToBoro
naboparopis nikapcbKoro 3acoby, BK/IHOYAKUU [ibHULL BUMYCKY
6ionorivyHoro cepii abo MicLe NpoBefeHHS KOHTPO/IHO AKOCTI.
aHanisy; (misnbHICTb, 3a AKy Bignosigae BUpobHuK/imnopTep,
BMPOGHMYaA BK/IO4A0UM BUMYCK cepiid). 3MiHa opuanYHOI
OinbHULS; aapecu BupobHuka N3, 6e3 3MiHu micus
ropuanyHa BMPOGHMLITBA.
agpeca TepMmiH BBEEHHS 3MiH NPOTArom 6 MicauiB nicns
BMPOBHUKA) 3aTBEPKEHHS.
2. AQEHI3-AM TabneTkn, BKPUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx maTtepiasiB: 3MiHM 3a He UA/17887/01/03
NNiBKOBOO «MIKPOXI «MIKPOXIM», | TMny - AgMiHIiCTpPaTUBHI 3MiHW. 3MiHa peyenmom nionszae
060/10HKOI0, N0 160 M>» YkpaiHa HaliMeHyBaHHs Ta/abo afpecy 3asiBHUKA (B/lacCHUKaA
mr/10 mr; no 10 (nabopaTtopin peecTpauinHoro noceig4YeHHs). 3miHa agpecun
Tabnetok y 6nictepi, hiznko- 3asBHVKa. TepMiH BBE,EHHA 3MiH NPOTArom 6
no 3 6nictepu y XiMiYHOTO MiCALB NiCNA 3aTBEPAKEHHS.
nauuj 3 KapToHy aHanisy Ta 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
KOHTPO/I0 HalimeHyBaHHs Ta/abo agpecu MicuA NPOBaMKEHHS
BUPOGHMLTBA; LisiNbHOCTI BUpo6HUKa/iMnopTepa rotoBoro
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6nictepi; no 3 abo
no 5 6nictepis y
nadi 3 KapToHy

thapmakoHarnsgy. 3miHa y KOpOTKili xapakTepucTui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLiT 4519 MeAMYHOro 3aCTOCYBaHHSA Ha nigcrasi
perynspHoO OHOB/IOBAHOTO 3BiTY 3 6e3neku
niKkapcbKkoro 3acoby, abo gocnimpkeHb 3 6e3neku

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
aHanisy; (misnbHICTb, 3a AKy Bignosigae BUpobHuK/imnopTep,
BMpOGHMYa BK/IO4A0UM BUMYCK cepild). 3MiHa HpUANYHOI
AiNbHULS; agpecy Bupo6Huka M3, 6e3 3miHn micus
fopuanyHa BUPOGHMLITBA.
agpeca TepMiH BBEEHHS 3MiH NPOTAroM 6 micAuiB nicns
BMPOGHUKa) 3aTBEPKEHHS.
3. AAEHI3-AM TabneTku, BKpUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU 3a He UA/17887/01/01
nNiBKOBOIO «MIKPOXI «MIKPOXIM», | TMNy - AgMiHICTpPaTUBHI 3MiHW. 3MiHa peyenmom nionsizae
o060n0oHkoto, no 80 M» YkpaiHa HalilMeHyBaHHS Ta/abo agpecy 3asBHVIKa (BnacHuka
mr/5 wr; no 10 (nabopaTtopis peecTpauiiHoro noceigyeHHs). 3miHa agpecu
Tabnetok y 6nictepi, hi3uko- 3asBHVKa. TepMiH BBEleHHS 3MiH NPOTArom 6
no 3 6nictepun y XiMiuHOro MicSLiB NicNs 3aTBEPAYKEHHS.
nauuj 3 KapToHy aHanisy Ta 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
KOHTPO/0 HalimeHyBaHHs Ta/abo agpecu MicLA NPOBaKEHHS
BMPOGHMLTBA,; [iSNbHOCTI BUPOOHUKa/iMnopTepa roToBoro
naboparopis nikapcbKoro 3acoby, BK/IHOYAKUU AibHULL BUMYCKY
6ionorivyHoro cepii abo MicLe NpoBefeHHS KOHTPO/IHO AKOCTI.
aHanisy; (misnbHICTb, 3a AKy Bignosigae BMpobHuK/imnopTep,
BMPOGHMYaA BK/IO4A0UM BUMYCK cepiid). 3MiHa opuanYHOI
OinbHULS; aapecu BupobHuka N3, 6e3 3MiHu micus
ropuanyHa BMPOGHMLITBA.
agpeca TepMiH BBEeHHS 3MiH NPOTArom 6 MicauiB nicns
BMPOBHUKA) 3aTBEPKEHHS.
4, ANAONH® Tabnetkun no 5 wmr; AT YkpaiHa AT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a He UA/11314/01/01
no 10 Tabnetok y "®papmak” | Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta peyenmom niosnsieae
6nictepi; no 3 abo thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
no 5 6nictepiB y nikapcbKoro 3acoby, TEKCTI MapkyBaHHS Ta
naJui 3 KapToHy IHCTPYKLiT 4719 Me4MYHOro 3aCTOCYBaHHSA Ha nigcrasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA /ikapcbKkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtar
OLIiHKVM 3BIiTYy 3 AOC/ifKEHb, NPOBEAEHNX BiAMNOBIAHO
00 nnaHy negiatpuyHux gocnimxkeHns (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHW BHeCEHi [0 IHCTPYKUii Ans
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby y
po3ain "Mepeno3yBaHHA" Bi4NOBIAHO 4O OHOB/EHOT
iHchopmawii 3 6e3neku gjitoyoi pevyoBuHU. TepmiH
BBEJEHHS 3MiH NPOTAroM 6 micAuis nicns
3aTBEPAKEHHS
5. ANAOVNH® Tabnetku no 10 mr; AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHux maTtepiasi: 3MiHK 3a He UA/11314/01/02
no 10 Tabnetok y "®papmak” | Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta peyenmom niosnsieae
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KOHTPO/O AKOCTI
(mikpobionoriuHa
yncToTa):
Na6op JIC CE
eHp Ko. KT,
HimeyunHa
BUNPOBYBaHHSA
KOHTPO/HO SIKOCTI

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3aCTOCyBaHHSA /iKapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLIiHKM 3BITY 3 AOC/ifKEHb, NPOBEAEHVX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnigpkersb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3miHW BHeCeHi [0 IHCTPYKUii ans
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby y
po3ain "MepenosyBaHHA" BigNOBIAHO 4O OHOB/EHOT
iHchopMmawii 3 6e3neku fitoyoi pevyoBuHU. TepmiH
BBE/EHHS 3MiH MPOTAroM 6 MicauiB nicns
3aTBEPAKEHHS
6. ANNEKEH3A® Kancynv Teepgi no TOB YkpaiHa BWMYCK Cepil: LLiBefiuapis/ | BHECEHHS 3MiH [0 peecTpauiliHix martepianis: 3mMiHn 3a - UA/16997/01/01
150 wmr, no 8 kancyn «Poww ®.XohdpmaHH- ITanis/ | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa peyenmom
TBEPAMX Y 6nicTepi; YkpaiHa» Na Pow Ntp, HimeuyunHa HalimeHyBaHHs Ta/abo agpecu MicLA NPOBaKEHHS
no 7 6nictepis y LLseiuapis [iSNbHOCTI BUPOOHUKa/iMnopTepa roToBoro
KapTOHHI/ nayuj, no nepBrHHE Ta nikapcbKoro 3acoby, BK/IHOYAKUU AibHULL BUMYCKY
4 Naykn y KapTOHHIl BTOPVHHE cepii abo MicLe NpoBefeHHS KOHTPO/IHO AKOCTI.
Kopoobui nakyBaHHs, (misnbHICTb, 3a AKy Bignosigae BMpobHuK/imnopTep,
BMNpPO6yBaHHS BK/IO4al0uM BUMYCK Cepiid) B paMkax paujoHanizawii
cTabinbHOCTI, odpicHmx nnow, Roche, nponoHyeTbEA 3MiHa agpecu
BWMYCK Cepil: ocpicy, siKa 3giicHioe Bunyck M13. laHa 3miHa
®.XohdpmaHH- Bi1OYBaETLCHA B paMKax OJHIEl CICTEMUN KOHTPOSIO
Na Pow Ntp, SAAKOCTi | CTOCYETbCS BUK/IIOUHO (PYHKLIT BUNYCK cepii,
LLseiuapis i He Mae BMVBY Ha BUPOGHMYMIA NpoLec npenapary.
BMNpPO6yBaHHs He mae BN/MBY Ha SiKicTb, 6e3MneKy Ta eqDeKTUBHICTb
cTabinbHoCTI npenapary. Micue Bupo6HuLTBa /13 HEe 3MiHMNOCh.
(mikpobionoriyHa 3MiHM BHECEHO B IHCTPYKLiIO 4158 MeAUYHOro
yncToTa): 3acToCyBaHHS NikapcbKoro 3acoby y po3gin
®.XohpmaHH- «Micue3HaxoxeHHs BUPO6HMKa Ta ajpeca Micus
Na Pouw NlTg, NPOBa)KEHHS NOro Ais/IbHOCTI» 3 BIANOBIAHUMY
LLBeiuapis 3MiHaMK y TEKCTi MapKyBaHHS yNakoBKW NikapCbKoro
BUNPOBYBaHHSA 3acoby. BBefieHHs 3MiH NPOTArom 6-Tu MicsiLiB nicns
cTabinbHoCTI, 3aTBEPAKEHHSA
nepBuHHe Ta
BTOPWHHE
nakyBaHHs:
Oenbdapm
MinaHo, C.P.J1.,
ITanis
BMNpPO6yBaHHs
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cepTudikaT BiANOBIAHOCTI €EBpoNeiichbKil
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BWYYEHHS cepTudikarta BignoBigHOCTI
€Bponelicbkiit hapmakonei: ana A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[0MOMDKHOT peyoBUHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA
cepTudiikaT Bif y)Xe 3aTBepAXeHOro BUPOOHMKA -
noJiaHHA OHOBJ/IEHOrO cepTuddikara BiAnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2008-099-
Rev 04 (3atBepmxeHo: R1-CEP 2008-099-Rev 03)
Ons aitoyoi pedyosuHu Glycine, Bif BXe
3aTBepKeHOro Bupo6Hrka Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd., Kutaii. 3miHu | Tuny -

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(eTnnxnopug):
EBOHiK
OnepenwH3
v6X,
HimeuunHa
BMPOGHMLITBO
Hepo3dacoBaHo
T npoayku;i,
BMNpobyBaHHA
KOHTPO/IO
AKOCTI:
Ekcenna rméxX
eHA Ko. KT,
HimeuyunHa
7. ANbUMEPAT | po3uuH ans iHekuiid, | MNpuBaTHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU 3a - UA/15056/01/01
250 Mr/mMn no 4 MN B | akuioHepH akuioHepHe Il Tuny - 3miHn 3 sikocTi. APl BupobHuuTBo. 3MiHa peyenmom
amnyni, no 5, 10 a6o e TOBapucTBO BMPOBHMKA BMXIAHOTO/MPOMIXHOro
100 amnyn B nauyuj, TOBapuCTB "lekxim-Xapkis" npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
ab6o no 5 amnyn B 0 "Jlekxim- BUpo6GHMYOMY npoueci A®I, abo 3miHa BUPO6HMKA
6nicTepi, no 1 abo 2 Xapkis" (Bkntovaroun, ge HeobxigHO, MicLie NPOBEAEHHS
6nictepn y navui KOHTposito sikocTi) APl (3a BigcyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY AOCbLE)(BBEAEHHS HOBOrO
BMpOGHMKa A®| 3 HagaHHAM MacTep-haiina Ha Adl)
BBEJEHHS 0AATKOBOro BUPOGHMKa AP| xoniHy
anbgocuepary VAV LIPIDS PVT LTD, India 3
HaJaHHAM MacTep-goaiiia
8. AMIHOBEH pO34uH Ans iHgysiii; | ®peseHiyc | HimeuunH Ppe3seHiyc Kabi ABCTpist BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3a - UA/10432/01/02
10% no 500 mny Kabi a AscTpis FTmM6X YTOUHEHHSI peecTpaLiiiHoi npoueAypun B Hakasi MO3 peyenmom
donakoHax [onunaHg, Ykpainu Ne 498 Big 16.03.2023 - 3miHu | Tuny -
X 3MmiHu 3 sKocTi. CepTudikat BignosigHocTI/lE-
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3MiHu 3 sKocTi. CepTudikar BignosigHocTi/lE-

cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTIi abo
BWUTyYEHHS cepTudikaTa BifnoBILHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuxigHoro
marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO
BUKOPUCTOBYHOTbCA Y BUPOOHULUTBI API; Ans
[0MNOMDKHOT peyvoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHOBEHWIA
cepTuaikaT Bif ye 3aTBepAXeHOro BUPoOHUKa -
NnoAiaHHA OHOBJ/IEHOTO cepTudikaTa BifnoBiAHOCTI
€sponelicbkin papmakonei Ne R1-CEP 2013-157 -
Rev 00 (3atBepmxeHo: RO-CEP 2013-157 - Rev 00)
Ans gioyoi peyosmHM Alanine Bif Bxe
3aTBepAXeHoro BupobHrka Amino GmbH,
HimeuyuunHa. 3MiHu | TNy - 3MiHW 3 AKOCTI.
CeprtucpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI €BpONechbkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BW/TyYEHHS cepTudikata BifgnoBigHOCTI
€Bponelicbkiii hapmakonei: ans A®l; ans BuXigHoro
marepiany/peareHTy/npoMKHOro NMPOAYKTY, WO
BUKOPWCTOBYIOTbCS Y BUPOOHNLTBI ADI; ans
[OMOMDKHOT peyoBMHM (cepTudikaT BiANOBILHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWIA
cepTuduikaT Bif y)Xe 3aTBepAXeHOro BUPOOHHMKa -
noJiaHHs OHOB/IEHOrO cepTudpikata BianoBiAHOCTI
€Bponeiicbkiii hapmakonei Ne R1-CEP 2004-086-
Rev 06 (3aTBepmkeHo: R1-CEP 2004-086-Rev 05)
Ons pjtoyol peqosrHN Alanine Big, Bxe
3arBepkeHoro BupobHrka Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd., Kutaii. 3minun | Tvny -
3MiHu 3 aKocTi. CepTudikat BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeliickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/EHOTO cepTudikaTa BignoBigHOCTI a0
BW/yYEHHS cepTudikarta BifgnoBigHOCTI
€Bponevicbkiin hapmakonei: ans A®l; ans BuxigHoro
mMartepiany/peareHTy/npoMbKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[O0MOMDKHOT peyoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTuddikaT Bif y)xe 3aTBepXeHOro BUPOOHMKa -
NoAaHHA OHOBJMIEHOrO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 1999-136-
Rev 07 (3atBepmkeHo: CEP 1999-136-Rev 06) ans
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

aitoyoi pevoBnHN Methionine Big yxe
3aTBepxeHoro Bupo6bHuka Sekisui Medical Co. Ltd.,
AnoHis. 3MiHm | Tuny - 3miHn 3 sikocTi. CepTudcpikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHS
HOBOro abo OHOB/IEHOrO cepTudikaTa BifNoBIAHOCTI
ab0o BUyYeHHs cepTudikaTta BignoBigHOCTI
€Bponelicbkiii hapmakonei: ans A®l; ans BuXxigHoro
marepiany/peareHTy/npoMKHOro NMPOAYKTY, WO
BUKOPVCTOBYIOTBLCS Y BUPOOHNLTBI ADI; ans
[OMOMDKHOT peyoBUHM (cepTudikaT BiANOBILHOCTI
€sponelicbkili hapmakoner) - OHOBMEHWIA
cepTudiikaT Bif y)Xe 3aTBepAXeHOro BUPOOHHMKa -
noJaHHa OHOB/IEHOro cepTudpikara BianoBiAHOCTI
€Bponeiicbkiii hapmakonei Ne R1-CEP 2004-277-
Rev 02 (3atBepmxeHo: R1-CEP 2004-277-Rev 01)
4N Aiodol peyosrHU Threonine Big Bxe
3aTBepixeHoro BupobHrka Amino GmbH,
HimeuumHa. 3miHu | Tvny - 3MiHK 3 SKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudcpikart
BiNoBigHOCTI E€Bponelickkilt
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/EHOTO cepTudikaTa BignoBigHOCTI a0
BW/yYEHHS cepTudikarta BifgnoBigHOCTI
€Bponevicbkiin hapmakonei: ans A®l; ans BuxigHoro
mMartepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[O0MOMDKHOT peyoBuHK (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTudiikaT Bif y)xe 3aTBepXeHOro BUPOOHMKa -
NoAaHHA OHOBJMIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2014-132-
Rev 00 (3aTBepaxeHo: RO-CEP 2014-132-Rev 00)
Ansa giroyoi peyoBmHy Phenylalanine Big Bxe
3aTBEpAXEHOro Bupo6bHuka Shanghai Ajinomoto
Amino Acid Co., Ltd., Kutaii. 3MiHu | Tuny - 3MiHn 3
akocTi. CepTudpikar BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI EBponechkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BWUTyYEHHS cepTudikaTa BifnoBILHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuxigHoro
marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0MNOMDKHOT peyqoBuHK (cepTudikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHOBEHWIA
cepTuaikaT Bif yXe 3aTBepAXeHOro BUPoOHUKa -
NnoJilaHHA OHOBJIEHOTO cepTudikaTa BifnoBiAHOCTI
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
€poneiicbkiii hapmakonei Ne R1-CEP 2014-063-

Rev 00 onsa gitoyoi pevoBuHU Lysine acetate Big Bxe
3aTBEpAXEHOro BUpo6HuKa Ajinomoto Health and
Nutrition North America, Inc. 3miHn | TUny - 3MiHK 3
akocTi. CepTudikaT BignosigHocTi/IE-cepTudikaT
BiNoBigHOCTI EBponelickkilt
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/EHOTO cepTudikaTa BignoBigHOCTI a0
BWYYEHHS cepTudikarta BifgnoBigHOCTI
€Bponevicbkiin hapmakonei: ans A®l; ans BuxigHoro
mMartepiany/peareHTy/npoMbKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[O0MOMDKHOT peyoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTudiikaT Bif y)xe 3aTBepXeHOro BUPOOHMKa -
NoAaHHA OHOBJMIEHOTO cepTudikaTa BifnoBiAHOCTI
€sponelicbkiin papmakonei Ne R1-CEP 2006-315 -
Rev 03 (3aTBeppxeHo: R1-CEP 2006-315 - Rev 02)
0N Ail4oi pevoBrHK Serine Bif BXe
3aTBepxeHoro Bupo6Hrka Amino GmbH,
HimeuumHa. 3minu | Tvny - 3MiHK 3 AKOCTI.
CeprtudpikaT BignoigHocTi/l E-cepTuddikart
BiANOBIAHOCTI EBponechkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTIi abo
BU/TyYEHHS cepTudikaTa BifnoBIAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuxigHoro
marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0MNOMDKHOT peyqoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHOBEHWIA
cepTuaikaT Bif yXe 3aTBepAXeHOro BUPoOHUKa -
NnoAjaHHA OHOBJ/IEHOTO cepTudikaTa BifnoBiAHOCTI
€sponelicbkin papmakonei Ne R1-CEP 1999-014 -
Rev 04 (3atBepmxeHo: R1-CEP 1999-014 - Rev 03)
ANA Aityoi peyoBuHY Isoleucine Big, BXxe
3aTBepmxeHoro BupobHuka Kyowa Hakko Bio Co.,
Ltd., AnoHisa. 3miHn | TMNY - 3MiHW 3 AKOCTI.
CeprtucpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI €BpONechbkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BW/TyYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponelicbkii hapmakonei: ana A®l; ans BuXxigHoro
marepiany/peareHTy/npoMKHOro NPOAYKTY, WO
BUKOPVCTOBYIOTBLCS Y BUPOOHNLTBI ADI; ans
[OMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI

€sponeiicbkivi hapmakonei) - HoBuii cepTudikar Big,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

HOBOTrO BMPOGHMKa (3aMiHa abo AONOBHEHHS) -
BBE/IeHHS1 HOBOTO BUPOGHUKA 419 [it040T peYoBUHN
Proline Starlake Bioscience Co., Inc. Zhaoqing
Guangdong, Kutaii B Ikoro HasBHWiA cepTudikar
BiANoBigHOCTI EBponeiickbkili hapmakonei Ne R1-
CEP 2002-047 - Rev 02 (80N0OBHEHHS). 3MiHu | Tvny
- 3miHu 3 sKkocTi. CepTudpikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTIi abo
BUTyYEHHS cepTudikaTa BifnoBiLHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuxigHoro
marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO
BUKOPUCTOBYHOTbCA Y BUPOOHULUTBI API; Ans
[0MNOMDKHOT peyoBuHK (cepTudikaT BignoBigHOCTI
€Bponelicbkiin dhapmakonei) - HoBuii ceptudpikat Ha
HecTepwuibHUIA ADI, sikuii 6yae BUKOPUCTOBYBATUCS
[ONsA BUPOBGHMLTBA CTEPUIIBHOIO MIKAPCLKOro 3acoby,
AKLLO BOAA BYKOPUCTOBYETLCA HA OCTaHHIX eTanax
CMHTE3Y Ta MaTepias He BiflbHWiA Big, 6akTepiabHUX
€H0TOKCUHIB - MOAaHHSA HOBOro cepTudikata
BiANOBIAHOCTI EBponeiickbkii hapmakonei Ne R1-
CEP 2014-366 - Rev 00 g5 fito4oi pevoBuHU
Serine Bif HOBOro BMpO6HMKa Evonik Rexim
(Nanning) Pharmaceutical Co., Ltd., Kutaii. 3minm |
TMny - 3MiHK 3 AKkocTi. API. CtabinbHiCTb. 3MiHa
nepiofy NOBTOPHUX BUNPOGYBaHb/nepiogy
36epiraHHa abo ymoB 36epiraHHa A®I (3a
BiJCYTHOCTI Y 3aTBepKEHOMY [0ChE cepTudikara
BiNOBIAHOCTI €Bponelicbkilt hapmakonel, Lo
BK/1HOYAE Mepiof, NOBTOPHOTO BMNPOGYBaHHS)
(nepiof noBTOpHOro BUNpPobyBaHHA/Nepios
36epiraHHs) - 36iNbLUEHHA abo BBEAEHHS nepiogy
NMOBTOPHOro BMNpobyBaHHsA/nepiody 36epiraHHsA Ha
OCHOBI pe3y/bTaTiB JOC/iMKeHb Y peasibHOMY Yaci -
BBE/iEHHS nepiogy NOBTOPHOro BUNPO6yBaHHs 36
MicAUIiB 415 Ailo4oi peyoBrHK Proline BUpo6HMLTBa
Starlake Bioscience Co., Inc. Zhaoging Guangdong
Ha OCHOBI pe3ynbTaTiB AOCNIMKEHb Y peanibHOMY
yaci. 3miHu | Tuny - 3miHn 3 AkocTi. CepTudikart
BignosigHoCTI/TE-cepTucpikat BignosigHocCTi
€sponelicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOBMIEHOrO cepTudikaTa BifNoBIAHOCTI
ab0 BUYyYEHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuxigHoro
marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0MNOMDKHOT peyvoBuHM (cepTudikaT BignoBifHOCTI
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

€Bponelicbkin dhapmakonei) - OHOBEHWIA
cepTuaikaT Bif yXe 3aTBepAXeHOro BUPoOHUKa -
NnoAjaHHA OHOBJIEHOTO cepTudikaTa BifnoBiAHOCTI
€poneiicbkii hapmakonei Ne RO-CEP 2014-063-
Rev 01 ana gitoyoi pevoBuHU Lysine acetate Big Bxe
3aTBEPAKEHOr0 BUPOGHNMKA, SIK HACAILOK 3MiHA
Ha3Bu BUPOOHWMKa (3aTBepmxeHo: Ajinomoto North
America Inc.; 3anponoHoBaHo: Ajinomoto Health and
Nutrition North America, Inc.), agpeca BMpo6HULTBa
3a/IMLLIAETLCA HE3MIHHO. 3MiHM | Tumy -
AAMiHICTpaTMBHI 3MiHWN. BryyeHHst BUPOGHUYOT
AinbHUUI (BKIOYatoumn ainbHuui ana Adl,
NPOMDKHOro NPoAyKTy abo roToBOro JlikapCbKoro
3aco0by, AiNbHULI ANa NpoBeAEeHHS NakyBaHHS,
BUPOGHMKA, BifNOBIAANLHOMO 3a BUMYCK Cepili, MicLe
NpoBefEeHHS KOHTPOJI cepii) abo nocTavasibHMKa
BMXiHOTO Matepiany, peareHTy abo AONOMiXHOT
PEeYOBUHM (SIKLLO 3a3HAYEHO Y [0CBE) - BUTYYEHHS
BMPO6HMYOI AinbHNL Shanghai Kyowa Amino Acid
Co. Ltd. gna gitoyoi peyouHu Phenylalanine. 3miHn
| Tuny - AAMIHICTPaTMBHI 3MiHW. BUnyyeHHs
BMPOGHWYOT AinbHUL (BKIKOYAKYM AinbHULI ANS
A®I, NpomiXHOro nNpoaykTy abo rotoBoro
nNikapcbKoro 3acoby, AiNbHNUL AN NPOBEeAEHHS
nakyBaHHs, BUPOGHWKa, BiANOBiAa/IbHOTO 3a BUMYCK
cepiid, Mmicue NpoBefeHHS KOHTPOSIKO cepil) abo
nocTavasibHMKa BUXiAHOro maTepiasny, peareHTy abo
[O0MOMDKHOT pEYOBMHY (SIKLLIO 3a3HAYEHO Y AOCHE) -
BUTyYEHHSA BUPO6HUYOI ainbHULi Kyowa Hakko Bio
Co. Ltd. AnoHis gns giroyoi pevosuHn Prolin. 3minu |
TMny - AGMIHICTPaTVBHI 3MiHW. BunyyeHHs
BMPOGHWYOT AinbHUL (BKIKOYAKUM AiNbHULI ANS
A®I, npomiXHOro NPoAyKTy abo rotosoro
NiKapcbKoro 3acoby, AibHULi AN NPOBEAEHHS
nakyBaHHs1, BUPOGHMKa, BiANOBIAaIbHOMO 3a BUNYCK
cepiid, MicLie NPoBeLEHHS KOHTPOSIO cepii) abo
nocTavasibHvKa BUXIAHOro MaTepiasty, peareHTy abo
[L0MOMDKHOT PEYOBMHM (AIKLLO 3a3HAYEHO Y [OCLE) -
BUyYEHHA BUPOOHNYOT AinbHMLi Evonik Rexim
S.A.S., ®paHuia ana givoyoi peyosmHu Tryptophan.
3MiHY | TUNY - AOMIHICTPATUBHI 3MiHWU. Buny4yeHHs
BMPOGHWYOI AinbHNL (BKIHOYAKOUN 4inbHULI ANS
A®I, NPOMXXHOro NPoAyKTY abo rotTosoro
niKkapcbKoro 3acoby, AiNbHULI 415 NPoBeAEeHHS
nakyBaHHs, BUPOGHMKa, BiANOBifaIbHOTO 3a BUMYCK
cepiid, Micue NpoBefEeHHS KOHTPOSTIO cepil) abo
noctavasibHuMKa BUXigHOro marepiasny, peareHty abo
[0NOMDKHOT pEYOBUHYM (SKLLIO 3a3HAYEHO Y AOCHE) -
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

BWYYEHHA BUPOOHNYOT AinbHuui Ajinomoto Co. Inc.,
AnoHis Ana gitoyoi pevoBuHU Lysine acetate. 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHoCTI/lIE-
cepTudikaT BignoBigHOCTI EBpoNechKiii
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BW/TyYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponelicbkiii hapmakonei: ans A®l; ans BuXxigHoro
marepiany/peareHTy/npoMKHOro NMPOAYKTY, WO
BUKOPVCTOBYIOTBLCS Y BUPOOHNLTBI ADI; ans
[OMOMDKHOT peyoBUHM (cepTudikaT BiANOBILHOCTI
€Bponelicbkili hapmakoner) - HoBwii cepTudikat Ha
HecTepwuibHUiA ADI, sknii Byae BUKOPVCTOBYBATUCS
[ANs BUPOGHULITBA CTEPUIIBHOTO NiKapCbkoro 3acoby,
AKLLO BOZa BUKOPUCTOBYETLCS HA OCTaHHIX eTanax
CMHTEe3y Ta MaTepian He BiflbHWi Bif, 6akTepiasibHUX
€HJO0TOKCUHIB - MOAAHHS HOBOrO cepTudikaTa
BiANoBigHOCTI E€Bponelickkilt thapmakonei Ne RO-
CEP 2013-157 - Rev 00 o115 4jto40i peyoBuHM
Alanine Big HoBoro Bupo6Huka Amino GmbH,
HimeuumHa. 3minu | Tvny - 3MiHK 3 AKOCTI.
CeprtudpikaT BignoigHocTi/l E-cepTuddikart
BiANOBIAHOCTI EBponechkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTIi abo
BU/TyYEHHS cepTudikaTa BifnoBIAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuxigHoro
marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0MNOMDKHOT peyqoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - HoBuii ceptudiikat Ha
HecTepwuibHUIA ADI, siknii 6yae BUKOPUCTOBYBATUCS
[ONs BUPOBGHMLTBA CTEPUIIBHOIO MiKApPCbKOro 3acoby,
AKLLO BOAA BYKOPUCTOBYETLCA HA OCTaHHIX eTanax
CMHTE3y Ta MaTepian He BiflbHWiA Big 6akTepiabHUX
€H/0TOKCUHIB - MOAaHHSA HOBOro cepTudikata
BiANOBIAHOCTI EBponeiickkiit hapmakonei Ne RO-
CEP 2014-132-Rev 00 ans fito4oi pevyoBuHu
Phenylalanine Big HoBoro Bupo6Hunka Shanghai
Ajinomoto Amino Acid Co., Ltd., Kutaii. 3minu | Tuny
- 3MiHM 3 AkocTi. CepTudikat BignosigHocTI/TE-
cepTudikaT BignoBigHOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOB/EHOTO cepTudikaTa BignoBigHOCTI a0
BW/YYEHHS cepTudikarta BifgnoBigHOCTI
€Bponevicbkiin hapmakonei: ans A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMbKHOro NPOAYKTY, WO
BVKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

[O0MOMDKXHOT peyoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudpikaT Ha
HecTepunbHui ADI, skuii Byae BUKOPUCTOBYBATUCA
NS BUPOGHMLITBA CTEPUSIBHOTO NKApPCbKOro 3acoby,
AKLLO BOAA BYKOPUCTOBYETLCA HA OCTaHHIX eTanax
CUHTe3y Ta MaTepian He BiNbHUiA Big, 6akTepiasibHMX

€H/0TOKCUHIB - NOJaHHA HOBOTO cepTudikaTa

BiANoBigHOCTI EBponeiickkili hapmakonei Ne RO-
CEP 2014-063-Rev 00 ans gito4oi peyoBuHu Lysine

acetate Big HoBoro Bupo6Huka Ajinomoto North

America Inc., CLUA. 3miHn | Tuny - 3MiHW 3 SIKOCTI.

CeprtucpikaT BignosigHocTi/l E-cepTuddikart
BiANOBIAHOCTI €BpONechbkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BW/TyYEHHS cepTudikata BifgnoBigHOCTI
€Bponelicbkiit hapmakonei: ans A®l; ans BuxigHoro
marepiany/peareHTy/npoMKHOro NMPOAYKTY, WO
BUKOPVCTOBYIOTbCS Y BUPOOHNLTBI ADI; ans

[OMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakonei) - HoBwii cepTudikat Ha
HecTepwuibHUIA ADI, skuii Byae BUKOPUCTOBYBATUCS
ANs BUPOGHMLITBA CTEPUIIBHOTO NiKapCbkoro 3acoby,
AKLLO BOZa BUKOPUCTOBYETLCS Ha OCTaHHIX eTanax
CMHTEe3y Ta MaTepian He BiflbHWi Bif, 6akTepiasibHUX

€HJO0TOKCUHIB - MOAAHHS HOBOTO cepTudikaTa

BiANoBigHOCTI E€Bponelickkilt thapmakonei Ne RO-

CEP 2014-227 - Rev 00 g1 4jto40i peyoBuHM

Lysine acetate Big HoBOro Bupo6Huka KYOWA

HAKKO BIO CO., LTD., AnoHis. 3MiHun | Tuny -
3miHu 3 sKocTi. A®Il. CTabinbHicTb. 3MiHa nepiogy

NOBTOPHMX BMNPOGYBaHb/nepiosy 36epiraHHA abo

ymoB 36epiraHHst A®I (3a BigCyTHOCTI Y
3aTBEpPAKEHOMY [OCbE cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiin hapmakonel, Lo BK/I4Yae nepios

NOBTOPHOrO BMNPOBYBaHHSA) (Nepiog, NOBTOPHOIO

BMNpoGyBaHHs/nepio 36epiraHHs) - 36inbLIEHHS

abo BBefEHHA nepiody NOBTOPHOrO
BunpobysaHHA/nepiody 36epiraHHa Ha OCHOBI
pe3ynbTaTiB AOC/iKEHb Y peaslbHOMY Yaci -

BBEJIeHHA nepiogy NOBTOPHOrO BUNPOOYBaHHA 24
MicaUi A4nAa gitovoi peyoBuHM Alanine BUpo6HULTBa

Amino GmbH, HimeyunHa. 3miHu | Tuny - 3miHn 3

akocTi. CepTudikaT BignosigHocTi/IE-cepTudikaT

BiNoBigHOCTI E€Bponelickkilt
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/EHOTO cepTudikaTa BignoBigHOCTI a0
BWIYYEHHS cepTudikarta BifgnoBigHOCTI
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

€Bponevicbkinn hapmakonei: ans A®l; ans BuxigHoro
mMartepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[O0MOMDKXHOT peyoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudpikaT Ha
HecTepunbHWin ADI, saknii Byae BUKOPUCTOBYBATUCA
NS BUPOGHULITBA CTEPUIIBHOTO NiKapPCbKOro 3acoby,
AKLLO BOAA BYKOPUCTOBYETLCS HA OCTaHHIX eTanax
CUHTe3y Ta mMaTepian He BiNlbHUiA Big, 6akTepiasibHMX
€H/0TOKCUHIB - NOJaHHA HOBOTO cepTudikaTa
BiANoBigHOCTI EBponeiickkili hapmakonei Ne RO-
CEP 2007-364-Rev 02 ans gitoyoi peyosmHu Valine
Bi HoBOro BMpo6Hmka SHANGHAI KYOWA AMINO
ACID CO., LTD., Kntaii. 3miHu | Tny - 3miHu 3
akocTi. CepTudikart signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI €BpONenchbkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkii hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BUKOPVCTOBYIOTbCS Y BUPOOHNLTBI ADI; ans
[OMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWIA
cepTudiikaT Bif y)Xe 3aTBepAXeHOro BUPOOHHMKa -
noJiaHHa OHOB/IEHOrO cepTudpikara BianoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 1998-107-
Rev 04 (3atBepmkeHo: R1-CEP 1998-107-Rev 03)
ons girodoi peyosuHu Histidine Big Bxe
3aTBEPAKEHOTO BUPOGHUKA, SKWIA 3MIHUB Ha3BY
(3atBepmxeHo: Ajinomoto North America Inc.;
3anponoHoBaHo: Ajinomoto Health and Nutrition
North America, Inc.), agpeca BUpo6HULTBa
3a/IMLLIAETbCA HE3MIHHOK0. 3MiHK | TUny - 3MiHN 3
akocTi. CepTudikaT BignosigHocTi/IE-cepTudikaT
BiNoBigHOCTI E€Bponelickkilt
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/EHOTO cepTudikaTa BignoBigHOCTI a0
BW/yYEHHS cepTudikarta BifgnoBigHOCTI
€Bponevicbkiin hapmakonei: ans A®l; ans BuxigHoro
mMartepiany/peareHTy/npoMbKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[O0MOMDKHOT peyoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTuddikaT Bif y)xe 3aTBepXeHOro BUPOOHMKa -
NoAaHHA OHOBJMIEHOrO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hbapmakonei Ne RO-CEP 2013-211-
Rev 01 (3atBepmxeHo: RO-CEP 2013-211-Rev 00)
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep

peecmpayiliHo2o

nocsio4YeHHs

0N Ail4oi pevoBrHK Serine Bif BXe
3aTBEPAKEHOTO BUPOBHMKA, K HACNIA0K 3MiHa
Ha3BW BUPOBGHMKa (3aTBepaxeHo: Ajinomoto North
America Inc.; 3anponoHoBaHo: Ajinomoto Health and
Nutrition North America, Inc., CLUA). 3miHu | Tuny -
3MiHn 3 sKocTi. CepTudikar signosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBpoNeichKiii
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkii hapmakonei: ans A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BUKOPVCTOBYIOTbCS Y BUPOOHNLTBI ADI; Ans
[OMOMDKHOT peyoBMHM (cepTudikaT BiANOBILHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWIA
cepTuduikaT Bif y)Xe 3aTBepAXeHOro BUPOOHHMKa -
noJiaHHs OHOB/IEHOrO cepTudpikara BianoBiAHOCTI
€Bponeiicbkiii hapmakonei Ne R1-CEP 1998-106-
Rev 06 (3aTBepmkeHo: R1-CEP 1998-106-Rev 05)
Ans pitovoi pevosrHK Valin Big BXe 3aTBepAXeHOoro
BMPOGHWKA, K HACNIAOK 3MiHa Ha3BW BUPOOHMKA
(3atBepmxeHo: Ajinomoto North America Inc;
3anponoHoBaHo: Ajinomoto Health and Nutrition
North America, Inc.)

AMIHOBEH
15%

pO34uH N8 iHQys3ild;
no 500 mny
donakoHax

®peseHiyc
Kabi

[onunang
m6X

HimeuunH
a

®peseHiyc Kabi
ABcTpisf TM6X

ABCTpIst

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis:
YTOUYHEHHS1 peecTpaLiiiHoi npoLleaypu B Hakasi MO3
YkpaiHn Ne 498 Big 16.03.2023 - 3miHu | Tuny -
3MiHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTIi abo
BWUTyYEHHS cepTudikaTa BifnoBiLHOCTI
€sponevicbkin hapmakonei: ans A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro MPOAYKTY, WO
BMKOPUCTOBYHOTLCA Y BUPOOHULUTBI API; Ans
[0MNOMDKHOT peyoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakoner) - OHOBEHWIA
cepTmaikaT Bif yXe 3aTBepAXeHOro BUpoOHUKa -
NnoAaHHA OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€poneiicbkili hbapmakonei Ne R1-CEP 2008-099-
Rev 04 (3aTBepmxeHo: R1-CEP 2008-099-Rev 03)
Ana gilyoi peyosuHu Glycine, Bif BXxe
3aTBepxeHoro BupobHuka Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd., Kutaii. 3minu | Tvny -
3MiHn 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichKiii
hapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BifnoBigHOCTIi a6o

3a
peyenmom

UA/10432/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkii hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BUKOPVCTOBYIOTbCS Y BUPOOHNLTBI ADI; fns
[OMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWIA
cepTudiikaT Bif y)Xe 3aTBepAXeHOro BUPOOHHMKa -
noJiaHHa OHOB/IEHOrO cepTudpikara BianoBiAHOCTI
€sponelicbkiin papmakonei Ne R1-CEP 2013-157 -
Rev 00 (3aTBeppxeHo: RO-CEP 2013-157 - Rev 00)
Ons pjtoyvol peqosrHN Alanine Big, Bxe
3aTBepixeHoro BnupobHrka Amino GmbH,
HimeuumHa. 3miHu | Tvny - 3MiHK 3 SKOCTI.
CepTudpikat signosigHocTi/lE-cepTudcikart
BiNoBigHOCTI E€Bponelickkilt
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/EHOTO cepTudikaTa BignoBigHOCTI a0
BW/YYEHHS cepTudikarta BifnoBigHOCTI
€Bponevicbkinn hapmakonei: ans A®l; ans BuxigHoro
mMartepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[O0MOMDKHOT peyoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTuddikaT Bif yxe 3aTBepXeHOro BUPOOHMKa -
NoAaHHA OHOBJMIEHOrO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2004-086-
Rev 06 (3aTBepaxeHo: R1-CEP 2004-086-Rev 05)
Ans giroyoi peyoBmHM Alanine Bif Bxe
3aTBepxeHoro Bupo6Hrka Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd., Kutaii. 3miHu | Tuny -
3MiHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTi abo
BU/TyYEHHS cepTudikaTa BifnoBIAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuxigHoro
marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0MNOMDKHOT peyqoBuHK (cepTudikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHOBEHWIA
cepTuaikaT Bif yXe 3aTBepAXeHOro BUPoOHUKa -
NnoAjaHHA OHOBJ/IEHOTO cepTudikaTa BifnoBiAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 1999-136-
Rev 07 (3atBepmkeHo: CEP 1999-136-Rev 06) ans
Aitoyoi pevoBrHN Methionine Big yxe
3aTBepmxeHoro BupobHuka Sekisui Medical Co. Ltd.,
AnoHisA. 3MiHun | Tuny - 3miHK 3 AkocTi. CepTudpikart
BignosigHocTi/l E-cepTudikar BignosigHocTi
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

€Bponelicbkinn hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa BignoBigHOCTI
ab0o BUNyYeHHA cepTudikara BifnoBigHOCTI
€Bponevicbkin hapmakonei: ans A®l; ans BuxigHoro
mMartepiany/peareHTy/npoMbKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[O0MOMIKXHOT peyoBuHK (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTuddikaT Bif y)xe 3aTBepKEHOro BUPOOHMKA -
NoAaHHA OHOBJMIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2004-277-
Rev 02 (3aTBepaxeHo: R1-CEP 2004-277-Rev 01)
Ansa gitoyoi peyoBrHK Threonine Big BXxe
3aTBepxeHoro Bupo6Hrka Amino GmbH,
HimeuymHa. 3minu | Trny - 3MiHK 3 AKOCTI.
CeprtudpikaT BignoigHocTi/l E-cepTuddikart
BiANOBIAHOCTI EBponechkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BWUTyYEHHS cepTudikaTa BifnoBILHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuxigHoro
marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0MNOMDKHOT peyoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHOBEHWIA
cepTuaikaT Bif ye 3aTBepAXeHOro BUPoOHUKa -
NnoJiaHHA OHOBJIEHOTO cepTudikaTa BifnoBiAHOCTI
€poneiicbkii hapmakonei Ne R1-CEP 2014-132-
Rev 00 (3aTBepmxeHo: RO-CEP 2014-132-Rev 00)
4ns pitoyvoi pevosrHn Phenylalanine Big Bxe
3aTBepMAXeHOro BupobHunka Shanghai Ajinomoto
Amino Acid Co., Ltd., Kutaii. 3MiHu | Tuny - 3MiHn 3
akocTi. CepTudikart signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI €BpONechbkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkii hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BUKOPVCTOBYIOTbCS Y BUPOOHNLTBI ADI; Ans
[OMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWIA
cepTudiikaT Bif y)Xe 3aTBepAXeHOro BUPOOHHMKa -
noJiaHHa OHOB/IEHOro cepTudpikara BianoBiAHOCTI
€Bponeiicbkiii hapmakonei Ne R1-CEP 2014-063-
Rev 00 gns gitoyoi pevoBuHu Lysine acetate Big Bxe
3aTBEepAXeHoro BupobHuka Ajinomoto Health and
Nutrition North America, Inc. 3MiHu | TUnYy - 3MiHK 3
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
akocTi. CepTudpikat BignosigHocTi/lE-cepTudikat

BiANOBIAHOCTI EBponechkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTIi abo
BWUTyYEHHS cepTudikaTa BifnoBILHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuxigHoro
marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO
BUKOPUCTOBYHOTbCA Y BUPOOHULUTBI API; Ans
[0MNOMDKHOT peyvoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHOBEHWIA
cepTuaikaT Bif ye 3aTBepAXeHOro BUPoOHUKa -
NnoAiaHHA OHOBJ/IEHOTO cepTudikaTa BifnoBiAHOCTI
€sponelicbkin dpapmakonei Ne R1-CEP 2006-315 -
Rev 03 (3atBepmxeHo: R1-CEP 2006-315 - Rev 02)
AN Ail4oi pevoBrHK Serine Bif, BXe
3aTBepAXeHoro BupobHrka Amino GmbH,
HimeuyuunHa. 3MiHu | TNy - 3MiHW 3 AKOCTI.
CeprtucpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI €BpONechbkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BW/TyYEHHS cepTudikata BifgnoBigHOCTI
€Bponelicbkiii hapmakonei: ans A®l; ans BuXigHoro
marepiany/peareHTy/npoMKHOro NMPOAYKTY, WO
BUKOPWCTOBYIOTbCS Y BUPOOHNLTBI ADI; ans
[OMOMDKHOT peyoBMHM (cepTudikaT BiANOBILHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWIA
cepTuduikaT Bif y)Xe 3aTBepAXeHOro BUPOOHHMKa -
noJiaHHs OHOB/IEHOrO cepTudpikata BianoBiAHOCTI
€sponelicbkili papmakonei Ne R1-CEP 1999-014 -
Rev 04 (3aTBeppxeHo: R1-CEP 1999-014 - Rev 03)
015 Ai4ol pevyoBrHK Isoleucine Big Bxe
3aTBepaxKeHoro Bupo6Huka Kyowa Hakko Bio Co.,
Ltd., AnoHis. 3miHn | Tuny - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudcikart
BiNoBigHOCTI E€Bponelickkilt
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/EHOTO cepTudikaTa BignoBigHOCTI a0
BW/yYEHHS cepTudikarta BifgnoBigHOCTI
€Bponevicbkiin hapmakonei: ans A®l; ans BuxigHoro
mMartepiany/peareHTy/npoMbKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[O0MOMDKHOT peyoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikaT Big,
HOBOrO BMPOGHMKA (3aMiHa abo AOMNOBHEHHS) -
BBE/IeHHS1 HOBOTO BUPOGHUKA A/15 [it040T peYOBUHN
Proline Starlake Bioscience Co., Inc. Zhaoqing

Guangdong, KuTtaii B sikoro HasiBHuiA cepTudpikaT
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

BiANOBIAHOCTI EBponeiickbkii hapmakonei Ne R1-
CEP 2002-047 - Rev 02 (80NOBHEHHS). 3MiHuM | TUNYy
- 3MiHu 3 sKocTi. CepTudikar BignosigHocTI/TE-
cepTudikaT BignoBigHOCTI EBpoNechKiii
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BW/TyYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponelicbkiii hapmakonei: ans A®l; ans BuXxigHoro
marepiany/peareHTy/npoMKHOro NMPOAYKTY, WO
BUKOPVCTOBYIOTBLCS Y BUPOOHNLTBI ADI; ans
[OMOMDKHOT peyoBUHM (cepTudikaT BiANOBILHOCTI
€Bponelicbkili hapmakoner) - HoBwii cepTudikat Ha
HecTepwuibHUiA ADI, sknii Byae BUKOPVCTOBYBATUCS
[ANs BUPOGHULITBA CTEPUIIBHOTO NiKapCbkoro 3acoby,
AKLLO BOZa BUKOPUCTOBYETLCS HA OCTaHHIX eTanax
CMHTEe3y Ta MaTepian He BiflbHWi Bif, 6akTepiasibHUX
€HJO0TOKCUHIB - MOAAHHS HOBOrO cepTudikaTa
BiANoBIgHOCTI €Bponelickkilt thapmakonei Ne R1-
CEP 2014-366 - Rev 00 o115 4jto40i peyoBuHM
Serine Bif HoBOro BMpo6HMKa Evonik Rexim
(Nanning) Pharmaceutical Co., Ltd., Kutaii. 3miHu |
TMny - 3MiHK 3 aKkocTi. A®l. CTabinbHiCTb. 3MiHa
nepiogy NoBTOPHUX BUNPOGYBaHb/nepioay
36epiraHHs abo ymoB 36epiraHHa AdI (3a
BiICYTHOCTI y 3aTBEpXEHOMY [JOCbE cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei, Lo
BK/ItOYAE nepiof, NOBTOPHOrO BUNPOGYBaHHS)
(nepios NOBTOPHOro BUNpoOyBaHHA/Nepios
36epiraHHs) - 36inbLIeHHs abo BBeAEHHS nepioay
NOBTOPHOro BUNpobyBaHHsA/nepioay 36epiraHHA Ha
OCHOBI pe3y/ibTarTiB JOCMiIMKEHb Y peaslbHOMY Yaci -
BBEJeHHA nepiogy NOBTOPHOro BUNPobyBaHHA 36
MicaUiB 414 Ailo4oi peyoBrHK Proline Bupo6HuLTBa
Starlake Bioscience Co., Inc. Zhaoging Guangdong
Ha OCHOBI pe3ynbTaTiB AOC/iAXeHb Y peasibHOMY
yaci. 3miHu | Tuny - 3miHu 3 AkocTi. CepTudikart
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOrO cepTudikaTa BifnoBIAHOCTI
ab0o BUyYeHHs cepTudikaTta BignoBigHOCTI
€Bponelicbkiii hapmakonei: ans A®l; ans BuXigHoro
marepiany/peareHTy/npomMKHOro NPOAYKTY, WO
BUKOPWCTOBYIOTbCS Y BUPOOHNLTBI ADI; ans
[OMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWI
cepTuduikaT Bif y)Xe 3aTBepAXeHOro BUPOOHHMKa -
noJiaHHs OHOB/IEHOrO cepTudpikata BianoBiAHOCTI
€Bponeiicbkiii hapmakonei Ne RO-CEP 2014-063-
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

Rev 01 gns gitovoi pevoBuHu Lysine acetate Big Bxe
3aTBEPAKEHOTO BUPOBHMKA, K HACNIA0K 3MiHa
Ha3BW BUPOBGHMKa (3aTBepaxeHo: Ajinomoto North
America Inc.; 3anponoHoBaHo: Ajinomoto Health and
Nutrition North America, Inc.), agpeca BMpo6HULTBa
3UIMLLAETLCA HE3MIHHOW. 3MiHW | TUny -
AAMIHICTpaTMBHI 3MiHN. Bry4yeHHsI BUPOGHWYOT
OinbHUUI (BKNOYatoun AinbHULi Ana Adl,
NPOMIXXHOro NPOAYKTY abo roToBOro NikapcbKoro
3aco6y, AiNbHULI 4718 NPOBEAEHHS NaKyBaHHS,
BMPOGHMKA, BiAMOBigaIbHOMO 3a BUMYCK Cepild, MicLe
npoBefieHHs KOHTPOJIIO cepii) abo nocTavasibHNKa
BMXi4HOrO Martepiany, peareHTy abo AONOMiXHOT
PEYOBUHM (SKLLLO 3a3HAYEHO Y [OCLE) - BUNYHYEHHS
BMPO6HUYOI AinbHUL Shanghai Kyowa Amino Acid
Co. Ltd. gns gitoyoi pevosunHu Phenylalanine. 3miHn
| TMNy - AgMIHICTPaTUBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AinbHNL (BKIHOYAKOUN 4inbHULI ANSA
A®I, NPOMiIXXHOro NPoAyKTY abo rotToBoro
niKkapcbKoro 3acoby, AinbHUL 415 NPOBeAEeHHS
nakyBaHHs, BUPOGHWMKa, BiANOBifaIbHOTO 3a BUMYCK
cepiii, Mmicue NpoBefEeHHS KOHTPOSTIO cepil) abo
nocravasibHuMKa BUXigHOro martepiasny, peareHty abo
[0MNOMDKHOT pEYOBUHY (SKLLIO 3a3HAYEHO Y AOCHE) -
BW/Ty4EHHSA BUPO6HMYOI ainbHuLi Kyowa Hakko Bio
Co. Ltd. AnoHia gna gitoyoi peyosuHU Prolin. 3miHn |
TMNy - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs
BMPOGHWYOT AinbHUL (BKIKOYAKYUM AinbHULI ANS
A®I, NpomiXHOro nNpoaykTy abo rotoBoro
nNikapcbKoro 3acoby, AiNbHNUL AN NPOBEAEHHS
nakyBaHHs, BUPOGHWKa, BiANOBiAa/IbHOTO 3a BUMYCK
cepiid, Mmicue NpoBefeHHS KOHTPOSIKO cepil) abo
nocTavasibHMKa BUXIAHOro maTepiasny, peareHTy abo
[O0MOMDKHOT PEYOBUHYM (SKLLIO 3a3HAYEHO Y AOCHE) -
BUJTyYEHHs1 BUPOOHUYOT AinbHuui Evonik Rexim
S.A.S., ®paHuia gna gitoyoi peyosuHu Tryptophan.
3MmiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. BunyuyeHHs
BMPOGHWYOT AinbHUL (BKIKOYAKUM AiNbHULI ANS
A®I, npomixXHOro NPoAyKTy abo rotosoro
NiKapcbKoro 3acoby, AibHULi AN NPOBEAEHHS
nakyBaHHs1, BUPOGHMKa, BiANOBIAaIbHOMO 3a BUNYCK
cepiii, MicLe NPoBeLEHHS KOHTPOSIO cepil) abo
nocTavasibH1Ka BUXIAHOro MaTepiasty, peareHTy abo
[L0MOMDKHOT PEYOBMHM (AIKLLO 3a3HAYEHO Y OCLE) -
BWYYEHHA BUPOOHNYOI AinbHuui Ajinomoto Co. Inc.,
AnoHia ansa Aitoyoi pevoBuHn Lysine acetate. 3minu |
TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBponelickkiii
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/EHOTO cepTudikaTa BignoBigHOCTI a0
BW/YYEHHS cepTudikarta BifnoBigHOCTI
€Bponevicbkin hapmakonei: ans A®l; ans BuxigHoro
mMartepiany/peareHTy/npoMbKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[O0MOMIKXHOT peyoBuHK (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudpikaT Ha
HecTepunbHuin ADI, saknii Byae BUKOPUCTOBYBATUCA
[ANs BUPOGHMLITBA CTEPUSIBHOTO NiKapPCbKOro 3acoby,
AKLLO BOAA BYKOPUCTOBYETLCS HA OCTaHHIX eTanax
CUHTe3y Ta mMaTepian He BinbHUiA Big, 6akTepiasibHuX
€H/0TOKCUHIB - NOJaHHA HOBOTO cepTudikaTa
BiANoBigHOCTI EBponeiickkili hapmakonei Ne RO-
CEP 2013-157 - Rev 00 gns 4jto4oi pevyoBuHm
Alanine Big HoBOro Bupo6bHuka Amino GmbH,
HimeuyuunHa. 3MiHu | TNy - 3MiHW 3 AKOCTI.
CeprtucpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI €BpONechbkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BW/TyYEHHS cepTudikata BifgnoBigHOCTI
€Bponelicbkiii hapmakonei: ans A®l; ans BuXigHoro
marepiany/peareHTy/npoMKHOro NMPOAYKTY, WO
BUKOPWCTOBYIOTbCS Y BUPOOHNLTBI ADI; ans
[OMOMDKHOT peyoBMHM (cepTudikaT BiANOBILHOCTI
€Bponelicbkili hapmakonei) - HoBwii cepTudikat Ha
HecTepwuibHUiA ADI, sknii Byae BUKOPUCTOBYBATUCS
[ANs BUPOGHULITBA CTEPUIIBHOTO NiKapCbkoro 3acoby,
AKLLO BOZa BUKOPUCTOBYETLCS HA OCTaHHIX eTanax
CMHTEe3y Ta MaTepian He BiflbHWi Bif, 6akTepiasibHUX
€H/JO0TOKCUHIB - MOAAHHS HOBOrO cepTudikaTa
BiANoBigHOCTI E€Bponelickkilt thapmakonei Ne RO-
CEP 2014-132-Rev 00 ans fito4oi peyoBuHM
Phenylalanine Big HoBoro Bupo6Huka Shanghai
Ajinomoto Amino Acid Co., Ltd., Kutaii. 3miHu | Tuny
- 3miHu 3 sKkocTi. CepTudpikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BWUTyYEHHS cepTudikaTa BifnoBILHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuxigHoro
marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0MNOMDKHOT peyqoBuHK (cepTudikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - HoBuii ceptudpikat Ha
HecTepwuibHUIA ADI, sikuii 6yae BUKOPUCTOBYBATUCS
N5 BUPOBHMLTBA CTEPWU/ILHOIO NiKapCbKOro 3acoby,
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AKLLO BOAA BYKOPUCTOBYETLCA HA OCTaHHIX eTanax
CMHTE3Y Ta MaTepias He BiflbHWiA Big, 6akTepiabHUX
€H0TOKCUHIB - MOAaHHSA HOBOro cepTudikata
BiANOBIAHOCTI EBponeiickkiit hapmakonei Ne RO-
CEP 2014-063-Rev 00 ans gjtoyoi pevyoBuHU Lysine
acetate Big HoBOro Bupo6Huka Ajinomoto North
America Inc., CLUA. 3minu | Tuny - 3MiHu 3 SKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudcikart
BiNoBigHOCTI EBpoOnelickkilt
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a0
BW/yYEHHS cepTudikarta BifgnoBigHOCTI
€Bponevicbkiin hapmakonei: ans A®l; ans BuxigHoro
mMartepiany/peareHTy/npoMbKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[O0MOMDKHOT peyoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudpikaT Ha
HecTepunbHui ADI, sakunii Byae BUKOPUCTOBYBATUCA
NS BUPOGHMLITBA CTEPUSIBHOTO NiKapCbKOro 3acoby,
AKLLO BOAA BYKOPUCTOBYETLCA HA OCTaHHIX eTanax
CUHTe3y Ta mMaTepian He BiNbHUiA Big, 6akTepiasibHMX
€H/0TOKCUHIB - NOJaHHA HOBOTO cepTudikaTa
BiANoBigHOCTI EBponeiickkili hapmakonei Ne RO-
CEP 2014-227 - Rev 00 gns 4jto4oi pevyoBuHm
Lysine acetate Big HoBoro Bnpo6Hrka KYOWA
HAKKO BIO CO., LTD., AnoHis. 3MiHun | Tuny -
3MiHu 3 sikocTi. A®l. CTabinbHiCTb. 3MiHa nepiogy
NOBTOPHMX BMNPOGYBaHb/nepiogy 36epiraHHA abo
ymoB 36epiraHHss A®I (3a BigCcyTHOCTI Y
3aTBEPMKEHOMY [OCbE cepTudikara BifnoBiAHOCTI
€Bponeiicbkiin hapmakonel, Lo BK/Yae nepios
NOBTOPHOro BUNPo6yBaHHS) (nepios NOBTOPHOro
BMNpo6yBaHHs/nepios 36epiraHHs) - 36ibLIEHHSA
abo BBefEHHA nepiofy NOBTOPHOIO
BMNpobyBaHHA/nepioay 36epiraHHa Ha OCHOBI
pe3ynbTaTiB AOCNIIKEHb Y peasibHOMY Yaci -
BBE/IeHHA nepiogy NOBTOPHOrO BUNPOOYBaHHA 24
MicaLi ansa gitoyoi pevoBuHu Alanine BupobHuUTBa
Amino GmbH, HimeyuunHa. 3MiHu | TUny - 3MiHN 3
akocTi. CepTudpikart signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBponechkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTi abo
BWUTyYEHHS cepTudikaTa BifnoBiLHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuxigHoro
marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0MNOMDKHOT peyvoBuHM (cepTudikaT BignoBifHOCTI
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
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€Bponelicbkiin dhapmakonei) - HoBuii ceptudpikat Ha
HecTepwuibHUIA ADI, sikuii 6yae BUKOPUCTOBYBATUCS
AN BUPOBGHMLTBA CTEPUIIBHOIO MiKApPCbKOro 3acoby,
AKLLO BOAA BYKOPUCTOBYETLCA HA OCTaHHIX eTanax
CMHTE3y Ta MaTepian He BiflbHWiA Big 6akTepiabHUX
€H/0TOKCUHIB - MOAaHHSA HOBOro cepTudikata
BiANOBIAHOCTI EBponeiickkii hapmakonei Ne RO-
CEP 2007-364-Rev 02 ans gitoyoi pevosuHu Valine
Bif HoBOro BMpo6Huka SHANGHAI KYOWA AMINO
ACID CO., LTD., Kntaii. 3miu | Tvny - 3miHu 3
akocTi. CepTudikaT BignosigHocTi/IE-cepTudikaT
BiNoBigHOCTI €Bponelickkilt
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/EHOTO cepTudikaTa BignoBigHOCTI a0
BW/yYEHHS cepTudikarta BifgnoBigHOCTI
€Bponevicbkinn hapmakonei: ans A®l; ans BuxigHoro
mMartepiany/peareHTy/npoMKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[O0MOMDKXHOT peyoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTudiikaT Bif y)xe 3aTBepXeHOro BUPOOHMKa -
NoAaHHA OHOBJMIEHOrO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 1998-107-
Rev 04 (3aTBepaxeHo: R1-CEP 1998-107-Rev 03)
Ons giroyoi pevoBuHK Histidine Big Bxe
3aTBEPIKEHOrO BUPOBGHUKA, KNI 3MIHNB Ha3BY
(3aTBepmxeHo: Ajinomoto North America Inc.;
3anponoHoBaHo: Ajinomoto Health and Nutrition
North America, Inc.), agpeca BUPO6GHULTBA
3a/IMLLIAETLCA HE3MIHHOK0. 3MiHM | TUNY - 3MiHN 3
akocTi. CepTudpikart signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBponechkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTi abo
BU/TyYEHHS cepTudikaTa BifnoBIAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuxigHoro
marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0MNOMDKHOT peyqoBuHK (cepTudikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHOBEHWIA
cepTuaikaT Bif yXe 3aTBepAXeHOro BUPoOHUKa -
NnoAjaHHA OHOBJ/IEHOTO cepTudikaTa BifnoBiAHOCTI
€poneiicbkii hapmakonei Ne RO-CEP 2013-211-
Rev 01 (3aTBepmxeHo: RO-CEP 2013-211-Rev 00)
AN Ail4oi pevoBrHK Serine Bif, BXe
3aTBEPAKEHOTO BUPOBHMKA, SK HACNIA0K 3MiHa
Ha3BM BUPOOHNMKa (3aTBepmxeHo: Ajinomoto North
America Inc.; 3anponoHosaHo: Ajinomoto Health and
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

Nutrition North America, Inc., CLUA). 3miHn | Tuny -
3MiHu 3 aKocTi. CepTudikat BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/EHOTO cepTudikaTa BignoBigHOCTI a0
BW/yYEHHS cepTudikarta BifgnoBigHOCTI
€Bponevicbkiin hapmakonei: ans A®l; ans BuxigHoro
mMartepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[O0MOMDKHOT peyoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTudiikaT Bif y)xe 3aTBepXeHOro BUPOOHMKa -
NoAaHHA OHOBJMIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 1998-106-
Rev 06 (3atBepmxeHo: R1-CEP 1998-106-Rev 05)
Ans giroyoi peyoBmHM Valin Bif BXxe 3aTBEpIXEHOro
BMPOGHMKA, SIK HACMNIAOK 3MiHa Ha3BW BUPOOHMKA
(3atBepmxeHo: Ajinomoto North America Inc;
3anponoHoBaHo: Ajinomoto Health and Nutrition
North America, Inc.)

10.

AMNOAVNIH-
OAPHMLA

Tabnetkun no 10 wmr;
no 10 Tabnetok y
KOHTYPHIl
YapyHKOBIW
ynakosLi; no 2
KOHTYPHI YapyHKOBI
yMnakoBKW y nayu,i

MpAT
"®Gapmatie
BTUYHA
hipma
"fapHuua”

YkpaiHa

MpAT
"@apmaueBTUYH
a thipma
"fapHuus”

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis: 3MiHK
| TNy - 3miHK 3 AkocTi. ADl. KoHTponb AdI. 3miHa 'y
napameTpax crneuudikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHNX Yy cneundikauisx Ha A®l, abo
BVXigHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BUKOPUCTOBYIOTLCA Y NpoLeci BUpobHuuTea APl
(IHWWi 3MiHK).

CynyTHS 3MiHa - 3MiHKW 3 skocTi. A®l. KoHTponb AdI.
3MiHa y MeTofax BunpobyBaHHs APl abo BuxigHoro
marepiany/npomMiKHOro NpoayKTy/peareHTy, Wwo
BVKOPVCTOBYETbLCS Y NpoOLieCi BUPo6HMLTBa ADI
(He3HauHi 3MiHW y 3aTBEPKEHNX MeToAax
BMNPOGYBaHHS)

[lo matepianiB peecTpauiiHoro Jocke A0 po3ainis
3.2.S.4.1. Ta 3.2.S.4.2. 00 BXiAHOTO KOHTPO/O Ha
Lito4vy peyoBuHy AMiogmniHy 6ecunaTt go
nokasHUKiB: «lgeHTundikauis», «CynposigHi
OOMILLKM», «Bofa», «KifibKicHe BU3HAUYEHHSA»
BHOCATbCS HE3HAYHI 3MiHW, peAakuiliHi npaBku Ta
YTOUYHEHHS. TecT «PO34MHHICTb» NEePeHeceHo A0
po3giny «3arasibHi BNacTUBOCTI». 3MiHK | Tuny -
3MiHn 3 axocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikauiii Ta/abo JOMYCTUMUX MEX,
BM3HaYeHuX y cneyndikauisx Ha A®l, abo
BMXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BVIKOPVCTOBYIOTbCS Y Npoueci BupobHuutea Ad|
(iHWi 3miHM). CynyTHA 3MiHa- 3MiHU 3 AKOCTI. ADI.
KoHTponb A®l. 3miHa y meTogax BunpobysaHHs Ad|

3a
peyernmom

UA/7940/01/02
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n/n

Hassa
JliKapcbKO20

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

3acoby

abo BMXigHOro marepiany/npomikHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea AP (iHWi 3MiHK Yy MeTodax
BMNpOoGYyBaHHSA (BK/THOYaOUM 3amiHy abo
[0noBHEHHS) AP| abo BMXIAHOrO/NPOMIXHOro
nNpoAyKTy) A0 BXiZHOIr0 KOHTPOJIIO Ha fitouy
peyoBuHY AMI0AMNIHY 6ecnnar 3a NokasHUKOM
«3aNLLKOBI KiTbKOCTi OpraHiYHUX PO3YUHHUKIB
APy, 2.2.28, metog 'X) BHOCATLCA 3MiHN
BiANOBIAHO A0 MaTepianiB BUPOOHUKa, a came
BWTYYEHO PO3UMHHMKM aLeToH Ta 2-NponaHon.
3MiHn | TURY - 3MiHK 3 aKocTi. A®Il. CTabinbHICTb.
3miHa nepioly NOBTOPHKX BMNpobyBaHb/nepiogy
36epiraHHa abo yMoB 36epiraHHa Ad®I (3a
BIICYTHOCTI y 3aTBEPKEHOMY [OCbE cepTudikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei, Lo
BK/IIOYAE Mepiog, NOBTOPHOTO BUNPOGYBaHHS)
(nepiof, noBTOpPHOrO BUNPObYyBaHHA/NEpPIoA
36epiraHHs) - 36iNbLUEHHS abo BBEAEHHS nepiogy
NOBTOPHOro BUNpobyBaHHsA/nepiogy 36epiraHHsA Ha
OCHOBI pe3ynbTaTiB AOCMIMKEHb Y peasibHOMY Yaci.
3MiHU Y BXiAHOMY KOHTPOJIi Ha Aiilo4y peyoBUHY
AmnoauniHy 6ecunar Ao posginy «TepMmiH
npugaTtHocTi» 3arsepgxeHo: TEPMIH
MPUOATHOCTI 4 poku. 3anponoHosaHo: TEPMIH
MEPEKOHTPOJIIO 4 poku.

11.

AMNOAVNIH-
OAPHMLA

Tabnetkun no 5 wmr;
no 10 Tabnetok y
KOHTYPHIl
YapyHKOBIW
ynakosLi; no 2
KOHTYPHI YapyHKOBI
ynakoBKW y navui

MpAT
"®apmate
BTUYHA
hipma
"fapHuua”

YkpaiHa

MpAT
"@apmaueBTUYH
a thipma
"fapHuus”

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHU
| TNy - 3miHK 3 AkocTi. ADl. KoHTponb AdI. 3miHa 'y
napameTpax crneuudikauii Ta/abo AONYCTUMUX MEX,

BM3HAYeHNX Yy cneundikauisx Ha A®l, abo
BVXigHWA/NPOMDKHUIA NpOAyKT/peareHT, wo
BUKOPUCTOBYIOTLCA Y NpoLeci BUpobHuuTea AdI
(IHWWi 3MiHK).

CynyTHS 3MiHa - 3MiHKW 3 skocTi. A®l. KoHTponb AdI.
3MiHa y MeTofax BunpobyBaHHs APl abo BuxigHoro

marepiany/npomMiKHOro NPoayKTy/peareHTy, Wwo
BVKOPVCTOBYETbLCS Y NpOLieCi BUPO6HMLTBA ADI
(He3HauHi 3MiHW y 3aTBEPKEHNX MeToAax
BMNPOGYBaHHS)

[lo matepianiB peecTpauiiiHoro Jocke A0 po3ainis
3.2.S.4.1. Ta 3.2.S.4.2. 00 BXiAHOTO KOHTPO/O Ha
Lito4vy peyoBuHy AMiogmniHy 6ecunaTt go
nokasHUKiB: «lgeHTundikauis», «CynposigHi
OOMILLKM», «Bofa», «KifibKicHe BU3HAUYEHHSA»
BHOCATbCS HE3HAYHI 3MiHW, peAakuiliHi npaBku Ta
YTOUYHEHHS. TecT «PO34MHHICTb» NEePeHeceHo A0
po3giny «3arasibHi BNacTUBOCTI». 3MiHK | Tuny -
3MiHn 3 sKkocTi. A®I. KoHTponb A®I. 3miHa y

3a
peyernmom

UA/7940/01/01
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KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep

peecmpayiliHo2o

n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY

(nikapcbka ¢hopma,

ynakoska)

3asBHUK

Kpaina
3asiBHUKa

BUPOGHUKa

napameTpax cneuudikauii Ta/abo AONMYCTUMUX MEX,

nocsio4YeHHs

MepBuHHaA Ta

CLUA

BM3HaYeHuX y cneyndikauisx Ha A®l, abo
BUXIAHUIA/NPOMIXHUIA NPOAYKT/pearexT, Lo
BMKOPWCTOBYIOTLCSA Y NpoLeci BUpobHnuTBa Ad|
(iHWi 3miHW). CynyTHA 3MiHa- 3MiHU 3 AKOCTI. ADI.
KoHTponb A®l. 3miHa y meTogax BunpobysaHHs AdI
abo BMXigHOro marepiany/npomikHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea AP (iHWi 3MiHK Yy MeTodax
BMNpOoGYyBaHHSA (BK/THOYaOUM 3amiHy abo
[0noBHEHHS) AP| abo BMXIAHOrO/NPOMIXHOro
NpoAyKTy) A0 BXifHOro KOHTPOJIIO Ha fitouy
peyoBuHY AMI0AMNIHY 6ecnnar 3a NokasHUKOM
«3aINLLKOBI KiTbKOCTi OpraHiYHUX PO3YUHHUKIB
APy, 2.2.28, metog 'X) BHOCATbLCA 3MiHN
BiANOBIAHO A0 MaTepiasniB BUPOOHUKa, a came
BWTY4YEHO PO3UMHHMKM aLeToH Ta 2-NponaHon.
3MiHn | TURY - 3MiHK 3 aKocTi. A®Il. CTabinbHICTb.
3miHa nepioy NOBTOPHKX BMNpobyBaHb/nepiogy
36epiraHHa abo yMoB 36epiraHHa Ad®I (3a
BIICYTHOCTI y 3aTBEPKEHOMY [OCbE cepTudikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei, Lo
BK/IIOYAE Mepiog, NOBTOPHOrO BUNPOGYBaHHS)
(nepiof, noBTOpPHOrO BUNPOBYBaHHA/NEpPIoA
36epiraHHs) - 36iNbLUEHHS abo BBEAEHHS nepiogy
NOBTOPHOro BMNpobyBaHHsA/Nepiody 36epiraHHsA Ha
OCHOBI pe3ynbTaTiB AOCMIMKEHb Y peasibHOMY Yaci.
3MiHU Y BXiAHOMY KOHTPOJIi Ha Aiilo4y peyoBUHY
AmnoauniHy 6ecmnar Ao posginy «TepMmiH
npugaTtHocTi» 3arsepgxeHo: TEPMIH
MPUOATHOCTI 4 poku. 3anponoHosaHo: TEPMIH
MEPEKOHTPOJIIO 4 poku.
BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK

6e3
peyenma

nionsieae

UA/4910/02/01

12.

AHTUNONY®

NOPOLLIOK A/1A

5 nakeTiB y

Opa/IbHOTO PO3YMHY;
no 17 r y naketi; no

KapTOHHIA Kopoo6Li

TOB
"Baiep"”

YKpaina

BTOPWHHA
ynakoBka,
[03Bin Ha
BWMYCK Cepil:
KoHTpakT
dapmakan
KopnopefiwH,
CLUA;
Bupo6HuyTBO in
bulk: KoHTpakT
dapmakan
KopnopeiiwH,
CLA

Il TNy - 3miHn Woao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKUT 4719 MEAUYHOrO 3aCTOCYBaHHS y 3B’A3KY i3
HOBUMW JaHVMU 3 SKOCTI, LOK/TIHIYHUMU, KNiHIYHUMU

AaHVMK Ta JaHumu 3 dhapmakoHarnsagy - 3miHu
BHECEHO A0 TeKCTy IHCTpyKLUii AN MegnyHoro
3acToCcyBaHs /ikapcbKoro 3acoby 0 po3ainis

"®apmakonorivyHi B1acTMBOCTI" (PefakLiiiHi npasku),
"MpoTrnokasaHHsA", "B3aemMogis 3 iHLNMK
nikapcbknmy 3acobamu Ta iHLWi BUAM B3aEMOS|

"Oco6nMBOCTI 3aCTOCYBaHHA", "3acTocyBaHHs Y

nepiog, BariTHOCTi abo rogyBaHHs rpyaat”

(yTouHeHHs iHchopmauii), "34aTHiCTb BNAMBaTU Ha

",

LWBMAKICTb peakLii Mpy KepyBaHHi aBTOTPaHCNOPTOM
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
abo iHWYMKU MexaHiamamn" (YToUHeHHs iHdhopmadi),
"Mepeno3yBaHHA", "N0o6GIYHI peakuii”. BBeieHHS 3MiH
NpoTArom 6-T1 MicALIB NiCia 3aTBEPAKEHHS.
13. APINEHTAN Tabnetku no 10 wr, 3AT JinToBCcbka | BMPOGHMLTBO Ta ManbTa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3a - UA/14376/01/01
no 7 Tabnetok y "®apmnira | Pecny6nik BUNYyCK cepil: TexHiyHa nomuska (3rigHo Hakasy MO3 Big peyenmom
6nicTepi, no 1 " a AxTasic /174, 23.07.2015 Ne 460). BunpasneHo TEXHIYHY MOMUKY
6nycrepy abo no 4 B IHCTPYKLi 415 MEAUYHOT0 3aCTOCYBaHHS
6nictepn y nauyui nikapcbKoro 3acoby y po3gini «OCHOBHI (i3unko-
XiMiYHiI BNAaCTMBOCTI», AONYyLLEeHy Npu npoueaypi
BHeceHHs 3MiH (Hakaz MO3 Ne214 Big,
04.02.2023p). 3a3HayeHe BUNpaB/IeHHA BiANOBifaE
apxiBHMM Marepianam peecTpauiiHoro f0ChbeE.
14. APINEHTAN Tabnetku no 15 wr, 3AT JinToBCcbka | BMPOGHMLTBO Ta ManbTa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiaiis: 3a - UA/14376/01/02
no 7 Tabnetok y "®apmnira | Pecny6nik BUNYyCK cepil: TexXHiYHa nomuska (3rigHo Hakasy MO3 Big peuyenmom
6nicTepi, no 1 " a AxTasic /174, 23.07.2015 Ne 460). BunpasneHo TEXHIYHY MOMUKY
6nyctepy abo no 4 B IHCTPYKL,T AN MeAMYHOro 3aCTOCYBaHHSA
6nictepn y nauyui nikapcbKoro 3acoby y po3gini «OCHOBHI (i3nko-
XiMiYHi BNAaCTMBOCTI», AONYyLLEeHy Npu npoueaypi
BHeceHHs 3MiH (Haka3z MO3 Ne214 Big,
04.02.2023p). 3a3HayeHe BUNpaB/eHHA BiANOBiLaE
apxiBHMM Marepianam peecTpauiiHoro AOChbE.
15. ATOPBACTA | Tabnetku, BKpUTI AHaHTa Benvka ApTypa IHais BHECEHHS 3MiH 10 peecTpaLiliHiX maTtepianis: 3MiHU 3a - UA/0688/01/01
TWH 10 NiBKOBOO Megikeap BputaHis dapmacbloTikan Il Tvny - 3MiHu 3 sKocTi. A®l. BupobHuLTBO. 3MiHa peyenmom
AHAHTA 060/10HKOH0, M0 10 nra. 3 Mer. N114., BMPO6HMKA BMXIAHOTO/MPOMIXXHOro
mr no 10 TabneTok y IHais; ®namiHro NpoAyKTy/peareHTy, Lo BUKOPUCTOBYOTLCA Y
6nicTepi; no 3 PapmacbloTukan BMPOGHMYOMY npoLieci A®I, abo 3MiHa BUPOGHUKaA
6nictepn y Kopobui c N1a., IHgis (BK/THOYatOUM, Ae HeoOXiAHO, MicLe NPOBEeAEHHSs
KOHTpONtO AKOCTi) AP (3a BiACYTHOCTI cepTudiikata
BifNOBIAHOCTI E€Bponelickkilt hapmakonei y
3aTBEPAXEHOMY [0CHE)(BBEAEHHS HOBOIO
BMpOGHUMKa A®| 3 HaaaHHAM MacTep-thaiina Ha Adl)
BBEEHHS OAATKOBOro BUPobHUKa AD|
aTopBacTaTuHy KasibLito — Reine Lifescience, India
NS BUPOGHMKa rOTOBOrO /1iKapCbKOro 3acoby
ApTypa ®apmacbtoTikans MeT. /174., IH4iNA.
BBepgeHHs 3MiH NpoTsrom 3-x micsAuiB nicns
3aTBEPAKEHHS
16. ATOPBACTA | Tabnetku, BKpUTI AHaHTa Benuka ApTypa IHAiA BHECEHHS 3MiH 10 peECTpaLiiiH1X maTepianis: 3MiHU 3a - UA/0689/01/01
TWH 20 N/1iBKOBOO Megikeap BputaHis dapmacbloTikan Il Tvny - 3miHu 3 skocTi. A®l. Bupo6HuuTBO. 3MiHa peyenmom
AHAHTA 060/10HKO10, M0 20 nra. 3 MeT. /114, BMPOGHMKA BUXIAHOr0/NPOMIXXHOTO
Mr no 10 TabneTok y IHAia; dnamiHro npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
6nicTepi; no 3 dapmacboTrKan BMPOGHMYOMY npoueci A®l, abo 3miHa BUPO6HUKa
6nictepu y Kopobui c N14., IHgis (BkNtOYarOuK, ae HeobXiAHO, MicLie NPOBEAEHHS

KOHTponto skocTi) APl (3a BigCyTHOCTI cepTudikata
BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
3aTBEPAKEHOMY [0CHE)(BBEAEHHS HOBOTO

BUMPOGHMKa AD| 3 HafaHHAM MacTep-haiina Ha AdI)

BBE/IEHHS 0AATKOBOrO BUPO6HMKa AdI
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
aTopBacTaTtuHy KanbLjto — Reine Lifescience, India
NS BUPOGHMKa rOTOBOrO /1iKapCbKoro 3acoby
ApTypa ®apmacbtoTikans MeT. /174., IH4iA.
BBefeHHs1 3MiH NpoTArom 3-x MicAuiB micns
3aTBEPAKEHHS
17. ADANA Tabnetku no 20 TOB YkpaiHa 3AT CaHTOHika NntBa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepiasiB: 3MiHM 6e3 - UA/6887/01/01
Tabnetok y 6nictepi; "Martepia | Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta peyenma
no 5 6nictepis y Mepauka- thapmakoHarnagy. BeegeHHs abo 3miHn fo
KapTOHHI Kopoobui YkpaiHa" y3arasibHeHVX gaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTemy
thapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
BiANOBIAaNbHOI 3a 34iiCHEHHSA hapmakoHarnagy;
KOHTaKTHOI 0co6u 3 thapmakoHarnagy 3asBHvKa Ans
3pjiicHeHHs1 hapMakoHarnsay B YKpaiHi, AKLL0 BOHA
BiIMiHHa Bif, YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHarnisay (BkIoyatoum
KOHTaKTHi flaHi) Ta/abo 3MiHM Yy PO3MiLLLEeHHI macTep-
dhaiina cuctemun chapmakoHarnsagy). 3MmiHa
MicLe3HaxoMKeHHs1 MacTep-haiina cucremu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS OCHOBHOI AiSNbHOCTI 3
dhapmakoHarnsgy.
18. Aonyreun NopoLUoK AN TOB YkpaiHa PadToH Benvka BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHU 6e3 - UA/19738/01/01
opasibHOro posunHy; | "MEPPIFO Na6opatopis BputaHis | Tuny - 3miHK WoAo 6e3nekn/edeKTBHOCTI Ta peyenma
no 10 cawe B YKPAIHA" Nimiten thapmakoHarnagy (iHwi 3MiHn). 3MiHM BHECEHO B
KapTOHHIA KOpOGL TEKCT MapKyBaHHs1 NePBUHHOI YNakoBKW NiKapcbKoro
3acoby y n. 3. <HOMEP CEPIi IKAPCbLKOIO
3ACOBY» Ta B n. 4. «JATA 3AKIHYUEHHSA
TEPMIHY MPUAATHOCTI».
19. AUETUNLUNC | TabneTtky wmnydi no TOB YkpaiHa BMPOBGHULITBO HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasiB: 3MiHN 6e3 - UA/18609/01/01
TEIH-TEBA 600 mr, no 10 «TeBa Hepo3ghacoBaHO | TMny - 3miHn 3 AkocTi. CepTudpikart peuyenma
Tabnetok y Ty6i; no YkpaiHa» ro NPoAyKTY, BignosigHocTi/lE-cepTudikar signosigHocTi

1 Ty6i y KApTOHHI
KopoobLi

nepBrHHE Ta
BTOPUHHE
nakyBaHHs:
Mepkne 'vbX,
HimeuunHa,;
KOHTpO/b cepii,
[03BiN Ha
BUNYyCK cepil:
Mepkne 'vbX,
HimeuunHa

€Bponelicbkili thapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOB/IEHOrO cepTudpikaTa BifgnNoBiAHOCTI
ab0o BUNyYeHH cepTudikarta BifnoBigHOCTI
€Bponelicbkiii hapmakonei: gns A®l; ons BuxigHoro
mMartepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BVIKOPUCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[LOMOMDKHOT peyoBuHM (cepTudikaT BigNoOBIgHOCTI
€Bponelicbkiin dhapmakonei) - OHOBEHWIA
cepTuddikaT Bif y)Xe 3aTBepKeHOro BUPOOHHMKa -
noJaHHs OHOB/IEHOro cepTudpikata BignoBiAHOCTI
€Bponelicbkiin papmakonei Ne R2-CEP 1995-028 -
Rev 04 (3aTBeppxeHo: R2-CEP 1995-028 - Rev 03)
onsa A®| aueTnnumncTeiny Bif BXe 3aTBEPAKEHOIO
BMpo6HMKa PharmaZell GmbH, Germany; 3miHu |
Tuny - 3MiHu 3 akocTi. CepTudikaT BignosigHOCTI/lE-
cepTuduikar BiANoBIAHOCTI €BpoNeicbKil
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Ymosu

Peknamys

Howmep

n/n

Hassa
JliKapcbKO20

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

aHHsT*

peecmpayiliHo2o

nocsio4YeHHs

3acoby

thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/EHOTO cepTudikaTa BignoBigHOCTI a0
BW/YYEHHS cepTudikarta BifnoBigHOCTI
€Bponevicbkin hapmakonei: ans A®l; ans BuxigHoro
mMartepiany/peareHTy/npoMbKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[O0MOMIKXHOT peyoBuHK (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTuddikaT Bif y)xe 3aTBepKEHOro BUPOOHMKA -
NoAaHHA OHOBJMIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponelicbkiin papmakonei Ne R1-CEP 1996-002 -
Rev 06 (3aTBeppxeHo: R1-CEP 1996-002 - Rev 05)
ons A®l auetTunuucTeiHy Bif BXe 3aTBEPXEHOro
BMpo6HUMKa Moehs Iberica S.L., Spain

UA/16697/01/01

20.

AUMKNOBIP

MOPOLLIOK
KpucTaniyHmi
(cy6eTaHuin) y
noABINHNX
nonieTnIeHoBUX
MiLkax ans
thapmaueBTUYHOro
3aCTOCYyBaHHSA

MpuBatHe
aKujioHepH
e
TOBapuUCTB
0 "/lekxim
- Xapki"

YkpaiHa

YHioH Kyimiko
dapmaueyTika,
C.A. (YKI®A
C.A)

IcnaHis

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHU
| Tuny - 3miHK 3 skocTi. CepTudikart
BignosiaHOCTI/IE-cepTucpikat BignosigHoCTI
€Bponelicbkili hapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BigNoBigHICTL A0 MoHorpadii 4PY a6o
€Bponelicbkoi thapmakonei, abo iHWOI HalioHa/IbHOT
thapmakonei gepxasu EC (3miHa y cneyndikauisx,
nos's3aHa 3i 3miHamu B 1®Y, abo €Bponeiicbkiit
hapmakonei, abo iHLUIN HauioHanbHI dhapmakonei
Aepxasu €C) 3miHM y cneuudikallii 3a NOKasHUKOM
«CynpoBigHi AOMILLK/» NOB'A3aHi 3 HEOOXIAHICTIO
npuBELEHHS Y BIANOBIAHICTb 4O MOHOrpadil
€Bponeiicbkoi hapmakonei. CynyTHS 3MiHa- 3MiHW 3
sAkocTi. CepTudikar signosigHocTi/lE-cepTudikat
BiANOBIAHOCTI E€BpONeNnchbkili
thapmakonei/MmoHorpadii. 3mMiHu, NoB'sA3aHi 3
HeOoO6XiAHICTIO NPUBEAEHHSA Y BiANOBIAHICTL A0
MoHorpadii 4PY abo Esponeiicbkoi hapmakoner,
abo iHLWOI HauioHasTbHOIT thapmakonei aepxasun €C
(iHWi 3MiHM) 3MiHK Y MeTOAWLI BU3HAYEHHS 3a
nokasHUkoMm «CynpoBigHi AOMILLKM» NOB'A3aHi 3
HeobXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii €Bponelicbkoi hapmakonei.

UA/6896/01/01

21.

AUMKNOBIP

Tabnetkm no 0,2, in
bulk: no 3000
Tabnetoky
KOHTeliHepax
nnacTMacoBux

MpuBatHe
akuioHepH
e
TOBapuUCTB
0 "Jlekxim-

Xapkis"

YkpaiHa

MpusaTHe
akuioHepHe
TOBapUCTBO

"Nekxim -
Xapkis"

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiliHiX maTtepianis: 3MiHU
| Tuny - 3miHn 3 akocTi. CepTudpikart
BignosigHOCTI/IE-cepTucpikart BignosigHOCTI
€Bponelicbkili thapmakonei/moHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiA4NoBiAHICTL A0 MOHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo iHWOI HalioHa/IbHOT
thapmakonei gepxasu €C (3miHa y cneumdikalisx,
nos's3aHa 3i 3miHamu B 1®Y, abo €Bponeiicbkiit

hapmakonei, abo iHLUIN HauioHanbHI dapmakonei
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

Aepxasu €C) 3miHM y cneuudikaylii 3a NOKa3HUKOM
«CynpoBigHi AOMILLK/» NOB'A3aHi 3 HEOOXIAHICTIO
npuBELEHHS Y BIANOBIAHICTL A0 MOHOrpadil
€Bponeiicbkoi hapmakonel. CynyTHS 3MiHa- 3MiHW 3
akocTi. CepTudikaT BignosigHocTi/IE-cepTudikaT
BiNoBigHOCTI EBponelickkilt
thapmakonei/MoHorpadii. 3mMiHu, NoB'sA3aHi 3
HeOobXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii IPY abo €sponelicbkoi dhapmakonei,
ab0 iHLWOI HauioHasTbHOIT thapmakonei Aepxasun EC
(iHWi 3MiHW) -
3MiHW Y METOAUL BUHAYEHHS 38 MOKAa3HUKOM
«CynpoBigHi AOMILLKM» NOB'A3aHi 3 HEOOXiAHICTIO
npuBeAeHHs y BiANOBIAHICTb A0 MOHOrpadil
€sponelicbkoi thapmakonei. 3miHu | Tuny -
AAMIHICTPaTMBHI 3MiHN. BryyeHHsI BUPOGHWYOT
AinbHUUI (BKNOYatoun AinbHULi Ana Adl,
NPOMIXXHOro NPOAYKTY abo roToBOro NikapcbKoro
3aco0y, AiNbHULI 4719 NPOBEAEHHS NaKyBaHHS,
BMPOGHMKa, BiAMOBIga/IbHOMO 3a BUMYCK Cepild, MicLe
npoBefieHHs KOHTPOJIIO cepii) abo nocTavasibHKa
BMXi4HOrO Matepiany, peareHTy abo AONOMiXHOT
PEYOBMHM (SKLLO 3a3HAYEHO Y AOCHE) BUAASIEHHSA
BMpobHuka A®I aumknosipy Teva Pharmaceutical &
Chemical (Hangzhou) Co., Ltd, China.

22.

AUNKNOBIP

Tabnetkn no 0,2,
no 10 TabneTtok y
6nicTepi, no 1 abo 2
6nictepu B nauui 3
KapToHy

MpuBatHe
aKuioHepH
e
TOBapuUCTB
0 "/lekxim-
Xapkis"

YKpaiHa

MNpuBaTHe
akujioHepHe
TOBapuCTBO

"Jekxim -

Xapkis",
Ykpaida; MpAT
"TexHonor",
YkpaiHa

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHU
| Tny - 3miHK 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTL A0 MoHorpadii APY abo
€Bponeiicbkoi hapmMakonei, abo iHWOoT HauioHaIbHOT
thapmakonei gepxasu EC (3miHa y cneuudikauisx,
nos'sa3aHa 3i 3miHamu B 1®Y, abo EBponeiicbkiii
papmakonei, abo iHLUI HalioHaNbHI hapmakonel
Aepxasun €C) 3miHn y cneuudikaLlii 3a NOKasHUKOM
«CynpoBigHi AOMILLKM» NOB'A3aHi 3 HEOOXiJHICTIO
npuBeAeHHs y BiANOBIAHICTb A0 MOHOrpadil
€poneiicbkoi hapmakonei. CynyTHS 3MiHa- 3MiHW 3
akocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI EBponeichkili
thapmakonei/mMoHorpadii. 3miHu, Nos'A3aHi 3
HeobXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii 4dY abo EBponeiicbkoi hapmakoner,
ab0 iHWOI HaujoHas1bHOIT thapmakonei aepxasn €C
(iHWi 3MiHK) -
3MiHM Y MEeTOAMLI BU3HAYEHHS 3a NOKAa3HUKOM
«CynpoBigHi OMILLKM» NOB'A3aHi 3 HEOOXIAHICTIO

3a
peyenmom

UA/6895/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
npuBELEHHS Y BiANOBIAHICTb 4O MOHOrpadil
€Bponelicbkoi hapmakonei. 3miHu | Tuny -
ALMIHICTPaTMBHI 3MiHW. Buy4yeHHs1 BUPOGHWYOT
AinbHUUI (BKIOYatoumn ainbHuui ana Adl,
NPOMIXHOro NPOAYKTY abo roToBOro NikapcbKoro
3aco6by, AiNbHULI ANS NPOBeAEHHS NaKyBaHHS,
BMPO6GHMKA, BiAMOBIAa/TbHOMO 3a BUMYCK Cepili, MicLe
npoBeAeHHs KOHTPOO cepil) abo nocTavasibHMKa
BMXiAHOrO Marepiany, peareHTy abo AonoMiXHOT
PeYOBUHM (SKLLO 3a3HAYEHO Y AOCE) BUAASIEHHS
BMpo6HUKa A®I aumknoBipy Teva Pharmaceutical &
Chemical (Hangzhou) Co., Ltd, China.
23. BEH3WNEHI | nopolok ans MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU 3a - UA/3791/01/01
UnniH po3unHy Ons iH'ekUii | "KuiBmean "KuiBmegnpenap | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NikapcbKuMii 3aci6. peyenmom
no 500 000 Of y penapart" ar" CuncTema KoHTelHep/3aKynopioBasibHU 3aci6 (iHLi
chnakoHax 3 3MiHM) BUyYeHHs 3 p. 3.2.P.7. Cuctema KoHTeliHep/
nopotukom; 10 3aKyrnoproBasibHWiA 3acib HaliMeHyBaHHS ipM-
h/1aKoHiIB 3 BMPOGHWKIB NEPBUHHNX NaKyBasIbHUX MaTepiais.
MOPOLLKOM Y
KOHTYPHIl
YapyHKOBIW
ynakosui; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLyji
B nauLi
24, BEH3WMNEHI | nopoLuok Ans NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHU 3a - UA/3791/01/02
UnniH po3unHy Ans iH'ekuii | "Kuismegn "Kuismegnpenap | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunin 3aci6. peyenmom
no 1 000 000 OA4 y penapat" ar" CurcTema KoHTelHep/3aKynoptoBasibHUiA 3aci6 (iHLi
hnakoHax 3 3MiHM) BUNyYeHHst 3 p. 3.2.P.7. Cuctema KoHTeliHep/
nopotukom no 10 3aKyrnoproBasibHWi1 3acib HalimeHyBaHHS dipM-
doNakoHiB 3 BMPOGHWKIB MEPBUHHUX NaKyBaJIbHUX MaTepiasiis.
NOPOLLKOM Y
KOHTYPHIi
YapyHKOBIl
ynakosLi; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLj
B nauLii
25. BEPUATE® MOPOLLOK Ta Lcn HimeuunH LIC/1 BepiHr HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasiB: 3MiHM 3a - UA/17404/01/01
PO3YMHHUK AN BepiHr a v6X | TMny - 3miHK 3 AkocTi. MeguyHi NnpucTpoi. 3miHa peyenmom
PO34MHY AN5 iH'eKUili 6X npucTpoiB A1 BUMIPIOBaHHA 031 abo BBELEHHS

a60 iHQysiit, 250
MO; no 1 dpnakoHy 3
NOPOLLKOM Y
KommekTi 3 1
dhnakoHoM 3
pO34MHHMKOM (BOAA
08 iH'exuin) no 2,5

NiKapcbKoro 3acoby (fogaBaHHA abo 3aMiHa
NPUCTPOID, SIKUIA HE € HEBIJ'EMHOI YaCTVHO
NepBUHHOT yNakoBkK) - MpucTpild, akunii mae CE-
MapKyBaHHS1.
3MiHa nocTayasibHKKa CNMpTOBUX CEPBETOK, K
BXOAATb 10 KOMMNEKTY AN BHYTPiLLIHHOBEHHOTO
BBE/IEHHS nMpenapary.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep

peecmpayiliHo2o

nocsio4YeHHs

M Ta 1 npucTpoeEm
ONs gofaBaHHA
PO34MHHMKA 3
BOYyA0BaHNM
inbTpOM 15 MKM
("Mix-2Vial™ 20/20")
B KapTOHHIiA
Kopo6ui; no 1
donakoHy 3
MOPOLLKOM Y
KOMMekTi 3 1
donakoHoM 3
PO34MHHMKOM (BOAA
Ans iH'ekuiid) no 2,5
M/1 Ta 1 NnpucTpoem
ANSA AofaBaHHA
PO34MHHMKA 3
BOY0BaHNM
hinbTpom 15 mkm
("Mix-2Vial™
20/20"), Ta 1
KapTOHHOIO
KOpPOO6KOHO 3
KOMMNNIEKTOM NSt
BHYTPILLHLOBEHHOTO
BBEAEHHSA
npenaparty (1
0HOpPAa30Buii
wnpuu, 1 ronka-
MeTenuk, 2
[Ae3iHdiKytoyi
CepBeTkn B
iHAVBIAYaNbHUX
repMeTUYHNX
ynakoskax Ta 1
HecTepuIbHWIA
nenkonnacTtup) 3
KOHTpONeM nepLuoro
BIAKPUTTA Y
KapTOHHI KopobLi 3
KOHTpONeM nepLuoro
BiAKPUTTA

3arBeppkeHo:Supplier Randstadt GmbH.
Dimensions aluminum bag: 60 x 35 mm. Dimensions
interior cloth: 60 x 80 mm, folded several times.
Quiality interior cloth: synthetic fiber fleece acc. to
Ph. Eur. and USP. Saturation liquid: Isopropylic
alcohol 70 Vol-% acc. to Ph. Eur. and USP.
Sterilization: Gamma-irradiation Shelf-life: 5 years.
3anponoHosaHo: Supplier Cardinal Health with the
manufacturer Covidien stated on the label and the
CE certificate. Dimensions aluminum bag: 102 x 52
mm (double pack; 51 x 52 mm single pack after
separation)

Dimensions interior cloth: 64 x 30 mm, folded once.
Quality interior cloth: 70% Rayon. & 30%
Polypropylene Blend
Saturation liquid: 70% Isopropyl Alcohol Solution.
Sterilization: Gamma-irradiation. Shelf-life: 5 years.

26.

BEPUATE®

MOPOLLOK Ta
PO3YMHHWK ANA
PO3UnNHYy A5 iH'EKUIA
abo iHdysiid, 500
MO; no 1 dpnakoHy 3
MOPOLLKOM y

ucn
BepiHr
6X

HimeuunH
a

LICN BepiHr
M6X

HimeuunHa

BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU
| TMny - 3MiHK 3 AKkoCTi. MeanyHi NpucTpoi. 3miHa
NpUCTPOIB A1 BUMIPIOBaHHA 031 ab0 BBEEHHS

nikapcbKoro 3acoby (gofaBaHHs abo 3amiHa
NPUCTPOIO, AKWIA He € HEBIf'EMHOKO YaCTUHO
NepBMHHOT ynakoBkK) - MpucTpii, skuit mae CE-

3a
peyenmom

UA/17404/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KomnnekTi 3 1 MapKyBaHHS.
dhnakoHom 3 3MiHa nocTavasibHYKa CNMPTOBUX CEPBETOK, AKi
PO34YMHHMKOM (BOAA BXOLATb 10 KOMMNEKTY AN BHYTPILLUHBOBEHHOTO
Ans iH'ekuii) no 5 BBEJEHHS npenapary.
M/ Ta 1 npucTpoem 3arBepaxeHo:Supplier Randstadt GmbH.
ONs foaasaHHA Dimensions aluminum bag: 60 x 35 mm. Dimensions
PO34YMHHMKA 3 interior cloth: 60 x 80 mm, folded several times.
BOYA0BaHNM Quality interior cloth: synthetic fiber fleece acc. to
inbTPOM 15 MKM Ph. Eur. and USP. Saturation liquid: Isopropylic
("Mix-2Vial™ 20/20") alcohol 70 Vol-% acc. to Ph. Eur. and USP.
B KapTOHHiiA Sterilization: Gamma-irradiation Shelf-life: 5 years.
Kopo6ui; no 1 3anponoHosaHo: Supplier Cardinal Health with the
chnakoHy 3 manufacturer Covidien stated on the label and the
NOPOLLKOM Y CE certificate. Dimensions aluminum bag: 102 x 52
KomMnaekTi 3 1 mm (double pack; 51 x 52 mm single pack after
ch1akoHOM 3 separation)
PO34MHHMKOM (BOgA Dimensions interior cloth: 64 x 30 mm, folded once.
NS iH'ekuiit) no 5 Quiality interior cloth: 70% Rayon. & 30%
M1 Ta 1 MpUCTPOEM Polypropylene Blend
ONs noaasBaHHA Saturation liquid: 70% Isopropyl Alcohol Solution.
PO3YMHHMKA 3 Sterilization: Gamma-irradiation. Shelf-life: 5 years.
BOYyA0BaHNM
inbTpOM 15 MKM
("Mix-2Vial™
20/20"),T1a 1l
KapTOHHOIO
KOPOOKOI0 3
KOMMNIEKTOM N5t
BHYTPILLHLOBEHHOTO
BBEEHHS
npenaparty (1
0HOPAa30BuiA
wnpuy, 1 ronka-
MeTesNuK, 2
OesiHdikytoui
CepBeTkM B
iHOVBIAYaNbHMX
repMeTUYHNX
ynakoBkax Ta 1
HecTepwIbHUiA
neikonnacTup) 3
KOHTPOMEM nepLuoro
BiAKpUTTA Y
KapTOHHIA Kopobui 3
KOHTPOMEM nepLuoro
BiAKPUTTSA
27. BEPUATE® NMOpPOLLOK Ta ucn HimeuuunH LIC/1 BepiHr HimeuyunHa BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHU 3a - UA/17404/01/03
PO3YMHHUMK AN Bepinr a 66X | Tuny - 3miHK 3 AKocTi. MeAnyHI NpucTpoi. 3miHa peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
PO34nHY A5 iH'EKUINA 6X NpUCTPOIB A1 BUMIPIOBaHHS 031 ab0 BBEAEHHS

a6o iHdysiii, 1000
MO; no 1 dhnakoHy 3
MOPOLLKOM Y
KOMMekTi 3 1
donakoHoM 3
PO34MHHMKOM (BOAA
Ans iH'ekuiid) no 10
M/1 Ta 1 NnpucTpoem
ANSA AofaBaHHA
PO34MHHMKA 3
BOY0BaHNM
hinbTpom 15 mkm
("Mix-2Vial™ 20/20")
B KapPTOHHIl
Kopo6ui; no 1
dhnakoHy 3
NOPOLLKOM Y
KomnnekTi 3 1
dhnakoHoM 3
PO34YMHHMKOM (BOAA
Ans iH'ekuiid) no 10
M Ta 1 npucTpoeEMm
AN fofaBaHHsA
PO3YMHHMKA 3
BOYA0BaHNM
inbTpoM 15 mkm
("Mix-2Vial™
20/20"), Ta 1
KapTOHHOI
KOPOO6KOIO 3
KOMMNIEKTOM ANt
BHYTPILLIHLOrO
BHYTPILLHLOBEHHOTO
npenapary (1
0HOPa30BMWi
wnpuu, 1 ronka-
MeTesnuK, 2
[Ae3iHdikytoyi
CepBeTKM B
iHAVBIAYa/TbHUX
repMeTUYHNX
ynakoBkax Ta 1
HecTepwIbHUA
neikonnacTup) 3
KOHTPO/NIEM MepLUOro
BIOKPUTTA Y
KapTOHHIli Kopo6Lii 3

nikapcbKoro 3acoby (nofaBaHHs abo 3amiHa
NPUCTPOIO, KNI HE € HEBIf'EMHOK YaCTUHOK
NepBUHHOT ynakoBkK) - MpucTpiid, sknin mae CE-
MapKyBaHHS.
3MiHa nocTayasibHVKa CNMpPTOBUX CEPBETOK, AK
BXOAATb 10 KOMMNEKTY AN BHYTPiLLUHLOBEHHOTO
BBE/leHHS npenapary.
3arsepoxeHo:Supplier Randstadt GmbH.
Dimensions aluminum bag: 60 x 35 mm. Dimensions
interior cloth: 60 x 80 mm, folded several times.
Quality interior cloth: synthetic fiber fleece acc. to
Ph. Eur. and USP. Saturation liquid: Isopropylic
alcohol 70 Vol-% acc. to Ph. Eur. and USP.
Sterilization: Gamma-irradiation Shelf-life: 5 years.
3anponoHoBaHo: Supplier Cardinal Health with the
manufacturer Covidien stated on the label and the
CE certificate. Dimensions aluminum bag: 102 x 52
mm (double pack; 51 x 52 mm single pack after
separation)

Dimensions interior cloth: 64 x 30 mm, folded once.
Quiality interior cloth: 70% Rayon. & 30%
Polypropylene Blend
Saturation liquid: 70% Isopropyl Alcohol Solution.
Sterilization: Gamma-irradiation. Shelf-life: 5 years.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

KOHTpO/MIEM MepLUOro
BiAKPUTTSA

28. BEPUATE® MOPOLLOK Ta ucn HimeuunH LICN Bepinr HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a He UA/17404/01/01
PO3YMHHVK ANS Bepinr a 6X | Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta peyenmom nionsizae
PO34UHY ON15 iH'EKUIA 6X hapmakoHarnsgy (iHwi 3miH1) 3MiHU BHECEHO B

abo iHdysiin, 250
MO; no 1 chnakoHy 3
NOPOLLKOM Y
KommnnekTi 3 1
ch1akoHOM 3
pO34MHHMKOM (BOAA
Ans iH'ekuiii) no 2,5
M Ta 1 npucTpoem
ANs AofaBaHHA
PO34MHHMKa 3
BOYyA0BaHNM
inbTpOM 15 MKM
("Mix-2Vial™ 20/20")
B KapTOHHIiA
Kopobui; no 1
donakoHy 3
MOPOLLKOM Y
KOMMekTi 3 1
donakoHom 3
PO34MHHMKOM (BOAA
Ans iH'ekuiid) no 2,5
M1 Ta 1 NnpucTpoem
AN AofaBaHHA
PO34MHHMKA 3
BOYZOBaHNM
hinbTpoMm 15 Mkm
("Mix-2Vial™
20/20"), Ta 1
KapTOHHOIO
KOpO6KOHo 3
KOMMNIEKTOM st
BHYTPILLHLOBEHHOTO
BBEJEHHSA
npenaparty (1
0HOPAa30Buii
wnpuu, 1 ronka-
MeTenuk, 2
[Ae3iHdiKytoyi
cepBeTkn B
iHOVBIAyaNbHMX
repMeTUYHNX
ynakoBkax Ta 1
HecTepwIbHUiA

IHCTPYKLiI0 ANS MeANYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ain «YnakoBka», a came
pefarosaHo po3zin. TepmiH BBEAEHHS 3MiH -
npoTArom 6 micsuis nicns satBepkeHHs. 3miHu 11
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
y NEPBUHHI yNnakoBL{i rOTOBOro /IiKapCbKOro 3acoby
(AKicHWIA Ta KinbkicHWi cknag) - CTepunbHi nikapcbki
3acobu Ta nikapcbki 3acobu
6i0/10r4YHOr0/iIMyHO/TOMYHOTO MOXOLKEHHS -
PeecTpauis fogaTkoBoi Npo6kM 3 6poMbBYTUNIOBOrO
Kayuyky Ansi piakoHa 3 PO3UVHHUKOM.
TepMmiH BBELEHHS 3MiH - NPOTArom 6 micsuis nicns
3aTBEPAKEHHS
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep

peecmpayiliHo2o

nocsio4YeHHs

nenkonnacTtup) 3
KOHTpONeM nepLuoro
BIAKPUTTA Y
KapTOHHI Kopobui 3
KOHTpONeM nepLuoro
BiAKPUTTSA

29.

BEPUATE®

MOPOLLOK Ta
PO3YMHHWK ANA
PO3UnNHYy A5 iH'EKUI
abo iHdysii, 1000
MO; no 1 dpnakoHy 3
NOPOLLKOM Y
KomnnekTi 3 1
hnakoHoM 3
PO34YMHHMKOM (BOAA
Ans iH'ekuiid) no 10
M Ta 1 NpucTpoeEMm
AN foaasaHHsA
PO34MHHMKA 3
BOYy0BaHNM
hinbTpom 15 mkm
("Mix-2Vial™ 20/20")
B KapTOHHIiA
Kopobui; no 1
chnakoHy 3
NOPOLLKOM Y
KommnnekTi 3 1
ch1akoHOM 3
pO34MHHMKOM (BOAa
Ans iH'ekuiii) no 10
M Ta 1 npucTpoem
ANSA AofaBaHHA
PO34MHHMKa 3
BOYyA0BaHNM
inbTpOM 15 MKM
("Mix-2Vial™
20/20"), Ta 1
KapTOHHOIO
KOPOOKOIO 3
KOMMNIEKTOM N5t
BHYTPILLUHbOIO
BHYTPILLHbOBEHHOTO
npenapary (1
0HOPAa30BuiA
wnpwy, 1 ronka-
MeTesnuK, 2
AesiHdikytoui
CEepBETKN B

ucn
BepiHr
6X

HimeuunH
a

LICN BepiHr
M6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHO B
IHCTPYKLi0 4151 MeANYHOTO 3aCTOCYBaHHS
nNikapcbKoro 3acoby y po3fin «YnakoBka», a came
pefaroBaHo po3gin. TepmiH BBEAEHHS 3MiH -
npoTArom 6 micAuiB nicns 3atBepgkeHHs. 3MmiHu 11
TUMy - 3MiHM 3 AKOCTi. FOTOBMIA NikapcbKuMii 3aci6.
Cwuctema KOHTelHep/3aKynopoBasibHWiA 3aci6. 3MiHa
y NEPBUHHII yNakoBLji rOTOBOro /IiKapcbKoro 3acoby
(siKicHWMIA Ta KinbkicHWI cknag) - CTepunbHi Nikapcbki
3acobu Ta nikapcbki 3acobu
6i0/10r4YHOr0/iIMyHO/TOFIYHOTO MOXOMPKEHHS -
PeecTtpauis gogaTkoBoi npobku 3 6poMOYyTUN0BOr0
Kayuyky 4151 pfiakoHa 3 PO3UYMHHUKOM.
TepMmiH BBeZeHHS 3MiH - NPOTArom 6 micsuiB nicns
3aTBEPAKEHHS

3a
peyenmom

He
nionsieae

UA/17404/01/03
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep

peecmpayiliHo2o

nocsio4YeHHs

iHOVBIAYaNbHMX
repMeTUYHNX
ynakoBkax Ta 1
HecTepwIbHUIA
neikonnacTup) 3
KOHTPONEM MepLUOro
BiAKpUTTA Y
KapTOHHIA Kopobui 3
KOHTPONEM MepLUOro
BiAKPUTTSA

30.

BEPUATE®

NOPOLLIOK Ta
PO3YMHHWK AN
pO34nHYy A5 iH'EKUINA
a6o iHdysiid, 500
MO; no 1 dhnakoHy 3
MOPOLLKOM Y
KOMMekTi 3 1
hnakoHom 3
PO34MHHMKOM (BOAA
Ans iH'exuiid) no 5
M/1 Ta 1 NnpucTpoem
AN AofaBaHHA
PO34MHHMKA 3
BOYZOBaHNM
hinbTpoMm 15 Mkm
("Mix-2Vial™ 20/20")
B KapTOHHIi
Kopo6ui; no 1
donakoHy 3
NOPOLLKOM Y
KomnnekTi 3 1
hnakoHoM 3
PO34YMHHMKOM (BOAA
Ans iH'exuiii) no 5
M Ta 1 NpucTpoeEM
AN foaasaHHsA
PO34MHHMKA 3
BOYy0BaHNM
hinbTpom 15 mkm
("Mix-2Vial™
20/20"), Ta 1
KapTOHHOI
KOpO6KOHo 3
KOMMNIEKTOM NSt
BHYTPILLHbOBEHHOTO
BBEEHHSA
npenapary (1
04HOpa3oBuii

ucn
Bepinr
m6X

HimeyunH
a

LIC/1 BepiHr
6X

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHO B
IHCTPYKLUi0 AN MeANYHOT0 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ain «YnakoBka», a came
peparoBaHo po3zis. TepMiH BBEAEHHS 3MiH -
NpoTAroM 6 MicauiB nicna 3atBepakeHHs. 3MiHu |l
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NikapCbknin 3acib.
CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
y NEPBUHHII ynakoBLji rOTOBOro /likapcbKoro 3acoby
(AKicHWIA Ta KiNbKicHWI cknag) - CTepunbHi Nikapcbki
3aco6u Ta slikapcbki 3acobm
6i0N10ri4YHOro/iMyHOOMNYHOrO NOXOKEHHS -
PeecTpauis gogaTkoBoi npobku 3 6pomMOyTUN0BOr0
Kayuyky 4151 priakoHa 3 PO3UVHHUKOM.
TepMiH BBEEHHS 3MiH - NPOTArom 6 MicsLiB nicns
3aTBEPAKEHHSA

3a
peyenmom

He
nidnsieae

UA/17404/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
wnpuu, 1 ronka-
MeTesnuK, 2
[AesiHdikytoyi
CepBeTKM B
iHAVBIAYa/TbHUX
repMeTUYHNX
ynakoBkax Ta 1
HecTepwIbHUA
neikonnacTup) 3
KOHTPO/NIEM MepLUOro
BIOKPUTTA Y
KapTOHHIlA KOpo6Lii 3
KOHTPO/NIEM MepLUOro
BiAKPUTTSA
31. BEPNITIOH® | KoHueHTpaT Ans BEP/IH- HimeuunH Brpo6HMUTBO HimeuunHa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHU 3a - UA/6426/01/02
600 O po3unHy ons XEMI Al a «in bulk», | Tuny - 3miHK 3 skocTi. CepTudikart peyenmom
iHcpysiid, 600 Of, nakyBaHHs, BignosiaHOCTI/IE-cepTucpikat BignosigHoCTI
(600 mr)/24 mn; no KOHTPO/b Cepili: €sponelicbkin dhapmakonei/moHorpadii. NMogaHHA
24 mn B amnyni; no 3irdpig HOBOro abo OHOB/IEHOro cepTudikaTa BifnoBiAHOCTI
5 abo 10 amnyny XamesnbH MM6X, ab0o BUNy4YeHHs cepTudpikarta BiANOBIAHOCTI
KapTOHHI Kopobui HimeuunHa,; €sponevicbkin hapmakonei: ansa A®l; ans BuxigHoro
Bunyck cepiii: marepiany/peareHTy/npoMiKHOro MPOAYKTY, WO
BEPIH-XEMI BMKOPUCTOBYHOTLCA Y BUPOOHULUTBI API; Ans
Al, HimeuuunHa; [0MNOMDKHOT peyoBuHM (cepTudikaT BignoBigHOCTI
Brpo6HMUTBO €Bponelicbkin dhapmakonei) - OHOBMEHWIA
«in bulk», cepTmaikaT Bif yXe 3aTBepAXeHOro BUPoOHUKa -
nepBuHHE MopaHHA oHOBIEHOrO cepTudpikaTa BiANOBIAHOCTI
nakyBaHHs1, €Bponeiicbkiit hbapmakonei R1-CEP 2007-269-Rev
KOHTPO/Ib Ccepili: 01 (3atBeppxeHo: R1-CEP 2007-269-Rev 00) ans
EBEP ®apma Ai04O0T PEYOBVHM TIOKTOBOT KUC/IOTK Bif, YXXKe
Viena rm6X, 3aTBEepMAXeHoro BupobHuka Olon S.p.A. BHacnifgok
HimeuuunHa; 3MiH y po3aini 3.2.S.4.2. Analytical Procedures
BTopuHHe (nyHKT “Procedure”)
nakyBaHHs (B
TOMY ymcni
MapKyBaHHs1
amnyn): EBEP
dapma MenHa
M6X,
HimeyynHa
32. BIOKNOT A® | niocpinisar ans TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peECTpaLiiHNX MaTepianis: 3MiHU 3a - UA/16249/01/02
po3unHy ans iH'ekuin | "BIOPAP "BIOPAPMA | Tuny - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkuin 3aci6. peyenmom
no 500 MO; 1 MA MNA3MA", 3MiHU y BUPOGHMLTBI. 3MiHa po3mipy cepil
onakoH 3 MNA3MA" YkpaiHa (BKIrOYatouM gianasoH po3mipy cepil) roToBoro
nioghinizatom y (BUpOGHMLTBO, nikapcbkoro 3acoby (36inbweHHsa go 10 pasis
KOMMNIEKTi 3 nepBuHHE Ta NOPIBHAHO i3 3aTBEPYKEHUM PO3MIPOM) 3MiHA
pO34MHHMKOM (BOAA BTOPWHHE pO3Mipy cepii pO34MHHMKA B NakyBaHHi No 10 mn
ANs iH'ekuiin) no 10 nakyBaHHs,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
My chnakoHi; no 1 BUMYCK CEpiif;
dhnakoHy 3 KOHTpONb
nioghinizatom Ta no AKOCTI)
1 donakoHy 3
PO34YMHHWKOM pPa3om
i3 3acobamu ans
PO3YMHEHHA Ta
BBeAeHHs (1
inbTp, 1 wnpuy,
0HOPAa30BUii 3
TOIKOK A/15 iH'EKLNA,
1 kpunbyarta
iHbysiliHa cuctema)
y nauuii 3 kKapToHy
33. BIOKNOT A® | niodhinizar gns TOB YKpaina TOB YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx maTtepiasiB: 3MiHM 3a - UA/16249/01/03
po3unHy ans iH'ekuin | "BIOPAP "BIO®APMA | TNy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
no 1000 MO, 1 MA MNA3MA", 3MiHV Yy BUpOGHMUTBI. 3MiHa po3mipy cepii
onakoH 3 MNA3SMA" YkpaiHa (BK/THOYAKOUM gianasoH po3mipy cepil) roToBOro
niodpinizatom y (BUpOGHMLTBO, nikapcbkoro 3acoby (36ibweHHs go 10 pasis
KOMNeKTi 3 nepBuHHE Ta NOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM) 3MiHA
PO34YMHHMKOM (BOAA BTOPVHHE po3mipy cepii po3unHHKKa B NakyBaHHi no 10 mn
Ans iH'ekuiin) no 10 nakyBaHHs1,
M1y cpnakoHi; no 1 BUMYCK Cepiif;
donakoHy 3 KOHTPOb
niogpinizatom Ta no AKOCTI)
1 chnakoHy 3
PO3UYMHHMKOM pasom
i3 3acobamu ans
PO3YMHEHHA Ta
BBeAEeHHS (1
inbTp, 1 wnpuy,
0HOPAa30BUii 3
FO/IKOKO /151 iH'EKLLINA,
1 kpunbyaTa
iHpysiliHa cuctema)
y nayui 3 KapTOHY
34. BIOKNOT A® | niodghinizar gns TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU 3a - UA/16249/01/01
po3unHy ans iH'ekuin | "BIO®AP "BIODPAPMA | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NikapcbKuWii 3aci6. peuyenmom
no 250 MO, 1 MA MNIA3MA", 3MiHU y BUPOGHMLTBI. 3MiHa po3mipy cepil
dhnakoH 3 MNA3SMA" YkpaiHa (BKTrOYatouM dianasoH po3mipy cepil) rotoBoro
niocpinizatom y (BMPOGHMLTBO, nikapcbKoro 3acoby (36inbLueHHs 1o 10 pasis
KOMMNEKTi 3 nepBuHHE Ta MOPIBHAHO i3 3aTBEPAKEHUM PO3MIPOM) 3MiHa
PO34MHHMKOM (BOga BTOPVHHE po3Mipy cepil pO34YMHHMKa B NakyBaHHi Mo 10 mn
Ans iH'ekuid) no 5 nakyBaHHs,
My chnakoHi; no 1 BUMYCK Cepiif;
dhnakoHy 3 KOHTPONb
niocpinizatom Ta no SAKOCTI)

1 donakoHy 3
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
PO34YNHHVKOM pa3om
i3 3acobamu ans
PO3UYMHEHHA Ta
BBeAEeHHS (1
inbTp, 1 Wwnpuy,
ofiHOpa3oBWuii 3
TO/IKOKO AN151 iH'EKLLINA,
1 kpunbyaTa
iHpy3iiiHa cuctema)
y nauui 3 kKapTOHY
35. BOPHA Ma3b 5 %no 251y TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHU 6e3 - UA/8718/01/01
MA3b 5% Ty6ax; no 25ry "TepHodpa "TepHodhapm" | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa peyenma
Ty6i; mo 1 Ty6i B pm" HaliMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHS
naJi 3 KapToHy LisNbHOCTI BUpOOHUKa (BK/IOYaoun, 3a
HeoOXiAHOCTI, MicLle NPOBEeAEHHS KOHTPOO SKOCTI),
abo BracHuka mactep-aiina Ha A®l, abo
nocravanbHuka AdPI/BUXigHOrO
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPO6HULTBI ADI (SKLLO
3a3Ha4YeHo y [0CbE Ha NiKkapcbKkuii 3acib) 3a
BiICYTHOCTI cepTucpikata BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepakeHoMy
nocbke, abo BUPOBHMKA HOBOI LOMOMIXHOI pe4OBUHU
(AKLLLO 3a3HAYEHO Y A0CBE) - 3MiHa Ha3BM BUPOGHMKa
aKTMBHOI cy6CTaHLii KMcnoTn 6opHoT, 6e3 3MiHM
MicLA MPOBaMKEHHS AiANbHOCTI. 3aTBEPIKEHO:
SUJATA CHEMICALS, IHgis 3anponoHoBaHo:
SUJATA NUTRI-PHARMA PRIVATE LIMITED, IHgis
36. BOPHOI po34uH ans TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peECTpaLiiiHnX maTepianis: 3MiHU 6e3 - UA/8460/01/01
KNCcnotun 30BHILUHLOTO "TepHodpa "TepHodhapm" | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa peyenma
PO34MH 3acTocyBaHHs, pm” HaliMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHS
CMUPTOBUIA | cnupToBwii 2 % no LiSNbHOCTI BUpoOHUMKa (BK/IOYaoun, 3a
2% 10 mn y donakoHax; HeoOXiAHOCTI, MicLie NPOBeAEHHSI KOHTPOO SKOCTI),
no 20 mny abo BriacHuka mactep-aiina Ha A®l, abo
dhnakoHax- noctavanbHuka AdPI/BUXigHOTO
KpanesibH1usAX; no marepiany/peareHTy/npoMKHOro NMPOAYKTY, Lo
10 mn y dponakoHi; no 3aCTOCOBYOTbCA Y BUPO6HULTBI ADI (SKLLO
1 chnakoHy B nauyui 3 3a3HavYeHo y [0CbE Ha Nikapcbkuii 3acib) 3a
KapToHy; no 20 mny BiICYTHOCTI cepTucpikata BiANOBIAHOCTI
dNaKkoHi- €Bponeiicbkili hapmakonei y 3aTBepakeHoMy
KpanesibHuuj; no 1 nocbke, abo BUPOOHMKA HOBOI LONMOMIXHOI pEYOBUHYU
chakoHy- (AKLLLO 3a3HaYEHO Y A0CBE) - 3MiHa Ha3BW BUPOGHMKa
KpanesnbHULi B nayui aKTMBHOI cybCTaHLii KMCnoTn 6opHOT, 6e3 3MiHM
3 KapPTOHY MicLA NPOBaKEHHS [iSNTIbHOCTI. 3aTBEPAXEHO:
SUJATA CHEMICALS, IHgis 3anponoHoBaHo:
SUJATA NUTRI-PHARMA PRIVATE LIMITED, IHgis
37. BPUMOTEH Kpanni o4Hi, po3unH, | ®apmacen ABcCTpis BUPOOBHWK, SKUiA AscTpisi/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHN 3a - UA/18396/01/01
2wmr/Ma, no5mny exT BignoBigae 3a HimeyunHa | TMNy - 3miHK 3 sikocTi. CepTudcpikat peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
h1akoHi 3 IHTepHeLw BWMYCK Cepil: BignosigHocTi/l E-cepTudikar BignosigHocTi
KpanesibHUUE Ta HN dapmacenekr €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHSA
KpuLukoto, no 1 abo BeteniraH IHTepHeLHN HOBOro abo OHOBMIEHOrO cepTudikaTa BignoBigHOCTI
3, abo 6 dhnakoHiB B r3 'm6X BeteniraHrs abo BUyYeHHs cepTudikaTta BignoBigHOCTI
KapTOHHilA KopooLi m6X, ABCTpis; €Bponelicbkiii hapmakonei: ans A®l; ans BuXigHoro
BMPOGHMLITBO marepiany/peareHTy/npoMKHOro NMPOAYKTY, WO
roToBOro BUKOPWCTOBYIOTbCS Y BUPOOHNLTBI ADI; ans
NpoAYyKTY, [OMOMDKHOT peyoBMHM (cepTudikaT BiANOBILHOCTI
nepBrHHE Ta €sponelicbkili hapmakoner) - OHOBNEHWIA
BTOPUHHE cepTuduikaT Bif y)Xe 3aTBepAXeHOro BUPOOHHMKa -
nakyBaHHs, noJaHHs OHOB/IEHOrO cepTudpikara BianoBiAHOCTI
KOHTPO/b AKOCTI, €sponelicbkili hbapmakonei Ne R1-CEP 2014-331 -
OKpiM Rev 00, R1-CEP 2014-331 - Rev 01 (3aTBEpAXEHO:
6ionorivyHmnx RO-CEP 2014-331 - Rev 01) ansa A®| 6pumoHignHy
TecTiB Ta TecTy TapTpar Bif BXe 3aTBepAXeHOro BUpobHUKa
Ha FARMAK, a.s, Yecbka Pecnybnika
CTEPW/IbHICTb:
JNomadhapm
m6X,
HimeuunHa,
BMPOGHMYA
OinbHUUA 3i
cTepunizauii
nepBUHHOT
YNaKoBKM:
CiHepxi
Xenckeap
Papebepr Mv6X,
HimeuunHa,
KOHTpaKTHa
naboparopis 3
KOHTPO/I0 3a
6ioN0oriYHNMM
Tectamu Ta
TecTy Ha
CTEPW/IbHICTL:
BioUem /labop
thiop
6ionopxiwe eHg,
yemiwe AHanITIK
Tv6X,
HimeyunHa
38. BPIHTENNIK TabneTku, BKpUTI NyHp6ek JIETT Enasndapm, dpaHuis/ BHECEHHS 3MiH [0 peecTpaliiHnx maTtepianis: 3MiHN 3a - UA/14150/01/02
Cc NNiBKOBOIO Ekcnopt PpaHuin [aHis | TMNy - AgMiHICTpPaTUBHI 3MiHW. 3MiHa peyenmom
060n0Hkoto, no 10 AIC (nepBuHHe Ta HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHS
Mr; no 14 tabnetok BTOPUHHE [iSIbHOCTI BUPOBHUKa (BK/THOYatoum, 3a
y 6nicTepi; no 2 nakyBaHHs); HeobXifHOCTI, MicLe NPOBeAEHHS KOHTPOJO SAKOCTI),
6nictepn y EypodhiHc ab0 BnacHuka MmacTtep-havina Ha A®l, abo
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KapTOHHI KopoobLi Biochapma noctavasibHuka A®I/BunxigHoro
MpoaakT TecTiHr mMartepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
Oenmapk A/C, 3aCTOCOBYIOTLCS Y BUPOOHMUTBI ADI (SKLLO
[OaHis 3a3HayeHo y A0CbE Ha NiKkapcbkuii 3acib) 3a
(BunpobyBaHHSA BiACYTHOCTI cepTudpikata BignoBiAHOCTI

3a NOKa3HNKOM
"Mikpo6ionoriyH
a uucrorta"); X.
NyHp6ek A/IC,
[aHis
(BMpPOGHULTBO
3a NOBHUM
LK/IOM)

€Bponeiicbkiii hapmakonei y 3aTBepaXeHOMY
[0Cbe, abo BUPOOHMKA HOBOT AOMOMIKXHOI PEYOBUHN
(AKLL0 3a3HaYeHOo Y A0Cbe) AQMIHICTpaTUBHA 3MiHa
Ha3BW Ta agpecu BUPOOHMKa ABOX BUXILHNX
marepianis 2,4 - gumeTunTtiopeHony Ta 1-6pom-2-
nopobeHsony, 3 Suven Life Sciences Limited Ha
Suven Pharmaceuticals Limited. Bupo6Huua
AiNbHUUSA Ta yci BUPOOHMYI onepaw,ji 3anmwalTbes
He3MiHHUMU. 3aTBepxeHo: Suven Life Sciences
Limited Industrial area, Suryapet — 508213,
Nalgonda district, Andhra Pradesh, India.
3anponoHoBaHo: Suven Pharmaceuticals Limited
Dasaigudem, Suryapet — 508213, Suryapet Dist,
Telangana, India. 3miHu | TNy - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu micus
NpoBaPKEHHA AiSNIbHOCTI BUPOOHUKA (BK/THOYatouM,
3a HeobXiAHOCTI, MicLe NPOBEAEHHS KOHTPOJTI0
SIKOCTi), ab0 BnacHvKa mactep-cpaiina Ha A®l, abo
noctavasibHuka A®I/BuxigHoro
marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO
3aCTOCOBYIOTbCS Y BUPOOHUUTBI API (SKLLO
3a3HayYeHo y [0ChbE Ha NikapcbKkuii 3acib) 3a
BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
Aocbe, abo BUPOOHMKA HOBOT AOMNOMDKHOI PEYOBUHM
(AKwL0 3a3HaYeHo Y A0Cbe) AOMiHICTpPaTMBHA 3MiHa
Ha3BW Ta agpecu BUPOOHMKa ABOX BUXIAHUX
matepianis 2,4 - gumeTunTtiopeHony ta 1-6pom-2-
nopobeHsony, 3 JiangXi RenMing Pharmaceutical
Co., Ltd Ha Jiangxi Yangfan New Materials Co. Ltd.
Brpo6Huya AinbHuuSa Ta yci BUpobHUYi onepawii
3a/IMLaTbCs HEe3MIHHMMK. 3aTBepaXeHo: JiangXi
RenMing Pharmaceutical Co., Ltd. JiShan Chemical
Zone, Pengze Country, JiangXi Province, P.R.
China. 3anponoHoBaHo: Jiangxi Yangfan New
Materials Co. Ltd. Pengze County, Jiujiang City,
JiangXi Province, 332700, P.R. China. 3miHu | Tuny -
3MiHn 3 sKocTi. A®I. KoHTponb A®I. 3miHa y
napameTpax crneuudpikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHUX Yy cneundikauisx Ha A®l, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BVIKOPVCTOBYIOTLCSA Y Npoueci BUpobHuutea AdI
(iHwi 3miHW) KomnaHisa Lundbeck ontumisye
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
cneuudikayii 4na BUXigHnx martepianis 2,4-
dimethylthiophenol, 1-bromo-2-iodobenzene Ta
piperazine, nos'A3aHa i3 BUAA/IEHHAM TeCTiB
laeHTudikauii NMR Ta NIR, 3anvwaetbcs
anbTepHaTuBHWiA TecT GC. KpuTtepiii npuiAHAaTTA ans
iaeHTudikauii BuxigHoro martepiany piperazine B
TecTi GC, nokasHuk "retention time" 6yn0 OHOBNEHO
3 ART < 0.15 min go ART < 0.2 min. 3miHa
napameTpy Ao crneumdikayii "laeHTudbikauis" He
BM/IVHE Ha igeHTndikauilo BUXigHUX MaTepianis Ta
He MaTume BMMBY Ha AKICTb [il0H0T pe4yoBUHN
Ta/abo rotoBoOro NpoAyKTy
39. BPIHTENNIK TabneTku, BKpUTI NyHp6ek JIETT Enasndapm, dpaHuis/ BHECEHHS 3MiH [0 peecTpaliiiHnx matepianis: 3MiHW 3a - UA/14150/01/01
Cc nNiBKOBOIO Ekcnopt PpaHuis [aHis | TMNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
060/10HKOI0, N0 5 Mr, AIC (nepBuHHe Ta HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHS
no 14 tabnetok y BTOPUHHE [iSIbHOCTI BUPOBHUKa (BK/THOYatoum, 3a
6nictepi; no 2 nakyBaHHs); HeobXifHOCTI, MicLe NPOBEeAEHHA KOHTPO/O SAKOCTI),
6nictepn y EypodhiHC abo BnacHuka mactep-tharina Ha A®l, abo
KapTOHHIA Kopoo6Li Biochapma noctavasibHuka A®I/BunxigHoro
MpoaakT TecTiHr mMartepiany/peareHTy/NpoMKHOIO NPOAYKTY, WO
[Jenmapk A/C, 3aCTOCOBYIOTbCS Y BUPO6HMUTBI API (SKLLO
[OaHis 3a3HavYeHo y A0CbE Ha NiKkapcbkuii 3acib) 3a
(BunpobyBaHHSA BiACYTHOCTI cepTudpikata BianoBiAHOCTI

3a NOKa3HNKOM
"Mikpo6ionoriyH
a uucrorta"); X.
NyHpbek A/C,
[aHis
(BUPOBHULTBO
3a NOBHUM
LIK/IOM)

€Bponeiicbki hapmakonei y 3aTBepakeHomy
[oCcbe, ab0 BUPOOHMKA HOBOT AOMOMIKXHOI PEHOBUHN
(AKLL0 3a3HaYeHO Y A0Cbe) AQMIHICTpaTUBHA 3MiHa
Ha3BW Ta agpecu BUPOGHMKa ABOX BUXIGHNX
marepianis 2,4 - gumeTunTtiopeHony Ta 1-6pom-2-
nopobeHsony, 3 Suven Life Sciences Limited Ha
Suven Pharmaceuticals Limited. Bupo6Huua
AinbHUUSA Ta yci BUpoOHMYI onepaw,ji 3anMwalTbes
He3MiHHUMK. 3aTBepxeHo: Suven Life Sciences
Limited Industrial area, Suryapet — 508213,
Nalgonda district, Andhra Pradesh, India.
3anponoHoBaHo: Suven Pharmaceuticals Limited
Dasaigudem, Suryapet — 508213, Suryapet Dist,
Telangana, India. 3miHu | TNy - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo afpecu micus
NPOBaPKEHHA AiS/IbHOCTI BUPOOHUKA (BK/THOYatOUM,
3a HeobXiAHOCTI, MicLe NPOBEAEHHS KOHTPOJTH0
SIKOCTi), ab0 BnacHvka mactep-tpaiina Ha A®l, abo
noctavasibHuka A®l/BuxigHoro
marepiany/peareHTy/npoMiKHOro MPOAYKTY, WO
3aCTOCOBYIOTLCS Y BUPOOHUUTBI API (SKLLO
3a3HayYeHo y J0CbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
A0cbe, abo BUPOOHMKA HOBOT AONOMIXKHOI PEYOBUHM
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

(AKw0 3a3HaYeHOo Y A0Cbe) AAMiHICTpPaTMBHA 3MiHa
Ha3BW Ta aApecu BUPOOHYMKa ABOX BUXIAHUX
matepianis 2,4 - gumeTunTtiopeHony ta 1-6pom-2-
nopobeHsony, 3 JiangXi RenMing Pharmaceutical
Co., Ltd Ha Jiangxi Yangfan New Materials Co. Ltd.
Brpo6Huya AinbHuusa Ta yci BUpobHUYi onepawii
3a/IMLanTbCs He3MIHHMMK. 3aTBepakeHo: JiangXi
RenMing Pharmaceutical Co., Ltd. JiShan Chemical
Zone, Pengze Country, JiangXi Province, P.R.
China. 3anponoHoBaHo: Jiangxi Yangfan New
Materials Co. Ltd. Pengze County, Jiujiang City,
JiangXi Province, 332700, P.R. China. 3miHu | Tuny -
3MiHn 3 sKocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudpikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHWX Yy cneundikauisx Ha A®l, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BVKOPVCTOBYIOTLCSA Y Npoueci BUpobHuutea AdI
(iHwi 3miHM) Komnarisa Lundbeck ontumisye
cneuudikayii 4na BUXigHnx martepianis 2,4-
dimethylthiophenol, 1-bromo-2-iodobenzene Ta
piperazine, nos'A3aHa i3 BUAA/IEHHAM TeCTiB
laeHTudikauii NMR Ta NIR, 3anvwaerbcs
anbTepHaTuBHWiA TecT GC. KpuTtepiii npuiAHAaTTA ans
iaeHTudikauii BuxigHoro martepiany piperazine B
TecTi GC, nokasHuk "retention time" 6yn0 OHOBNEHO
3 ART < 0.15 min go ART < 0.2 min. 3miHa
napameTpy Ao crneumdikayii "laeHTudbikauis” He
BM/IVHE Ha igeHTndikauilo BUXigHUX MaTepianis Ta
He MaTuMme BMMBY Ha AKICTb [il040T pevyoBUHN
Ta/abo rotoBOro NpoAyKTy

40.

BPOHXO-
BAKCOM
AOPOCHI

Kancynu no 7 mr; no
10 kancyny
6nictepi; no 1 abo
no 3 6nictepu B
KapTOHHIlA KOpooLi

OM
®apma CA

Lseiiuapi
A

OM dapma CA

LBeiiuapis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn go
y3ara/ibHeHNX JaHnx nNpo cuctemy dpapmakoHarnsgy
(BBEAEHHS y3araslbHEHVX AaHUX NPO cUcTeMy
thapmakoHarnsigy, aMiHa ynoBHOBaXKeHOI 0cobu,
BiANOBiAANbLHOI 3a 34ilicHeHHS chapmakoHarnaay;
KOHTaKTHOI 0cobu 3 chapmakoHarnagy 3asBHuKa ans
3[jiicHeHHs hapmakoHarnsgy B YKpaiHi, AKLO BOHA
BiIMiHHa Bif, YNOBHOB&XEHOI 0CO6U, BiANOBIAA/IbHOI
3a 3[jicHeHHs1 hapMakoHarnsay (Bkiyarum
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOBaXXEHOT 0CO6U 3aBHMKA, BifNoBiganbHOI 3a
hapMakoHarnag.

[itoua pepakuis: Gabriele Fox. MponoHoBaHa
pegakuis: Yves Miclo. 3MiHa KOHTaKTHUX AaHWX
YNOBHOBaXXEHOT 0COOU 3asBHMKA, BigNoBigabHOI 3a

3a
peyenmom

UA/18521/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep

peecmpayiliHo2o

nocsio4YeHHs

thapmakoHarnag. 3MiHa KOHTaKTHOT 0cobu 3aBHUKA,
BiANoBiAa/IbHOT 3a hapmakoHarnsag B YkpaiHi. Jitoua
pegakuis: JaHinosa Jlapuca BonogumupisHa.
lMponoHoBaHa pepakuisi: Xifibko EBreHis
OnekcaHApiBHa. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOT 0CO6U 3asiBHKKA, BifnoBigabHOI 3a
thapmakoHarnag B YkpaiHi. 3miHa
MicLie3HaxoKeHHs1 macTep-thaiina cuctemu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3/iiCHEHHS] OCHOBHOI AisiNIbHOCTI 3 dhapMakoHarnsay

41.

BPOHXOCTO
ne cupon

cupon, no 120 mny
donakoHi; no 1
chnakoHy y
KOMMNEKTI 3 MipHUM
CTakaH4MKOM B
KOpOO6Lii 3 KapTOHY

KBizga
Papma
m6X

ABCTpis

Ksizga ®apma
6X

ABCTpIst

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu
Il Tiny: 3MiHn 3 sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
Onuc Ta cknag. 3miHa y cknagi (40noMiKHUX
peyoBMHax) roToBOro NikapcbKoro 3acoby (iHLui
LOMOMDKHI pe4oBUHN) - AKICHI @60 KisTbKiCHI 3MiHN
LLIO0 OJHIET @60 AEKi/TbKOX AOMOMIKHUX PEHOBUH,
SAKi MOXYTb 3HAYHO BM/IMHYTK Ha 6e3neky, AKicTb abo
eheKTVBHICTb rOTOBOrO /iKapPCbKOro 3acoby - 3MiHK
SAKICHOTO Ta KiJIbKiCHOTO ckiagy AOMOMDKHUX
peyoBUH, a came 3MeHLLUEHHS KifIbKOCTi KCUnITy Ta
[04aHO HOBI AOMOMIKHI PEYOBMHW HeorecnepuavH
[OVTiApOXasikoH, caxapyiH HaTpilo Ta riuepvH, a
TaKoX BiAKOPEKTOBAHO Ki/IbKiCTb [il0UYNX PEYOBUH.
3MiHN BHECeHi y po3gin "Cknag" (4onoMiXHI
PEYOBUHM) B IHCTPYKL,i0 471 MEANYHOTO
3acToCyBaHHSA Nikapcbkoro 3acoby. BeefeHHs 3MiH
NPOTAroM 6-T1 MIiCALIB MiC/A 3aTBEPMKEHHS. 3MiHM
Il Tiny: 3MiHn 3 akocTi. A®l. BUpo6bHMUTBO (iHLUi
3MiHW) 3MiHV BUPOBHMYOrO npoLecy Aito4ol
PEYOBUHM PiAKOTO eKCTPaKTy aNTENHOro KOpeHs, a
came 3 BUPOGHUYOro npoLiecy BUMyYeHo
BUKOPWUCTAHHS KCUAITY Ta KOHCEPBaHTY. Sk HacnigoK
BiAOY/MCb 3MiHM Y cneumdikauii 3a nokasH1kamm
«Apperarance and odour», «Density», «Refractive
index», «ldentity test Fingerprint Marshmallow root
liquid exrtact (L-asparagine)» Ta 3MmiHa METOAVKM 3a
nokasHukom «ldentity test Fingerprint Marshmallow
root liquid exrtact (L-asparagine)» metogom TLLX.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepMKeHHs. 3MiHu Il Tuny: 3MiHu 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTposb roToBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo AONYCTUMKX MEX rOTOBOro
niKapcbKoro 3acoby (iHLi 3MiHK)
3MiHV KpUTEPIiB NPUIIHATHOCTI y cneuudikalisx Ha
BMMYCK Ta TEPMIH NpMAATHOCTI BigNOBIAHO A0
oHoB/eHoro cknagy 3.
3MiHun BHeceHi y po3gin "flikapcbka hopma” (OCHOBHI

6e3
peyenma

nionsieae

UA/9915/02/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

hi3MKO-XiMiYHi BMACTMBOCTI) B iHCTPYKLit0 415
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-T1 MicALUiB nicns
3aTBepMKeHHs. 3MiHu Il Tuny: 3MiHK 3 SKOCTiI.
[oTOBMIA NikapcbKuii 3aci6. KOHTposb roToBoro
NikapcbKkoro 3acoby. 3mMiHa y MeToaax
BMMPOGYBaHHS rOTOBOTO JliKapcbKoro 3acoby (iHLwi
3MiHW) 3MiHN METOAMKN 38 NMOKa3HUKOM
«lpgeHTudikalis. BigdbuTok nikapcbkoro 3acoby/antei
KOpPEeHsi eKkcTpakT pigkumii (L-acnapariH)» (MeTop,
TLWX) (npo6onigroToBka Ta BBEAEHO HOBUIA
aHaniTMyYHKA Mapkep (L-acnaparid)). BBeieHHsA 3MiH
MPOTAroM 6-T! MICALLIB MIiC/1A 3aTBEPLKEHHS.
3MiHu |l TUNY: 3MiHM 3 AKOCTi. FOTOBWIA NliKapCbKuii
3aci6. 3MiHM Yy BUPO6HULTBI. 3MiHW Y npoLeci
BVMPOGHMLTBA rOTOBOrO J1iKaPCbKOro 3acoby,
BK/THOHAK0UM NPOMIXHWIA NPOAYKT, L0
3aCTOCOBYETLCA MNPV BUPOOHULITBI rOTOBOrO
nikapcbKoro 3acoby (cyTTesa 3MiHa y npoLeci
BMPOGHMLTBA, AKa MOXe MaTu iCTOTHUIA BNMB Ha
AKICTb, 6e3neky Ta eheKTUBHICTb J1iKapCbKOro
3ac00y) 3MiHU BUPOGHMYOrO npoLecy, a came
3MiHEeHO NopsALoK AOAABaHHA OKPEMUX KOMMOHEHTIB
npy npuroTysBaHHi bulk po3unHy Ta 3mMiHEHO Aeski
napameTpy BUPO6HMYOro npouecy. BignosigHi ctagii
KOHTPO/O Nif, Yac BUPOGHMLITBA By/IM afanToBaHi
[10 HOBOro BUPOGHMYOro npouecy. BeegeHHs 3MiH
NpOTSArom 6-Tv MicsLiB Mic/1s 3aTBEPAKEHHS.

42.

BATILMH-
310POB'SA

KpeMm BariHanbHWi1 2
%, no 20 r y Ty6i; no
1 Ty6i pasom 3 3
annikatopamu
BariHa/lbHUMK y
KapTOHHIA KopoobLi

ToBapuct
BO 3
06MEeXeHO
10
Bignosiga
NBHICTIO
"®Gapmate
BTUYHA
KOMMaHis
"3popos'a”

YKpaiHa

ToBapucTso 3
06MexeHoto
BignoBigasbHICT
10
"papmMaueBTNYH
a KoMnaHis
"3popos'a”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHU
| Tuny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLU|i 415 MEAUYHOr0 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMX/6ionoaibHNX NiKapCbKUx
3ac06iB nicnsi BHECEHHS TiET caMoi 3MiHM Ha
pedepeHTHUII NpenapaT (3MiHa He NoTpebye
HafaHHSA XOAHWNX HOBUX AOAATKOBMX JaHUX) - 3MiHM
BHECEHO A0 [HCTPYKUii Ana MeguyHoro
3aCTOCyBaHHSA NikapCbKoro 3acoby A0 po3fainis:
"®apmakonoriyHi BractusocTi", "lMpoTunokasaHHsa",
"B3aemogia 3 iHWMMM Nikapcbkumn 3acobamm Ta
iHWi BMAW B3aemogiin", "Ocob6nmnBoCTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog, BaritTHOCTi
ab6o rogysaHHa rpyaar”, "MepenosysaHHa", "TOGIYHI
peakuii” BignoBigHO A0 OHOBAEHOT iHChopMaLi
pedhepeHTHOro nikapcbkoro 3acoby JANALIH
MIXBOBUW KPEM, kpem BariHasbHWii 2%.
BBefeHHs 3MiH NpoTArom 6-T1 MicauiB nicas

3a
peyenmom

He
nidnsieae

UA/1712/01/01
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Lwnpuuy 6e3 rosikn y

ANCTpUbYLIi y M.

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3aTBEPKEHHS.
CynyTHSA 3MiHa
- 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo 3miHa(u) go
3060B'A3aHb Ta YMOB BMAa4i peectpaLiiHoro
noceifyeHHs, BkoYaouy Mnax ynpasniHHA
pu3nkamm (3acTOCyBaHHA TEKCTY, KNI NOTOAKEHN
3 KOMMNETEHTHNM OpraHoMm) - 3asiBHUKOM HaJaHo
OHOB/EHWIA MnaH ynpasniHHA pusnkamu Bepcisa 2.0
3MiHM BHECEHO A0 YacTuH: | «3arasibHa
iHhopmauis»,V «3axoan 3 MiHiMi3auii pusukie», VI
«Pestome nnaHy ynpasniHHA pusmkamu», VI
«[lopatkn» Pestome MnaHy ynpasniHHA py3nkamm
Bepcia 2.0 gofaeTbes
43. BAKCIFPUM® | cycneHsia ans CaHodi ®paHuisa NOBHUI LMK PpaHuin/ BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHU 3a - UA/16141/01/01
TETPA | iH’exuili; mo 0,5 mny Mactep BMPOGHMLTBA, YropuHa | TNy - 3miHK 3 AkocTi. ADI. KoHTponb AdL. 3miHa 'y peyenmom
VAXIGRIP nonepegHL0 3anoBHEeHHH, MeTofax BunpobysaHHa APl abo BuxigHoro
TETRA 3arnoBHeHOMY nepBuHHE Ta marepiany/npomMiKHOro NPoayKTy/peareHTy, Wwo
cnniT- wnpuui; no 1 BTOPUHHE BVKOPVCTOBYETbLCA Y NpoOLieci BUPo6HMLTBa ADI
BAKUVHA nonepegHsL0 nakyBaHHs, (iHWi 3miHM y MeTofax BUNPOBYBaHHA (BK/ItOUa0UN
Ana 3arnoBHeHOMY KOHTPO/b AKOCTI, 3amiHy abo JonoBHeHHs) Ad| abo
MPO®DINAKT wnpuy 3 BWMYCK Cepil: BUWXi4HOro/MpOMiXXHOro NpoAykTy). JloaaBaHHs
UKW reyvny NPUKPINIEHO0 CaHocdpi MacTep, anbTepHaTMBHOIO Tecty Haemagglutination Antigen
YOTUPbLOXB | rosikol y KapTOHHIi ®paHuisa Identification by Virus Neutralization, skuii
ANEHTHA, kopo6bui; no 0,5 Mny BTOPUHHE BMKOHYETbLCS Ha eTani penisy SK TecT igeHTudikaw,i
IHAKTUBOBA | nonepegHb0 nakyBaHHs, aHTureHis gns Master Seed Lot Ta Working Seed
HA 3anoBHeHoOMy KOHTPO/b AKOCTI, Lot.
wnpuui; no 1 BWMYCK Cepil: PepakuiiiHi npaBku go posginy 3.2.S.2.3.
nonepegHsL0 CaHodpi MacTep,
3arnoBHeHOMY ®paHuisa
Lwnpuuy 6e3 ronkn y 3anoBHeHHs,
KapTOHHI Kopo6Lyj; nepBuHHE Ta
no0,5mny BTOPVHHE
nonepegHL0 nakyBaHHs,
3anoBHEHOMY KOHTPO/b SKOCTI:
wnpuui; no 1 CAHO®I
nonepegHbL0 BIHTPOMN
3anoBHeHoOMY IHOACTPIA,
wnpuuy 3 ®paHuisa
NPVIKPINIEHOL0 BTOPWHHE
rO/IKOKO Y KapTOHHIiA nakyBaHHs,
Kopobui; no 0,5 mny BMNYyCK cepil:
nonepegHbLO CaHodi-ABeHTIC
3anoBHeHoOMY MpaiiBiT Ko.
wnpuui; no 1 nrg.,
nonepegHL0 Mnatchopma
3anoBHEHOMY norictukm Ta




61

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KapTOHHI KopoobLi Bypanewr,
YropuimHa
44, BAKCIFPUM® | cycneHsia ans CaHodi ®paHuisa NOBHUI LMK PpaHuin/ BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis: 3MiHK 3a - UA/16141/01/01
TETPA | iH’exuii; mo 0,5 mny Mactep BMPOGHMLTBA, YropuHa | TNy - 3MiHK 3 AKOCTi. [OTOBMIA Nikapcbkuii 3aci6. peyenmom
VAXIGRIP nonepegHL0 3amnoBHEeHHH, KOHTpO/b AONOMDKHUX peyoBuH. 3MiHa napameTpis
TETRA 3arnoBHeHOMY nepBuHHE Ta cneumdikauin Ta/abo AoNyCTUMUX MEX A5
cnniT- wnpuui; no 1 BTOPUHHE [OMOMDKHOT peyoBrHY (iHLWi 3MiHK). BBeaeHHs
BAKUUHA nonepegHL0 naxkyBaHHs, [00aTKOBUX KPUTEPITB NPUIAHATHOCTI, a came
Ana 3arnoBHeHOMY KOHTPO/b AKOCTI, BV3HAYEHHS 3araslbHOro aepo6bHOro Mikpo6HOro
MPO®DINAKT wnpuwy 3 BWMYCK Cepil: yncna (TAMC) i TecTy Ha BMICT 6akTepianbHuX
UKW reyvny NPUKPINIEHo0 CaHodpi MNacTep, €HJ0TOKCUHIB A0 crneumdikaili 4ONOMiKHUX
YOTUPbLOXB | rosiKow y KapTOHHIi ®paHuis; PEYOBUH, SKi BAKOPUCTOBYHOTLCS Y BUPOBGHULTBI
ANEHTHA, Kopobui 3 BTOPUHHE roTOBOrO JlikapcbKoro 3acoby, BiANOBiAHO [0 BUMOT
IHAKTUBOBA | MapkyBaHHAM nakyBaHHs, Ph. Eur. MoHorpadis 2034 «Cy6cTtaHuii ans
HA YKpaiHCbKOO KOHTPO/1b SKOCTI, hapmaLeBTUYHOIO 3aCTOCYBaHHS.
MOBOI0; No 0,5 Mny BWMYCK Cepil:
nonepegHsL0 CaHodpi MNacTep,
3arnoBHeHOMY PpaHuis;
wnpuui; no 1 3anoBHeHHs,
nonepegHLo nepBuHHe Ta
3anoBHEHOMY BTOPWHHE
wnpuuy 6e3 ronkn y nakyBaHHs,
KapTOHHI KopoobLi 3 KOHTPO/b SAKOCTI:
MapKyBaHHAM CAHO®I
YKPaiHCbKOI BIHTPOMN
MO0BOIO; No 0,5 mny IHOACTPIA,
nonepeaHL0 PpaHuis;
3anoBHEHOMY BTOPWHHE
wnpuui; no 1 nakyBaHHs,
nonepegHL0 BWMYCK Cepil:
3arnoBHeHOMY CaHodi-ABeHTIiC
wnpuLy 3 MpaiiBiT Ko.
NPUKPINIEHO0 nrg.,
rO/IKOI Y KapPTOHHIl Mnartdopma
Kopobui 3 NoricTukn Ta
MapKyBaHHAM ANCTpubyLii y m.
iHO3EMHOI0 MOBOIO 3i Bypanewr,
CTVKepOM YropuyHa
YKpaiHCbKOO
MOBOI0O; 1o 0,5 Mny
nonepegHLo
3anoBHEHOMY
wnpuui; no 1
nonepegHLo
3anoBHEHOMY
wnpuuy 6e3 ronkn y
KapTOHHI/ KOopooLi
45, BANEPIAHN KopeHeBMLLA 3 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpavuiliHiX maTtepianis: 3MiHU 6e3 - UA/5668/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KOPEHEBWLL, | kopeHsmu; no 50 r "NikTpasun" "NikTpasn” | Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta peyenma
A3 abono 100 ry thapmakoHarnsgy (iHwi 3miHn). OHOBIEHHSA TEKCTY
KOPEHAMA naykax 3 BHYTPILLHIM MapKyBaHHS1 YNakoBKM likapCbKOro 3acoby 3
naketom; no 1,5ry BHECEHHAM iHhopMaUii LLoA0 3a3HAYEHHS OANHULb
inbTp-NakeTi; No BUMIpIOBaHHsA y cuctemi Sl. TepmiH BBeeHHS 3MiH
20 chinbTp-nakeTiB y npoTArom 6 micAuiB nicns 3aTBepaKeHHS
nauyj; no1,5ry
inbTp-NakeTi; No
20 chinbTp-nakeTiB y
nauyuj 3 BHYTpPILLHIM
nakeTom
46. BAP®APEKC | Tabnetku no 3 wr, AT Natsis AT "IpiHaekc" Natsis BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHU 3a He UA/7943/01/01
® no 30 a6o 100 "I'piHaekc" | Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta peyenmom nionsizae
Tabnetok y thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
KOHTelHepi, no 1 NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
KOHTeliHepy y nauui IHCTPYKLU|i 415 MeAUYHOro 3aCTOCyBaHHA Ha nigcTasi
3 KapTOHY perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA /ikapcbKkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtar
OLIiHKVM 3BIiTYy 3 AOC/iAKEHb, NPOBEAEHVX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnigpkers (PIP) (3MiHy
Y3rO[KEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
OpraHom).
3MiHV BHECEHO A0 IHCTPYKLiT 4718 MeaNYHOro
3acTocyBaHHA NikapcbKoro 3acoby y po3aimn
"Ocob6nmBocTi 3acTocyBaHHs", "MobiuHI peakwi"
BiANOBIAHO [0 OHOBJEHOT iHGhOpMaLi Woao 6e3nekn
3aCTOCYyBaHHS [Ait040T pe4YoBUHY 3rigHO 3
pekomeHgauieto PRAC.
BBefeHHs 3MiH NpoTArom 6-T1 MicALUiB nicns
3aTBEPAKEHHS
47. BAP®APEKC | Tabnetkum no 5 wr, AT Narteis AT "I'piHaekc" Natsis BHECEHHS 3MiH 0 peecTpaLiiHnx maTtepiasiB: 3MiHM 3a He UA/7943/01/02
® no 30 a6o 100 "I'piHoekc” | Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta peyenmom niosnsieae

Tabnetoky
KOHTelHepi, no 1
KOHTelHepy y nauui
3 KapPTOHY

thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLiT 4719 Me4MYHOro 3aCTOCYBaHHSA Ha nigcrasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA /ikapcbKkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtar
OLIiHKVM 3BIiTYy 3 AOC/ifKEHb, NPOBEAEHNX BiAMNOBIAHO
00 nnaHy negiatpuyHux gocnimxkeHns (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHWUM YNOBHOBaXKEHNM
OopraHom).
3MiHV BHECeHO A0 [HCTpYKLUii Ana MeguyHoro
3acTocyBaHHA NikapcbKoro 3acoby y po3aimn
"Ocob6nmBocTi 3acTocyBaHHs", "MobiyHi peakwii"
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

BiANOBIAHO [0 OHOBEHOT iHGhOpMaLi Woao 6e3nekn
3aCTOCyBaHHS Ajito40T peYoBUHY 3rigHO 3
pekomeHpauieto PRAC.

BBefeHHs 3MiH NpoTArom 6-T1 MicALUiB nicns
3aTBEPAKEHHSA

48.

BAP®APVH
HIKOMEA,

TabneTkn no 2,5 mr;
no 100 TabneTtok y
donakoHi; no 1
hnakoHy B
KapTOHHIA Kopoo6Li

Takena
ABcTpist
6X

ABcTpis

Opidchapm
MaHydhekuypiHr
Monba Cn. 3
0.0.

MonbLa

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHK
| Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHVX gaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTemy
thapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
BiANOBIAaNbHOI 3a 34iiCHEHHSA hapmakoHarnagy;
KOHTaKTHOI 0co6u 3 thapmakoHarnagy 3asBHvKa Ans
3pjiicHeHHs1 hapMakoHarnsay B YKpaiHi, AKLL0 BOHA
BiIMiHHa Bif, YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHarnisay (BkIoyatoum
KOHTaKTHi flaHi) Ta/abo 3MiHM Yy PO3MiLLLEeHHI macTep-
dhaiina cuctemun chapmakoHarnsagy). 3MmiHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOT 0CO6OU 3asBHUKA,
BiANoBiAabHOT 3a hapmakoHarnsag. 3MiHa
KOHTaKTHOT 0CO6U 3asiBHKKA, BifgnoBigabHOI 3a
hapmakoHarnsg, B Ykpaini. [itoya pegakuis:
CamoHeHKo MapuHa BonogmmupisHa. MNponoHoBaHa
pegakuis: Yperin Cepriit IBaHOBMY. 3MiHa
MicL,e3HaxoMKeHHs1 MacTep-aiina cucremu
chapmakoHarnsgy.
3MiHa MicLA 34iICHEHHS OCHOBHOI AiSNbHOCTI 3
thapmakoHarnsgy

3a
peyernmom

UA/7897/01/01

49,

BEHTO/TIH™
HEBYNMN

PO34MH ANa
iHranauin, 2,5 mr/2,5
MJ1; M0 2,5 MmNy
Hebyni; no 10 Hebyn
y NakeTuky 3
alOMiHiEBOT
donbru; no 4
nakeTuka B
KapTOHHIA ynakoBL,i

nakcoCwmi
TKNsiiH
Excnopt
Nimiten

Benvka
BputaHis

AcneH bag-
Onbpaecno
rv6X.

Himeyunna

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHK
| Tuny - AAMiHICTpPaTMBHI 3MiHW. BunyyeHHs
BMPOGHWYOT AinbHUL (BKIKOYAKUMN AiMbHULI ANS
A®I, NpomiXHOro NpoaykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHUL AN NPoBeAEHHS
nakyBaHHs, BUPOBGHMKA, BifNOBIAaIbHOMO 3a BUMYCK
cepiid, MicLe NPoBeLEHHS KOHTPOSHO cepii) abo
rnocTavasibHMKa BUXiAHOro maTepiasy, peareHTy abo
[0MOMDKHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y [OChE)
BunyueHHs BUpo6Hvka APl cansbytamony
cynbaty Glaxo Operations UK Limited (trading as
Glaxo Wellcome Operations), United Kingdom, sika
3HaxoauTbCA 3a agpecoto Priory Street, Ware,
Hertfordshire, SG12 0DJ. 3amwaioTbes
anbTepHaTuBHi BUpo6bHukn A®I (Cambrex
Profarmaco Milano S.r.l., Italy Ta Glaxo Operations
UK Limited (trading as Glaxo Wellcome Operations),
United Kingdom "Cobden Street...".

3a
peyenmom

UA/1798/01/01

50.

FEKCAKCUM
® | HEXAXIM

cycneHsia ans
iH’ekujn no 0,5 mn (1

CaHodi
MacTep

®paHuisa

BMPOGHMLITBO
roTOBOrO

PpaHuis/
YropuwmHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHN
Il TMNY - 3MiHK 3 sikocTi. ADI. KoHTposnb A®I. 3miHa y

3a
peyenmom

UA/13080/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

BAKUMHA [03a) B nonepegHs0 Hepo3acoBaHo napameTpax cneuudikauii Ta/abo AONMYCTUMUX MEX,
And 3anoBHEHNX ro NPoAyKTy, BM3HaYeHuX y cneyndikauisx Ha A®l, abo
NMPO®INAKT wnpuyax 3 1-eto0 3anoBHEHHH, BUXiQHWIA/NPOMIDXHUIA NpOAYKT/pearexT, Wwo
KN (abo 2-ma) BTOPUHHE BVIKOPVCTOBYIOTbCSA Y Npoueci BupobHuutea Ad|
LUNOTEPII, OKPEMUMW rosikamu, naxkyBaHHs, (PO3LUMPEHHSA JOMYCTUMMUX MEX, BUSHAUYEHNX Y
NMPABLA, no 1 wnpuuy B KOHTPO/b AKOCTI, cneuudikalisix Ha BUXigHI MaTepiain/MpoMiKHI
KALUMOKY KapTOHHI ynakoBLi; BUMYCK CEpiii: NPOAYKTW, iKi MatoTb iICTOTHMIA BNAMB Ha AKICTb API
(ALENONAP | no 0,5 mn (1 posa) B CaHodpi MNacTep, Ta/abo roToBoro slikapcbkoro 3acoby) 3miHu
HUIA nonepeaHL0 PpaHLis; KpUTEPIiB NPUAHATHOCTI NokasHuka Kinetics of
KOMMOHEHT | 3anoBHeHUX BMPOGHMLTBO inactivation AN gjto4Mx peyoBMH MOHOBA/TEHTHUX
), FTENATUTY wnpuuyax 3 1-et0 roToBOro noniosipycis Tunis 1, 2 Ta 3. 3aTBepAKEHO:
B (abo 2-ma) Hepo3gracoBaHO Monovalent Type 1 — Slope calculation (DO, DO+24h,
PEKOMBIHA OKpPEMUMU rosiKamu, ro NpoaykKTy, DO0+48h) within — 0,1187 and — 0,1758. Monovalent
HTHA, no 1 wnpuuy B BTOPVHHE Type 2 — Slope calculation (DO, DO+24h, D0+48h)
noniomMien cTaHAapTHO- nakyBaHHs within — 0,0955 and — 0,1890. Monovalent Type 3 —
TY €KCMOPTHiN (wnpwvyp), Slope calculation (DO, D0+24h, D0+48h) within —
IHAKTUBOBA | ynakoBLj, sika KOHTPO/b SIKOCTI, 0,1090 and — 0,1933. 3anponoHoBaHo: Monovalent
HATA MiCTUTbCA Y BUMYCK CEpiil: Type 1 — A decrease of signal between DO and
3AXBOPIOB KapTOHHI Kopobui 3 CaHodpi MacTtep, DO0+72h must be observed. With loss of titer
AHb, iHCTpYKUieo ans dpaHuis; between DO and D0+24h = 3,4 and < 4,9
COPUYMNHEH | meguuHoro BTOPVHHE log10CCID50/mL. Monovalent Type 2 — A decrease
nx 3aCTOCyBaHHs; Mo nakyBaHHs1, of signal between DO and DO+72h must be
HAEMOPHIL 0,5wmn (1 po3a) B BUMYCK Cepiii: observed. With loss of titer between DO and D0+24h
us Tuny B nonepeaHL0 CaHodi-ABeHTiC 22,7 and < 4,4 log10CCID50/mL. Monovalent Type
KOH''OFOBA | 3anoBHeHUX MpaiBiT Ko. 3 — A decrease of signal between DO and D0+72h
HA, wnpuuyax 3 1-et0 nra., must be observed. With loss of titer between DO and
AACOPBOBA | (a6o 2-ma) Mnatchopma D0+24h = 2,8 and < 5,0 1og10CCID50/mL. TepMmiH
HA, PIAKA OKpemnmu rosikamu, NOTICTVKN Ta BBEJEHHS 3MiH - yepBeHb 2024. 3miHu Il Tuny -

no 10 wnpuuis B
KapTOHHIlA ynakoBLyj;
no 0,5 mn (1 gosa) B
nonepegHL0
3arnoBHEHUX
wnpuuyax 3 1-eto
(abo 2-ma)
OKPEMMUMM rofikamu,
no 10 wnpwuyis B
CcTaHfapTHO-
€KCMOPTHilA
ynakoBLi, sika
MIiCTUTbCA Y
KapTOHHIlA Kopo6Lii 3
iHCTpyKUi€eto Ans
MeAMYHOro
3acToCyBaHHs; Nno
0,5mn (1 gosa) y
hnakoHax, no 10
h/1aKoHIB y

ancTpubyuiiy m.
Bypanewr,
YropuwmHa

3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y
mMeTofax BunpobysaHHs A®| abo BuUXigHOro
marepiany/npoMiKHOTO NPOAyKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa API
(cyTTeBa 3miHa y
6ion10riYHOMY/iMyHOI0TIYHOMY/iIMYHOXIMIYHOMY
MeTogi BunpobyBaHHsA abo MeTofi, y AKoMy
BUKOPVCTOBYETLCA 6i0NOriYHNI peareHT ans
6ionoriyHoro Adl, abo iioro 3amiHa) 3miHn y
aHaniTMYHIn MeToauLi BUNpoByBaHHSA Ailounx
peyoBUH MOHOBA/IEHTHUX NONIOBIpYCIB TUNIB 1, 2 Ta
3 3a nokasHukom Kinetics of inactivation, a came: *
onTUMi3aLis HelTpanizaLii NoTeHLiiHoro
3a/1MLLKOBOrO thopMasibAerigy y 3paskax LWasxom
[opaBaHHsA BicybgoiTy HATpIO Mif Yac KislbkicHOro
BM3HAUYEHHS Ha [04aTOoK [0 6icybdiTy BxXe
[04aHoro Mig, yac Bigdopy 3paskis Ha BUPOOGHULTBI; *
[04aBaHHsA KOHTPO/II0 BaNTiAHOCTI, KU € BifOMOI0
TUTPOBAHOIO BiPYCHOI CYCMEH3IEl0, AN KOXHOro
MOHOB&JIEHTHOIO TVNy NOJIOBIPYCY; * BUKOHAHHS
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KapTOHHIV ynakosLy; KiNbKICHOTO BM3HAYeHHS B [iBOX MOBTOPHOCTSX;
no 0,5 mn (1 gosa) y * MOX/IMBICTb KOPUryBaTu po3BeeHHs BifnoBigHO
thnakoHax, no 10 [0 iHdhekuiliHoro TMTPY, AKWo Touka CCID50
ch1akoHiB B HenpaBW/IbHO BiALEHTPOBaHa; * iHPEeKLiHI TTpK
CcTaHfapTHO- pO3pPaxoByOTbCA 3a METOAOM HaNMEeHLLINX
€KCMOPTHilA KBagpartis. TepMiH BBEEHHS 3MiH - YepBeHb 2024
ynakoBLi, sika
MIiCTUTbCA Y
KapTOHHI KOpo6Li
51. FEKCAKCUM | cycneHsia ans CaHodi ®paHuia BMPOGHMLTBO ®paHuia/ BHECEHHS 3MiH 10 peecTpavLiliHiX MaTepianis: 3MiHU 3a - UA/13080/01/01
® | HEXAXIM iH’ekuii no 0,5 mn (1 MacTep roToBOro YropLumHa | TMny - 3miHn 3 AkocTi. APL. KoHTponb APL. 3miHa y peyenmom
BAKUMHA [03a) B nonepegHb0 Hepo3acoBaHo napameTpax cneuudikauiii Ta/abo AONyCTUMUX MEX,
ana 3anoBHEHNX ro NpoaykKTy, BM3HA4YeHNX Yy cneundikauisx Ha A®l, abo
MPO®INTAKT wnpuuax 3 1-et0 3anoBHEHHS, BVXiAHWIA/NPOMXHUIA NpOAYKT/peareHT, Wwo
NKIN (abo 2-ma) BTOPUHHE BMKOPUCTOBYHOTLCA Y NpoLeci BUpobHuuTea AdI
OUNOTEPII, OKpPEMUMU rosiKamu, nakyBaHHs1, (iHWi 3miHK).
NMPABLA, no 1 wnpuuy B KOHTPO/b SIKOCTI, OHoBeHHSA crneundikavii nimeniHoBoi knucnotu ( in-
KALLUJTIOKY KapTOHHI/ ynakosLi; BUMYCK Cepii: house specification), sika BUKOPUCTOBYETLCS Y
(AUENONAP | no 0,5 mn (1 gosa) B CaHodpi MacTtep, npoteci BupobHuuTea Ad| andtepitHoro
HUA nonepegHsL0 dpaHuis; aHatokcuHy (Purifide Diphtheria Toxoid (PDT)), a
KOMMOHEHT | 3anoBHeHUx BMPOBHULITBO came: BugasieHHs TecTiB Appearance, Solubility,
), TENATUTY wnpuuax 3 1-eto roTOBOro Melting point, Appearance of solution at 5% w/V,
B (abo 2-ma) Hepo3g)acoBaHo Sulfates, Lead, Ammonium, Sulfated ash Ta
PEKOMBIHA OKpemnmu rosikamu, ro NPOAYKTY, PO3LUNPEHHS HKHBOT MEXi KPUTEPI0 NPUAHATHOCTI
HTHA, no 1 wnpuuy B BTOPUHHE Ans nokasHka Pimelic acid content 3 “Not less than
noniomMieni cTaHAapTHO- nakyBaHHs 99.0% w/w” Ha “Not less than 98.0% w/w.” TepMiH
TY €KCMOPTHIN (wnpwryw), BBEAEHHS 3MiH - BepeceHb 2025 p.
IHAKTUBOBA | ynakoBLj, fka KOHTPO/Ib AKOCTI,
HATA MIiCTUTbCA Y BUMYCK Cepiii:
3AXBOPIOB KapTOHHI kopobLi 3 CaHocpi MNacTep,
AHb, iHCTpyKUi€eto Ans ®paHuis;
CNPUYNHEH | megnyHoro BTOPUHHE
nx 3aCTOCyBaHHS; No nakyBaHHs,
HAEMOPHIL 0,5 mn (1 gosa) B BUMYCK Cepiii:
us Tuny B nonepegHsL0 CaHochi-ABeHTiC
KOH'FOFOBA 3arnoBHEHNX MpaisiT Ko.
HA, wnpuudax 3 1-eto nra.,
AACOPBOBA | (a6o 2-ma) MnaTchopma
HA, PIAKA OKPEMUMW rosIKamu, NOTIiCTVKN Ta

no 10 wnpwuyis B
KapTOHHIA ynakoBLi;
no 0,5 mn (1 gosa) B
nonepegHL0
3aMN0BHEHUX
wnpuuax 3 1-eto
(abo 2-ma)
OKPEMMUMM rofikamu,
no 10 wnpuuyis B

AncTpubyuii y m.
Bypanewr,
YropLmHa
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
CTaHfapTHO-
€KCMOPTHil
ynakoBLi, sika
MICTUTBCA Y
KapTOHHIA Kopobui 3
iHCTpyKUieto Ana
MeAMYHOro
3aCTOCyBaHHS; No
0,5mn (1 po3a) y
chnakoHax, no 10
hnakoHiB y
KapTOHHIlA ynakoBsLyj;
no 0,5 mn (1 gosa) y
hnakoHax, no 10
oNakoHIiB B
CTaHfapTHO-
€KCMOoPTHiN
ynakoBLi, sika
MICTUTBCA Y
KapTOHHI Kopoo6Li
52. FEKCIKOH necapii no 16 mr; no TOB "®3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHux maTtepiasnis: 3MiHK 6e3 - UA/15850/01/01
5 necapiiB y "BIO®AP BIO®APMA" | TNy - 3MiHK 3 AKoCTi. [OTOBMIA Nikapcbkuii 3aci6. peyenma
KOHTYPHIl MA" KOHTPO/b AONOMDKHUX peyoBuH. 3MiHa napameTpis
YapyHKOBIl cneumdikauin Ta/abo AoNyCTUMUX MEX A5
ynakosLi; no 2 [OOMNOMIXHOT peyoBuHY (iHLWi 3MiHW) MprBeaeHHs
KOHTYPHI YapyHKOBI cneumadikaLii BXigHOro KOHTPOO 3a N. «B’A3KICTb»
ynakoBKM y navui 3 Ta «Baxki MeTanu» (BUIYyYEHHS MOKa3HMKa) Ha
KapTOHY [OMOMiXHY pevoBuHy «Makporon 400» y
BiANOBIAHICTb A0 BUMOT €Bponelickoi hapmakonei.
3MiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA NiKapCbKWii
3aci6. KOHTposib JONOMDKHUX PEYOBYH. 3MiHa
napameTpiB cneuudgikalii Ta/abo AoNyCTUMUX MEX
A5 AONOMDKHOT peyoBuHY (iHLWi 3miHn) MprBeaeHHs
cneuudikauii BXigHOrO KOHTPOSHO 3a N. «B’a3kicTb»
Ta «Baxki meTanu» (BUyYeHHS NOKa3HUKa) Ha
L0MOMiDKHY peqoBurHy «Makporosn 1500» y
BigNoBiAHICTb A0 BUMOTr €Bponeickoi dhapmakonei
53. FENbMIHTOK | TabneTku, BKpUTI Na6opato PpaHuis IHHOTepa LLys3i PpaHuis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHK 6e3 nionsieae UA/10137/01/01
Cc NiBKOBOO pist Il TMny - 3miln Wwoao 6e3nekn/edeKTMBHOCTI Ta peyenma
o060n0Hkoto, no 250 IHHOTEK hapmakoHarnsagy (iHwi 3MiHn) 3MiHWM BHECEHO A0
Mr, no 3 Tabnetkn y IHTepHacb IHCTPYKU|i ANA MeAUYHOro 3acTOCyBaHHA
6nictepi; no 1 noHanb nikapcbKoro 3acoby go posginis "/likapcbka popma”,

6nictepy B
KapTOHHIl KopooLi

"apmMakonoriyHi BNactmsBocCTi" (pefarysaHHs
TekcTy), "MNokasaHHA" (pegaryBaHHs TEKCTY),
"Oco6nMBOCTI 3aCTOCYBaHHA", "3acTocyBaHHS Y
nepiog, BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHA Ta o3un", "MobivHi peakui™ Ta
BiANOBIAHI 3MiHW A0 TEKCTY MapKyBaHHS YNakoBKW.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

BBefeHHs 3MiH NpoTArom 6-T1 MicALUiB nicns
3aTBEepPMXEHHS. 3MiHN Il TUny - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy. 3miHm
Y KOPOTKili XapakTepucTuL,i NikapCbKoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT 4151 MeANYHOro
3aCTOCYBaHHSA y 3B’A3KY i3 HOBYMM AaHUMM 3 SKOCTI,
OOKNIHIYHUMMN, KNIHIYHUMW JaHUMK Ta AaHUMK 3
hapmMakoHarnsagy - 3MiHM BHECEHO A0 iIHCTPYKLi Ans
MEeANYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
po3gainy "3actocyBaHHs y nepiof BariTHOCTi abo
rofysaHHs rpygar” (OHoBMEHHS iHdhopMaLil Wwoao
hepTunbHOCTI). BBEAeHHS 3MiH NpoTArom 6-u
MiCAILiB Mic/1a 3aTBepAKEHHS!

54.

FENbMIHTOK
C

TabneTku, BKPUTI
NiBKOBOO
060510HKO0, Mo 125
Mr, o 6 TabneTok y
6nictepi, no 1
6nictepy B
KapTOHHIlA KOpooLi

Na6opato
pist
IHHOTEK
IHTepHach
noHasnb

PpaHuis

IHHOTepa LLy3i

PpaHuis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3MiHu
Il TMny - 3miln Wwoao 6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHO 0
IHCTPYKU|i 418 MeANYHOro 3acTOCyBaHHA
nikapcbKoro 3acoby go posginis "/likapcbka popma”,
"®apmakonorivyHi BnactmBocTi" (pefaryBaHHs
TekcTy), "MNokasaHHA" (pefaryBaHHs TEKCTY),
"Oco6nMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHS Y
nepiog, BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHA Ta o3un", "MobivHi peakui’™ Ta
BIANOBIAHI 3MiHW A0 TEKCTY MapKyBaHHS YNakoBKW.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEepPKEHHS. 3MiHN Il TNy - 3MiHK Woa0
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsagy. 3miHm
Y KOPOTKili XapakTepucTuL,i NlikapcbKoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKLIT 4151 MeANYHOrO
3aCTOCYBaHHS y 3B’A3KY i3 HOBYMM AaHUMM 3 SKOCTI,
OOKNIHIYHUMMN, KNIHIYHUMW JaHUMK Ta AaHUMK 3
thapmMakoHarnsgy - 3MiHM BHECEHO A0 iIHCTPYKLi Ans
MEeANYHOro 3aCTOCyBaHHSA NiKapcbKoro 3acoby Ao
po3gainy "3actocyBaHHs y nepiof BariTHOCTi abo
roflyBaHHs rpygar” (OHoBMEHHS iHdhopMaLil Wwoao
hepTunbHOCTI). BBEeAeHHS 3MiH NpoTArom 6-tu
MicsILiB Micna 3aTBepAKEHHSs!

6e3
peyenma

nionsieae

UA/10137/01/02

55.

FEHOTPOIMIH
®

NOPOLLIOK
niochinisoBaHuii Ta
PO3YMHHWK A4NA
PO34UHY ON151 iH'EKLLIA
no 36 MO (12 mr); 1
abo 5 nonepefHb0
HanoBHEHNX PYYOK,
Lo micTaTb 1
[BOKaMepHuii
KapTpuoK (NnepeaHs
Kamepa 3 NopOoLLKOM

Mdpaiizep
IHK.

CLIA

Mdpaiizep
MeHtodekyypuH
r benbria HB

Benbris

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHK
| TNy - 3miHK 3 AkocTi. APl. KoHTponb AdI. 3miHa 'y
MeToAax BunpobyBaHHs A®| abo BUxigHOro
mMaTtepiany/npomiKHOro nNpoAayKTy/peareHTy, LWo
BMKOPVCTOBYETLCS Y NpoLieci BUpo6HuLTBa AD|
(He3HauHi 3MiHW y 3aTBEP)KEHNX MeToAax
BUNPO6YyBaHHS) He3HauHi 3miHM B po3gini 3.2.5.2.3.1
«KoHTponb matepianis — Npouec D», a came 3MiHK
B NepesiKy CUPOBUHU, L0 BUKOPUCTOBYETLCA Y
npoueci BMpo6bHuLTBa. 3MiHu Il Tuny - 3miHu 3
AKOCTi. A®I. KoHTposib ADI. 3miHa y meTogax

3a
peyenmom

UA/11798/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

Ta 3a4HA Kamepa 3
PO34YMHHVKOM NO
1,13 mn (M-kpeson,
maHiT (E 421), Boga
NS iH'eKUiA)) KoXHa,
Y KapTOHHii kopobuyj;
1 a6o 5 nonepegHb0
HarMoBHEHNX PYYOK,
Lo mictaTb 1
[BOKaMepHWuii
KapTpuoK (nepegHs
Kamepa 3 NopOoLLKOM
Ta 3a4HA Kamepa 3
PO34YMHHVKOM NO
1,13 mn (M-kpeson,
maHiT (E 421), Boga
[ONs iH'eKUiA)) KoXHa,
Y KapTOHHii Kopobuj

BMNpo6yBaHHA A®| abo BuxigHoro
mMartepiany/npomiKHOro nNpoaykTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NPOLIECi BUPO6HULTBA ADI

(cyTTeBa 3miHa y
6ionoriyHOMy/iMyHONOrYHOMY/iMyHOXIMIYHOMY
MeToZi BUNpobyBaHHA abo MeTofj, y sKoMy
BMKOPWCTOBYETbLCA 6i0N0riYHNIA peareHT Ans
6ionoriyHoro A®l, abo iioro 3amiHa) BnpoBamkeHHs
HOBOTO a/1bTEPHATVBHOIO PO6OYOro CTaHAapPTHOIo
matepiany (PCM), 30004 WPP, Bunyck C, skuii
6yZie BUKOPUCTOBYBATUCA A1 TeCTyBaHHSA AdPI
comatponiny. 3minu Il Tuny - 3miHn 3 aKocTi. API.
KoHTponb A®l. 3miHa y meTogax BunpobysaHHs Ad|
abo BuUXigHOro marepiasny/npomMixHoro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci Bupo6HuuTea A®| (cyTTEBa 3MiHa Y
6ionoriyHOMy/iMyHONOrYHOMY/iMyHOXIMIYHOMY
MeToZi BUNpobyBaHHA abo MeTofj, y AKoMy
BMKOPWCTOBYETbLCA 6i0N0riYHNIA peareHT Ans
6ionoriyHoro A®l, abo iioro 3amiHa) BnpoBamkeHHs
HOBOTO a/IbTEPHATUBHOIO METoAy BUNPOOYyBaHHSA
A®I| 3a nokasHWKOM «laeHTudikalis comarponiHy
(meToA TPUNTUYHOT NENTUAHOI KapTn)» (TM-8693A)
(3aTBepaxeHo metog T604 TAB5S05). 3miHu Il Tvny -
3MiHu 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTposb
roTOBOro NikapcbKoro 3acoby. 3miHa y MmeTofax
BMNPOGYBaHHSA roTOBOrO /iKaPCbKOro 3acoby
(cyTTeBa 3miHa y
6ionoriyHOMy/iMyHONOrYHOMY/iMyHOXIMIYHOMY
MeToZi BUNpobyBaHHA abo MeTofj, y skoMy
BVIKOPVCTOBYETbLCS GIO/IOrYHMIA peareHT, abo ix
3amiHa, abo 6io/10riYHOro Npenapary NopiBHAHHSA
(cTaHpapTHOro npenapaty), Wo He 3a3HaYeHuii y
3aTBEPAKEHOMY NPOTOKO/i) BnpoBagKeHHsi HOBOro
afbTepHATUBHOrO PO60YOro CTaHAapPTHOro
matepiany (PCM), 30004 WPP, Bunyck C, sikuii
6yfe BYKOPUCTOBYBATWCA AN1a TeCcTyBaHHsA /13, a
TaKoX 3anpoBapKEHHA NPOTOKONY NS KpUTEpIiB
NPUIAHATHOCTI MainbyTHboro PCM. Okpim TOro,
He3HauHi 3MiHVM 40 MeTOoAjB, SKi CMPUYMHEH] 3MIHO
PCM: «lgeHTudpikauis comatponiny O®-BEPX» (R
606 TAB 498-00), «YuctoTa. Po3nogin noninentuzis
- meTog, SDS-PAGE: arperatu, pparmeHTy,
MoHoMep» (S601 TAB 511), «KinbkicHe BU3HAYEHHS.
MeTop renb-npoHukato4oi xpomartorpadii (SEC)» (S
663 TAB 499) Ta He3HauYHi 3MiHM 10 METOAiB B
pesynbTaTi ayamuTy BignoBigHOCTI, 4118 KpaLLoro
Y3TOPKEHHS PErYNIATOPHNUX METOAIB 3 BHYTPILIHIMK
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep

peecmpayiliHo2o

nocsio4YeHHs

npoueaypamu: «lgeHTudikauis comatponiHy (MeTog,
i30enekTpnyHoro hokycysaHHs» (S611 TAB 510-
00), «KinbkicHe BU3HaueHHs M-kpe3ony» (C252 TAB
495-00), «lgeHTudikauis comatponiHy (MeTog,
TPUNTUYHOI NENTUAHOT kapTun)» (T604 TAB505).
3MiHu Il TUny - 3MiHK 3 AKOCTi. FOTOBWIA NiKapChKMiA
3aci6. KoHTposib roToBOro nikapcbkoro 3acoby.
3MiHa y meTogax BunpobyBaHHA roTOBOro
NiKkapcbKoro 3acoby (cyTTeBa 3miHa y
6ion10riYHOMY/iMyHOOTIYHOMY/iIMYHOXIMIYHOMY
MeTogi BunpobyBaHHsA abo MeTofi, y AKoMy
BUKOPWCTOBYETLCA 6ioNoriyHnii peareHT, abo ix
3amiHa, abo 6i0/10riYHOr0 Npenapary NopiBHAHHSA
(cTaHfapTHOro nNpenapary), Wo He 3a3HadYeHnid y
3aTBEpMKEHOMY NPOTOKONI) BBEAEHHSA HOBOrO
a/lbTEPHATUBHOIO MeToAy BuUNpobysaHHA N3, a
came meTtogy «laeHTudikauis comaTponiny (MeToz
TPUNTUYHOT NeNTUAHOT kapTu)» (TM-8693A)
(3aTBEpmKeHo meToa T604 TAB505)

56.

FEHOTPOIMIH
®

NOPOLLIOK
niocphinisoBaHuii Ta
PO3YMHHWK AN1A
PO34UHY ON15 iH'EKUIA
no 16 MO (5,3 mr); 1
nonepegHL0
HarnoBHeHa pyuka,
Lo MicTuTb 1
[ABOKaMepHwuii
KapTpuoK (NnepegHs
Kamepa 3 NopOLLKOM
Ta 3a4HA Kamepa 3
PO34YMHHMKOM NO
1,14 mn (M-kpeson,
maHiT (E 421), Boga
Ans iH'ekuiin)), y
KapTOHHI Kopo6Lyj;
1 nonepeAHbLO
HanoBHeHa pyuka,
Lo MicTuTb 1
[ABOKaMepHWuii
KapTpuoK (NnepegHs
Kamepa 3 NopOLLKOM
Ta 3a4HA Kamepa 3
PO34YMHHMKOM NO
1,14 mn (M-kpeson,
maHiT (E 421), Boga
Ans iH'ekuiin)), y
KapTOHHI/ Kopobui

Mdpaiizep
IHK.

CLIA

NOBHUIA LMK
BMPOGHMLTBA,
BWMYCK Cepil:
Mdpaiizep
MeHtodekiypuH
r Benbris HB,
Benebris;
BMPOGHULITBO in
bulk, koHTpONb
SAKOCTI,
nepBrHHE
nakyBaHHs:
Betep dapma-
®epTuryHr Frm6X
i Ko. KT,
HimeuyunHa

Benebrisi/
HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3MiHu
| TNy - 3miHK 3 AkocTi. APl. KoHTponb AdL. 3miHa 'y
MeTodax BunpobyBaHHs A®| abo BUXigHOro
mMartepiany/npomiKHOro nNpoAayKTy/peareHTy, LWo
BMKOPWCTOBYETLCS Y NpoLieci BUPo6HMLTBa AD|
(He3HauHi 3MiHM y 3aTBEepKEHNX MeToAax
BUNPo6yBaHHSA) He3HauHi 3mMiHM B po3gini 3.2.5.2.3.1
«KoHTponb matepianis — lNpouec D», a came 3MiHK
B MepesiKy CMPOBWHMU, L0 BUKOPUCTOBYETLCA Y
npoueci BUpo6HULUTBa. 3MiHu Il TUnNy - 3MiHK 3
AKoCTi. A®I. KoHTposb AdI. 3miHa y meTogax
BMNpo6yBaHHA A®I abo BuxigHOro
mMartepiany/npomiKHOro nNpoAayKTy/peareHTy, LWo
BMKOPVCTOBYETLCS Y NpoLieci BUPo6HMLUTBa AD|
(cyTTeBa 3miHa y
6ionoriyHOMY/iMyHONOrYHOMY/iMyHOXIMIYHOMY
MeToAi BUNpobyBaHHA abo MeTogj, y skoMy
BMKOPWCTOBYETbLCA 6ioNoriYHniA peareHT Ans
6ionoriyHoro A®l, abo iioro 3amiHa) BnpoBamkeHHs
HOBOTO a/1bTEPHATVBHOIO PO6OYOr0 CTaHAapTHOro
matepiany (PCM), 30004 WPP, Bunyck C, skuii
6yZie BUKOPUCTOBYBATUCA A1 TeCcTyBaHHSA AdPI
comatponiny. 3minu Il Tuny - 3miHn 3 sKocTi. API.
KoHTponb A®I. 3miHa y meTogax BUnpobysaHHs Ad|
ab0o BUXigHOro marepiasay/npomMixHoro
NpoayKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoteci Bupo6HuuTea A®| (cyTTEBa 3MiHa Y
6ionoriyHOMY/iMyHONOrYHOMY/iMyHOXIMIYHOMY
MeTogi BUNpobysBaHHs abo MeTogi, Y SkoMy

3a
peyenmom

UA/11798/01/01
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Hassa

®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

BMKOPWCTOBYETbLCA 6i0N0riYHNIA peareHT Ans
6ionoriyHoro A®l, abo iioro 3amiHa) BnpoBamkeHHs
HOBOTrO a/IbTEPHATUBHOIO METoAy BUNPOOYyBaHHSA
A®| 3a nokasHWKOM «laeHTudikalis comarponiHy
(meToA TPUNTUYHOT NENTUAHOI KapTn)» (TM-8693A)
(3aTBepaxeHo metog T604 TAB5S05). 3miHu Il Tvny -
3MiHu 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTposb
roTOBOro NikapcbKoro 3acoby. 3miHa y MmeTofax
BMNPOGYBaHHA roTOBOrO /iKaPCbKOro 3acoby
(cyTTeBa 3miHa y
6ionoriyHOMy/iMyHONOrYHOMY/iMyHOXIMIYHOMY
MeToZi BUNpobyBaHHA abo MeTofj, y sKoMy
BVIKOPVCTOBYETbLCS GIO/IOrYHMIA peareHT, abo ix
3amiHa, abo 6io/10riYHOro Npenapary NopiBHAHHSA
(cTaHpapTHOro npenapaty), Wo He 3a3HaYeHuii y
3aTBEPAKEHOMY NPOTOKO/i) BnpoBagKeHHsi HOBOro
aflbTepHaTUBHOrO PO60YOro CTaHAapPTHOro
matepiany (PCM), 30004 WPP, Bunyck C, sikuii
6yfe BYKOPUCTOBYBATWCA AN1a TeCcTyBaHHsA /13, a
TaKoX 3anpoBapKEHHA NPOTOKONY NS KpUTEpIiB
NpUIAHATHOCTI MainbyTHboro PCM. Okpim TOro,
He3HauHi 3MiHVM 40 MeTOoAjB, SKi CMPUYMHEH] 3MIHO
PCM: «lgeHTudpikauis comatponiny O®-BEPX» (R
606 TAB 498-00), «YuctoTa. Po3nogin noninentuzis
- meTog, SDS-PAGE: arperatu, pparmeHTy,
MoHoMep» (S601 TAB 511), «KinbkicHe BU3HAYEHHS.
MeTop renb-npoHukatoyoi xpomartorpadii (SEC)» (S
663 TAB 499) Ta He3HauYHi 3MiHM 10 METOAiB B
pesynbTaTi ayamuTy BignoBigHOCTI, 4118 KpaLLoro
Y3rO[PKEHHS PErYNATOPHNUX METOAIB 3 BHYTPILLHIMK
npoueaypamu: «lgeHTudikauis comatponiHy (MeTog,
i30enekTpnyHoro hokycysaHHs» (S611 TAB 510-
00), «KinbkicHe B13HaueHHs M-kpe3ony» (C252 TAB
495-00), «lgeHTndikauis comatponiHy (MeTog,
TPUNTUYHOI NENTUAHOT kapTun)» (T604 TAB505).
3MiHu Il TUny - 3MiHK 3 AKOCTi. FTOTOBWIA NiKapCbKMiA
3aci6. KoHTposb roToBOro nikapcbkoro 3acoby.
3MiHa y MmeTogax BunpobyBaHHA roTOBOro
NiKkapcbKoro 3acoby (cyTTeBa 3miHa y
6ion10riYHOMY/iMyHOOTIYHOMY/iIMYHOXIMIYHOMY
MeTogi BunpobyBaHHsA abo MeTofi, y AKoMy
BUKOPWCTOBYETLCA 6ioNoriyHnii peareHT, abo ix
3amiHa, abo 6i0/10riYHOro Npenapary NopiBHAHHSA
(cTaHfapTHOro nNpenapary), Wo He 3a3HadYeHuid y
3aTBEPKEHOMY NPOTOKONI) BBEAEHHSA HOBOrO
a/lbTEPHATUBHOIO MeToAy BuUNpobysaHHA 13, a
came meTtogy «laeHTudikauis comaTponiny (MeToz
TPUNTMYHOT NenTUAHOI kapTn)» (TM-8693A)
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(3aTBEpmKeHo meToa T604 TAB505)
57. FEHTAKCAH NopoLUoK AN TOB YkpaiHa BMPOBHULITBO YkpaiHa BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHU 6e3 niosnsieae UA/17134/01/01
® HaLLKipHOro "dapmate [030BaHo| | TMny - 3MiHK 3 AKOCTi. FOTOBMIA NikapCbknin 3aci6. peyenma
3acTocyBaHHs, Mo 2 BTUYHA dhopmu, CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
r,5rta8ry KOMnaHis nepBuHHe Ta pO3Mipy yNnakoBKu roTOBOrO /liKapcbKoro 3acoby
hnakoHi- "®apKoC" BTOPVHHE (BWTyYEHHS1 yNakoBKM MEBHOTO po3mipy). BunyyeHHs
KpanenbHuuj, no 1 nakyBaHHs: yNaKkoBK1 NEBHOIO PO3MIpY 3 MapKETUHIOBUX
onakoHy- MpAT MipKyBaHb.
KpanesnbHuLi B nayi "papmMaueBTNYH
3 KapToHY a pipma
"®apKoC",
YkpaiHa
NOBHWIA LMK
BMpOBOHULTBA
N3, nepBuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BWMYCK Cepil:
TOB
"papmMaueBTNYH
a KomnaHist
"®apKoC",
YkpaiHa
58. rpnouynTP NopoLUoK AN Tosapuct YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHU 6e3 nionsieae UA/1470/01/02
OH ®OPTE OpasIbHOro PO34nHY, BO 3 06MEXEHO | TMny - 3MiHKn Wo[o 6e3nekn/eheKTUBHOCTI Ta peyenma
no 4,0 r NopoLuky B 06MEXeHO BiAnoBigasIbHICT thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
nakeTi; no 10 10 10 NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
nakeTiB y KapTOHHIi Bignosiga "papmMaueBTUYH IHCTPYKL|i 415 MeAUUYHOro 3acTocyBaHHA Ha nigcTasi
KOpo6Li NBHICTIO a Komnaist perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
"®bapmaue "3popos'a" nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
BTMYHA 3acTOCyBaHHS MikapcbKoro 3acoby B
KOMNaHis nicnspeecTpauiiinii nepiog, abo Sk pesynbTar
"3popos's" OL|iHKM 3BITY 3 AOC/iAXeHb, NPOBEAEHUX BIAMNOBIAHO

[0 nnaHy negiatpuyHux gocnigkers (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
opraHom).
3MiHM BHECEHO B IHCTPYKLiIO 418 MeAUYHOro
3acToCyBaHHS NiKapcbKoro 3acoby Ao po3gainis
"B3aemogia 3 iHWMMKM Nikapcbkumn 3acobamm Ta
iHWIi BUAn B3aemogiin", "OcobMBOCTi 3acTOCyBaHHS"
BiANOBIAHO 40 OHOBMIEHOI iHGhopMaL,i 3 6e3nekn
3aCTOCYBaHHS [it040T pe4yoBMHY NiKapCcbKOro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepxeHHsA. CynyTHA 3MiHa- 3MiHVW LWoA0
6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
BHeceHHs abo 3miHa(v1) Ao 3060B'sI3aHb Ta YMOB
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

BMAAui peecTpaviiHoro NocBigYEeHHS, BK/IOYaoum
MnaH ynpasniHHA pyu3nkamu (3aCTOCYBaHHSA TEKCTY,
AKUIA NOTOKEHUIA 3 KOMNETEHTHUM OpPraHoM).
3asaBHVKOM HaflaHO OHOBJIEHWUIA MnaH ynpasiHHA
pusmkamm Bepcisa 2.0. 3MiHY BHECEHO A0 YacTuH: V
«3axo4M 3 MiHimizauji pu3ukie», VI «Pestome nnaHy
ynpasAiHHA pusmkamm», VIl «Jogatku».

59.

rPUNounTP
OH XOT
OPAHX

NOPOLLOK AnA
OpasIbHOT0 PO3UMHY
no 4 r y nakeTi; no
10 nakeTiB y
KapTOHHI Kopo6Lyj;
no 4 r y nakeTi; no 5
CnapeHunx nakeTiB y
KapTOHHI Kopoobui

ToBapuct
BO 3
06MeXeHO
0
Bignosiga
NBHICTIO
"®Gapmate
BTUYHA
KOMMaHis
"3popos'a”

YKpaiHa

ToBapucTso 3
06MexeHoto
BignoBigasbHICT
10
"papmMaueBTNYH
a KoMnaHis
"3popos'a”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHU
| Tuny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKL|i 415 MeAUUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iAXeHb, NPoBeAEHUX BIAMNOBIAHO
[0 nnaHy negiatpnynunx gocnigkernb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom).
3MiHM BHECEHO B IHCTPYKLiIO 418 MeAUYHOro
3aCcTOCyBaHHS NiKapcbKoro 3acoby Ao po3ginis
"B3aemogia 3 iHWMMM Nikapcbkumn 3acobamm Ta
iHWIi BnAn B3aemogiin”, "OcobaMBOCTi 3aCTOCyBaHHS"
BiANOBIAHO 40 OHOBMEHOI iHhopMaL,i 3 6e3nekn
3aCTOCyBaHHSA [jit040T pe4yoBMHY NiKapCbKOro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepMxeHHs. CynyTHS 3MiHa- 3MiHu LWoao
6e3nekn/edheKTVBHOCTI Ta papMakoHarnagy.
BHeceHHs abo 3miHa(v1) Ao 3060B'si3aHb Ta YMOB
BMAAYi peecTpaviiHoro NocBigYeHHs, BK/IOYaoum
MnaH ynpaBniHHA pu3nkamu (3acToCyBaHHA TEKCTY,
AKUA NOTOMKEHWI 3 KOMNETEHTHUM OpPraHoMm). 3MiHu
BHECEHO A0 4acTuH: V «3axoaun 3 MiHimisauii
pu3ukiB», VI «Pe3tome nnaHy ynpasniHHA
pusmkamm», VIl «logatku». MpeactaBneHi 3MiHn B
iHhopMmauii 3 6e3nekn LWoA0 BHECEHHS 3MiH Ta
[OMNOBHEHb Ha MiAcTaBi pekomeHaauin CyBopux
perynaTopHux areHuin (PRAC EMA) Tta JELL MO3
YKpaiHu, MoXyTb GyTV peKoMeHA0BaHi 40
3aTBEPKEHHS Ta BHECEHHS B iHCTPYKL0 AN
MEeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby

6e3
peyenma

nionsieae

UA/1470/01/01

60.

AAPINIA

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKOI0, 3
mr/0,02 mr no 28
(24+4) TabneTok y
6nictepi; mo 1

BAT
"TefeoH
PixTep"

YropumHa

BAT "TeneoH
PixTep"

YropumHa

BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU
| TMny - 3miHu 3 AkocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiin dhapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOBEHOrO cepTudikaTa BignoBiAHOCTI
ab0 BUIYYEHHN cepTudikaTta BifgnoBigHOCTI

3a
peyenmom

UA/11801/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(1x24+4) abo no 3 €Bponevicbkinn hapmakonei: ans A®l; ans BuxigHoro
(3x24+4) 6nictepu mMartepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
pasom 3 nnackum BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
KapTOHHUM [O0MOMDKXHOT peyoBuHM (cepTudikaT BignoBigHOCTI
dyTnsapom ans €Bponelicbkiin hapmakonei) - HoBuii cepTudikat Big,
36epiraHHsA BXE 3aTBepKEeHOro BUpobHMKa. MofaHHA HOBOro
6nicTepa, TWKHEBUM cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
KaneHgapem- thapmakonei Ne RO-CEP 2021-508 - Rev 00 gnis
CTiKepom y Aitoyoi peyosrHy Drospirenone npouec P1 Big Bxe
KapTOHHI ynakoBsL,i 3aTBepmkeHoro BupobHuka GEDEON RICHTER
PLC. (3amiHa ASMF, AP/RP 03 rpyaHsa 2021 p. 00-
01).
61. AEKCA- PO34nH ANA iH eKUin, | ToBapucT YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [0 peecTpaliiiHnx matepianis: 3MiHW 3a He UA/15314/01/01
340POB'A 25 mr/mn; no 2 mn B BO 3 06MeXeHo | TMny - 3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta peyenmom niosnsieae
amnyni; no 5 a6o 10 | obmexeHo BiANOBIga/IbHICT thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumLi
amnyn y KapTOHHIl 10 10 nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
Kopobui 3 Bignosiga "papmaueBTUYH IHCTPYKLiT A/ Me4MYHOro 3aCTOCYBaHHs Ha nigcrasi
neperopogkamMu; no NBHICTIO a KoMnaHis perynspHO OHOB/IHOBAHOTO 3BiTY 3 6e3neku
2 Mn B amnyni; no "®apmaue "3popos's" nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
10 amnyn y 6nictepi; BTUYHA 3acTOoCyBaHHSA NikapcbKoro 3acoby B
no 1 6nictepy y KOMNaHis nicnspeecTpaviinnii nepiog, abo sk pesynbTtart
KapTOHHI kopo6Lyj; "3popos's" OLiHKVM 3BIiTYy 3 AOC/igKEeHb, MPOBEAEHNX BiAMNOBIAHO
no 2 M B amny/ii; 00 nnaHy negiatpuyHux gocnimpxkeHs (PIP) (3MiHy
no 5 amnyny Y3rO[PKEHO 3 KOMMETEHTHWUM YNOBHOBaXKEHNM
6nicTepi; no 1 abo 2 opraHoM) 3MiHM BHECEHO B IHCTpyKLito Ans
6nictepu y MeANYHOro 3acToCyBaHHA NiKapcbKoro 3acoby Ao
KapTOHHI KOpoobLyi po3ainy "3acTocyBaHHSs y nepiog BariTHOCTi abo
roflyBaHHs rpyaar” BiANOBiAHO [0 OHOBMEHOT
iHcbopMmaLii Wwoao 6e3nekn 3acTocyBaHHA Aitoyoil
peyoBUHM 3rigHO 3 pekomeHaauieto PRAC.
BBefeHHs 3MiH NpoTArom 6-T1 MicALUiB nicns
3aTBepmkeHHs. CynyTHS 3MiHa - 3MiHW Woa0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta yMOB
BMAaui peecTpaviiHoro NocBifAYeHHs, BK/IOUaoum
MnaH ynpaeniHHA pyu3vkamu (3acTOCyBaHHSA TEKCTY,
AKUIA NOTOKEHUI 3 KOMNETEHTHUM OpraHoMm)
3asaBHMKOM HaiaHO OHOBJIEHWUIA MNaH ynpaBiHHA
pvi3vkamu Bepcis 2.0
3MiHV BHECEHO A0 YacTuH: | «3arasibHa
iHbopmaLis», V «3axoan 3 MiHiMi3awii pu3nkie», VI
«Pestome nnaHy ynpasniHHA pusmkamu», VI
«JlofaTkn» y 3B’A3Ky 3 KOpPeryBaHHAM PYTUHHUX
3axofiB 3 MiHiMi3aLii pu3ukiB Ha nigcTasi
pekomeHngauii PRAC wopao 3miHu iHdhopmadii 3
6e3nekn B MPOEKTI iIHCTPYKLIiT A8 MeanYHOro
3aCTOCYyBaHHSA
62. AEKCINAHT® | kancynu 3 Takena CLWA BMPO6HMLUTBO 32 | HimeyunHa/ | BHECEeHHS 3MiH 10 peecTpaliiiHuX maTepiasiB: 3MiHU 3a - UA/13660/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
MogucpikoBaHUM dapmacb MOBHVM LWMK/IOM: IpnaHgis/ | Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta peyenmom
BUBINIbHEHHAM loTiKaU1C Takepa Mm6X, ITanis thapmakoHarnagy. BeegeHHs abo 3miHn fo
TBepAi no 30 mr; no CLUA, IHK. micue y3araslbHeHUX faHux Npo cuctemy dhapmakoHarnsgy
14 kancyny BMPOGHMLTBA (BBEAEHHSA y3araslbHEHVX AaHUX NPO CUcTemMy
6nicTepi; no 1 abo OpaHieHbypr, thapmakoHarnsgy, aMmiHa ynoBHoOBaXeHoI ocobu,
no 2 6nictepu B HimeuunHa,; BiANOBIAANLHOI 3a 3AiiCHEHHSs hapmakoHarnaay;
KapTOHHI KopoobLi BMPOGHMLTBO KOHTaKTHOI 0cobu 3 hapMakoHarisay 3asBHvKa ois
Hepo3ghacoBaHo 3pjificHeHHs1 hapMakoHarnsay B YkpaiHi, KLU0 BOHA
T npoAykKuji: BiIMiHHa Bif, YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
Takepa lpnaHgis 3a 3AjicHeHHs hapMakoHarisay (BKIYarum
N, Ipnangis; KOHTaKTHi AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
nepBuHHe Ta thaiina cuctemm chapmakoHarnsgy). 3MiHa
BTOPUHHE YMOBHOBaXEHOI 0C06Y 3aABHMKa, BiANoBifaIbHOT 3a
nakyBaHHs, chapmakoHarnsag,
[03Bin Ha [itoya pepakuis: Simon Ashworth. MponoHosaHa
BWMYCK Cepil: pepakuisi: g-p Cymit Mynmpkan / Sumit Munjal. 3miHa
Jendapm KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0CO6U 3asBHUKA,
Hosapa C.p.n., BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
ITanis KOHTaKTHOT 0CO6U 3asiBHMKA, BiAgnoBigaibHOI 3a
thapmakoHarnag B YkpaiHi. itoua pegakuis:
CamoHeHko MapuHa BonogumupisHa. MNMponoHosaHa
pepakuis: YpeTin Ceprili IBaHOBMY.
3MiHa MicLe3HaxomKeHHsA MacTep-haiina cucremm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iAiCHEHHS] OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy.

63. AEKCINMAHT® | kancynu 3 Takefa CLWA BMPOGHMLTBO 3a | HimeuunHa/ | BHECEHHS 3MiH 40 peecTpaliinHux maTepiasis: 3MiHU 3a - UA/13660/01/02
MoaudpikoBaHUM dapmacb MOBHWM LMK/IOM: IpnaHgis/ | Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta peyenmom
BUBINIbHEHHAM oTiKaU1C Takepna 'm6X, ITanis thapmakoHarnagy. BeegeHHs abo 3miHn fo
TBepAi no 60 mr; no CLUA, IHK micue y3araJibHeHUX faHux Npo cuctemy dhapmakoHarnsgy
14 kancyny BMPOGHMLTBA (BBEAEHHSA y3araslbHEHVX AaHUX NPO CUcTeMy
6nictepi; no 1 abo OpaHieHbypr, thapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
no 2 6nictepu B HimeuunHa,; BiANOBIAaNbHOI 3a 34iiCHEHHSA hapmakoHarnagy;

KapTOHHIA KopoobLi BMPOGHMLTBO KOHTaKTHOI 0cobu 3 hapMakoHarisay 3asBHvKa ons
Hepo3g)acoBaHO 3pjiicHeHHs1 hapMakoHarnsay B YKpaiHi, KLU0 BOHA
T npoAykuji: BiIMiHHa Bif, YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
Takepa lpnaHgis 3a 3[jicHeHHs hapMakoHarnsay (Bkiyarum
N, Ipnangis; KOHTaKTHi flaHi) Ta/abo 3MiHM Yy PO3MILLLEeHHI MacTep-
nepBUHHE Ta thaiina cuctemun chapmakoHarnsgy). 3miHa
BTOPUHHE YMOBHOBaXEHOI 0C06YM 3aABHMKa, BigNoBifabHOT 3a
nakyBaHHs, chapmakoHarnsg,
[03Bin Ha [itoua pepakuis: Simon Ashworth. MponoHosaHa
BWMYCK Cepil: pepakuisi: g-p Cymit Mynmpkan / Sumit Munjal. 3miHa
Jendbapm KOHTaKTHUX AaHnX YNOBHOBaXXEHOI 0CO6U 3asBHUKA,
Hosapa C.p.n., BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
ITanis KOHTaKTHOT 0CO6U 3asiBHMKA, BiAgnoBigabHOI 3a

thapmakoHarnag B YkpaiHi. jitoua pefakuis:
CamoHeHko MapuHa BonogumupisHa. lNponoHosaHa
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
pepakuis: YpeTiin Ceprili IBaHOBMY.
3MiHa MicLe3HaxoMKeHHsA MacTep-haiina cucremm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iAiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy.
64. MKA3 MMKOC | Tabnetkun, BKpUTI Bariep AT, HimeuunH MepBuHHA Ta HimeuyunHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepiasiB: 3MiHM 3a He UA/12143/01/01
060n10HkKot0, Ne 28: HimeuuunH a BTOpPUHHA | Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta peyenmom nionsizae
no 24 tabnetku a yrnakoBkKa, thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui
POXeBOro Konbopy i [03Bin Ha nNiKapcbKoro 3acoby, TEKCTI MapkyBaHHS Ta
no 4 TabneTku BWMYCK Cepil: IHCTPYKLU|i 415 MeAUYHOro 3aCTOCyBaHHA Ha nigcrTasi
CBIT/10-0paHXeBoro Baiiep AT, perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
Konbopy B 6nicTepi, HimeuunHa,; nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
no 1 6nictepy B Bupo6HMuTBO 3a 3aCTOCYBaHHS NiKapCbKoro 3acoby B
KapTOHHI nauwi NMOBHWUM LK/IOM: nicnsipeecTpauiiinii nepiog, abo sk pesynbtar
Baiiep Balimap OLIiHKVM 3BIiTYy 3 AOC/iAKEHb, NPOBEAEHNX BiAMNOBIAHO
v6X i Ko. KT, [0 nnaHy negiatpuyHux gocnigkers (PIP) (3MiHy
HimeyunHa Y3rO[KEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHV BHECEHO A0 IHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3ainis "MNpoTunokasaHHs", "Oco6/IMBOCTI
3acTocyBaHHs", "Mo6ivHi peakwii" cTOCOBHO
iHchopMmawii 3 6e3neku LLoA0 paKy MOIOYHOI 3a/1031
Bi4NOBIAHO 40 OHOBMEHOT iHChopMaLi 3 6e3neku
Aitounx pevyosuH. BeegeHHs 3MiH npoTsarom 4-x
MicsILiB Micnsa 3aTBepAKEHHSs!
65. ANKNAK® PO34MH AN5 iH KL, CaHpo3 CnoseHis Nex CnoseHis BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHU 3a - UA/1202/03/01
75 mr/3 mn; no 3 mn dapmach dapmaueBTNYHa | Tuny - AAMiHICTpPaTMBHI 3MiHW. BunyyeHHs peyenmom
B amnyni; no 5 loTikan3 KOoMnaHis a.4. BMPOGHWYOT AinbHUL (BKIKOYAKUU AiMbHULI ANS
amnyn B KAPTOHHIl a.n. A®I, NpoMiXXHOro NPoAyKTY abo roToBOro

Kopobui

nikapcbKoro 3acoby, AinbHUL AN NPOBeAEHHS
nakyBaHHs, BUPOBGHMKA, BiNOBIAaIbHOMO 3a BUMYCK
cepiid, Micue NPoBefEeHHS KOHTPOSHO cepii) abo
nocTavasibHvKa BUXiAHOro maTepiasty, peareHTy abo
[,0MOMDKHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y [OChE)
BWYYEHHSI BUPOOHMYOT AiNbHULL AiH0HOT pevoBUHM
ounknocbeHaky HaTpito Unique Chemicals (A Division
of J.B. Chemicals & Pharmaceuticals Ltd.), IHgjs.
3MiHu | TUNY - 3MiHK 3 sIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. Cuctema KoHTeliHep/3aKkynoptoBasibHWiA 3aci6.
3MiHa y NepBWHHIlA yNnakoBLji roTOBOrO /ikapCbKOro
3acoby (Tvn KoHTelHepa abo foAaBaHHS HOBOTO
KOHTelWiHepa) - BunyyeHHs NepBrHHOI yNakoBKu, LLO
He Npu3BOANTbL [0 NOBHOMO BUYYEHHS NiKapCbKOro
3aco6y 3 NEeBHOK CWU/IOK Al abo Yy NEeBHii Nikapcbkiii
chopmi. BunyyeHHs Tmny koHTelHepa amnynu 3 M
npo3opi, 6nakntHi OPC ana BupobHuLTBa
nikapcbKoro 3acoby. 3atBepaxeHo: Ampoules 3 ml
clear, blue OPC, Ampoules C3 OPC Orange Ring;
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

3anponHoBaHo: Ampoules C3 OPC Orange Ring.
3MiHu | TUnNY - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkinn dhapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa BignoBigHOCTI
ab0o BUNyYeHHA cepTudikarta BifnoBigHOCTI
€Bponevicbkiin hapmakonei: ans A®l; ans BuxigHoro
mMartepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[O0MOMDKHOT peyoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTugikart Bif y)Xe 3aTBepaKeHOro BUpobHMKa.
MogaHHsA OHOBIEHOrO cepTuddikaTa BiANOBIAHOCTI
€Bponelicbkiin papmakonei Ne R1-CEP 1997-066 -
Rev 04 (3aTBeppxeHo: R1-CEP 1997-066 - Rev 03)
[ONA Oil4oi peyoBrHY AVKNIOgeHaKy HaTpilo Bif Bxe
3aTBepxeHoro Bupo6Hrka Amoli Organics Private
Limited, IHgis

66.

ANKNODEHA
K

Tabnetkn no 0,05 ;
no 10 TabneTtok y
6nictepax; no 10
Tabnetok y 6nictepi;
no 1, no 3 a6o 10
6nicTepis y nayui 3
KapTOHY

MAT
"Ximchapm
3aB0/,
"YepsoHa
3ipka"

Ykpaina

NAT
"Ximchapm3asop
"UepsoHa 3ipka"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLiT A/ MeAMYHOro 3aCTOCYBaHHS Ha nigcrasi
perynsipHoO OHOBJ/IOBAHOrO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHSA nikapcbkoro 3acoby B
nicnspeecTpaviinnii nepiog, abo sk pesynbTtart
OLiHKVM 3BITYy 3 AOC/igKEeHb, MPOBEAEHNX BiAMNOBIAHO
00 nnaHy negiatpuyHux gocnimpxkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMETEHTHUM YMOBHOBaXKEHUM
opraHom) 3MiHV BHECEHO A0 iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3ainy "3acTocyBaHHSs y nepiog BariTHOCTi abo
roflyBaHHs rpyaar” WoAo 6e3nekun 4ilo4oi pevoBrHN
BiANOBIAHO A0 pekomeHaauin PRAC. TepMmiH
BBE/IEHHS 3MiH MPOTAroM 3 MicauiB nicns
3aTBEPAKEHHSA

3a
peyenmom

He
nionsieae

UA/0708/01/01

67.

ANKOP NNTOHI

TabneTku
MPOJIOHroBaHoI fji
no 20 wr, no 50
TabneTtok y 6aHLi;
no 1 6aHuj y nauui 3
KapToHy; no 10
TabneTtok y 6nictepi;
no 5 6nictepis y
naJui 3 KapToHy

TOB HB®
"MIKPOXI
M"

YKpaiHa

TOB HB®
«MIKPOXIM»

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHU
| Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy 3asiBHMKa (BNacHUKa
peecTpauiiHoro noceigyeHHst). 3miHa agpecu
3asBHMKA. TepMiH BBEAEHHS 3MiH - NPOTArom 6
MiCAILiB MicNs 3aTBEPIKEHHS.
3MiHM | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBaXEHHS
[iSNbHOCTI BUpOBHUKa/iMnopTepa rotoBoro
NiKapcbkoro 3acoby, BKIoUYaun AiNbHULi BUNYCKY
cepii abo MicLie NpoBeAeHHS KOHTPO/IH SKOCTI.

3a
peyenmom

He
nionsieae

UA/11012/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(misnbHICTb, 3a AKy Bignosigae BUpobHuK/imnopTep,
BK/IO4A0UM BUMYCK cepild). 3MiHa HpUANYHOI
aapecu BupobHuka M3, 6e3 3MiHu hakTUYHOro
MicLs BUPOGHMLTBA. TEepPMiH BBEAEHHS 3MiH -
NPOTArom 6-Tv MicALiB Nic/A 3aTBEPAKEHHS.
68. AWVKOP JTIOHI | Tabnetku TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHK 3a He UA/11012/01/02
NPOJIOHroBaHOI fji "MIKPOXI «MIKPOXIM» | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa peyenmom nionsizae
no 40 wmr; no 50 M HalilMeHyBaHHs1 Ta/abo agpecy 3asBHVKa (BNnacHMKa
Tabnetok y 6aHui; peecTpauiiHoro noceigyeHHs). 3miHa agpecun
no 1 6aHui y nayui 3 3asBHUKA. TepMiH BBEAEHHS 3MiH - NPOTArom 6
KapToHy; no 10 MicAILiB Micns 3aTBepKEHHS.
Tabnetok y 6nictepi; 3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
no 5 6nicTepiB y HaliMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHS
naJi 3 KapToHy LisNbHOCTI BUpo6HUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYAUM AibHULi BUNYCKY
cepii abo micue NpoBefeHHS KOHTPOJIHO AKOCTI.
(BisnbHICTb, 3a Ky BignoBigae BUpo6HUK/iMnopTep,
BK/IO4AI0UM BUMYCK Cepili). 3MiHa ropuANYHOI
appecy BUpo6Hvka MN3, 6e3 3mMiHM hakTU4Horo
Micus BUPOBGHULTBA. TepMiH BBEAEHHS 3MiH -
NpoTArom 6-T1 MicALIB NiCiA 3aTBEPMAKEHHS.
69. AWKOP NMOHI | Tabnetku TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU 3a He UA/11012/01/03
NPOIOHIOBaHOI Aji "MIKPOXI «MIKPOXIM» | TMNy - AgMiHICTpPaTUBHI 3MiHW. 3MiHa peyenmom nionsizae
no 60 mr; no 50 M HaliMeHyBaHHs Ta/abo agpecy 3asBHVKa (BnacHuka
Tabnetok y 6aHui; peecTpauiiHoro noceig4yeHHs). 3miHa agpecu
no 1 6aHuj y nayui 3 3asBHVKa. TepMiH BBELEHHS 3MiH - NPOTArom 6
KapToHy; no 10 MiCALIB MiCNA 3aTBEPAYKEHHS.
Tabnetok y 6nictepi; 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
no 5 6nictepis y HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHSI
nadui 3 KapToHy LisiNIbHOCTI BUpO6HMKa/iMnopTepa rotToBoro
nikapcbKoro 3acoby, BK/IHYAKUU AiNbHULL BUNYCKY
cepii abo MicLie NpoBefeHHS KOHTPO/O AKOCTI.
(misnbHICTb, 3a AKy Bignosigae BUpobHuK/imnopTep,
BK/IO4AK0UM BUMYCK cepiid). 3MiHa opuANYHOI
aapecu BupobHuka M3, 6e3 3MiHK hakTUYHOro
MicL BUPOGHMLTBA. TEPMIH BBEAEHHS 3MiH -
NPOTArom 6-Tu MicsAUIB NicNs 3aTBEPAYKEHHS.
70. ANMEAPON- PO3YMH ANA iH'EKLN, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 10 peECTpaLiiiH1X maTepianis: 3MiHU 3a - UA/4851/01/01
AAPHULUSA 10 mr/mnnolmne "bapmaue "dbapmaueBTUYH | TMny - 3MiHKn Wopo 6e3nekn/etheKTUBHOCTI Ta peuyenmom
amnyni; no 5 amnyn BTUYHA a thipma hapmakoHarnsagy (iHwi 3miHn). BBefeHHs
Y KOHTYpHili hipma "OapHuus” a1bTePHAaTMBHOIO TEKCTY MapKyBaHHA BTOPUHHOT
YapyHKOBIW "NapHuus" YNakoBKM Ha [04ATOK [0 BXe 3aTBEePA)KEHOro TeKCTy

ynakosLi; no 2
KOHTYPHI YapyHKOBI
yNakoBKM B nauLli

MapKyBaHHS! yMakoBKU NikapcbKoro 3acoby.
OHOB/IEHHS 3aTBEPAXXEHOr0 TEKCTY MapKyBaHHS
yNakoBKW MiKapCbKoro 3acoby. 3miHn Ao po3giny

«YnakoBka» fAitoumx MKA 13 wono KoHTposio
BIAKPUTTSA yNakoBKku. BBeEeHHs1 3MiH NpoTArom 6-Tu
MicAILiB Mic/1a 3aTBepMKEeHHS. 3MiHu | Tuny - 3MiHK 3
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

AKocTi. [oToBWIA Nikapcbkuii 3aci6. 3MiHN y
BUPOGHUUTBI. 3MiHa po3mipy cepii (BkIYaroum
AianasoH po3mipy cepii) roToBOro Nikapcbkoro

3ac00y (iHLWi 3MiHN) — BHECEHHS 3MiH o p. 3.2.P.3.2.
«Cknag, Ha cepito», a came: BHECEHO YTOUHEHHS
po3mipy cepii B Tcayax amnysi. 3miHu | Tuny - 3miHn
3 aKocTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y
BUPOGHUUTBI. 3MiHK Y MpoLeci BUpo6HMLTBA
roTOBOro MikapcbKoro 3acoby, BKIYaumn
MPOMDKHWI NPOAYKT, LU0 3aCTOCOBYETLCA NpY
BVMPOGHMLTBI FOTOBOTO NiKApCbKOro 3acoby (iHLui
3MiHW) 3MiHW Yy npoueci BUPOBHMLTBA FOTOBOrO
nikapcbkoro 3acoby, a came Ans 3abe3neyeHHs
AKICHOrO KOHTPO/II0 amny/ Ha repMeTUYHICTb A0AaHO
MOX/IMBICTb NPOBEAEHHA OnepaLii BakyyMyBaHHS
amnyn. [logaHo MOXNMBICTb HaHeCeHHs 2D-kogy Ta
KOHTPOJIO BIAKPUTTSA Naykn Ha iHAMBIAYabHY
ynakoBky. BigpegarosaHo onnc TEXHOOMNYHOTO
npouecy. 3miHu | Trny - 3miHu 3 SKocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHa
po3mipy cepii (BkIOUaouK gianasoH po3mipy cepii)
rOTOBOrO JliKkapCcbkoro 3acoby (36inbleHHs Ao 10
pasiB NOPIBHAHO i3 3aTBEPAKEHNM PO3MIPOM) - A0 .
3.2.P.3.2. «Cknaf, Ha cepito» BHECEHO HOBWi1 po3Mip
cepil roToBoro nikapcbkoro 3acoby - 600 n (600 Tuc.
amnyn).

71.

OVN PUNID

renb no 15 r a6o no
50r,a60no 100 ry
Ty6i; no 1 Ty6i B
KapTOHHI Kopobui

MeHTonar
yMm
KomnaHi
Nimiteq

AHrnif

MeHTONaTym

Komnawi fliviTeq

Benvka
BputaHis

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHU
| Tuny - 3miHK 3 skocTi. CepTudikar
BignosiaHOCTI/TE-cepTucpikat BignosigHoCTi
€sponelicbkin dhapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudikaTa BifnoBiAHOCTI
ab0o BUNy4YeHHs cepTudpikarta BiANoBiAHOCTI
€sponevicbkin hapmakonei: ans A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro MPOAYKTY, WO
BMKOPUCTOBYHOTLCA Y BUPOOHULUTBI API; Ans
[0MNOMDKHOT peyoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakoner) - OHOBEHWIA
cepTuquikart Bif yxe 3aTBepaKeHOro BUpobHUKa.
MopaHHA oHOBIEHOrO cepTudpikaTa BiANOBIAHOCTI
€Bponeiicbkiit hbapmakonei R1-CEP 2002-099-Rev
07 ana A®l ibynpodeHy Bif BXxe 3aTBepAXeHOro
BMpo6HMKa Hubei Biocause Heilen Pharmaceutical
Co., Ltd, China y 3B'A3Ky i3 OHOBNIEHHAM METOAVKN
TeCcTy "3a/IMLLKOBI KiNNbKOCTI PO3UYNHHNKIB". 3MiHN |
Tuny - 3MiHn 3 sakocTi. CepTuddikaT BignosigHoCTI/lE-
cepTudikaT BignoBigHOCTI EBponeichKiii
hapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BifnoBigHOCTIi a6o

6e3
peyenma

UA/0377/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkii hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BUKOPVCTOBYIOTbCS Y BUPOOHNLTBI ADI; fns
[OMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWIA
cepTuddikaT Bif, y)xe 3aTBepAXEHOro BUPOOHMKA.
[MogaHHA OHOBNEHOrO cepTudikaTa BignoBigHOCTI
€Bponeiicbkilt thapmakonei R1-CEP 2004-100-Rev
03 ana A®| NneBOMEHTOSY Bif BXXe 3aTBEPAKEHOr0
BUpo6HUKa Symrise AG, Germany y 3B'A3Ky i3
OHOB/IEHHAM KpUTEPIIB NPUAHATHOCTI TECTIB
"CynyTHi gomilwkmn", "KifibkicHe BU3HaYeHHs".
3arBepaxeHo: R1-CEP 2004-100-Rev 02
3anponoHoBaHo: R1-CEP 2004-100-Rev 03. 3MiHu |
Tuny - 3MiHn 3 sAkocTi. CepTuddikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BWUTyYEHHS cepTudikaTa BifnoBILHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuxigHoro
marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0MNOMDKHOT peyoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHOBEHWIA
cepTuguikart Bif yxe 3aTBepaKeHOro BUpobHUKa.
MoaaHHA OHOB/IEHOrO cepTudpikaTa BiANOBIAHOCTI
€Bponeiicbkin hapmakonei R1-CEP 2002-099-Rev
06 ansa A®I ibynpodheHy Big BXe 3aTBEPAKEHOIO
BUPOGHMKA AKWI 3MIHWB HAaliMEHYBaHHSA Ta BNlacHWKa
CEP 3 Hubei Granules-Biocause Pharmaceutical
Co., Ltd, China Ha Hubei Biocause Heilen
Pharmaceutical Co., Ltd, China. 3atBepmxeHo: R1-
CEP 2002-099-Rev 05. 3anponoHosaHo: R1-CEP
2002-099-Rev 06

72.

ANDEPENIH
®

nopotuok no 11,25
MF Ta PO3UMHHUK
Ons cycneHsii gns
iH'eKwin
NPOSIOHrOBAHOro0
BMBI/IbHEHHS; 1
h/1aKOH 3 MOPOLLKOM
Yy KOMMN/IeKTi 3
PO3YMHHMKOM MO 2
mn (MaHiT (E 421),
BOAA ANS iH'EKLi) B
amnyni, WnpuLom
N5 04HOPa3oBOro

INCEH
PAPMA

®paHuisa

INopoLuok
Bupo6HuuTBO Ta
nakyBaHHs:
IMCEH ®APMA
BIOTEK,
PpaHuin
[amma-
BVNPOMiHIOBaHH
A:
IMCEH ®APMA
BIOTEK,
PpaHuin
abo

PpaHuin/
ITanis/
Benbris

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TNy - 3MiHK 3 AKOCTi. [OTOBMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa
napameTpiB cneundikayii Ta/abo JoNyCTUMUX MEX
rOTOBOrO /1iKapCbKOro 3acoby (BUTyYeHHS
He3Ha4yHOro NokasHuka (Hanpvkiag 3actapinoro
NOKa3HWKa, Takoro siK 3anax Ta cmak, abo
ineHTVdbikauis 6apBHUKIB UM CMakoBUX f06aBOK))
3anponoHoBaHo BUYYEHHS 3i cnevudikauii M3
BMNPOOGYBaHHA Ha ifeHTuiKaLito NamoBOT KUC0TH,
NPOMOHYETHCA 3A/MLLNTU TiNbKW ifeHTHdDIKaLito
aKTMBHOI cybCTaHUil TpunTopeniHy. 3miHu | Tuny -
3MiHK 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb

3a
peyernmom

UA/9454/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BUKOPUCTaHHA Ta CTEPIOXEHIK roTOBOrO Jlikapcbkoro 3acoby. 3miHa y MeTogax
TpbOMa ronikamu (y C ITANIA BMNPO6YBaHHS roOTOBOrO J1iKapCbKoro 3acoby
6nicTepHil C.M.A., ITanisa (He3HayHa 3MiHa y 3aTBeppKeHNX meTofax
ynakoBLi) y abo BMNPOGYBaHHS)
KapTOHHilA KopooLi CTEPIOXEHIK HesHauHa 3MiHa y MeTogax BUNpobyBaHHSA roToBOro
C BEJIbI'A CA NiKapcbKoro 3acoby 3a NokasHUKOM "YucTtoTa
(PNEPYC), TpunTOpeniHy", Wwo 0bymMoB/ieHa BUganeHHs
Benbris HecyTTeBOro napametpy (igeHTudikalis naMoBoT
BTopuHHe Kuenotn) 3i cneuudikadii M13. 3MiHy | Tuny - 3MiHn
nakyBaHHs1, 3 aKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
KOHTPO/b AKOCTI BMPOGHUUTBI. 3amiHa abo BBeAeHHS 404aTKOBOT
Ta BUNycK AiNbHULI BUPOBHULTBA [/19 YacTuHK abo BCbOro
nNikapcbKoro BMPOGHMYOro MPOLEeCy roToBOro JIiKkapcbKoro 3acoby
3acoby: (minbHULSA, Ha SAKI NpoBOAATLCS OYAb-AKi BUPOGHUYI
IMCEH ®APMA cTagji, 3a BUHATKOM BUNYCKY Cepii, KOHTPOJtO AKOCTI
BIOTEK, Ta BTOPMHHOTO NMakyBaHHA AN1A CTEPUIbHUX
PpaHuis nikapcbkyx 3aco6iB (BKIOUaUM BUPOOGIEHI
PO34MHHKK acenTUYHNM METOAOM), KpiM MikapCbKux 3acobis
Brpo6HMLUTBO, 6i010ri4YHOro/iMyHO/IOMNYHOTO MOXOKEHHS)
nepBuHHE BBegeHHs 40AaTKOBOT finbHULI BUPOOHMLTBA ANS

nakyBaHHA Ta

KOHTPO/1b SAKOCTI:

CEHEKCI,
®paHuisa
BTopuHHe
nakyBaHHA Ta
BUMNYCK cepil:
INCEH ®APMA
BIOTEK,
®paHuisa

YacTUHWM BUPOBHMYOro NpoLecy rotToBoro
NikapcbKoro 3acoby - NOPOLUOK: AOAABaHHSA
anbTepPHATUBHOI AiNIbHUL A8 NPOBEeAEHHS raMmMa
BMNpoMiHioBaHHsA - CTEPIO)KEHIKC BE/IbIIA CA
(Pnepyc), Benbris. 3miHW | TUNY - 3MiHW 3 AKOCTI.
A®|. BupobHuLTBO. 3MiHa po3mipy cepil
(Brntovaroun gianaszoHn) A®l abo NPOMKHOTO
NPOAYKTY, SIKNIA 3aCTOCOBYETLCA Y MPOLIEC
BMPOGHMLTBA ADI (36inbLeHHA Ao 10 pasis
MOPIBHAHO i3 3aTBEPKEHNM PO3MIPOM) 36iNbLUEHHS
po3mipy cepii A®| TpunTopeniHy namoar. BxigHy
peyoBMHY TpUnNTopeniHy auetar 6yno 3MiHEHO 3
makc. 500 r go 750 r, a BUXiAHY pevyoBUHY
TpunTopeniH namoaT 6ys1o 3MiHeHo 3 680 r fo
1020r.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapChKWiA
3aci6. KOHTposib JONOMDKHUX PEYOBYH. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
AN JONOMDKHOI PEYOBUHW (BUNYYEHHS 3i
cneumdikauii He3Ha4YHOro NokasHuka (Hanpuknag,
3acTapifioro nokasHuka))

MapameTp BUNpobyBaHHA "Baxkki meTanun" (Ph. Eur.
2.4.8 — Method C) BuganeHo 3i cneuudikauii
cononimepis, BiANoBigHO Ao kepisHuuTBa ICH Q3D
Guideline for Elemental Impurities». 3mintu Il Tuny -
3MiHK 3 SKOCTi. F0TOBWIA NiKapCbkuii 3aci6. 3MiHW y
BUPOGHUUTBI. 3MiHa po3mipy cepii (BkIYaroum
AjianasoH po3mipy cepii) roToBOro Nikapcbkoro
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

3ac00y (3MiHa CTOCYETbCS BCiX iHLIMX NiKAPCbKUX
hopM CyKynHOro (KOMNIEKCHOro) BUPO6GHUYOro
npouecy) 36inbLueHHs po3mipy cepii /13 go 15 000

chnakoHiB
(3aTBEpXeHO: 6 000 chnakoHIB).
73. AIATAMA po3unH ANns iHekuiin, | MpusaTtHe YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHK 3a - UA/16822/01/01
no 2 mn B amnyrni, aKujioHepH akKujioHepHe | Tuny - 3miHK 3 AkocTi. CepTudikar peyenmom
no 5 amnyn B e TOBapucTBo BignosiaHOCTI/IE-cepTucpikat signosigHoCTi
6nicTepi, no 1 TOBapuCTB "lekxim - Xapkis €sponelicbkin dhapmakonei/moHorpadii. NMogaHHA
6nicTepy B nauui 3 0 "Jlekxim HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
KapToHy - XapkiB" abo BUNyYeHHs cepTudpikarta BiANOBIAHOCTI

€sponevicbkin thapmakonei: ans A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, WO
BMKOPUCTOBYHOTLCA Y BUPOOHULUTBI API; Ans
[0MNOMDKHOT peyoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBEHWIA
cepTuquikart Bif y)xe 3aTBepaKeHOro BUpobHuKa.
MopaHHA oHOBIEHOrO cepTudpikaTa BiANOBIAHOCTI
€poneiicbkili hbapmakonei Ne R1-CEP 1998-131-
Rev 05 (3atBepaxeHo: R1-CEP 1998-131-Rev
04)pns Ad| TiamiHy rigpoxnopuay Bif Bxe
3aTBepaxeHoro BupobHnka DSM Nutritional
Products GmbH. 3miHu | Tuny - 3MiHK 3 AKOCTI.
CeprtuchikaT BignosigHocTi/lE-cepTuddikart
BiANOBIAHOCTI EBpoONechbkili
thapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3
HeOoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii 4®Y abo EBponeiicbkoi dhapmakoner,
abo iHWOI HauioHanbHOI thapmakonel gepxasn €C
(3miHa y cneuucpikauisix, nos'sa3aHa 3i 3MiHaMun B
Loy, abo €sponeiickkili hapmakonei, abo iHLwil
HaujioHanbHiIl hapmakonei gepxasu €C). 3MiHN y
MoHorpadii €sponeiicbkoi hapmakonei. CynyTHA
3MiHa- 3MiHn 3 akocTi. CepTudikar
BignosiaHOCTI/IE-cepTucpikat signosigHoCTi
€Bponelicbkili hapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BifgNoBigHICTL A0 MoHorpadii 4PY a6o
€Bponelicbkoi thapmakonei, abo iHWOI HalioHa/IbHOT
thapmakonei gepxasu €C (iHLWi 3MiHN) -
3MiHM y cneyudpikauii Ta meTogax BusHavyeHHss AdI
TiamiHy rigpoxnopuay nos's3aHi 3 HEO6XIAHICTIO
npuBELEHHS Y BiANOBIAHICTb 4O MOHOrpadil
€Bponeiicbkoi hapmakornei.

74. AlEMOHO® TabneTkn, BKPUTI TOB Ykpaina Mmi6e Mm6X HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiHnx maTtepiasiB: 3MiHU 3a - UA/18286/01/01
NNiBKOBOO «MIBE ApuHaiimiTTens | Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta peyenmom
060/10HKO, 2 Mr; Mo | YKPAIHA» thapmakoHarnsgy (iHwi 3miHn). 3MiHM BHECEHI B

28 TabneTtok y TEKCT MapKyBaHHS Ha BTOPWHHIV ynakoBLi
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nicTepi; no 1 abo nikapcbKkoro 3acoby y po3ginax "[lata 3akiH4eHHs
no 3, abo no 6 TepMiHy npuaartHocTi”, "Homep peecTpadiiiHoro
6nicTepiB y nauui noceigyeHHs", "Homep cepii nikapcbkoro 3acooy".
BBefeHHs 3MiH NpoTArom 6-T1 MicALUiB nicns
3aTBEPAKEHHS
75. AOKCOPYBIL, | po3uvH ans iHdysii, Mepgak HimeuunH Bignosigae 3a HimeuunHa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHK 3a - UA/14471/01/01
NH MEAAK 2 mr/mnno 5 mn (10 lesenblia a BTOPUHHE | Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta peyenmom
mr) a6o no 10 mn T hrop nakyBaHHs, hapmakoHarnagy. 3MmiHa 4actoTn Ta/abo TepMiHiB
(20 wr), abo no 25 K/iHiLe HaHeCeHHs NoAaHHA PerynsipHO OHOB/OBAHKX 3BITiB 3 6e3neku
mn (50 wmr), abo no LWneujanb 3aXMCHOI MJ/TiBKK nikapcbkyx 3aco6iB. 3MiHa 4YacToTU Ta TEPMIHY
100 mn (200 mr) y npenapar Ha donakoH nofaHHsA perynsipHo OHOBJ/IKOBAHOIO 3BIiTY 3 6e3neku
thnakoHi; no 1 a6o 5 e m6X (onujoHanbHo), nikapcbkoro 3acoby. PekomeHfoBaHO A0
h/1aKOHIB B yMakoBLyi [03BiN Ha 3aTBEPXEHHS BiANOBIAHO A0 MepioAnYHOCTI
BUNYyCK cepil: nofaHHs perynsipHoO OHOB/OBaHMX 3BITiB 3 6e3nekun
Mepak nikapcbkunx 3acobis y €sponeiicbkomy Cotosi.
lesenbwadT
orop KNiHiwe
LLneujanbnpena
paTte M6X,
HimeuunHa,
Bignosigae 3a
BMPOGHMLTBO
Hepo3g)acoBaHo
T npoAykuji,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1,
KOHTPO/b SIKOCTI:
OHkoTek ®apma
MpoAakLuH
m6X,
HimeuunHa,
Bignosigae 3a
BTOPWHHE
nakyBaHHs,
HaHeceHHs
3aXMCHOI MNiBKK
Ha donakoH
(onuioHanbHO):
Meg-IKC-TNpecc
v6X,
HimeuyunHa
76. AOLUETAKCE KOHUeHTpaT ans EBEBE ABCTpIs NOBHWIA LMK ABCTpIs BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU 3a - UA/11091/01/01
N "EBEBE" pO34nHy ons dapma BUPOGHMLTBA: | TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKMii 3aci6. peuyenmom
iHdpysilA, 10 mr/mn no | lec.m.6.X. DAPEBA KOHTPO/1b FOTOBOrO MiKapcbKoro 3acoby. 3miHa
2 mn (20 mr) a6o 8 Hdor. KI YHTepax 'm6X, napameTpiB cneuyudikauii Ta/abo AoNyCTUMUX MEX

M (80 mr), abo 16
mn (160 mr) y

ABCTpIst; BUNYCK
cepii: EBEBE

rOTOBOrO NiKapCbKOro 3acoby (3BYXXEHHS
[0NYCTUMUX MEX) 3BY>KEHHS AOMYCTUMMX MEX
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
chnakoHi; no 1 dapma cneuudikayii /13 Ha BANYyCK Ta Ha TEPMIH
hnakoHy B KOPO6L lec.m.6.X. Hopr. npuaaTHoOCTI AN NokasHuka «bakTepiasibHi
K, ABcTpis eHAoTOKCHHM» (Gel clot LAL test, EBp.®. 2.6.14).
3arBeppkeHo: Crneuundikalis Ha BUNYCK:
BakTepianbHi eHAO0TOKCUHW: He GinbLue, Hix 19,0
MO/mn. Cneuudpikauis Ha TeEpMiIH NPUAAaTHOCTI:
BakTepianibHi eHAO0TOKCMHW: He BinbLue, Hix 19,0
MO/mn. 3anponoHoBaHo: Cnevudikalis Ha BUNYcCK:
BakTepianibHi eHA0TOKCUMHW: He Binblue, Hix 10,0
MO/mn. Cneuudikauiss Ha TepMiH NPUAAaTHOCTI:
BakTepianbHi eHAO0TOKCUHMW: He GinbLue, Hix 10,0
MO/mn
77. AOLETAKCE KOHLeHTpaT Ans Akkopp, IcnaHis BVMPOGHMLTBO, IHgis/ BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU 3a - UA/17408/01/01
N AKKOPLA pO34uHy aons Xerckea KOHTPO/b AKOCTI, Benvka | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NikapcbKuMii 3aci6. peyenmom
iHcpy3iiA, 20 mr/mn; CJLYy. nepBuHHE Ta Bputanis/ CuncTema KoHTelHep/3akynoproBasibHUiA 3aci6. 3miHa
no 1 mn (20 mr) abo BTOPUHHE Monbwa/ 6yAb-AKOI YaCTVMHM MaTepiany NePBUMHHOI yNaKoBKK,
4 mn (80 mr) abo 8 nakyBaHHs: YropwmHa/ LLIO HEe KOHTAaKTY€E 3 rOTOBMM JiKapCbKMM 3aCO60M
M (160 mr) y IHTac ManbTta/ (Hanpuknag, Komip KpULIEYOK 3 KOHTPOsIEM NEPLLOro
chnakoHax, no 1 dapmacbloTikan TypeuunHa BiAKPUTTS, KONip KOAOBUX Kineup Ha amnynax,

donakoHy B
KapTOHHIW nayu,i

¢ Nimiten, IHAis;
IHTac
dapmacbloTikan
¢ Nimiten, IHAis;
BTOPUHHE
naKkyBaHHs:
Akkopf Xenckea
Nimiten, Benvka
BpuTatis;
CuHonTus
IHgacTpian Cn.3
0.0., MNosnbLa;
KOHTPO/b AKOCTI
cepii:
Beccninr
XaHrepi K.,
YropLumHa;
dapmagokc
Xenckea /114,
ManbTa;
BVMPOGHMLTBO,
nepBuHHe Ta
BTOPUHHE
naKkyBaHHs:
OHko lnak CaH.
Be Tigx. A.C.,
TypeyuunHa;
BignosiganbHuii
3a BMNycCK cepil:

KOHTeliHepa [/ roNokK (pi3Hi BUay nnacTmacu)
(3miHa, fika He BNAMBaE Ha KOPOTKY XapaKTepuCTUKy
NiKapCcbKoro 3acoby) BK/IOYEHHS a/lbTEPHATUBHOMO

BTOPVHHOIO NakyBaslbHOrO MaTtepiasny, a came 20-
MM aJ/1HOMiIHIEBOrO KOoBMNayka 3 goninom
nomapaH4yeBoro kosibopy (20 mm aluminium flip off
plain orange seal) ans M3 JoueTakcen Akkopg, (no
1 mn) Ha AoAaToK A0 NOTOYHOrO 3aTBepmkeHoro (20
mm aluminium flip off orange seal). 3aTBepgxeHo:
For Docetaxel concentrate for solution for infusion, 1
ml: 20 mm aluminium flip off orange seal.
3anponoHosaHo: For Docetaxel concentrate for
solution for infusion, 1 ml: 20 mm aluminium flip off
orange seal 20 mm aluminium flip off plain orange
seal
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Akkopfa Xenckea
NimiTen, Benvka
BpuTaHis;
KoHTporsb sikocTi
cepii:
®APMABANIA
nTo.
Mikpo6ionoriyHa
nab6opartopis,
YropuwmHa
78. APOCMIPEM | Tabnetku, BKpUTI TOB YkpaiHa Mi6e M6X HimeuyunHa BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHU 3a He UA/15867/01/01
® 20 NNiBKOBOIO «MIBE ApuHaiimitTenb | TMny - 3MiHKn Woao 6e3nekn/eheKTUBHOCTI Ta peyernmom nidnsieae
060/10HKOI0, 110 0,02 | YKPAIHA» hapmakoHarnsgy (iHwi 3MiHN) - 3MiHW BHECEHI B
Mmr/3 mMr no 28 TEKCT MapKyBaHHS1 Ha BTOPUHHI ynakoBLj
Tabnetok y 6nictepi nikapcbKkoro 3acoby y po3sainax "flata 3akiH4eHHs
(24 akTVBHI TepMiHy npuaartHocTi”, "Homep peecTpauiiHoro
TabneTkn poxeBoro noceigyeHHs", "Homep cepii nikapcbkoro 3acoby".
Konbopy + 4 BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
TabneTtku nnauebo 3aTBEpAKEHHS
6inoro konbopy); no
1, abo no 3, a6o no
6 6nicTepis B
KapTOHHIA ynakoBsL,i
79. E3OJIOHI® NMopoLUOK AN OPTAHO OAE BMPOGHMLTBO 3a | MopTyranis/ | BHECEHHS 3MiH A0 peecTpauiliHix martepianis: 3miHn 3a - UA/17087/01/01
pO34MHYy A5 iH KL CUH NMOBHUM LK/IOM: TypeyunHa | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
a6o iHdysiii no 40 NANDCA Codhapimekc — 3MiHV Yy BUpOGHMUTBI. 3MiHa po3mipy cepii
mr; 1 a6o 10 E€HCIN3 IHaycTpia Kimika (BK/THOYaKOUM gianasoH po3mipy cepil) roToBOro
oNakoHiB 3 (E® 3ET 1) e nikapcbkoro 3acoby (36inbweHHs go 10 pasis
NOPOLLKOM Y nayuli dapmacbloTika, NOPIBHAHO i3 3aTBEPIKEHUM PO3MIPOM) A0AaBaHHS
C.A, PO3Mipy cepii rOTOBOrO Jlikapcbkoro 3acoby — 50 500
Moptyranis donakoHiB. 3MiHn I Trny - 3MiHK 3 aKoCTi. AdI.
BMPOBHULITBO Bupo6HMLTBO. 3MiHA BUPOGHMKA
Hepo3acoBaHo BVIXifHOro/MpoMiKHOro NpoayKTy/peareHTy, Lo
ro NpoAykKTy, BUKOPWCTOBYIOTLCS Y BUPOBHNYOMY npoueci AdI,
nepBuHHe ab0 3MiHa BMPOGHUKa (BK/1HOYakoun, fe HeobXxigHo,
nakyBaHHS: MicLie MPOBEAEHHS KOHTPOSIO siKocTi) AdI (3a
LOEBA XongiHr BiICYTHOCTI cepTudpikata BignoBiAHOCTI
Eii. Ec., €Bponeiicbkili hapmakonei y 3aTBepakeHoMy
TypeyunHa [0Cbe)(BBEAEHHS HOBOTO BUPObHUka AdI 3
HajaHHAM macTep-caiina Ha A®l) BBeAeHHS
[0[4aTKOBOro BUpo6HmKa APl esomenpasosny HaTpito
- Nosch Labs Pvt. Ltd., IHAis, 5K Hacnigok 3mMiHu [0
cneuudikayii BXigHOro KoHTpono A®| BUpo6HMKa
roToBOro nikapcbkoro 3acoby - Codpapimekc -
IHgycTpia Kimika e ®apmacbtoTtika, C.A.
80. EKNMIPA® NopoLUoK AN BEP/IH- HimeuuunH IHpacTpiac IcnaHis BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu 3a He UA/15563/01/01
DKEHYEWP® | iHransauiii, 322 XEMI Al a dapmaceyTikac | Tuny - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom nionszae
MKr/go3y; no 30 go3 Anwmipan C.A. HaliMeHyBaHHs1 Ta/abo agpecu micus NPOBamKeHHs
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
MOPOLLIKY B [iSNIbHOCTI BUPOOHUKa (BK/THOYatoum, 3a
iHranaTopi; no 1 HeoObXiAHOCTI, MicLle NPOBEAEHHSI KOHTPOJHO SKOCTI),
iHransTopy B abo BnacHuka mactep-thaiina Ha A®l, abo
nnacTyKoBoMy noctavasibHuka A®l/BnxigHoro

nakeTi B KOpoo6Lj 3
KapToHy; no 60 fo3
MOPOLLKY B
iHranatopi; no 1 a6o
3 iHranatopu B
nnacTyKoBoMy
nakeTi KOXeH y
KOpo6Li 3 KapTOHY

mMartepiany/peareHTy/npoMbKHOro NPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (SKLLLO
3a3HayeHo y A0CbE Ha NiKkapcbkuii 3acib) 3a
BiACYTHOCTI cepTudpikata BignoBiAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHOMY
[0Cbe, abo BUPOOHMKA HOBOT AOMOMIKHOI PEHOBUHHN
(SIKLLO 3a3HaYeHO0 Y A0CbE) 3MiHa agpecu AinbHUL
RANKE QUIMIKA, S.A., BignoBifasbHOI 3a XiMiYHWi
cuHTe3 (etanm A, B Ta C), MikpoHi3aLito Ta KOHTPO/b
AKocTi AP, 6e3 3MiHK MicLa BUPO6HMLTBA. 3MiHN |
™Mny - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLsA NPOBaXEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro 3acoby,
BK/IOYAKOUY AiNbHULj BUNYCKY cepii abo micue
NPOBeAEHHSI KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy
Bignosigae BUPOGHUK/iMNOpTep, BKIOYAUM BUNYCK
cepiit) 3miHa agpecu AinbHuui INDUSTRIAS
FARMACEUTICAS ALMIRALL, S.A,,
BignoBigasIbHOI 3a BUPOOGHMLTBO, NEPBUHHE Ta
BTOPWHHE MaKyBaHHS, MapKyBaHHSi, KOHTPO/Ib Y
npoueci BUPO6HULITBA, KOHTPOJIb Ta BUMYCK cepii
N3, 6e3 3MiHN MicuA BUPOOHMLTBA. 3MiHN BHECEHO
B IHCTPYKL,iIO 4719 MeANYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3gin «Micue3HaxomKeHHs
BMPOGHMKA Ta afpeca MicLs NPOBapKEHHS 1ioro
[OISNbHOCTI» 3 BiANOBIAHMMN 3MiHAMW Y TEKCTI
MapKyBaHHS! yMakoBKM MiKkapcbKoro 3acoby. 3miHu |
TUny - AGMIHICTPaTVBHI 3MiHM. 3MiHa HaliMEHyBaHHS
Ta/abo afpecyt MicLA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa (BK/TOYaouM, 3a HEOOXIAHOCTI, MicLe
NnpoBeAEeHHS KOHTPO/IO AKOCTI), abo BracHuKa
macTep-haiina Ha A®l, abo noctayasibHUKa
Adl/BnxigHoro matepiasy/peareHTy/NpPOMIXXHOIO
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y BUPOOGHULTBI ADI
(AKLWO 3a3HaYeHO Yy AOCbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[0cbe, abo BUPOOHMKA HOBOT AOMOMDKHOI PEYOBUHM
(AKLLO 3a3HaYEHO Y AOChE) 3MiHA HA3BM
noctavasibHUKa BUXiAHOTO maTepiany 2-
6pomMoTiodheH (BUXigHUIA MaTepian, Lo
BMKOPUCTOBYETHLCS Y BUPOGHULTBI MIKDOHI30BaHOT0
ankiguHito 6pomiay), y 38’A3Ky 3 OHOB/IEHHAM
mactep-gaiiny Ha A®L. 3miHu | Tuny - 3miHK 3
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akocTi. A®l. KoHTposb A®L. 3miHa y napameTpax
cneundikauii Ta/abo AONYCTUMUX MEX, BU3HAUYEHNX
y cneyudikauisix Ha A®l, abo BUXiAHNIA/MPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y Npoueci
BUpo6HULUTBa API (iHLI 3MiHW) BHECEHHS 3MiH 0
p.3.2.5.2.3.3 «KoHTponb matepianis — 3-(R)-
XiHYKNIAWHOM», & came- 3MiHa JOMYyCTUMUX MeX As
n. «<ONTUYHe ob6epTaHHA» 3 -46° A0 -42° Ha -47° fo -
42°, y 3B'A3Ky 3 OHOB/IEHHSIM MacTep-chaiiny Ha API.
3miHu | TUny - 3miHu 3 sKocTi. A®l. KoHTponb AdI.
3miHa y MeTogax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npomMiKHOro NPoayKTy/peareHTy, Wwo
BUKOPWUCTOBYETLCA Y NpoLeci BUpobHuuTBa AdI
(iHWi 3miHM y MeTofax BUNPOBYBaHHA (BK/ItOYa0UN
3amiHy abo AonoBHeHH:) AdD| abo
BUXi4HOrO/MPOMiXXHOrO NPOAYKTY) BHECEHHS 3MiH A0
p.3.2.5.2.3.6 «KoHTponb MaTepianis — Toyon», a
came — 3MiHa MeToAy aHanizy Tonyony (3amiHa
KOJTOHKW 3i CK/ISIHOK HacaaKo, SKOT 6ifiblue HeMae
B Npoaxy, Ha HanikanifisipHy KOMOHKY). 3MiHu |
TMNYy - 3MiHW 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CurcTemMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
y NEPBUHHII ynakoBLji rOTOBOro /likapcbKoro 3acoby
(iHLWi 3MiHK) 3MiHa SKICHOTO ckagy NepBUHHOT
ynakoBku 113 3 nonictupony (MC) Ha akpuIoHITPWA
6yTagieH ctupon (ABC) sk anbTepHaTUBHWIA
mMaTepian gns Kopnycy nonepegHbo 3i6paHoro
KapTpumpka. 3miHu | Tuny - 3miHu 3 AkocTi. [oToBWiA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMMX MeX
NepBMHHOT YNakoBKM rOTOBOTO MiKapCbKOro 3acoby
(IHLLI 3MiHW) BUNYYEHHS Ki/TbKOX HECYTTEBUX
napameTpiB cneuudikauii nonepeHb0 3i6paHoro
KapTpuka Ta po3LLMPEHHS MexX crieundikaii
BHYTPILLUHLOrO AiameTpa Kopnycy kapTpumaka 3 17,33
MM- 17,37 mm g0 17,29 mm -17,39 mm. KpuLuka
KapTpuaKa HakNagaeTbea nifg Yac BUPObHNLTBA
nicns 3an0BHEHHS NonepeaHbLO 3ibpaHoro
KapTpumxa. NMPUTUCHEHHS MK LMK ABOMa
yacTMHaMu rapaHTye, Lo KpMLLKa 3a/IMLWaTUMEeThbes
Ha MicLi 4OTW, AOKM KapTpuaX He Byae 3ibpaHo B
iHransaTop, a KpyLLKa 3aKpue NpUCTpiii. BHeceHHs
pepakuiiH1x 3miH fo cneyudikalii nonepefHb0
3i6paHoro KkapTpugka. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA Nnikapcbkumii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
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NepBMHHOT YNaKoBKM rOTOBOTO /liKapCbKOro 3acoby
(iHWi 3MiHM) BUNYYEHHS Ki/IbKOX HECYTTEBUX
napameTpiB cneuudikauii 418 KpULWKN KapTpuaxa Ta
PO3LUMPEHHSA fjamMeTpa KPULLKK KapTpuka B Mexax
cneumaikauii yLinbHIOBasIbHOI Npokiagku 3 17,44-
17,52 mm po 17,38-17,54 mm. KpuLuka KapTpuaxa
HaknafaeTbes Nig Yac BUPOGHMLTBA Micns
3arnoBHEHHS nonepeAHbO 3i6paHoro KapTpuaKa.
MPUTUCHEHHSA MiX LMW ABOMA YacTUHAMU
rapaHTye, L0 KpMLLKA 3aUTMWaTUMETbCA Ha MicLyi
[0TUW, OOKN KapTpUX He Byae 3ibpaHo B iHransaTop,
a KpuLLKa 3aKpue NpUcTpili. BHECEHHA pefakuiliHuX
3MiH g0 cneuudikauii KpULKW KapTpuaxka. 3mim |
TUMy - 3MiHK 3 AKOCTi. [OTOBWIA NNikapcbKuii 3aci6.
CurcTeMa KOHTelHep/3akynoproBasibHUIA 3aci6. 3miHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMMX MeX
NepBMHHOT YNakoBKM FOTOBOTO MiKapCbKOro 3acoby
(IHLLI 3MiHW) BUNYYEHHS Ki/TbKOX HECYTTEBUX
napameTpiB cneuudikauii 418 3CyBHOT KPULLIKK.
BHeceHHs pefakuiiiHux 3MiH A0 crneumdikawii
3CYBHOI KpULLKW. 3MiHM | TUMY - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkumii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3miHa y
mMeTofax BUNPO6yBaHHA NePBUHHOI yNakoBKM
rOTOBOrO JliKapCbKoro 3acoby (He3HauHi 3MiHU Y
3aTBEpPKEHMX MeTofax BUNPOo6yBaHb) HE3HAYHI
3MiHU Y MeToAMLi BUNPOOYBaHHS «30BHILLHIl
BUMNSA» NonepeaHbo 3i6paHoro KapTpuapkKa, KpULLKV
KapTpuaKa Ta 3CyBHOI KPULLIKW, 3 METOK Y3rO[XKEHHS
onnciB BUNPoGYBaHb 3 iHWMMU iHranauiiHUMmn
npogyktamu AstraZeneca. Metoau aHasisy
3a/IMWLATLCA HE3MIHHUMMU, NULLE OMyLLEHi 3aliBi
fetani. BHeceHHs pefakuiniHux 3miH fo
cneumdikauii nonepeaHb0 3i6paHOro KapTpuaxa,
KPULLIKN KapTpUXKa Ta 3CYyBHOI KPULLIKX. 3MiHW | TUny
- 3MiHK 3 siKkoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
CurcTeMa KoHTelHep/3aKynopioBasibHUIA 3aci6. 3miHa
y MeTofax BUNpobyBaHHA NEPBUHHOI YNakoBKY
roTOBOrO JliKapCbKoro 3acoby (He3HauHi 3MiHN Y
3aTBEPKEHUX MeTOoAax BUNPoOyBaHb) HE3HAYHI
3MiHW Y MeTOoANLi BUNPo6yBaHHA «laeHTudikauis
naacTMacoBOro MaTepiany, BU3HauyeHa metogom 14-
®dyp’e-cnekTpockonii» nonepeaHbo 3i6paHoro
KapTpuka Ta KpULKV KapTpuaxa, 3 MeTot
Y3rOfPKEHHS ONUCIB BUNPOOYBaHb 3 iHLIMMU
iHransAuiiHMMmn npogyktamn AstraZeneca. Metoam
aHasi3y 3anMWalnTbCa HE3MIHHUMMU, TULLE OMYyLLEHi
3aliBi geTai. BHeceHHs peaakuiiHuX 3mMiH 10
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

cneuudikauii nonepeaHb0 3i6paHOro KapTpuapka
3MiHn | TUNYy - 3MiHK 3 SiKOCTi. FOTOBWIA Nikapcbkuii
3aci6. CucTtema KoHTeliHep/3akynoptoBasibHUiA 3aci6.
3MiHa y MeTogax BunpobyBaHHA NEPBUHHOT
yNaKkoBKU rOTOBOrO NiKapCbKoro 3acoby (He3HauHi
3MiHW Y 3aTBEpPMKEHNX MeTodax BUNPOoOyBaHb)
He3HauHi 3MiHM y MeToAuLi BUNpobyBaHHS
«Po3mipu» nonepeaHbO 3i6paHoro KapTpumxa Ta
KPULLIKN KapTpuaxa, 3 MEeTO Y3roKeHHs Onucis
BMNPOOYBaHb 3 HLIMMW iHFIALIHMUW NPOAYKTaMm
AstraZeneca. MeToau aHanisy 3a/mLialTbCs
HEe3MiHHUMMU, NnLLE ONyLLeHi 3aliBi AeTani. BHeCceHHs
peAakuiiHnX 3miH fo cneuudikauii nonepeaHb0
3ibpaHoro kapTpuaxa. 3miHn | Trny - 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoproBasibHWii 3aci6. 3miHa y
mMeToAax BUNPOGYBaHHSA NePBMHHOT yNakoBKM
roTOBOrO /liKapCbKoro 3acoby (He3HauHi 3MiHN Y
3aTBEPKEHUX MEeToAax BUNPoOyBaHb) HE3HAYHI
3MiHV Y MeToAuLi BUNPOBYBaHHA «PYHKLIOHAILHICTD
[03yl040ro Ancka» nonepeaHbo 3ibpaHoro
KapTpunaKa, 3 METOI0 Y3rO[DKEHHS ONUCIB
BMNPO6YBaHb 3 iHLUMMM iHraNAUIHIMK NPOAYKTaMm
AstraZeneca. MeToau aHanisy 3a/mialoTbCs
HEe3MiHHMMK, 1LLE OMyLUeHi 3aViBi AeTani. BHeceHHs
pepakuiiHnx 3miH fo cneyudikalii nonepefHb0
3i6paHoro KkapTpuka. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA Nnikapcbkumii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWiA 3aci6. 3miHa y
mMeTofax BUNPO6yBaHHA NEPBUHHOI yNakoBKM
rOTOBOrO JliKapCbkoro 3acoby (He3HauHi 3MiHU y
3aTBEPMKEHNX MeToAax BUNPOOYBaHb)
He3HauHi 3MiH1 Y MeToauLi Mikpo6ionoriuHoro
BMNPOGYBaHHS NonepeaHbO 3ibpaHoro kapTpuaka
Ta KPULLKN KapTPUAXa, 3 METOK Y3ro)KeHHs Onucis
BMNPO6YBaHb 3 iHLMMU iHraNALiiHUMK NPoAYKTaMU
AstraZeneca. MeToan aHanisy 3a/mLIalnTbCs
HEe3MiHHUMU, LLIE ONYyLLeHi 3aiiBi AeTani. BHeceHHs
pefakLiiHix 3MiH A0 cnevuudikaii nonepeaHbo
3i6paHoro kapTpuaKa Ta KPpULLIKM KapTpuaxka

81.

ENNIbTPOMBO
MAr-BICTA

TabneTku, BKPUTI
NiBKOBOO
060/10HKOI0, N0 25
Mr, o 7 TabneTok y
6nicTepi; no 2 abo 4
6nictepu B
KapTOHHIlA KOpooLi

MicTtpan
Kenitan
MeHexm
eHT
Nimiteq

AHrnifA

BUNYyCK cepil,
BVMPOGHMLTBO,
nepBuHHeE,
BTOPUHHE
nakyBaHHs,
KOHTpO/b cepii:
CiHTOH XicnaHis,
C. /.

IcnaHis

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais:
TexHiyHa nomuska (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460). BunpaBneHo TEXHI4YHY MOMUKY
y TEKCTi MapKyBaHHS BTOPUHHOI yNakoBKu
niKkapcbKoro 3acoby ons fo3yBaHHA 25 mr Ta 50 wmr,
a came B nyHkTi 4 «J/IIKAPCbKA ®OPMA TA
KINMBKICTb OANHNLb B YIAKOBLLI» 3a3HaveHo
iHpopmauito 25 mr (25 mg), 50 mr (50 mg).

3a
peyenmom

UA/19832/01/01
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3a3HayeHe BUNpaB/iEHHA BigNoBigae maTepianam
peecTpaLiiHoro AoChbeE.
82. ENNIbTPOMBO | TabneTku, BKpUTI MicTtpan AHrnis BUNYyCK cepii, Icnanis BHECEHHS 3MiH 4O pPEeeECTpaLiiHnX MaTepiasiis: 3a - UA/19832/01/02
MAr-BICTA N1iBKOBOO Kenitan BVMPOGHMLTBO, TexHiyHa nomuska (3rigHo Hakasy MO3 Big peyenmom
060/10HKO10, M0 50 MeHeaxm nepBuHHe, 23.07.2015 Ne 460). BunpassieHO TEXHIYHY NMOMUIIKY
Mr, No 7 TabneTok y eHT BTOPUHHE y TEKCTi MapKyBaHHS BTOPUHHOT yMakoBKM
6nicTepi; no 2 abo 4 Nimiteq nakyBaHHs, nikapcbKoro 3acoby Ans fo3ysaHHsa 25 mr 1a 50 wr,
6nictepu B KOHTPO/b cepil: a came B nyHKTi 4 «JIIKAPCbKA ®OPMA TA
KapTOHHI Kopoobui CiHTOH XicnaHis, KITbKICTb OAMHWLIb B YMAKOBLI» 3a3HaveHo
C. . iHdpopmauito 25 mr (25 mg), 50 mr (50 mg).
3a3HayeHe BUMNpaB/IeHHA BiANOBiJae MaTepianam
pPEeECTPaL,iiHOrO AOCHE.
83. EHANANPUN | Tabnetkn no 20 wmr, Tosapuct YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a He UA/5913/01/02
-300POB'A no 10 TabneTtok y BO 3 BUPOGHMLTBA, | TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKMii 3aci6. peuyenmom nionsieae
6nicTepi; no 2 obmexeHo KOHTPO/b AKOCTI, 3MiHM y BUpO6HMLTBI. 3amiHa abo BBeAEHHS
6nictepn y 10 BUMYCK Cepii: [0AaTKOBOI AiNIbHUL BUPOBHMLITBA A1 YacTUHU abo
KapTOHHI KopobLyj; Bignosiga ToBapucTBo 3 BCbOr0 BUPOBHMYOro NpoLecy roToBOro JliKkapCbKoro
no 20 TabneTok y NBHICTIO 0bMexeHor 3acoby (AiNbHWLSA, Ha AKili NPOBOAATLCS ByAb-AKi
6nicTepi; no 1 "®bapmaue BiAnoBigasIbHICT BMPOGHUYI CTaAii, 3a BUHATKOM BUMYCKY Cepil,
6nictepy y BTU4YHA 10 KOHTPO/IO0 AKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
KapTOHHI KopoobLi KOMMaHis "papmMaueBTUYH nakyBaHHs, A1 HECTEPUTbHUX NiKapCbknX 3aco6iB)
"3popos'a” a KoMnaHis CynyTHS 3MiHa - 3MiHM 3 KOCTi. [OTOBWIA NikapCbKuii
"3p0pos'a", 3aci6. 3MiHM y BUPOGHULTBI. 3amiHa abo BBEAEHHS
YkpaiHa [0[aTKOBOI AiNbHNL BUPOBGHMLTBA A1 YacTUHN abo
BCi cTagil BCbOr0 BMPOOHMYOro NpoLEecy roToBOro Nikapcbkoro
BUPOGHMLTBA, 3aco06y (4iNbHMUA ANS BTOPUHHOTO NakyBaHHS) -
KOHTPO/b AKOCTI, 3MiHK 3 SKOCTi. F0TOBUIA NiKapCbKuii 3aci6. 3MiHW y
BUNYyCK cepil: BMPOGHULTBI. 3amiHa abo BBeAEHHS f0AaTKOBOI
ToBapucTBo 3 LiNbHULI BUPOBGHULITBA A/18 YACTUHN abo BCbOro
06MEXEHO BMPOBHMYOrO NPOLLECY roTOBOTO J1iKapCbKOro 3acoby
BignoBiganbHiCcT (4iNnbHUUA 4NSA NEPBUHHOIO NakyBaHHA) BBEAEHHSA
10 "®APMEKC [,0aTKOBOro BUPOGHKKA rOTOBOrO NiKapCbKoro

FPYI", YkpaiHa

3acoby - TOB “@APMEKC I'PYM", YkpaiHa ans
no3yBaHHs 10 Mr 1a 20 Mr. BBeieHHS 3MiH NPOTAroM
6-TK MicALiB nicnsa 3aTBEPAKEHHSA. 3MiHW | TRy -
3MiHK 3 SKOCTi. F0TOBUIA NiKapCbkuii 3aci6. 3MiHW y
BMPO6HMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCSA BUMYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo
JofasaHHsA BUPOOHMKa, LLIO BiANOBifaE 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bkovaroumn
KOHTPONb/BMNPOGYBaHHSA cepii - AofaBaHHA
BMpOGHMKa - TOB “©APMEKC I'PYT1", YkpaiHa Lo
BinoBifgae 3a KOHTPO/b AKOCTI Ta BMNycK cepii /13
ona nosyBaHHA 10 mr 1a 20 mr.
3MiHU BHECEHI B po34inun "BUpobHKK" Ta
"Micue3HaxokeHHs BUPO6HMKa Ta agpeca micus
NPOBaKEHHS AOr0 AiANbHOCTI" B IHCTPYKLUItO A/1s
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MeAMYHOro 3aCTOCYBaHHA y 3B"A3KY 3 BBEA,EHHAM
BMPOBHUYOI AinbHULi "®PAPMEKC I'PYM" wopo
no3yBaHHsA 10 Mr Ta 20 Mr Ta SiK HAcNigoK -
3aTBEPMKEHHA [OATKOBOIO TEKCTY MapKyBaHHS
ynakoBKM NiKapcbKoro 3acoby AN BignoBigHUX
[l03yBaHb.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMAKEHHS.
84. EHANANPUN | TabneTtkm no 5 wr, ToBapuct YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasnis: 3MiHK 3a He UA/5913/01/03
-300POB'A no 10 Tabnetok y BO 3 BMPOGHMLTBA, | TNy - 3MiHK 3 AKOCTi. [OTOBMIA Nikapcbkuii 3aci6. peyenmom nionsizae
6nictepi; no 2 abo 06MexeHo KOHTPO/b AIKOCTI, 3MiHM Y BUPOOHULITBI. 3amiHa abo BBeEHHS
no 3 6nictepun y 10 BWMYCK Cepil: [0[AaTKOBOI AiNbHNL BUPOBGHMLTBA A1 YacTUHM abo
KapTOHHIA Kopoo6Li Bignosiga ToBapucTBoO 3 BCbOr0 BMPOGHMYOro MPOLEeCy roTOBOro NiKapCbKoro
NBHICTIO 06MeXeHo 3acoby (AinbHULA, Ha SIKili NPOBOAATLCA BYAb-SiKi
"®apmate BiANOBIga/IbHICT BMPOGHUYI CTagji, 3a BUHATKOM BUMYCKY Cepil,
BTUYHA 10 KOHTPOJT0 AKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
KOMNaHis "papmaueBTUYH nakyBaHHs, 4151 HECTePU/IbHUX JiKapCbKUX 3ac06iB)
"3po0pos'a” a KoMnaHis CynyTHS 3MiHa - 3MiHM 3 AKOCTi. [O0TOBWIA NikapCbkunit
"3popos's”, 3aci6. 3MiHM y BUPO6bHULTBI. 3amiHa abo BBEAEHHS
YkpaiHa [04aTKOBOT Ai/IbHULL BUPOOHULTBA [i/151 YaCTUHN abo
BCi cTagil BCbOr0 BMPOGHMYOro MPOLECY rOTOBOrO NiKAPCbKOro
BMPOGHMLTBA, 3aco6y (AiNbHMLA AN BTOPUHHOTO NakyBaHHS) -

KOHTPO/1b AKOCTI:
ToBapucTso 3
0bMexeHoto
BignoBigabHICT
10 "®APMEKC
FPYI", Ykpaina

3MiHM 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPO6HMLTBI. 3amiHa abo BBeAEHHSA [0AaTKOBOI
OiNbHWLI BUPOBHMLTBA /18 YacTHK abo BCbOro

BMPOGHMYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
(AinbHMUSA ANA NEPBMHHOIO NaKyBaHHS) BBEAEHHS
[0[aTKOBOro BUPOOHKA rOTOBOTO NiKapCbKOro
3acoby - TOB “@APMEKC I'PYIT", YkpaiHa gns
Ao3yBaHHa 10 mr Ta 20 mr. BBefieHHS1 3MiH NpoTArom
6-TV MicALIB Mic/1A 3aTBepMXEHHSA. 3MiHu | TNy -

3MiHM 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y

BMPOGHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCSA BUMYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA BMPOGHMKA, L0 BigNOBIga€E 3a BBE3EHHS
Ta/abo BMMNyckK cepii) - Bknovaroun
KOHTPONb/BUNPOBYBaHHSA cepii - foAaBaHHs

BMPOGHMKa - TOB “©OAPMEKC I'PYI", YkpaiHa Lo

BiANOBIAAE 3a KOHTPO/Ib SAKOCTi Ta BUMNYcK cepii /13
0ns fosysBaHHA 10 mr Ta 20 Mr. 3MiHV BHECeHI B

po3ainmn "BMpo6HuK" Ta "MicLe3HaxomKeHHs
BMPOGHMWKaA Ta agpeca MicLs NPoBamXeHHs horo
LOiSIbHOCTI" B IHCTPYKUiO 4151 MeANYHOro
3aCTOCYBaHHSA Y 3B"A3Ky 3 BBEAEHHSAM BUPOOHNYOI
ainbHuui "@APMEKC IMPYM" woao aosyBaHHa 10 mr
Ta 20 Mr Ta AK HaCNifoK - 3aTBePKEHHS
[04AaTKOBOTO TEKCTY MapKyBaHHs yNakoBKu
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
nikapcbKoro 3acoby Ans BifgnoBigHMX A03YBaHb.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS.
85. EHANANPUAN | Tabnetkn no 10 mr, ToBapucT YkpaiHa BCi cTagil Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx matepianis: 3MiHN 3a He UA/5913/01/01
-300POB'A no 10 TabneTtok y BO 3 BUPOGHMLTBA, | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NikapcbKuMii 3aci6. peyenmom nionsieae
6nicTepi; no 2 06MexeHo KOHTPO/b AKOCTI, 3MiHM y BUpO6HMLTBI. 3amiHa abo BBeAEHHS
6nictepu y 10 BWMYCK Cepil: [0[aTKOBOI AiNbHUL BUPOGHMLTBA A1 YaCTUHM abo
KapTOHHI Kopo6Lyj; Bignosiga ToBapucTBo 3 BCbOr0 BUPOBHMYOro NpoLecy roToBOro JlikapCbKoro
no 20 TabneTok y NBbHICTIO 06MexeHoto 3acoby (AiNbHWLSA, Ha AKili TPOBOAATLCS ByAb-AKi
6nicTepi; no 1 "®apmaue BiAMOBIAa/bHICT BMPOGHUYI CTagji, 3a BUHATKOM BUMYCKY Cepil,
6nictepy y BTU4YHA 10 KOHTPOJI0 AKOCTi, NePBMHHOIO Ta BTOPUHHOIO
KapTOHHI Kopoobui KOMMaHis "papmMaueBTNYH nakyBaHHs, A1 HECTEPWUTbHUX NiKapCbknX 3aco6iB)
"3popos's" a KoMnaHis CynyTHS 3MiHa - 3MiHM 3 AKOCTi. [0TOBWIA NlikapCbKuii
"3p0pos'a", 3aci6. 3MiHM y BUPOGHULTBI. 3amiHa abo BBeAEHHS
YkpaiHa [0[AaTKOBOI AiNbHNL BUPOBGHMLTBA A1 YacTUHM abo
BCi cTagil BCbOr0 BMPOGHMYOro MPOLEeCy roTOBOro NiKapCbKoro
BUPOGHMLTBA, 3aco06y (4ibHMUA 418 BTOPUHHOIO NakyBaHHS) -
KOHTPO/1b AKOCTI, 3MiHK 3 AKOCTi. F0TOBUIA NiKapCbKuii 3aci6. 3miHN y
BWMYCK Cepil: BMPOGHMLTBI. 3amiHa abo BBeAEeHHS [0AaTKOBOI
ToBapucTBo 3 LOiNbHULI BUPOBHULITBA A/181 YACTUHN ab0o BCbOro
06MEXEHO BMPOBHMYOrO NPOLLECY rOTOBOTO J1iKapCbKOro 3acoby
BignoBigasbHICT (AinbHUUSA ANS NEPBMHHOIO NakyBaHHS) BBEAEHHS
10 "®APMEKC [,0aTKOBOro BUPOGHKKaA roTOBOro NiKapCbKoro

FPYTT", YkpaiHa

3acoby - TOB “@APMEKC I'PYM", YkpaiHa ans
[o3yBaHHA 10 mr Ta 20 mMr. BBefieHHS 3MiH NpoTArom
6-TW MicALIB nicnsa 3aTBEPAKEHHS. 3MiHW | TNy -
3MiHK 3 AKOCTi. F0TOBUIA NiKapCbKuii 3aci6. 3MiHN y
BMPO6HMLTBI. 3MiHa iMnopTepa/3MiHuy, Lo
CTOCYOTbCA BUMYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOrO NikapcbKoro 3acoby (3amiHa abo
[ofaBaHHsA BUPOOHNKA, L0 BiAMNoBifae 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bkovaroum
KOHTPONb/BMNPOGYBaHHSA cepii - AofaBaHHA
BMpOGHMKa - TOB “©OAPMEKC I'PYT", YkpaiHa Lo
BignoBigae 3a KOHTPO/b AKOCTI Ta BUNycK cepii /13
ona nosysaHHA 10 mr 1a 20 mr.
3MiHU BHECEHI B po34inun "BUpo6HMK" Ta
"Micue3HaxokeHHs1 BUPOBHMKa Ta agpeca micus
NPOBaKEHHS Or0 AisNbHOCTI" B IHCTPYKLUitO 415
MeAMYHOro 3aCTOCYBaHHA y 3B"A3KY 3 BBEAEHHAM
BMPOGHUYOI AinbHuui "®APMEKC I'PYIM" wopo
no3yBaHHA 10 Mr Ta 20 Mr Ta ik HacNigok -
3aTBEPMKEHHA [04ATKOBOIO TEKCTY MapKyBaHHS
yNaKoBKM NiKapcbKoro 3acoby AN BignoBigHUX
[03yBaHb.
BBefeHHs 3MiH NpoTArom 6-T1 MicALUiB nicns
3aTBEpPXKEHHS. 3MiHY | TUnNY - 3MiHW 3 AKOCTI.
"0TOBWIA NlikapCcbkWii 3aci6. 3MiHW Y BUPOOHULTBI.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

3MiHa po3mipy cepil (Bk/IlYatoumn gianasoH po3Mipy
cepil) roToBOro Nikapcbkoro 3acoby (3MeHLIEHHSA 40
10 pasiB)

BBEAEHHSA 40AATKOBOro po3mipy cepii (90 kr)
roToBOro Nikapcbkoro 3acoby (419 fo3yBaHHA no 10
Mr) 415 HOBOI AiNbHUL BUpO6HMLTBa TOB
“©APMEKC I'PYIN", YkpaiHa. BBegeHHS 3MiH
NPOTArom 6-Tv MicALiB Nic/A 3aTBEPAKEHHS.

86.

EHTEPO®YP
nne

Kancynu Teepai no
100 wmr; no 10
Kancyn y énictepi;
no 3 6nictepu B
KapTOHHIA Kopoo6Li

BocHanek
a.n.

BocHis i
epuerosu
Ha

BocHanek g.4.

BocHis i
epuerosmH
a

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLU|i 415 MeAUYHOro 3aCTOCYBaHHA Ha nigcTasi
perynsipHo OHOBJIKOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA /ikapcbKkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
OLLiHKM 3BIiTYy 3 AOC/ifKEHb, NPOBEAEHVX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnigpkersb (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHN BHECEHO A0 IHCTPYKLiT 4718 MeaNYHOro
3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"'PapmakonoriuHi BNacTMBOCTI" Ta "3acTocyBaHHs y
nepiog, BaritTHoCTi abo rogyBaHHs rpyaaro” Wwoao
6e3nekn 3acToCyBaHHSA [it04H0T pe4yoBUHY
Hicpypokcasug, BignosigHo Ao pekomeHgauin PRAC.
3asABHMKOM B npoueaypi 3MiH 6yn10 HagaHo
OHOB/EHUIA MnaH ynpaBniHHA pu3nkamu Bepcisa 1.1.
3MiHN BHECEHO [0 YacTuH: | «3arasibHa
iHchbopmavisx», Il «Cneundikauis 3 6e3nekn» (Moayb
CVIII «Pe3tome npobniem 6e3neku»), Il «MnaH 3
thapmakoHarnagy», V «3axogn 3 MiHimisauii
pv3ukiB», VI «Pe3iome niaHy ynpasniHHSA
pusnkamun», VIl «Jlogatku» y 38’3Ky 3 OHOBJ/IEHHSAM
nepeniky NMTaHb 3 6e3Mnekn Ta KOperyBaHHsAM
PYTUHHUX 3aX0AiB 3 MiHiMi3aLii pu3vkiB Ha nigcTasi
pekomeHgauii PRAC wwoao 3MiHu iHchopmauii 3
6e3nekn B NPOEKTi iIHCTPYKLiT A4NnA Mean4HOro
3acTocyBaHHSA. 3MiHu | Tuny - 3MiHW Woao
6e3nekn/edekTBHOCTI Ta thapMakoHarniagy (iHLwi
3MiHM) 3MiHN BHECEHO A0 IHCTPYKLIT 4518 MeanyHOro
3aCTOCyBaHHSA NikapcbKoro 3acoby A0 po3giny
"Mo6iyHI peakuii" BiANOBIAHO A0 iHhopmaLi 3
6e3nekn 3acTocyBaHHs liKkapCbKOro 3acoby.

3a
peyernmom

He
nionsieae

UA/1991/01/01

87.

EHTEPO®YP
nn®

Karcy/sv Teepgi no
200 mr; no 8 kancyn
y 6nicTepi; no 1 abo

BocHanek
A.4.

BocHis i
l'epuerosu
Ha

BocHanek g.4.

BocHis i
lepuerosmH
a

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuui

3a
peyenmom

He
nionsieae

UA/1991/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

2 6nictepu B
KapTOHHilA KopooLi

nikapcbKoro 3acoby, TEKCTI MapkyBaHHS Ta
IHCTPYKLiT A1 MeAMYHOro 3aCTOCYBaHHSA Ha nigcrasi
perynsipHoO OHOBJ/IOBAHOrO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHS fnikapcbkoro 3acoby B
nicnApeecTpaviiiinii nepiog, abo sk pesynbtart
OLiHKVM 3BIiTYy 3 AOC/ifKeHb, MPOBEAEHNX BiAMNOBIAHO
00 nnaHy negiatpuyHux gocnimxkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHWUM YNOBHOBaXKEHNM
opraHom)
3MiHV BHEeCeHO A0 [HCTPYKLUiT Ana MeauyHoro
3aCTOCyBaHHS NiKapCcbKoro 3acoby Ao po3ginis
dapmakosoriyHi BNacTuBOCTI" Ta "3acTocyBaHHsA y
nepiog, BariTHOCTi abo rogyBaHHs rpyaa” Wwoano
6e3nekn 3acTocyBaHHs Ajit040i PEHOBUHM
Hidhypokcasug, BignoBigHO A0 pekomeHgauin PRAC.
3asBHUKOM B npoueaypi 3MiH 6y/10 HagaHo
OHOB/EeHUiA MnaH ynpasniHHS pu3nkamu Bepcia 1.1.
3MiHV BHECEHO A0 YacTuH: | «3arasibHa
iHhopmauis», I «Cneumndikauis 3 6e3nekn» (Moaynb
CVIII «Pestome npobnem 6e3neku»), Il «MnaH 3
thapmakoHarnagy», V «3axogn 3 MiHiMisauii
pu3ukiB», VI «Pe3tome nnaHy ynpasniHHA
pusnkamm», VIl «logatkun» y 38'a3Ky 3 OHOB/IEHHAM
nepeniky NuTaHb 3 6e3nekn Ta KoperyBaHHAM
PYTUHHMX 3aX0A4iB 3 MiHiMi3auil pu3nkiB Ha nigcTasi
pekomeHgauii PRAC woao 3miHu iHdopmadii 3
6e3nekn B MPOEKTI iIHCTPYKLIiT A8 MeaN4HOro
3acTocyBaHHA. 3MiHY | TUNY - 3MiHW WOoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi
3MiHM) 3MiHN BHECEHO A0 IHCTPYKLiT 4718 MeauyHOro
3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"Mo6iuHI peakwji" BigNOBigHO A0 iHchopmavi 3
6€e3MeKn 3aCTOCYBaHHS NiKapCbKoro 3acoby.

88.

EHTUBIO®

NOPOLLOK AnA
KOHLeHTpaTy ans
po34nHy Ans
iHcpys3iii no 300 wmr;
NOPOLLIOK A/1A
KOHLieHTpaTy Ans
pO34nHy Ans
iHdpy3ili y donakoHi,
no 1 dpnakoHy y
KapTOHHIlA KOpooLi

Takena
Papma
AIC

[aHia

BMPOBHULITBO
N3 ra
nepBuHHe
nakyBaHHs:
Xocnipa, IHK.,
CLUA;
BMPOBHULITBO
113, KOHTPO/b
AKOCTI cepii:
"CTepubHICTb",
"MexaHiuHi
BK/THOYEHHSA",
nepBuHHE
nakyBaHHs:

CuwA/
ITania/
AscTpisi/
Benvka
Bputanis/
HimeuunHa/
AnoHis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu
| Tuny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3araslbHeHNX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX NMPO cucTemy
thapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBiAaNbLHOI 3a 3ilicHEHHS chapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapmMakoHarnsay 3assBHvKa ans
3pjiicHeHHs hapmakoHarnsgy B YKpaiHi, AKL0 BOHa
BiAMIHHA Bif, YNOBHOBaXKeHOi 0cobw, BiANoBiAa/IbHOT
3a 3[jicHeHHs hapmakoHarnsay (BKIyatoum
KOHTaKTHi AaHi) Ta/abo 3MiHM y pO3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0CO6M 3asBHMKA,

3a
peyenmom

UA/15405/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

MareoH ITanisa
C.N.A., ITanis;
BTOPUHHE
nakyBaHHS Ta
[03BiN Ha
BUMNYCK cepil:
[Oencapm
Hosapa C.p.n.,
ITanis;
BTOPWHHE
nakyBaHHs,
KOHTPO/b AKOCTI
cepii, f,03BIN Ha
BUNYyCK cepil:
Takepa ABCTpis
m6X, ABCTpis;
KOHTPO/b SIKOCTI
cepii: KoBaHC
Na6opatopis
NimiTen, Benvka
BpuTaHis;
KOHTPO/b SIKOCTI
cepii:
"CTepubHicTb"
Ta
"BakTepianbHi
E€HA0TOKCUHKN":
Bikxem
Na6opatopi3
NimiTen, Benuka
BpuTatis;
KOHTPO/b SIKOCTI
cepii:
"BusHaueHHsA
3B'A3yBaHHA":
Yapnb3 PiBep
Na6opatopis
HimeuyunHa
m6X,
HimeyumnHa;
BMPOBHULTBO
113, KOHTpO/b
SKOCTI cepil,
nepBuHHE
nakyBaHHs:
Takepa
PapmacbloTikau
KomnaHi /1T4.,

BiANOBIAa/IbHOI 3a chapmakoHarnsag. 3miHa
KOHTaKTHOT 0CO6U 3asBHKKa, BifNoBigabHOI 3a
hapmakoHarnag B Ykpaini. [litoya pegakuis:
CamoHeHko MapuHa BonogumupiBHa. MNMponoHoBaHa
pepakuis: YpeTiit Cepriii IBaHoBUY / Sergii Uretii.
3MiHa KOHTaKTHUX AaHnX KOHTaKTHOI 0cobu
3a8BHWMKa, BiANOBIAaNbHOI 3a hapmakoHarnsaz B
YkpaiHi
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Xikapi nnaHT,
AnoHis
89. EPFO®EPOH | Tabnetkn no 20 TOB YKpaina 3AT CaHTOHika NutBa BHECEHHS 3MiH A0 peecTpauiiHux maTtepiasnis: 3MiHK 6e3 - UA/12931/01/01
Tabnetok y 6nictepi; "Martepia | Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta peyenma
nol,2a6o5 Mepauka- thapmakoHarnagy. BeegeHHs abo 3miHn fo
6nicTepiB y YkpaiHa" y3arasibHeHVX gaHnx Npo cuctemy hapmakoHarnsgy
KapTOHHIA KopoobLi (BBEAEHHSA y3araslbHEHUX AaHVX NMPO cucTemy
thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi ocobu,
BiANOBIA&NbHOI 3a 34iiCHEHHSA hapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 thapmakoHarnagy 3asBHvKa Ans
3pjiicHeHHs1 hapMakoHarnsgy B YKpaiHi, AKLL0 BOHA
BiIMiHHa Bif, YNOBHOB&XEHOI 0CO6M, BIANOBIAA/IbHOI
3a 3[jicHeHHs hapMakoHarnisay (BkIYatum
KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
MicLe3HaxoMKeHHs1 MacTep-aiina cucremu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS OCHOBHOI AiSNbHOCTI 3
dhapmakoHarnsgy.
90. ECCEHLUIAN PO34UH AJ151 iH'EKLLNA, TOB YkpaiHa nakyBaHHs, Ykpaina/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHK 3a - UA/8626/01/01
E®H 250 mr/5 mn Ne 5: no "Onenna MapKyBaHHS, Icnanis | Tuny - 3MiHK 3 AKOCTi. FOTOBMIA NikapCbkuii 3aci6. peyenmom
5 mn B amnyni; no 5 Xerckea KOHTpO/b Ta 3MiHN Yy BUPOGHULTBI. 3MiHW Y NpoLeci BUpo6HMLTBA
amnyn y KOHTYpHIiA YkpaiHa" Bunyck cepii: AT roToOBOro NikapcbKoro 3acoby, BKIYaum

YapyHKOBIli ynakoBLyi
B KapTOHHIi kKopo6ui

"Tanuudapm",
YkpaiHa,;
BUPOGHMLTBO,
nakyBaHHs,
MapKyBaHHs,
KOHTPO/b Ta
BWMYCK cepil:
®AMAP XE/NIC
KEAP CEPBICI3
MAOPNA,
C.AY., IcnaHis

NPOMDKHWIA MPOAYKT, L0 3aCTOCOBYETLCS MpU
BUPOGHULITBI FOTOBOTrO NiKapCbKoro 3acoby
(He3HauHa 3MiHa y npoLeci BUPOOHMLTBA) BHECEHHS
He3HayHuX 3MiH go p.3.2.P.3.3 Onuc BUpo6H1Yoro
npouecy Ta KOHTPOJIo NpoLiecy, a came —
BUJA/IEHHSA eTany OXO/I0KEHHS OUMLLEHOT BOAU B
peakTopi, OCKifIbKM BiANoBigHA Ajis HE BUKOHYETLCA
Ha piBHi 3aBOAY. TakoX NPOMOHYETLCA 3MIHUTU
Temneparypy HarpiBy po3uunHy (Boga Ans iH'exuiii +
[Je30Kcmxonesa kucnoTa + rigpokcug HaTpito) Ha
eTani 2 BUpO6HMYOro NpoLecy y BUPOOGHNYOMY
peakTopi (60-80°C 3amicTb 3apeecTpoBaHux 85-
100°C). Temnepatypa Harpisy y BUpOGHUYOMY
npoueci Ha piBHI NigNPUEMCTBA BXe CTaHOBUTb 60-
80°C, ToMy 3MiHa K1acuikyeTbCA K HE3HaYHa.
3MmiHu | TMny - 3MiHK 3 AKOCTi. FoTOBUIA NiKaPCbKUi
3aci6. 3MiHM y BUPO6HULTBI. 3MiHW Y npoLeci
BMPOGHMLTBA FOTOBOIO NiKapCbKoro 3acooby,
BK/1OYAI0UY MPOMIXHUI MPOAYKT, WO
3aCTOCOBYETHCS MPU BUPOOHULTBI FOTOBOTO
niKkapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BMPOGHULITBA) BHECEHHS HE3HAYHWX 3MiH Y NMpoLeci
BMPOGHMLITBA FOTOBOrO JliKapCbKoro 3acoby, a came-
NPOMNOHYETLCA A04ATU NonepesHi0 hinbTpaLito
po3uunHy bulk yepes dinbTp 1 MKM Nepef eTanom
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

cTepunisauiiHoi inbTpayii. JlogaBaHHS LbOro
eTany He BN/IMBAE Ha AKICTb roToBoro /13 i mae Ha
MeTi 3a6e3neunTn HasleXXHe BUKOHaHHS
cTepunisauiiHoi inbTpayji, ska NpoxoanTb Yepes
WinbHWiA inbTp (0,2 MkM). Kpim Toro, Leii npouec
BWKOHYETLCA BUPOOHNYUM MaiifaHuYMKOM NPOTAroM
[0Broro nepiogy yacy, Tomy us 3MiHa cnpsiMoBaHa
Nuile Ha BNOpsAKyBaHHS maTepianis
peecTpaviiiHoro Aocke. 3MiHW | TUny - 3MiHK 3
AKocTi. [oTOBMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOro NikapcbKoro 3acoby. 3miHa y MeTofax
BMNPOGYBaHHSA roTOBOrO /iKapPCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAXKEHNX MeToAaxX
BUNPOBYBaHHS) BHECEHHS HE3HAUYHUX 3MiH [0
p.3.2.P.5.2 AHaniTnyHi MeTOoAMKM, a came-
MPONOHYETLCA BHECTW HE3HAYHI 3MiHM [0 eTany
NPUroTyBaHHA po3unHy ctaHgapTy (KinbkicHe
BM3HAUYEHHS €TaHO/1y) Ha BMICT eTaHony.
KoedpiuieHT po3BeaeHHs 3anmwiaeTbca 6e3 3miH,
KifIbKiCHWIA BMICT aGCO/TIOTHOTO eTaHoy Ta 06'eM
KON6M NOABOIIOTLCA. BunpasneHHs TunorpadCcbkmx
NMOMMJIOK.

91.

ETOPA

TabneTku, BKPUTI
NiBKOBOO
060/10HKOI0 M0 60
Mr; Mo 7 TabneTok y
6nictepi, no 1
6nictepy B
KapTOHHIlA KOpooLi

dapmaues
TUYHWIA
3aB0/,

"MNOJNTIb®A

PMA" C.A.

MonbLua

POHTIC
XENINAC
MEAIKAN EHA
GAPMACBIOTIK
AJIC
NPOAAKTC
CA.

peuis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3MiHu
Il Tvny - 3miHn 3 sKocTi. A®l. Bupo6HMLTBO. 3MiHa
BMPOGHMKA BUXiZHOr0/MPOMIXXKHOTO
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoueci A®l, abo 3miHa BUPO6GHUKaA
(Bkntovaroun, ge HeobxigHO, MicLie NPoBeAEHHS
KOHTpONIO sKOCTi) AP (3a BiACYTHOCTI cepTudikaTa
BIANOBIAHOCTI E€Bponeiichbkili hapmakonei y
3aTBEPAKEHOMY [0CHE)(BBEAEHHS HOBOIO
BMpOGHUMKa A®| 3 HafaHHAM MacTep-thaiina Ha AdI)
BBEAEHHA HOBOTrO BUPOOHMKa A®| 3 HagaHHAM
macTep-gaiina Ha A®| Aurore Life Sciences Private
Limited),(3aTBepmxkeHo: Alembic Pharmaceutical
Limited, India 3anponoHoBaHo: Alembic
Pharmaceutical Limited, India Aurore Life Sciences
Private Limited, India)

3a
peyenmom

UA/18682/01/01

92.

ETOPA

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKOI No 90
Mr; Mo 7 TabneTok y
6nicTepi, no 1
6nictepy B
KapTOHHI KopoobLi

Papmaves
TUYHWIA
3aBof,

"MOJIb®A

PMA" C.A.

Monbla

POHTIC
XENINAC
MELIKAN EHA
®APMACHIOTIK
ANC
MPOJAKTC
CA.

pevis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
Il TNy - 3MiHu 3 sKocTi. A®l. BupobHuLTBO. 3MiHa
BUPOGHMKa BMUXIAHOTO/NPOMIXHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMYOMY npoueci A®I, abo 3miHa BUPOGHUKaA
(BKtOYatoum, ae Heo6XiAHO, MicLe NPOBeAEHHS
KOHTponto sikocTi) APl (3a BigcyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [0CHE)(BBEAEHHS HOBOTO
BMpO6HMKa AP| 3 HafaHHAM MacTep-dhaiina Ha AdI)

3a
peuyerimom

UA/18682/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

BBE/leHHS HOBOTO BUPO6HUKa AP| 3 HagaHHAM
macTep-gaiina Ha A®| Aurore Life Sciences Private
Limited),(3aTBepmxeHo: Alembic Pharmaceutical
Limited, India 3anponoHoBaHo: Alembic
Pharmaceutical Limited, India Aurore Life Sciences
Private Limited, India)

93.

ETOPA

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOI0 M0 120
Mr; 1Mo 7 TabneTok y
6nictepi, no 1
6nictepy B
KapTOHHIA Kopoo6Li

dapmaues
TUYHWIA
3aB0/,

"MONTIb®A

PMA" C.A.

MonbLa

POHTIC
XENUNAC
MELIKAN EHA
®APMACHIOTIK
ANC
MPOJAKTC
CA.

Ipevis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
Il Tuny - 3miHn 3 sikocTi. APl BupobHuuTBo. 3MiHa
BMPOGHMKA BUXIZHOr0/NPOMIKHOTO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYOTLCA Y
BUpO6GHMYOMY npoueci A®I, abo 3miHa BUPOGHMKA
(Bkntovaroun, ge HeobxigHO, MicLie NPOBEAEHHS
KOHTposito sikocTi) APl (3a BigCyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY A0CbLE)(BBEAEHHS HOBOrO
BMpOGHUMKa A®| 3 HagaHHAM MacTep-haiina Ha Adl)
BBEJEHHS HOBOro BUPOGHMKa AD| 3 HagaHHAM
macTep-haiina Ha APl Aurore Life Sciences Private
Limited),(3aTBepmxeHo: Alembic Pharmaceutical
Limited, India 3anponoHoBaHo: Alembic
Pharmaceutical Limited, India Aurore Life Sciences
Private Limited, India)

3a
peyenmom

UA/18682/01/03

94,

E®EPA/TTAH

cynosuTopii
pekTasibHi no 80 wmr,
no 5 cynosuTopiis y
6nictepi; no 2
6nictepy B
KapTOHHIA Kopoo6Li

YICA
CAC

PpaHuis

YICA CAC

PpaHuis

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis:
YTOUHEHHS CTaTycy pekiamMyBaHHs B Hakasi MO3
Ykpainm Ne 841 Big 04.05.2023 B npoLeci BHECEHHS
3MiH (3MiHu | TUNY - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy. 3miHa
Y KOPOTKili XapakTepucTuL,i NikapcbKoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT 4151 MeANYHOrO
3aCTOCYBaHHSA Ha MigcTasi perynspHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3nekn NikapCcbKoro 3acoby,
a60o pocnifxeHb 3 6e3nekn 3acTocyBaHHsA
NiKapcbKoro 3acoby B nicispeecTpauiiHnii nepiog,
ab0 K pe3y/nbTar OLiHKM 3BIiTY 3 AOCNIAKEHD,
npoBeAeHnX BigNoBIiAHO A0 NAaHy negiatpudHnx
pocnipxeHs (PIP) (3MiHy y3rogpkeHo 3
KOMMNETEHTHNM YNOBHOBaXXEHUM OpraHom). 3MiHu
BHECEHO A0 [HCTpyKUii Ana MeguyHoro
3acToCyBaHHS NikapcbKoro 3acoby y po3ginu
"B3aemogis 3 iHWMMU flikapcbkuMu 3acobamu Ta
iHWi BMAn B3aemogiin", "Ocob6nBOCTi 3aCTOCyBaHHA"
Bi4MOBIAHO 4O OHOBMEHOT iH(hopMaL,ii LWoao 6e3nekn
3aCTOCYyBaHHS [it040T Pe4YOBUHY 3riHO 3
pekomeHpauieto PRAC. BeeeHHS 3MiH NpoTArom 6-
TV MicsLiB nicns 3aTBepipkeHHs). Pefakuis B Hakasi
- nignsarae. BipHa pefakuis - He nignsrae.

6e3
peuyenma

He
nidnsieae

UA/5237/03/01

95.

E®EPA/ITAH

cynosuTopii
pekTasibHi o 150

YMNCA
CAC

®paHuisa

YMNCA CAC

®paHuisa

BHECEHHS 3MiH O peecTpaLiiiHix maTepianis:
YTOYHEHHS CTaTyCy pek/iiamyBaHHsi B Hakasi MO3

6e3
peyenma

He
nidnsieae

UA/5237/03/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY

(nikapcbka ¢hopma,

ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

Mr; Mo 5
CynosnTopiiB y
6nictepi; no 2
6nictepu B
KapTOHHilA KopooLi

YkpaiHu Ne 841 Big 04.05.2023 B npoueci BHECEHHS
3MiH (3MiHU | TUNY - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsagy. 3miHa
Y KOPOTKili XapakTepucTuL,i NikapCbKoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT 4151 MeANYHOro
3aCTOCYBaHHSA Ha MifgcTasi perynspHo
OHOB/THOBAHOrO 3BITY 3 6e3Mnekn NikapcbKoro 3acooy,
a60o focnifxeHb 3 6e3nekn 3acTocyBaHHsA
nikapcbKoro 3acoby B nicnsapeecTpauiliHuii nepios,
ab0 K pe3ynbTar OLiHKM 3BITY 3 JOCNIAKEHb,
npoBefeHnX Bi4noBigHO A0 NAaHy negiatpuyHnx
pocnipxeHs (PIP) (3MiHy y3rompkeHo 3
KOMMNETEHTHUM YNOBHOBAXEHUM OpraHom). 3MiHu
BHECEHO A0 [HCTPYKUii Ana MeguyHoro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3ginm
"B3aemogis 3 iHWMMK flikapcbkuMn 3acobamu Ta
iHWi BMAW B3aemogiin", "Ocob6nBOCTi 3aCTOCyBaHHA"
Bi4MNOBIAHO 4O OHOBMEHOT iH(hopMaL,ii Woao 6e3neku
3aCTOCYyBaHHSA [fit040T PeYOBUHY 3rifHO 3
pekomeHpauieto PRAC. BeeeHHS 3MiH NpoTAromM 6-
TN MicsLiB nicns 3aTBepipkeHHs). Pefakuis B Hakasi
- nignarae. BipHa pegakuisi - He nignsrae.

96.

E®EPA/ITTAH

cynosuTopii
pekTanbHi no 300
Mr; Mo 5
CynosuTopiiB y
6nictepi; no 2
6nictepu B
KapTOHHIlA KOpooLi

YINCA
CAC

PpaHuis

YMNCA CAC,

PpaHuis

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais:
YTOUHEHHS CTaTyCcy pekiamMyBaHHs B Hakasi MO3
YkpaiHu Ne 841 Big 04.05.2023 B npoueci BHECEHHS
3MiH (3MiHU | TUNY - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy. 3miHa
Y KOPOTKili XapakTepucTuL,i NlikapcbKoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKLIT 4151 MeANYHOrO
3aCTOCYBaHHSA Ha MigcTasi perynspHo
OHOB/THOBAHOrO 3BIiTY 3 6e3Mnekn NikapcbKoro 3acoby,
a6o focnifxeHb 3 6e3nekn 3acTocyBaHHsA
NiKapcbKoro 3acoby B nicispeecTpauiiHnii nepiog,
ab0 K pe3ynbTar OLiHKM 3BITY 3 AOCNIAKEHb,
npoBefieHnX Bi4NoBigHO A0 NAaHy negiatpudHnx
pocnipxeHs (PIP) (3MiHy y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBAXEHUM OpraHom). 3MiHu
BHECEHO A0 [HCTPYKUii Ana MeguyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby y po3ginm
"B3aemogis 3 iHWVMU flikapcbkumn 3acobamu Ta
iHWi BMAW B3aemogiin”, "Ocob6nBoCTi 3aCTOCyBaHHA"
Bi4MOBIAHO 4O OHOBMEHOT iH(hopMaL,ii LWoao 6e3nekn
3aCTOCYyBaHHS [fit040T PeYOBUHY 3riHO 3
pekomeHpauieto PRAC. BBeieHHS1 3MiH NpoTAromM 6-
TN MicsLiB nicns 3aTBepipkeHHs). Pefakuis B Hakasi
- nignarae. BipHa pegakuisi - He nignsrae.

6e3
peyenma

He
nidnsieae

UA/5237/03/03

97.

E®EPA/TTAH

PO34uH opasibHUA 3
%, no 90 mny

YICA
CAC

PpaHuis

YICA CAC

PpaHuis

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis:
YTOUHEHHS CTaTycy pekiamMyBaHHs B Hakasi MO3

6e3
peyenma

He
nidnsieae

UA/5237/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep

n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o

3acoby yrnakoska) nocsi0O4YeHHs1
chnakoHi; no 1 YkpaiHu Ne 841 Big 04.05.2023 B npoueci BHECEHHS
donakoHy B 3MiH (3MiHU | TUNY - 3MiHK Woao
KOMMEKTI 3 MipHOIO 6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsagy. 3miHa
JIOXKKOI Y KapPTOHHIl Y KOPOTKili XapakTepucTuL,i NikapCbKoro 3acooy,
KopooLi TEKCTi MapKyBaHHS Ta iHCTPYKLiT 4151 MeANYHOro
3aCTOCYBaHHSA Ha MifgcTasi perynspHo
OHOB/THOBAHOrO 3BITY 3 6e3Mnekn NikapcbKoro 3acooy,
a60o focnifxeHb 3 6e3nekn 3acTocyBaHHsA
nikapcbKoro 3acoby B nicnsapeecTpauiliHuii nepios,
ab0 K pe3ynbTar OLiHKM 3BITY 3 JOCNIAKEHb,
npoBefeHnX Bi4noBigHO A0 NAaHy negiatpuyHnx
pocnipxeHs (PIP) (3MiHy y3rompkeHo 3
KOMMNETEHTHUM YNOBHOBAXEHUM OpraHom). 3MiHu
BHECEHO A0 [HCTPYKUii Ana MeguyHoro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3ginm
"B3aemogis 3 iHWMMK flikapcbkuMn 3acobamu Ta
iHWi BMAW B3aemogiin", "Ocob6nBOCTi 3aCTOCyBaHHA"
BiANOBIAHO OHOB/IEHOI iHhopMaLii 3 6e3neku
3aCTOCyBaHHS Ajito40oi PeUOBWHM 3rifAHO
pekomeHaauiii PRAC. BBefieHHS 3MiH NpoTarom 6-
TN MicsLiB nicns 3aTBepipkeHHs). Pefakuis B Hakasi
- nignarae. BipHa pegakuisi - He nignsrae.

98. 3E/IBOPA®® | Tabnetku, BKPUTI TOB YkpaiHa BupobHuuTBO ITania/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3MiHu 3a - UA/12699/01/01
NiBKOBOO «Pow Hepo3acoBaHo Llseiiuapis | Tuny - 3miHn 3 akocTi. APl BupobHuuteo. 3miHa peyenmom
060n10HKo0, No 240 YkpaiHa» T npoaykuji, BMPOGHMKA BUXiZHOr0/MPOMIXXKHOTO
Mr; Mo 8 TabneTok y nepBuHHE NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYOTLCA Y
6nicTepi, no 7 nakyBaHHs, BMPOGHMYOMY npoueci A®l, abo 3miHa BUPO6GHUKaA
6nicTepiB y BTOPUHHE (Bkntovaroun, ge HeobxigHO, MicLie NPoBeAEHHS
KapTOHHIiA ynakoBL,i nakyBaHHs, KOHTpONIO sKOCTi) AP (3a BiACYTHOCTI cepTudikaTa

BMNpobyBaHHsA BIANOBIAHOCTI E€Bponeiichbkili hapmakonei y
KOHTpPO/II0 3aTBEpMAXEeHOMY Aocbke)(iHLWi 3MiHM) [JoaaBaHHSA
SAKOCTI: BUpo6HuKa F.1.S. Fabbrica Italiana Sintetici S.p.A,
Jenbdapm ITania sk BUpoOHMKa NepLIrX YOTUPbLOX NPOMKHUX
MinaHo, C.P.J1., iHTepmegiatis (RO5211578, RO5211580,
ITania R05211583 Ta RO5185426-000) ANnsi BUPOGHULITBA
Bunyck cepii: A®I. BupobHuk F.I.S. Fabbrica Italiana Sintetici
®. XodhcpmaHH- S.p.A BXe 3apeecTpoBaHuii B YkpaiHi Ta Ha gaHuii
Na Pow Ntp, MOMEHT BiZNoBiJae 3a OCTaHHi 2 eTanu
LLseiuapis BMPO6HMLTBA ADI, KOHTPO/b AKOCTI Ta NOAPIOHEHHS

A®I. LLinax cMHTE3y Ta npoueaypa BUpobHNLTBa
A®I| He 3MiHIOIOTbCA. [HLWNI 3aTBEPAXKEHWIA
BMpo6HUK A®| — F.Hoffmann-La Roche Ltd,

LBeiuapis. 3miHu | Trny - 3miHu 3 gKocTi. AdI.
KoHTposnb A®L. 3miHa y meToaax BunpobyBaHHsA AdPI
abo BMXigHOro marepiany/npomikHoOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTBa AP (iHLWi 3MiHK Y MeTogax
BMNpo6yBaHHSA (BK/IHOYAOUM 3aMiHy abo




100

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

[0MnoBHEHHs) A®| abo BUXiZHOro/NpOMiXKHOTO
npoaykTy) [ofasaHHs anbTepHaTUBHOIO MeToay
BUNPOGYBaHHA [/19 BU3SHAYEHHA Mifi B BUXIAHOMY

matepiani 5-6pomM-asaiHgoni, a came meToay

ONTUKO-EMICIliHOT CMEKTPOMETPIi 3 IHAYKTUBHO
3B'A3aHOI0 Nnasmoto (ICP-OES). (3aTBepakeHuii

MeTof - aTOMHO-abcop6uiiiHa cnekTpockonis (AAS).
3MiHu | TUny - 3MiHK 3 AKocTi. A®Il. KoHTponb AdI.
3MiHa y napameTpax cneupudikaiin Ta/abo
[ONyCTUMMX MEX, BU3HAUYeHMX y cneuudikalisx Ha
A®I, ab0 BMXigHWIA/NPOMIKXHUIA NPpOAYKT/pearexT, Lwo
BVIKOPVCTOBYIOTbCSA Y npoueci BUpooHuytea AdI
(iHwWi 3miHW) 3MiHa BMMOTr B cneuumdikavii BUXigHOro
maTepiany HaTpitlo Xx1opuay 3a NOKasHUKOM «Onuc».
3asBHUK X04e nepernsaHyTn cneymdikaio

BMXi4HOrO Martepiany HaTpito xsiopuay, sKuii

BUKOPUCTOBYIOTLCA /1A CUHTE3Y iHTepMmegiaTis AP|
(step 1), w06 y3roanT MOro i3 BHYTPILLHIMM
cneuudikayismn BupobHuka F.1.S. Fabbrica ltaliana
Sintetici S.p.A. 3aTBepaxeHo: crystalline powder or
crystals 3anponoHosaHo: crystalline powder or
crystals or flakes. 3miHn | TURNY - 3MiHK 3 aKkocTi. AdI.
KoHTposnb A®L. 3miHa y napameTpax creumdikauii
Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisix Ha Adl, abo BMXigHWIA/NPOMKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y Npoueci
BMpo6HULTBa API (iHLWI 3MiHM) 3MiHa BUMOT B
cneumdikauii BUXigHoro marepiasty
OVMETUNaMIHONIPUAMH 3@ NOKa3HUKOM «Onuc».
3asABHUK X04e nepernsaHyTn cneymdikadio
BMXiQHOTO Marepiasy AMMeTUIamiHONIpUAnHY, SKuii
BUKOPUCTOBYIOTLCA /1A CUHTE3Y iHTepMmegiaTtis A®I
(step 2), w06 y3roanTn NOro i3 BHYTPILIHIMM
cneuudikayismm BupobHuka F.1.S. Fabbrica ltaliana
Sintetici S.p.A. 3aTBepaxeHo: granulate, powder or
powder with lumps
3anponoHoBaHo: granulate, powder or powder with
lumps or flakes. 3miHn | TUNY - 3MiHK 3 SKOCTi. API.
KoHTponb A®I. 3miHa y napameTpax cneuudikaviii
Ta/abo [ONyCTUMUX MEX, BU3HAYEHUX Y
cneumgikauisix Ha A®l, abo BUXigHW/NPOMIKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLECi
BMpo6HULTBa API (iHWi 3MiHM) 3MiHa BUMOT B
crneundikavii BUXigHOro MaTepiany rentaH 3a
nokasHukom «KinbkicHe BU3HauYeHHs». 3asBHUK Xo4e
nepernsHyTu cneuudikauiio BUXigHoro Mmarepiany
renTaH, KV BUKOPUCTOBYIOTLCA A/151 CUHTE3Y
iHTepmegiatie A®I (step 1), wo6 y3roanTy ioro i3
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

BHYTpILWHIMU cneuudikavisMn BupobHuka F.1.S.
Fabbrica Italiana Sintetici S.p.A. 3aTBepmxeHo: Min.
99.0% 3anponoHosaHo: Min. 95.0% 3minun | Tuny -
3MiHn 3 sKocTi. A®I. KoHTponb A®I. 3miHa y
napameTpax cneuudpikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHWX Yy cneundikauisx Ha A®l, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BVIKOPVCTOBYIOTLCSA Y Npoueci BUpobHuutea AdI
(iHwWi 3miHM) 3MiHa BUMOTr B cneuumdikavii BUXigHOro
maTepiasly x/10pyCcTOro-BoAHEBA K1CI0Ta 3a
nokasHUkoM «KinbKicHe BU3HaYeHHS». 3asaBHUK Xoue
nepernsaHyT cneuudikauiio BuxigHoro marepiany
X/IOPUCTOr0-BOAHEBA KUCMOTA, KNI
BUKOPUCTOBYIOTLCA A/1A CUHTE3Y iHTepMegiaTis API
(step 2), w06 y3roanTn NOro i3 BHYTPILIHIMM
cneuudikayismn BupobHuka F.1.S. Fabbrica ltaliana
Sintetici S.p.A. 3atBepgxeHo: Min. 36.5 %
3anponoHosaHo: Min. 32 % 3MiHu | Tuny - 3MiHN 3
akocTi. A®l. KoHTposb A®L. 3miHa y napameTpax
cneundikauii Ta/abo AONYCTUMUX MEX, BU3HAUYEHNX
y cneyudikauisix Ha A®l, abo BUXiAHNIA/MPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y NpoLeci
BMpo6HUUTBa AP (iHLWi 3MiHK) 3MiHa BUMOT B
cneumdikauii BuxigHoro matepiany PdCI2(PPh3)2 3a
nokasHKOM «KinbKiCHe BU3HaYeHHs». 3asaBHUK Xoue
nepernsHyTy cneumdikauito BUXigHOro marepiany
PdCI2(PPh3)2, sikuii BUKOPUCTOBYIOTLCA N5
cuHTe3y iHTepmegiatie A®I (step 3), wob ysroanTtn
1A0ro i3 BHYTPILLHIMK cneuudikalisMmy BUPOGHMKa
F.I.S. Fabbrica Italiana Sintetici S.p.A.
3areepaxeHo: 14,8 %-15,5% 3anponoHosaHo: 14,7
%-15,5%

99.

SIKAAIA®

Kancynu Teepai no
150 mr no 50 kancyn
y 6nictepi, no 3
6nictepy B
KapTOHHIA Kopoo6Li

HosaprTic
Gapma Al

Lseiuapi
A

Brpo6HuuTBO 3a
MOBHUM LVIK/TOM:
HosapTic ®apma
LLTelin AT,
LLiBeiiuapis;
KoHTpOsib sKoCTi
(3a BUHSITKOM
TecTty
Mikpo6ionoriyHa
yncToTa):
dapmaHaniTuka
CA, UWBeiiuapis

Llseiiuapis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| Tuny - 3MiHK 3 AKOCTi. [OTOBMIA Nikapcbkuii 3aci6.
3MiHW Y BUPOOHULTBI. 3MiHW BUNPOBYyBaHb abo
[OMNyCTUMUX MEX, BCTAaHOBIEHMX y cneuudikavisx,
nig yac BUpPO6HULITBA FOTOBOTO NiKApCbKOro 3acoby
(iHWi 3MiHW) -

He3HauHi 3MiHW B aHaUTiITUYHIN Npoueaypi KOHTPONO
B npoveci BupobHuuTea (IPC) “cepeaHs Bara
3anoBHEHMX Karcysn”, 3acTocoBaHoi nig, yac
BMPOGHMLITBA rOTOBOTO NiKapCbKOro 3acoby Ha
cTagii 6 Encapsulation y 3B’3ky 3 foAaBaHHAM
BMHOCKM 3 6iflbLL AeTaslbHUM ONWMCOM MpoLeaypy.

3a
peyernmom

UA/16003/01/01

100.

IBYTAPJ, 300

Kancynm
NPOJIOHTOBaHOT Aji
no 300 wmr, no 10

Kancyn y 6nictepi;

My6niuHe
akuioHepH
e
TOBapUCTB

YkpaiHa

My6niuHe
akuioHepHe
TOBapUCTBO

"HaykoBo-

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta

6e3
peyenma

nionsieae

UA/6013/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
no 1 a6o 2 6nictepu o BMPOGHUUNIA IHCTPYKLU|i 415 MeAUYHOro 3aCTOCYBaHHA Ha nigcTasi
y nauui 3 kKapToHy "HaykoBo- LieHTp perynsipHo OHOBJIIOBAHOTO 3BITY 3 6e3nekn
BUPOBHMY "BopLyariBcbkuii nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
UiA LEeHTP XimiKo- 3aCTOCYBaHHS NikapcbKoro 3acoby B
"bopLuaris hapmMaueBTUYHN nicnspeecTpauiiinii nepiog, abo sk pesynbTar
CbKWiA 1 3aBog” OLIiHKM 3BIiTY 3 AOC/ifKEHb, NPOBEAEHVX BIAMNOBIAHO
XimiKo- [0 nnaHy negiatpuyHux gocnigkersb (PIP) (3miHy
thapmaues Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
TUYHWIA opraHoM) 3MiHM BHECEHO B IHCTPYKLitO A1
3asog” MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3ainy "3acTtocyBaHHS y nepiof BariTHOCTi abo
rofyBaHHA rpy4ar” BignoBigHO 4O OHOB/EHO!
iHhopmauii Wwoao 6e3nekn 3acTocyBaHHS Aito4oi
peYoBUHY 3rigHO 3 pekoMeHaauieto PRAC
101. | I3OCOPBIAY NOPOLLOK TOB HB® YKpaina TOB HB® YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHux maTtepiasnis: 3MiHK - - UA/4631/01/01
AVHITPAT (cybcTaHuis) y «MIKPOXI «MIKPOXIM» | Tuny - AgMiHiCTpaTVBHI 3MiHK. 3MiHa
BOAHWIA 6aHkax ons M>» HalilMeHyBaHHs1 Ta/abo agpecy 3asiBHVKa (BNacHuKa
thapmaueBTUYHOro peecTpaviiHoro NocBig4YeHHs) 3MiHa HaliMeHyBaHHS
3acTocyBaHHSA Ta agpecu 3asBHMKa. 3MiHW | Tuny - AAMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo afpecu micus
NPOBaPKEHHA AiS/IbHOCTI BUPOOHUKA (BK/THOUAKOUM,
3a HeobXiAHOCTI, MicLe NPOBEAEHHS KOHTPOJTH0
SIKOCTi), ab0 BnacHvka mactep-tpaiina Ha A®l, abo
noctavasnibHuka A®l/BnxigHoro
marepiany/peareHTy/npoMiKHOro MPOAYKTY, WO
3aCTOCOBYIOTLCA Y BUPOOHMUTBI API (SKLLO
3a3HayYeHo y J0CbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
A0Cbe, abo BUPOOHMKA HOBOT AOMOMKHOI PEYOBUHN
(AKLLL0 3a3HaYEeHO Y A0ChE) 3MiHa IopUANYHOT
afpecy Ta HaliMeHyBaHHsi BUPo6HUka AdI
102. | IMOBAKC cycneHsis ans CaHodi ®paHuina MoBHWA LK ®paHuin/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a - UA/14266/01/01
nonio® iH'ekuin no 0,5 mn (1 MacTep BMPOGHMLTBA, YropwmHa Il Tuny - 3miHn 3 AkocTi. A®I. KoHTponb A®I. 3miHa y peyenmom
BAKLUVHA [03a) y nonepeaHLo BUNYyCK cepil: napameTpax crneuudikauii Ta/abo AONyCTUMUX MEX,
Ana 3arnoBHeHOMY CaHodpi MacTtep, BM3HAYeHNX y cneundikauisx Ha A®l, abo
MPO®INAKT wnpuui 3 ®paHuis; BVXiAHWA/NPOMDKHUIA NpOAYKT/peareHT, wo
VKN NPUKPINIEHOI0 BTopuHHe BMKOPUCTOBYIOTLCA Y Npoueci BupobHuuTea AdI
noniomMieni ronkoto (abo 2-ma nakyBaHHs, (PO3LUMPEHHS [OMYCTUMUX MEX, BUSHAYEHUX Y
TY OKpemnmu rosnikamm); BUNYyCK cepil: creundikauisx Ha BUXIgHI maTepiain/NpoMiKHi
IHAKTUBOBA | no 1 wnpuuy B CaHochi-ABeHTic NPOAYKTU, sIKi MatoTb iICTOTHMIA BNAMB Ha AKiCTb ADI
HA PIAKA KapTOHHI Kopo6Lyj; MpaisiT Ko. Ta/abo roToBOro slikapcbkoro 3acoby) 3miHu
no 0,5 mn (1 gosa) y nra., KpUTepIiiB NPUIAHATHOCTI NokasHuka Kinetics of
nonepegHsL0 Mnatchopma inactivation ansa gjtounx peyoBMH MOHOBaIEHTHUX
3arnoBHeHOMY NOTIiCTUKN Ta noniosipycis Tvnis 1, 2 Ta 3. 3aTBEpPAXKEHO:
wnpuui 3 ancTpubyuii y m. Monovalent Type 1 — Slope calculation (DO, DO+24h,
NPUKPINIEHOI0 Bypanewr, D0+48h) within — 0,1187 and — 0,1758. Monovalent
rosikoto (abo 2-ma YropLmHa,; Type 2 — Slope calculation (DO, DO+24h, D0+48h)
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
OKpPEMUMU rosiKamm) 3anoBHeHHS within — 0,0955 and — 0,1890. Monovalent Type 3 —
B CTaHAapTHO- Lnpuu,is, Slope calculation (DO, D0+24h, D0+48h) within —
€KCMOPTHilA KOHTPO/b AKOCTI 0,1090 and — 0,1933. 3anponoHoBaHo: Monovalent
ynakoBLi, sika (cTepunbHICTb): Type 1 — A decrease of signal between DO and
MIiCTUTbCA Y CAHO®I D0+72h must be observed. With loss of titer
KapTOHHIA KopobLi 3 BIHTPOTI between DO and D0+24h > 3,4 and < 4,9
iHCTpyKUi€eto Ans IHOACTPIA, log10CCID50/mL. Monovalent Type 2 — A decrease
MeaNYHOro PpaHuis of signal between DO and DO+72h must be
3acToCyBaHHS; No 5 observed. With loss of titer between DO and D0+24h
mn (10 go3) y > 2,7 and < 4,4 log10CCID50/mL. Monovalent Type
hNaKoHi 3 3aXUCHUM 3 — A decrease of signal between DO and D0+72h
KoBnaykom; no 1 a6o must be observed. With loss of titer between DO and
10 dpnakoHis B D0+24h = 2,8 and < 5,0 log10CCID50/mL. TepmiH
KapTOHHI KopobLyj; BBEEHHS 3MiH - YepBeHb 2024. 3MiHu Il Tuny -
no 5 mn (10 po3) y 3MiHu 3 sKocTi. A®Il. KoHTposb A®L. 3miHa y
h/1aKoHi 3 3aXMCHUM MeTodax BunpobyBaHHs A®| abo BUxigHOro
KoBnaykom; no 1 a6o mMartepiany/npomiKHOro nNpoaykTy/peareHTy, Wo
10 dpnakoHis B BMKOPUCTOBYETLCA Y NpoOLieCi BUPO6HULTBA ADI
cTaHgapTHO- (cyTTeBa 3miHa y
€KCMOPTHil 6ionoriyHOMy/iMyHONOrYHOMY/iMyHOXIMIYHOMY
ynakoBLi, sika MeToZi BUNpobyBaHHA abo MeTofj, y sKoMy
MICTUTBCA Y BMKOPWCTOBYETbLCA 6i0N0riYHNIA peareHT Ans
KapTOHHIA Kopobui 3 6ionoriyHoro A®l, abo iioro 3amiHa) 3miHu y
iHCTpyKUieto Ana aHasiTUYHIA MeToawMLi BUNPOBYBaHHS Ait0unX
MeJNYHOro peyvyoBUH MOHOB&/IEHTHMX MOAIOBIpYCIB TMNIB 1, 2 Ta
3acTocyBaHHs 3 3a nokasHukom Kinetics of inactivation, a came:
onTMMiI3aLia HeliTpanisauyii noTeHuiliHoro
3a/TMLWKOBOTO (hopMasibAerify Y 3pas3kax LUISXom
[ofaBaHHA 6icybdiTy HATPItO Nif Yac KinibkicHOro
BM3HAUYEHHS Ha [O04ATOK A0 6icybdiTy BXe
[opaHoro nig, vac Biabopy 3paskiB Ha BUPOOHULITBI;
[ofaBaHHsA KOHTPO/I0 BaNiAHOCTI, AKWIA € BifOMO0
TUTPOBAHOIO BiPYCHOO CYCMEH3IEI, A5 KOXHOro
MOHOB&J/IEHTHOTO TWMY MOJTIOBIPYCY; BUKOHaHHS
KiNbKICHOrO BM3HAYeHHS B iBOX MOBTOPHOCTSX;
MOX/IMBICTb KOPUryBaTV PO3BEAEHHS BiAMNOBIAHO A0
iHthekujiHoro TMTpPY, skwo Tovka CCID50
HenpaBW/IbHO BifLEHTPOBaHa; iHDEKLiHI TUTpK
pO3paxoByOTbCS 3a METOAOM HaMEHLLNX
KBagpaTiB. TepMiH BBEAEHHS 3MiH - YepBeHb 2024
103. | IMMNA3A Tabnetku no 20 TOB YkpaiHa 3AT CaHTOHika NutBa BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHU 6e3 - UA/5543/01/01
TabneTtok y 6nictepi; "MaTtepia | TMny - 3MiHK Wo[o 6e3nekn/etheKTUBHOCTI Ta peyenma
no 1 6nictepy y Mepgyika- thapmakoHarnsgy. BeegeHHs abo 3miHv o
KapTOHHIlA KOpooLi YKpaiHa" y3arasibHeHUX faHux Npo cuctemy hapmakoHarnsgy

(BBEAEHHSA y3araslbHEHUX AaHWX NMPO cucTemy
thapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBiAaNbLHOI 3a 3AilicHEHHS chapmakoHarnaay;

KOHTaKTHOI 0cobu 3 hapmakoHarisay 3assHvKa ans
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3pjiicHeHHs hapmakoHarnsgy B YkpaiHi, KO0 BOHa
BiIMiHHa Bifj YyNOBHOBaX€EHOI 0CO6U, BiANOBIAA/IbHOI
3a 34ilicHeHHA thapmakoHarnsgy (Bkioyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
paiina cuctemu hapmakoHarnisgy). 3miHa
MicLle3HaxopKeHHs1 MacTep-thaiina cuctemu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS] OCHOBHOI Ajisi/TbHOCTI 3
hapmakoHarnsaay.
104. | IM®IH3I KOHLeHTpaT Ans ACTPA3E Benuka KOHTPO/b AKOCTI: Benuka BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHK 3a - UA/18578/01/01
pO34nHy aons HEKA OK BpuTaHis MeglmyH FOK BpuTanisa/ | TMny - 3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta peyenmom
iHcpy3ii, 50 mr/mn; 1 Nimiteq Nimitea, Benuka LWsewis/ thapmakoHarnagy (iHwi 3MiHn) OHOBMIEHHS TEKCTY
chnakoH (120 mr/2,4 BpuTatis; HimeuunHa/ MapKyBaHHS! yMakoBKM NiKapCbKOro 3acoby
KOHTPO/b AKOCTI CWA (pefakuiitHi npaBku). TepMiH BBEAEHHS 3MiH

MJ1) 3 NPOBKOKO Ta
koBnaykom «flip-off»
a6o 1 conakoH (500
Mr/10 mn) 3
npo6koto Ta
koBnaukom «flip-offs»
Y KapTOHHili kopobLi

(3a BUHSITKOM
CTepubHOCTI),
BMNycK cepil
nikapcbKoro
3acoby:
AcTpa3eHeka
AB, LBeuis;
BMPOGHMLTBO
nikapcbKoro
3acoby,
BTOPWHHE
nakyBaHHs:
KatasieHt
IHgiaHa, NN1C,
CLUA;
BMPOGHMLITBO
nikapcbKoro
3acoby,
KOHTPO/b AKOCTI
(TinbKM
CTEePU/ILHICTD |
€HL0TOKCUHMW):
BetTep ®apma-
PepTuryH Mox
Ta Ko. KT,
HimeyumnHa;
BTOPWHHE
nakyBaHHs:
AcTpa3eHeka
AB, LBeuis;
KOHTPO/b AKOCTI
(3a BUHATKOM
CTepPWIbLHOCTI i
€HOTOKCUHY):

npoTArom 6 micAuiB nicns 3aTBEpAXKEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
AcTpa3eHeka
PapmacbroTuKan
c Jifn, CWA
105. | IHTAMICT PO34MH A5 iH'EKLN, TOB YkpaiHa TOB "tOpis- Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 3a - UA/14062/01/01
100 mr/mn, no 3 mn "tOpis- dapm" | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NikapcbKuMii 3aci6. peyenmom
B amnyi 3 TeMHOro dapm"” KOHTpPO/Ib rOTOBOrO /likapCbKOro 3acoby. 3mMiHa y

ckna; no 5 amnyn B
KOHTYPHIl
YapyHKOBIW
ynakosLi; no 2
KOHTYPHI YapyHKOBI
yMakoBKM B mauLi

mMeToAax BUNpobyBaHHSA rOTOBOTO J1iKapCbKOro
3aco6y (iHWi 3miHK). CynyTHA 3MiHa - 3MiHW 3 AKOCTI.
oToBMiA nikapcbkunii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3mMiHa napameTpis
cneundikauii Ta/abo AONYCTUMUX MEX FOTOBOrO
nNikapcbKoro 3acoby (iHLWi 3MiHN) - pefakuiiiHi 3MiHN
B cneyudpikauii Ta Metoai koHTposto 13 3a
NOKa3HNKOM «Onncx». 3MiHu | Tuny - 3MiHU 3 AKOCTI.
oToBMiA nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeToaax
BMNPOB6YBaHHSA rOTOBOrO JIiKapCLKOro 3acoby (iHLwi
3MiHu). CynyTHs 3MiHa
- 3miHu 3 sKoCTi. [OoTOBMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa
napameTpiB cneundikalii Ta/abo JoNyCTUMMX MEX
rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHW)
peakLiiiHi 3MiHM B crieumdikavii Ta meTogax
KOHTPO/H0 32 NOKa3HMKOM «lgeHTudpikauis». 3miHn |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NTikapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOrO /iKapCbKOro 3acoby. 3mMiHa y
MeTofax BUNPOGYyBaHHS FOTOBOIO J1iKapCbKOro
3aco06y (iHwWi 3MiHK) CynyTHSA 3MiHa - 3MiHW 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTposb roToBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo AONYCTUMKX MEX rOTOBOrO
nikapcbKkoro 3acoby (iHWi 3MiHM) pefakuiiiHi 3MiHW B
cneundikauii Ta MeTogi koHTponto MNN3 3a
nokasHukom «lpo3opicTb» (Ph. Eur.2.2.1). 3miHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbkuMii 3aci6.
KOHTpPO/Ib FOTOBOIO /liKapCbKOro 3acoby. 3mMiHa y
mMeToAax BUNpobyBaHHSA rOTOBOTO J1iKapCbKOro
3aco06y (iHLWi 3MiHK) CynyTHSA 3MiHa - 3MiHW 3 AKOCTI.
oToBMiA nikapcbkunii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3mMiHa napameTpis
cneundikauii Ta/abo AONYCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHW) pefakuiiiHi 3mMiHW B
cneumdikauii Ta meTogi koHTponto N3 3a
nokasHnkom «O6’em, Lo BUTAraeTbcs» (Ph.
Eur.2.9.17). 3miHu | Tuny - 3MiHn 3 akocTi. FoToBwiA
nikapcbkunii 3aci6. KOHTPOb rOTOBOrO NikapCbKoro
3acoby. 3miHa y MmeTofax BUNpobyBaHHS roTOBOro
nikapcbkoro 3acoby (iHwi 3MiHKn) CynyTHS 3MiHa -
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

3MiHu 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo foNyCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHM) pefakuiiiHi 3MiHW B
cneumaikauii Ta meToai koHTposo MN3 3a
nokasHukom «pH» (Ph. Eur.2.2.3). 3minu | Tvny -
3MiHu 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTposb
roTOBOro NikapcbKoro 3acoby. 3miHa y MmeTofax
BMNPOBYBaHHSA rOTOBOTO JliKApCbKOro 3acoby (iHLwi
3MiHM) CynyTHS 3MiHa - 3MiHM 3 sikoCTi. [0ToBWMIA
nikapcbkunii 3aci6. KOHTPOIb rOTOBOrO NikapCbKoro
3acoby. 3miHa napameTpiB cneyudikayii Ta/abo
[OMYCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby (iHLwi
3MiHM) pefakuiiiHi 3mMiHy B cneyudikauii Ta MeTogi
KOHTpONt0 13 3a NokasHNKOM «MexaHiuHi
BKOUeHHs» (Ph. Eur.2.9.20, Ph. Eur.2.9.19, MeTog,
1). 3MiHn | TUNY - 3MiHK 3 siKOCTi. FoTOBMIA
NiKapcbkunii 3aci6. KOHTPO/b rOTOBOrO NiKapCbKoro
3aco6y. 3miHa y MeTogax BUNpo6yBaHHS rOTOBOrO
nikapcbKoro 3aco6y (iHwi 3MiHKM) CynyTHS 3MiHa -
3MiHu 3 sIKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. KOHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpiB
cneuudikauii Ta/abo AONYCTUMUX MEX FOTOBOro
niKkapcbKoro 3acoby (iHLi 3MiHW) HE3HAYHI 3MiHW B
cneumdikauii Ta meTogi koHTponto N3 3a
nokasHukoM «bakTepiasibHi eHAOTOKCMHU», Onuc
aHaniTMYHOI METOAMKM aKTyanizoBaHo 3rigHo Ph.
Eur.2.6.14, MeTog A. 3miHu | Trny - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3aci6. KOHTposb roToBoro
NiKkapcbKoro 3acoby. 3mMiHa y MeToaax
BMMPOGYBaHHS rOTOBOTO JliKapcbKoro 3acoby (iHLwi
3MiHM) CynyTHS 3MiHa - 3MiHK 3 sikocTi. [oToBWMiA
NiKapcbkunii 3aci6. KOHTPO/b rOTOBOTO NiKapCbKoro
3acoby. 3miHa napameTpiB cneuudikauin Ta/abo
[0NYyCTUMUX MEX rOTOBOrO /iKapCbKoro 3acoby (iHwi
3MiHM) 3MiHM B cneumdikaii Ta MeTofi KOHTPOsIo
'N3 3a nokasHKoMm «CTepusbHiCTb». MeToauky
akTyanizoBaHo BignosigHo sumor Ph. Eur.2.6.1.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKWii
3aci6. KoHTposib roToBOro nikapcbkoro 3acoby.
3MiHa y meTogax BunpobyBaHHA roTOBOro
nikapcbKoro 3acoby (iHwi 3MiHKM) CynyTHSA 3MiHa -
3MiHu 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo foNyCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHM) HE3HAYHI 3MiHU B
cneumaikauii Ta meToai koHTposo MN3 3a
nokasHnkoM «KifibkicHe BU3HAYEHHS»
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep

peecmpayiliHo2o

nocsio4YeHHs

aueTuiuucTeiny (TUTpyBaHHs). 3MiHu | Tuny - 3MiHKn
3 AkocTi. CepTudikat BignosigHocTi/I E-cepTudikar
BiNoBigHOCTI E€Bponelickkilt
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/EHOTO cepTudikaTa BignoBigHOCTI a0
BW/yYEHHS cepTudikarta BifgnoBigHOCTI
€Bponevicbkiin hapmakonei: ans A®l; ans BuxigHoro
mMartepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[O0MOMDKHOT peyoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikat Big,
BXE 3aTBEPA)KEHOro BUPOGHWMKA - MOLaHHA HOBOTO
cepTuddikaTy BiAnoBigHOCTI €EBpoONenchbkili
dapmakonei CEP-1996-002 Rev 06 Big, Bxe
3aTBEPMKEHOr0 BUPO6HUKa A®I Auetnnumcteiny
Moehs Catalana, S.L., IcnaHis, BignoBigHo, 3
OHOB/IEHHAM creundikauii A®I BupobHuka 113

106.

IHOCEAA

cupon, 250 mr/5 mn;
no 120 mny
donakoHi; no 1
oNakoHy 3 MipHUM
CTaKkaH4MKoM y
KapTOHHIlA KOpooLi

TOB
«YOPN[,
MEAVLUN

H»

YkpaiHa

YOPI]]
MEAULIH
INIAY CAH. BE
TIDK. A.LL.

TypeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHa
3agBHuKa /13 (MIBI) (BnacHuka peecTpaviiiHoro
noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
460). TepMiH BBEAEHHS 3MiH - MPOTAroM 6 MicAuiB
nicns 3aTBepkeHHs. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
BBefeHHst ab0o 3MiHM [0 y3araslbHEHUX AaHNX Npo
cuctemy chapmakoHarnagy (BBefeHHs y3araslbHeHNX
OaHnx Npo cuctemy hapmMakoHarnsgy, smiHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBigabHOI 3a
3[jicCHEeHHSsT hapMakoHarIaay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asBHvka AN 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
yMOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3pjificHeHHs1 hapmakoHarnsgy (Bkioyaryn
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BifNoBigaNbHOI 3a
thapmakoHarnag. fivoua pegakuis: PycyaaH Ecakis /
Rusudan Esakia. MponoHoBaHa pegakuis: Myano
[aHHa CTtaHicnasiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXXEHOT 0COOU 3as1BHMKA, BifNOBigabHOI 3a
thapmakoHarnsg,. 3miHa Micus 34iCHEHHST OCHOBHOT
LisinbHOCTI 3 hapmakoHarnagy. 3miHa
MiCLie3HaxX0MKeHHS MacTep-halina cucremm
dhapmakoHarnsgy.

3a
peyerimom

He
nionsieae

UA/18382/01/01

107.

nopaikcon®

cnpei, 85 mr/r no 30
Iy KOHTelHepi
nnacTyKoBoOMYy 3
MexaHi4YHUM
Hacocom Ta

TOB
"Mikpocha
pm”

YKpaiHa

TOB
"Mikpodpapm"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHK
| Tuny - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkuin 3aci6.
KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AONYyCTUMUX MEX
rOTOBOrO JliKapCbkoro 3acoby (iHLi 3MiHW) BBEAEHHS

6e3
peuyenma

UA/5764/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep

peecmpayiliHo2o

nocsio4YeHHs

posnuatoBayem; no
1 KOHTelHepy B
nauuj 3 KapToHy

nepioAnNYHOCTI KOHTPO/IH0 /13 3a NOKasHMKOM
«Mikpob6ionoriyHa uncToTa» - He pyTUHHUIA TEeCT:
[0NYyCKAETLCA NPOBOANTU KOHTPOJIb KOXHOT TPETLOI
cepii [N13, ane He MeHLe OfHI€ET cepii NMOBUHHO 6yTu
nepeBipeHo B KOXHOMY KasieHAapHOMY PoLli, B sKOMY
34iiCHI0ETLCS BUNYCK NpoAykKuii. 3MiHu | Tuny -
3MiHu 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTposb
roTOBOro NikapcbKoro 3acoby. 3miHa y MmeTofax
BMNPOBYBaHHSA rOTOBOTO JliKApCbKOro 3acoby (iHLwi
3MiHM Y MeTogax BUNpobyBaHb (BK/IHOHAKOUM 3aMiHy
ab0 [ONOBHEHHS)) 3MiHA B METO/Aj BUNPOGyBaHHS
'N3 3a nokasHWKOM «KinbKicHe BU3HAYEeHHS.
AnaHToin» (A®Y, 2.2.29), a came 3MIHEHO pyxoMy
hasy Ta xpomarorpadivHi yMoBu. 3MiHu | TUny -
3MiHu 3 siKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. KOHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpiB
cneuudikauii Ta/abo AONYCTUMUX MEX FOTOBOrO
nikapcbKkoro 3acoby (iHwi 3MiHM) CynyTHSA 3MiHa -
3MiHu 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTposb
roTOBOro NikapcbKoro 3acoby. 3miHa y MeTofax
BMNPOGYBaHHA roTOBOrO /iKAPCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAXEHNX METoAaX
BMNPOGYBaHHS)
3MiHM Y cneumndikauii Ta meTogax konTponto M3, a
came: - 3a NoKasHUKOM «laeHTudikauis. AnaHToiH»
Ta «lgeHTudikauisa. MosigoH» - peaakyiiHi
YTOYHEHHSI; - 38 NOKa3HUKOM «BifCcOTOK BUXO4Y
BMICTY KOHTelHepa» - BUlyYeHO NOCU/IaHHSA Ha
[OoY* c.507 Ta HaBeieHO MEeTOAMKY BUNPOOYBaHHS;
- 3a NoKa3Hukom «CepefHa maca OAHIel 031> -
BW/IyYEHO nocunaHHa Ha AdY* ¢.507 Ta HaBefeHO
MEeTOAMKY BUMPOBYBaHHS.

108.

KAAYET 5/10

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOH0, N0 5
mr/10 mr; no 10
Tabnetok y 6nictepi;
no 3 6nictepu B
KapTOHHI Kopoobui

ANKOH
OC 1
nnc

CLWA

Mdpaiizep
MeHtodhek4ypuH
r JoiiuneHp,
m6X

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLU|i 415 MeAUYHOro 3aCTOCyBaHHA Ha nigcrTasi
perynsipHo OHOBJIKOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA /ikapcbKkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
OLLiHKVM 3BIiTYy 3 AOC/ifKEHb, NPOBEAEHVX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnigpkersb (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHVM BHECEHO B iHCTPYKLT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3ainy "Mepeno3yBaHHA" Bi4NOBIAHO O OHOB/EHOI
iHpopmauii Loao 6e3nekn 3acTocyBaHHS Ailoyoi

3a
peyernmom

He
nionsieae

UA/5635/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
PeyvoBUHM 3rigHO 3 pekomeHpauieto PRAC.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPAKEHHSA
109. | KAHAIA kpem, 10 mr/1 r; no neHmapk IHAjis "neHmMapk IHAisa BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU 6e3 - UA/9754/02/01
20 ry Ty6i; no 1 Ty6i $apmacb $apmacbloTukan | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NikapcbKuMii 3aci6. peuenma
B KapTOHHI kopo6Lyi IoTUKan3 3 Itp. KOHTposb rotoBoro nikapcbkoro 3acoby. 3miHa
nrp. napameTpiB cneuudikauii Ta/abo AoNyCTUMMX MEX
roTOBOro NikapcbKoro 3acoby (40NOBHEHHS
crneuungikaLii HOBUM NOKA3HMKOM 3 BifNOBIgHNM
MEeTO0M BUMPOOYBaHHS) AOMNOBHEHHS cneuudikauii
N3 3a napameTpom «MikpobionoriyHa YncToTar»
nokasHunkom «Burkholderia cepacia complex» 3
BiANOBIAHWM MeTO40M BUNPO6YyBaHHS, BiAMoBigHO
[0 Bumor USP.
110. | KANTONPUN | Tabnetkn no 25 wmr, KPKA, CnoBeHis BiANOBIgasIbHUI CnoBeHis BHECEHHS 3MiH [0 peecTpavuiliHiX maTtepianis: 3MiHU 3a - UA/4800/01/02
no 10 Tabnetok y 4a.4., Hoso 3a BUPOGHMLTBO | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
6nictepi; no 2 MecTo «in bulk», KOHTpPO/Ib rOTOBOrO /iKapCbKOro 3acoby. 3mMiHa y
6nictepu B nepBUHHE Ta MeTo4ax BMNPOOYBaHHSI rOTOBOTO J1iKapCbKOro
KapTOHHI KOpO6L BTOPWHHE 3aco0by (He3HauHa 3MiHa y 3aTBepKeHNX MeTogax
nakyBaHHs1, BUNPOOYBaHHSA) - BHECEHHS He3HAYHMX 3MiH A0
KOHTpO/b Ta MeTO/iB KOHTPOSO 3a NoKasHNKOM «KiflbKicHUI
BUNYyCK cepil: BMICT Ta igeHTudikauis kantonpuiy», a came
KPKA, a.4a., OHOB/IEHHS aHA/TITUYHOTO MeToAy GinbLu
HoBo mecTo, AeTaNbHVMU IHCTPYKUISMW AN NONETLLEHHS
CnoseHis BUKOHaHHS; -OHOB/IEHHS Xpomartorpam Ta

CTabiNbHICTb BUNPOBYBasIbHMX PO3YMHIB BiZNOBIAHO
[,0 OHOB/IEHOrO BalifauiliHoro 3BiTy; 3miHu | Tuny -
3MiHK 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTposb
roTOBOro NikapcbKoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHA roTOBOrO /iKapPCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX MeToAaxX
BMNPOGYBaHHS) - BHECEHHS He3HAYHUX 3MIH 10
MeTOZjiB KOHTPOJIIO 38 MOKA3HNKOM «PO34MHEHHS
KanTonpuy», a caMme OHOB/IEHHS aHasliTUYHOTO
MeToay 6inblu AeTaNbHUMU IHCTPYKLiAMU ANs
NOMErLUEeHHsI BUKOHaHHS; ~-OHOB/IEHHA XpomaTorpam
Ta cTabinbHiCTb BUNPOGYBa/IbHVX PO3UMHIB
BiANOBIAHO [0 OHOB/IEHOTO BaslifauiiHoOro 3BiTY;
3MmiHu | TMny - 3MiHK 3 AKOCTi. FoTOBUIA NiKaPCbKUi
3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby.
3MiHa y MeTogax BUnpobyBaHHA roTOBOro
NiKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeTOAaxX BUNPOOYBaHHS) - BHeCeHHs
He3HaYHMX 3MiH 40 MeTOZiB KOHTPO/IIO 3a
nokasHnkoM «CynyTHi JOMILLKW», a Came OHOBJ/IEHHS
aHaniTM4YHOro metody 6ibLl AeTaNbHUMK
IHCTPYKLiAMW AN51 NOMErLEHHS BUKOHAHHS; -
OHOBJ/IEHHS1 XpOMaTorpam Ta cTabifibHICTb
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

BMNPOGYBa/IbHVX PO34MHIB BiAMOBIAHO A0
OHOBJ/IEHOrO BaslifaLifiHoro 3BiTy; 3miHu | Tuny -
3MiHu 3 sIKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. KOHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y MeTogax
BMNPO6YBaHHS roOTOBOrO J1iKapCbKoro 3acoby
(He3HauyHa 3MiHa y 3aTBEepMKEHNX MeToAax
BMNPOGYBaHHS) - BHECEHHS HE3HAYHMX 3MiH 40
MeToZiB KOHTposto /13 3a NOKasHWKOM
«OHOPIAHICTb OAVHNLE [03YBaHHSA — OAHOPIAHICTD
BMICTY KanTonpusy», a came OHOB/EHHS
aHaniTM4YHOro Metody 6inbLl AeTanbHUMM
IHCTPYKLiAMW AN151 NO/ETLUEHHS BUKOHAHHS; -
OHOBJ/IEHHS1 XpOMaTorpam Ta CTabifbHICTb
BMNPO6YBasIbHUX PO3YMHIB BifNoOBIAHO A0
OHOB/IEHOTO BaslilaLifiHOrO 3BiTY; - OHOB/IEHHS
BMMOT A0 npuiimasbHoro ynicna (AV) Ta ouiHka
3riHO 3 Ajto4oto pegakuieto EP 2.9.40., Ak Hacnigok,
He3HauHi 3MiHV B cneuudikauii 3a JaHum
noKasHWKOM, a came npuiiMmasnbHe uncro (AV)
HaBoAUTLCA Y %; 3MiHW | TUNY - 3MiHW 3 AKOCTI.
[oTOBMIA NikapcbKunii 3aci6. KOHTPOsb TOTOBOrO
nikapcbKoro 3acoby (iHwWwi 3miHu) - MogaHHA
yKpaiHcbkoT Bepcii MKA ansa 3atsepmkeHHs MO3
YKpaiHu 6e3 3MiH1 aHaNiTUYHUX METOZAIB KOHTPOSIIO,
asie 3 He3HauHUMKM KOpPeKLisiMM Onucy MeTogiB Ta
crneundikavii, y 38’3Ky 3 OHOB/IEHHAM Ta
npuBeLeHHsAM AaHoil AoKyMeHTauil f0 BUMOr
MoHorpadinn EP

111.

KAOTONPUN

Tabnetku no 50 mr,
no 10 TabneTtok y
6nicTepi; no 2
6nictepu B
KapTOHHI Kopoobui

KPKA,
4.4., Hoso
MEeCTO

CnoseHisi

BiANOBIAa/IbHUIA
3a BUPOGHMLTBO
«in bulk»,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta
BWMYCK Cepil:
KPKA, a.4.,
HoBso mecTo,
CnoBeHis;
BignosiganbHuii
3a NepBuHHE Ta
BTOPUHHE
nakyBaHHs:
KPKA, a.4.,
HoBso mecTo,
CnoBeHis

CnoBeHis

BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHU
| TMny - 3MiHK 3 AKOCTi. FOTOBMI NikapCbknin 3aci6.
KoHTposb roToBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPo6yBaHHA rOTOBOTO J1iKapCbKoro
3aco6y (He3HayHa 3MiHa y 3aTBepKeHVX meTogax
BMNPOGYBaHHS) - BHECEHHS HE3HAYHMX 3MiH 40
MeTO/iB KOHTPOJItO 3a NOKa3HUKOM «KiflbKicHUA
BMICT Ta ifeHTudikauis kantonpuay», a came
OHOB/IEHHA @HalITUYHOrO MeToay BinbLu
AeTanbHYMK HCTPYKLiAMUW ANS NOMErLLEHHS
BUKOHAHHS; -OHOBJ/IEHHSI XpoMaTorpam Ta
CTabiNbHICTb BUNPOOYBa/IbHUX PO34MHIB BiZNOBIAHO
[0 OHOB/IEHOTO BavlifauiiHoro 3BiTy; 3MiHu | TUny -
3MiHK 3 SKOCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax
BMNPO6YBaHHS rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3miHa y 3aTBEPAKEHUX METOAAX
BMNPOGYBaHHS) - BHECEHHS HE3HAYHMX 3MiH 40
METOZjiB KOHTPO/O 3a NOKa3HNKOM «P0O34MHEHHS
KanTonpuay», a caMe OHOBJ/IEHHS! aHa/TITUYHOTO

3a
peyenmom

UA/4800/01/03
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

mMeToay GinblU AeTa/TbHUMM iHCTPYKLISMU 4115
nosierweHHs BUKOHaHHS; -OHOBJ/IEHHA XpoMaTorpam
Ta cTabifbHICTb BUNPOGYBa/IbHVX PO3UMHIB
BiAMOBIAHO 40O OHOB/IEHOrO BaslifauiiHOro 3BIiTY;
3MiHn | TUNY - 3MiHK 3 SiKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KOHTposib roTOBOro Mikapcbkoro 3acooby.
3MmiHa y meTogax BunpobyBaHHA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeTofax BUNPoOyBaHHS) - BHeCeHHA
He3HauHMX 3MiH 40 MEeTOZAIB KOHTPOSIIO 3a
NOKa3HUKOM «CynyTHi AOMILLKM», & Came OHOB/EHHS
aHaniTMyHoro metody 6inbl feTanbHUMK
IHCTPYKLiSIMW AN151 NO/ETLUEHHS BUKOHAHHS; -
OHOBJ/IEHHA XpoMaTorpam Ta cTabinbHiCTb
BMNPOOGYBa/IbHMX PO3UNHIB BiAMNOBIAHO A0
OHOBJ/IEHOTO BasiAaLiiHOro 3BiTY; 3MiHM | TUny -
3MiHK 3 SKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHSA roTOBOrO JIiKaPCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAXEHNX METoAaxX
BUNPO6YBaHHS) - BHECEHHSA HE3HAYHWX 3MiH 40
MeTOAiB KOHTPO/0 /13 3a NOKa3HUKOM
«OfHOPIAHICTL OANHULE A,03YBaHHA — OAHOPIAHICTD
BMICTY KanTonpusy», a came OHOBJ/IEHHS
aHaniTMyHoro metody 6inbl feTanbHUMN
IHCTPYKLiAMW AN51 MOMETLLEHHS BUKOHAHHS; -
OHOBJ/IEHHSI XpOMaTtorpam Ta cTabifibHICTb
BMNPOGYBa/IbHVX PO34MHIB BiAMOBIAHO A0
OHOBJ/IEHOTO BasliaLifiHOrO 3BiTY; - OHOB/IEHHS
BMMOT 0 npuiiMmasibHoro yncna (AV) Ta ouiHka
3rigHo 3 Agitoyoto pegakuieto EP 2.9.40., sk Hacnigok,
He3HauHi 3MiHW B cneumdikauii 3a faHuMm
NOKa3HUKOM, a came npuiiMasibHe uncno (AV)
HaBoauTbCA Y %; 3MiHu | TNy - 3MiHK 3 AKOCTI.
[oToBMIA NikapcbKuii 3aci6. KOHTposb roToBoro
nikapcbkoro 3acoby (iHwi 3MiHuW) - MNogaHHs
ykpaiHcbkoi Bepcii MKA ans 3atBepmxeHHs MO3
YKpaiHn 6e3 3MiH1 aHaNiTUYHNX METOAIB KOHTPOSIO,
ane 3 HesHaYHNMM KOPeKLisiMM onucy MeTogis Ta
cneuudikayii, y 38'A3Ky 3 OHOB/IEHHSAM Ta
npuBeAeHHAM AaHoi JoKyMeHTaLii 1O BUMOr
MoHorpadiii EP

112.

KANTONPUN

Tabnetku no 12,5
Mmr, no 10 TabneTok
y 6nicTepi; no 2
6nictepu B
KapTOHHIlA KOpooLi

KPKA,
4a.4n., Hoso
MECTO

CnoBeHisi

BignoBiganbHNi
3a BUPOGHULITBO
«in bulk»,
nepBrHHE Ta
BTOPUHHE
nakyBaHHs1,

CnoBeHis

BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA NikapcbKuMii 3aci6.
KOHTPO/Ib rOTOBOIO /likapCbKOro 3acoby. 3mMiHa y
mMeToAax BUNpobyBaHHSA rOTOBOTO J1iKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBepKeHNX MeTofax
BMNPO6YBaHHS) - BHECEHHS HE3HAYHWX 3MiH 0

3a
peyenmom

UA/4800/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KOHTPO/b Ta MeTOZiB KOHTPOSIO 3a NoKasHNKOM «KiflbKicHUI
BUNYyCK cepil: BMICT Ta igeHTudikauis kantonpuiy», a came
KPKA, a.4., OHOBJ/IEHHS aHAUTITUYHOTO MeToay GinbLu
HoBo mecTo, AeTa/IbHMW HCTPYKUiSAIMUW A5 MOJErLLEHHS
CnoseHis BUKOHaHHSI; -OHOB/IEHHS XpomaTtorpam Ta
CTabiNbHICTb BUNPOBYBasIbHUX PO3YMHIB BifNOBIAHO

[,0 OHOB/IEHOrO BavlifauiiiHoro 3BiTy; 3miHu | Tvny -
3MiHK 3 SKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO /iKapCbKoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHSA roTOBOrO JIiKapPCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAXEHNX METoAaxX
BUNPO6YBaHHS) - BHECEHHSA HE3HAYHWX 3MiH 40
MEeTOZjiB KOHTPO/IO 3a MNOKa3HNKOM «PO34YMHEHHS
KanTonpuny», a came OHOB/IEHHS aHasliTUYHOro
mMeToay 6inbll AeTaUTbHUMM IHCTPYKLISMU AN
nosierleHHs BUKOHaHHS; -OHOBJ/IEHHA XpoMaTorpam
Ta cTabiNbHICTb BUNPOBYBa/IbHUX PO3YMHIB
BiZiNOBIAHO O OHOB/IEHOrO BanifauiliHOro 3BITY;
3miHu | TMny - 3MiHK 3 AKOCTi. FOTOBUIA NiKAPCbKUI
3aci6. KOHTposib roToBOro Nikapcbkoro 3acoby.
3MiHa y meTofax BMNpobyBaHHSA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX BUNPOGYBaHHS) - BHeCeHHs
He3HaYHMX 3MiH 40 MeTOZiB KOHTPOSIIO 3a
NOKa3HUKOM «CynyTHI AOMILLKM», & Came OHOB/IEHHS
aHaniTM4YHOro Metody 6inbLl AeTanbHUMK
IHCTPYKLiAMW N5 NOMETLUEHHS BUKOHAHHS; -
OHOBJ/IEHHS1 XpOMaTorpam Ta CTabifbHICTb
BMNPO6YBasIbHUX PO3YMHIB BifNOBIAHO A0
OHOB/IEHOro BaifauiiHoro 3BiTy; 3miHu | Tuny -
3MiHu 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTposb
roTOBOro Nikapcbkoro 3acoby. 3miHa y MeTofax
BMNPOGYBaHHA roTOBOrO /iKAPCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAKEHNX MeToAaxX
BMNPO6YBaHHS) - BHECEHHA He3HaYHUX 3MiH 10
MeToZiB KOHTposto /13 3a NOKa3HWKOM
«OHOPIAHICTb OAVHNLE [,03YBaHHS — OAHOPIAHICT
BMICTY KanTonpuy», a came OHOB/IEHHS
aHaniTMyHoro metody 6inbl feTanbHUMK
IHCTPYKLiSIMW AN151 NO/ETLUEHHS BUKOHAHHS; -
OHOBJ/IEHHA XpomaTorpam Ta cTabinbHiCTb
BMNPOOGYBa/IbHMX PO3UNHIB BiAMNOBIAHO A0
OHOBJ/IEHOTO BasliAaLifiHOrO 3BiTY; - OHOBJ/IEHHS
BMMOT 0 npuiimasibHoro uncna (AV) Ta ouiHka
3riHO 3 Aito4oto pegakuieto EP 2.9.40., sk Hacnigok,
He3HauHi 3MiHM B cneuudikauii 3a JaHum
NOKa3HUKOM, a came npuiiMasibHe uncno (AV)
HaBoAMTbCA Y %; 3MiHu | TNy - 3MiHKW 3 AKOCTI.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
oToBMIA nikapcbkuii 3aci6. KOHTposb roToBoro
nikapcbkoro 3acoby (iHwi 3MiHuW) - MNogaHHsA
ykpaiHcbkoi Bepcii MKA ansa sateepmxeHHs MO3
YKpaiHu 6e3 3MiH1 aHaniTUYHNX METOAIB KOHTPOIO,
asie 3 He3HaYHUMK KOpeKLisiIMM Onucy MeTogiB Ta
cneuudikaLlii, y 38'A3Ky 3 OHOB/IEHHAM Ta
npuBeLEeHHSAM AaHoi fOKyMeHTauii o BUMOr
MoHorpadiii EP
113. | KAPBOMJIAT | KoHueHTparT 4/1A Mepgak HimeuunH BTopuHHe HimeuunHa BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis: 3MiHU 3a He UA/10829/01/01
NH MEAAK po3unHy ons lesenblia a nakyBaHHs1, | TNy - 3MiHK 3 AKOCTi. [OTOBMIA Nikapcbkuii 3aci6. peyenmom nionsizae
iHcpy3iid, 10 mr/mn, T hrop MapKyBaHHS, KOHTpO/1b rOTOBOro NikapcbKoro 3acoby. 3miHa
no 5 mn a6o 15 mn, K/iHiLe KOHTPO/b Ta napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MeX
abo 45 mn, abo 60 LWneujanb BWMYCK Cepil: rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHW) BHECEHHS
M1, abo 100 mny npenapar Mepak 3MiH [0 ceumdikayii 3a NoKasH1KOM
thnakoHi; no 1 e m6X lesenbwadT «lgeHTudikauis» BignoBiAHO A0 3aTBEPAKEHOT
chnakoHy B dhrop KniHiwe cneuudikauii BUpobHMKa. 3miHu | Tuny - 3miHu 3
KapTOHHIlA KOpooLi Lneuiansnpena siKoCTi. FoTOBWMIA Nnikapcbkuii 3aci6. KoHTponb
pare m6X, roTOBOrO NlikapCbKoro 3acoby. 3mMiHa napameTpis
HimeuunHa; cneundikauii Ta/abo AONYCTUMKX MEX rOTOBOro
BupobHuuTBO NiKapcbKoro 3acoby (BUyYeHHS HE3HAYHOro
"in bulk", nokasHuka (Hanpvknag 3acTapisioro NokasHuKa,
nepBUHHE TaKoro Sk 3anax Ta cmak, abo igeHTudikauis

nakyBaHHA Ta
KOHTPO/b Cepili:
OHkoTek ®apma
MpoaakLH
M6X,
HimeyunHa

6apBHYKIB Y1 CMaKoBUX 1,06aBOK))
BW/yYEHHS 3i cnevmdikadii, o 3aCTOCOBYETLCA
NPOTAroM TEPMiHy 36epiraHHs FOTOBOrO MiKapCbKoro
3ac06y He3Ha4YHOro nokasHuka: «lgeHTudikauis» Ta
«O6’eMm, LLIO BUTArAETHCS» 3 AOMNOBHEHHAM
BWHOCKOIO, LLOZI0 KOHTPO/TH0 HA MOMEHT BUMYCKY.
3MiHn | TUNYy - 3MiHK 3 iKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KOHTposib roTOBOro Mikapcbkoro 3acooby.
3MmiHa y meTogax BunpobyBaHHA roTOBOro
niKapcbKoro 3acoby (iHwi 3MiHM y MeTogax
BMNpobyBaHb (BKIOYaoUM 3amiHy abo
[OMOBHEHHS)) 3MiHM Y MeToAax BUNPobyBaHHS
roTOBOrO /iKapcbKoro 3acoby 3a NoKasHMKOM
“loeHTudpikauis” Ta “KinbkicHe Bu3HaveHHs". 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOrO /iKapCbKOro 3acoby. 3mMiHa y
MeTofax BUNPOGYyBaHHS rOTOBOTO J1iKapCbKOro
3aco6y (iHWi 3MiHM y MeToAax BUNpoGyBaHb
(BKIHOYalOUM 3aMiHy a60 [JONOBHEHHS)) NpUBEAEHHS
MeTOoZIB BUNPOBYBaHHSA A0 AiH0UNX aHaNITUYHNX
MeTOAVK BUPOOHMKA 3a NOKa3HUKaMu:
“laeHTndikanin”, “KinbkicHe BU3Ha4YeHHs" , “CynyTHi
OOMiLKW”. 3MiHK | TURy - 3MiHK 3 aKoCTi. FoToBWMIA
nikapcbkunii 3aci6. KOHTPOb rOTOBOrO NikapCbKoro
3aco6y (iHLUI 3MiHW1) OHOB/IEHHS BXE 3aTBEpPKEeHUX
MeTOo/iIB KOHTPOJIHO SKOCTi NiKapCbKOro 3acoby, a
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

came: BUKNAAEeHHS TEKCTY AePXaBHOK MOBOIO 3rifHO
Cy4yacHuX BUMOT. 3MiHV BHeceHi B po3ais "OCHOBHI
hi3NKO-XiMiYHI BNAcTMBOCTI" B IHCTPYKL,iO 4115
MeAMYHOro 3aCTOCYBaHHSA NiKapCbKoro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPPKEHHS.

114.

KNIMAKCAH
FOMEOMNATW
YHUN

TabneTku no 20
TabneTtok y 6nictepi;
no 1 6nictepy y
KapTOHHIA Kopoo6Li

TOB
"MaTtepia
Meguka-
YkpaiHa"

Ykpaina

3AT CaHTOHika

NntBa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn go
y3arasibHeHVX AaHnx Npo cuctemMy hapmakoHarnsay
(BBEAEHHS y3araslbHEHUX AaHMX NPO CUCTeMY
hapmakoHarnsigy, aMiHa ynoBHOBaXKeHOI 0cobu,
BiANOBiAANbLHOI 3a 34ilicHeHHS chapmakoHarnaay;
KOHTaKTHOI 0co6M 3 hapMakoHarsay 3asBHvKa ois
3[jiicHeHHs thapmakoHarnsgy B YKpaiHi, AKLO BOHA
BiIMiHHa Bif, YNOBHOB&XEHOI 0CO6U, BiANOBIAA/IbHOI
3a 3[jicHeHHs1 hapMakoHarnsay (Bkiyarum
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
MicLie3Hax0MKeHHs1 MacTep-haiina cucremu
hapmakoHarnisgy Ta moro Homepa. 3MiHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy.

6e3
peyenma

UA/12815/01/01

115.

KOPAAPOH®

Tabnetkun no 200 mr
Ne 30 (10x3): no 10
Tabnetok y 6nictepi;
no 3 6nictepu B
KapTOHHI kopo6Lyj;
Ne 30 (15x2): no 15
TabneTtok y 6nictepi;
no 2 6nictepu B
KapTOHHIl KopooLi

TOB
"CaHoi-
ABeHTIC
Ykpaina"

YkpaiHa

Brpo6HMLUTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI
Ta BUNyck cepii
rNa3:
CAHO®I
BIHTPOM
IHOACTPIA,
PpaHuis
Bupo6HMLTBO,
nepBrHHE Ta
BTOPWHHE
nakyBaHHs1,
KOHTPO/b AKOCTI
Ta BUNycK cepii
N3 (3a
BUIK/THOYEHHAM
MikpobiosioriyHo
ro TeCTyBaHHS):
Onenna
Xesickea
XaHrepi K.,
YropuimHa

®paHuin/
YropumHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TMNy - AgMiHIiCTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHSI
[iSNbHOCTI BUPOOHUKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BK/IHYAKUM AiNbHULL BUNYCKY
cepii abo MicLe NpoBefeHHS KOHTPO/O AKOCTI.
(misnbHICTb, 3a AKy Bignosigae BUpobHuK/imnopTep,
BK/IO4AK0UM BUMYCK Cepiii) 3MiHa HaliMeHyBaHHs
BUpo6HUKa 13 3 XIHOIH 3aBoa dapmaleBTUUHHNX
Ta XimiuHux MpopaykTis MpatisiT Ko. /T4,
MignpuemcTso 2 (NignpuemcTBo Bepeweabxas),
YropwuHa Ha Onenna Xenckea XaHrepi K.,
YropLiyHa 3 3a3Ha4eHHsAM BUPOGHUYMX (PYHKLIA
3aTBEPAKEHNX BUPOBHWKIB.
3MiHM BHECEHO B IHCTPYKLiI0 A1 MeAUYHOro
3aCTOCyBaHHSA NikapcbKoro 3acoby y po3gin
«Brpo6HWK» 3 BiAMOBIAHMMU 3MiHAMMW Y TEKCTI
MapKyBaHHS YMakoBKW NiKapCbKOro 3acooby.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepXXeHHA. 3MiHY | TUny - 3MiHW 3 AKOCTI.
[OTOBWIA NlikapcbkuWii 3aci6. 3MiHW Y BUPOOHULTBI.
3MiHa imnopTepa/3miHK, WO CTOCYITLCS BUMYCKY
cepii Ta KOHTPOJII0 AKOCTi FOTOBOTO J1iKapCbKOro
3aco6y (3amiHa abo AofaBaHHsA AifbHULI, Ha SKii
3[iICHIOETbCS KOHTPO/1b/BUNPO6YBaHHS cepii)

3a
peuyernmom

He
nionsieae

UA/3683/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Mikpob6ionoriuHe (B.11.6.2. (a) 1A)
TeCTyBaHHs [ofaBaHHA AiNbHUL, Ha SKil 34iCHI0ETbCS
rn3: Mikpo6ionoriuHe TecTysaHHs /13 XIHOIH 3aBog,
XIHOIH 3aBog dapmaueBTUYHNX Ta XimiyHux MpoaykTis MNpaiisiT
PapmaueBTUYHU Ko. Ita. (XIHOIH NMpaiisit Ko. /T4,) - nignpuemcTso
X Ta XiMi4YHUX YaHikeenbg, YaHiksenbd, MilkonbLy,
MpoaykTis 3510,YropwumHa/CHINOIN Pharmaceutical and
MpaiiBiT Ko. Chemical Works Private Co. Ltd. (CHINOIN Private
Nra. (XIHOH Co. Ltd.) - Csanyikvolgy site, Csanyikvolgy, Miskolc,
MpaiBiT Ko. 3510, Hungary
nra.) - 3MiHn | TUNY - 3MiHK 3 SiKOCTi. FOTOBWIA Nikapcbkuii
nignpueMcTBo 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa iMnopTepa/3MiHu,
YaHikeenba, LLIO0 CTOCYIOTbCA BUMYCKY Cepii Ta KOHTPOIO AKOCTI
YropwmHa roTOBOro Nikapcbkoro 3acoby (3amiHa abo
Mikpob6ionoriuHe [0AaBaHHA [iNbHUL, Ha AKIA 34iCHI0ETLCS
TeCcTyBaHHs KOHTPO/b/BMNPOBYBaHHSA cepil) AoAaBaHHSA AiNbHUL,
rna3: Ha SIKil 34jICHI0ETbCA MIKPOBGIONOriYHe TECTYBaHHS
XIHOIH 3aBog, N3 XIHOIH 3aBog PapMauUeBTUHHIX Ta XiMiYHUX
dapmaueBTUYHN MpogayxTie MpaiisiT Ko. NITa. (XIHOIH Mpaiisit Ko.
X Ta XiMiYHMX Nta.)- nignpuemcteo HOnecT., To. 1-5 Byaanewr,
MpoaykTis 1045, YropwumHa/CHINOIN Pharmaceutical and
MpaisiT Ko. Chemical Works Private Co. Ltd. (CHINOIN Private
Nra. (XIHOH Co. Ltd.) —Ujpest site. To utca 1-5, Budapest, 1045,
MpaiisiT Ko. Hungary.
nTa.) -
nigNPUEMCTBO
HOnecT,
YropuwmHa
116. | KOPAAPOH® | Tabnetku no 200 mr TOB YkpaiHa CaHocpi BiHTpon PpaHuia/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3MiHu 3a - UA/3683/02/01
Ne 30 (10x3): no 10 "CaHodi- IHpacTpia, YroplmHa | Tny - 3miHK 3 AkocTi. CepTudikar peyenmom
Tabnetok y 6nictepi; ABeHTIC ®paHLis; BignosigHocTi/l E-cepTudikar BignosigHocTi
no 3 6nictepu B YkpaiHa" XIHOIH 3aBog €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
KapTOHHI KOpoobL; PapmaueBTUYHU HOBOro abo OHOB/IEHOrO cepTudikaTa BignoBigHOCTI
Ne 30 (15x2): no 15 X Ta XiMi4yHKX ab0o BUyYeHHs cepTudikaTta BignoBigHOCTI
TabneTtok y 6nictepi; MpoaykTis €Bponelicbkii hapmakonei: ana A®l; ans BUXigHoro
no 2 6nictepu B MpaisiT Ko. marepiany/peareHTy/npoMKHOrO NMPOAYKTY, WO
KapTOHHIA Kopoo6Li nra. BVIKOPVCTOBYIOTbCS Y BUPObHUUTBI A®I; ans
MignpuemcTso 2 [0MOMDKHOT peyoBUHM (cepTudikaT BiANOBILHOCTI
(nignpnemcTeo €sponelicbkin dhapmakonei) - OHOBMEHWA
Bepelueabxas), cepTuduikaT Bif y)Xe 3aTBepAXeHOro BUPOOHHMKa -
YropwmHa noJiaHHs OHOB/IEHOro cepTudpikarty BignoBigHOCTI
€sponelicbkin hapmakonei R1-CEP 2009-031-
Rev02 Bif, yxxe 3aTBepAXeHOro BMpo6Huka Sanofi
Chimie (PpaHuifn) gna APl - amiogapoHy
rigpoxnopug, (3atBepmxeHo: R1-CEP 2009-031-
Rev01; 3anponoHoBaHo: R1-CEP 2009-031-Rev02).
117. | NTA3OPVH® cnpeii HasaslbHUiA, TOB YkpaiHa IcTiTyTO AE ITania BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHK 6e3 - UA/3590/01/01
1,18 mr/mn; no 10 "Onenna Anxeni C.p.n. | TMNy - 3MmiHK 3 sikocTi. CepTucpikat peyenma
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
M1y CKISIHOMY Xenckea BignosigHocTi/l E-cepTudikar BignosigHocTi
6anoHYKKy 3 YkpaiHa" €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHSA
[03ylounm HOBOro abo OHOB/IEHOrO cepTudikaTa BifnoBIAHOCTI
npucTpoem; no 1 abo BUyYeHHs cepTudikaTta BignoBigHOCTI
6anoH4YKKy B €Bponelicbkiii hapmakonei: ans A®l; ans BuXigHoro
KapTOHHIA KOpO6L marepiany/peareHTy/npoMKHOro NMPOAYKTY, WO
BUKOPWCTOBYIOTbCS Y BUPOOHNLTBI ADI; ans
[OMOMDKHOT peyoBMHM (cepTudikaT BiANOBILHOCTI
€sponeiicbkili hapmakonei) - HoBwuii cepTudikar Big,
HOBOrO BMPO6HUKa (3amiHa abo JOMOBHEHHS)
MopaHHA HOBOroO cepTudikaTy BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei RO-CEP 2020-044- Rev
00 Big HoBOrO BMpO6HMKa F.I.S. FABBRICA
ITALIANA SINTETICI S.P.A,, Italy gna Adl
TpamasoiHy rigpoxs0puay MoHorigpary.
118. | IEKOKCA Kancynv TBepgi no TOB YkpaiHa YOPNA TypeuunHa BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU 3a - UA/18644/01/01
100 wmr, no 10 «YOPN[, MEANUNH | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NikapcbKuMii 3aci6. peyenmom
Kancyn y énicrepi; MEANLN INAY CAH. BE KOHTposb rotoBoro nikapcbkoro 3acoby. 3miHa
no 2 a6o 5 6nictepis H» TIOK. A.LL. napameTpiB cneuudikauii Ta/abo AoNyCTUMMX MeX
Y KapTOHHili kopobLi roTOBOroO Nikapcbkoro 3acoby (iHLi 3MiHN) BHECEHHS
YTOUYHEHHS [0 cneumdikauii 3a NOKa3HNUKOM
“loeHTudikalis’, a came JoAaBaHHs NPUMITKU, LLOAO
npoBefEeHHA aHanisy y pasi NPUCYTHOCTI 3a/INLLKOBOT
KIZIbKOCTi OpraHi4Horo po34ymHHuKa.
119. | JIEKOKCA Kancynu Teepai no TOB YkpaiHa yoprna TypeyunHa BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU 3a - UA/18644/01/02
200 wmr, no 10 «YOPN[, MEANLUNH | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NikapcbKuWii 3aci6. peyenmom
Kancyn y 6nictepi; MEANLN INAY CAH. BE KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa
no 3 a6o 5 6nictepis H» TIOK. A.LL. napameTpiB cneuyudikauii Ta/abo AoNyCTUMUX MEX
Y KapTOHHili kopobLi roTOBOro Nikapcbkoro 3acoby (iHLi 3MiHN) BHECEHHS
YTOUYHEHHS [0 cneumdikauii 3a NOKasHUKOM
“loeHTuddikauis”, a came gogasaHHSA NPUMITKU, WOAO
NpoBefeHHA aHani3y y pasi NPMCYTHOCTI 3a/INLLKOBOT
KiZIbKOCTi OpraHiyHoro po34ymHHKa.
120. | NETPO30/N NopOLLOK AT YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH 10 peecTpaLiliHiX maTtepianis: 3MiHU - - UA/17138/01/01
(cy6eTaHuin) y "®apmak” | TMNy - AgMiHICTPaTUBHI 3MiHW. 3MiHa

MilKax noABiiHMX
nonieTnneHoBux
ans
chapmaneBTUYHOTO
3aCcTOCyBaHHsA

HaliMeHyBaHHs Ta/abo agpecu 3asBHUKaA (BNacHUKa
peecTpauiiHoro nNocBig4eHHs) - 3mMiHa
HaliMeHyBaHHS Ta afpecu 3asBHUKa (BNacHUka
peEeCTpaLiinHOro NOCBiAYEHHS); 3MiHK | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo afpecyt MicLA NPOBaKEHHS Ais/IbHOCTI
BMPO6HMKa (BK/THOYAKOYM, 32 HEOOXIAHOCTI, MicLe
NPOBe/EHHSI KOHTPOJIIO SKOCTIi), a60 B/iacHUKa
macTep-haiina Ha A®l, abo noctayasbHUKa
Adl/BMXxigHOrO MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOThLCA Y BUPOOHULTBI ADI
(AKLWO 3a3HaYeHO Y AOCbE Ha Nikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudpikata BignoBiAHOCTI
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
€Bponeiicbkiii hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMIXHOI PEYOBUHN
(AKLWO 3a3HAYEHO Y A0CbE) - 3MiHA HaliMEHYBaHHS
Ta agpecu BupobHrka Adl, 6e3 3miHu micua
BUpO6GHULTBA
121. | NIAOKAIH- cnpeii 10 % ans TosapucT YkpaiHa BCi cTagil Ykpaina BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHK 3a - UA/7525/02/01
340POB'A MicLieBoro BO 3 BMPOGHMLTBA, Il TMny - 3miHu 3 sKocTi. A®l. Bupo6HuuTBO. 3MiHa peyenmom
3acTocyBaHHA No 38 | 06MexeHo KOHTPO/b AIKOCTI, BUPOGHMKa BUXIAHOTO/NPOMIXHOro
ry donakoni; no 1 10 BWMYCK Cepil: npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
chnakoHy Bignosiga ToBapucTBoO 3 BMPOGHMYOMY npoueci A®I, abo 3miHa BUPOGHUKaA
3a6e3neyeHomy NBHICTIO 06MeXeHo (BKTHOYatoUK, e HeobXiAHO, MicLe NPoBeAeHHs
KflanaHoM-HacocoM, "®hapmaue BignoBiga/IbHICT KOHTPOI0 sKOCTi) ADI (3a BigCYTHOCTI cepTugikaTa
Hacafkoto- BTUYHA 10 BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
posnuaoBayem KOMnaHis "®dapmaLleBTUYH 3aTBEPAKEHOMY [0CHE)(BBEAEHHS HOBOTO
ropsiosoto abo "3popos's" a KoMnaHis BMpOG6HMKa AP| 3 HagaHHAM MacTep-thaiina Ha Adl)
HacagKoto- "3popos's”, - BBEZeHHS1 HOBOTrO BMpo6HuKa A®| nigokaiHy Gufic
posnuaBavyemM y YKpaiHa; BCi Biosciences Ltd., India fogatkoBo fo
KOpo6L,i 3 KapTOHY cragii 3aTBEpAXEHOro BupobHuka S.I.M.S. S.r.l., Itanisa 3
BMPOGHMLTBA, HajaHHAM macTep-chaiina Ha A®l. Fk Hacnigok,
OKpIM KOHTPOJI0 BHECEHHO 3MiHM [0 creundikaLii Ta meToais
AKOCTI Ta BXIJHOr0 KOHTPO/0 AD| 3a NokasHMKamu
BUMYCKy Cepii: «3a/IMLLKOBA KifIbKICTb OpraHiyHNX pO3UNHHUKIBY,
ToBapucTso 3 «TecT Ha Konip» BiANOBIAHO A0 BUMOI HOPMATUBHOI
06MexeHoto [OKyMeHTaLi BUpobHuMka cybcTaHLil
BignoBigasbHICT
10
"papmMaueBTNYH
a KomnaHist
"3popos'a”,
YKpaiHa
122. | NNIHOAP3A TabneTku, BKpUTI AcTpa3eH LBeuis BMPOGHMLTBO CrnonyyeHi BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a He UA/14747/02/01
nNiBKOBOIO eka Ab TabneTok WraTwn/ | TMny - 3miHK 3 AkocTi. APl BupobHMUTBO (iHLLUi peuyenmom nionsieae
060n0HKot0, Mo 100 onanapuby Benuka 3MiHW) BHeceHHs 3miH o p.3.2.S.3.2 Jomiwku Ta
Mr, no 8 TabneTok B (etan BpuTania/ p.3.2.5.4.5 O6rpyHTyBaHHs cneuudikadii, a came-
6nictepi; no 7 BMpOBGHULTBA Llseuis nepeoLiHIOBaHHA Ta OHOB/IEHHA CTpaTerii KOHTPO
6nicTepis B eKCcTpyA0BaHoOro NOTEHLiiHO MyTareHHMX AOMILLIOK B ADI, y 3B'A3Ky 3
KapTOHHIA Kopoo6Li NPOMIXXHOro nepexoAoM A0 3acTocyBaHHs J13 Ha paHHii cTagii
NpoAyKTy Ta 3axBOPIOBaHHSA (af'toBaHTHa Tepanis) i, oTxe,
nicnsiekcTpysiliH noTpeboto 3BaKaTu Ha rpyny NauieHTIB, SKi He
nih eTan Hanexarb 40 0XON/1eHMX HacTaHoBow ICH S9
BMPOOHULITBA), MiKHapoAHOI KOHhepeHL,i 3 rapMOHi3aLil TEXHIYHMX
KOHTPO/b SIKOCTI: BMMOT A0 peecTpaii /13 4ns MeanyHoro
A6GBI NimiTes, 3acTocyBaHHs (ICH) oci6 3 ni3Hboto cTagieto abo
CnonyyeHi 3anyLleHMM pakom, BignosigHo Ao HacTaHosu ICH
LWratn M7. 3minu Il TUny - 3MiHn Wopao
nepBuHHE Ta 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. 3miHm
BTOPWHHE y TepaneBTUYHUX NOKa3aHHAX (fofaBaHHSA HOBOTO
nakyBaHHs, TepaneBTWYHOro NokasaHHs abo 3miHa y




118

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KOHTPO/1b SKOCTI, 3aTBEPMKEHOMY MoKa3aHHi) 3MiHM BHECEHO A0
BUNYyCK cepil: IHCTPYKUIT A1A MEeAUYHOr0 3aCTOCYBaHHSA
AcTpa3eHeka nikapcbkoro 3acoby o po3gainy "MokasaHHA" (3MiHW
KOK Nimitep, B 3aTBEPA)KEHOMY MoKasaHHi, K HacnigoK, Ao
Benuvka po3ainis "®apmakooriyHi BnacTueocTi”, "B3aemosis
BputaHis 3 iHWYMK NiKapcbKMMK 3acob6amu Ta iHLWi BUan
BMPOGHMLTBO B3aemogii", "OcobMBOCTi 3aCTOCYyBaHHA",
Tabnetok "3acTocyBaHHSA y nepiof BariTHOCTi abo rogyBaHHs
onanapuby rpyaaro”, "Cnocib 3actocyBaHHs Ta Ao3n", "MobivHi
(etan peakuji” BignoBsigHo Ao iHchopmalii, Ska 3a3HaveHa B
BMpOOHULTBA mMarepianax peecTpauiiiHoro Aocbe. BBefieHHS 3MiH
eKCcTpyA0BaHOro npoTArom 6 micAuiB nicns 3aTBepaKeHHs
NPOMIKHOrO
NpoAayKTy Ta
nicnsekcTpysiinH
nii etan
BMPOGHMLITBA),
nepBrHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/Ib SIKOCTI,
BUMYCK Cepii:
AcTpa3eHeka
AB, LLiBewis
KOHTPO/b SIKOCTI:
AcTpa3eHeka
AB, LUBeuis
123. | NIHOAP3A TabneTtku, BKPUTI AcTpa3eH LLBeuis BMPOBHULITBO Cnony4eHi BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3MiHu 3a He UA/14747/02/02
nNiBKOBOIO eka Ab TabneTok LWraTwn/ | TMny - 3miHK 3 AkocTi. AP, BupobHMUTBO (iHLUi peyernmom nidnsieae
o60noHkoto, no 150 onanapuoy Benuka 3MiHN) BHeceHHs 3miH o p.3.2.S.3.2 [Jomiwku Ta
Mmr, o 8 TabneTok B (etan BpuTaHisa/ p.3.2.S.4.5 O6rpyHTYBaHHS cneuudikaLii, a came-
6nictepi; no 7 BMpPOBGHULTBA LLiseuis nepeoL,iHIOBaHHSA Ta OHOB/IEHHS CTPAaTErii KOHTPOO
6nicTepis B eKCTpy[0BaHOro NOTEHLiAHO MyTareHHMX AOMILLOK B ADI, y 3B'A3Ky 3
KapTOHHIlA KOpooLi NPOMIXHOro nepexoAoM A0 3acTocyBaHHs J13 Ha paHHii cTagil
NPOAYKTY Ta 3axBOPIOBaHHA (af'loBaHTHA Tepanis) i, oTxe,
nicNSeKCTpys3iiH noTpeboto 3BaxaTy Ha rpyny NauieHTIB, sKi He
nii etan Hanexarb [0 0Xon/eHnx HacTtaHosow ICH S9
BMPOOHMLTBA), MixHapogHOoT KoHdepeHL|i 3 rapMOHi3aLii TEXHIYHNX
KOHTPO/b SIKOCTI: BUMOT A0 peecTpauii /13 gna MefuyHoro
AG6BI NimiTepn, 3actocyBaHHs (ICH) oci6 3 ni3Hbol cTagieto abo
CnonyJeHi 3anyLLeHMM pakoMm, BiAnosigHO A0 HacTaHosu ICH
LWtatn M7. 3miHu Il TUny - 3MiHK Wopao
nepBuHHE Ta 6e3nekn/edekTBHOCTI Ta thapMakoHarniagy. 3mMiHu
BTOPWHHE y TepaneBTUYHNX NOoKa3aHHAX (404aBaHHA HOBOrO
nakyBaHHs, TepaneBTWYHOTO NokKa3aHHs abo 3MiHa y

KOHTPO/b SKOCTI,
BWMNYCK cepil:

3aTBEepAKEHOMY Moka3aHHi) 3MiHM BHECEHO [0
IHCTPYKUIT AN MEAWNYHOTO 3aCTOCYBaHHSA
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
AcTpa3eHeka nikapcbKoro 3acoby Ao po3giny “lMokazaHHsa" (3MiHW
IOK Nimitep, B 3aTBEPKEHOMY NoKasaHHi, K Hacnifgok, oo
Benuka po3sginis "dapmakonoriyHi BnactusocTi’, "B3aemogis
BputaHis 3 iHWKMK NikapcbkMMK 3aco6amMu Ta iHLWi BUan
BMPOBHULTBO B3aemogiit", "Ocob/MBOCTi 3aCTOCYBaHHSA",
TabneTok "3acTocyBaHHSA y nepiog BariTHOCTi abo rofgyBaHHs
onanapuoy rpyaao”, "Cnocib 3actocyBaHHA Ta fo3un”, “lNo6ivHi
(etan peakui BignosigHo fo iHhopmal,i, Aka 3a3HavyeHa B
BMPOGHULITBA maTepianax peecTpauiliHoro focbe. BBeeHHs 3MiH
eKCTpy0BaHOro NpOTArom 6 MicALiB NicA 3aTBepKEHHS
NPOMIXXHOro
NpoAyKTy Ta
nicNSeKCTpys3iiH
nii etan
BMPOOHMLITBA),
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1,
KOHTPO/b IKOCTI,
BUNYCK cepil:
AcTtpa3eHeka
AB, LUBeuis
KOHTPO/b SKOCTI:
AcTpa3eHeka
AB, LUBeuis
124. | nokcunaon PO3YNH A5 iH'EKLIN, TOB YkpaiHa dapmaBixH TypeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a He UA/18268/01/01
15 mr/1,5mn, no 1,5 "YOPNL CaH. Be Tigx. | Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta peyenmom nionsieae
M/1 B amnyni, no 3 MEAMLN A.LL. thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumLi
amnynn B KapTOHHIi H" nNiKapcbKoro 3acoby, TEKCTI MapkyBaHHS Ta
Kopobui IHCTPYKLU|i 415 MeAUYHOro 3aCTOCYBaHHA Ha nigcTasi
perynsipHo OHOBJIKOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA /ikapcbKkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
OLLiHKM 3BIiTYy 3 AOC/ifKEHb, NPOBEAEHVX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnigkers (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHV BHECEHO A0 iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3ainy "3acTtocyBaHHS y nepiof BariTHOCTi abo
roflyBaHHs rpyaaro” BiAnoBigHO 4O pekomeHaalin
PRAC. TepmiH BBEAEHHS 3MiH MPOTAroM 6 MicauiB
nicns 3aTBepKeHHs
125. | MABEHKNAQ, | tabnetku no 10 wmr; Apec Lseiuapi Brpo6HMK ITanisa - BHECEHHS 3MiH [0 peecTpauiiHnx matepianis: 3a - UA/17515/01/01
® no 1, 4 abo 6 TpelgiHr A (BMpOGHMLTBO 3MiHu | TUNYy - 3MiHK 3 aKocTi. CepTudikaT peyenmom
Tabnetok B C.A. Hepo3gracoBaHO BignosigHOCTI/TE-cepTucpikart BignosigHOCTI

aloMiHiEBOMY

ro npenapary,

€sponelicbkin dhapmakonei/moHorpadii. NogaHHs




120

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nictepi, nepBrHHE Ta HOBOro abo OHOBMIEHOrO cepTudikaTa BifNoOBIAHOCTI
3aneyaraHomy y BTOPVHHE ab0 BUYyYEHHS cepTudikaTa BignoBigHOCTI
KapTOHHY nakyBaHHs, €Bponeiicbkiii hapmakonei: ans A®l; ana BuxigHoro
06KNagunHKy, sIKy KOHTPO/1b AKOCTI, marepiany/peareHTy/npoMiKHOrO MPOAYKTY, WO
BMIiLLYIOTb Y BUWMYCK Cepii): BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
KOHTYPHY YapyHKOBY HepdapMa [0MNOMDKHOT peyoBuHM (cepTudikaT BignoBigHOCTI
yMakoBKy Ta C.P.N., Itanis; €Bponelicbkin hapmakonei) - HoBuii cepTudikar Big,
BKMafalTb y Bnpo6HmK BXe 3aTBePA)KEHOro BYPO6HWMKa - MofaHHA HOBOTO
KapTOHHY KOpPOOKY (koHTpO/b cepTudikaTa BignoBigHOCTI E€Bponelichkil
SAKOCTI: thapmakonei Ne RO-CEP 2020-049 - Rev 00 gns Adl
BU3HAYEHHS KnafpuoiHy Big, BXe 3aTBEPMAXEHOT0 BUPOGHUKA
eNleMeHTHUX Cilag AG, LWeeliuapis
L,OMILLOK):
€BpodoiHC
Biona6 C.P.1.,
ITanisa
126. | MABEHKNAQL | Ttabnetku no 10 mr Apec Lseiiuapi Bupo6Huk ITania BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3MiHu 3a He UA/17515/01/01
® nol, 4 a6o6 Tpenginr a (BUPOGHMLTBO Il TMny - 3miHNM Woao 6e3nekn/edhekTUBHOCTI Ta peyernmom nidnsieae
Tabnetok B C.A. Hepo3dacoBaHo thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTuLi
aNIOMIHIEBOMY ro npenaparty, NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
6nicTepi, nepBuHHE Ta IHCTPYKLi 415 MeAUUYHOro 3acTOCYBaHHSA Yy 3B'A3KY i3
3aneyaraHomy y BTOPWHHE HOBUMM JaHUMU 3 AKOCTi, AOKIHIYHUMM, KAIHIYHUMN
KapTOHHY nakyBaHHs, JaHuMun Ta gaHumu 3 hapmakoHarnsagy - 3MiHu
06KNagunHKy, siKy KOHTPO/b AKOCTI, BHECEHO B iHCTPYKLiI0 AN15 MEANYHOro 3aCTOCYyBaHHS
BMILLYIOTb Y BUWMYCK Cepii): nikapcbKoro 3acoby A0 po3Ainis "®apmakosnioriyHi
KOHTYpPHY YapyHKOBY Hep®apMa BNacTUBOCTI", "B3aeMogis 3 iHLIMMUW NiKapCbKUMu
ynaKkoBKy Ta C.P.N., Itanis; 3acobamu Ta iHWi BUAW B3aemogiin”, "OcobnmsocTi
BKMafaloTb y Brpo6HMK 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta go3n",
KapTOHHY KOPO6KY (KOHTpPO/b "Oitn" (yTouHeHHs iHdopMadii) Ta "Mo6iuHi peakuii".
AKOCTI: BBefeHHs 3MiH npoTarom 6-Tu MicuiB nicns
BU3HAYEHHS 3aTBEPAKEHHSA
efIeMeHTHUX
[,0OMILLOK):
€BpochiHC
Biona6 C.P./1.,
ITanis
127. | MABIPET rpaHynn, BKpUTI E66BI LBeiiuapi BMPOGHMLITBO ITania/ BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU 3a He UA/18645/02/01
060/10HKOIO B calLe, Biodhapma a nikapcbKoro CcuwA/ N3 (MIBMM), wo noTpebytoTb HOBOT peecTpavii peuyenmom nionsieae
no 50 mr/20 wmr; 28 CbiloTikan3 3acoby, HimeuunHa (3rigHo Haka3ly MO3 Big 23.07.2015 Ne 460)
calle B KapTOHHil 6X nepBuHHe [opasaHHA HOBOI Nlikapcbkoi hopMu (3aTBEPLKEHO:
Kopobui nakyBaHHs, MasgipeT, TabneTku, BKpUTI M/1iBKOBOK 060/0HKOK
BTOPVHHE 100 mr/40 wmr; 3anponoHoBaHo: MasipeT, rpaHynu
nakyBaHHs, BKpUTi 060/10HKO0 B calle 50 mr/20 mr).
TECTyBaHHS,
BWMYCK cepil: MepiognyHiCTb NOAAHHSA PEryNSpHO OHOB/IIOBAHOMO
E668i C.p.n., 3BiTYy 3 6e3neku, BignoBiagHO A0 MNopsaaKy 34iNCHEHHS
ITanisa chapmakoHarnsgy, 3aTBepiXeHoro Hakasom
BMPOGHMLTBO MiHicTepcTBa OXOpPOHM 340pOB’A YKpaiHu Big 27
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
NPOMIKHOrO rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
NPOAYKTY: MiHicTepcTsi tocTuuii Ykpainu 29 ciuHsa 2007 poky 3a
E66BI IHK., CLLUA Ne 73/13340 (y pefakuii Hakasy MiHicTepcTBa
0XOPOHU 37,0POB'A YkpaiHu Big 26 BepecHs 2016
TeCTyBaHHs: poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
E668i IHK., CLUA 3a3Ha4YeHUMM Y NepiogUYHOCTI NoJaHHS perynspHux
3BITiB 3 6e3neku.
BMPOGHULITBO Ta
TecTyBaHHs
ekcTpygary:
E66Bi JoiuneHs
v6X i Ko. KT,
HimeyunHa
128. | MAAIHET® TabneTku, BKPUTI TOB YkpaiHa Mi6e M6X HimeuyunHa BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHU 3a - UA/15840/01/01
nNiBKOBOIO «MIBE ApuHaiimitTenb | TMny - 3MiHK Wo[o 6e3nekn/etheKTUBHOCTI Ta peyernmom
060/10HKOI0, 110 0,03 | YKPAIHA» thapmakoHarnagy (iHwi 3miHu). 3MiHN BHECEHI B
Mr/2 mr; no 21 TEKCT MapKyBaHHS1 Ha BTOPUHHI ynakoBLj
Tabnetui y énictepi; NiKkapcbKoro 3acoby y po3ginax "[aTa 3aKkiH4eHHs
no 1 a6o no 3, abo TepMiHy npuaartHocTi”, "Homep peecTpauiiHoro
no 6 6nictepis B noceigyeHHs", "Homep cepii nikapcbkoro 3acoby".
KapTOHHI Kopobui BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHSA
129. | MANXEN TabneTtkn, BKPUTI MaiinaH IHais MAISIAH IHais BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3a - UA/18369/01/01
nNiBKOBOO Nlabopato NNABOPATOPI3 TeXHiuHa nomuska (3rigHo Hakasy MO3 Big peuyenmom
o060n0Hkoto, no 400 pi3 NIMITEL 23.07.2015 Ne 460): TexHi4YHy NOMU/IKY BUMpaB/ieHO
Mr; no 28 TabneTok Nimiten B TEKCTi MapKyBaHHs Ha NEPBUWHHII ynakoBLi
y donakoHi, no 1 nikapcbkoro 3acoby y n. 5. "HaimMeHyBaHHS
donakoHy B BMPOGHUKA, | 3a HEOOXIAHOCTI - 3asiBHUKA".
KapTOHHIA ynakoBL,i 3a3HayeHe BUMNpaB/IeHHA BiANOBiJaE MaTepianam
PEECTPAL,iHOIO AOCHE.
130. | MAKCIITPA TabneTku, BKpUTI dapmavues Monbwa PapmaueBTUYHU Monbwa BHECEHHS 3MiH 10 peecTpaLiliHix maTtepianis: 3MiHU 3a - UA/18415/01/03
OPAINB nNiBKOBOIO TUYHWIA 1 3aBof | TMny - 3miHK 3 AkocTi. CepTucpikat peyernmom
060/10HKOI0 Mo 10 3aB0Oj, «[Monbthapma» BignoBiaHoCTI/IE-cepTuchikar BignosigHOCTI
mr; no 1 a6o no 2 “NMONb®A C.A. €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
Tabnetkn y 6nictepi; | PMA” C.A. HOBOro abo OHOB/IEHOro cepTudikaTa BifnoBiAHOCTI

no 1 6nictepy B
KapTOHHIlA KopooLi

abo BUNy4YeHHs cepTuddikara BignoBigHOCTI
€Bponelicbkii hapmakonei: ans A®l; ans BuxigHoro
MaTepiany/peareHTy/npoMiKHOIO NPOAYKTY, Lo
BUKOPWCTOBYIOTbCS Y BUPOOHWLTBI ADI; fns
[0MOMDKHOT peyoBUHM (cepTudikaT BiANOBILHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWIA
cepTugikart Bif y)Xe 3aTBepAKeHOro BUpobHMKa.
[MogaHHA OHOBNEHOTO cepTudlikaTy BiAMNOBIAHOCTI
€Bponeiicbkilt hapmakonei R1-CEP 2012-150-Rev
01 Big, BXe 3aTBEPPKEHOrO BUPOOHMKA
Pharmaceutical Works Polpharma S.A. gjtouoi
peyoBMHM Taganadin B 38'A3ky 3 AoAaBaHHAM
BMPOGHMKA iHTepmegiaTiB (3aTBepgxeHo: R1-CEP
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

2012-150-Rev 00 Manufacture of intermediates:
Chizhou Dongsheng Pharmaceutical Co., Ltd.;
Xiangyu Chemical Industrial Park, Dongzhi Country,
Chizhou City, Anhul, 247260, China; Manufacture of
Tadalafil: Pharmaceutical Works Polpharma S.A;
3anponoHosaHo: R1-CEP 2012-150-Rev 01
Manufacture of intermediates: Chizhou Dongsheng
Pharmaceutical Co., Ltd.; Xiangyu Chemical
Industrial Park, Dongzhi Country, Chizhou City,
Anhul, 247260, China; Shandong Haiyou Freda
Pharmaceutical Co. Ltd. No. 666 Xingfu Street,
Linshu Economic Development Zone, Shandong
Province, China; Manufacture of Tadalafil:
Pharmaceutical Works Polpharma S.A.).

131.

MAKCITPA
[OPAIB

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKOt0 N0 20
mr; no 1 a6o no 2
Tabnetkn y 6nictepi,
no 1 6nictepy B
KapTOHHI Kopo6Lj,
no 4 Tabnetkn y
6nictepi, no 1 abo
no 2, abo no 3
6nictepy B
KapTOHHIlA KOpooLi

dPapmaves
TUYHWIA
3aBof,

“NMOJIb®A

PMA” C.A.

MonbLla

PapmaueBTUYHU
1 3aBOf
«[Monbapma»
C.A.

MonbLa

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHU
| Tuny - 3miHK 3 skocTi. CepTudikart
BignosiaHOCTI/IE-cepTucpikat BignosigHoCTI
€sponelicbkin dhapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudikaTa BifnoBiAHOCTI
ab0o BUNy4YeHHs cepTudpikarta BiANOBIAHOCTI
€sponevicbkin hapmakonei: ansa A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro MPOAYKTY, WO
BMKOPUCTOBYHOTLCA Y BUPOOHULUTBI API; Ans
[0MNOMDKHOT peyoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHOBMEHWIA
cepTuquikart Bif yxe 3aTBepaKeHOro BUpobHUKa.
MopaHHA OHOB/IEHOTO cepTudikaTy BigNOBIAHOCTI
€Bponeiicbkiit hapmakonei R1-CEP 2012-150-Rev
01 Big, BXe 3aTBEPAKEHOTO BUPOOHMKA
Pharmaceutical Works Polpharma S.A. gitouoi
peyoBuHM Taganadin B 38'A3ky 3 AoAaBaHHAM
BUPOGHMKa iHTepmesiaTiB (3aTBepaxeHo: R1-CEP
2012-150-Rev 00 Manufacture of intermediates:
Chizhou Dongsheng Pharmaceutical Co., Ltd.;
Xiangyu Chemical Industrial Park, Dongzhi Country,
Chizhou City, Anhul, 247260, China; Manufacture of
Tadalafil: Pharmaceutical Works Polpharma S.A.;
3anpornoHosaHo: R1-CEP 2012-150-Rev 01
Manufacture of intermediates: Chizhou Dongsheng
Pharmaceutical Co., Ltd.; Xiangyu Chemical
Industrial Park, Dongzhi Country, Chizhou City,
Anhul, 247260, China; Shandong Haiyou Freda
Pharmaceutical Co. Ltd. No. 666 Xingfu Street,
Linshu Economic Development Zone, Shandong
Province, China; Manufacture of Tadalafil:
Pharmaceutical Works Polpharma S.A.).

3a
peyernmom

UA/18415/01/04

132.

MAKCIFPA
[PAB

TabneTtkn, BKPUTI
n1iBKOBOO

Papmaves
TUYHUIA

MonbLa

PapmaueBTUYHU
1 3aBof

MonbLa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHU
| TMny - 3miHK 3 skocTi. CepTudikar

3a
peyenmom

UA/18415/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

060/10HKOI0 M0 5 Mr,
no 14 tabneTtok y
6nictepi, no 2
6nictepu B
KapTOHHilA KopooLi

3aBOg,
“MOJIb®A
PMA” C.A.

«Monbthapma»
C.A.

BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOrO cepTudikaTa BifnoBIAHOCTI
abo BUyYeHHs cepTudikaTta BignoBigHOCTI
€Bponelicbkiii hapmakonei: ans A®l; ans BuXigHoro
marepiany/peareHTy/npoMKHOro NMPOAYKTY, WO
BUKOPWCTOBYIOTbCS Y BUPOOHNLTBI ADI; ans
[OMOMDKHOT peyoBMHM (cepTudikaT BiANOBILHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWIA
cepTuddikaT Bif y)xe 3aTBepAXEHOro BUPOOHMKA.
MogaHHA OHOBNEHOTO cepTudikaTy BiANOBIAHOCTI
€Bponeiicbkilt thapmakonei R1-CEP 2012-150-Rev
01 Big, BXe 3aTBEPAKEHOTO BUPOOHMKA
Pharmaceutical Works Polpharma S.A. gjtouoi
peyosuHM Taganadin B 38’A3ky 3 foAaBaHHAM
BMPOGHMKa iHTepMesiaTiB (3aTBepaxeHo: R1-CEP
2012-150-Rev 00 Manufacture of intermediates:
Chizhou Dongsheng Pharmaceutical Co., Ltd.;
Xiangyu Chemical Industrial Park, Dongzhi Country,
Chizhou City, Anhul, 247260, China; Manufacture of
Tadalafil: Pharmaceutical Works Polpharma S.A;
3anponoHoeaHo: R1-CEP 2012-150-Rev 01
Manufacture of intermediates: Chizhou Dongsheng
Pharmaceutical Co., Ltd.; Xiangyu Chemical
Industrial Park, Dongzhi Country, Chizhou City,
Anhul, 247260, China; Shandong Haiyou Freda
Pharmaceutical Co. Ltd. No. 666 Xingfu Street,
Linshu Economic Development Zone, Shandong
Province, China; Manufacture of Tadalafil:
Pharmaceutical Works Polpharma S.A.).

133.

MAKCIFPA
[IPAB

TabneTku, BKpUTI
nNiBKOBOIO
060n0HkKot0 No 2,5
Mr; no 14 tabnetok
y 6nictepi, no 2
6nictepy B
KapTOHHIA Kopoo6Li

dapmaues
TUYHWIA
3aB0/,

“NMONIb®A

PMA” C.A.

MonbLa

dapmaueBTUYHU
1 3aBof
«Monbthapma»
CA.

MonbLa

BHECEHHS 3MiH 10 peecTpaviliHiX MaTtepianis: 3MiHU
| TMny - 3miHu 3 AkocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkin dhapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBIEHOrO cepTudikaTa BignoBigHOCTI
ab60 BUNyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ansa A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMKHOIO NPOAYKTY, WO
BVIKOPMCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OOMOMIXHOT peyqoBuHK (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBEHWIA
cepTugikart Bif y)Xe 3aTBepaKeHOro BUpobHMKa.
MoaaHHA OHOB/IEHOTO CepTMdikaTy BiANOBIAHOCTI
€Bponeiicbkilt hapmakonei R1-CEP 2012-150-Rev
01 Big BXe 3aTBEPAKEHOT0 BUPOOHMKA
Pharmaceutical Works Polpharma S.A. gitouoi
peyoBMHM Taganadin B 38'A3ky 3 AoAaBaHHAM
BMPOGHWKa iHTepMegiaTiB (3aTBepmxeHo: R1-CEP

3a
peyenmom

UA/18415/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

2012-150-Rev 00 Manufacture of intermediates:
Chizhou Dongsheng Pharmaceutical Co., Ltd.;
Xiangyu Chemical Industrial Park, Dongzhi Country,
Chizhou City, Anhul, 247260, China; Manufacture of
Tadalafil: Pharmaceutical Works Polpharma S.A;
3anponoHosaHo: R1-CEP 2012-150-Rev 01
Manufacture of intermediates: Chizhou Dongsheng
Pharmaceutical Co., Ltd.; Xiangyu Chemical
Industrial Park, Dongzhi Country, Chizhou City,
Anhul, 247260, China; Shandong Haiyou Freda
Pharmaceutical Co. Ltd. No. 666 Xingfu Street,
Linshu Economic Development Zone, Shandong
Province, China; Manufacture of Tadalafil:
Pharmaceutical Works Polpharma S.A.).

134.

MEAITAH

kancynun no 300 mr,
no 10 kancyny
6nictepi; no 3 abo 6
6nicTepis y nayui 3
KapTOHY

AT
"®apmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLU|i 415 MeAUYHOro 3aCTOCyBaHHA Ha nigcTasi
perynsipHo OHOBJIKOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA NikapcbKkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
OLIiHKVM 3BIiTYy 3 AOC/iAKEHb, NPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnigpkersb (PIP) (3MiHy
Y3rO[KEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MmiHV BHECEHO A0 iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3ainis "OcobMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHSA
rpyaao”, "MobivHi peakuii” wono 6esneku gjroyoi
peyvoBUHM BigNOBIAHO [0 pekoMeHaauili PRAC.
TepMmiH BBELEHHS 3MiH - NPOTArom 6 micsuis nicns
3aTBEpPMKEHHA. 3MiHM | Tuny - 3MiHW WoA0
6e3nekn/edheKTVBHOCTI Ta papMakoHarnagy.
BunyuenHs (cuna gji) Bunyyenns cunm gii 13 100
Mr Ta 400 Mmr, y 3B'A3Ky 3 piLUEHHAM KOMMaHii.
3anumwaeTbea cuna aii 300 Mr, aka Bignosigae
BKasiBKkaM 3 [J03yBaHHS Ta TPMBAIOCTi NiKyBaHHS.
3MiHM BHECEHO [0 IHCTPYKLUIiT A1 MeANYHOro
3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"Cknag", "Mlikapcbka hopma”, "Ynakoska". TepMiH
BBEJEHHS 3MiH - NpoTArom 6 micAuis nicns
3aTBEPAKEHHS

3a
peyernmom

He
nionsieae

UA/12318/01/02

135.

METOTPEKC
AT-TEBA

PO3YNH A5 iH'EKLIN,
25 mr/mn; no 2 mny
donakoHi; no 1
h/1aKOHY B KOPOOL

TOB
«TeBa
YKpaiHa»

YkpaiHa

BMPOGHMLTBO 3@
MOBHUM LVIK/TOM:

dapmaxemi
B.B.,

HigepnaHngu
| Xopsaris

BHECEHHS 3MiH [0 peecTpavuiliHiX maTtepianis: 3MiHU
| Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta

3a
peuyerimom

He
niosnsieae

UA/9609/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
HigepnaHgu; IHCTPYKLU|i 415 MeAUYHOro 3aCTOCYBaHHA Ha nigcTasi
KOHTPO/Ib Cepii: perynsipHo OHOBJIIOBAHOTO 3BITY 3 6e3nekn
NNIBA nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
XpsaTtcka A.0.0., 3aCTOCyBaHHSA /iKapcbKkoro 3acoby B
Xopsaris nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLIiHKM 3BIiTY 3 AOC/ifKEHb, NPOBEAEHVX BIAMNOBIAHO
00 nnaHy negiatpnyHux gocnigpkeHs (PIP) (iHwi
3MiHW) - 3MiHVU BHECEHO B IHCTPYKLit0 ANs
MEeANYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
po3ginis "B3aemogis 3 iHWMMK NiKapCbKUMuy
3aco6amMu Ta iHWi B1uAan B3aeMogiii", "3acTocyBaHHs
y nepioA BaritTHOCTi abo rogyBaHHs rpyaa”
BiANOBIAHO A0 iHhopMmau,ii 3 6e3nekn 3acToCcyBaHHS
Ljito4oi pevyoBuHY. BBeEHHSA 3MiH NPOTAroM 6-Tu
MicsLiB MicNsA 3aTBEPAKEHHS
136. | METOTPEKC PO34MH A8 iH'EKLN, TOB YkpaiHa BMPOGHMLTBO 32 | HigepnaHgy | BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasiB: 3MiHN 3a He UA/0818/01/02
AT-TEBA 100 mr/mn, no 10 mn «TeBa NMOBHWUM LK/IOM: / Xopsaris | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom nionsizae
y donakoHi; no 1 YkpaiHa» dapmaxemi thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
ch1akoHy B KOpOOL B.B., nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
HigepnaHaw; IHCTPYKLiT A/ MeAMYHOro 3aCTOCYBaHHS Ha nigcrasi
KOHTPO/b Cepil: perynsipHoO OHOBJ/IOBAHOTO 3BITY 3 6e3nekn
MniBA nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
XpBaTcka 4.0.0., 3aCTOCyBaHHS Nikapcbkoro 3acoby B
Xopsaris nicnspeecTpaviinnii nepiog, abo sk pesynbTtat
OLLiHKVM 3BITYy 3 AOC/igKEeHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuuHux gocnimxkers (PIP) (iHwi
3MiHM) - 3MiHU BHECEHO B IHCTPYKLi0 Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3zinis "B3aemopis 3 iHLWIMMU NiKapCbKnmu
3acobamu Ta iHLWi BUAW B3aEMOAN", "3acTocyBaHHSA
y nepioA BariTHOCTi abo rogyBaHHs rpyaar”
BignoBigHO A0 iHhopMauii 3 6e3nekn 3aCTOCyBaHHS
Ait040T peyvoBVHN. BBEAEHHS 3MiH NPOTArOM 6-Tu
MicsILiB Micnsa 3aTBepAKEHHSs!
137. | METPOHIAAS3 | cynosutopii MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHnx maTtepianis: 3MiHN 3a He UA/1796/01/01
on BariHasibHi no 0,1 r; "MoHdap "MoHdbapm" | Tuny - 3miHK WoAo 6e3nekn/edeKTMBHOCTI Ta peyenmom nionsizae
no 5 cynosuTopiis y M thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui

CTpuNi; NO 2 CTpYnm
y nadui 3 KapToHy

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLU|i 415 MeAUUYHOro 3acTocyBaHHA Ha nigcrasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCYBaHHSA NikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo Sk pesynbtar
OL|iHKM 3BITY 3 AOC/iAXEHb, NPOBEAEHUX BIAMNOBIAHO
[0 nnaHy negiatpuyHux gocnigkers (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
opraHom)
3MiH1 BHECEHO A0 IHCTPYKLIT 4518 MeANYHOro
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3aCcTOCyBaHHSA NikapcbKoro 3acoby y po3ginm
"MpoTumnokasaHHA", "OcobaMBOCTI 3aCTOCYBaHHA",
"Mo6iuHi peakuii" BiANOBIAHO 4O OHOBNEHOI
iHhopmauii Lwoao 6e3nekn 3acTocyBaHHS Aito4oi
pPeYoBUHM 3rigHO 3 pekomeHgauieto PRAC.
138. | MIPAMEKC® Tabnetku no 0,25 BepiHrep HimeuunH BepiHrep HimeuyunHa BHECEHHS 3MiH A0 peecTpauiiHux maTtepiasis: 3MiHU 3a - UA/3432/01/01
mr; no 10 TabneTok IHrenbxai a IHrenbxanm | Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta peyenmom
y 6nictepi; no 3 M dapma M'm6X i hapmakoHarnagy. 3MmiHa 4actoTn Ta/abo TepMiHiB
6nictepy B IHTepHeLw Ko. KI NoAaHHA PerynsipHO OHOB/OBAHKX 3BITiB 3 6e3neku
KapTOHHIA Kopoo6Li HA TM6X NiKapcbKnx 3aco6iB - 3MiHa 4acTOTV NOAAHHS
perynsipHO OHOBJIOBAHOrO 3BiTY 3 6e3neku.
[itoua pepakuis: Yactota nogaHHsA perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn 3 poku.
MponoHoBaHa pegakuis: Yactota nogaHHs
perynisipHoO OHOBJ/IOBAHOrO 3BIiTy 3 6e3nekun 1 pik.
PekomeHA0BaHO A0 3aTBePA)KEHHS BiAMOBIAHO A0
nepiofVYHOCTI NOAaHHA PErynsapHO OHOB/IOBAHUX
3BITIB 3 6€3MeKm Jlikapcbknx 3acobis y €C
139. | MIPAMEKC® Tabnetku no 1 wmr; BepiHrep HimeuuunH BepiHrep HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu 3a - UA/3432/01/02
no 10 TabneTtok y IHrenbxai a IHrenbxaim | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuyenmom
6nicTepi; no 3 M dapma M'v6X i hapmakoHarnsgy. 3mMiHa yactotn Ta/abo TepMmiHiB
6nictepn B IHTepHeLw Ko. KI nofaHHA perynsapHO OHOB/IOBAHUX 3BITIB 3 6e3neku
KapTOHHIl KopooLi HN TM6X nNiKapcbknx 3acobiB - 3MiHa 4acTOTW NOAAaHHS
perynspHo OHOB/IOBAHOIO 3BiTYy 3 6e3Mneku.
[itova pepakuis: YactoTa nofaHHa perynsapHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn 3 poku.
[MponoHoBaHa pepakuis: Yactota nogaHHsA
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn 1 pik.
PekomeHA0BaHO A0 3aTBepA)KEeHHS BiAMoBiAHO A0
nepioguyYHOCTI NoJaHHS perynsipHoO OHOB/IOBaHWX
3BITiB 3 6e3nekn Nikapcbknx 3acobiB y €C
140. | MIPAMNEKC® TabneTtku BepiHrep HimeuuunH BepiHrep HimeuunHa BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHU 3a - UA/3432/02/02
na NPOIOHTOBaHOI Aji IHrenbxa a IHrenbxanm | TMny - 3MiHKn Wopo 6e3nekn/etheKTUBHOCTI Ta peyenmom
no 0,75 mr no 10 M dapma M'vbX i hapmakoHarnsgy. 3mMiHa 4yactoTu Ta/abo TepMmiHiB
Tabnetok y 6nictepi, IHTepHeLw Ko. KT, NoAaHHA perynspHO OHOBIOBAHKX 3BITiB 3 6e3neku
no 3 6nictepu B HA TMGX, HimeyunHa NiKapCbKnx 3acobiB - 3MiHa 4acTOTW NOAAaHHS
KapTOHHI KOpO6L (BMpPO6HNLTBO, perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3neku.
nepBuHHe Ta [itoya pepakuis: Yactota nofaHHsA perynsipHo
BTOPWHHE OHOB/IHOBAHOTO 3BITY 3 6e3nekn 3 poku.
nakyBaHHs, MponoHoBaHa pefakuis:
MapKyBaHHS, YacToTa nofaHHa perynspHo OHOB/IHOBAHOIO 3BITY 3
KOHTPO/1b SIKOCTI, 6e3nekn 1 pik. PekomeH0BaHO [0 3aTBEPKEHHS
BK/IIOHA0UN BiAMNOBIAHO 40 NEPIOANYHOCTI NMOLAHHA PErynsipHo
[OCNiHKEHHSA OHOB/IIOBAHUX 3BITiB 3 6€3MNeKN NiKapCbknx 3acobiB y

cTabinbHOCTI Ta
BMNyCK cepil);
PotTeHzopd
dapma 'm6X,

€C.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
HimeyunHa
(BMPOGHMLTBO,
KOHTPO/Ib SIKOCTI,
BK/THOHAI0UM
LOCNIMKEHHSA
cTabinbHOCTI Ta
BUMYCK cepil
roToBOro
nikapceKoro
3acoby);
PotTeHzopd
dapma 'vbx,
Himeyunna
(nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
MapKyBaHHs)
141. | MIPAMNEKC® TabneTtkn BepiHrep HimeuunH BepiHrep HimeuyunHa BHECEHHS 3MiH A0 peecTpauiiHux maTtepiasnis: 3MiHK 3a - UA/3432/02/01
na NPOJIOHroBaHoI fji IHrenbxai a IHrenbxanm | Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta peyenmom
no 0,375 mr no 10 M dapma M'm6X i hapmakoHarnagy. 3MiHa 4actoTn Ta/abo TepMiHiB
Tabnetok y 6nictepi, IHTepHeLw Ko. KT, NoAaHHA PerynsipHO OHOBOBAHKX 3BIiTiB 3 6e3neku
no 3 6nictepu B HA TM6X HimeuunHa NiKapcbKnx 3aco6iB - 3MiHa 4acTOTV NOAAHHS
KapTOHHIlA KOpooLi (BMPOGHMLTBO, perynspHo OHOB/IOBAHOIO 3BITY 3 6e3Mneku.
nepBuHHE Ta [itoua pepakuis: Yactota nogaHHsA perynsipHo
BTOPWHHE OHOB/IHOBAHOTO 3BITY 3 6e3nekn 3 poku.
nakyBaHHs, MponoHoBaHa pefakuis:
MapKyBaHHS, YacToTa nogaHHa perynspHo OHOB/IHOBAHOIO 3BITY 3
KOHTPO/b IKOCTI, 6e3nekn 1 pik. PekomeHA0BaHO [0 3aTBEPMKEHHS
BK/IIOYaA0UN BIAMNOBIAHO 40 NEPIOANYHOCTI NOAAHHS PErynsipHo
OOCTiIKEHHSA OHOB/IIOBAHUX 3BITiB 3 6e3NeKkn fliKkapCbknx 3acobiB y

cTabinbHOCTI Ta
BMNYCK cepil);
PoTTengopd
dapma 'vbX,
HimeyunHa
(BUpOGHMLTBO,

KOHTPO/1b SKOCTI,

BK/THOHAI0YM
OOCTiIKEHHSA
cTabinbHOCTI Ta
BMNycCK cepil
roTOBOrO
nikapcbKoro
3acoby);
PoTTengopd
dapma 'mbx,
HimeuyunHa
(nepBuHHe Ta

€C.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep

peecmpayiliHo2o

nocsio4YeHHs

BTOPWHHE
nakyBaHHs,
MapKyBaHHs)

142.

MIPAMEKC®
na

TabneTkn
NPOIOHIOBaHOT Aji
no 1,5 mr no 10
Tabnetok y 6nictepi,
no 3 6nictepu B
KapTOHHI Kopoobui

BepiHrep
IHrenbxai
M
IHTepHeLw
HN TM6X

HimeuunH
a

Bepinrep
IHrenbxaim
dapma M'vbX i
Ko. KT,
HimeyunHa
(BUpOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1,
MapKyBaHHS,
KOHTPO/b SKOCTI,
BK/IOYA0UM
[OCNioKEHHS
cTabinbHocTi Ta
BUMYCK cepi);
PotTengopd
dapma M'v6X,
HimeuunHa
(BUpO6HMLTBO,
KOHTPO/b SIKOCTI,
BK/IHOYA0UM
[OCNiMKEHHS
cTabinbHocTi Ta
BUMYCK cepil
roToBOro
nikapcbKoro
3acoby);
PotTengopd
dapma 'vbx,
HimeuunHa
(nepBuHHE Ta
BTOPWHHE
nakyBaHHs1,
MapKyBaHHS)

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3miHa 4actoTn Ta/abo TepMiHiB
nofaHHsA perynsapHoO OHOB/OBAHUX 3BITIB 3 6e3neku
nNiKapcbKknx 3acobiB - 3MiHa 4acTOTW NOAAaHHSA
perynsipHo OHOB/IOBAHOIO 3BiTYy 3 6e3neku.
[itova pepakuis: YactoTa nogaHHa perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekn 3 poku.
MponoHoBaHa pepakuis:

YacToTa noAaHHs perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekn 1 pik. PekomeHA0BaHO [0 3aTBEPMKEHHS
BIANOBIAHO [0 NEPIOANYHOCTI NOAAHHSA PerynsipHo
OHOB/THOBAHUX 3BITiB 3 6e3MeKn likapcbkux 3acobiB y
€C.

3a
peyenmom

UA/3432/02/03

143.

MOBEKC®
AKTVB

TabneTtkn, BKPUTI
060/10HKOI0, in bulk:
no 1000 TabneTok y
noagiliHomy
nonieTnieHoBomMy
naketi y 6aHuj; no 1
6aHLj B KAPTOHHIlA
Kopobui

Mosi Xenc
mM6X

Lseiiuapi
2

CaBa Xenckea
NTa, IHais
MegiTton

dapmacbloTikas

Nta., YropwmHa

IHais/
YroplmHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHU
| Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy 3asiBHMKa (BNacHUKa
peecTpauiiHoro noceigyeHHst). 3miHa agpecu
3asBHMKa (BNacHvKa peecTpauiiHoro NocBigYeHHs).
TepMiH BBEiEHHS 3MiH NPOTAroM 6 micAuiB nicns
3aTBEPAXKEHHS. 3MiHM | TNy - 3MiHK WoA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHu) (B. () 1A)

OHOB/IEHHSI TEKCTY MapKyBaHHS yNakoBK/
nikapcbkoro 3acoby, a came: 3miHa y n. 8. «JATA

He
nionsieae

UA/10206/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

3AKIHYEHHA TEPMIHY NMPUJATHOCTI» Ta n. 13.
«HOMEP CEPIi IKAPCbLKOIO 3ACOBY»
nepBuHHOI ynakosku; y n. 8. «JATA 3AKIHYEHHA
TEPMIHY MPUAOATHOCTI» BTOPUHHOT yNakoBKU.
3MiHW y TeKCTi MapkyBaHHs dhopmu in bulk 13 B
po3gini "Aarta 3akiH4eHHA TepMiHy npugaTHocTi",
BiANOBIAHO [0 SKMX «TEPMiH NPUAATHOCTI»
TPaKTYETLCA SIK OCTaHHII Micaub npuaaTtHocTi /13, Ta
faTy 6yae 3asHaueHo B hopmi «Mm/pppp».
[itoua pepaxuin: 8. JATA 3AKIHUEHHA TEPMIHY
MPNOATHOCTI. MpuaatHuii go: NponoHoBaHa
pepakuis: 8. AATA 3AKIHYEHHA TEPMIHY
MPUJATHOCTI. TepmiH npugatHocTi: TepMiH
BBEJEHHS 3MiH NPOTAroM 6 micAuis nicns
3aTBEPAKEHHSA

144.

MOBEKC®
AKTVB

TabneTku, BKpUTI
060/10HKO10, Mo 30
a60 60 TabneTok y
naswyi; no 1
NAAWLI B KAPTOHHIN
ynakoBLi

MoBi Xernc
m6X

Lseiiuapi
A

CaBa Xersckea
nta, HAis
Megiton

dapmacbloTikan

nrta., YropwuHa

IHgis/
YropumHa

BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU
| TMNy - AgMiHICTpPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHS Ta/abo agpecy 3asBHVKa (BnacHuka
peecTpauiiHoro noceigyeHHs). 3miHa agpecu
3asBHMKa (BNacHvKa peecTpauiiiHoro nocBigYeHHs).
TepMmiH BBELEHHS 3MiH NPOTArom 6 micauis nicns
3aTBEpPMKEHHA. 3MiHK | Tuny - 3MiHW WoA0
6e3nekn/edekTBHOCTI Ta thapMakoHarniagy (iHLwi
3MiHW) - OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBKu
nikapcbKkoro 3acoby, a came: 3miHa y . 8. «JATA
3AKIHYEHHA TEPMIHY NPUOATHOCTI» Ta n. 13.
«HOMEP CEPIi IKAPCLKOIO 3ACOBY»
nepBUHHOI ynakosku; y n. 8. « JATA 3AKIHYEHHA
TEPMIHY MPNAOATHOCTI» BTOPUHHOI yNakoBKu.
3MiHKn y TekcTi MapKyBaHHsa chopmu in bulk /13 B
po3gini "Jarta 3akiH4eHHs TepMiHy NpuAaTHOCTI",
BiANOBIAHO [0 AKX «TEPMiH NPUAATHOCTI»
TPaKTYETbCA AK OCTaHHIN Micaub npuaaTtHocTi /13, Ta
faTy 6yae 3a3HaueHo B hopMi «Mm/pppp».
[Oitova pepakuis: 8. AATA 3AKIHYEHHA TEPMIHY
MPNOATHOCTI. MpugatHuii go: NponoHosaHa
pepakuis: 8. AATA 3AKIHYEHHA TEPMIHY
MPNOATHOCTI. TepmiH npuaaTtHocTi: TepmiH
BBE/EHHS 3MiH MPOTAroM 6 Micauis nicns
3aTBEPAKEHHSA

3a
peyenmom

He
nionsieae

UA/10205/01/01

145.

MOBEKC®
KOM®OPT

TabneTtkn, BKPUTI
060/10HKOI0, in bulk:
no 1000 TabneTok y
noaBiliHMX
nonieTuIeHoBMX
nakeTax

Mosi Xenc
mM6X

Lseiiuapi
2

CaBa Xenckea
NTa, IHais
MegiTton

dapmacbloTikas

Nta., YropwmHa

IHais/
YropLmHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHU
| Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy 3asiBHMKA (BNacHUKa
peecTpauiiHoro noceigyeHHs1). 3miHa agpecu
3asBHUKa (BNacHUKa peecTpaLiiiHoro nocBigyeHHs).
TepMiH BBeEHHS 3MiH NPOTAroM 6 micAuiB nicns
3aTBEPAXKEHHS. 3MiHM | TNy - 3MiHW WoA0
6e3nekn/edeKTMBHOCTI Ta papmakoHarnsagy (iHwi

He
nionsieae

UA/9818/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep

peecmpayiliHo2o

nocsio4YeHHs

3MiHK) - OHOBNEHHS TEKCTY MapKyBaHHS YNakoBK/
nikapcbkoro 3acoby, a came: 3miHa y n. 8. «JATA
3AKIHYEHHA TEPMIHY NMPUOATHOCTI» Ta n. 13.
«HOMEP CEPIi IKAPCbKOIO 3ACOBY»
nepBrHHOI ynakosku; y n. 8. «4ATA 3AKIHYEHHA
TEPMIHY NMPUNAOATHOCTI» BTOPUHHOI yNakoBKu.
3MiHUM y TekcTi mapkyBaHHsa chopmu in bulk /13 B
po3aini "Aata 3akiH4eHHs TepMiHy npugartHocTi”,
BiANOBIAHO [0 AKX «TEPMiH NMPUAATHOCTI»
TPaKTYETbCA SK OCTaHHI Micsub npugaTtHocTi /13, Ta
nary 6byae 3asHavyeHo B hopMi «MM/pppp».
[itova pepakuisi: 8. BATA 3AKIHYEHHA TEPMIHY
MPNOATHOCTI. MpugatHuii go: NponoHoBaHa
peaakuisi: 8. JATA 3AKIHUEHHA TEPMIHY
MPUBATHOCTI. Tepmin npugaTHocTi: TepMiH
BBE/EHHS 3MiH MPOTAroM 6 MicauiB nicns
3aTBEPMAKEHHS.

146.

MOBEKC®
KOM®OPT

TabneTkn, BKPUTI
060/10HKOI0 M0 30
TabneTok y nnswi;
no 1 naswuiy
KapTOHHI ynakoBL,i;
no 60 TabneTok y
naswui; no 1 a6o no
2 NNSAWKA B
KapTOHHIA ynakoBL,i;
no 120 TabneTok y
naswyi; no 1
NAAWLI B KAPTOHHIN
ynakoBLi

Mosi Xenc
m6X

Lseiuapi
A

CaBa Xenckea
Nta, IHais
Megiton

dapmacbloTikas

nrta., YropwuHa

IHgis/
YropumHa

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHU
| Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecy 3asBHVKa (BNacHuKa
peecTpauiniHoOro NoceigyYeHHs). 3MiHa agpecun
3asBHUKa (BNacHUKa peecTpaLiiiHoro nocBigueHHs).
TepMiH BBEEHHS 3MiH NPOTAroM 6 MicALiB nicns
3aTBEPMKEHHS. 3MiHKM | TUny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi
3MmiHu) (B. (X) 1A)

OHOB/IEHHS TEKCTY MapKyBaHHS YMakoBKM
nikapcbKkoro 3acoby, a came: 3miHa y n. 8. «JATA
3AKIHYEHHA TEPMIHY NPUOATHOCTI» Ta n. 13.
«HOMEP CEPIi IKAPCLKOIO 3ACOBY»
nepBUHHOI ynakosku; y n. 8. « JATA 3AKIHYEHHA
TEPMIHY MPNAOATHOCTI» BTOPUHHOI yNakoBKu.
3MiHKn y TekcTi MapKyBaHHsa chopmu in bulk /13 B
po3gaini "Jarta 3akiH4eHHs TepMiHy NpuAaTHOCTI",
BiANOBIAHO [0 AKX «TEPMiH NPUAATHOCTI»
TPaKTYETbCA AK OCTaHHI Micaub npuaaTtHocTi /13, Ta
faTy 6yae 3a3HaueHo B hopMi «Mm/pppp».
[itova pepakuis: 8. AATA 3AKIHYEHHA TEPMIHY
MPNOATHOCTI. MpugatHuii go: NponoHosaHa
pepaxkuis: 8. AATA 3AKIHYEHHA TEPMIHY
MPNOATHOCTI. TepmiH npuaartHocTi: TepmiH
BBE/iEHHS 3MiH MPOTAroM 6 Micauis nicns
3aTBEPAKEHHS.

6e3
peyenma

nionsieae

UA/9817/01/01

147.

MOBECMNA3M

TabneTtkn, BKPUTI
060/10HKOI0, MO 10
Tabnetok y 6nictepi;
no 1 abo 2 6nictepu
Y KapTOHHIV nayuj;

Mosi Xenc
mM6X

Lseiiuapi
2

CaBa Xenckea
NTa, IHais
MegiTton

dapmacbloTikas

Jita., YropwmHa

IHais/
YroplmHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHU
| Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy 3asiBHMKA (BNacHUKa
peecTpauiiHoro noceigyeHHs1). 3miHa agpecu
3asBHMKa (BNacHVKa peecTpauiiHoro NocBig4eHHs).

6e3
peuyenma

nionsieae

UA/10010/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

no 20 Tabnetok y
6nictepi; no 1
6nictepy B
KapTOHHIM navu,i

3MiHM BHECEHI B IHCTPYKL0 4518 MeAnyYHOro
3aCTOCYBaHHSA Nikapcbkoro 3acoby y po3gain
"Micue3HaxomKeHHs 3asBHMKA" 3 BigNOBIAHNMM
3MiHamMM B TEKCTi MapKyBaHHS yNakoBOK. TepMiH
BBEJEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
3aTBEPMKEHHSA. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnagy (iHwi
3MiHK). 3MiHW BHECEHI B TEKCT MapKyBaHHsAHa Ha
BTOPVHHIl ynakoBLi nikapcbkoro 3acoby y n. 8 "farta
3aKiHY4eHHS TEPMiHY NPUAATHOCTI". 3MiHW Y TEeKCTi
MapkyBaHHs chopmu in bulk 13 B po3aini "Aata
3aKiHY4eHHA TepMiHy npuAaTHocTi", BIANOBIAHO A0
AKX «TEPMiIH NPUAATHOCTI» TPaKTYETLCA AK
OCTaHHiln micsiub npuaatHocTi /13, Ta gaty byae
3a3HavyeHo B dhopmi «mm/pppp». ditoya peaakuis: 8.
OATA 3AKIHYEHHA TEPMIHY MPUOATHOCTI.
MpuaaTHwii fo: MNponoHoBaHa peaakuis:
8. OATA 3AKIHUEHHA TEPMIHY MPUOATHOCTI.
TepMmiH npugaTHocTi: TepMiH BBEAEHHS 3MiH -
NPOTArom 6 MicsiLiB Micns 3aTBEPKEHHS.

148.

MOBECMNA3M

TabneTkn, BKPUTI
06010HKOI0; in bulk:
no 5000 Tabnetok y
noAgiiHoMy
nonieTnaeHoBoMy
nakeTi y KOHTelHepi

Mosi Xenc
m6X

Lseiuapi
A

CaBa Xenckea
Nta, IHais
Megiton

dapmacbloTikan

nrta., YropwuHa

IHgis/
YropumHa

BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis: 3MiHK
| Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecy 3asBHVKa (BNacHMKa
peecTpauiniHoOro NoceigyYeHHs). 3miHa agpecun
3asBHMKa (BNacHviKa peecTpauiiiHoro nNocBig4eHHs).
3MiHV BHECEHI B iHCTPYKLUitO ANS MEANYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby y po3gin
"Micue3HaxomKeHHs 3asiBHMKA" 3 BiANOBIAHUMM
3MiHaMW B TEKCTi MapKyBaHHS ynakoBoK. TepMiH
BBEJEHHS 3MiH - NpoTArom 6 micAuis nicns
3aTBEpPMKEHHA. 3MiHN | Tuny - 3MiHW WoA0
6e3nekn/edekTBHOCTI Ta thapMakoHarniagy (iHLwi
3MiHK). 3MiHM BHECEHI B TEKCT MapKyBaHHsSHa Ha
BTOPWHHII ynakoBLi flikapcbkoro 3acoby y n. 8 "fata
3aKiHYeHHs1 TepMiHy NpuaaTHoCTI". 3MIHW Y TeKCTI
MapkyBaHHs chopmu in bulk /13 B po3gini "fata
3aKiHY4eHHs TepMiHy MpVAATHOCTI", BIAMOBIAHO A0
AKX «TEPMIH NPUAATHOCTI» TPaKTYETbCA AK
OCTaHHin micaub npugatHocTi /13, Ta gaty byae
3a3HayeHo B dhopmi «mm/pppp». ditoya pegaxuis: 8.
OATA 3AKIHYUEHHA TEPMIHY MPUOATHOCTI.
MpuaatHwin go: NponoHoBaHa pejakuis:

8. AATA 3AKIHYEHHA TEPMIHY NMPUOATHOCTI.
TepMiH npuaaTHocCTi: TepMiH BBEAEHHS 3MiH -
npoTArom 6 micsiliB nicns 3aTBepAKEHHS.

He
nionsieae

UA/10011/01/01

149.

MOAUTEH
[EMO

PO34UH ON15 iH'EKLLN,
25 mr/mnno 1 mn B
amnyni; no 5 amnyn

KPKA,
a.4n., Hoso
MecTo

CnoseHis

KPKA, a.4.,
HoBo mecTo

CnoseHisa

BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA NikapcbKuWii 3aci6.
KOHTpO/1b roToBOro MikapcbKoro 3acoby (iHLwi 3MiHW)

3a
peyenmom

UA/0893/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
y 6nicTepi; no 1 OHOBJ/IEHHS BXE 3aTBEPAKEHUX METOAIB KOHTPO/IH0
6nictepy B AIKOCTI NlikapcbKoro 3acoby, a came: BUKIaAeHHs
KapTOHHIlA KOpO6L TEKCTY [epXaBHOK MOBOIO 3riHO Cy4acHUX BUMOT.
BBefeHHs 3MiH NpoTArom 6-T1 MicALUiB nicns
3aTBEPMKEHHSA. 3MiHN Il TUNY - 3MiHK 3 AKOCTi. ADI.
(iHWi 3miHM) oHoBNEHHS ASMF Bif 3aTBEPAKEHOTO
BMpOGHMKa Trifarma S.p.A., ltaly Ha AdI
dnydeHasuHy agekaHoarty 3 Bepcii 2015-03 go 2022-
07.
150. | MOMENS, kpem 0,1 %; no5r "neHmapk IHAjis "neHmMapk IHAisa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHK 3a - UA/7827/01/01
KPEM a6o 15r B Ty6i; no 1 dapmach $apmacbloTukan | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NikapcbKuMii 3aci6. peyenmom
Ty6i y KApTOHHIN H0TMKaNI3 3 /174., IHAis; KOHTPO/1b rOTOBOrO MiKapcbKoro 3acoby. 3miHa
ynakoBLi nrp. "neHmMapk napameTpiB cneuudikauii Ta/abo AoNyCTUMMX MEX
dapmacbloTukan roTOBOrO JliKapCbKoro 3acoby (40NOBHEHHSA
3 Jlimiteq, IHais cneumdikaLii HOBUM NMOKA3HNKOM 3 BiAMNOBiAHNM
MEeTO0M BUMPOOGYBaHHS) AOMNOBHEHHS cneuudikauii
N3 3a napameTpom «MikpobionoriyHa YncToTar»
nokasHunkom «Burkholderia cepacia complex» 3
BiANOBIAHMM MeTO40M BUNPOBYyBaHHS, BiAMoBigHO
4o sumor USP
151. | HANBY®IH PO34NH A5 iH'EKLIN, TOB YkpaiHa TOB "tOpis- Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a He UA/14429/01/01
10 mr/mn "lOpis- Papm"” | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. peyenmom niosnsieae
no 1 mn a6o no 2 mn dapm"” KOHTpPO/Ib rOTOBOrO /iKapCbKOro 3acoby. 3mMiHa y

B amnyni; no 5
ammnys B KOHTYPHii
YapyHKoBIl
ynakosLi; no 1 a6o 2
KOHTYPHI YapyHKOBI
ynakoBKM B naull;
no 1 mn abo no 2 mn
y nonepesHL0
HanoBHEHOMY
LUNPULL 3 TONKOIO B
Ty6yci, no 1 a6o 10
TybyciB B kOpo6L;i 3
KapToHyY

MeToAax BUNPOGYBaHHS rOTOBOIO J1iKapCbKOro
3aco6y (iHLWi 3MiHM y MeToAax BUNpo6yBaHb
(BKKOUAOUM 3aMiHy ab60 [ONOBHEHHS)) — 3MiHU 3a
NMOKa3HNKOM «MexaHiuHi BK/TIOUEHHS» (3MiHa
nocunaHb Metogy 3 @Y Ha EP Ta meToaunka
npefcrasneHa YKpaiHCbKo MOBO). CynyTHS 3MiHa
- 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AONYCTUMUX MEX
rOTOBOrO /1iKapCbKOro 3acoby (iHLWi 3MiHn). 3MiHK |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NTikapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOrO /iKapCbKOro 3acoby. 3mMiHa y
MeToAax BUNPOGYyBaHHS rOTOBOIO J1iKapCbKOro
3aco6y (iHWi 3MiHM y MeToAax BUNpobyBaHb
(BKKOYAOUM 3aMiHy ab60 [ONOBHEHHS)) — 3MiHU 3a
nokasHukoM «CynpoBigHi JOMILLKW», a came: - y
mMeToauui (NpoboniaroToBka, yMoBM
XpomaTtorpadysaHHsl, POpPMy/iM PO3pPaxyHKy, yMOBYU
npUAATHOCTI XpomaTtorpadivyHoi cuctemu), 3miHa
nocunavHa metody 3 ®Y Ha EP Ta metoanky
npefcTasfeHo YKPaiHCbKO MOBOIO; - Y
cneundikauii (3MiHa nocunaHHA 3 dY Ha EP Ta
po3ain npeAcTas/ieHO YKPaTHCLKOIO MOBOI).
CynyTHS 3MiHa - 3MiHM 3 IKOCTi. [OTOBWIA NiKapcbKuii
3aci6. KOHTposib roToBOro MiKapcbKoro 3acoby.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

3miHa napameTpiB cneundikauii Ta/abo
[0NYyCTUMUX MEX rOTOBOr0 /iKapCbKoro 3acoby (iHwi
3MiHK) 3MiHW | TNy - 3MiHKU 3 AKOCTI. FoTOBUIA
nikapcbkunii 3aci6. KOHTPOb rOTOBOrO NiKapCbKoro
3acoby. 3miHa y meTofax BUNpobyBaHHSA roTOBOro
NiKapcbKoro 3acoby (iHwi 3MiHM y MeTogax
BMNpobyBaHb (BK/IOUaoUM 3amMiHy abo
[OONOBHEHHS)) — 3MiHM 33 NOKa3HNKOM
«CTepunbHICTb» (MeTOAMKY NpUBEAEHO 4,0 BUMOT
3arasibHOi cTatTi 2.6.1. EP i npeacTaBneHo
YKpPaiHCbKOI0 MOBOIO, 3MiHa NOCUNaHHA MeToay 3
oY),

CynyTHS 3MiHa - 3MiHM 3 KOCTi. [0TOBWIA NTikapCbKunii
3aci6. KOHTposib roToBOro Nikapcbkoro 3acoby.
3MiHa napameTpiB cneyudikauii Ta/abo
[OMYCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby (iHLwi
3MiHK) 3MiHu Il TUNY - 3MiHK 3 AKOCTi. MeanyHI
npuCTPOI (IHLLI 3MiHW)

— BBEEHHA [04aTKOBOI YNakoBKK, a came «no 1 mn
a60 2 Mn1y nonepesHbLO HAMOBHEHWMX LUMpULIAX
CKNAHMX, WiNIbHO 3arBUHYEHMX 3aryLiKkaMmm 3
efnactoMepy Ta 3aKynopeHux noninponisieHoBMmu
NOPLUHAMM ANA WNPULIB i3 yLWiNbHIOBaYaMu 3
enactomepy. o of4HOMY LUNPULLY pasoM 3
repMeT1YHO 3anakoBaHO rO/IKOI0 MeTaIeBOIO,
KOMMNEKTYETbCA y TyByC NoniMepHuiA, 3aKpuTuii
KPULLIKOKO NMONIMEPHOIO, LLIO HArBUHYYETLCSA». 3MiHU
BHECEHI y po34in "YnakoBka" B iHCTPYKLit0 AN
MeAMUYHOro 3acTocyBaHHA Ta 'y po3gin 6.5 "Tun Ta
BMICT NEPBMHHOI YNaKoBKN" B KOPOTKY
XapakTepucTUKy SiKkapCbKoro 3acoby y 3B'A3Ky 3
BBEEHHAM [04aTKOBOI yNakoBK/ (nonepegHbo
HanoBHEHWI LWINPULL) Ta IK HACMILOK - 3aTBEPAKEHHS
TEKCTY MapKyBaHHS JOAATKOBOI YNakOBKW.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPLPKEHHS.

152.

HAMTE3IH®

TabneTku, BKpUTI
NNiBKOBOIO
06010HKO0, N0 275
mr, no 10 Tabnetok
y 6nictepi; no 1 abo
2 6nictepu B
KapTOHHIA KopoobLi

KPKA,
4a.4n., Hoso
MECTO

CnoBeHisi

KPKA, a.4.,
HoBso mecTo,
CnoseHis
(BignoBiganbHuiA
3a BUPOGHULITBO
"in bulk",
NepBUHHY Ta
BTOPUHHY
ynakoBKy,
KOHTpO/b Ta
BMNyCK cepil);
HOHivem

CnoseHis/
IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHK
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) 3MiHWM BHECEHI B

TEKCT MapKyBaHHS BTOPUHHOT YNakoBKM NiKapCbKoro

3aco6y B Nn. 17 (iHwe). BBegeHHs 3MiH NpoTArom 6-

TV MicsLiB nicns 3aTBepAKEHHS

6e3
peyenma

UA/8938/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Na6opatopiec
Nimiten, IHAiA
(BignoBiganbHWiA
3a BUPOGHMLTBO
"in bulk”,
nepBUHHY Ta
BTOPUHHY
yNaKoBKy)
153. | HEBIBOJNOJN- | Ta6bnetkun no 5 mr no MpAT YKpaina MpAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasnis: 3MiHK 3a - UA/17005/01/01
AAPHUNUSA 14 TabneTok y "®apmaue "®apmaLeBTUYH | Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta peyenmom
KOHTYPHIl BTUYHA a thipma hapmakoHarnsay (iHwi 3miHn) 3MiHU BHECEHO B
YapyHKOBIl thipma "fapHuus” TEKCT MapKyBaHHS NepPBUHHOT Ta BTOPUHHOI
ynakosui, no 2 "fapHuua” yMakoBOK MikapcbKoro 3acoby y n. 4. «AATA
KOHTYPHI YapyHKOBI 3AKIHYEHHA TEPMIHY NPNOATHOCT I»
yMakoBKW B mauLi (nepBuHHa ynakoBka) i B 1. 8. «JATA 3AKIHUEHHA
TEPMIHY MNPUAATHOCTI» (BTOpMHHA yrakoBKa), a
TakoX 3a3HayeHHa QR-koay y n. 17. «IHWE»
BTOPVHHOT YNaKoBKMW.
TepMmiH BBEeHHS 3MiH NPOTArom 6 MicauiB nicns
3aTBEPAKEHHS
154. | HEBPOJIEK PO34NH A5 iH'EKLIN, MpuBatHe YkpaiHa MpusaTHe Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a - UA/12880/01/01
no 2 mn B amny/i, akuioHepH akuioHepHe | TMny - 3miHn 3 akocTi. CepTudpikat peyenmom
no 5 amnyn B nauuj; e TOBapucTBO BignosigHOCTI/IE-cepTucpikart BignosigHOCTI
no 2 ma B amny/ii; TOBapuCTB "JlekxiMm-XapkiB" €Bponelicbkili thapmakonei/moHorpadii. MogaHHa
no 5 amnyn B 0 "Jlekxim- HOBOro abo OHOB/IEHOrO cepTudpikaTa BifnoBiAHOCTI
6nictepi, no 1 Xapkis" abo BUNyYeHHs cepTudikarta BiANOBIAHOCTI

6nicTepy B nauui

€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
martepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BMKOPUCTOBYHOTLCA Y BUPOOHMUTBI API; Ans
[0MNOMDKHOT peyoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkiin dhapmakonei) - OHOBEHWIA
cepTuaikaT Bif yXe 3aTBepAXeHOro BUPOOHUKaA -
noAaHHA OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hbapmakonei Ne R1-CEP 1998-131-
Rev 05 (3aTBepaxeHo: R1-CEP 1998-131-Rev 04)
ana A®l TiamiHy rigpoxnopuay Big, BXe
3aTBepaxeHoro BupobHnka DSM Nutritional
Products GmbH. 3miHu | Tuny - 3mMiHK 3 AKOCTI.
CeprtucpikaT BignosigHocTi/l E-cepTuddikart
BiANOBIgHOCTI E€Bponeichbkili
thapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo EBponeiicbkoi dhapmakoner,
abo iHWOI HauioHanbHOI chapmakonei gepxasn €C
(3miHa y cneuudpikauisix, nos'sa3aHa 3i 3MiHaMun B
Loy, abo €Bponeiickkili hapmakonei, abo iHLwil
HaLjioHasnbHili hapmakonei gepxasu €C) 3MiHN y
MoHorpadii €sponeiicbkoi hapmakonei. CynyTHs
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

3MiHa - 3miHuK 3 skocTi. CepTudikart
BignosigHoCTI/IE-cepTudpikat BignosigHocCTi
€Bponelicbkiit hapmakonei/MoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BifgNoBigHICTL A0 MoHorpadii 4PY abo
€BponeiicbKoi hapmMakonei, abo iHWOoT HauioHaIbHOI
thapmakonei gepxasu €C (iHLWi 3MiHN) 3MiHN Y
crneundikauii Ta MeTogax BuHadeHHss A®I TiamiHy
rigpoxnopuay nos'asaHi 3 HEO6XIAHICTIO NpUBEAEHHS
Yy BignoBigHICTb [0 MOHorpadii €sponeincbKol
hapmakonei

155.

HEWPAKOPL

PO3YNH A5 iH'EKLIN,
no 2 Mn B amny’i;
no 5 amnyny
6nictepi; no 1
6nicTepy B maui

MpuBatHe
aKujioHepH
e
TOBapuUCTB
0 "/lekxim-
Xapkis"

YkpaiHa

MpuBaTHe
akKujioHepHe
TOBapMCTBO

"Mlekxim-Xapkis"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| Tuny - 3miHK 3 skocTi. CepTudikart
BignosiaHOCTI/IE-cepTucpikat BignosigHocCTi
€sponelicbkin dhapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudikaTa BifnoBiAHOCTI
ab0o BUNy4YeHHs cepTudpikarta BiANOBIAHOCTI
€sponevicbkin hapmakonei: ans A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro MPOAYKTY, WO
BMKOPUCTOBYHOTLCA Y BUPOOHULUTBI API; Ans
[0MNOMDKHOT peyoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBEHWIA
cepTmaikaT Bif y)Xe 3aTBepAXeHOro BUpoOHUKaA -
NnoAaHHA OHOB/IEHOTO cepTudikaTa BifnoBiAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 1998-131-
Rev 05 (3aTBepmxeHo: R1-CEP 1998-131-Rev 04)
ana A®l Tiaminy rigpoxnopuay Big, BXe
3aTBepaxeHoro BupobHnka DSM Nutritional
Products GmbH. 3miHu | Tuny - 3mMiHK 3 AKOCTI.
CeprtuchikaT BignosigHocTi/l E-cepTuddikart
BiANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
HeOoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii 4®Y abo EBponeiicbkoi dhapmakoner,
abo iHWOI HauioHanbHOI chapmakonel gepxasu €C
(3miHa y cneuucpikauisix, nos'sa3aHa 3i 3MiHaMun B
Loy, abo €sponeiickkili hapmakonei, abo iHLwil
HaLjioHasnbHili hapmakonei gepxasu €C) 3MiHM y
MoHorpadii €sponeiicbkoi hapmakonei. CynyTHA
3MiHa - 3MiHM 3 sakocTi. CepTuddikat
BignosiaHOCTI/TE-cepTucpikat BignosigHocCTi
€Bponelicbkili thapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BifgNoBigHICTL A0 MoHorpadii 4PY a6o
€Bponeiicbkoi thapmakonei, abo iHWOI HalioHa/IbHOT
thapmakonei aepxasu €C (iHLWi 3MiHN) 3MiHN Y
crneundikauii Ta MeTogax Bu3HayeHHs1 AP TiamiHy
rigpoxnopuay nos'a3aHi 3 HEO6XiAHICTIO NpYBEAEHHS

3a
peyernmom

UA/18087/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Yy BifnoBigHICTb [0 MOHorpadii €BponencobKol
hapmakonei
156. | HOPMATUH Kpanni 04Hi, po3yvH TOB YkpaiHa "E.l.MN.I.LKo." €rvnet BHECEHHS 3MiH 0 peecTpaLiiHux maTepiasis: 3miHa 3a He UA/7691/01/02
0,5% no5mny «YOPN[, 3agBHuKa /13 (MIBI) (BnacHuka peecTpaviiiHoro peyenmom nionsizae
dhNaKoHi- MEOMLN noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
KpanenbHuui; no 1 H» 460). TepMiH BBEEHHS 3MiH - MTPOTAroM 6 MicAuiB
chnakoHy- nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHn Wwoao
KpanesbHULi B 6e3nekn/edheKTVBHOCTI Ta papMakoHarnagy.
KapTOHiin kopobuj BBegeHHs ab0 3MiHM [0 y3arasibHEHVX JaHuX Npo
cuctemy chapmakoHarnagy (BBefeHHs y3araslbHeHNX
OaHnx Npo cuctemy hapmMakoHarnsgy, smiHa
YNOBHOBaXXEHOT 0CO6MU, BigNoOBigabHOI 3a
3[jiCHEeHHsT hapMakoHarIsay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asBHvKa AN 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobw, BignoBiganbHoI 3a
3pjificHeHHs hapmakoHarnsgy (Bkiroyaryn
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy). 3MmiHa
YNOBHOBaXXEHOT 0CO6U 3aBHMKA, BifNoBiganbHOI 3a
thapmakoHarnag,. fitoua pegakuis: Casiwesa
Napuca / Savishcheva Larisa. MponoHoBaHa
pegakuis: Myano NaHHa CtaHicnasiBHa. 3MiHa
KOHTaKTHUX JaHuX yNMOBHOBaXXeHOi ocobu,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy. 3miHa agpecu mactep-gaiina
cuctemu dpapmakoHarnsgy.
157. | HO-WWNA® Tabnetku no 40 mr TOB YkpaiHa Bupo6HMLTBO, YropwmHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHK 6e3 nionsieae UA/0391/01/02
Ne 12: no 12 "Onenna KOHTPO/b SIKOCTI, MonbLa | TMNy - AGMIHICTPaTUBHI 3MiHW. 3MiHa peyenma
TabneTok y 6nictepi; Xenckea nakyBaHHs, HalimeHyBaHHs Ta/abo agpecu MicuA NPOBaMKEHHS
no 1 6nictepy B YkpaiHa" MapKyBaHHS, LisiNbHOCTI BUpo6HMKa/iMnopTepa rotoBoro
KapTOHHI KOpoo6Li; BUNYyCK cepil: NiKapcbKoro 3acoby, BKIOUYaUM AiNbHULi BUNYCKY
Ne 24: no 24 Onenna cepii abo micue NpoBefeHHsI KOHTPOJTH AKOCTI.
Tabnetkn y 6nictepi; Xerckea (BisnbHICTb, 3a Ky BignoBiAae BUpo6HUK/iMnopTep,
no 1 6nictepy B Xanrepi K., BK/1OYAI0UM BUMYCK CEPiii) 3MiHa HallMeHyBaHHs
KapTOHHI kopo6Lyj; YropwmHa BMpO6HUKa /13 Ta 3a3HaveHHs hyHKLi1. BBeaeHHs
Ne 60: no 60 Bupo6HMLTBO, 3MiH NPOTAroM 6 MiCALIB MiCNs 3aTBEPAKEHHS.
Tabnetoky KOHTPO/b AKOCTI, 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
[03y04HoMy nakyBaHHs, HalimeHyBaHHs Ta/abo agpecu MicuA NPOBaMKEHHS
KOHTEliHepi, MapKyBaHHS, LisiNbHOCTI BUpo6HMKa/iMnopTepa rotoBoro
3aKPUTOMY KPULLIKOKO BMMYCK Cepii: niKapcbKoro 3acoby, BKIHOUAUN [ifbHULL BUNYCKY
3 3aXMCHOI0 Onenna cepii abo micue NpoBefeHHsI KOHTPOJTH AKOCTI.
CTPIYKOIO Bif, Xernckea (AisnbHICTb, 3a Ky BignoBigae BUpo6HUK/iMnopTep,
BiAKpMTTS; no 1 MonaHg Cn. 3 BK/IOYAI0UM BMMYCK CEPiii) 3MiHa HallMeHyBaHHs
[03yHo4oMy 0.0., MonbLua BMpO6HUKa /13 Ta 3a3HaveHHs hyHKLi1. BBeaeHHs

KOHTeliHepy B
KapTOHHI KopobLyj;

Mikpo6ionoriyHun
1 KOHTposb N13:

3MiH NPOTAroM 6 MiCALIB MiCNs 3aTBEPAKEHHS.
3MmiHu | TMny - 3MiHKM 3 AKOCTi. FoTOBUIA NiKApCbKUi
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Ne 100: no 100 EYPOANI 3aci6. 3MiHM y BUPO6HULTBI. 3MiHa iMnopTepa/3MiHu,
TabneToK y ¢hr1akoHi; XaHrepi /T4, LLIO CTOCYHTLCS BUMYCKY Cepii Ta KOHTPOJIIO AKOCTI
no 1 chnakoHy B YropwmHa roTOBOro Nikapcbkoro 3acoby (3amiHa abo
KapTOHHI Kopobui 3 Mikpob6ionoriyxm [0[4aBaHHS AiNbHWLI, Ha SKili 34iACHIOETLCSA
Hak/eiikor Ha 1 KOHTponb MN3: KOHTPO/L/BUNPOBYBaHHA cepil) AofaBaHHA AiNbHULLI,
kopobui ans XIHOIH 3aBog, Ha SIKii 34jiCHIOETLCS MIKPOGIONOriUHUIA KOHTPOSIb
KOHTPO/10 NepLioro dapmaueBTUYHN N3 €YPOAIrI XaHrepi /Ta., Byn. To 1-5,
BiAKpUTTA (3 X Ta XiMiYHMX BypanewT, 1045, YropwuHa/ EUROAPI Hungary
MapKyBaHHAM MpoaykTis Ltd., To utca 1-5., Budapest, 1045, Hungary.
YKpaiHCbKOI Ta MpaiBiT Ko. BBefeHHs1 3mMiH npoTarom 6 micsAuis nicns
aHrnincoLKot nra., 3aTBepXeHHS. 3MiHU | TUnY - 3MiHW 3 AKOCTI.
MOBaMKn Ha Haknenui MignpuemcTeo [OTOBWIA NiKapCbKMiA 3aci6. 3MiHU Y BUPOGHULITBI.
Ha kopobui ans Ne3 3miHa imnopTepa/3miHK, WO CTOCYKTbCS BUMYCKY
KOHTPO/0 NepLioro (NignpuemcTBO cepii Ta KOHTPOJIIO AKOCTi FOTOBOrO NiKapCbKOro
BIAKPUTTA) Ta 3 B YaHiksenbab), 3acoby (3amiHa abo fofaBaHHS AiNbHUL, Ha SKI
MapKyBaHHSIM YropuwuHa 3[iICHIOETbLCS KOHTPO/IL/BUNPOBYBaHHS cepii)
YKpaiHCbKOK MOBOKO [ofaBaHHA AiNbHUL, Ha Kl 34iCHI0ETbCS
Ha eTUKeTL MiKpo6ionoriuHuii kKoHTposb XIHOTH 3asog,
chnakoHa Ta dapmaueBTUYHNX Ta XimiyHux MpoaykTis MNpaiisiT
KapTOHHilA KopooLi Ko. NTa. Nignpuemctso Ne3 (MignpnemcTso B
YaHiksenbab), 3510, MiwwkonbLl, YaHikBenbap,
YropuwwHa/ CHINOIN Pharmaceutical and Chemical
Works Private Co. Ltd. Site 3 (Csanyikvolgy
site)3510, Miskolc, Csanyikvolgy, Hungary.
BBefeHHs1 3mMiH npoTarom 6 micAuis nicns
3aTBEPKEHHSA. 3MiHU | TUNY - AgMIHICTPaTUBHI
3MiHU. 3MiHa HaliMeHyBaHHA Ta/abo afpecy micus
NPOBaPKEHHS AiS/IbHOCTI BUPOOHUKA (BK/THOYa0UM,
3a HeobXigHOCTI, MicLle NPOBeAEHHS KOHTPOJIHO
sIKoCTi), abo BacHuka macTep-thaiina Ha A®l, abo
noctavajibHuka Ad1/BnxigHOro
mMartepiany/peareHTy/npoMbKHOro NPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (SKLLLO
3a3HayeHo y A0CbE Ha NiKkapcbkuii 3acib) 3a
BiACYTHOCTI cepTudpikata BignoBiAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHOMYy
[0Cbe, abo BUPOOHMKA HOBOT AOMOMIKHOI PEHOBUHHN
(SIKLLLO 3a3HAYEHO Y AOCHE) 3MiHA HaliMEHYBaHHS
BUpo6HUKa ADI 3 XIHOTH 3aBog ®apmMaleBTUUHNX
Ta XimiuHux MNpopgykTis MpaiisiT Ko. /T4,
MignpuemcTso 2 (NignpuemcTsBo Bepelweabxas),
YropuwmHa Ha EYPOATrI XaHrepi /1T4., YroplmHa,
6e3 3MiHu Micusa BUpo6GHMLTBa. BBEAEHHS 3MiH
NpoTsArom 6 MicsiLiB nicns 3aTBepapKeHHs
158. | HYBIIXNN® Tabnetku no 150 wmr; TOB YkpaiHa BMPOGHMLITBO CnonyJeHi BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis: 3MiHN 3a - UA/17446/01/02
no 7 TabneTtok y «TeBa Hepo3dacoBaHo LWratn | TNy - 3miHK 3 AkocTi. ADl. KoHTponb AdI. 3miHa 'y peyenmom
6nictepi, no 1 YkpaiHa» T npoaykuii, Amepuku/ MeTofax BunpobysaHHs A®| abo BuUxigHOro
6nicTepy y kopobuj; KOHTpPO/b cepii: Xopsaris mMarepiany/npomiKHOT0 NpoAyKTy/peareHTy, Wwo
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
no 10 Tabnetok y LlecbanoH IHk., BVKOPVCTOBYETbLCS Y NpoLieci BUPo6HMLTBa AD|
6nictepi, no 3 CnonyyeHi (iHWi 3miHW y MeTofax BUNPOBYBaHHA (BK/ItO4a0UN
6nicTepu y kopobui WTaTtn 3amiHy abo A0onoBHeHH:) AdP| abo
Amepukuy; BMXi4HOro/MPOMiXXHOro NpoAykTy) - 3amiHa MmeToay
nepBuHHeE, BM3HAYEHHs BMICTY TUTaHy B A®| (Residual titanium)
BTOPUHHE 3i cnekTpodpoTomeTpuyHoro (UV-Vis) Ha meTog
naKkyBaHHs Ta iHAYKTVBHO 3B'A3aHoi nnasmu (ICP-OES)
[03BiN Ha
BUMNYCK cepil:
MAIBA
Xpsarcka f.0.0.,
Xopsaris
159. | HYBIO)XXWN® | Ttabnetku no 250 wmr; TOB YkpaiHa BMPOGHMLTBO CnonyueHi BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU 3a - UA/17446/01/03
no 7 Tabnetok y «TeBa Hepo3g)acoBaHo LWratn | TMny - 3miHn 3 AkocTi. APL. KoHTponb APL. 3miHa y peyenmom
6nicTepi, no 1 YkpaiHa» T npoAykuji, Amepukun/ mMeTogax BunpobysaHHs A®| abo BuUXigHOro
6nicTepy y kopobuj; KOHTpO/b cepii: XopBaris marepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Wwo
no 10 TabneTtok y LledhanoH IHk., BMKOPUCTOBYETLCA Y NpoLeci BUPo6HuLTBa API
6nicTepi, no 3 CnonyJeHi (iHWi 3MiHW y MeTogax BuNpobyBaHHA (BKIOYa0UM
6nicTepu y kopobui LWTatn 3amiHy abo gonoBHeHHs) AD| abo
AmMepuku; BUXIAHOrO/NPOMIXHOr0 NPoAYyKTY) - 3amiHa MeToay
nepBuHHeE, BM3HA4YeHHs BMICTy TutaHy B A®| (Residual titanium)
BTOPUHHE 3i cnekTpocpoTomeTpuuHoro (UV-Vis) Ha meTog,
nakyBaHHs Ta iHOYKTMBHO 3B'A3aHol nnasmu (ICP-OES)
[03Bin Ha
BWMYCK Cepil:
MAIBA
XpBaTcka 4.0.0.,
Xopsarisi
160. | HYBIIXNN® Tabnetku no 50 mr; TOB YkpaiHa BMPOBHULITBO CnonyyeHi BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHU 3a - UA/17446/01/01
no 10 Tabnetok y «TeBa Hepo3acoBaHo LWratn | Tuny - 3miHK 3 AkocTi. APl. KoHTponb AdI. 3miHa 'y peyenmom
6nicTepi, no 3 YkpaiHa» T npoayku;i, Amepuku/ mMeTogax BunpobysaHHA APl abo BUXIgHOTO
6nictepu y Kopobui KOHTPO/b Ccepil: Xopsaris mMaTtepiany/npomiKHOro nNpoAayKTy/peareHTy, LWo
LlecbanoH IHk., BMKOPVCTOBYETLCS Y NpoLieci BUpo6HuLTBa AD|
CnonyyeHi (iHWi 3miHW y MeTogax BUNpobyBaHHA (BK/IOYaouM
LWratn 3aMiHy abo fonoBHeHHs) APl abo
Amepukuy, BMWXi4HOro/MPOMiXXHOro NpoAykTy) - 3amiHa MmeToay
nepBuHHeE, BU3HAYEeHHS BMICTY TUTaHy B A®| (Residual titanium)
BTOPVIHHE 3i cnekTpodpoTomeTpuyHoro (UV-Vis) Ha meToq
nakyBaHHs Ta iHAYKTVBHO 3B'A3aHoi nnasmu (ICP-OES)
[03BiN Ha
BUNYyCK cepil:
MNAIBA
Xpsarcka f.0.0.,
Xopsaris
161. | OKCUKOAOH | po3suvH gns iH'ekuin, AT Narteis BCi cTagii CnoBayumHa | BHECEHHS 3MiH 40 peecTpauiiiHnx matepianis: 3MiHn 3a He UA/18551/01/02
KANUEKC 50 mr/mnno 1 mn B "Kanuekc" BMPOGHMYOro / NatBis | TMNy - AgMiHICTpPaTUBHI 3MiHW. 3MiHa peyenmom niosnsieae

amnyni; no 5 amnyn
Y KOHTYpHI#A

npouecy, Kpim
BMNYCKY cepii:

HaliMeHyBaHHA Ta/abo afpecy 3asiBHMKA (BNacHUKa
peecTpauiiiHOro NocBigYeHHs) 3MiHa agpecu
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

YapyHKOBIl
ynakosLi; no 1 a6o 2
KOHTYPHUX
YapyHKOBUX
ynakoBOK B nauLlj 3
KapToHy

XBM dapma
c.p.o.,
CnoBayunHa
BVPOGHWK, SKWiA
Bignosigae 3a
KOHTPONb
cepii/Bunpobysa
HHS:

AT "I'piHgekc",
NarsiA
BUPOGHWK, AKWiA
Bignosigae 3a
BWMYCK Cepil:
AT "Kanuekc",
NatBis

3a8BHMKa (BNacHvKa peecTpauiiiHoro NocBigYeHHs).
3MiHV BHECeHi [0 IHCTPYKUii AN MeguyHoro
3aCTOCYBaHHA NikapcbKoro 3acoby y po3gin
"Micue3HaxomKeHHs 3asBHNKA". BBeAeHHS 3MiH
NPOTAroOM 6-TW MICALIB NiC/A 3aTBEPAXEHHSA. 3MiHN |
TMny - 3MiHK LWoAo 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumLi
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLU|i 415 MegUUYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHoO OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo focnimkeHb 3 6e3neku
3aCTOCYBaHHSA NikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iAXeHb, NpoBeAeHUX BiAMNOBIAHO
[0 nnaHy negiatpuyHunx gocnigpxkers (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHoM) 3MiHU BHECEeHi A0 IHCTpYKUiT Ans
MeAMYHOro 3acToCyBaHHA NikapcbKoro 3acoby y
po3ainu "OcobnmBocTi 3acTocyBaHHsA", “IN0GiYHI
peakuii" BignoBiAHO 4O OHOBEHOI iHhopMaLi 3
6e3nekun fjtoyoi pevyoBnHN. BeeAeHHS 3MiH NPOTArom
6-TV MicALIB Mic/sA 3aTBepMXEHHSA. 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KOpoTKili xapakTepucTui
nikapcbKoro 3acoby, TEKCTI MapkyBaHHS Ta
IHCTPYKLiT AN MeAMYHOro 3aCTOCYBaHHSA Ha nigcrasi
perynsipHoO OHOBJ/IOBAHOrO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
3aCTOCyBaHHS fikapcbkoro 3acoby B
nicnapeecTpaviiiinii nepiog, abo sk pesynbtart
OLiHKVM 3BIiTYy 3 AOC/igKeHb, MPOBEAEHNX BiAMNOBIAHO
00 nnaHy negiatpuyHux gocnimxkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom) 3MiHW BHECEHI [0 IHCTPYKUii Ans
MeAMYHOro 3acTOoCyBaHHA NikapCbKoro 3acoby y
po3ginu "Cnocib 3acTocyBaHHA Ta 4o3un",
"Oco6nuBocCTi 3acTocyBaHHs", "MNepefo3yBaHHs",
"Mo6ivHi peakuii™ BiANOBIAHO O OHOBEHO!
iHchopmawii 3 6e3neku gjroyoi peyoBuHU. BBeaeHHA
3MiH NPOTArom 6-TM MicALIB Nic/1a 3aTBEPAKEHHS

162.

OKCVKOJOH
KANLEKC

PO34UH O151 iH'EKLLNA,
10 mr/mn, no 1 mn
abo 2 mn B amnyni;
no 5 amnyny
KOHTYPHIi
YapyHKOBIl
ynakosLi; no 1 a6o 2
KOHTYPHUX

AT
"Kasiuekc"

Nartsia

BCi cTagii
BMPOGHMYOro
npovecy, Kpim
BMNYCKY cepil:
XBM dapma

c.p.o.,
CnosavunHa
BVPOGHWK, SKWiA

CrnosayvunHa
/ Nat.ia

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3MiHu
| Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa (BnacHvka
peecTpadiiiHoro noceifgyeHHs) 3MiHa agpecu
3a8BHMKa (BNacHvKa peecTpauiiHoro NocBigYeHHs).
3MiHU BHECEHI A0 iHCTPYKLii 415 MeguyHoro
3aCTOCYBaHHSA NikapcbKoro 3acoby y po3gain
"Micue3HaxomkeHHs 3as8BHVKA'". BBeieHHS 3MiH

3a
peyenmom

He
nidnsieae

UA/18551/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

YapyHKOBUX
yNakoBOK B nauli 3
KapToHy

BignoBigae 3a
KOHTpONb
cepii/sunpobysa
HHS:

AT "T'piHaekc",
Natsis
BVPOGHWK, SKWiA
Bignosigae 3a
BUMNYCK cepil:
AT "Kanuekc",
Nats.is

NPOTAroM 6-T MICALIB MiC/1SA 3aTBEPKEHHS. 3MiHU |
TMny - 3MiHK Woao 6e3nekn/eekTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KOpoTKili xapakTepucTui
nikapcbKoro 3acoby, TEKCTI MapkyBaHHS Ta
IHCTPYKLiT A1 MeAMYHOro 3aCTOCYBaHHSA Ha nigcrasi
perynsipHoO OHOBJ/IOBAHOrO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6esneku
3aCTOCyBaHHS fikapcbkoro 3acoby B
nicnApeecTpaviiiinii nepiog, abo sk pesynbtart
OLiHKVM 3BIiTYy 3 AOC/ifKeHb, MPOBEAEHNX BiAMNOBIAHO
00 nnaHy negiatpuyHux gocnimxkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHWUM YNOBHOBaXKEHNM
opraHom) 3MiHW BHECEHi [0 IHCTPYKUii Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby y
po3ainu "Oco6mMBOCTI 3acTocyBaHHS", "MoBIYHI
peakuii" BiANOBIAHO [0 OHOBMEHOT iHhopmaLi 3
6e3neku gjloyoi pevyoBnHU. BBeAEHHS 3MiH NPOTArom
6-T MicALIB MiCNA 3aTBEPIKEHHSA. 3MiHK | TNy -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKiil XxapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLU|ii 415 MeAUYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOBJIIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCyBaHHSA /iKapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTart
OLIiHKM 3BIiTY 3 AOC/iAKEHb, NPOBEAEHVX BIAMNOBIAHO
[0 nnaHy negiatpuyHux gocnigkersb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3miHW BHeCeHi [0 IHCTPYKUii ans
MeAMYHOro 3aCTOCyBaHHSA NikapCbKoro 3acoby y
po3ainu "Cnocib 3acTocyBaHHA Ta 403Kn",
"Ocob6nuBocTi 3acTocyBaHHs", "Mepefo3yBaHHsa",
"Mo6iuHi peakwji" BigNOBIAHO 4O OHOBMNEHOI
iHchopMmawii 3 6e3neku Ajtoyoi pevyoBuHU. BBeAEHHS
3MiH NPOTArom 6-Tn MicAUiB Nicns 3aTBepPAKEHHS

163.

OKCUTOLIH

PO34MH A5 iH'EKLN,
5MO/mn; no1mns
amnyni; no 5 amnyn
y 6nicTepi; no 1 abo
2 6nicTepu y nayui 3
KapToHyY

TOB "3
"BIODAP
MA"

Ykpaina

TOB "3
"BIO®APMA"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHK
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuMii 3aci6.
3MiHN Yy BUPOOHULTBI. 3MiHW Y NpoLeci BUpobHMLTBA
roTOBOrO /iKapCbKOro 3acoby, BKo4aoum
NPOMDKHWIA NPOAYKT, L0 3aCTOCOBYETLCS NpY
BMPOOBHULITBI FOTOBOrO /iKAPCHKOro 3acoby
(He3HauHa 3MmiHa y npoueci BUpOOHNLTBA)
OHoBeHHA po3ainy 3.2.P.3 npouec BUPOGHULTBA: -
[0 onepavii 1.2 «NpurotyBaHHsA po34nHy
OKCUTOLWMHY» BBeAEeHHS M. pH y BignoBigHicTb f0
crneuudikaLii NpoMixHOI NpoAyKuii; - onepauii 1.3
«MNiAroToBKa NepBMHHOIO NakKyBaHHs» [0aHO M.

3a
peyenmom

UA/1888/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep

peecmpayiliHo2o

nocsio4YeHHs

«bakTepianbHi eHAO0TOKCUHM», «MIKpoGionoriyHa
yncToTax; - onepauisa 1.4 «ctepunisyroya
dinbTpauis» BUIyYeHo iHhopmaLiio Wwoa0
cTepunbHoro dinbTpy «GE Healthcare» Ta
NiABULLEHO PiBEHb KOHTPO/I0 NPOBEAEHHS
06'eMy/Macu, L0 BUTATAETLCS;
3MiHEHO HymepaLito cTagili Ta TEXHOMOTYHUX
onepawiin «eTUKeTyBaHHs», «KOHTPO/b
Hepo3hacoBaHOl NPOAYKL,ii», «NakoBaHHA Ta
BiABaHTaxeHHs [/13»; Ao cneumdikavii NpoMiXHOT
NPOAYKLiT BHECEHO N. «BifHOCHA yCTUHa». 3MiHN |
TMNYy - 3MiHW 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHN Y NpoLeci BUpo6HMLTBA
roTOBOrO /liKapCbKOro 3acoby, BKIo4aum
NPOMIKXHUIA NPOAYKT, L0 3aCTOCOBYETLCS NpY
BMPOOGHULITBI FOTOBOrO /liKApPCbKOro 3acoby
(He3Ha4Ha 3MiHa y npoLeci BUPO6GHMLTBA)
MepeHeceHHs KOHTPOIO PiBHA MIKPOGIONOrivYHOro
HaBaHTaXKEHHS PO34MHY NPOMIKHOrO NPOAYKTY i3
ctagii 1.2 «MpurotyBaHHA po3umHy OKCUTOLMH» Ha
ctagito 1.4 «Ctepunisytoua inbTpavis, po3nvs ta
3anatoBaHHsA» y 3B'A3KY i3 TUM, LLO Bigbip npobu ans
KOHTPOJTH0 MiKPOBIO/IONYHOIO HaBaHTaXKEHHS
BiiOYBaAETHCSA HANPUKIHLI MpoLecy po3nuey.

164.

OMNOC AyOo

kancynu, TBepgi, 0,5
mr/0,4 mr; no 30
Kancyn y dpiakoHi
(kancynuy
nonieTnaeHoBoMy
h/1aKOHI 3 KPULLIKOHO,
AKa MiCTUTb
ocyLyBay
cunikarens); no 1
chnakoHy y
KapTOHHIlA KOpooLi

AJIKANOI

Ckon'e

Pecny6nik
a MiBHi4yHa
MakefoHist

BMPOGHMLTBO
NPOMIXHOT
npoayKuit

(myTactepig
Kancynu
XenaTuHoBi
M'sKi), Ta
roToBOro
nikapcbKoro
3acoby;
nepBuHHA Ta
BTOPWHHA
ynakoBka,
KOHTPO/b SIKOCTI
(XiMiYHWIA/cpizny
HWi):
NABOPATOPIO
C NECH
®APMA C.A,,
Icnanis
BTOPWHHE
nakyBaHHs
(anbTepHaTUBHM
1 BUPOBHWK):

Icnanis/
Pecny6nika
MiBHiuHA
MakegoHisi/
PymyHis

BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA NikapcbKuMii 3aci6.
3MiHM y BUpO6HMLTBI. 3amiHa abo BBeAEHHS
[0[aTKOBOI AiNbHUL BUPOGHMLTBA A1 YacTUHU abo
BCbOro0 BUPOBHMYOro NpoLEecy roToBOro Nikapcbkoro
3aco6y (AiNbHWLUSA 415 BTOPUHHOTO NakyBaHHS)
BBE/leHHS a/lbTePHATUBHOTO BUPOGHUKA,
BifiNOBIAA/IbHOTO 32 BTOPMHHE NakyBaHHA J13:
NNABOPATOPIOC JIIKOHCA, C.A. Asga.
Mipankamno, 7, Monb. IHA. Mipasibkamno, A3ykyeHca
ne XeHapec, 19200 lNyagapaxapa, IcnaHisi. 3miHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NikapCbknin 3acib.
3MiHM y BUpO6GHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOT Ai/IbHULL BUPOOHULTBA [i/151 YaCTUHN abo
BCbOr0 BMPOGHMYOro MPOLECY rOTOBOrO NiKAPCbKOro
3aco0y (AinbHWLA AN NePBUHHOTO NaKyBaHHS)
BBE/IeHHS aNbTepHaTUBHOIO BUPOGHUKA,
BiANOBIA&1bLHOIO 3a NepBUHHE NakyBaHHA /13:
NTABOPATOPIOC NIIKOHCA, C.A. ABga.
Mipanikamno, 7, Monb. IHA. Mipanibkamno, A3ykyeHca
ae XeHapec, 19200 Nyagapaxapa, Icnanisi. 3minHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
3MiHV Yy BUpOGHMUTBI. 3MiHa iMnopTepa/3MiHu, LWo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPO/IH0 AKOCTI

3a
peyenmom

UA/19278/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
ATAIC ®APMA, roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
C.J1., IcnaHis [ofaBaHHA AiNbHUL, Ha SKil 34iCHI0ETbCS

KOHTPO/b AKOCTI
(mikpobionoriuHa
ynucToTa):
NABOPATOPIO
EYEBAPHE,
C.A., IcnaHis
BUMNYCK Cepil:
ANIKANOIQ AL
Ckor’e,
Pecny6nika
MiBHiYHa
MakefoHist
BMPOGHMLITBO
MPOMIKHOT
npoayKuit
(nenetn
TaMCy/n03nHy 3
MoandpiKkoBaHUM
BWBI/TbBHEHHAM):
K.O. 3EHTIBA
C.A., PymyHist
BTOPWHHE
nakyBaHHs
(anbTepHaTUBHU
1 BUPOBHMK):
MAHAHTIAN
IHTETPA,
C.N1.10., Icnanis
KOHTPO/b SIKOCTI
(XiMiYHWIA/chizny
HURA,
MikpobiosoriyHa
ynucToTa):
HET®APMANA
B KOHCANTIHI
CEPBICEC,
Icnanis
KOHTPO/Ib SIKOCTI
(XiMiYHWIA/chizny
HWiA):
®YHAACIOH
TEKHANIA
PE3EAPY EHJ,
IHHOBATbLOH,
Icnais
BTOPUHHE Ta

KOHTPO/b/BUNPOGYBaHHSA cepii) 3amiHa AifIbHUL
BMPOOHULITBA, Ha AKili MPOBOAUTBLCSA KOHTPO/Ib AKOCTI
N3, 3a nokasHMKOM «MiKpoGiooriyHa umcToTax.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKWii
3aci6. KoHTposib roToBOro nikapcbkoro 3acoby.
3MiHa y meTogax BunpobyBaHHA roTOBOro
NiKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeTogax BUNpobyBaHHs) He3HauHI
3MiHU B 3aTBEPIKEHOMY METOAi BUNPOBYBaHHSA 3a
NOKa3HUKOM «PO34YMHEHHS AyTacTepuay»:
YTOYHEHHS pPeakTuBIB, AeTasi3aliss NpPUroTyBaHHs
€Ta/IOHHMX PO3YMHIB, peAakuiiHi 3MiHW. 3MiHK | TUNY
- 3MiHK 3 siKkoCTi. FoTOBMIA Nikapcbkuii 3aci6.
KoHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPo6YyBaHHA rOTOBOTO J1iKapCbKOro
3aco6y (He3HayHa 3MiHa y 3aTBepKeHnX meTogax
BMNPOOYBaHHA) HE3HAYHI 3MiHW B 3aTBEPKEHOMY
MeToAji BUNpo6yBaHHSA 3a NOKa3HNKOM «P034nMHEHHS
TaMCy/N031Hy», 3anpoNoHOBaHO BUKOPUCTOBYBATH
NPUCTPINA AN 3aHYPEHHS [030BaHOI 0AMHWLI (Use
sinkers). 3miHn | TUNY - 3MiHK 3 AKOCTI. FOTOBMIA
NiKapcbkunii 3aci6. KOHTPO/b rOTOBOTO NiKapCbKoro
3acoby. 3miHa y MeToaax BUNpo6yBaHHS rOTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MEeToAaxX BUNPOOYBaHHA) HE3HAYHI
3MiHM Yy MeTogi BUnpobyBaHHsA /13 3a NoKa3HUKOM
«lpeHTudpikauis gyracrepugy» ta «KinbkicHe
BM3HAYEHHA fyTacTepuiy», a came: He3HauHi 3MiHu
B MPWUroTyBaHHi CTaHAapPTHOro Ta BUNPo60ByBaHOIo
PO34MHY, OHOB/IEHHSI PO3paxyHKy. 3miHu | Tuny -
3MiHu 3 siKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. KOHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y MeTogax
BMNPO6YBaHHS roTOBOrO JiKapCbKoro 3acoby
(He3HauyHa 3MiHa y 3aTBEepMKEHNX MeToAax
BMNPOGYBaHHS) HE3HAYHI 3MiHW y MeTOopj
BMNpo6yBaHHs /13 3a nokasHnKoM «KinbkicHe
BM3HAYEHHSI TaMCYN03MHY» Ta «laeHTudikayis
Tamcyno3viHy» (OHOB/IEHHS Y po3paxyHkax). 3miHu |
TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOB/EHOTO cepTudikaTa BignoBigHOCTI a0
BW/YYEHHS cepTudikarta BifgnoBigHOCTI
€Bponevicbkiin hapmakonei: ans A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMbKHOro NPOAYKTY, WO
BVKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
nepBUHHE [O0MOMDKXHOT peyoBuHM (cepTudikaT BignoBigHOCTI
nakyBaHHs €Bponelicbkiin hapmakonei) - OHOBEHWIA
(anbTepHaTMBHU cepTudikaT Bif y)xe 3aTBepIKEHOro BUPOOHMKA.
1 BUPOGHNK): MopaHHsa oHoBrieHoro CEP Ha A®| gytactepup Big,
NABOPATOPIO 3aTBepxeHoro Bupo6Huka Aurobindo Pharma
C NIKOHCA, Limited R1-CEP 214-306-Rev 00 (nonepegHs
C.A,, IcnaHis pepakuis RO-CEP 214-306-Rev 02). 3miHu | Tuny -
3MiHu 3 aKocTi. CepTudikat BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a0
BW/yYEHHS cepTudikarta BifgnoBigHOCTI
€Bponevicbkiin hapmakonei: ans A®l; ans BuxigHoro
mMartepiany/peareHTy/npoMbKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[O0MOMDKHOT peyoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikat Big,
HOBOrO BMPO6HMKA (3aMiHa abo A0NOBHEHHS)
nogaHHa HoBoro CEP Ha Ad| aytactepug Big,
HOBOro BMpo6Huka Hetero Labs Limited RO-CEP
2016-126-Rev 02.
165. | MAKNITAKCE | koHueHTpar ans TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 3a He UA/13787/01/01
N-»APMEKC pO34nHy aons "PAPMEK "®APMEKC | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom nionsieae
iHcpy3ii, 6 mr/mn no creyn reyn thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
5 mn (30 mr), 16,7 nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
M1 (100 mr), 35 mn IHCTPYKLiT A1 Me4MYHOro 3aCTOCYBaHHS Ha nigcrasi
(210 mr), 41,7 mn perynspHO OHOB/HOBAHOTO 3BiTY 3 6e3neku
(250 wr), 43,4 mn nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
(260 mr) a6o 50 mn 3acTOoCyBaHHSA NikapcbKoro 3acoby B
(300 mr) y chnakoHi; nicnapeecTpauiiHnii nepiog, abo sk pesynbtar
no 1 donakoHy y OLiHKVM 3BITYy 3 AOC/igKEeHb, MPOBEAEHNX BiAMNOBIAHO
KOHTYPHIl 00 nnaHy negiatpuyHux gocnimpxkeHs (PIP) (3MiHy
YapyHKoBIli Y3rOKEHO 3 KOMMETEHTHUM YMOBHOBaXXEHUM
ynakosui; no 1 opraHoM) 3MiHM BHECEHO B iHCTPYKLil0 ANns
KOHTYpHIlA MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
YapyHKOBIli ynakoBLyi po3gainy "Mo6iuHi peakwyji" woao 6esnekm
y nauui 3 KapToHy 3aCTOCYyBaHHS [it040T pe4YOBUHY 3riHO 3
pekomeHpauieto PRAC
166. | MEHTAKCUM | nopoLuok CaHodi ®paHuisa NOBHUIA LMK ®paHuin/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a - UA/13010/01/01
® BAKUMHA Haemophilus MacTep BMPOGHMLTBA, YropwmHa Il Tuny - 3miHn 3 AkocTi. A®I. KoHTponb A®I. 3miHa y peyenmom
And influenzae Tuny b Ta 3anoBHEHHSA Ta napameTpax crneuudikauii Ta/abo AONYyCTUMUX MEX,
MPO®INTAKT cycneHsis ans niogpinizauis BM3HAYeHuX y cneundikauisx Ha A®l, abo
KU iH’exuini (0,5 mn); no (cbnakoHm), BVXiAHWA/NPOMDKHUIA NpOAYKT/peareHT, wo
ONDTEPII, 1 chnakoHy 3 BTOPUHHE BMKOPUCTOBYHOTLCA Y NpoLeci BupobHuuTea AdI
NMPABLA, nopotLukom Ta 1 nakyBaHHs, (PO3LUMPEHHS JOMYCTUMUX MEX, BUSHAYEHUX Y
KALLU/TIOKY nonepegHb0 KOHTPO/1b SKOCTI, creundikauisx Ha BUXIgHI maTepiain/npoMiKHi
(ALENMONAP | 3anoBHEHOMY BUNYyCK cepil: NPOAYKTU, sIKi MatoTb iICTOTHMWIA BNMB Ha SKiCTb ADI
HUIA wnpuyy (0,5 mn) 3 CaHocdpi Nactep, Ta/abo roToBOro J1ikapcbkoro 3acoby) 3miHu
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KOMMOHEHT | npukpinsieHot ®paHuis; KpUTEepIiB NPUIAHATHOCTI NokasHuka Kinetics of
)s roskoto (a6o 2 BTOPVHHE inactivation ansa gjrounx peyoBUH MOHOBaIEHTHUX
noniomMien OKpPeEMUMU rosikamu), nakyBaHHs, noniosipycis Tvnis 1, 2 Ta 3. 3aTBEPAXKEHO:
TY LLIO MICTUTb BWMYCK Cepil: Monovalent Type 1 — Slope calculation (DO, D0+24h,
IHAKTUBOBA | cycneHsito gns CaHochi-ABeHTiC D0+48h) within — 0,1187 and — 0,1758. Monovalent
HATA iH'EKLLiI, B KAPTOHHIi MpaiiBiT Ko. Type 2 — Slope calculation (DO, DO+24h, D0O+48h)
BAKUMHA Kopo6ui; no 1 nra,., within — 0,0955 and — 0,1890. Monovalent Type 3 —
Anda dhnakoHy 3 MnaTchopma Slope calculation (DO, DO+24h, DO+48h) within —
MPO®DINAKT nopoLukom Ta 1 NOTIiCTUKN Ta 0,1090 and — 0,1933. 3anponoHoBaHo: Monovalent
KN nonepegHbL0 AncTpubyuii y m. Type 1 — A decrease of signal between DO and
IHOEKLLIA, 3arnoBHeHOMY Bypanewr, D0+72h must be observed. With loss of titer
CNPUYUNHEH | wnpuuy (0,5 mn) 3 YropuuHa between DO and D0+24h > 3,4 and
nx NPUKPINIEHO <4,9log10CCID50/mL. Monovalent Type 2 — A
HAEMOPHIL roskoto (a6o 2 decrease of signal between DO and DO+72h must be
us Tmny B OKpemMnMU rosikamu), observed. With loss of titer between DO and D0+24h
KOH’'OFOBA | 0 MiCTUTb > 2,7 and < 4,4 log10CCID50/mL. Monovalent Type
HA, cycneHsito ans 3 — A decrease of signal between DO and D0+72h
ALCOPBOBA | iH'ekujit, y must be observed. With loss of titer between DO and
HA cTaHgapTHO- D0+24h = 2,8 and < 5,0log10CCID50/mL. TepmiH
€KCMOPTHil BBEEHHS 3MiH - YepBeHb 2024. 3MiHu Il Tuny -
ynakoBLi, sika 3MiHn 3 aKkocTi. A®I. KoHTponb A®I. 3miHa y
MICTUTBCA Y MeTodax BunpobyBaHHs A®| abo BUXigHOro
KapTOHHI Kopobui (3 mMartepiany/npomiKHOro nNpoaykTy/peareHTy, Wo
iHCTpyKUieto Ana BMKOPUCTOBYETLCA Y NpoOLieCi BUPO6HULTBA ADI
MeJNYHOro (cyTTeBa 3miHa y
3acTocyBaHHs) 6ionoriyHOMy/iMyHONOrYHOMY/iMyHOXIMIYHOMY
MeToZi BUNpobyBaHHA abo MeTofj, y skoMy
BMKOPWCTOBYETbLCA 6i0N0riYHNIA peareHT Ans
6ionoriyHoro A®l, abo iioro 3amiHa) 3miHu y
aHasiTUYHIA MeToauLi BUNPOBYBaHHS AitoumX
peyvyoBUH MOHOB&/IEHTHMX MOAIOBIpYCIB TMNIB 1, 2 Ta
3 3a nokasHukom Kinetics of inactivation, a came: »
onTuMiI3aLia HeliTpanisauii noTeHuiliHoro
3a/TMLWKOBOTO (hopMasibAerify Y 3pas3kax LUISAXom
[ofaBaHHA 6icynbdiTy HATPItO Nig Yac KifibkicHOro
BM3HAUYEHHS Ha [O4ATOK A0 6icybdiTy BXe
[04aHoro Mig, vac Bigbopy 3paskiB Ha BUPOGHMLTBI; *
[ofaBaHHsA KOHTPO/IO BaNiAHOCTI, AKWIA € BifOMOI0
TUTPOBAHOIO BIPYCHOO CYCMNEHSIEI, A5 KOXXHOro
MOHOB&JIEHTHOIO TUMY MOJTIOBIPYCY; ¢ BUKOHAHHS
KiNbKICHOrO BU3HAY€eHHS B iBOX MOBTOPHOCTSX;
* MOX/IMBICTb KOPUIyBaTW po3BefeHHs BiANOBIAHO
[0 iHdekuiiHoro TUTpy, AKwo Touka CCID50
HenpasW/bHO BifLLEHTPOBaHa,;
* IH(DEKLiMHI TUTPY PO3PaxOBYHOTLCA 3a METOAOM
HaliMeHLWMX KBagpaTiB. TePMiH BBEAEHHS 3MiH -
yepseHb 2024
167. | NEHTAKCUM | nopowok CaHodi PpaHuis NOBHUI LMK PpaHuin/ BHECEHHS 3MiH [10 peecTpaLiiiHnx maTepiasis: 3MiHu 3a - UA/13010/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
® BAKUVHA Haemophilus Mactep BVMPOGHMLTBA, YropuHa | TNy - 3miHK 3 AkocTi. APl KoHTponb AdI. 3miHa 'y peyenmom
And influenzae Tuny b Ta 3anoBHEHHA Ta napameTpax crneuudpikauii Ta/abo AONYCTUMUX MEX,
MPO®INTIAKT cycneHsis ans niodhinizauis BM3HAYeHUX Yy cneundikauisx Ha A®l, abo
KN iH’exuin (0,5 mn); no (dbnakoHm), BVXigHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
LUNOTEPII, 1 chnakoHy 3 BTOPUHHE BVKOPVCTOBYIOTLCSA Y Npoueci BUpobHuutea AdI
NMPABLA, nopotukom Ta 1 nakyBaHHs, (iHwWi 3miHM) OHOBNEHHSA crneumdikauii nimeniHoBOT
KALUMOKY nonepegHbL0 KOHTPO/Ib SKOCTI, kucnotu (in-house specification), sika
(ALENONAP | 3anoBHeEHOMY BUNYyCK cepil: BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa API
HUIA wnpuyy (0,5 mn) 3 CaHodpi MacTtep, andpTepiiiHoro aHatokcuHy (Purifide Diphtheria
KOMMOHEHT | npukpinsieHot ®paHuis; Toxoid (PDT)), a came: BUaaeHHs TecTiB
)s roskoto (a6o 2 BTOPVHHE Appearance, Solubility, Melting point, Appearance of
noniomMien OKpemMmnmMU rosikamu), nakyBaHHs, solution at 5% w/V, Sulfates, Lead, Ammonium,
TY LLIO MICTUTb BWMYCK Cepil: Sulfated ash Ta po3LMPEHHS HMKHLOT MeXi
IHAKTUBOBA | cycneHsito gns CaHocpi-ABeHTiC KpUTEpito NPUIAHATHOCTI ANs nokasHka Pimelic acid
HATA iH'EKLLi/A, B KAPTOHHIN MpaiisiT Ko. content 3 “Not less than 99.0% w/w” Ha “Not less
BAKLUMHA Kopo6ui; no 1 nra., than 98.0% w/w.” TepMiH BBeAEHHS 3MiH - BEPECEHb
And dhnakoHy 3 MnaTchopma 2025 p.
MPO®INTIAKT nopotukom Ta 1 NOTiCTUKN Ta
KN nonepegHbL0 AncTpubyuii y m.
IHOEKLLIA, 3anoBHeHoOMY Bypanewr,
CNPUYUNHEH | wnpuuy (0,5 mn) 3 YropLumHa
nx NPUKPINIEHO0
HAEMOPHIL roskoto (a6o 2
us Tuny B OKpPeEMUMU rosikamu),
KOH’IOFOBA L0 MiCTUTb
HA, cycneHsito ans
ALCOPBOBA | iH'ekujit, y
HA cTaHgapTHO-
€KCMOPTHil
ynakoBLi, sika
MICTUTBCA Y
KapTOHHI Kopobui (3
iHCTpyKUi€eto Ans
MeAMYHOro
3acTocyBaHHs)
168. | MEPIHAONPE | Tabnetku no 8 mr/10 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a - UA/17768/01/02
C®A mr, no 10 Tabnetok "®apmaue "papmMaueBTUYH | TNy - 3miHK 3 AkocTi. ADl. KoHTponb AdI. 3miHa 'y peyenmom
Y KOHTYpHIlA BTUYHA a thipma napameTpax crneuudikauii Ta/abo AONYCTUMUX MEX,
YapyHKOBIl thipma "fapHuus” BM3HAYeHNX Yy cneundikauisx Ha A®l, abo
ynakosLi; no 3 "OapHuusa” BVXigHWA/NPOMDKHUIA NpOAyKT/peareHT, wo

KOHTYPHI YapyHKOBI
yMakoBKW B mauLi

BUKOPUCTOBYIOTLCA Y NpoLeci BUpobHuuTea AdI
(iHLLi 3MiHW)

[lo matepianiB peecTpauiiiHoro Jocbe A0 po3ginis
3.2.S.4.1. Ta 3.2.S.4.2. 00 BXiAHOTO KOHTPO/O Ha
4itouy peyoBunHy AmnoauniHy 6ecunart go
noKasHuKiB: «lgeHTudikauis», «OnTnyHe
06epTaHHs», «CynpoBigHi AOMILLKM», «Boga»,
«CynbgatHa 30/1a» Ta «KifbKicHe BU3HAYEHHSI»
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY

(nikapcbka ¢hopma,

ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

BHOCATbCS HE3HAYHI 3MiHWN. TeCT «PO3UYNHHICTb»
nepeHeceHo [0 po3ainy «3arasbHi BNacTUBOCTI».

CynyTHS 3MiHa - 3MiHN 3 sikocTi. APl KoHTponb AdI.

3miHa y MmeTogax BunpobyBaHHs A®| abo BUxigHOro
mMartepiany/npomiKHOro nNpoaykTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLieCi BUPo6HULTBA ADI
(He3HauHi 3MiHM y 3aTBEPKEHNX MeToAax
BUNPOBYBaHHS). 3MiHY | TUNY - 3MiHK 3 AKOCTi. AdI.
KoHTponb A®I. 3miHa y napameTpax cneuudikaviii
Ta/abo [ONyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisix Ha Adl, abo BMXigHWI/NPOMIKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLECi
BMpo6HULTBa A®PI (iHWI 3MiHK) [0 BXigHOTO
KOHTPO/IIO Ha Ailouy pevyoBuHy Amnogunivy 6ecunat
3a NOKa3HMKOM «3asIMLLKOBI KiNbKOCTi OpraHiyHmx
po3unHHKKIB» (APY, 2.2.28, meToa 'X) BHOCATLCSA
3MiHU BiANOBIAHO A0 MaTepianis BUPOOHMKa, a came
BUTYYEHO PO3UMHHUKM aLLeTOH Ta 2-NponaHor.
CynyTHSA 3MiHa - 3MiHuW 3 skocTi. A®I. KoHTponb AdI.
3miHa y MeTogax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npomMiKHOro NPoayKTy/peareHTy, Wwo
BUKOPWCTOBYETLCA Y NpoLeci BUpobHuuTBa AdI
(iHWi 3miHW y MeTofax BUNPOBYyBaHHA (BK/TtO4a0UN
3amiHy abo A0noBHeHH:) AdP| abo
BVIXiZLHOro/MpOMDKHOr0 MPOAYKTY). 3MiHu | Tuny -
3MiHu 3 sKocTi. A®l. CTabinbHiCTb. 3MiHa nepiogy
NOBTOPHMX BUNPOGYBaHb/Nepiogy 36epiraHHA abo
ymoB 36epiraHHs A®| (3a BigCcyTHOCTI y
3aTBEpMKEHOMY [OCbe cepTuddikara BiAnoBiAHOCTI
€Bponelicbkili hapmakonel, Lo BKIYae nepios
NOBTOPHOro BMNpPo6yBaHHS) (Nepiog NOBTOPHOTO
BMNpo6yBaHHs/nepios 36epiraHHs) - 36inbLUEHHS
abo BBefieHHSA nepiogy NOBTOPHOroO
BMNpobyBaHHA/nepiody 36epiraHHa Ha OCHOBI
pe3ynbTaTiB AOCNiAKeHb Y peasibHOMY Yaci - 3MiHW
y BXiJHOMY KOHTPO/I Ha o4y pevyoBUHy
Amnogunivy 6ecunat fo po3giny «TepmiH
npuaatHocTi» 3areBepakeHo: TEPMIH
NPUOATHOCTI 4 poku.
3anponoxosaHo: TEPMIH NMEPEKOHTPO/IO 4
pOKM

169.

NEPIHAONPE
C®A

Tabnetku no 4 mr/5
mr, no 10 TabneTtok
Y KOHTYpHIlA
YapyHKOBIN
ynakosLi; no 3
KOHTYPHI YapyHKOBI
YNakoBKM B MayLli

MpAT
"®Gapmatie
BTUYHA
thipma
"fapHuua”

YkpaiHa

MpAT
"@apmaueBTUYH
a thipma
"fapHuus”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TNy - 3miHK 3 AkocTi. ADI. KoHTponb AdI. 3miHa 'y
napameTpax crneuudikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHNX Yy cneundikauisx Ha A®l, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BUKOPUCTOBYIOTLCA Y NpoLeci BUpobHuuTea APl
(iHLLi 3MiHW)

3a
peyerimom

UA/17768/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

[lo matepianiB peecTpauiiiHoro Jocbe A0 po3ainis
3.2.5.4.1. Ta 3.2.S.4.2. f0 BXigHOrO KOHTPOJIIO HA
Aitody peyoBrHy AMnogunivy 6ecunat fo
nokasHuKiB: «lgeHTndikauis», «OnTnyHe
ob6epTaHHa», «CynpoBigHi AOMiLLKK», «Boaa»,
«CynbaTHa 30/1a» Ta «KifbKicHe BU3HAYEHHSI»
BHOCATBCS HE3HaYHI 3MiHWN. TeCT «PO3UMHHICTb»
nepeHeceHo [0 po3ainy «3arabHi BNacTUBOCTI».
CynyTHS 3MiHa - 3MiHN 3 sikocTi. APl KoHTponb AdI.
3miHa y MmeTogax BunpobyBaHHs A®| abo BUXigHOro
mMartepiany/npomiKHOro nNpoAaykTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpOLieCi BUPO6HULTBA ADI
(He3HauHi 3MiHM y 3aTBEPKEHUX MeToAax
BUNPOBYBaHHS). 3MiHY | TUNY - 3MiHK 3 AKOCTi. AdI.
KoHTponb A®I. 3miHa y napameTpax cneuudikaviii
Ta/abo [ONyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisix Ha Adl, abo BUXigHWA/NPOMIKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NPOLECi
BMpO6HULTBa API (iHLWI 3MiHK) [0 BXigHOTO
KOHTPO/II0 Ha Ailouy peyoBuHy Amnogunivy 6ecunat
3a NOKa3HMKOM «3asIMLLKOBI KiNbKOCTi OpraHiyHmx
po3unHHKKIB» (APY, 2.2.28, meToa ['X) BHOCATLCA
3MiHU BiANOBIAHO A0 MaTepianis BUPObHWKa, a came
BUTYYEHO PO3UMHHUKM aLLeTOH Ta 2-NponaHor.
CynyTHS 3MiHa - 3MiHK 3 skocTi. A®I. KoHTponb AdI.
3miHa y MeTogax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npomMiKHOro NPoayKTy/peareHTy, Wwo
BUKOPWCTOBYETLCA Y NpoLeci BUpobHMuTBa AdI
(iHWi 3miHW y MeTofax BUNPOBYBaHHA (BK/ItO4a0UN
3amiHy abo A0onoBHeHH:) AdP| abo
BVIXiLHOr0/MpOMDKHOr0 MPOAYyKTY). 3MiHu | Tuny -
3MiHu 3 sKocTi. A®l. CTabinbHiCTb. 3MiHa nepiogy
NOBTOPHMX BUNPOGYBaHb/Nepiogy 36epiraHHA abo
ymoB 36epiraHHs A®| (3a BigcyTHOCTI y
3aTBEepAKEHOMY [OCbe cepTuddikara BiAnoBiAHOCTI
€sponelicbkili hapmakonel, Lo BKIYae nepios
NOBTOPHOro BMNpPo6yBaHHS) (Nepiog NOBTOPHOTO
BMNpo6yBaHHs/nepios 36epiraHHs) - 36inbLUEHHS
abo BBefieHHSA nepiogy NOBTOPHOrO
BMNpobyBaHHA/nepiody 36epiraHHa Ha OCHOBI
pe3ynbTaTiB AOCNiAKeHb Y peasibHOMY Yaci - 3MiHW
y BXiiHOMY KOHTPO/I Ha filovy pevyoBUHy
Amnogunivy 6ecunat fo po3giny «TepmiH
npuaatHocTi» 3arBepakeHo: TEPMIH
NPUOATHOCTI 4 poku.
3anponoxosaHo: TEPMIH NMEPEKOHTPO/IO 4
pOKM
BHECEHHS 3MiH [10 peecTpaLiiiHnx maTepiasis: 3MiHu 3a - UA/19239/01/01

170. | NEPIHAOMPE | Tabnetku no 4 MpAT YKpaina MpAT YKpaiHa
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

C® TPIO

mr/1,25 mr/5 mr; no
10 TabneTok y
6nictepi; no 3
6nictepy B navui

"®apmaue
BTUYHA
hipma

"fapHuua"

"papmaueBTUYH
a thipma
"fapHuus”

| TNy - 3miHK 3 AkocTi. APl KoHTponb AdI. 3miHa 'y
napameTpax crneuudpikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHUX Yy cneundikauisx Ha A®l, abo
BVXigHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BVKOPVCTOBYIOTLCSA Y Npoueci BUpobHuutea AdI
(iHLLi 3MiHW)

[10 BXiIHOTO KOHTPOJIIO Ha f}iloHy PevOBUHY
AmnoguniHy 6ecmnaT 3a NoKasHNKOM «3aNLLIKOBI
KINIbKOCTi OpraHiyH1X po3unHHukiB» (AdPY, 2.2.28,
meToz X) BHOCATbCA 3MiHM BigNoBigAHO A0
maTepianis BUPOGHMKA, & caMe BUyHeHO
PO3YMHHVKM aueToH Ta 2-nponaHorn.
CynyTHS 3MiHa - 3MiHuW 3 AkocTi. A®I. KoHTponb AdI.
3miHa y MeTogax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npomMiKHOro NPoayKTy/peareHTy, Wwo
BUKOPWCTOBYETLCA Y NpoLeci BUpobHMuTBa AdI
(iHWi 3miHW y MeTofax BUNPOBYBaHHA (BK/ItO4a0UN
3amiHy abo AonoBHeHH:) AdD| abo
BVIXiLHOr0/MpOMDKHOr0 MPOAYKTY). 3MiHu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo 4oNyCTUMUX MEX,
BM3HA4YeHNX Y cneundikauisx Ha A®l, abo
BVXiAHWIA/NPOMIDXHUIA NpOAyKT/peareHT, wo
BVIKOPVCTOBYIOTbCSA Y npoueci BUpobHuytea A®I
(iHWi 3miHW) Ao MaTepianiB peecTpaliiiHOro AOCHE
0o posginis 3.2.5.4.1. Ta 3.2.S.4.2. 1o BXiAHOro
KOHTPO/IO Ha Ajto4y peyoBuHy AMogmnivy 6ecunat
[0 nokasHukiB: «lageHTndikauis», «CynpoBigHi
OOMILLKN», «Bofa», «KifbKicHe BU3HAUYEHHSA»
BHOCSITbCSl HE3HAYHI 3MiHW, pefakLiliHi npaBku Ta
YTOYHEHHS BiAMoOBIAHO [0 pekoMeHAaLi Ta
cTunicTnkn AdY. TecT «PO34YMHHICTL» NepeHeceHo
[0 po3ainy «3arasibHi BNacTMBoCTi». TecT
«MikpobiosnioriyHa YncToTa» NpUBEAEHO y
BignoBigHiCTb 0 BUMOr €, 2.6.12, 5.1.4. CynyTHsA
3MiHa - 3MiHu 3 akocTi. A®I. KoHTponb A®L. 3miHa y
MeTodax BunpobyBaHHs A®| abo BUXigHOro
mMartepiany/npomiKHOro nNpoaykTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpOLieCi BUPO6HULTBA ADI
(He3HauHi 3MiHM y 3aTBEPKEHUX MeToAax
BMNPOGYBaHHS)

peyerimom

171.

NEPIHAONPE
C® TPIO

Tabnetku no 4
mr/1,25 mr/10 wmr; no
10 TabneTok y
6nictepi; no 3
6nictepy B navui

MpAT
"®Gapmatie
BTUYHA
thipma
"fapHuua”

YkpaiHa

MpAT
"@apmaueBTUYH
a thipma
"fapHuus”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TNy - 3miHK 3 AkocTi. ADI. KoHTponb AdI. 3miHa 'y
napameTpax crneuudikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHNX Yy cneundikauisx Ha A®l, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BUKOPUCTOBYIOTLCA Y NpoLeci BUpobHuuTea APl
(iHLLi 3MiHW)

3a
peyerimom

UA/19239/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

[10 BXiIHOTO KOHTPOJIO Ha fiiloHy PevOBUHY
AmnoguniHy 6ecmnaTt 3a NoKasHNKOM «3a/NLLIKOBI
KINIbKOCTi OpraHiyHnX po3unHHukie» (AdPY, 2.2.28,

meToz X) BHOCATbCA 3MiHM BigNoBigAHO A0

maTepianis BUPOGHMKA, & caMe BUyHeHO
PO3YMHHVKM aueToH Ta 2-nponaHorn.

CynyTHS 3MiHa - 3MiHK 3 skocTi. A®I. KoHTponb AdI.
3miHa y MeTogax BunpobyBaHHs A®| abo BUXigHOro

marepiany/npomMiKHOro NPoayKTy/peareHTy, Wwo

BUKOPWCTOBYETLCA Y NpoLeci BUpobHMuTBa AdI
(iHWi 3miHM y MeTofax BUNPOBYyBaHHA (BK/IOYa0UN

3amiHy abo A0onoBHeHH:) AdP| abo
BVIXiZLHOr0/MPOMDKHOr0 MPOAYyKTY). 3MiHu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y

napameTpax crneuudikauii Ta/abo 4ONyCTUMUX MEX,

BM3HA4YeHNX y cneundikauisx Ha A®l, abo

BVXiAHWIA/NPOMIDXHUIA NpOAyKT/peareHT, wo
BVIKOPWCTOBYIOTbCSA Y npoueci BUpobHuytea Ad|
(iHWi 3miHW) Ao MaTepianiB peecTpaLiiiHOro AOChE
no posginis 3.2.5.4.1. Ta 3.2.S.4.2. 1o BXiAHOro

KOHTPO/IO Ha Ajtoyvy peyoBuHy AMogmnivy 6ecunat
[0 nokasHukiB: «lageHTndikauis», «CynpoBigHi
OOMILLKN», «Bofa», «KifbKicHe BU3HAYEHHA»

BHOCSITbCSl HE3HAYHI 3MiHW, pefakLiliHi npaBku Ta
YTOYHEHHS BiAMoOBIAHO [0 peKkoMeHAaLil Ta
cTunicTnkn AdY. TecT «PO3UMHHICTb» NepeHeceHo

[0 po3ainy «3arasibHi BNacTMBoCTi». TecT

«MikpobiosnioriyHa YncToTa» NpUBEAEHO y

BignoBigHiCTb 0 BUMOr €, 2.6.12, 5.1.4. CynyTHSA
3MiHa - 3MiHu 3 akocTi. A®I. KoHTponb AdL. 3miHa y
MeTodax BunpobyBaHHs A®| abo BUxigHoOro
mMartepiany/npomiKHOro nNpoaykTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NPOLIECi BUPOGHULTBA ADI
(He3HauHi 3MiHM y 3aTBEPKEHNX MeToAax
BMNPOGYBaHHS)

172.

NEPIHAONPE
C® TPIO

Tabnetku no 8
mr/2,5 mr/5 wr; no 10
Tabnetok y 6nictepi;
no 3 6nictepu B
nauui

MpAT
"®apmate
BTUYHA
thipma
"fapHuua”

YKpaina

MpAT
"@apmaueBTUYH
a thipma
"fapHuus”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TNy - 3miHK 3 AkocTi. ADl. KoHTponb AdI. 3miHa 'y
napameTpax crneuudikauii Ta/abo AONYCTUMUX MEX,

BM3HAYeHNX Yy cneundikauisx Ha A®l, abo

BVXigHWA/NPOMDKHUIA NpOAyKT/peareHT, wo

BUKOPUCTOBYIOTLCA Y NpoLeci BUpobHuuTea AdI
(iHLLi 3MiHW)

[10 BXiIHOTO KOHTPOJIIO Ha filoHy PevOBUHY
AmnoaumniHy 6ecunart 3a NokasHUKOM «3asINLLIKOBI
KINIbKOCTi OpraHiyHnx po3unHHukie» (AdY, 2.2.28,

meToz X) BHOCATbLCA 3MiHM BigNoBigAHO A0

mMaTtepianis BUPO6HMKA, a came BUTyYEHO
PO3YMHHVKM aueTOoH Ta 2-nponaHor.

3a
peyernmom

UA/19239/01/03
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

CynyTHSA 3MiHa - 3MiHuW 3 skocTi. A®I. KoHTponb AdI.
3miHa y MeTogax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npomMiKHOro NPoayKTy/peareHTy, Wwo
BUKOPWCTOBYETLCA Y NpoLeci BUpobHuuTBa AdI
(iHWi 3miHW y MeTofax BUNPOBYyBaHHA (BK/TtO4a0UN
3amiHy abo A0noBHeHH:) AdP| abo
BVIXiZLHOro/MpOMDKHOr0 MPOAYKTY). 3MiHu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HA4YeHNX y cneundikauisx Ha A®l, abo
BVXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, wo
BVIKOPVCTOBYIOTbCSA Y npoueci BUpooHuytea AdI
(iHWi 3miHW) Ao MaTepianiB peecTpaLiiiHOro AOCHE
no posginis 3.2.5.4.1. Ta 3.2.S.4.2. 1o BXiAHOro
KOHTPO/IO Ha Ajtoyvy peyoBuHy AMogmnivy 6ecunat
[0 nokasHukiB: «laeHTundikauis», «CynpoBigHi
OOMILLKN», «Bofa», «KifbKicHe BU3HAUYEHHSA»
BHOCSITbCSl HE3HAYHI 3MiHW, pefakLiliHi npaBku Ta
YTOYHEHHS BiAMoOBIAHO [0 peKkoMeHAaLi Ta
cTunicTnkn AdY. TecT «PO34YMHHICTb» NepeHeceHo
[0 po3ainy «3arasibHi BNacTMBoCTi». TecT
«Mikpob6iosnioriyHa YncToTa» NpUBEAEHO y
BignoBigHICTb 0 BUMOr €, 2.6.12, 5.1.4. CynyTHSA
3MiHa - 3MiHu 3 akocTi. A®I. KoHTposnb AdL. 3miHa y
MeTodax BunpobyBaHHs A®| abo BUxigHOro
mMartepiany/npomiKHOro nNpoaykTy/peareHTy, Wo
BVKOPUCTOBYETLCA Y NpoOLieCi BUPO6HULTBA ADI
(He3HauHi 3MiHM y 3aTBEPKEHUX MeToAax
BMNPOGYBaHHS)

173.

NEPIHAONPE
C® TPIO

Tabnetku no 8
mr/2,5 mr/10 mr; no
10 TabneTok y
6nictepi; no 3
6nictepy B navui

MpAT
"®apmate
BTUYHA
thipma
"fapHuua”

YkpaiHa

MpAT
"@apmaueBTUYH
a thipma
"fapHuus”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TNy - 3miHK 3 AkocTi. ADI. KoHTponb AdI. 3miHa 'y
napameTpax crneuudikauii Ta/abo AONYCTUMUX MEX,

BM3HAYeHNX Y cneundikauisx Ha A®l, abo

BVXigHWA/NPOMDKHUIA NpoAyKT/peareHT, wo

BUKOPUCTOBYIOTLCA Y NpoLeci BUpobHuuTea APl
(iHLLi 3MiHW)

[10 BXiIHOTO KOHTPOJIIO Ha filoHy PevOBUHY
AmnoaumniHy 6ecunart 3a NokasHUKOM «3asINLLIKOBI
KINIbKOCTi OpraHiyHnx po3umnHHukie» (AdPY, 2.2.28,

meToz X) BHOCATbLCA 3MiHM BigNoBigAHO A0

mMartepianis BUPO6HMKa, a came BUTyYEHO
PO3YMHHVIKM aueToH Ta 2-nponaHon.
CynyTHS 3MiHa - 3MiHKW 3 skocTi. A®l. KoHTponb AdI.
3MiHa y MeTofax BunpobyBaHHsa APl abo BuxigHoro
marepiany/npomMiKHOro NPoayKTy/peareHTy, Wwo
BVKOPVCTOBYETbLCS Y NpOLieCi BUPO6HMLTBA ADI
(iHWi 3miHM y MeTofax BUNPOBYBaHHA (BK/ItOUa0UN
3amiHy abo fonoBHeHHs) Ad| abo

3a
peyernmom

UA/19239/01/04
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

BVIXiLHOr0/MpOMDKHOr0 MPOAYKTY). 3MiHu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo 4oNyCTUMUX MEX,
BM3HA4YeHNX Y cneundikauisx Ha A®l, abo
BVXiAHWIA/NPOMIDXHUIA NpOAyKT/peareHT, wo
BVIKOPVCTOBYIOTbCSA Y npoueci BUpobHuytea AdI
(iHWi 3miHW) Ao MaTepianiB peecTpaliiiHOro AOCHE
0o posginis 3.2.5.4.1. Ta 3.2.S.4.2. 1o BXiAHOro
KOHTPO/IO Ha Ajtouvy pevoBuHy AMiogmnivy 6ecunat
[0 nokasHukiB: «lageHTndikauis», «CynpoBigHi
OOMILLKN», «Bofa», «KifbkKicHe BU3HAUYEHHA»
BHOCSITbCSl HE3HAYHI 3MiHW, pefakLiliHi npaBku Ta
YTOYHEHHS BiAMoOBIAHO [0 pekoMeHAaLi Ta
cTunicTnkn AdY. TecT «PO3UYMHHICTb» NepeHeceHo
[0 po3ainy «3arasibHi BNacTMBoCTi». TecT
«Mikpob6iosnioriyHa YncToTa» NpUBEAEHO y
BignoBigHiCTb 0 BUMOr €9, 2.6.12, 5.1.4. CynyTHsA
3MiHa - 3MiHu 3 akocTi. A®I. KoHTponb A®L. 3miHa y
MeTodax BunpobyBaHHs A®| abo BUxigHOro
mMartepiany/npomiKHOro nNpoaykTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NPOLIECi BUPOGHULTBA ADI
(He3HauHi 3MiHM y 3aTBEPKEHUX MeToAax
BMNPOGYBaHHS)

174.

NMNAKBEHIN®

TabneTkn, BKPUTI
N1iBKOBOIO
060/10HKO10, N0 200
mr, Ne 60 (15x4): no
15 TabneTok y
6nictepi; no 4
6nictepn y
KapTOHHI kopo6Lyj;
Ne 60 (10x6): no 10
TabneTtok y 6nictepi;
no 6 6nicTtepiB y
KapTOHHIlA KOpooLi

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

CAHO®I-
ABEHTIC C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHK
| Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLU|i 415 MeAUYHOro 3aCTOCyBaHHA Ha nigcrTasi
perynsipHo OHOBJIKOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA /ikapcbKkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
OLLiHKVM 3BIiTYy 3 AOC/ifKEHb, NPOBEAEHVX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnigpkersb (PIP) (3MiHy
Y3rO[KEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHV BHECEHO A0 IHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3ainis "Ocob6nMBOCTI 3acTOCyBaHHA" Ta "lMoBIYHI
peakuii" LWoA0 pUsUKy TSXKKMUX LLKIPHUX peakwii,
cvHapomy CBiTa BifgnoBigHO J0 pekoMeHaauil
PRAC. BBefieHHS 3MiH NpOTArom 6-Tu Micauis nicns
3aTBEPMKEHHS; 3MiHKM | Tuny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHW) - 3MiHV BHECeHO A0 IHCTpyKLii ans
MEeANYHOro 3aCToCyBaHHS NiKapcbKoro 3acoby Ao
po3ginis "Oco6aMBOCTi 3acTocyBaHHA" (pedakuiiiHi
npasku) Ta "MobivHI peakui’™ (LLo[0 NOBILOMNEHHS
npo nigo3proBaHi No6iyHI peakii). BBegeHHs 3MiH

3a
peyernmom

He
nionsieae

UA/8261/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

NPOTAroM 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS; 3MiHM
Il TMny - 3miHNM Woao 6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHW y KOPOTKili xapakTepucTui
nikapcbKoro 3acoby, TEKCTI MapkyBaHHS Ta
IHCTPYKLU|T 4719 MEAUYHOrO 3aCTOCYBaHHS Yy 3B'A3KY i3
HOBMMW JaHUMU 3 AKOCTI, AOKAIHIYHUMU, KNIHIYHMK
JaHuMun Ta gaHumu 3 hapmakoHarnsgy - 3MiHu
BHECEHO [0 [HCTPYKUii ANna MeguyHoro
3aCTOCyBaHHS NiKapCcbKoro 3acoby Ao po3ginis
"®apmakonorivyHi B1acTmBocTi" Ta "3acTocyBaHHS Y
nepiog, BariTHOCTi abo rogyBaHHs rpyaa” Wwoano
pe3ynbTaTiB AOC/IKEHHA HA FEHOTOKCUYHOCTb.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEePXEHHS; 3MiHN Il TUny - 3MiHK Woao0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy. 3miHu
Y KOPOTKili XapakTepucTuL,i NikapCbKoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT 4151 MeANYHOro
3aCTOCYBaHHSA y 3B’A3KY i3 HOBYMM AaHUMM 3 SKOCTI,
OOKNIHIYHUMMN, KNIHIYHUMW JaHUMK Ta AaHUMK 3
hapmMakoHarnsgy - 3MiHuM BHeCEHO A0 IHCTpyKLUil
ONA MenYHOro 3acTocyBaHHS /iKapCbKoro 3acoby
00 po3gainis "®apmakosnoriyHi BNacTnBOCTI" Ta
"B3aemogia 3 iHWMMM Nikapcbkumn 3acobamm Ta
iHLWi B3aeMogili" y 3B'A3KY i3 HOBUMM
hapmMaKkoKIHETUYHVMU JaHUMW LLI0AO B3aeMOA;T
iHri6iTopis Ta iHgykTopis CYP3A4/CYP2C8 3
riPOKCUXOPOXIHOM Ta 3 cybecTpatamm P-
rnikonpoTeiHy. BBeAeHHS 3MiH NpOTArom 6-Tu
MicALiB Nicnsa 3aTBepAKEeHHs

175.

NPAKCBAIH
n®

PO34MH AN
iH ekuili/indoysiid, 2,5
r/50 mn; no 50 mn y
donakoHi; no 2
chnakoHn y
KapTOHHIlA KOpooLi

BepiHrep
IHrenbxai
M
IHTEepHeLw
HN TM6X

HimeyunH
a

Brpo6HMLTBO,
nepsBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI
Ta BMNyCK cepil:
BepiHrep
IHrenbxanm
dapma M'm6X i
Ko.KT,
HimeuunHa
AnbTepHaTMBHa
naboparopis
[N51 KOHTPOIO
AKOCTi MPOTAroM
BMNpobyBaHHSA
cTabinbHOCTI:
KsoniTi
AccictaHc CA,

HimeuunHa/
Benbris

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TNy - 3MiHK 3 AKOCTi. [OTOBMIA Nikapcbkuii 3aci6.
KOHTPO/1b AONOMIKHUX PEYOBUH (IHLUI 3MiHW)
OHOB/EHHS iHthopMalLii LLOAO0 HENPSMOro
TBaPWHHOIO NOXOMKEHHSA BUXiIAHOT pevoBUHN
reHeTULIMHY.

3a
peyernmom

UA/15467/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Benbris
176. | NPEBUMIC KOHUeHTpaT ans Mepk Lseiiuapi BTOPVHHE Benbrisi/ BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHU 3a He UA/19269/01/01
PO3YuHy AN Wapn i A nakyBaHHs, Ipnangis | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa peyenmom nionsizae
iHcpysiid, 240 mr (20 Loym aHaniTn4He HaliMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHS
Mr/MA); KOHUeHTpaT IAEA TeCcTyBaHHs, LisiNbHOCTI BUpobHUKa/iMnopTepa rotoBoro
[ONA pO34nHy B m6X TecTyBaHHA NiKapcbKoro 3acoby, BKIOUaUM AiNbHULi BUNYCKY
CKNSIHOMY DN1aKOHi cTabinbHOCTI Ta cepii abo micue NpoBefeHHS KOHTPOJTO SKOCTI.
(tuny 1), 1 donakoH y [03BiN Ha (BisnbHICTb, 3a Ky BiAgnoBigae BUpo6HUK/iMnopTep,
KapTOHHI Kopoobui BWMYCK Cepil: BK/IHOYA0UM BUMYCK Cepili) - 3MiHa HaliMeHyBaHHS
OpraHoH Xeict BMPOGHMKA BiANOBIAa/IbHOTO 3@ BTOPUHHE
6B, Benbris nakyBaHHs, aHaNiTUYHe TeCTyBaHHS, TECTyBaHHS
BUPOOGHMLTBO, CTabiNbHOCTI Ta [03BIN Ha BUNYCK Cepii 3 KOPEeKLieto
nepBUHHE agpecw, 6e3 3MiHN MicU BUPOGHMLTBA. 3MiHK
nakyBaHHSA Ta BHECEHO B iHCTPYKL,it0 A1 MEAMYHOrO 3aCTOCYyBaHHS
aHaniTnyHe nikapcbKoro 3acoby y po3ginu «BupobHuk» Ta
TeCTyBaHHs, «Micue3HaxofpkeHHs1 BUPOGHUKa Ta agpeca Micus
TecTyBaHHs NPOBAaKEHHSI 1OT0 Ais/IbHOCTI» 3 BiANOBIAHUMY
cTabinbHOCTI: 3MiHamM y TEKCTi MapKyBaHHS yMakoBKM NikapCbKoro
MCL, 3acoby. BBefeHHs 3MiH MPOTAroM 6-Tu micsLiB nicns
IHTEpHELUHN 3aTBEPKEHHS; 3MiHY | TUny - AgMiHICTpaTUBHI
rM6X/MC[, 3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu micus
Ipnangis NPOBaPKEHHN AiS/IbHOCTI BUPOOHUKA (BK/THOYaOUM,
(Kapnoy), 3a HeobXigHOCTI, MicLle NPOBEAEHHS KOHTPOJIHO
Ipnangis skocTi), abo BnacHuka mactep-taiina Ha A®l, abo
nocravanbHuka AdI/BnxigHOro
mMartepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (AKLLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudpikata BianoBiAHOCTI
€Bponeiicbkii thapmakonei y 3aTBepakeHoMy
[0Cbe, ab0 BUPOOHMKA HOBOT AOMOMIKHOI PEHOBUHN
(AIKLLLO 3a3HAYEHO Y A0CbE) - 3MiHA HaliMeHyBaHHs
BMPOGHMKA BiAMNOBifa/IbHOrO 3a TECTYBaHHS
CTabiNIbHOCTI Ajl040i Pe4YoBUHN — NIETEPMOBIP 3
BHECEHHSIM 3MiH 0 MaTepianiB peecTpayiiiHoro
Aocbe, posginy 3.2.5.2.1. Bupo6Huk(n); 3minu | Tuny
- 3MiHM 3 SKOCTi. [0TOBWIA NiKapCbKuiA 3aci6. 3MiHM y
BMPOOHULTBI. 3MiHa iMnopTepa/3aMiHu, Lo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPO/IH0 SKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA AiNlbHULL, Ha SKIl 34jCHI0ETbCS
KOHTPONb/BMNPOGYBaHHA cepii) - [JlogaBaHHA
anbTepHaTMBHOI BUPO6HUYOI AinbHuLi MC/,
IHTepHewHn TM6X/IMCLA IpnaHgis (Kapnoy),
IpnaHgis B AKOCTI anlbTepHATUBHOT BUPOOHNYOI
AinbHULI, BIAMOBIAA/IbHOI 38 aHaNiTUYHE TeCTyBaHHS
Ta TeCTyBaHHs CTabiNbHOCTI NikapCcbKoro 3acoby
177. | NPEFABAJIIH | nopowok XIKAN IHAisa XIKAN NIMITEL IHAisa BHECEHHS 3MiH 10 peecTpaLiiHiX maTtepianis: 3MiHU - - UA/16465/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(cybeTaHuis) y NIMITEL, | Tuny - 3miHuK 3 skocTi. CepTudikar
nakeTax noABinHUX BignosigHoCTI/IE-cepTudpikat BignosigHocCTi
nonieTnIeHoBmX €sponelicbkiii hapmakonei/MoHorpadii. MoaaHHs
ans HOBOro abo OHOBMIEHOroO cepTudikaTa BifnNoBIAHOCTI
hapMaLeBTUYHOTO ab0 BUYyYEHHS cepTudikaTa BignoBigHOCTI
3acTOCyBaHHsA €Bponeiicbkiii hapmakonei: ans A®l; ana BuxigHoro
marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO
BUKOPUCTOBYHOTbCA Y BUPOOHULUTBI API; Ans
[0MNOMDKHOT peyvoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHOBEHWIA
cepTuduikart Bif yxe 3aTBepaKeHOro BUpobHUKa.
MoaaHHA OHOB/IEHOrO cepTudpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei Bif Aito4oro BUpo6HMKa
A®| Hikal Limited, IHgis - CEP R1-CEP 2016-181-
Rev 01 (3atBepmxeHo: CEP R1-CEP 2016-181- Rev
00). Ak Hacnigok, BiAby1ach 3MiHa y HanMcaHHi
aapecu, 6e3 3MiH y (hakTU4HOMY MiCLLi NPOBaAXXEHHSI
AiSNbHOCTI
178. | MPEAHI3ON ma3b 0,5 %; no 101 an YkpaiHa TOB "3 Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 3a - UA/4992/01/01
OH y Ty6i a/ItOMiHI€BIA; "CTALA- "BIODAPMA" | TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuMii 3aci6. peyenmom
no 1 Ty6i B nauui 3 YKPAIHA" KOHTPO/1b FOTOBOTO JliKAPCHLKOro 3acoby. 3miHa y
KapTOHY MeToAax BUNpobyBaHHSA rOTOBOTO J1iKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBepKeHNX MeTofax
BMNPOGYBaHHS) - BHECEHHS 3MiH 40 METOANKM
BMNpobyBaHHA /13 3a noka3HUKOM «Po3mip yacTok»
(mikpockonist) BHACNiAOK BNPOBaXEHHA HOBOTO
mikpockony Nikon SMZ 25, skuii 03BONSE poGUTK
doTorpadii Ta dpikcyBaTn haKkTUYHKI PO3MIp YaCTOK
y 3pasky. HaBaxky BMNpo6oByBaHOro 3paska
36i/1bLLEHO, @ TAKOX BKa3aHO Ki/lbKiCTb MoAiB 30pY,
LLIO Aa€ 3MOTy NepernsHyT HeobXigHY KinbKiCTb
4YaCTOK Ta KOPEKTHO iX BUMIpATU. Mexi cneumdikaLi
3a/IMLWATLCSA 6€3 3MiH.
179. | NPOMPOTEH | Ta6bnetku; no 20 TOB YkpaiHa 3AT CaHTOHika NnTBa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 6e3 - UA/3646/01/01
-100 Tabnetok y 6nictepi; "MaTtepia | TMny - 3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta peuenma
no 1 a6o 2 6nictepu Mepgvika- thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
Y KapTOHHiIli kopobui YkpaiHa" y3araJslbHeHUX JaHux nNpo cuctemy dpapmakoHarnsgy

(BBEAEHHS y3araslbHEHUX AaHWX NPO CUCTeMy
hapmakoHarnsigy, 3aMiHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAANbLHOI 3a 34ilicCHEHHS chapmakoHarnaay;

KOHTaKTHOI 0co6M 3 hapMakoHarsay 3asBHvKa ois
3fjiicHeHHs hapmakoHarnsgy B YkpaiHi, KO0 BOHA
BiIMiHHA Bif, YNOBHOB&XEHOI 0CcO6U, BiANOBIAA/IbHOI
3a 3fjiicHeHHs1 hapMakoHarnsay (BkiYarum
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
MicLie3Hax0MKeHHs1 MacTep-halina cucremu
hapMakoHarasgy Ta oro Homepa. 3MiHa micus
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3[iAiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy.
180. | NY/NIbMOBPI TabneTkn, BKPUTI Mosi Xenc | Lseliyapi CaBa Xenckea IHais/ BHECEHHS 3MiH 0 peecTpaLiiHnx maTtepiasis: 3MiHM 6e3 nidnsieae UA/10212/01/01
3® 060/10HKOI0, M0 9 m6X a Nta, IHais YropuHa | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa peyenma

Tabnetok y 6nictepi; Megiton HalilMeHyBaHHs1 Ta/abo agpecy 3asBHVKa (BNacHMKa
no 1 6nictepy B dapmacbloTikas peecTpauiniHoOro NoceigyYeHHs). 3miHa agpecun
KapTOHHI ynakoBL,i; NTa., YropwmHa 3asBHUKa (BNacHUKa peecTpaLiiiHoro nocBigueHHs).
no 20 TabneTtok y TepMiH BBEEHHS 3MiH NPOTAroM 6 MicALiB nicns
6nicTepi; no 1 abo 3aTBEPMKEHHS. 3MiHK | Tuny - 3MiHK Woao
no 2 6nictepu B 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi
KapTOHHIiA ynakoBL,i 3MiHK).

3MiHW BHECEHI B TEKCT MapKyBaHHsIHa Ha BTOPUHHIN
ynakoBLji nikapcbKkoro 3acoby y n. 8 "Aarta
3aKiHYeHHs1 TepMiHy NpuaaTHOCTI".
3MiHKn y TekcTi MapKyBaHHsa chopmu in bulk /13 B
po3gini "Jarta 3akiH4eHHs TepMiHy NpuAaTHOCTI",
BiANOBIAHO [0 AKX «TEPMiH NPUAATHOCTI»
TPaKTYETbCA AK OCTaHHI Micaub npuaaTtHocTi /13, Ta
naty 6yge 3asHadeHo B popMi «mm/pppp». ditoua
pefaxuis:
8. JATA 3AKIHYEHHA TEPMIHY NPUOATHOCTI
MpupatHuii go:. MNponoHoBaHa pefakuis: 8. JATA
3AKIHYEHHA TEPMIHY MPUAATHOCTI TepmiH
npugaTHocTi: TepMiH BBEAEHHS 3MiH - NPOTAroM 6
MicsILiB Mmicnsi 3aTBepAKEHHS.

181. | NY/IbMOBPI TabneTtkn, BKPUTI Mosi Xenc | LUseiiuapi CaBa Xenckea IHais/ BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHU - He UA/10213/01/01
3® 060n0Hkot0, in bulk: 6X A NTa, IHais YroplmHa | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa nionsizae
no 10000 TabneTok Megiton HaliMeHyBaHHs Ta/abo agpecy 3asBHVKa (BnacHvKa
y NoABilAHNX dapmacbloTikas peecTpauiiHoro noceigyeHHs1). 3miHa agpecu
nonieTuIeHoBmX Nta., YropwmHa 3asBHUKa (BNacHUKa peecTpaLiiiHoro nocBigyeHHs).
naketax TepMiH BBEEHHS 3MiH NPOTAroM 6 micAuiB nicns

3aTBEPAKEHHS. 3MiHM | TUNy - 3MiHW WoA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHK).
3MiHU BHECEHI B TEKCT MapKyBaHHsIHA Ha BTOPUHHIN
ynakoBLii ikapcbKoro 3acoby y n. 8 "Aarta
3aKiHYeHHs1 TepMiHy NpuAaaTHOCTI".
3MiHM Y TeKCTi MapkyBaHHs dhopmu in bulk 13 B
po3gini "Aarta 3akiH4eHHs TepMiHy npuAgaTHocTi",
BiANOBIAHO [0 AKX «TEPMIH NMPUAATHOCTI»
TPaKTYETLCA SIK OCTaHHII Micaub npuaaTtHocTi /13, Ta
naty 6yge 3asHadyeHo B hopMi «mm/pppp». fitoua
pepaxuis:
8. JATA 3AKIHYEHHA TEPMIHY NPUOATHOCTI
MpupatHuii go:. MNponoHoBaHa pegakuis: 8. JATA
3AKIHYEHHA TEPMIHY NMPUJATHOCTI Tepmin
npuaatHocTi: TepMiH BBEAEHHS 3MiH - NPOTAroM 6
MiCALIB MiCNsA 3aTBEPKEHHS.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
182. | MYNbMO3WM | po3uuH ans TOB YkpaiHa MepBrHHE CLUA/ BHECEHHS 3MiH 10 peecTpavLiiiHiX MaTepianis: 3MiHU 3a - UA/12438/01/01
® iHranauin, 2,5 mr/2,5 «Pow nakyBaHHs, LLBeiuapis/ | TMNy - AgMIHICTPaTUBHI 3MiHW. BunyyeHHs peuyenmom
MJ1; Mo 2,5 M1 B YkpaiHa» BMPOGHMLITBO HimeuunHa BMPOGHWYOI AinbHNL (BKIHOYAKOUN AinbHULI ANS
amnyni; no 6 amnyn Hepo3dacosaHo A®I, NPOMiIXXHOro NPoAyKTY abo rotToBoro
Y KOHTelHepi; no 1 T npoaykuji: niKkapcbKoro 3acoby, AiNbHUL 415 NPoBeAeHHS
KOHTelHepy Yy ByacTok nakyBaHHs, BUPO6HMKa, BiANOBiAaIbHOTO 3a BUMYCK
KapTOHHI ynakoBsL,i Crepaiin cepiii, Mmicue NpoBefEeHHS KOHTPOSTIO cepil) abo
ContoLwH3 HK., noctavasibH1Ka BUXifHOTO MaTepiany, peareHTy abo
CWA [0MNOMDKHOT pEYOBUHY (SKLLIO 3a3HAYEHO Y AOCHE) -
BropuHHe BunyyeHHs AinbHNL 3 BUNPOBGYBaHHA KOHTPOSIIO
naxkyBaHHs, aKocTi Pow ®apma Al', Eminb-Bapens-LUTpacce 1,
BUNYyCK cepil: 'peHuax-BioneH, bageH-Bloptembepr, 79639,
®.XohdpmaHH- HimeuumnHa. (3anmwaetbes 3aTBepmxeHa AibHULS
Na Pow Ntp, Pow fdiarHocTuke Mv6X, HiMeyurHa, sika BUKOHYE
LBeliuapis Taky camy (pyHKUit0); 3MiHu | TUny - 3MiHK 3 AKOCTI.
BrnpobyBaHHs [oTOBWIA Nnikapcbkumii 3aci6. Cuctema
KOHTpPO/IH0 KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
AKOCTI: napameTpiB cneuudikauii Ta/abo AoNYyCTUMUX MEX
Pow NepBMHHOT YNaKoBKM rOTOBOTO /liKapCbKOro 3acoby
[iarHocTuke (3BY)KEHHS JOMYCTUMMX MEX, BUSHAYEHUX Y
v6X, cneumdikauii) - BHeceHHs 3miH go p. 3.2.P.7.
HimeuyunHa CucTema KoHTeliHep/ 3aKynoptoBasibHWiA 3aci6, a

came 0 creundikaLii nakysanbHoOi cmonu LDPE:
3BY)XEHHA MeX AN T. HeneTkoro 3asinLuky.
3arBepmkeHo: Nonvolatile Residue — Not more than
15 mg 3anponoHosaHo: Nonvolatile Residue — Not
more than 12.0 mg; 3miHu | Tvny - 3MiHM 3 AKOCTI.
[oTOBWIA Nnikapcbkumii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudgikauii Ta/abo AoNYyCTUMUX MEX
NepBMHHOT YNaKoBKM rOTOBOTO /1iKaPCbKOro 3acoby
(8onoBHEHHS cneuudikayii HOBUM NOKA3HUKOM 3
BIANOBIAHUM METOA0M BMUNPOOYBaHHS) - BHeCeHHsA
3MiH go p. 3.2.P.7. Cuctema koHTeliHep/
3aKyrnoproBasibHWiA 3acib, a came cneuudikadiio ans
nakyBasibHOT cmo/sin LDPE [0NOBHEHO NOKa3HMKOM
“Identification A”; 3miHu | TURY - 3MiHK 3 AKOCTI.
['oTOBWIA Nnikapcbkumit 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMMX MeX
NepBMHHOT YNakoBKM rOTOBOTO MiKapCbKOro 3acoby
(BUAYYEHHS HE3HAYHOrO NOKa3HVKa (Hanpuknag,
3acTapisioro NokasHuka)) - BHeceHHs 3MiH 4o p.
3.2.P.7. Cuctema KoHTeliHep/ 3aKynoproBasibHUIA
3acib, a came i3 cneumdikavii N5 nakysanbHOT
cmonu LDPE BunyyeHo nokasHuk “Substance
Soluble in Hexane". 3 meToto NpuBeAeHHA pefakuii
cneumnadikauii nakysanbHoi cmonun LDPE y
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BIANOBIAHICTb A0 cneundikauii BUpOGHMKa BHECEHI

CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa

nakysasibHOI cmonv LDPE y 3B’A3Ky 3i 3MiHOIO Ha3BU

pepakuiiiHi 3mMiHu: O6’egHaHHS NOKa3HUKIB
«K0NbopoBICTb» Ta «30BHiLLHIl BUrNAL» B OAWH
NoKasHUK «Onnc»; O6’efHaHHA NOKa3HWKIB
«KNCNOTHICTb» i «JTy)XHICTb» B OfUH NOKAa3HUK
«KncnoTHICTb/JTyHICTb»; PeaakuiliHa 3miHa 3 n.
«Additives: TLC» Ha «Additives»; [logaBaHHs
npumitkn “Performed only if Non-Volatile Residue
exceeds 5 mg” go n. Residue on Ignition; 3miHun |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NTikapcbkuii 3aci6.

nocTavyasnbHvKa nakyBasibHVUX martepianis abo
KOMMNIEKTYHUNX (AKLWO 3a3Ha4eHO B [OCbE)
(BUNYyYEHHA NocTavasibHUKa) - BHECeHHs 3MiH [0 p.
3.2.P.7. CncTtema KoHTeliHep/3aKynoproBasibHWiA
3acib, a came 3MiHa Ha3BW NocTavasibHUKa

cy6’ekTa nignpuemMHULILKOI AisnbHocTi 3 DuPont Ha
Dow; 3miHu | Tvny - AgMIHICTPaTUBHI 3MiHW.
BunyyeHHs BUPOGHMYOI AiNbHULI (BK/THOYAOUM
AinbHULU ana A®l, npoMixHOro npoAykTy abo
roTOBOrO JIiKaPCbKOro 3acoby, AinbHULi Ans
npoBefAeHHs NakyBaHHS, BUPOOHUKA,
BiANOBIAa/IbLHOrO 3a BMUNYCK Cepiit, MicLe
npoBefeHHs KOHTPOJIH cepii) abo nocTavasibHMKa
BMXiHOTO Matepiany, peareHTy abo AONOMiXHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) - BunyyeHHs
OinbHUU [xeHeHTek IHK., AHA Beii, niBgeHb CaH-
®paHuucko, CA 94080, CLLA 3 BupobHULTBA
Hepo3chacosaHoi npogykuii. (3anvwaerbcs
3aTBepmxeHa AinbHnusa Byactok Ctepaiin ContowH3
IHK., CLUA (BMPOGHMLITBO Hepo3dacoBaHoT
NPOAYKLiT, NepPBMHHE NaKyBaHHS), sika BUKOHYE Taky
camy doyHKU0); 3MiHM | TURy - 3MiHK 3 AKOCTI.
['oTOBWIA Nnikapcbkumii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMMX MeX
NepBMHHOT YNakoBKM rOTOBOTO MiKapCbKOro 3acoby
(aonoBHeHHSA cneuudikaLyii HOBUM NOKa3HUKOM 3
BiANOBIAHUM METOA0M BMNPOGYBaHHS) - BHeCceHHs
3MiH 8o p. 3.2.P.7. Cuctema KoHTeliHep/
3aKynopoBasTbHKiA 3aci6, a came cneuudikadiio Ans
nakysasibHoi cmonv LDPE gonoBHeHO
nokasHukom”ldentification B”; 3MiHu | Tuny - 3miHn 3
AKocTi. FoToBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBa/ibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX

NepBUHHOT yNakoBKM rOTOBOTO NiKapCbKOro 3acoby
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Hassa Popma sUMYCKY 3assBHUK
JliKapcbKo20 | (nikapcbka ¢hopma,
3acoby

Kpaina Bupo6HuK
3asBHUKa
ynakoska)

n/n

Kpaina PeecmpayjitiHa npoyedypa
BUPOGHUKa

Ymosu
Bionycky
(monoBHeHHS cneuudikaLii HOBUM NOKa3HUKOM 3
BiAMNOBIAHUM METOA0M BUNPOOYBaHHS) - BHECEHHS
3MiH Ao p. 3.2.P.7. Cuctema koHTeliHep/
3aKyrnoproBasibHWiA 3acib, a came cneuudikauiio ans
nakyBasibHoi cmonv LDPE f0NOBHEHO NOKa3HUKOM
“Absorbance” («[MornuHaHHA») i3 Aimitamu; 3MiHn |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NTikapcbkuii 3aci6.
CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneuudgikauii Ta/abo AoNYyCTUMUX MEX
NepBMHHOT YNaKoBKM rOTOBOTO /IiKaPCbKOro 3acoby
(4onoBHEHHS cneuudikayii HOBUM NOKA3HUKOM 3
BIANOBIAHUM METOA0M BUNPOOYBaHHS) - BHeceHHsA
3MiH go p. 3.2.P.7. Cuctema
KOHTeliHep/3akKynopoBasbHuii 3aci6, a came
cneuunagikauito ansa nakysasibHOI cmonv LDPE

Peknamys Howmep
aHHsT* peecmpayiliHo2o
nocsio4eHHs1

[0MNoBHEHO noka3Hukom “Extractable Heavy
Metals”i3 nimitamu; 3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBa/ibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNakoBKM rOTOBOTO NiKapCbKOro 3acoby
(monoBHeHHS cneuudikavii HOBUM NOKa3HUKOM 3
BiAMNOBIAHUM METOA0M BUNPOOYBaHHS) - BHECEHHS
3MiH Ao p. 3.2.P.7. Cuctema KkoHTeliHep/
3aKyrnoproBasibHWiA 3acib, a came cneuudikauiio ans
nakysasibHoi cmonv LDPE [0NOBHEHO NOKa3HUKOM
“Bioburden”(bionoriuHe HaBaHTaXeHHS) i3 NimiTamu;
3miHu | TMny - 3MiHK 3 AKOCTI. FOTOBUIA NiKAPCbKUiA
3aci6. Cuctema KoHTeliHep/3aKkynoptoBasibHUiA 3aci6.
3MiHa napameTpiB cneyudikauii Ta/abo
[OMYCTUMMX MEX NEePBUHHOT YNakoBKV1 rOTOBOrO
NiKapcbkoro 3acoby (40NOBHEHHSA cnevudikawii
HOBMM MOKA3HVKOM 3 BiNOBIgHUM METOA0M
BMNPOGYyBaHHS) - BHeceHHs 3miH go p. 3.2.P.7.
CucTeMa KoHTeliHep/ 3aKynoptoBasibHuiA 3aci6, a
came cneuudikauito gns nakysanbHoi cmonn LDPE
[OMOBHEHO NOKa3HMKOM “Cytotoxicity”; 3miHum | Tuny -
3MiHu 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMMX MeX
NepBMHHOT YNakoBKM rOTOBOTO MiKapCbKOro 3acoby
(aonoBHeHHSA cneuudikaLyii HOBUM NOKa3HUKOM 3
BiANOBIAHUM METOA0M BMNPOGYBaHHS) - BHeceHHs
3MiH o p. 3.2.P.7. Cuctema KoHTeliHep/
3aKynopoBasbHKiA 3aci6, a came cneuudikadiio Ans
nakyBasibHOI cmonv LDPE fonoBHEHO NOKa3HUKOM
“Differential Scanning Calorimetry”
Tabnetky, in bulk: Mosi Xenc Casa Xesnckea IHgis/ BHECEHHS 3MiH [10 peecTpaLiiiHnx maTepiasis: 3MiHu

183. | NYNbMOJIOP

Lseiuapi

He

UA/10379/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep

peecmpayiliHo2o

nocsio4YeHHs

®

no 5000 TabneTok y
noaBiliHMX
nonieTnIeHoBmX
naketax

m6X

Nta, IHAis
Megiton
dapmacbloTikas
nta., YropwuHa

YropuwmHa

| Tuny - AgMiHiCTpPaTVBHI 3MiHK. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy 3asBHVKa (BNnacHuKa
peecTpauiiHoro noceigyeHHs) 3MiHa agpecu
3a8BHMKa (BNacHvKa peecTpauiiHoro NocBigYeHHs).
TepMiH BBEEHHS 3MiH NPOTAroM 6 micAuiB nicns
3aTBEPLKEHHA 3MiHM | TUNy - 3MiHW Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnagy (iHwi
3MiHM) 3MiHVM BHECEHO B TEKCT MapKyBaHHS
BTOPWHHOT yNakoBKM NikapcbKoro 3acoby y n. 8.
«[JATA 3AKIHYEHHA TEPMIHY MPUOATHOCTI».
3MiHW Y TeKCTi MapkyBaHHs dhopmu in bulk 13 B
po3gini "Aarta 3akiH4eHHA TepMiHy npugaTHocTi",
BiANOBIAHO [0 SKMX «TEPMiH NPUAATHOCTI»
TPaKTYETLCA SK OCTaHHII Micaub npuaaTtHocTi /13, Ta
naty 6yge 3asHauyeHo B hopMi «mm/pppp». fitoya
pepaxkuis: 8. AATA 3AKIHYEHHA TEPMIHY
NPUOATHOCTI MpuagatHuii go: MNponoHoBaHa
pepakuisi: 8. JATA 3AKIHUEHHA TEPMIHY
MPNOATHOCTI TepmiH npugaTHoCTi: TepMiH
BBEJEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
3aTBEPLPKEHHS.

nionsieae

184.

nynbMonorp
®

Tabnetku, no 10
Tabnetok y 6nictepi;
no 1 a6o 2 6nictepu
B KapTOHHIiA
ynakoBLij

MoBi Xernc
m6X

Leiiuapi
A

CaBa Xesckea
nta, HAis
Megiton

dapmacbloTikan

nrta., YropwuHa

IHgis/
YropumHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMNy - AgMiHICTpPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa (BnacHuka
peecTpauiiHoro noceigyeHHs)) 3MiHa agpecu
3asBHMKa (BNacHvKa peecTpauiiiHoro nocBigYeHHs).
TepMmiH BBELEHHS 3MiH NpOTArom 6 micauis nicns
3aTBepmKeHHs 3MiHu | Tuny - 3MiHu Wwoao
6e3nekn/edekTBHOCTI Ta thapMakoHarniagy (iHLwi
3MiHM) 3MiHV BHECEHO B TEKCT MapKyBaHHS
BTOPWHHOT YNakoBKW liKapCbKoro 3acoby y n. 8.
«JATA 3AKIHUEHHA TEPMIHY MPUOATHOCTI».
3MiHKn y TekcTi MapKyBaHHsa chopmu in bulk /13 B
po3gaini "Jarta 3akiH4eHHs TepMiHy NpuAaTHOCTI",
BiANOBIAHO [0 AKX «TEPMiH NPUAATHOCTI»
TPaKTYETbCA AK OCTaHHI Micaub npuaaTtHocTi /13, Ta
naty 6yge 3asHadeHo B popMi «mm/pppp». ditoua
peaakuisi: 8. JATA 3AKIHUEHHA TEPMIHY
MPUOATHOCTI MpugatHuii fo: NponoHoBaHa
pepaxkuis: 8. AATA 3AKIHYEHHA TEPMIHY
MPUOATHOCTI TepmiH npugatHocTi: TepmiH
BBEJEHHS 3MiH - NpoTArom 6 micAuis nicns
3aTBEPAKEHHS.

6e3
peyenma

nionsieae

UA/10378/02/01

185.

PEKOBE/Ib

PO34UH A1s1 iH'EKLLIA
no 36 mkr/1,08 mn;
CKNSAHWI
6araTtono3oBuii
KapTpuaK o6’emom 3

deppiHr
dPapmaves
TKan3
AIC

[aHia

Bio-TexHonopxi
[xeHepan
(I3painb) N14.,
I13painb
(KkOHTpO/Tb

13pains/
HimeuunHa/
Benvka
BpuTania/
Benukobput

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHK

| TNy - 3miHK 3 AkocTi. API. KoHTponb AdL. 3miHa 'y

napameTpax cneuudikauii Ta/abo AONYCTUMUX MEX,
BM3HaUYeHUX y cneyndikauisx Ha A®l, abo
BMXigHWIA/NPOMIDKHUIA NpoAyKT/peareHT, Wwo

3a
peyenmom

UA/17969/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

mn (ckio Tuny 1) 3 AKOCTI aHis BVIKOPVCTOBYIOTbCS Y Npoueci BupobHuutea Ad|

nopLUHeM i3 (6ionorivHwuif)); (BUNYyYEHHA HE3HAYHOr0 NOKa3HMKa SKOCTI

6pom6yTNI0BOrO Bettep ®apwma - (Hanpuknag BUyYEHHS 3acTapifioro nokasHuka))

Kayuyky Ta ®epTiryHr Fm6X BHECEHHS HE3HAYHWX 3MiH Y BUPOOHUYOMY npoLeci

06XNMHOI0 i Ko. KT, Lito40i pevoBUHY, a caMe- BUTyYEeHHS He3HaYHOro

/IIOMIHIEBOIO HimeuunHa napameTpa cneuudikauii «Mepesipka winicHoCTi

KPULLKOHO 3 (Bi3yasibHui inbTpax», Npy BXiAHOMY KOHTPO/I BHYTPILLIHBOrO

BK1aJKO0 3 Kayuyky, KOHTPO/b); npoteccy B1nNpo6yBaHb HecTepuizauiiHux

NOMILLLEHWIA Y
LUNpUL-pyyKy, no 1
LWNpNL-pyyLi y
KOMMNeKTi 3 9
CTepUIbHUMM
ronkamu gns
iH'eKLil (3
Hepxasitoyoi cTai)
Y KapTOHHili kopobLi

BetTep ®apma-
®epTiryHr Fm6X
i Ko. KT,
HimeuunHa
(BUpOGHMLTBO,
nepBuHHe
nakyBaHHs,
NPOMiKHWI
KOHTPO/b B
npoueci
BMPOGHULITBA
(mikpobionoriyHu
i, 3aranbHuii Ta
dhyHKLiOHaIbHM
11), KOHTPO/b
AKOCTI
(mikpo6ionoriyHn
1), BidyanbHWi1
KOHTPO/b);
BetTtep ®apwma-
PepTiryHr MTM6X
i Ko. KT,
Himeyunna
(NpomixHWiA
KOHTPO/b B
npoueci
BMpOOHULTBA
(mikpobionoriyHu
i, 3arasibHnin Ta
hyHKLiOHaNbHU
1), KOHTPO/b
AKOCTI
(mikpobionoriyHu
1), BisyanbHui
KOHTPO/b);
BetTep ®apma-
®epTiryHr Frm6X
i Ko. KT,
HimeuyunHa
(NpoMixHWiA

iNbTPIB, AKi BUKOPUCTOBYHOTLCA B NPOLECI
BMPOGHMLTBA Ai04O0T peyoBUHU, a came DoiTPoniHy
fAenbTa, AN1A roTOBOro /iKapcbKoro 3acoby
PekoBesb, po3unH AN iH'ekujid. JaHa 3miHa He
BM/IMBAE Ha creumdikavilo Ta MeToau KOHTPOsIH0
rOTOBOrO JlikapCbKOro 3acoby. 3miHum | Tuny - 3MiHun 3
aKkocTi. A®l. Bupo6bHMLTBO. 3MiHW B NpoLeci
BMPOGHMLTBA AD| (HE3HAaYHA 3MiHa Y NMpoLEeCi
BUpO6HULUTBA API) BHECEHHSA HE3HAYHUX 3MiH Y
BVMPOGHMYOMY NPOLIECI Ail040i PEYOBMHM, a came-
JofaBaHHA a/IbTEPHATVIBHOIO NocTavyasibHUKa
(Sartorius) ansa ginbTIB, AKi BUKOPUCTOBYHOTHLCA B
npoueci BUpOOHULITBA | KOHTPOTKKTLCS NP
BHYPILUHbOMY MPOL,ECi 3MEHLLEHHS
6ioHaBaHTaXeHHs, 3 po3mipoM nop 0,2 MKm
«Sartopore platinum sterile caps». BHeceHHs
pefakuiiH1X 3MiH, 06 BUNpaBuTW NMOMW/IKY B OMUCI
BXiIHOr0 iAeHTUdiKaLiiHOro TecTy A1 NIFOACHKOro
iHcyniHy 3 «NIR» Ha «ELISA».
[aHa 3miHa He BN/MBae Ha cneuyudikadio Ta
MeTOAW KOHTPOO rOTOBOrO NiKapcbkoro 3acoby.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs1

KOHTPO/b B
npoueci
BMPOGHULITBA
(mikpobionoriyHn
i, 3aranbHnii Ta
YHKLiOHaNbHM
1), KOHTPONb
AKOCTI
(mikpobionoriyHu
1), BidyanbHWi1
KOHTPONb);
KoBaHc
Na6opatopis
NimiTen, Benvka
BputaHis
(koHTpOsb
AKOCTI
(6ionorivHuit));
®eppiHr FTM6X,
HimeuyunHa
(BignoBiganbHWiA
3a BUNycK cepil,
KOHTPO/b SIKOCTI
(XiMiYHW Ta
TOYHICTb
[03yBaHHSA));
PeppiHr
KoHTponnes
TepaneBTikc
Nimites,
BenukobpuTanis
(BMpPOGHULTBO
(36ipka wnpwu-
pyyKku Ans
iH'ekuin),
MapKyBaHHs,
BTOPWHHE
nakyBaHHSA Ta
BUMNYCK cepil,
KOHTPO/Ib SIKOCTI
(TouHicTb
[03yBaHHs))

186.

PEKOBE/1b

PO34MH A5 iH'EKLNA
no 72 mkr/2,16 mn;
CKNSAHUIA
6araTo030BuiA
KapTpuapx o6’emom 3
M/ (ckno Tuny |) 3

deppiHr
dapmaues
TUKaU3
AIC

[aHia

Bio-TexHonomxi
[xeHepan
(Ispainb) N74,.,
I3painb
(KOHTpPO/b
AKOCTI

I3pains/
HimeuwunHa/
Benuvka
BputaHis/
Benvkobput
aHis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - 3miHn 3 AkocTi. APL. KoHTponb APL. 3miHa y
napameTpax crneundikauii Ta/abo AONyCTUMUX MEX,
BM3HAYeHNX Yy cneundikauisx Ha A®l, abo
BMXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BVIKOPVCTOBYIOTbCSA Y Npoueci BupobHuytea APl

3a
peyenmom

UA/17969/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
MOPLUHEM i3 (6ionoriyHwuif)); (BUTyYEHHS HE3HAYHOrO NOKa3HMKa SKOCTI
6pom6yTMNIOBOrO BetTtep ®apwma - (Hanpuknag BUNyYeHHs 3acTapifioro nokasHuka))
Kayuyky Ta PepTiryHr Fm6X BHECEHHS HEe3HaYHWX 3MiH Y BUPOOHUYOMY npoLeci
06XXMMHOI0 i Ko. KT, [il040i PEYOBVHM, & came- BUTyHYEeHHS] He3HaYHOro
aNIOMIHIEBOIO HimeyunHa napameTpa crneumdikauii «IMepesipka LinicHoCTi
KPULLIKOIO 3 (BisyanbHwii inbTpax», Npy BXiAHOMY KOHTPO/I BHYTPILLIHLOrO
BK/12AKOI0 3 KayuykKy, KOHTPO/b); npoueccy BUNpobyBaHb HeCTepui3auiliHmiX

MOMILLEHUIA Y
LLINPUL-PYYKY, Mo 1
winpnL-pyyLi y
KomnnekTi 3 15
CTepUIbHUMM
ronkamu gns
iH'eKUN (3
Hepxasitouoi cTai)
Y KapTOHHiIli kopoobLi

BetTep ®apma-
®epTiryHr Frm6X
i Ko. KT,
HimeyunHa
(BUpOGHMLTBO,
nepBuHHe
nakyBaHHs,
NPOMiKHUI
KOHTPO/b B
npoueci
BMPOGHULITBA
(mikpo6ionoriyHn
i, 3aranbHnii Ta
YHKLiOHaNbHM
1), KOHTPONb
AKOCTI
(mikpo6ionoriyHu
1), Bi3yanbHWi1
KOHTPONb);
BetTep ®apma-
®epTiryHr Fm6X
i Ko. KT,
HimeuunHa
(NMpomixHWiA
KOHTPO/b B
npoueci
BMPOGHULITBA
(mikpobionoriyHu
i, 3aranbHuii Ta
dhyHKLiOHaIbHM
11), KOHTPO/b
AKOCTI
(mikpo6ionoriyHn
1), BidyanbHWi1
KOHTPO/b);
BetTtep ®apwma-
PepTiryHr MTM6X
i Ko. KT,
Himeyunna
(NpomixHWiA
KOHTPO/b B

QiNbTPIB, AKi BUKOPUCTOBYOTLCA B NPOLECI
BMPOGHMLTBA Ai040I peYoBUHU, a came hoiTponiHy
JenbTa, 719 roTOBOro /1iKapCbKoro 3acody
PekoBenb, po3unH A1 iH'ekyiii. JaHa 3MiHa He
BNAMBaE Ha crneumndikalilo Ta MeToAN KOHTPOII0
rOTOBOrO /1iKapCbKOro 3acoby. 3miHu | Tuny - 3miHun 3
AKocTi. A®l. BUpo6bHULUTBO. 3MiHM B NpOLECi
BMPOGHUMLTBA AD| (HE3HAYHA 3MiHa Y NpoLeci
BMPOG6HMLTBA ADI) BHECEHHS HE3HAYHMX 3MIH Y
BUPOGHMYOMY NPOLECI Ailo40T PevyoBMHK, a came-
[ofiaBaHHsA anbTepPHATMBHOIO NocTavyasibHuKa
(Sartorius) Ansa giNbTpIB, AKi BUAKOPUCTOBYHOTLCS B
npoueci BUPOGHMLTBA | KOHTPO/IOTLCA NPU
BHYPILUHLOMY MPOLECi 3MEHLLEHHS
6ioHaBaHTaXeHHs, 3 po3mipom nop 0,2 MKm
«Sartopore platinum sterile caps». BHeceHHs
peaakuifiHnX 3MiH, W06 BUNPaBUTY NOMUJIKY B ONKCI
BXiIHOrO iAeHTudikaLiiHOro TecTy 415 /II0ACHKOro
iHcyniHy 3 «NIR» Ha «ELISA».

[aHa 3miHa He BN/iMBaE Ha cneuumdikauiio Ta
MeTOAW KOHTPOJIH0 rOTOBOTO JliKapCbKoro 3acoby.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs1

npoueci
BMpOOHULTBA
(mikpobionoriyHu
i, 3arasibHNin Ta
PYHKLiOHA/TbHU
1), KOHTPO/b
AKOCTI
(mikpobionoriyHu
1), BisyanbHuii
KOHTPO/b);
KoBaHC
NabopaTtopi3
NimiTen, Benuka
BpuTaHia
(koHTpO/b
AKOCTI
(6ionorivHwuif));
®eppiHr FTM6X,
HimeyunHa
(BignoBiganbHWiA
3a BUNycK cepil,
KOHTPO/b SIKOCTI
(XiMiuHMI Ta
TOYHICTb
[03yBaHHS));
PeppiHr
KoHTponnesn
TepaneBTikc
Nimitepn,
BenukobpuTanis
(BMPOGHMLTBO
(36ipKka wnpwuu-
pyyku ons
iH'ekujin),
MapKyBaHHS,
BTOPWHHE
nakyBaHHSA Ta
BUNYyCK cepil,
KOHTPO/b AKOCTI
(TouHiCTb
[03YBaHHA))

187.

PEKOBE/1b

PO34NH ANS iH'EKLINA
no 12 mkr/0,36 mn;
CKNSIHWI
6araTto030BUiA
KapTpugK o6’emom 3
M (ckno tuny 1) 3
NOpLUHEM i3

PeppiHr
dapmaues
TUKan3
AIC

NaHis

Bio-TexHonoaxi
[xeHepan
(I3painb) N14.,
I3painb
(koHTpO/Tb
AKOCTI
(6ionorivHuin));

I13paine/
HimeuunHa/
Benvka
Bputanis/
Benukobput
aHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TNy - 3miHK 3 AkocTi. ADI. KoHTponb AdI. 3miHa 'y
napameTpax crneuudikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHNX Yy cneundikauisx Ha A®l, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BUKOPUCTOBYIOTLCA Y NpoLeci BUpobHuuTea APl
(BUTyYEHHS HE3HAYHOTO NOKa3HMKa SKOCTI

3a
peyerimom

UA/17969/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6pombyTMNI0BOro BetTep ®apma - (Hanpukiag BUTyYEHHS 3aCTapifioro NokasHuka))
Kayuyky Ta PepTiryHr MTM6X BHECEHHS He3HaYHUX 3MiH Y BUPOGHMYOMY npoueci
06XMMHO0 i Ko. KT, Ai040T peYOBYHY, a came- BUSTYYEHHSI HE3HAYHOTo
a/IlOMIHIEBOIO HimeuyunHa napameTpa cneuudikauii «Mepeipka UinicHOCTI
KPULLIKOIO 3 (Bi3yanbHui inbTpa», Npu BXiAHOMY KOHTPOI BHYTPILLHLOrO
BK/1AZIKOO 3 Kayuyky, KOHTPO/b); npoueccy BUNpo6yBaHb HeCcTepunisauiliHux

MOMILLIEHUA Y
LUNpUL-pyyKy, no 1
wInpuUL-pyyLi y
KOMnnekTi 3 3
CTepUIbHUMM
ronkamu ans
iH'eKUin (3
HepXasitouol cTasi)
Y KapTOHHii Kopobuj

BetTtep ®apwma-
PepTiryHr MTM6X
i Ko. KT,
Himeyunna
(BMPOGHMLTBO,
nepBuHHe
nakyBaHHs,
NPOMiXHUI
KOHTPO/b B
npoueci
BMpOOHULTBA
(mikpobionoriyHu
i, 3arasibHNin Ta
hyHKLiOHaNbHU
1), KOHTPO/b
AKOCTI
(mikpobionoriyHu
1), BisyanbHui
KOHTPO/b);
BetTep ®apma-
®epTiryHr Frm6X
i Ko. KT,
HimeuyunHa
(NpomixHwiA
KOHTPO/b B
npoueci
BMPOGHULITBA
(mikpo6ionoriyHn
i, 3aranbHnii Ta
YHKLiOHaNbHU
1), KOHTPONb
AKOCTI
(mikpobionoriyHu
1), Bi3yanbHWi1
KOHTPONb);
BetTep ®apma-
®epTiryHr Fm6X
i Ko. KT,
HimeuunHa
(MpomixxHWiA
KOHTPO/b B
npoueci

iNbTPIB, AKi BUKOPMUCTOBYHOTLCS B MPOLECI
BMPOGHULTBA Ait0H0I pevoBUHU, a came honiTponiHy
AenbTa, 415 roTOBOro NikapCbKoro 3acoby
PekoBenb, po3unH ans iH'ekyiin. JaHa 3MiHa He
BM/IMBAE Ha cneumdikaLilo Ta MeToamn KOHTPOSI0
rOTOBOrO /iKapCbKOro 3acoby. 3miHu | Tuny - 3miHn 3
akocTi. A®l. Bupo6HMLTBO. 3MiHM B NpoLeci
BMPOGHMLTBA AD| (HE3HAYHA 3MiHa Y NPOLLECi
BMPO6HULTBA ADI) BHECEHHSA HE3HAYHUX 3MIH Y
BVMPOGHMYOMY MPOLIECI A1i040i PEYOBMHM, a came-
[ofaBaHHA a/lbTEPHATVBHOIO NocTavasibHuKa
(Sartorius) ansa ginbTpIB, sKi BUKOPUCTOBYHOTHLCA B
npoLieci BAPO6HMLTBA | KOHTPOIOKTLCS MPY
BHYPILUHLOMY NPOLEeCi 3MEHLUEHHS
6ioHaBaHTaXeHHs, 3 po3mipom nop 0,2 MKm
«Sartopore platinum sterile caps». BHeceHHs
pefakuifiHUX 3MiH, 106 BUNPaBUTW NMOMW/IKY B OMUCI
BXiJHOTO iAeHTMdpiKaLiiHOro TecTy A5 N0ACHKOro
iHcyniHy 3 «NIR» Ha «ELISA».
[aHa 3miHa He Bn/MBaE Ha cneuumdikauiio Ta
MEeTOAMN KOHTPOJII0 FOTOBOrO MikapCbKoro 3acoby.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs1

BMPOGHULITBA
(mikpobionoriyHu
i, 3aranbHuii Ta
oyHKLiOHANbHM

11), KOHTPO/b

AKOCTI
(mikpo6ionoriyHn
1), BidyanbHWi1
KOHTPO/b);
KoBaHC

NabopaTtopi3

NimiTen, Benuka
BputaHis
(KOHTpPO/b

AKOCTI
(6ionoriyHwuif));
deppiHr FTM6X,
HimeuunHa

(BignoBiganbHuiA

3a BUNycCK cepil,

KOHTPO/b AKOCTI

(XiMiYHWIA Ta
TOYHICTb

[03yBaHHsA));

deppiHr

KoHTponnes

TepanesTikc

Niviteg,

BenukobpuTaHis

(BpO6HMLTBO
(36ipka wnpwu-

pyyku ans
iH'eKLilA),

MapKyBaHHS,

BTOPWHHE
nakyBaHHS Ta

BWMYCK cepil,
KOHTPO/b SIKOCTI

(TouHicTb

[,03yBaHHs))

188.

PEMI®EHTA
HIN-BICTA

NOPOLLOK AnA
KOHLeHTpaTy ans
PO34nHY A5 iH'EKUINA
a6o iHdysiid, no 1
Mr; Y chnakoHi
CKIsiHOMY; MO 5
oNakoHiB y
KapTOHHI/ Kopobui

MicTtpan
Kenitan
MeHexm
eHT
Nimiteq

AHrnifA

NABOPATOPIO
PEUI )XO®PE,
CA.

IcnaHis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3MiHu
| TMny - 3MiHK 3 AKOCTi. FOTOBMIA NikapCbknin 3aci6.
MpoeKkTHWIA NpoCTip Ta nicispeecTpavyiiHWii
NPOTOKOA YNpaBfiHHA 3MiHaMU. BHECEHHS 3MiH, L0
nepenbayeHi y 3aTBepgkeHoMy NpoTOoKOAi
ynpaB/iHHA 3MiHaMK (BHECEHHS 3MiHW BUMarae
nojanbLunx NigTBEPIKYBANIbHUX AAHUX) 3MiHU, LLLO
CTOCYHTbCS 36i/IbLLIEHHST po3Mipy cepii Ao 213190

3a
peyenmom

UA/19280/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep

peecmpayiliHo2o

nocsio4YeHHs

dhnakoHiB (278 n) [oAaTKOBO [0 BXe
3aTBepAxeHoro po3mipy cepii 50000 chnakoHiB (66
n) ANa Ao3yBaHHA Mo 1 mr, 2 Mr. 3MiHu | Tuny -
3MiHM 3 sKoCTi. [0TOBWMIA Nikapcbkuii 3aci6.
MpoeKTHWIA NpoCTip Ta nicispeecTpavyiiHmii
NPOTOKO/ YNpaBAiHHA 3MiHaMW. BHECEHHS 3MiH, L0
nepegbayeHi y 3aTBep)keHOMy NPOTOKOi
ynpas/iiHHA 3MiHaMy (BHECEHHSA 3MiHV BUMarae
noAasibLuMX NiATBEPLKYBAIbHUX AaHWX) 3MiHW, WO
cTocyloTbCA aganTaLii BUPoOHUYOoro npouecy Ao
HOBOro 06nafHaHHs, L0 BUKOPUCTOBYETLCA Ha
HOBI1 BUPOBHWYIN AiNsAHLI, WO po3TalloBaHa Ha
3aTBEepKEHOMY NiAMPUEMCTBI 3 BUPOGHMLTBA
nikapcbKoro 3acoby (3aTBepkeHo: current
manufacturing process manufactured in ZE1,;
3anponoHosaHo: proposed manufacturing process
manufactured in ZE3)

189.

PEMI®EHTA
HIN-BICTA

MOPOLLIOK A5
KOHLieHTpaTy Ans
PO34UHY ON15 iH'EKLIA
abo iHdysii, no 2
Mr; Y cpriakoHi
CKIsiHOMY; No 5
h1aKoHIB y
KapTOHHIA KopoobLi

MicTtpan
Kenitan
MeHeaxm
eHT
NimiTen

AHrnif

NNABOPATOPIO
PEUI )XOPPE,
C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TNy - 3MiHK 3 AKOCTi. [OTOBMIA Nikapcbkuii 3aci6.
MpoeKTHWIA NpocTip Ta nicnspeecTpavyiiHmii
NPOTOKO/ YNpPaBAiHHA 3MiHaMN. BHECEHHS 3MiH, L0
nepenbayeHi y 3aTBep)keHOMY NPOTOKO
ynpaB/iiHHA 3MiHaMy (BHECEHHSA 3MiHV BUMarae
noAasibLMX NiATBEPLKYBASIbHUX AaHWX) 3MiHW, L0
CTOCy0TbCS 36iNbLUEHHS po3mipy cepii o 213190
hnakoHiB (278 1) LOAATKOBO A0 BXe
3aTBEpAKeHOro po3mipy cepii 50000 chnakoHiB (66
n) NS fosyeaHHA no 1 mr, 2 mr. 3minu | Tny -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
MpoekTHMIA NpocCTip Ta nicnspeecTpayiiHnii
MPOTOKO/ YNpaB/liHHA 3MiHaMW. BHeCeHHs 3MiH, Lo
nepefbayeHi y 3atBepxeHoMy NpoToKoNi
ynpasiHHA 3MiHaMK (BHECEHHS 3MiHW BUMarae
noAasibLuMX NiATBEPKYBASIbHUX AaHMX) 3MiHW, L0
cToCyTbCA aganTalii BUpobHU4oro npouecy Ao
HOBOro 06/1ajHaHHS, LLIO BUKOPUCTOBYETLCS Ha
HOBIli BUPOGHWUIl AiNSHLI, WO po3TalloBaHa Ha
3aTBEepAKEHOMY MiANPUEMCTBI 3 BUPOOHUMLTBA
nikapcbKoro 3acoby (3aTBepkeHo: current
manufacturing process manufactured in ZE1;
3anponoHoBaHo: proposed manufacturing process
manufactured in ZE3)

3a
peyerimom

UA/19280/01/02

190.

PEHHI® 3
AME/NMbCUHO
BUM
CMAKOM

TabneTKn XyBaslbHi;
no 12 tabneTtok y
6nictepi 3
nepdopadieto; no 1
ab6o no 2 6nictepu B
KapTOHHI KopobLyj;

Baiiep
KoHcblome
p Kep Al

LBeiiuapi
A

Lenbthapm
[aitapg

PpaHuis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - 3MiHK 3 AkocTi. A®I. CTabinbHicTb. 3MiHa
nepiofy NOBTOPHUX BMNPOGYBaHb/nepiogy
36epiraHHa abo ymoB 36epiraHHa Ad®I (3a
BiJCYTHOCTI Y 3aTBepKEHOMY [0ChE cepTudikara
BiANOBIAHOCTI €Bponeiickbkili hapmakonei, Lo

6e3
peyenma

UA/7799/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

no 6 TabneTok y
6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHI KopoobLi

BK/1HOYAE Mepiof, NOBTOPHOTO BMNPOGYBaHHS)
(nepiof noBTOpHOro BUNpPobyBaHHA/Nepios
36epiraHHs) - 36iNbLUEHHA abo BBEAEHHS nepiogy
NMOBTOPHOro BMNpobyBaHHsA/nepiogy 36epiraHHsA Ha
OCHOBI pe3y/bTaTiB JOC/iMKeHb Y peasibHOMY Yaci -
BBeneHHs nepioy NOBTOPHOro BMNPO6yBaHHS
MPOTAroM 2 pokiB A1 kapboHaTy kautbLito. 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a0
BW/yYEHHS cepTudikarta BifgnoBigHOCTI
€Bponevicbkiin hapmakonei: ans A®l; ans BuxigHoro
mMartepiany/peareHTy/npoMbKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[O0MOMDKHOT peyoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTudiikaT Bif y)xe 3aTBepXeHOro BUPOOHHMKa -
MoaaHHsA OHOB/IEHOTO cepTMdikaTy BiANOBIAHOCTI
€sponelicbkinn hapmakonei CEP R1-CEP 2001-366-
Rev 04 (nonepeaHs Bepcia R1-CEP 2001-366-Rev
03) ana A®Il kapboHaTy KasibLiito Bif, BXe
3aTBepAXeHoro BupobHuka — Omya SAS, France.

191.

PEMNArCAN

KOHLLeHTpaT Ans
po34nHy Ans
iHdpysiiA, 1 mr/mn; no
3,5 M/1 KOHLUeHTparty
y donakoHi, no 1
donakoHy B
KapTOHHI Kopobui

Takena
dapmachb
toTiKan3
IHTEepHeLw
HN Al
IpnaHgis
BpeHu

IpnaHgjs

BiANOBIAa/IbHUI
3a BUNycCK cepil:
LWaviep
dapmacbloTikan
3 IpnaHgis
Nimiten,
IpnaHgjs;
BMPOGHMLTBO
nikapcbKoro
3acoby,
KOHTPO/b SIKOCTI
cepil, BisyanbHa
iHCMekuis:
BetTep ®apma-
depTirtoHr MmMoX
EHA Ko. KT,
HimeyumnHa;
BMPOBHULITBO
nikapcbKoro
3acoby,
KOHTPO/b SIKOCTI
N3: KeHaxiH
Bano®apma,
NTA (n6a
EmepgxeHT

Ipnangis/
HimeuunHa/
cuwA/
Cnony4yene
KoponiscTBO
/
Higepnangu

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHK
| Tuny - 3miHK 3 skocTi. A®l. BupobHuuTtBo. 3MiHK
BMNPO6YBaHb ab0 LONYyCTUMUX MEX Y NpoLeci
BMpO6HMLTBa ADI, L0 BCTAHOBEHI y cnevudikaisx
(iHWi 3MmiHW) - He3HayHa 3MiHa B aHaNiTUYHIl
npoueAaypi BHYTPILLHLOBMPOOHNYOro TECTYBaHHS Ha
BipyCHy 6e3neky fAilouoi peyoBmnHM arancugasm
anba, a came BiHOB/IEHHS METOAMKM, AKa
BUKOPUCTOBYETbLCA Ha AinaHui WuXi Advanced
Therapies Inc. (kniTuHn Hela), npu 36epexeHHi
MEeTOAVKM, L0 BYKOPUCTOBYETLCS Ha AinsHui Takeda
Manufacturing Austria AG (BigeHb, ABCTpist);
BifIHOB/IEHHS 3a3HAYEHHSI BUPOOHNYNX [iNbHULb,
BiANOBIAA/IbHUX 3a TECTYBaHHS Ha BipycHy 6e3neky
BHYTPILLHbOBUPOOHNYMNX KOHTPOSIbHUX 3pa3kiB
gitoyoi pevouHn (WuXi Advanced Therapies
Incorporated, 4751 League Island Blvd,
Philadelphia, PA 19112, USA , Ta Takeda
Manufacturing Austria AG, Benatzkygasse 2-6,
Donaustadt, Vienna, 1221, Austria)

3a
peyernmom

UA/15890/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

BanoConyLwiHs
(CibiAW), CLUA;
KOHTPO/b AKOCTI
cepii, BisyanbHa
iHCneKuis:
BetTep ®apma-
®epTirtoHr MM6X
EHp Ko. KT,
HimeuunHa,;
BetTtep ®apwma-
depTirtoHr MM6X
EHa Ko. KT,
HimeyumnHa;
BizyasibHa
iHCnekuis:
BetTtep ®apwma-
®epTirtoHr MM6X
EHa Ko. KT,
HimeyumnHa;
KOHTPO/b SIKOCTI
N3: Waitep
XblOMeEH
[hxeHeTik
Tepanic, CLUA;
KOHTPO/Ib SIKOCTI
cepii: Yapnb3
Pisep
Na6opatopis
Alineng N1a,
IpnaHgjs;
KoBaHC
Na6opatopi3
Nimites,
Cnonyyene
KoponiscTBo;
MapKyBaHHS Ta
nakyBaHHs,
anctpubyuis
roToBOro
nNikapcbKoro
3acoby: EMiHeHT
Cepsices
KopnopeiiwH,
CLUA; OiEAYERN
Cannnait Yelin,
HigepnaHgu;
LiERYERN
Cannnaii Yelin,
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

Higepnangmn

192.

PUNPOHAT

Kancynu TBepai no
500 wmr; no 15
Kancyn B 6nictepi;
no 4 6nictepu B
KapTOHHI Kopobui

TOB
«YOPN[,
MEANLN

H»

YKpaiHa

YOPA[,
MEAMLVH
INIAY CAH. BE
TIDK. A.LLL

TypeyunHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3miHa
3asBHKKa 13 (MIBI) (BnacHvka peecTpaLiiHoro
noceigyeHHs) (3rigHo Hakaly MOS3 Big 23.07.2015 Ne
460): TepMiH BBE,eHHA 3MiH NPOTATOM 6 MicALiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux Npo
cuctemy thapmakoHarnsgy (BBeAEeHHS y3araslbHEHUX
AaHnx Npo cuctemy hapmMakoHarnsgy, smiHa
YNOBHOBaXEHOI 0co6M, BiANOBigaNbHOI 3a
3iicCHEHHSA hapMakoHarns4y; KOHTakTHOT 0cobu 3
hapmakoHarnsgy 3asBHUKa 415 34iCHEHHSA
thapMakoHarnsagy B YkpaiHi, KO0 BOHa BigMiHHA Bif,
YNOBHOBaXXEHOT 0CO6MU, BigNOBigabHOI 3a
3pjficHeHHs chapmakoHarnsgy (Bkoyaryn
KOHTaKTHi flaHi) Ta/abo 3MiHM Yy PO3MiLLLEeHHI macTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YMOBHOBaXEHOI 0C06Y 3aABHMKa, BiANoBifabHOT 3a
hapmakoHarnsag.

[itoua pepakuis: PycygaH Ecakis / Rusudan Esakia.
MponoHoBaHa pepakuis: Myano MNaHHa
CraHicnasiBHa. 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOT 0COOU 3asBHMKA, BifNOBigabHOI 3a
thapmakoHarnsg,. 3miHa Micus 34iCHEHHST OCHOBHOT
LiSNbHOCTI 3 thapmakoHarnagy.
3miHa MicLe3HaxomkeHHs MacTep-chaiina cucremm
dhapmakoHarnsgy.

3a
peyenmom

He
nidnsieae

UA/18295/01/01

193.

PUNPOHAT

Kancynu TBepai no
250 wr; no 10
Kancyn B 6nictepi;
no 4 6nictepu y
KapTOHHI KopoobLi

TOB
«YOPN[,
MEANLN

H»

YKpaiHa

YOPA[,
MEAVLIVH
INIAY CAH. BE
TIDK. A.LLL

TypeyunHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3miHa
3asBHKKa 13 (MIBI) (BnacHWKa peecTpawiiHoro
noceigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne
460): TepMiH BBE,€HHA 3MiH NPOTArOM 6 MicALiB
nicna 3aTBepmMkeHHs. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHK [0 y3araslbHeHUX AaHnX npo
cuctemy chapmakoHarnsgy (BBeAEeHHS y3araslbHEHUX
[aHyX Npo cuctemy hapmakoHarnsagy, smiHa
YNOBHOBaXEHOT 0CO6MU, BiANOBigaNLHOI 3a
3ilicHEeHHS dpapMakoHarns4y; KOHTakTHOT 0cobu 3
thapmakoHarnsgy 3asBHvKa 415 34iACHEHHS
hapMakoHarnsgy B YkpaiHi, KO BOHa BigMiHHA Bif,
YNOBHOBaXXEHOT 0CO6MU, BignoBigaNbHOI 3a
3pificHeHHs hapmakoHarnsgy (Bkioyaryn
KOHTaKTHi flaHi) Ta/abo 3MiHM Yy PO3MILLLEeHHI macTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YMOBHOBaXEHOI 0C06Y 3aABHMKa, BigNoBifanbHOT 3a
hapmakoHarnsag.

[itoya pepakuis: PycyaaH Ecakis / Rusudan Esakia.

3a
peyenmom

He
nidnsieae

UA/18247/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
MponoHoBaHa pepakuis: Myano MNaHHa
CraHicnaBiBHa. 3MiHa KOHTaKTHUX AaHnx
YNOBHOBaXXEHOT 0CO6U 3asBHMKA, BifNOBigabHOI 3a
thapmakoHarnsg,. 3miHa Micus 34iCHEHHS] OCHOBHOT
LifNbHOCTI 3 hapmakoHarnagy.
3MiHa MicLe3HaxoMKeHHa MacTep-ghaiina cuctemm
dhapmakoHarnsgy.
194. | PO3YBACIH TabneTku, BKPUTI OPIAHO OAE AnoTekc IHK. KaHapa BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHU 3a - UA/13316/01/01
nNiBKOBOIO CVH | TMnNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKWiA 3aci6. peyernmom
060/10HKOI0, N0 5 Mr, | JIAMGCA KOHTpo:b rotoBoro nikapcbKoro 3acoby (iHLwi 3MiHu)
no 10 TabneTtok y €HCIU3 - BUKnageHHa MK#A J13 ykpaiHCbKoH MOBOKO
6nicTepi, no 3 abo (E® 3ETI) (3aTBEPAXEHO POCINCHKO MOBOID), 6€3 3MiHM
no 6 6nicTepis B aHaniTMYHNX METOAIB, 3 HE3HAYHVMMU KOpeKLisiMy
KapTOHHI KOopooLi ONnnUCy MeTO/IB KOHTPOJIHO SKOCTI
195. | PO3YBACIH TabneTkn, BKPUTI OPTAHO OAE AnoTekc IHK. KaHaga BHECEHHS 3MiH 0 peecTpaLiiHnx maTtepiasiB: 3MiHM 3a - UA/13316/01/02
NNiBKOBOO CUH | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
060/10HKO10, Mo 10 NANDCA KOHTPO/b rOTOBOro NiKapcbkoro 3acoby (iHLWi 3MiHuW)
mr, no 10 TabneTok E€HCIUN3 - BUKnageHHs MK#A J13 ykpaiHCbKOH MOBOKO
y bnictepi, no 3a6o | (E® 3ET 1) (3aTBEPAXEHO POCICHKO MOBOHD), 6€3 3MiHK
no 6 6nictepis B aHaNITUYHUX METOAIB, 3 HE3HAYHUMU KOPEKLISIMN
KapTOHHI/ Kopobui OMncy MeTO/AiB KOHTPOJIH SKOCTI
196. | PO3YBACIH TabneTku, BKpUTI OPI'AHO OAE AnoTekc IHK. KaHapa BHECEHHS 3MiH 10 peecTpaLiliHiX maTtepianis: 3MiHU 3a - UA/13316/01/03
nNiBKOBOIO CVIH | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NikapcbKuMii 3aci6. peyernmom
060/10HKOH0, M0 20 NANGCA KOHTPO/1b FOTOBOrO NiKapCbKoro 3acoby (iHLWi 3MiHu)
mr, no 10 TabneTok €HCU3 - BUKnageHHa MK#A J13 ykpaiHCbKOoH MOBOIO
y 6nictepi, no 3 (E® 3ET 1) (3aTBEPAXEHO POCICHKO MOBOH), 6€3 3MiHK
6nictepu B AHa/TITUYHUX METOAIB, 3 HE3HAYHMMU KOPEKLLISIMN
KapPTOHHIi KOpoOLii Onncy MeToAiB KOHTPOSIHO SKOCTI
197. | PO3YBACIH TabneTkn, BKPUTI OPIAHO OAE AnoTekc IHK. KaHaga BHECEHHS 3MiH [10 peecTpauiliHix maTtepianis: 3MiHU 3a - UA/13316/01/04
N/1iBKOBOO CW/H | TNy - 3MiHK 3 AKOCTi. [OTOBWIA NikapCcbkuii 3aci6. peyenmom
060/10HKO10, M0 40 NANDCA KOHTPO/1b rOTOBOro NiKapcbkoro 3acoby (iHLwi 3mMiHu)
mr, no 10 TabneTok E€HCIU3 - BUKnageHHsa MK#A J13 ykpaiHCbKoH MOBOKO
y 6nicTepi, no 3 (E® 3ET 1) (3aTBEPAXEHO POCICHKO MOBOLD), 6€3 3MiHM
6nictepu B aHasITUYHUX METOAIB, 3 HE3HAYHUMU KOPEeKLLisMU
KapTOHHI KOpo6Li OMnncy MeTO/iB KOHTPOJIH SKOCTI
198. | PO3YKAPO® | Tabnetku, BKpUTI TOB YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU 3a - UA/11742/01/01
10 060/10HKOI0 1Mo 10 Mr | "CaHodi- Pecny6nika Il Tuny - 3miHn 3 siKkocTi. APl BUpo6HULTBO (iHLUi peyenmom
Ne90 (10x9): no 10 ABeHTIiC 3MiHW) - OHOB/IeHHSs ASMF Ha fitouy peqyoBuHy
Tabnetok y 6nictepi; YkpaiHa" po3yBacTaTuHy (y hopMi po3yBacTaTuHy KasbLieBoi
no 9 6nictepis y COni) Bif, 3aTBEPKEHOro BUpo6HMKa MSN
KapTOHHI Kopo6Lyj; Laboratories Private Ltd, IHgia (3aTBepmxeHo: ASMF
Ne90 (15x6): mo 15 version RV/AP-Ph.Eur/02/03-20 3anponoHoBaHo:
TabneTtok y 6nictepi; ASMF version RV/AP-Ph.Eur/03/10-20)
no 6 6nictepis y
KapPTOHHIi KOpooLii
199. | PO3YKAPLA® TabneTtkn, BKPUTI TOB YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHU 3a - UA/11742/01/02
20 06010HKoOt0 Nno 20 "CaHodi- Pecny6bnika Il Tvny - 3miHu 3 sKocTi. A®l. Bupo6bHMUTBO (iHLUi peyenmom
mr, Ne 90 (10x9): no ABeHTIC 3MiHW) - OHOoB/1eHHSAA ASMF Ha fjtovy peyoBuHy
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
10 TabneTok y YkpaiHa" po3yBacTaTuHy (y hopMi po3yBacTaTuHy KasbLieBoi
6nictepi; no 9 COni) Bif, 3aTBEPAKEHOro BUpo6HMKa MSN
6nicTepis y Laboratories Private Ltd, IHgis (3aTBepmxeHo: ASMF
KapTOHHI KopoobLi version RV/AP-Ph.Eur/02/03-20 3anponoHoBaHo:
ASMF version RV/AP-Ph.Eur/03/10-20)
200. | POMA3UK TabneTkun, BKpUTI Papmaves Monbwa dapmauleBTUYHU Monbwa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHK 3a - UA/13299/01/01
N1iBKOBOIO TUYHWI 1 3aBof | Tuny - 3miHK 3 AkocTi. CepTudikar peyenmom
060/10HKOI0, M0 5 Mr; 3aB0/, "Monbchapma” BignosiaHOCTI/IE-cepTucpikat signosigHoCTi
no 10 TabneTok y "Monbchap C.A. €sponelicbkin dhapmakonei/moHorpadii. NMogaHHA
6nicTepi; no 3 ma" C.A. HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
6nictepu B abo BUNyYeHHs cepTudpikarta BiANOBIAHOCTI
KapTOHHI KOpoobLyi €Bponelicbkiii hapmakonei: gns A®l; ons BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, WO
BMKOPUCTOBYHOTLCA Y BUPOOHULUTBI API; Ans
[0MNOMDKHOT peyoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBEHWIA
cepTuquikart Bif y)xe 3aTBepaKeHOro BUpobHuKa.
MopaHHA oHOBIEHOrO cepTudpikaTa BiANOBIAHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2015-240 -
Rev 00 (3atBepmxeHo: RO-CEP 2015-240 - Rev 02)
48 pitoyoi pevoBrHM Rosuvastatin calcium Big, Bxe
3aTBepmxeHoro BupobHuka Changzhou
Pharmaceutical Factory.
201. | POMA3UK TabneTkun, BKpUTI dPapmaves Monbwa dapmaueBTUYHU Monbwa BHECEHHS 3MiH [0 peecTpaviliHiX maTtepianis: 3MiHU 3a - UA/13299/01/02
NNiBKOBOIO TUYHWI 1 3aBof | TMny - 3miHn 3 akocTi. CepTudpikart peyenmom
060/10HKO10, M0 10 3aB0[, "Monbchapma” BignosigHOCTI/TE-cepTucpikart BignosigHOCTI
mr; no 10 TabneTok "Monbdap C.A. €Bponelicbkili thapmakonei/moHorpadii. MogaHHa
y 6nicTepi; no 3 ma" C.A. HOBOro abo OHOB/IEHOrO cepTudikaTa BifgnoBiAHOCTI
6nictepu B abo BUNyYeHHs cepTudikarta BiANoBIAHOCTI
KapTOHHI KOpooLyi €Bponelicbkiii papmakonei: gns A®l; ons BuxigHoro
mMartepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYHOTLCA Y BUPOOHMUTBI API; Ans
[0MNOMIKHOT peyoBuHK (cepTudikaT BignoBigHOCTI
€Bponelicbkiin dhapmakonei) - OHOBEHWIA
cepTuguikart Bif y)xe 3aTBepaKeHOro BUpobHuKa.
MoaaHHA oHOBIEHOrO cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei Ne R1-CEP 2015-240 -
Rev 00 (3atBepmxeHo: RO-CEP 2015-240 - Rev 02)
ONs aitoyoi pevosBrHM Rosuvastatin calcium Big, Bxe
3aTBepaxeHoro BupobHuka Changzhou
Pharmaceutical Factory.
202. | POMA3UK TabneTkn, BKPUTI dapmaueB Monbwa dapmaueBTUYHN Monbwa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepiasiB: 3MiHN 3a - UA/13299/01/03
NNiBKOBOO TUYHWI 1 3aBof | TMny - 3miHu 3 AkocTi. CepTudpikart peyenmom
060/10HKO0, N0 20 3aB0o/, "Monbhapma" BignosigHocTi/lE-cepTudikar signosigHocTi
mr; no 10 TabneTok "Monbdap C.A. €Bponelicbkili thapmakonei/moHorpadii. MogaHHa
y 6nicTepi; no 3 ma" C.A. HOBOro abo OHOB/IEHOrO cepTudpikaTa BifgnNoBiAHOCTI

6nictepu B
KapPTOHHI KOpooOLii

ab0o BUNYyYeHHA cepTudikarta BifnoBigHOCTI
€Bponelicbkii papmakonei: s A®l; Ans BUXigHoro
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0MNOMDKHOT peyqoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHOBEHWIA
cepTuduikart Bif yxe 3aTBepaKeHOro BUpobHUKa.
MoaaHHA OHOBIEHOrO cepTudpikaTa BiANOBIAHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2015-240 -
Rev 00 (3atBepmkeHo: RO-CEP 2015-240 - Rev 02)
ONns aitoyvoi pevosBrHM Rosuvastatin calcium Big, Bxe
3aTBepaxeHoro BupobHuka Changzhou
Pharmaceutical Factory.
203. | POMA3UK TabneTkun, BKpUTI dPapmaves Monbwa dapmauleBTUYHU Monbwa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHU 3a - UA/13299/01/04
N1iBKOBOIO TUYHWI 1 3aBof | Tuny - 3miHK 3 skocTi. CepTudikart peyenmom
060/10HKO10, M0 40 3aB0/, "Monbchapma” BignosiaHOCTI/IE-cepTucpikat BignosigHocCTi
mr; no 10 TabneTok "Monbdap C.A. €Bponelicbkili chapmakonei/moHorpadii. MogaHHa
y 6nicTepi; no 3 ma" C.A. HOBOro abo OHOB/IEHOro cepTudikaTa BifnoBiAHOCTI
6nictepu B ab0o BUNy4YeHHs cepTudpikarta BiANOBIAHOCTI
KapTOHHI KOpoobLyi €Bponelicbkiii hapmakonei: gns A®l; ons BuxigHoro
marepiany/peareHTy/npoMiKHOro MPOAYKTY, WO
BMKOPUCTOBYHOTLCA Y BUPOOHULUTBI API; Ans
[0MNOMDKHOT peyoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBEHWIA
cepTuquikart Bif yxe 3aTBepaKeHOro BUpobHUKa.
MopaHHA OHOBIEHOrO cepTudpikaTa BiANOBIAHOCTI
€sponelicbkin papmakonei Ne R1-CEP 2015-240 -
Rev 00 (3atBepmxeHo: RO-CEP 2015-240 - Rev 02)
08 pitovoi pevoBrHM Rosuvastatin calcium Big, Bxe
3aTBepaxeHoro BupobHuka Changzhou
Pharmaceutical Factory.
204. | POMALLUKN KBiTKM, Mo 30 r abo MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis: 3MiHK 6e3 - UA/6027/01/01
KBITKA no40r,abono50r, | “NiktpaBn” "Niktpasn* | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. peuyenma
ab6o no 75 r y naykax CuncTema KoHTelHep/3aKkynoptoBasibHUA 3aci6 (iHLWi
3 BHYTPILLHIM 3MiHM) BHECEHHs 3MiH A0 cneumdikawii 3 KOHTPOsIO
naketom; no 1,.5ry NepBMHHOTO NakyBasbHOro Matepiasy (Manip
pinbTp-nakeTi, No hiNbTpyBasibHWIA), a caMe [AONOBHEHHS NOKa3HMKa
20 chinbTp-nakeTiB y «laeHTUdiKaLis (30BHILLHI 03HAKM)» BKTHOYEHHAM
nauyi abo y nauui 3 [04,aTKOBMX 0O3HaK A/151 Bi3yaslbHOTO KOHTPOSHO «6)
BHYTPILUHIM NaKeToMm Konip»
205. | CAAIDIT 306ip; MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHnx maTtepiasis: 3MiHK 6e3 - UA/6114/01/01
no 75 r y naykax 3 "NikTpasun" "NikTpasn” | TNy - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbkuMii 3aci6. peuenma
BHYTPILLHIM CuctemMa KoHTeliHep/3akynoptoBasibHUiA 3aci6 (iHLi
nakeTom; 3MiHM) - BHECEHHS 3MiH A0 cneuundikawii 3 KOHTPOsIH
no 3,0 ry cinbtp- NepBUHHOrO nakyBasibHOro marepiasny (Manip
nakeTi; no 20 hiNbTpyBasibHWIA), a caMe [AONOBHEHHS MOKa3HMKa

iNbTP-NakeTiB y
nauuyi abo y nauui 3
BHYTPILLHIM
nakeTom;

«lgeHTndikayisi (30BHiLLUHI 03HaKM)» BKKOYEHHSM
[0AATKOBMX 03HAK A/1s1 Bi3yasIbHOTrO KOHTPOJO «6)
Konip».
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
no 3,0 ry chinbTp-
naketi B
iHavBigyanbHOMY
nakeTtuky; no 20
inbTp-nakeTiB y
nauuj
206. | CEPPATA® TabneTku, BKpUTI TOB YkpaiHa KYCYM IHAisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 3a - UA/7966/01/01
060/10HKOI0, «NEA®PA XENTXKEP NBT | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NikapcbKuMii 3aci6. peyenmom
KWLLKOBOPO34MHHI no | PM /1TO» NTA, IHgjs; 3MiHU y BUPO6HMLTBI. 3MiHN BUNpobyBaHb abo
10 wr, no 10 KYCYM [OMNyCTUMKX MEX, BCTAHOB/IEHUX y cneuudikauisx,
TabneTtok y ctpuni, XENTXKEP NBT nig, yac BUPOGHULITBA FOTOBOTO NiKAPCLKOro 3acoby
no 1 ctpuny B NTA, IHgis (BopaBaHHA HOBOro MeToAy BUNpobyBaHHSA Ta
KapTOHHI ynakoBL,i; L0NyCcTUMKX MeX) BHeceHHs 3MiH y cneyudikauio
no 10 TabneTtok y nif, Yyac BUPOBGHULITBA rOTOBOIO NlikapCbKoro 3acoby,
cTpuni, no 1 ctpuny a caMe BHeCEHHs BUNPOOYBaHHS 3a NOKa3HNKOM
B KapTOHHIiA «3aJ/TMLLKOBI KifIbKOCTi OpraHiyHnX poO34NHHUKIB».
ynakosLi, no 10 BnnpobyBaHHs NpOBOAMTLCA 3a BaslifOBaHO0
ynakoBOK y KOpo6Lyj; METOAMKOI0 KOHTPOJIH0 FOTOBOrO /iKapCbKOro 3acoby.
no 10 Tabnetok y K Hacnigok, B cneuydikaLito roToBOro Nikapcbkoro
cTpuni, no 3 cTpunu 3aco6y BHOCWTLCA NPUMITKA** LLL010 NepeHeceHHs
Y KapTOHHIi pe3ynbTaTiB BUNPO6GYBaHHA «3a/IULLKOBI KiSIbKOCTI
ynakosLi; no 30 OpraHiYHUX PO34YMHHUKIB» 3 KOHTPO/TO B NPOLIECI
Tabnetok y 6nictepi BMpPOGHULTBA
ab6o ctpuni; no 1
6nictepy abo
CTpUNY y KapTOHHIiA
ynakosui; no 30
Tabnetok y cTpuni,
no 5 ctpunis y
KapTOHHI ynakosL,i
207. | CUHIYNAP® | TabneTtku, BKpUTI OpraHoH LBeiiuapi Brpo6HMK Benuvka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a - UA/10208/01/03
nNiBKOBOIO CeHTpan a Hepo3g)acoBaHo BpuTania/ | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NikapcbKuMii 3aci6. peuyenmom
o6onoHkoto, no 10 lct Tm6X T npoAykuji, Higepnangy | KOHTPOb roTOBOTO NiKApCbKOro 3acoby (iHLUi 3MiHK)
mr; no 14 tabneTtok nepBuHHa Ta / OHOBJIEHHS BXE 3aTBEPKEHNX METOAIB KOHTPOSIIO
y 6nicTepi; no 2 BTOPVHHA Benbris SIKOCTI NlikapCbKOro 3acoby, a came: BUKNaAeHHs
6nictepu B ynakoBka, TEKCTY [ep>XaBHOI MOBOHO 3riHO Cy4aCHUX BUMOT.

KapTOHHIA Kopoo6Li

KOHTPO/1b AKOCTI:
OpraHoH ®apma
(UK) NimiTea,
Benuka
BpuTaHis;
MepBuHHA Ta
BTOPUHHA
ynakoBka,
KOHTPO/b SIKOCTI,
[03BiN Ha
BUNYyCK cepil:
Mepk Wapn i
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BUHATKOM TecTy
"Mikpo6ionoriuH
a uuctora"));
BepiHrep
IHrenbxainm
Ennac A.E.,
Ipeuis
(BUpOGHMLTBO,
KOHTPO/b SIKOCTI
(3a BUHATKOM
Tecty
"MikpobionoriuH
a yucrora"),
nepBrHHE Ta
BTOPWHHE
nakyBaHHs,
BUMYCK cepi);
BepiHrep
IHrenbxaim
dapma M'vbX i
Ko. KT,
HimeuyunHa
(BUpOGHMLTBO,
nepsBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,

BMNYCK cepil);

Espodinc PACT
m6X,

HimeuyunHa

(KOHTpO/Tb

MponoHoBaHa pegakuis: Yactota nogaHHs
perynsipHoO OHOBJ/TOBAHOrO 3BITY 3 6e3Mnekn 2 poku.
PekomeHA0BaHO A0 3aTBePA)KEHHS BiAMOBIAHO A0
NepiofVYHOCTI NOAaHHA PErynsapHO OHOB/IOBAHUX
3BITIB 3 6e3nekn nikapcbknx 3acobis y €C. 3miHu |

TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy. 3MmiHa 4actoTn Ta/abo TepMiHiB
NoAaHHsA perynsipHO OHOB/OBAHWX 3BIiTiB 3 6e3neku
nikapcbknx 3acobis - 3miHa B.1.10.,IAHN ana gosu

12,5 mr/1000 mr: 3miHa 4acToTW NOJaHHA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku.

[itova pepakuis: YactoTa nogaHHa perynspHo
OHOBJ/OBAHOIO 3BITY 3 6e3neku 1 pik. NponoHoBaHa
pepakuis: YactoTa nogaHHsa perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn 2 poku.
PekomeHA0BaHO A0 3aTBepA)KeHHS BiAMoBiAHO A0
nepioguyYHOCTI NoJaHHS PerynsipHO OHOB/IOBaHWX
3BITIB 3 6e3Meku nikapcbknx 3acobiB y €C

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Joym B.B.,
HigepnaHaw;
[o3Bin Ha
BWMYCK Cepil:
LepiHr-Mnay
Na6o H.B.,
Benbris
208. | CIHIMKAPLI® | Tabnetku, BKpUTI BepiHrep HimeuunH A eHp Em HimeuunHa/ | BHeCEHHSI 3MiH 40 peecTpaLiiiHux MaTepianis: 3MiHN 3a - UA/15724/01/01
nNiBKOBOIO IHrenbxan a LWta6Tect Ipeuis/ | TMny - 3MiHKn Wopo 6e3nekn/etheKTUBHOCTI Ta peyernmom
o6onoHkoto, 5 M Na6op dyp CnonyJeHi hapmakoHarnsgy. 3mMiHa 4yactotu Ta/abo TepMmiHiB
Mr/1000 mr no 10 IHTepHeLw AHaNITUK yHA, Wratn nofaHHs perynsipHo OHOB/OBaHMX 3BITIB 3 6e3nekun
Tabnetok B 6nicTepi; HA TM6X Crabinitatcnpy Amepukun/ nikapcbkux 3acob6is - 3miHa B.1.10.,IAHN ana gosm 5
no 6 6nicTtepiB y doyHr Mm6X, ®paHuisa Mr/1000 mr: 3MiHa YacTOTV NOAAHHSA PerysisipHoO
KapTOHHIlA KOpooLi HimeyunHa OHOB/OBAHOrO 3BiTYy 3 6e3neku. [itoya pefakuis:
(koHTpO/b YacToTa nogaHHa perynsipHo OHOB/IHOBAHOIO 3BITY 3
AKocTi (3a 6e3nekn 1 pik.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
AKOCTi Npw
LOCNIMKEHHI

cTabinbHocTI (3a
BUHATKOM TecTy
"Mikpo6ionoriuH
a uucroTta"));
K" toEiCIEc
ENME, Mpeuis
(anbTepHaTMBHA
nab6oparopis
NS KOHTPONIO
Tecty
"Mikpo6ionoriuH
a yucrora");
Na6op JIC CE
eHA Ko. KT,
HimeuyunHa
(anbTepHaTMBHA
nab6oparopis
NS KOHTPOIO
Tecty
"Mikpo6ionoriuH
a yucrora");
MareoH MyepTo
Puko. IHK,
CnonyyeHi
Ltatn Amepukm
(BMPOGHMLTBO
TabneTok "in
bulk" Ta
KOHTPONb
AKOCTI);
MNATEOH
OPAHLIA,
PpaHuis
(nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/Ib SIKOCTI,
BUMYCK cepii);
CIC IHcTutyT
dpeseHiyc
v6X,
HimeyunHa
(anbTepHaTMBHA
nab6oparopis
NS KOHTPOIO
Tecty
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
"Mikpo6ionoriuH
a yucrora")
209. | CIHO)XAPAOI® | TabneTku, BKpUTI BepiHrep HimeuunH A eHp Em HimeuunHa/ | BHeCeHHs 3MiH 40 peecTpauiiiHux matepianis: 3MiHN 3a - UA/15722/01/01
N1iBKOBOO IHrenbxai a LWra6TecT Ipeuis/ | Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta peyenmom
060/10HKOM, 12,5 M Na6op cyp Cnony4eHi hapmakoHarnagy. 3MmiHa 4actoTn Ta/abo TepMiHiB
mr/1000 mr no 10 IHTepHeLw AHanNITUK YHA, LWratn NoAaHHsA perynsipHO OHOB/OBAHWX 3BIiTiB 3 6e3neku
Tabnetok B 6nicTepi; HA TM6X Crabinitatcnpy Amepukun/ nikapcbkux 3acobis - 3miHa B.1.10.,IAHN ana gosm 5
no 6 6nictepis y doyHr M'M6X, PpaHuis Mr/1000 mMr: 3mMiHa YacTOTN NOAAHHSA pPeryssipHo
KapTOHHI Kopoobui HimeuunHa OHOB/IHOBAHOIO 3BiTY 3 6e3neku. [liloya pegakuis:
(KoHTpO/b YacToTa noAaHHs perynsipHo OHOB/IIOBAHOTO 3BITY 3
AKOCTI (3a 6e3nekun 1 pik.

BUHATKOM TeCTy
"Mikpo6ionoriuH
a uucrorta"));
BepiHrep
IHrenbxaim
Ennac A.E.,
Ipeuis
(BUpOGHMLTBO,
KOHTPO/b SIKOCTI
(3a BUHAITKOM
TecTty
"Mikpo6ionoriyH
a uucrora"),
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1,
BUMYCK cepii);
BepiHrep
IHrenbxainm
dapma M'vbX i
Ko. KT,
HimeuunHa
(BUpO6HMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SKOCTI,
BUMYCK cepii);
EBpodpinc PACT
v6X,
HimeuunHa
(koHTpO/Tb
SAKOCTI Npu
LOCNIMKEHHI
cTabinbHoCTI (3a
BUHATKOM TecTy
"MikpobionoriuH

[MponoHoBaHa pepakuis: Yactota nogaHHsA
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn 2 poku.
PekomeHA0BaHO A0 3aTBepA)KeHHS BiAMoBiAHO A0
nepioguyYHOCTI NoJaHHS PerynsipHO OHOB/IOBaHWX
3BITIB 3 6e3neku nikapcbknx 3acobiB y €C. 3miHu |

TMny - 3MiHK Woao 6e3nekn/ehekTUBHOCTI Ta
thapmakoHarnagy. 3miHa 4actoTn Ta/abo TepMiHiB
nofaHHsA perynsapHoO OHOB/OBAHUX 3BITIB 3 6e3neku
nikapcbkunx 3acobis - 3miHa B.1.10.,IAHN aAna nosu

12,5 mr/1000 mr: 3miHa 4acTOTV NOZaHHA PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3mneku.

[itoya pepakuis: YactoTa nogaHHsa perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekun 1 pik. MponoHoBaHa
pefakuis: YactoTa nofaHHsa perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn 2 poku.
PekomeHA0BaHO A0 3aTBEPL)KEHHS BiNOBIAHO JO
NepioANYHOCTI NOAaHHA PEryNAPHO OHOB/IIOBAHUX
3BITiB 3 6e3neku nikapcbknx 3acobis y €C
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs1

a uucrora"));
K'loECIEC
ENME, Mpevis
(anbTepHaTMBHA
nab6oparopis
[NSi KOHTPOSO
TecTty
"Mikpo6ionoriuH
a uucrora");
Na6op /IC CE
eHp Ko. KT,
HimeuunHa
(anbTepHaTMBHA
nab6oparopis
[NSi KOHTPOSO
Tecty
"Mikpo6ionoriuH
a uucroTa");
MarteoH MNyepTo
Puko. IHK,
CnonyJeHi
LWTatn AMepukn
(BMpPOGHULTBO
Tabnerok "in
bulk" Ta
KOHTpONb
AKOCTI);
MATEOH
OPAHLIA,
®paHuisa
(nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUNYyCK cepii);
CIrC IHctutyr
®peseHiyc
Tv6X,
HimeuunHa
(anbTepHaTMBHA
nab6oparopis
[NSi KOHTPOSO
TecTty
"Mikpo6ionoriuH
a yucrorta")

210.

CONOAKN
KOPEHI

KopeHi, no 50 r abo
no 100 r y naykax 3
BHYTPILUHIM

MpAT
"NikTpasn"

Ykpaina

MpAT
"NikTpasn”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuMii 3aci6.
CuncTema KoHTelHep/3aKynopioBasibHWIA 3aci6 (iHLWi

6e3
peyenma

UA/5695/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
naketom; no 1,5ry 3MiHM) BHECEHHS 3MiH 0 crevuudikaLii 3 KOHTPOso
inbTp-NakeTi; No NepBUHHOrO nakyBasibHOro marepiasny (Manip
20 chinbTp-nakeTiB y chinbTpyBanbHWiA), a came AOMNOBHEHHS NOKa3HMKa
nauyi; mo1,5ry «laeHTUdiKaLis (30BHILIHI 03HAKM)» BK/THOUYEHHAM
inbTp-NakeTi; No [04aTKOBYX O3HaK [/151 Bi3ya/lbHOro KOHTPOJIHO «6)
20 chinbTp-nakeTiB y Konip».
nauyuj 3 BHYTpPILLHIM
nakeTom
211. | cony- MOPOLLIOK Ta Mdpannzep CLWA Mdpainzep Benbrisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a - UA/9891/01/01
KOPTE® PO3YMHHVK ANS IHK. MeHtodhek4ypuH | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa peyenmom
PO34UHY ON15 iH'EKUIA r Benvbrisa HB HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHSI
no 100 mr/2 mn; LisNIbHOCTI BUpOOHMKa (BK/IHOUauK, 3a
MOPOLLIOK Ta 2 M/ HeoOXiJHOCTI, MicLie NPOBEeAEHHSI KOHTPOSIO SKOCTI),
po34MHHKKa (Boga abo BflacHuka macTep-thaiina Ha A®l, abo
ONs iH'eKuin) y noctavasibHuka A®l/BuxigHoro
chnakoHi Tuny Act-O- marepiany/peareHTy/npoMiKHOro MPOAYKTY, WO
Vial y KapTOHHilA 3aCTOCOBYIOTLCA Y BUPOOHUUTBI ADI (SKLLO
Kopobui 3a3HayYeHo y J0CbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
A0Cbe, abo BUPOOHMKA HOBOT AOMOMKHOI PEYOBUHN
(AKLLL0 3a3HaYeHO Y AOCbE) 3MiHa Ha3BM
3aTBEpPAKEHOI BUPOOHMYOT AiNbHULL Aito4ol
peyosBuHM Pharmacia and Upjohn Company LLC
0119 NPVYBEAEHHS Y BiAMOBIAHICTb [0 HA3BW
3a3HauveHoi Ha caiiti US FDA Drug Establishments
Current Registration Site. A Tako)X BHECEHHS
pefakuifiHuX 3MiH B agpecy (foAaBaHHS NOBHOT
dhopmu g0 abpesiatypu kpaiHn USA sk United
States Ta MI-Michigan). Bupo6Huua ginbHuus Ta yci
BMPOGHUYI onepauii 3a/IMwaTbCs HE3MIHHUMMU.
Litova pepakuia: Pharmacia and Upjohn Company
LLC 7000 Portage Road Kalamazoo, Michigan
49001, USA lMponoHoBaHa pegakuis: Pharmacia &
Upjohn Company LLC 7000 Portage Road
Kalamazoo, Michigan (MI) 49001, United States
(USA)

212. | CMNEKTPINA nopoLUoK ANs Mepak HimeuunH Bupo6HuK, L0 HimeuyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHU 3a - UA/17474/01/01
KOHLEeHTpaTy AN lesenblia a Bignosigae 3a | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa peyenmom
pO34nHy Ans T chrop MapKyBaHHS, HalimeHyBaHHs Ta/abo agpecu MicuA NPOBaMKEHHS
iHcpy3iiA, no 10 000 KniHiwe BTOPVIHHE LisiNbHOCTI BUpo6HMKa/iMnopTepa rotoBoro
Of; 1a6o5 LWneujanb nakyBaHHs Ta 3a niKapcbKoro 3acoby, BKIHOUAUN [ifbHULL BUNYCKY
oNakoHiB 3 npenapar BUNYyCK cepil: cepii abo micue NpoBefeHHsI KOHTPOJTH AKOCTI.

NOPOLLKOM Y e M6X Mepak (AisnbHICTb, 3a Ky BignoBigae BUpo6HUK/iMnopTep,
KapTOHHI KopoobLi lesenbwadT He BK/IK0Yaoym BUMYCK cepili) - 3MiHa Ha3Bun
orop KAiHiwe BMPOGHMKA rOTOBOTO NiKapCbKoro 3acoby 3
Lneuianbnpena «Nordmark Arzneimittel GmbH & Co. KG», Germany
pare m6X, Ha «Nordmark Pharma GmbH», Germany, wo
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Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
HimeuumnHa; BiAMoBifgae 3a BUNpobyBaHHS KOHTPO/Ib AKOCTI, 6e3
Bupo6HuK, Lo 3MiH Y agpeci BUpo6HMLTBA; 3MiHW | TUny - 3MiHK 3
BiAnosigae 3a AKOCTi. FOTOBWMIA Nnikapcbkuii 3aci6. 3MiHK y
BMPOGHMLTBO BMPOGHMLTBI. 3MiHM Y NpoLeci BUpobHuLTBa
roToBOI roTOBOrO /liKapCbKOro 3acoby, BKIoUaum
nikapcbKoi NPOMIKXHUIA NPOAYKT, L0 3aCTOCOBYETLCS NpY
dhopmu, BMPOOGHULITBI FOTOBOIO /iKApPCbKOro 3acoby
nepBuHHe (He3HayHa 3MiHa y npoLeci BUPO6HULTBA) -
nakyBaHHs, BunpaBneHHs onvucy BUPO6HMYOro npouecy B n.
BMNPOGYBaHHS/K 3.2.P.3.3.0nuc Bupo6HMyoro npoecy Ta oro
OHTPO/Ib Cepii: KOHTPO/I0, & came: /1A CTepPUbHOT inbTpau;i
PeHTwwep KINIbKICTb BUKOPUCTOBYBaHWX (PiNIbTPIB NOMUIKOBO
Biochapma CE, BKasaHa sk gga. [ns uporo etany guinbrpaii
HimeuuunHa,; BMKOPUCTOBYETLCA NnLle oanH inbTp; 3MiHu Il Tuny
Brpo6HuK, Lo - 3MiHu 3 sKocTi. APl. KoHTposb A®l. 3miHa y
BignoBigae 3a MeTodax BunpobyBaHHs A®| abo BUxigHOro
BMPOBHULTBO mMartepiany/npomiKHOro nNpoaykTy/peareHTy, Wo
roToBol BMKOPUCTOBYETLCA Y NpoOLieCi BUPO6HULTBA ADI
nikapcbKoi (cyTTeBa 3miHa y
chopmu, 6ionoriyHOMy/iMyHONOrYHOMY/iMyHOXIMIYHOMY
nepBuHHe MeToZi BUNpobyBaHHA abo MeTofj, y sKoMy
nakyBaHHs1, BMKOPWCTOBYETbLCA 6i0N0riYHNIA peareHT Ans
BMNPOBYBaHHA/K 6ionoriyHoro A®l, abo iioro 3amiHa) - 3MiHa MeToay
OHTPO/b AKOCTI: BMNPOBYBaHHS, LLIO0 BUKOPUCTOBYETLCSA Nif, Yac
NiokoHTpakT BM3HA4YEeHHS DepMEHTaTMBHOI aKTUBHOCTI aKTUBHOI
M6X, cy6cTaHLii, 6e3 3MiH BCTaHOB/IEHUX KpUTEPIii
HimeuunHa NPUIAHATHOCTI; 3MiHK Il TUNY - 3MiHK 3 AKoCTi. ADI.
KoHTponb A®l. 3miHa y meTogax BUnpobysaHHs Ad|
abo BuUXigHOro marepiasny/npomMixHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci Bupo6HuuTea A®| (cyTTEBa 3MiHa y
6ionoriyHOMy/iMyHONOrYHOMY/iMyHOXIMIYHOMY
MeToZi BUNpobyBaHHA abo MeTofj, y skoMy
BMKOPWCTOBYETbLCA 6i0N0riYHNIA peareHT Ans
6ionoriyHoro A®l, abo iioro 3amiHa) - 3MiHa MeToay
BMNPOOGYBaHHS, LLIO BUKOPUCTOBYETLCA A5
BU3HAYEHHS BiNKiB KNITUHW-Xa3sAiHa
213. | CMIPUBA®PE | po3uuH ans BepiHrep HimeuuunH BepiHrep HimeuunHa/ BHECEHHS 3MiH j0 peecTpaLiiiHux MaTepiais: 3a - UA/6495/02/01
CMNIMAT® iHranauin, 2,5 IHrenbxan a IHrenbxanm Icnanis TexHiyHa nomusika (3rigHo Hakaly MO3 Big, peyernmom
MKr/iHransuito; no 4 M dapma M'vbX i 23.07.2015 Ne 460) BunpaBreHHs1 TEXHIYHOT
MY KapTpuoxi (60 IHTEepHeLw Ko. KT, NOMW/IKK, 3rigHo Nn.4 n.2.4. po3ainy VI Hakasy MO3
iHranauin); no 1 HA TM6X HimeyuunHa; Ykpainm Big 26.08.2005p. Ne 426 (y pegakuii Hakasy
KapTpuaxXy B BepiHrep MO3 Ykpainu Big 23.07.2015 p Ne 460), y TekcTi
KomnnekTi 3 1 IHrenbxaim MKSA B po3gini "Cknag”, a came HENOBHICTIO
iHranAaTopom EcnaHa, CA, 3a3HayeHa filoua pevoBuHa: 3aMicTb «TioTponito,
Pecnivat® y IcnaHis LLI0 BignoBigae TioTponito 6pomigy MoHorigpaTy»

KapTOHHIlA KOpooLi

3a3Ha4veHo «TioTponito, WO Bignosigae TioTponito
MOHOrigpaTy», a TakoX B NMPUMITLi MOBUHHO 6yTun
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

3a3HayYeHo NoBHa Ha3Ba Ailu0i PeHOBUHM
«[MpumiTka: TioTponito 6pomigy MoHorigpat gani
nosHavyaetbcs Ak BA 679 BR» 3amicTb «[lMpumiTka:
TioTponito 6pomigy Aani no3HavaeTbes Sk BA 679
BR». 3a3HauyeHe BMNpaB/ieHHs BignoBigae
mMarepiasiaM peecTpauiiHoro ockLe

214.

CMIPOHONA
KTOH

MOPOLLIOK
(cy6eTaHuin) y
noABINHNX
nonieTnIeHoBUxX
MiLkax ans
thapmaueBTUYHOro
3aCTOCYyBaHHS

TOB "TK
"ABPOPA"

Ykpaina

TSAHbUZIHb
TAHbAO
dapmacbloTikan
3 Ko., NlTa.

Kutaii

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - 3miHK 3 AkocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOBIEHOrO cepTudikaTa BignoBigHOCTI
ab0 BUNyYeHHs cepTudikarta BifnoBigHOCTI
€Bponelicbkin hapmakonei: ans A®l; ans BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIO NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[OOMOMIXHOT peqoBuHK (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTudiikaT Bif yxe 3aTBEpAXEHOro BUPOOHMKA -
NnoJaHHs OHOBJMIEHOrO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2011-291-
Rev 01 (3atBepmxeHo: R1-CEP 2011-291-Rev 00).
Ak Hacnigok npuBeAeHHAM onucy po3giny MKA
«YnakoBka» Y BignosigHicTb Ao Bumor CEP.

UA/15781/01/01

215.

CYBETTA

TabneTku, no 20

Tabnetok y 6nictepi;
no 1 abo 2 6nictepu
Y KapTOHHIll kopobui

TOB
"Martepia
Mepguka-
Ykpaina"

YkpaiHa

3AT CaHTOHika

NntBa

BHECEHHS 3MiH [0 peecTpaviliHiX maTtepianis: 3MiHU
| Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTemy
thapmakoHarnsgy, aMmiHa ynoBHOBaXeHOI ocobu,
BiANOBIAaNbHOI 3a 3ilicHeHHS chapmakoHarnagy;
KOHTaKTHOI 0cobu 3 thapmakoHarnagy 3asBHvKa ans
3pjiicHeHHs1 hapMakoHarnsgy B YKpaiHi, KLU0 BOHA
BiIMiHHa Bif, YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jicHeHHs hapMakoHarsay (BkIYarum
KOHTaKTHi flaHi) Ta/abo 3MiHM Yy PO3MiLLLEeHHI macTep-
thaiina cuctemu thapmakoHarnagy) - 3miHa
MicLle3HaxopKeHHs1 macTep-thaiina cuctemu
(hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3/iiCHEHHS] OCHOBHOI AisANIbHOCTI 3 dhapmMakoHarnsay

6e3
peyenma

UA/18297/01/01

216.

TAUNON®DEH
® XOT

NMOPOLLIOK AN1st
0OpasIbHOr0 PO3UNHY;
no 20 r NopoLuKy y
naketi; no 20 r
MOPOLLKY Y NakeTi;
no 6 abo 12 nakeTis
B KapTOHHIiA
ynakosLi

HOBE/
INAY
CAHAI BE
TIOXAPE
TA.LL.

TypeyyuH
a

HOBEN INAY
CAHAI BE
TIIXKAPET
AL

TypeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu
I Tuny - 3miHK 3 AkocTi. CepTudikart
BignoBiaHoCTI/IE-cepTuchikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOro cepTudikaTa BifnoBiAHOCTI
abo BUNy4YeHHs cepTudikara BigNoBigHOCTI
€Bponelicbkii hapmakonei: ans A®l; ans BuxigHoro
marepiany/peareHTy/npomMKHOro NPOAYKTY, WO
BUKOPWCTOBYHOTbCS Y BUPOOHULUTBI ADI; Ans

6e3
peyenma

UA/10897/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

[O0MOMDKXHOT peyoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTudiikaT Bif y)xe 3aTBepXeHOro BUPOOHMKa -
NoAaHHA OHOBJ/IEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2008-154-
Rev 02 (3aTBepaxeHo: R1-CEP 2008-154-Rev 01)
ona A®| xnopdcbeHipamiHy manear Bif
3aTBepAKeHoro BMpobHuka Supriya Lifescience Ltd,
India. 3MiHu | TUNY - AAMIHICTPATUBHI 3MiHW.
BunyyeHHs BUpOGHMYOT AinbHUL (BKTHOYAK0UM
ginbHuui ansa A®l, npomixxHoro NnpoaykTy abo
roTOBOrO /1iKapCbKOro 3acoby, AinbHULi Ans
NpoBefAeHHs NakyBaHHs, BUPOOHWMKA,
BiANOBIAa/IbHOrO 3a BUNYCK Cepiit, MicLe
npoBefieHHs KOHTPOJIIO cepii) abo nocTavasibHKa
BMXi4HOrO Martepiany, peareHTy abo AONOMiXHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y [OCHE) BUNYHEHHS
BMpo6HMKa AP| napauetamony SPECGX LLC, USA.

217.

TEHOTEH
AVTAYNIA

TabneTku no 20
Tabnetok y 6nictepi;
no 2 6nictepn y
KapTOHHIA KopoobLi

TOB
"MaTtepia
Meguka-
YkpaiHa"

Ykpaina

3AT CaHTOHika

NntBa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHn go
y3arasibHeHVX AaHnx Npo cuctemMy hapmMakoHarnsay
(BBEAEHHS y3araslbHEHUX AaHMX NPO cUCTemMy
thapmakoHarnsigy, aMiHa ynoBHOBaXKeHOI 0cobu,
BiANOBiAANbLHOI 3a 34ilicHeHHS chapmakoHarnaay;
KOHTaKTHOI 0co6M 3 hapMakoHarsay 3asiBHuKa ois
3[jiicHeHHs thapmakoHarnsgy B YkpaiHi, AKLO BOHA
BiIMiHHa Bif, YNOBHOB&XEHOI 0CO6U, BiANOBIAA/IbHOI
3a 3[jicHeHHs1 hapMakoHarnsay (Bkiyarum
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI macTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
MicLie3Hax0MKeHHs1 MacTep-haiina cucremu
hapmakoHarnisgy Ta moro Homepa. 3MiHa micus
3/iiCHEHHS] OCHOBHOI AisANIbHOCTI 3 dpapMakoHarnsay

6e3
peyenma

UA/8588/01/01

218.

TETPAKCUM
®ITETRAXIM
BAKLUVHA
ansi
MNPO®INAKT
KN
AVNDTEPII,
MPABLS,
KALLJTHOKY
(ALENONAP
HUI
KOMMOHEHT
) TA
nonioMienN

cycneHsis gns
iH’exuin no 0,5 mn (1
nosa); no 1
nonepeaHL0
3anoBHEHOMY
wnpuyy no 0,5 mn
(1 po3a) 3
NPUKPINIEHO0
ronkoto (abo 2-ma
OKPEMUMM rofikamu),
LLIO MICTUTb
cycneHsito ans
iH'EKLLI, B KAPTOHHIM
Kopobui; no 1

CaHodpi
MNacTep

PpaHuis

NOBHUIA LMK
BMPOGHMLTBA,
KOHTPO/b SIKOCTI,
BTOPWHHE
nakyBaHHs,
BUNYyCK cepil:
CaHocdpi MNacTep,
®paHuis;
BTOPWHHE
nakyBaHHs1,
BWMYCK cepil:
CaHodpi-ABeHTiC
MpaiiBiT Ko.
nta.,

PpaHuin/
YroplmHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHK
Il TNy - 3MiHKn 3 AkocTi. A®I. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AONYCTUMUX MEX,
BM3HaUYeHUX y cneyndikauisx Ha A®l, abo
BMXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BVIKOPVCTOBYIOTLCSA Y Npoueci BupobHuutea AdI
(PO3LUMPEHHS [OMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikalisix Ha BUXigHI MaTepian/MpoMiXHI
NPOAYKTU, SiKi MatoTb iICTOTHMIA BNAMB Ha AKICTb ADI
Ta/abo roToBOro ikapcbkoro 3acoby) 3miHu
KpUTEepIiiB NPUIAHATHOCTI NokasHuka Kinetics of
inactivation ansa gjrounx peyoBMH MOHOBaIEHTHUX
noniosipycis Tunis 1, 2 Ta 3. 3aTBEpPAKEHO:
Monovalent Type 1 — Slope calculation (DO, DO+24h,

3a
peyenmom

UA/13069/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
TY nonepegHbL0 Mnartdopma DO0+48h) within — 0,1187 and — 0,1758. Monovalent
A COPBOBA | 3anoBHeHOMY NoricTukn Ta Type 2 — Slope calculation (DO, DO+24h, D0+48h)
HA, wnpuuy no 0,5 mn AnCTpubyLii y m. within — 0,0955 and — 0,1890. Monovalent Type 3 —
IHAKTUBOBA | (1 go3sa) 3 Bypanewr, Slope calculation (DO, D0+24h, D0+48h) within —
HA, PIOKA NPUKpPINIEHOI0 YropumHa 0,1090 and — 0,1933. 3anponoHoBaHo: Monovalent
ronkoto (abo 2-ma Type 1 — A decrease of signal between DO and
OKpPEMUMU rosiKkamu), DO0+72h must be observed. With loss of titer
O MICTUTb between DO and D0+24h = 3,4 and < 4,9
cycneHsito ans log10CCID50/mL. Monovalent Type 2 — A decrease
iH'EKLLI/ B KAPTOHHIN of signal between DO and DO+72h must be
KOpoO6Li, B sKili observed. With loss of titer between DO and D0+24h
MiCTUTbCSA > 2,7 and < 4,4 log10CCID50/mL. Monovalent Type
cTaHgapTHO- 3 — A decrease of signal between DO and D0+72h
eKCrnopTHa ynakoBka must be observed. With loss of titer between DO and
Ta IHCTPYKUia ans D0+24h = 2,8 and < 5,0 1og10CCID50/mL. TepMmiH
MeANYHOro BBEJEHHS 3MiH - yepBeHb 2024. 3miHu Il Tuny -
3acTocyBaHHs 3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y
mMeTofax BunpobysaHHs A®| abo BuUXigHOro
marepiany/npoMiKHOTO NPoAyKTy/peareHTy, Wwo
BVKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa API
(cyTTeBa 3miHa y
6ion10riYHOMY/iMyHOOTIYHOMY/iIMYHOXIMIYHOMY
MeTogi BunpobyBaHHsA abo MeTofi, y AKoMy
BUKOPVCTOBYETLCA 6i0NOriYHNI peareHT ans
6ionoriyHoro Adl, abo iioro 3amiHa) 3miHn y
aHaniTMYHIn MeToauLi BUNpoByBaHHSA Ailounx
peyoBUH MOHOBA/IEHTHUX NONIOBIpYCIB TUNIB 1, 2 Ta
3 3a nokasHukom Kinetics of inactivation, a came: *
onTUMi3aLis HelTpanizaLii NoTeHLiiHoro
3a/1MLLKOBOrO thopMasibAerigy y 3paskax Liasxom
[opaBaHHsA BicybgoiTy HATpIO Mif Yac KislbkicHOro
BM3HAUYEHHS Ha [04aToK [0 6icybdiTy BXe
[04aHoro Mig, yac Bigdopy 3paskis Ha BUPOOGHULTBI; *
[04aBaHHsA KOHTPO/II0 BaTiAHOCTI, KU € BifOMOI0
TUTPOBAHOIO BiPYCHOI CYCMEH3iEl0, AN KOXHOro
MOHOB&JIEHTHOIO TVMNY NOJIOBIPYCY; * BUKOHAHHS
KiNbKICHOTO BM3HAYeHHS B [iBOX MOBTOPHOCTSX;
* MOX/IMBICTb KOPUryBaTu po3BeeHHs BifnoBigHO
[0 iHdhekuiliHoro TMTPY, AKWo Touka CCID50
HenpasW/IbHO BifLLEHTPOBaHa;
* iHCheKLiliHI TUTPY PO3paxoByTLCHA 3a METOAOM
HaliMeHLMX kBaapaTiB. TepMiH BBEAEHHS 3MiH -
yepBeHb 2024
219. | TUMONoOn- Kpanni O4Hi, pO34nH, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais: 3a He UA/1226/01/01
AAPHULSA 2,5 mr/mn; no 5 mn "®bapmaue "hapmaueBTUYH YTOYHEHHS peecTpaLiliHoi npoueaypy B Hakasi MO3 peyenmom nidnsieae
abo no 10 mi; mo 1 BTUYHA a pipma Ykpainn Ne 428 Big 03.03.2023 - 3minu | Tvny -
dhnakoHy B nauuj hipma "OapHuus” AAMiHICTpaTUBHI 3MiHW. 3MiHa Ha3Bu Ad| abo

"NapHnus’”

[L0MOMIDKHOI peYOBMHM - 3MiHA Ha3BM AONOMiIKHOT
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

PeyYoBMHM, a came Ha3By «HaTpito rigpodocdar
nofekariipar» Ha «auHaTpito hoccpar
Aofekarigpar» BignosigHO A0 MoHorpadii €EP
«Disodium Phosphate Dodecahydrate» Ta yTouHeHO
Ha3BY IHLIOT AOMOMDKHOI PEYOBUHU — HATPIO
avrigpocbocdrat aurigpaTt. K HacniAoK BHOCATLCA
3MiHM 40 peecTpauiiiHoro noceigueHHss, MKA /13 Ta
mMarepianis peecTpaujiiHoro gocke: 3.2.P.4.1
Cneuudikauisi, 3.2.P.4.2 AHaniTU4HI METOAVKY,
3.2.P.1 Onuc i cknag, nikapcbkoro 3acoby, 3.2.P.3.2
Cknag Ha cepito, 3.2.P.3.3 Onuc Bupo6Hnyoro
npotecy Ta KoHTposo, 3.2.P.3.4 KoHTposnb
KPUTUYHWX CTagiil | NpoMiKHOI Npoaykuii. Aitoya
pepakuis. Cknag;: fjtoya peyoBuHa: Tumonona
Manearty y nepepaxyBaHHi Ha Tumonon 2,5 mri 5 wmr;
[lonomixkHi peyoBMHN: BEH3AMTKOHI0 X/10pWA, HATPIlo
xnopug, HaTpito gurigpodpocchaty aurigpart, HaTpito
rigpochbocdhaty gofekarigpar, AvHaTpilo egerar,
BOAA ANS iHEKLUj. MponoHoBaHa pegakuis. Cknag;
Ailoya pevoBmHa: TMOMOMY Maneary y
nepepaxyBaHHi Ha TUMoA10/ 2,5 Mr i 5 Mr; 4ONOMIXHI
peyoBUHW: BEH3AUTKOHIIO X/10pUa, HATpIlo X1opua,
Hatpito gurigpodocdpat aurigpart, AuHaTpito dhoccat
[opekarigpaTt, AMHaTpilo egeTar, Boga Ans iHEKUIN.
3MiHM BHECEHI B IHCTPYKLO 4518 MeAnyYHOro
3aCcTOCyBaHHs NikapcbKoro 3acoby y po3ain "Cknag”
(BONOMDKHI peyoBWHM) 3 BiANOBIAHMM 3MiHAMU B
TEKCTi MapKyBaHHs1 yNakoBOK. BBeieHHs 3MiH
NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXEHHSA. 3MiHN |
Tuny - 3MiHu 3 akocTi. CepTudikaT BignosigHOCTI/lIE-
cepTudikaT BignoBigHOCTI EBpoNechKiii
thapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3
HeOoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTbL A0
MoHorpadii 4dY abo EBponeiicbkoi hapmakoner,
abo iHWOI HauioHabHOIT chapmakonel gepxasn €C
(iHLWi 3MiHW) - 3MiHW A0 cneundikauii Ta meToais
BMNPOGYBaHHA [A/18 4OMOMIKHOI pe4yoBuHN [mHaTpito
dhocchat fofekarigpart y 3B’A3Ky 3 NPUBEAEHHAM [0
BMMOr MoHorpadii «Disodium Phosphate
Dodecahydrate» gjtouoi pegakuii E® Ta matepianis
BMPOOHUKA 3 ypaxyBaHHAM BUMOT [lepaBHOl
dapmakonei Ykpainu gitouoi pegakuii. 3minu | Tuny -
3MiHu 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTposb
[LOMOMDKHUX pevyoBUH. 3MiHa napameTpis
cneumdikauii Ta/abo fonycTUMUX MEX ANS
[OMOMDKHOT pe4oBUHY (BUTYYEHHS 3i cneumdikadii
He3Ha4yHOro NokasHuka (Hanpvkiag 3actapinoro
nokKasHuka)) - 3miHu Ao cneuvdikadii Ta metoais
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep

peecmpayiliHo2o

nocsio4YeHHs

KOHTPO/O /181 AOMOMIXKHOI peqyoBuHN [mHaTpito
docchat foaekarigpaT y 3B’'A3KY i3 BUNYYEHHAM
NOKa3HWKIB «ApceH» Ta «Baxki MeTasin» BignoBigHo
00 matepianis BUPO6HUKa (aHasli3 pu3KKiB 3rigHO
ICH Guideline «Q3D Elemental impurities ) Ta Bumor
Aitoyoi moHorpadii € «Disodium Phosphate
Dodecahydrates. 3miHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPOIb AOMOMDKHUX
peyoBUH (IHLLi 3MiHM) - BHOCATLCA 3MiHW [0 PO3finy
«YMOBW 36€epiraHHs» 151 AONOMIDKHOI PEYOBUHN
[vHatpito dhocdhat goaekarigpat (3arBepxeHo: B
NIOTHO YKYNOPEHHO Tape npu Temnepartype He
Bbiwe 250C; 3anponoHoBaHo: BignosigHo Ao
HOpPMaTMBHOI AOKYMeHTauji qipMu-BUPO6HKKA)

220.

TMONON-
OAPHMLA

Kpansi O4Hi, pO34nH,
5 mr/mn no 5 mn a6o
no 10 mn; no 1
donakoHy B nauuj

MpAT
"®Gapmatie
BTUYHA
hipma
"fapHuua”

YkpaiHa

MpAT
"PapmaueBTUYH
a thipma
"fapHuus”

Ykpaina

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis:
YTOYHEHHSI peecTpaLiiHoi npoueaypu B Hakasi MO3
Ykpainu Ne 428 Big 03.03.2023 - 3MmiHu | Tuny -
AgMiHicTpaTuBHi 3MiHN. 3MiHa Ha3Bu Ad®I abo
[O0MOMIXHOT PEYOBUHY - 3MiHa Ha3BW A0MOMKHOT
peyoBUHM, a caMe Ha3By «HaTpito rigpodpocdar
[opekarigpar» Ha «auHaTpito dpocdaT
Oofekarifpars BignoBsigHoO A0 MoHorpadii €D
«Disodium Phosphate Dodecahydrate» Ta yTouHeHO
Ha3BY iHLIOT AONOMDKHOI PEYOBMHW — HATPItO
avrigpodocdpat aurigpaTt. Sk HacniAoK BHOCATLCS
3MiHM 40 peecTpayiiiHoro noceigueHHsi, MKA /13 Ta
mMaTtepianis peectpauiiiHoro gocee: 3.2.P.4.1
Cneuudikauisi, 3.2.P.4.2 AHaiTU4HI METOANKY,
3.2.P.1 Onuc i cknag nikapcbkoro 3acoby, 3.2.P.3.2
Cknag, Ha cepito, 3.2.P.3.3 Onnc BUpo6HMYOro
npouecy Ta KoHTponto, 3.2.P.3.4 KoHTposb
KPUTUYHMX CTagiil i NpoMiXHOI npoaykuii. Aitova
pegakuif. Cknag;: [iitoua peyosmHa: Tumonona
Masneaty y nepepaxyBaHHi Ha TMosnon 2,5 mr i 5 mr;
[onomiHi peuyoBrHU: 6EH3a/KOHI0 XN10pua, HaTpito
Xnopwg, Hatpito gurigpodhocdaty gurigpar, HaTpito
rigpochoccpaty gofekarigpar, AvHaTpilo egerar,
BOAA ANs iHEKLji. MponoHoBaHa pefakuis. Cknag;
Jitoya pevoBunHa: TMMONOY Maneaty y
nepepaxyBaHHi Ha TMMonos 2,5 Mr i 5 Mr; JONOMiXKHi
pPEYOBUHN: BEH3AJIKOHIIO X/10pUA, HATPI0 xnopua,
HaTpito gurigpodocchat gurigpart, guHaTpito dpocdat
[JopekarigpaTt, AuHaTpilo efeTar, Boga Ans IHEKUIN.
3MiHV BHECEHI B iHCTPYKLitO AN5 MEAUYHOro
3acTOoCyBaHHS NikapcbKkoro 3acoby y po3gin "Cknag”
(BONOMXHI peyoBWHM) 3 BiANOBIAHMM 3MiHAMU B
TEKCTi MapKyBaHHs yNakoBOK. BBeieHHs 3MiH
NPOTAroM 6-T1 MicALIB NiC/s 3aTBEPAKEHHSA. 3MiHu |

3a
peuyenmom

He
nionsieae

UA/1226/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

Tuny - 3MiHn 3 sakocTi. CepTuddikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/MoHorpadii. 3mMiHu, nos'AsaHi 3
HEeOobXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii 4®Y abo EBponeiicbkoi hapmakonet,
abo iHLWOI HauioHas1bHOI thapmakonei aepxasn €C
(iHWi 3miHW) - 3MiHW A0 cneundikauii Ta meToais
BUNPOGYBaHHSA A/18 AONOMDKHOT peqyoBuHN [uHaTpito
hocdhat gogekarigpar y 3B'A3Ky 3 NPUBEAEHHAM [0
BMMOr moHorpadii «Disodium Phosphate
Dodecahydrate» gitouoi pegakuii EP Ta MaTepianis
BMPOGHMKA 3 ypaxyBaHHSAM BUMOT [lepxasHoi
dapmakonei Ykpainu gitouoi pegakuii. 3minu | Tuny -
3MiHK 3 SKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTponb
[0MNOMDKHMX PeqyoBUH. 3MiHa napameTpis
cneuudikauii Ta/abo AONYCTUMUX MEX A5
[0MNOMDKHOT peYOBUHU (BUTYHYEHHS 3i cnevmdikadii
HEe3Ha4YHOro nokasHuka (Hanpukiag, 3actapinoro
nokasHuka)) - 3mMiHu Ao cneuudikadii Ta meToais
KOHTPO/O AN [OMOMDKHOI peyoBUHU JunHAaTpilo
doocchat foaekarigpaT y 3B'A3KY i3 BUNYUEHHAM
noKasHUKiB «ApceH» Ta «Baxki meTanu» BignoBigHO
[0 MaTepianis BUPO6HMKa (aHani3 pusnkis 3rifHO
ICH Guideline «Q3D Elemental impurities ) Ta Bumor
aitovoi moHorpadii €® «Disodium Phosphate
Dodecahydrate». 3MiHu | TUNYy - 3MiHK 3 AKOCTI.
[oTOBWIA nikapcbkuii 3aci6. KOHTPOIb AONOMIKHUX
peyoBUH (iHLLI 3MiHW) - BHOCATLCS 3MiHU 1O PO34iny
«YMOBW 36epiraHHA» AN15 [OMNOMDKHOI pe4OBUHU
[uHatpito dhocdhat goaekarigpat (3aTBepaxeHo: B
N/I0THO YKYNOPEHHO Tape npu Temneparype He
Bbilwe 250C; 3anponoHoBaHo: BignosigHo A0
HOpPMaTVBHOI floKyMeHTauii hipmu-BUPOBHYKA)

221.

TI®IM Bl ®f
TYPHIM VI
BAKLIMHA
ana
MPO®INAKT
VKM
YEPEBHOIO
TUDY
MOMICAXAP
WAHA PIAKA

PO34MH ANS iH'eKLiA
no 25 mkr/gosa, no
0,5mn (1 go3a) y
nonepegHbL0
3arnoBHEHOMY
wnpuui 3
NPUKPINIEHO0
ronkoto Nel B
KapTOHHI Kopo6Li 3
MapKyBaHHSIM
yKpaiHCbKo abo
aHrNincoLKo
MoBamu, abo
HLWIMMK IHO3EMHUMU
MoBamu; rno 0,5 mn

CaHodi
Mactep

®paHuisa

MMOBHWIA UMKN
BUPOGHMLTBA,
KOHTPO/b SIKOCTI,
3arnoBHeHHs,
BTOPWHHE
nakyBaHHs,
BWMYCK Cepil:
CaHocdpi MacTep,
PpaHuis;
BTopuHHe
nakyBaHHs,
BWMYCK Cepil:
CaHodpi MacTep,
dpaHuis;
BTopuHHe

®paHuis/
YropumHa

BHECEHHS 3MiH 10 peecTpavLiliHiX MaTepianis: 3MiHU
| TMny - 3miHn 3 AkocTi. APL. KoHTponb APL. 3miHa y
napameTpax crneundikauii Ta/abo AONyCTUMUX MEX,
BM3HAYeHNX Yy cneundikauisx Ha A®l, abo
BMXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BVIKOPVCTOBYIOTbCA Y Npoueci BupobHuytea Ad|
(monoBHeHHSA crevmdikaLii HOBUM NOKa3HUKOM
AKOCTI Ta Bi4NOBIgHYM METOLO0M BUNPOGYBaHHS).
[JopasaHHA fo crneuudikaii BUXigHOT peyoBUHM
«HaTpilo nakTar» TecTiB «Assay» Ta «Bacterial
endotoxinx», a Takox BuaneHHs TecTy «Bariums.
3MiHn | TURY - 3MiHk 3 siKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y

3a
peyenmom

UA/13057/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(1 po3a) y nakyBaHHs1, BiAMNOBIAHICTL A0 MoHOrpadii APY abo
nonepegHL0 BUNYyCK cepil: €Bponeiicbkoi hapmMakonei, abo iHWOoT HauioHaIbHOI
3arnoBHeHOMy CaHodi-ABeHTiC thapmakonei gepxasu E€C (3miHa y cneyudikauisx,
wnpuui 3 MpaisiT Ko. nos'sa3aHa 3i 3miHamu B 1®Y, abo €Bponeiicbkii
NPUKpPINIEHOI0 nra., hapmakonei, abo iHLUIA HalioHanbHI hapmakonel
ronkoto Nel B Mnatcopma nepxasu €C).
CTaHfapTHO- noricTukM 1a 3amiHa nocvnaHb y peectpauiiHomy fOCbe AN
€KCMOPTHil ancTpunbyuiiy m. BO/M, L0 BUKOPUCTOBYETLCA B MPOLLECI
ynakoBLi, sika Bypanewr, BMPOOHULITBA Ait04OT PEYOBUHK, 3 MOHOTpadii
MICTUTBCA Y YropLwHa; Ph.Eur. Highly Purified Water (1927) Ha Ph.Eur.
KapTOHHIA Kopobui 3 Crepunisytoya Water for Injection (0169).
iHCTpYKUjieto ans inbTpavis,
MeAMYHOro 3anoBHEHHS
3aCTOCYBaHHA 3 Lunpuuis,
MapKyBaHHSIM KOHTPO/b AKOCTI
YKPaiHCbKOK MOBOIO (cTepunbHICTb):
CAHO®I
BIHTPOM
IHOACTPIA,
PpaHuis
222. | YNCAPVH TabneTku Wwunydi no YNCA ®paHuisa YMNCA CAC ®paHuisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 6e3 - UA/2308/01/01
YNCA 500 Ml | 500 wmr no 4 CAC | TUNy - AAMiHICTpPaTWBHI 3MiHW. BunyyeHHs peyenma
TabneTtkun B CTpUNI; BUPOGHNYOT AiNbHUL (BKIHOYAOUN AiNbHULI ANA
no 4 cTpunu B A®I, npomixXHOro NPoAyKTy abo rotosoro
KapTOHHIA KopoobLi nNikapcbKoro 3acoby, AibHULi AN NPOBEAEHHS
nakyBaHHs1, BUPOGHMKA, BifNOBIAaNbHOrO 3a BUNYCK
cepiii, MmicLe NPoBeAEHHST KOHTPOIO cepii) abo
nocTtavasibHvKa BUXiAHOro MaTepiasty, peareHTy abo
[0MOMDKHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y [OCLE)
AfMiHicTpaTMBHa 3MiHa BUTyYeHHS BUPOGHMKa ADI
aueTuncaniumnosoi kucnot The Andhra Sugars
Limited, IHaia. 3anvwaloTbes ABa 3aTBEPLKEHUX
BMPO6HUMKa AP aueTnicaniunioBoi KUCNOTH:
BAYER HISPANIA, S.L., Icnanis Ta NOVACYL,
PpaHuis
223. | YPCODANDbK | kancynu no 250 wmr; [Op. ®anbk | HimeuunH anndames HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a - UA/3746/02/01
no 10 kancyny dapma a PAPBIN | Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta peyenmom
6nictepi; no 1 X ApuHaiimitTTens thapmakoHarnagy. 3miHa 4actoTn Ta/abo TepMiHiB
6nicTepy B kopobu, 3 v6X, NoAaHHsA perynsipHO OHOB/OBAHKX 3BIiTiB 3 6e3neku
KapToHy; no 25 HimeyunHa nNiKapcbKnx 3aco6iB - 3MiHM B 4acTOTi MoAaHHSA
Kancyn y 6nictepi; (BUPOGHWK perynsipHO OHOBJ/TOBAHOrO 3BTy 3 6e3neku.
no 2 abo 4 6nictepu [030BaHOi [itova pegakuisa: YactoTa nogaHHs perynsipHo
B KOPOOGLii 3 KApPTOHY chopmum, OHOB/IHOBAHOrO 3BITY 3 6e3Mekn 5 pokiB.
nepBuHHe Ta MponoHoBaHa peaakuis:
BTOPUHHE YacToTa nogaHHs peryisipHo OHOB/HOBAHOIO 3BITY 3
nakyBaHHs, 6e3nekn 10 poki. PekomeHA0BaHO [0

KOHTPO/1b

3aTBEPKEHHS BiANOBIAHO A0 NepioanYHOCTI
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
akocri); Ap. NoAaHHsA PerysisipHO OHOBJIIOBAHNKX 3BITiB 3 6e3neku
danbk Papma nikapcbkux 3acobis y €C.
m6X,
HimeyunHa
(BignoBiganbHuiA
3a BUMYyCK cepil
KiHLLeBOro
NpoAyKTy Ta
anbTepHaTnBHe
BTOPWHHE
nakyBaHHs);
No3aH ®apma
m6X,
HimeuyunHa
(BMPOGHYK
[030BaHol
chopmu,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b
AkocTi); JlozaH
dapma 'm6X,
HimeuunHa
(BUPOGHNK,
BiANOBIga/IbHUIA
3a nepBuHHe,
BTOPWHHE
nakyBaHHSA Ta
KOHTPO/b
SIKOCTI)
224. | ®IANIKN Tpasa no 50 r abo MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3MiHu 6e3 - UA/5803/01/01
TPABA no 60 r y nauuj 3 "NikTpasn" "NikTpasn” | TMny - 3MiHK 3 AKOCTi. FOTOBMIA NikapCbknin 3aci6. peyenma
BHYTPILLHIM CurcTema KoHTelHep/3aKynopioBasibHUIA 3aci6 (iHLi
naketom; no 1,5ry 3MiHW) BHECEHHS 3MiH 0 crneundikaLii 3 KOHTPOS0
hinbTp-nakeTi, No NepBUHHOrO NakyBasibHOro matepiasny (Manip
20 ¢hinbTp-nakeTiB B hiNbTpyBasibHWIA), a caMe JONOBHEHHS MOKa3HMKa
nadyui; no1,5ry «lgeHTundikaLis (30BHiLLHI 03HaKM)» BKIHOYEHHSAM
inbTP-NakeTi, No [04AaTKOBMX O3HaK 47151 Bi3ya/lbHOrO KOHTPOSIHO «6)
20 ¢hinbTp-nakeTiB B Konip».
naJui 3 BHYTPILLHIM
nakeTom
225. | PIABAME], PO34MH OpasIbHUIA, BEP/IH- HimeuuunH Brpo6HMUTBO HimeuyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 6e3 niosnsieae UA/3591/01/02
® ®OPTE 30 mr/5 mn XEMI Al a "in bulk", | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenma
no 100 mny nakyBaHHs, thapmakoHarnagy (iHwi 3MiHu)

donakoHi; no 1
oNakoHy 3 MipHOH
JI0XKO B KOPOO6Li

KOHTPO/Ib Ta
BUMYCK Cepiil:
BEP/IH-XEMI

3MiHV BHECEHO B IHCTPYKLiIO AN MeAUYHOro
3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"Cknag" (gogaHo nocunaHHs Ha Ph. Eur.),
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Al', HimeuunHa "Oco61MBOCTI 3acTOCyBaHHS" BigNOBIAHO JO
OHOB/EHOT iHGhopMaLii 3 6e3nekn 3aCToCyBaHHs
[0MNOMDKHMX PEYOBUH NiKapCbKOro 3acoby
(6eH3oiiHa kucnoTa, copbiT) 3rigHo 3 JoaaTkom
(EMA / CHMP / 302620/2017 Rev. 1 Big 22
nuctonaga 2019 p.) Ao HacTaHoBY €BponelicbKol
Komicii woa0 «1onoMiXKHUX pevyoBUH y MapKyBaHHi
Ta NNCTKY-BKIaAULLI NiKapCbKUX 3ac06iB ANs
3acTocyBaHHs ntoguHo» (SANTE-2017-11668).
BHECEHHS 3MiH [0 po3giny “Cknag” 3aTBepaKeHuX
MKSA N13. BBefeHHsA 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepapkeHHs
226. | ®NTIAMOrPEN | Tabnetku, BKpUTI AHaHTa Benuka dnamiHro IHAisa BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU 3a - UA/7441/01/01
b 75 nNiBKOBOIO Megikeap BpuTaHis $apmacbloTukan | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NikapcbKuMii 3aci6. peyenmom
060/10HKO0, N0 75 nra. c N1a., IHgis; 3MiHn y BUPOGHMLTBI. 3MiHa po3mipy cepil
mr no 10 TabneTok y ApTtypa (BkNHOUAKOUM AjanasoH po3Mmipy cepii) roToBOro
6nictepi; no 1, 3 abo PapmacbloTikas niKkapcbKoro 3acoby (iHLwi 3MiHW) - BBEEHHS
10 6nicTepiB y nauui 3 MeT. /114, [04,aTKOBOro po3mipy cepii /13 ans Bupo6Huka
IHAjsA ApTtypa ®apmacsbtoTikans lMet. IT4.,
IHais(3aTBepmxeHo: 50 000 TabneTok,
3anponoHoBaHo: 50 000 TabneTok, 1 000 000
Tabnetok). BBegeHHs 3MiH NpoTarom 3-x Micauis
nicns 3aTBepKeHHs
227. | ®NEKCBYMI pO3unH ANs iHQysil, Takefa ABcTpis KOHTPO/b AKOCTI, AscTpist/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a - UA/18128/01/01
H 200 r/n; no 50 mny MaHydeky BUNYyCK cepil: CWA | Tuny - 3miHK Woao 6e3nekn/edeKTBHOCTI Ta peyenmom
nonieTuneHoBomy YPIHT Takena hapmakoHarnsgy. BeegeHHs abo 3miHn go
naketi; no 1 a6o no AscTpist MaHydhekuypiHr y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
24 nakeTv B Al ABcTpis Arl, (BBEAEHHSA y3araslbHEHNX AaHUX MPO cucTemy
KapTOHHIi KopobLyj; ABCTpisi; thapmakoHarnsgy, aMmiHa ynoBHOBaXeHOI ocobu,
no 100 mny cTepuibHe BiANOBIAaNbHOI 3a 3ilicHeHHS chapmakoHarnagy;
nonieTnaeHoBoMy HanoBHEHHS, KOHTaKTHOI 0cobu 3 thapmakoHarnagy 3asBHvKa ans
nakeTi; no 1 a6o no ocTaTto4Ha 3pjiicHeHHs1 hapMakoHarnsgy B YKpaiHi, KLU0 BOHA
12 nakeTiB B nacTtepusauis, BiIMiHHa Bif, YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
KapTOHHI KopoobLi nepBuHHE Ta 3a 3[jicHeHHs hapMakoHarsay (BkIYarum
BTOPVIHHE KOHTaKTHi flaHi) Ta/abo 3MiHM Yy PO3MiLLLEeHHI macTep-
nakyBaHHs: thaiina cuctemu chapmakoHarnsgy) 3miHa
Bakcanta HOC YMOBHOBaXEHOI 0C06YM 3a8BHMKa, BigNoBifabHOI 3a
IHK., CLUA; hapmakoHarnsag.
BMPOGHMLITBO [itoua pepakuis: Dr. Johan Hellmer. NponoHoBaHa
Hepo3dgacoBaHo pegakuis: a-p Cymit MyHmpkan / Sumit Munjal. 3mina
T npoayku;i, KOHTaKTHUX AaHUX YNOBHOB&XEHOT 0CO6U 3asBHMKA,
TepMoo6pobka: BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
Bakcanta HOC KOHTaKTHOT 0CO6U 3asiBHMKA, BiAnoBiganbHOI 3a
IHk., CLLA

hapmakoHarnag B YkpaiHi. [itoua pegakuis:
YepHsesa OneHa AHatoniiBHa. MponoHoBaHa
pepakuis: YpeTiin Cepriii IBaHoBUY / Sergii Uretii.
3MiHa KOHTaKTHUX faHUX KOHTaKTHOI 0cobu
3asBHMKa, BiANOBiAaNbHOI 3a (hapmakoHarnsag B
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
YkpaiHi. 3mMiHa MicLe3HaxomKkeHHs MacTep-daiina
cuctemu hapmakoHarnsgy Ta moro Homepa. 3miHa
Micus 3AiiCHEHHA OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy
228. | ®JIEMOKCUH | Tabnetku, Lo YEMNADA | HimeyuunH BCi cTagii HigepnaHgy | BHECEHHS 3MiH 10 peecTpaviiiHuX maTepiasis: 3MiHu 3a - UA/4379/01/01
COJ/MIOTAB® AvcnepryoTbes no PM a BMPOGHMLTBA, [ ITanis | Tny - 3miHK 3 AkocTi. CepTudikar peyenmom
125 mr, o 5 ApuHaimit nepBrHHE Ta BignosigHocTi/l E-cepTudikar BignosigHocTi
TabneTtok y 6nictepi; Tenb BTOPVHHE €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
no 4 6nictepu y 6X nakyBaHHs, HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
KapTOHHIA Kopoo6Li KOHTPO/b AKOCTI ab0o BUyYeHHs cepTudikaTta BignoBigHOCTI
Ta BUNyCK cepil: €Bponelicbkii hapmakonei: ana A®l; ans BUXigHOro
AcTtennac marepiany/peareHTy/npoMKHOrO NMPOAYKTY, WO
Papma Opon BVIKOPVCTOBYIOTbCS Y BUPObHUUTBI A®I; ans
" [OMOMDKHOT peyoBUHM (cepTudikaT BiANOBILHOCTI
Higepnangw; Bei €sponelicbkin dhapmakonei) - OHOBMEHWIA
cTagii cepTudikaT Bif y)Xe 3aTBepAXeHOro BUPOOHHMKa -
BUPOGHMLTBA, noJiaHHs OHOB/IEHOrO cepTudpikata BiANoBIAHOCTI
nepBuHHE Ta €sponelicbkin dpapmakonei Ne R1-CEP 2001-367 -
BTOPUHHE Rev 05 (3aTBeppxeHo: R1-CEP 2001-367 - Rev 04)
nakyBaHHs, onsa A®l amokeuumniy Tpurigparty Big, BXxe
KOHTPO/b SKOCTI 3aTBEPAKEHOro BUpOo6HMKa Centrient
Ta BUNycCK cepil: Pharmaceuticals Netherlands B.V.
Xaynt ®apma
Natina C.P.J/1,
ITanisa
229. | ®JIEMOKCUH | Tabnetku, o YEMNADA | HimeyuunH BCi cTagii HigepnaHgy | BHECEHHS 3MiH 0 peecTpaviitHux maTepiasnis: 3MiHu 3a - UA/4379/01/02
CO/MIOTAB® AncnepryoTbes no PM a BMPOGHMLTBA, [ ITanis | Tuny - 3miHK 3 AkocTi. CepTudikart peyenmom
250 mr, no 5 ApuHaiimit nepBuHHE Ta BignosigHocCTI/IE-cepTudpikar signosigHocCTi
TabneTtok y 6nictepi; Tenb BTOPVIHHE €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
no 4 6nictepu y 6X nakyBaHHs, HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
KapTOHHIlA KopoobLi KOHTPO/b AKOCTI ab60 BUNyYeHHs cepTudikaTta BignoBigHOCTI
Ta BMNYCK cepil: €Bponeiicbkiii hapmakonei: ana A®l; ans BUXigHoOro
AcTtennac marepiany/peareHTy/npoMKHOro NMPOAYKTY, Lo
Papma tOpon BVIKOPVCTOBYIOTbCS Y BUpPObHUUTBI ADI; ans
" [L0MOMDKHOT peyoBuHM (cepTudikaT BiANOBILHOCTI
Higepnangw; Bei €sponelicbkin dhapmakonei) - OHOBEHWA
cragii cepTudikaT Bif y)Xe 3aTBepAXeHOro BUPOOHuMKa -
BUPOGHMLTBA, noJaHHs OHOBMIEHOro cepTuddikara BiANoBIAHOCTI
nepBuHHE Ta €sponelicbkin dpapmakonei Ne R1-CEP 2001-367 -
BTOPVHHE Rev 05 (3arBepmxeHo: R1-CEP 2001-367 - Rev 04)
nakyBaHHs, onsa APl amokenumniny Tpurigparty Big BXxe
KOHTPO/b SKOCTI 3aTBEPAKEHOro BUpOo6HMKa Centrient
Ta BUNYCK cepil: Pharmaceuticals Netherlands B.V.
XaynT ®apma
Natina C.P.N,
ITanisa
230. | PJIEMOKCUH | Tabnetku, Lo YEMNADA | HimeyunH BCi cTagil Higepnanay | BHeCeHHS 3MiH [0 peecTpauiiiHux MaTtepianis: 3MiHW 3a - UA/4379/01/03
COJ/INTAB® AncnepryTbes no PM a BUPOOHMUTBA, [ ITanis | TMNy - 3miHK 3 sikocTi. CepTudcpikat peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
500 mr, no 5 ApuHaimit nepBrHHE Ta BignosigHocTi/l E-cepTudikar BignosigHocTi
Tabnetok y 6nictepi; Tenb BTOPVHHE €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHSA
no 4 6nictepn y 6X nakyBaHHs, HOBOro abo OHOB/IEHOrO cepTudikaTa BifnoBIAHOCTI
KapTOHHI KopoobLi KOHTPO/b AKOCTI abo BUyYeHHs cepTudikaTta BignoBigHOCTI
Ta BUNYCK cepil: €Bponelicbkiii hapmakonei: ans A®l; ans BuXigHoro
Actennac marepiany/peareHTy/npoMKHOro NMPOAYKTY, WO
Papma KOpon BVIKOPVCTOBYIOTbCS Y BUPObHUUTBI A®I; ans
B.B., [OMOMDKHOT peyoBMHM (cepTudikaT BiANOBILHOCTI
Higepnangy; Bei €sponelicbkili hapmakoner) - OHOBNEHWIA
cTagii cepTuduikaT Bif y)Xe 3aTBepAXeHOro BUPOOHHMKa -
BMPOGHMLTBA, noJaHHs OHOB/IEHOrO cepTudpikara BianoBiAHOCTI
nepBrHHE Ta €sponelicbkili hbapmakonei Ne R1-CEP 2001-367 -
BTOPUHHE Rev 05 (3aTBeppxeHo: R1-CEP 2001-367 - Rev 04)
nakyBaHHs, ona A®| amokeuumnivy Tpurigparty Big, Bxe
KOHTPO/b SKOCTI 3aTBEPAKEHOro BUpo6HMKa Centrient
Ta BUNyCK cepil: Pharmaceuticals Netherlands B.V.
XaynT ®apma
Natina C.P.J/1,
ITanisa
231. | ®JIEMOKCUH | Tabnetku, Lo YEMNADA | HimeyuunH BCi cTagii HigepnaHgy | BHECEHHS 3MiH 10 peecTpaviiiHuX maTepianis: 3MiHu 3a - UA/4379/01/04
COJ/MIOTAB® AvcnepryoTbes no PM a BMPOGHMLTBA, [ ITanis | Tny - 3miHK 3 AkocTi. CepTudikar peyenmom
1000 wmr, no 5 ApuHaiimit nepBrHHE Ta BignosigHocTi/l E-cepTudikar BignosigHocTi
Tabnetok y 6nictepi; Tenb BTOPVHHE €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
no 4 6nictepu y 6X nakyBaHHs, HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBIAHOCTI
KapTOHHIA KopoobLi KOHTPO/b AKOCTI ab0o BUyYeHHs cepTudikaTta BignoBigHOCTI
Ta BMNyCK cepil: €Bponelicbkii hapmakonei: ana A®l; ans BUXigHoro
AcTtennac marepiany/peareHTy/npoMKHOro NMPOAYKTY, WO
Papma KOpon BVIKOPVCTOBYIOTbCS Y BUPObHUUTBI A®I; ans
B.B., [0MOMDKHOT peyoBUHM (cepTudikaT BiANOBILHOCTI
Higepnangw; Bei €sponelicbkin dhapmakonei) - OHOBMEHWIA
cTagii cepTuduikaT Bif y)Xe 3aTBepAXeHOro BUPOOHHMKa -
BUPOGHMLTBA, noJiaHHa OHOB/IEHOrO cepTudpikata BianoBiAHOCTI
nepBuHHE Ta €sponelicbkin dhapmakonei Ne R1-CEP 2001-367 -
BTOPUHHE Rev 05 (3aTBeppxeHo: R1-CEP 2001-367 - Rev 04)
nakyBaHHs, onsa APl amokeuumniy Tpurigparty Big, BXxe
KOHTPO/b SKOCTI 3aTBEPAKEHOro BUpOo6HMKa Centrient
Ta BUNycCK cepil: Pharmaceuticals Netherlands B.V.
XaynT ®apma
Natina C.P.J/1,
ITanisa
232. | PNNYBPIKC® cnpeii OpoMyKO3HWIA, AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHK 6e3 nionsieae UA/18976/01/01
CMPEN po34uH 8,75 "papmak” | TMny - 3miHK 3 AkocTi. CepTucpikat peyenma

mr/gosa, no 15 mny
donakoHi, no 1
chakoHy y nauui

BignosigHoCTI/IE-cepTudpikar BignosigHoCTi
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
ab60 BUNyYeHHs cepTudikaTta BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ana A®l; ans BUXigHoOro
marepiany/peareHTy/npomMiKHOro MPOAYKTY, Lo
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

BUKOPVCTOBYIOTbCS Y BUPOOHNLTBI ADI; ans
[OMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWIA
cepTudiikaT Bif y)Xe 3aTBepAXeHOro BUPOOHHMKa -
noAaHo OHOBJIEHWIA cepTUdikaT BiAMNoBIgHOCTI ED
No. RO-CEP 2017-129-Rev 04 Ha 3amiHy
3arBepxeHoro ceptudikaty (RO-CEP 2017-129-
Rev 03) ons gitouoi pevoBrHY diyp6binpodheHy Big
3aTBepaKeHoro Bupo6Hunka HY-GRO Chemicals
Pharmtek Private Limited, IHgjsi. Ak Hacnigok
BHECEHO 3MiHM [0 NOoKa3HWKa «3a/INLWKOBI KiSIbKOCTI
OpraHiYHMX PO3YMHHMKIB», @ CaMe BUYYEHHO
BU3HAYEHHA OpraHiyHnX po3ymHHukie N,N-
oumeTtundopmMamiz (3 4ONyCTUMOK MeXe He
6inbLlue 880 ppm) Ta METOHOANY (3 AOMYCTUMOIO
mMexeto He 6inbwe 3000 ppm) BignoBiaAHO A0
oHoBneHoro CEP. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
CeprtucpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI €BpONechbkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BW/TyYEHHS cepTudikata BifgnoBigHOCTI
€Bponelicbkiii hapmakonei: ans A®l; ans BuXigHoro
marepiany/peareHTy/npoMKHOro NMPOAYKTY, WO
BUKOPWCTOBYIOTbCS Y BUPOOHNLTBI ADI; ans
[OMOMDKHOT peyoBMHM (cepTudikaT BiANOBILHOCTI
€sponeiicbkili hapmakonei) - HoBwii cepTudikar Big,
HOBOTrO BMPOGHMKA (3aMiHa ab0 AOMOBHEHHS)
nogaHo HoBwii cepTudikat BignosigHocTi €®, No.
R1-CEP 2003-103-Rev 02 115 Ajto40i pe4oBuHM
dnyp6inpodpeHy Big, HOBOro BupobHnka FDC
Limited, IHais. 3miHn | TMNy - 3MiHK 3 SKOCTI.
CeprtucpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI €BpONechbkili
thapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3
HeOoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii 4dY abo EBponeiicbkoi hapmakoner,
abo iHWOI HauioHabHOI chapmakonel gepxasn €C
(3miHa y cneuudpikauisix, nos'sa3aHa 3i 3MiHaMun B
Loy, abo €sponeiicbkili hapmakonei, abo iHLwil
HaujioHanbHili hapmakonei fepxasn €C) nprBegeHo
npodinib AOMILLIOK, AONYCTUMI MeXi Ta METOAUKY 3a
nokasHukom «CynpoBigHi AOMILLKW» Y BiANOBIAHICTb
00 BuMor moHorpadii «Flurbiprofen» EP
BMPOGHUKOM 13, 3MiHM | TUNY - 3MiHM 3 AKOCTI.
[oToBMIA Nikapcbkuii 3aci6. Onuc Ta ckag. 3miHa 'y
cknagi (40NoMiKHUX peyoBrHaX) roToBOro
NiKapCcbKoro 3acoby (iHLWi 3MiHX) 3MiHa SIKICHOTO
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
cKnafy AONOMKHUX PEYOBUH, a came BU/Ty4eHO
nponinnaparigpokcméeHsoar. 3MiHW BHECEHI B

ni

A®|, 260 BUXiILHWIA/NPOMIDXHWI NPOAYKT/peareHT, LWo

METOAVKM 3a NOKa3HNKOM «KinbKiCHe BU3HAYEHHSI»
(npo6onigroToBka) Ta 3mMiHa AOMNYCTUMUX MEX A1
MeTunnaparigpokcnbeHsoaTty (3aTBepaxeHo: 90,0 —

3anponoHosaHo: 40,0 — 110,0% Bif HOMiHa/IbHOIO
3HaYeHHs). 3MiHu | Tuny - 3MiHK 3 IKOCTi. TOTOBWIA

IHCTPYKLiI0 ANS MeANYHOro 3acToCyBaHHS

nikapcbKoro 3acoby y po3gin "Cknag" (4onomikHi
peyoBuHK). 3MiHKM | TMNY - 3MiHK 3 AKOCTIi. FoTOBUIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y cknagi
(8ONOMIKHUX pEeYOBMHAX) FOTOBOTO NiKApCbKOro
3aco0by (iHLWi JONOMiXKHI peyoBUHW) - Byab-aka
He3HauyHa 3MiHa KiNlbKICHOro cknagy AONOMiIKHUX
PEYOBUH Y TOTOBOMY MiKapCbKOMy 3aco0i - 3MiHa
KiNbKiCHOro ckagy AONOMIXHUX PeYOBUH, a came
3MEHLLEHO Ki/IbKiICTb MeTunnaparigpokcmbeH3soaty

(3aTBEpmXeHO: 2,20 mr/mn; 3anponoHoBaHo: 1,65
Mr/mn). 3MiHu | Tuny - 3miHn 3 AkocTi. APl KoHTposb

A®I. 3miHa y napameTpax cneuudikain Ta/abo
[ONyCTUMMX MEX, BU3HaUYeHMX y cneuudikalisx Ha
A®I, ab0 BMXigHWIA/NPOMIKXHUIA NPOAYKT/pearexT, Wwo
BVIKOPWCTOBYIOTbCSA Y npoueci BUpobHuytea Ad|

(iHLWi 3MiHW) ANS BU3HAYEHHS MOKa3HuKa
«lpeHTudpikauis» supobHukom MNN3 BBEAEHO
[04aTKOBUIA MeTO/ pamMmaHiBCbka CNeKTPoOMETpIA y
MeToAW KOHTPO/o APl 3 NPUMITKOIO «0MYyCKaETbCA
BU3HAYEHHS iAeHTUIKaLii KOXHOI TapHOI EMKOCTI».
3Minu | TUnNY - 3MiHK 3 sKocTi. APl KoHTponb AdI.
3miHa y napameTpax cneuudikauii Ta/abo
O0NYCTUMUX MEX, BU3HAYEHUX Y crneundikaLisx Ha

BMKOPWCTOBYIOTLCSA Y NpoLeci BUpobHnuTBa Ad|
(iHLWi 3MiHW) BBEAEHHS MPUMITKN «BU3HAYEHHS
ineHTMdikaLii NpoBoAUTLES Ha cepefHii Npobi» Ao
nokasHuka «lgeHtudikauis» cneundikavii AdI
BUPOGHMKOM [/13. 3MiHKM | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA nikapcbkuii 3aci6. KOHTPOIb AOMNOMIKHUX
peyoBuMH. 3MiHa y MeToax BUNPOOYBaHHS
[0MOMDKHOT PEYOBUMHU (HE3HAUHI 3MiHW Y
3aTBEpPKEHUX MeToAax BUNpobyBaHb) 3MiHM

110,0% Bif HOMIHA/TbHOTO 3HAYEHHS;

Kapcbkuii 3aci6. KOHTpOsib fOMOMIKHNX PEUYOBUH.
3MiHa y MeToZax BUNPOGYBaHHSA [OMOMDKHOI
PEYOBUHMN (HE3HAYHI 3MiHW Y 3aTBEPAKEHNX

mMeToAax BUNpobyBaHb) 3 NOKa3HMKa

nponinnaparigpookcnbéersoaty. 3MiHu | Tuny - 3MiHn

«lAeHTuiKaLis» BUIy4EHO BU3HAYEHHS
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep

peecmpayiliHo2o

nocsio4YeHHs

3 AKoCTi. FoTOBWIA Nikapcbkuii 3aci6. KoHTponb
[OMOMDKHUX PeyoBWH. 3MiHa y MeTodax
BMNPOGYBaHHA AOMOMDKHOI PEYOBUHMN (HE3HAYHI
3MiHW Y 3aTBEPKEHVX METOAaX BUMPOOYBaHb)
3MiHa MEeTOAMKM 3a NOoKa3HWKOM «CynpoBiaHi
AOMiLLKM» (Npo6onigroToeka). 3miHu | Tvny - 3miHn 3
akocTi. CepTudpikart BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBponeichkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTIi abo
BUTyYEHHS cepTudikaTa BifnoBiLHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuxigHoro
marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO
BUKOPUCTOBYHOTbCA Y BUPOOHULUTBI API; Ans
[0NOMDKHOT peyqoBUHN (iHLWI 3MiHK) NOAaHo
OHOBJIEHUIA cepTudpikaT BignosigHocTi E® No. R1-
CEP 2003-103-Rev 03 Ha 3amiHy 3aTBepAXeHoro
ceptudiikaty (R1-CEP 2003-103-Rev 02) ans gitoyoi
peyoBuHM donyp6inpodieHy Bif 3aTBEPAKEHOTO
BMpo6Huka FDC Limited, IHAjis

233.

DOPTE3A

cnpeli gns poToBOi
NopoXHUHU 0,15 %;
no 15 mn a6o 30 mn
PO34uMHy y thriakoHi 3
posnuatoBayem; no
1 chnakoHy B
KapTOHHI/ Kopobui

Jenbta
Megiken
Mpomoyu
H3 Al

Lseiuapi
A

AB/JlI IBPAXIM
Inay CaHai Be
TigpxapeT A.LL.

TypeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
Il TNy - 3MiHW 3 AkocTi. ADI. (iHWi 3MiHW1) OHOB/IEHHS
DMF Ha gitody peqyoBuHy 6eH3ngaMiHy rigpoxnopug,
Bif 3aTBEpAXeHOoro BupobHunka Bal Pharma Limited,
IHAia (3aTBepmxeHo: DMF Version No:
BPL/BNZ/AP/1.0/06/2017-10-31 ); 3anpOnoHOBaHO:
DMF Version No: BPL/BNZ/AP/1.0/08/2021)

6e3
peyenma

UA/13797/02/01

234.

dPUHON

Kpansi opasibHi, No
50 mn y donakoHi; no
1 donakoHy B navui

MAPI®AP
M g.o.0.

CnoseHis

NAT
"Fanuuchapm"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA NikapcbKuWii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo
yMoBax 36epiraHHs roTOBOr0 NikapCbKoro 3acoby

(36iNbLUEHHSA TEepMiHY NPUAATHOCTI FOTOBOrO
nikapcbkoro 3acoby) - 115 TOproBoi ynakoBKu
(niaTBEPOKYETHCA AAHUMU PEasIbHOTO Yacy)
36inbLUeHHA TepMiHy npuaaTHocTi 13, y 3B'A3ky 3
OTPUMAaHHSAM OHOB/IEHUX PE3Y/bTATIB BYUBYEHHS
CTabiNIbHOCTi B peasibHOMY 4aci. 3aTBepAXXeHo:
TepMiH NnpuaatHocCTi 2 poku TepMiH NpuAAaTHOCTI
nicns po3KpUTTS YNakoBKN — 6 MicALIB.
3anponoHoBaHo: TepMiH npuaaTHocTi 3 poku TepMiH

NpVAATHOCTI NICNSA PO3KPUTTSA YNakoBKM — 6 MicAL,iB.

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHSA

6e3
peyenma

niosnsieae

UA/19074/01/01

235.

XBOLLA
NnonLOBOro
TPABA

TpaBa; no 50 ry
naykax 3 BHYTPIiLIHIM
naketom; no 1,5ry
pinbTp-NakeTi; no
20 chinbTp-nakeTiB y

MpAT
"NikTpasn"

YkpaiHa

MpAT
"NikTpasn"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHN
| TMNy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKWiA 3aci6.
CuncTema KoHTelHep/3aKynoptoBasibHUA 3aci6 (iHLi

3MiHW) — BHECEHHS 3MiH A0 cneuudikauii 3
KOHTPOJ1H0 NEPBMHHOTO MakKyBaslbHOTO Matepiasty

6e3
peyenma

UA/5699/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

nauyi abo y nauui 3
BHYTPILUHIM NakeToMm

(MNanip hinbTpyBasibHWIA), & caMe JOMOBHEHHS
nokasHuka «laeHTudikauis (30BHILLHI 03HaKN)»
BK/TOYEHHSIM 104aTKOBUX 03HaK A1 BisyaslbHOro
KOHTPO0 «6) Konip».

236.

XENNEKC®
AHTUKONA,

Tabnetku: in bulk:
no 5000 Tabnetok y
noAgiiHomMy
nonieTuieHoBoOMy
nakeTi B KOHTelHepi

Mosi Xenc
mM6X

Lseiiuapi
o

CaBa Xenckea
NTa, IHais
Megiton

PapmacbloTikau

Nta., YropwmHa

IHais/
YroplmHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3MiHu
| Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa (BnacHvka
peecTpadiiiHoro noceigyeHHs) 3MiHa agpecu
3asBHUKa (BNacHUKa peecTpaLiiiHoro nocBiguyeHHs).
TepMiH BBEEHHS 3MiH NPOTArom 6 MicauiB nicns
3aTBEPKEHHS. 3MiHM | TUNY - 3MiHW Woa0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnagy (iHwi
3MmiHn) (B. (x) 1A)
3MiHV BHECEHO B TEKCT MapKyBaHHS BTOPUHHOT
yNakoBKM NikapcbKoro 3acoby y n. 8. «AATA
3AKIHYEHHA TEPMIHY NPUOATHOCT I».
3MiHW Yy TekcTi MapKyBaHHs chopmu in bulk /13 B
po3gini "Aarta 3akiH4eHHs TepMiHy npuAaaTHoCTi",
BiANOBIAHO [0 SKMX «TEPMiH NPUAATHOCTI»
TPaKTYETLCA SIK OCTaHHII Micaub npuaaTtHocTi /13, Ta
naty 6yge 3asHadyeHo B hopMi «mm/pppp». fitoua
pepakuis:

8. JATA 3AKIHYEHHA TEPMIHY NPUOATHOCTI
MpuaatHuin go: NponoHosaHa peakuis: 8. JATA
3AKIHYEHHA TEPMIHY NPUOATHOCTI
TepMiH npuaaTHocCTi: TepMiH BBEAEHHS 3MiH -
npoTArom 6 mMicsiliB nicns 3aTBepAKEHHS.

He
nidnsieae

UA/9664/01/01

237.

XENNEKC®
AHTUKONA

TabneTku: no 4
Tabnetkn y 6nictepi;
no 1 6nictepy B
KapTOHHI/ nayuj; no
4 TabneTkn y
6nictepi; no 1
6nictepy B
KapTOHHI nayuj; no
10 nayokK y rpynosii
KapTOHHI ynakoBLi;
no 4 Tabnetkn y
6nictepi; no 1
6nictepy B
KapTOHHI nayuj; no
20 nayok y rpynosivi
KapTOHHIA ynakoBLi;
no 10 TabneTtok y
6nictepi; no 1
6nictepy B
KapTOHHI nayuj; no
10 TabneTok y

Mosi Xenc
m6X

LBeiiuapi
A

CaBa Xesnckea
Nta, HAis
Megiton

PapmacbloTikau

nrta., YropwuHa

IHgjia/
YropLmHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu
| TMNy - AgMiHICTpPaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy 3asBHVKa (BNacHuka
peecTpauiiHoro noceigyeHHs)) 3MiHa agpecu
3asiBHUKA (BNacHUKa PeECTPaLiiiHOro NOCBigUYEHHS).
TepMmiH BBELEHHS 3MiH NpoTArom 6 micauis nicns
3aTBepKeHHA. 3MiHU | TUny - 3MiHW Woa0
6e3nekn/edpekTBHOCTI Ta thapMakoHarnagy (iHLi
3MiHn) (B. (x) 1A)
3MiHN BHECEHO B TEKCT MapKyBaHHA BTOPUHHOT
yNakoBKM NiKapcbkoro 3acoby y n. 8. «JATA
3AKIHYEHHA TEPMIHY NPUAATHOCTI».
3MiHW y TeKCTi MapkyBaHHs dpopmu in bulk /13 B
po3aini "[ata 3akiH4eHHs TepMiHy npugartHocTi”,
BiAMNOBIAHO [0 AKX «TEPMiH MPUAATHOCTI»
TPaKTYETbCA SK OCTaHHI Micaub npugaTtHocTi /13, Ta
naty 6yfe 3asHadyeHo B hopMi «mm/pppp». fitoya
peakuist:

8. JATA 3AKIHYEHHA TEPMIHY NPUOATHOCTI
MpupatHuii fo: NponoHoBaHa peaakuis: 8. AATA
3AKIHYEHHA TEPMIHY NPUAATHOCTI

6e3
peyenma

niosnsieae

UA/9824/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nicTepi; no 1 TepMmiH npugaTHocTi: TepMiH BBEAEHHS 3MiH -
6nictepy B NPOTArom 6 MiCALiB MicNs 3aTBEPKEHHS.
KapTOHHI nayuj; no
10 nayokK y rpymnosii
KapTOHHIA ynakoBsL,i
238. | XENMNEKC® Tabnetku: no 4 Mosi Xenc | Lseliyapi CaBa Xenckea IHais/ BHECEHHS 3MiH A0 peecTpauiiHux maTtepiasis: 3MiHU 6e3 nidnsieae UA/9825/01/01
AHTUKONA, Tabnetkn y 6nictepi; 6X A NTa, IHais YropuHa | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa peyenma
DX no 1 6nictepy B Megiton HalilMeHyBaHHs1 Ta/abo agpecy 3asBHVKa (BNnacHMKa
KapTOHHI/ nayvj; no dapmacbloTikan peecTpauiiHoro noceigyeHHs) 3MiHa agpecu
4 TabneTkn y NTa., YropwmHa 3asBHUKa (BNacHUKa peecTpaLiiiHoro nocBigyeHHs).
6nictepi; no 1 TepMiH BBEAEHHS 3MiH NPOTAroM 6 MicALiB nicas
6nictepy B 3aTBEPMKEHHS. 3MiHuM | Tuny - 3MiHK Woao
KapTOHHI/ nayuj; no 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi
10 nayokK y rpynosii 3MiHu) (B. (X) 1A)
KapTOHHI/ ynakosLi; 3MiHN BHECEHO B TEKCT MapKyBaHHS BTOPUHHOI
no 4 TabneTtkm y yMakoBKM NikapcbKoro 3acoby y n. 8. «AATA
6nictepi; no 1 3AKIHUEHHA TEPMIHY MNPUAATHOCTI».
6nictepy B 3MiHKn y TekcTi MapKyBaHHsa chopmu in bulk /13 B
KapTOHHI/ nayuj; no po3gini "Jarta 3akiH4eHHs TepMiHy NpuAaTHOCTI",
20 nayok y rpynosii BiANOBIAHO [0 AKX «TEPMiH NPUAATHOCTI»
KapTOHHI/ ynakosLi; TPaKTYETbCA SK OCTaHHI Micaub npuaaTtHocTi /13, Ta
no 10 Tabnetok y naty 6yge 3asHadeHo B popMi «mm/pppp». ditoua
6nictepi; no 1 pefaxuis:
6nictepy B 8. JATA 3AKIHYEHHA TEPMIHY NPUOATHOCTI
KapTOHHI/ nayuj; no MpupatHuin go: NponoHoBaHa pedakuis: 8. JATA
10 TabneTok y 3AKIHYEHHA TEPMIHY MPUAATHOCTI TepmiH
6nicTepi; no 1 npugaTHocTi: TepMiH BBEAEHHS 3MiH - NPOTAroM 6
6nictepy B MiCALIB MiCN1A 3aTBEPIKEHHS.
KapTOHHI/ naywj; no
10 nayokK y rpymnosii
KapPTOHHI ynakoBUi
239. | XE/MMEKC® Tabnetku: in bulk: Mosi Xenc | LUseiiuapi CaBa Xenckea IHpis/ BHECEHHS 3MiH [0 peecTpavliiiHnx maTtepianis: 3MiHN - He UA/9722/01/01
AHTUKONA no 5000 TabneTok y 6X A NTa, IHais YroplmHa | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa nionsizae
DX noagiiHomy Megiton HaliMeHyBaHHs Ta/abo agpecy 3asBHVKa (BnacHvKa

nonieTnaeHoBoMy
nakeTi B KOHTelHepi

dapmacbloTikas
nrta., YropwuHa

peecTpauiiHoro noceigyeHHs)) 3MiHa agpecu
3asBHUKa (BNacHUKa peecTpaLiiiHoro nocBigyeHHs).
TepMiH BBeEHHS 3MiH NPOTAroM 6 micAuiB nicns
3aTBEPAXKEHHS. 3MiHM | TNy - 3MiHW WoA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnagy (iHwi
3MiHu) (B. (x) 1A)
3MiHV BHECEHO B TEKCT MapKyBaHHS BTOPUHHOT
yNakoBKM NikapcbKoro 3acoby y n. 8. «AATA
3AKIHYEHHA TEPMIHY MPUAATHOCT I».
3MiHM Y TeKCTi MapkyBaHHs dopmu in bulk 13 B
po3gini "Jarta 3akiH4eHHs TepMiHy npuaaTHocCTi",
BiANOBIAHO [0 AKX «TEPMiH NMPUAATHOCTI»
TPaKTYETLCA SIK OCTaHHII Micaub npuaaTtHocTi /13, Ta
aaty 6yge 3asHadyeHo B hopMi «mm/pppp». [itoya
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

pepakuis:
8. JATA 3AKIHYEHHA TEPMIHY NPUOATHOCTI
MpuaatHWii fo: NponoHoBaHa pegakuyis: 8. AATA
3AKIHYEHHA TEPMIHY NPUOATHOCTI Tepmin
npuaatHocTi: TepMiH BBEAEHHS 3MiH - NPOTAroM 6
MiCALIB MiCN1SA 3aTBEPKEHHS.

240.

XENNEKC®
E®EKT

masb no 20 r abo 40
ry 1y6i; no 1 Ty6i B
nadui 3 KapToHy

MoBi Xernc
m6X

Leiiuapi
A

CaBa Xenckea
nTg

IHais

BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU
| TMNy - AgMiHICTpPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHS Ta/abo agpecy 3asBHVIKa (BnacHuka
peecTpauiiHoro noceigyeHHs). 3miHa agpecu
3asiBHUKA (BN1acHUKa pPeeCTPaLiiiHOro NocBigUYeHHs).
TepMmiH BBELEHHS 3MiH NpoTArom 6 micauis nicns
3aTBEpPMKEHHA. 3MiHN | Tuny - 3MiHW WoA0
6e3nekun/edpekTBHOCTI Ta thapMakoHarnagy (iHLwi
3MiHW) - 3MiHN BHECEHO B TEKCT MapKyBaHHS
BTOPWHHOT YNakoBKW liKapCbKoro 3acoby y n. 8.
«[JATA 3AKIHYEHHA TEPMIHY MPUOATHOCTI».
TepMmiH BBELEHHS 3MiH NpOTArom 6 micauis nicns
3aTBEPAKEHHS.

6e3
peyenma

nionsieae

UA/11390/01/01

241.

XEJMMEKC®
nAP

cnpeii a4ns poToBoi
MOPOXHUHWN, PO3YMNH,
30 M1 po3UnHY Y
CKNSAHOMY (pr1akoHi 3
posnuaoBayem y
KapTOHHI KopoobLi

Mosi Xenc
mM6X

Lseiiuapi
o

[esa XonauHr

TypeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHK
| Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy 3asiBHMKA (BNacHUKa
peecTpauiiHoro noceigyeHHs)) 3MiHa agpecu
3asBHUKa (BNacHUKa peecTpaLiiiHoro nocBigyeHHs).
TepMiH BBEiEHHS 3MiH NPOTAroM 6 micAuiB nicns
3aTBEPAKEHHS. 3MiHM | TUNy - 3MiHW WoA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHM) OHOBJ/IEHHSA TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby, a came: 3miHa y n. 8. «JATA
3AKIHUEHHA TEPMIHY NPUOATHOCTI» Ta n. 13.
«HOMEP CEPIi IKAPCbLKOIO 3ACOBY»
nepBMHHOI ynakosku, y n. 8. «GATA 3AKIHYEHHA
TEPMIHY NMPUAATHOCTI» BTOPUHHOI yNnakoBKu.
TepMiH BBEiEHHS 3MiH NPOTAroM 6 micAuiB nicns
3aTBEPAKEHHSA

6e3
peuyenma

nionsieae

UA/18887/01/01

242.

XOHZPOCAT

PO34MH ONs iH'EKUIN,
100 mr/mn; no 2 mn
B amnyni; no 5
amnyn y 6nictepi; no
2 6nicTepu B nauui 3
KapToHyY

TOB "®3
"BIO®AP
MA"

YKpaiHa

TOB "®3
"BIO®APMA"

YkpaiHa

BHECEHHS 3MiH A0 peecTpauiiHux maTtepiasis: 3MiHK
| TNy - 3MiHK 3 AKOCTi. [OTOBMIA NikapcbKuMii 3aci6.
3MiHN Y BUPOGHULTBI. 3MiHW Y NpoLeci BUPo6HULITBA
roTOBOrO JiKapCbKOro 3acoby, BKIoHaum
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NpY
BMPOOBHULITBI FOTOBOrO NiKApPCLKOro 3acoby
(He3Hau4Ha 3MiHa y npoLeci BUPOOGHMLTBA)
OHOB/IEHHS PO34iN ONNC TEXHOMOTIYHOIO NpoLiecy, a
came npuBefeHHs Y BiANOBIAHICTb A0 cneundikauii
Ha NPOMiXKHY NPOAYKLito (CTagisi NPUroTyBaHHs
PO34MHY XOHAPOCATY): - Yac nepemillyBaHHs
po3unHy 3 45 xB. Ha 60 xB.; - pH oTpumaHoro
pO34uHy 3 6,8 -7,5 Ha 6,2 - 7,3; - 3MiHM TemnepaTypu

3a
peyenmom

UA/14288/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
36epiraHHsA NPOMXHOI NpoAykuii 3 2-8 °C Ha 12 °C; -
3a3HayeHHs Temnepatypy cTepunisadii cuctemu
po3nuey 120 °C 20 xB. 3MiHK | TUNY - 3MiHX 3 AKOCTI.
[0TOBWIA NikapCbknii 3aci6. 3MiHWM Y BUPOOHULTBI.
3MiHM y npoLeci BUPOBGHULITBA FOTOBOO NiKapCbKOro
3aco6y, BKIOYAUM NPOMDKHUI NPOAYKT, L0
3aCTOCOBYETHCS MPW BUPOOHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa Y NpoLeci
BMPOGHULTBA). OTPUMaHHS NakyBaslbHUX MaTepianis
BWHECEHO B OKPeMy onepaLiito TeXHO/OT4YHOro
npoLecy BUpO6GHULTBA NpenaparTy Ha ctagito 3.
"MakyBaHHA Ta BiABaHTaXXEHHSA roTOBOI NPOAYKLiT" Y
peecTpauiiHoOMy JOCbE Yy BigMNOBigAHOCTI A0 AitoHO0i
TEXHO/OrYHOT AOKyMeHTaUil. AKTyasnizoBaHO
HyMepaLiito Ta onuc onepaLii TEXHOMOrYHOro
npouecy. 3miHu Il Tuny - 3miHn 3 sKocTi. FoToBMIA
nikapcbknii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHK
BMNpobyBaHb abo [OMYCTUMUX MEX, BCTAHOB/IEHNX
y crneumdikauisx, nig yac BUpobHULTBA FOTOBOrO
NikapcbKoro 3acoby (PO3LUMPEHHS 3aTBEPAKEHNX
[OMYyCTUMUX MEX A/151 NOKa3HWKIB, SKi MOXYTb MaTu
iCTOTHWIA BNAIMB Ha 3arasibHy AKICTb rOTOBOrO
NikapcbKoro 3acoby) PO3LWMPeHHS AOMYCTUMMX MEX
AN nokasHuka pH y cneuudikadlii npomikHoT
npoaykuii (3aTBepmxeHo: pH Big 6,8 0o 7,5;
3anponoHoBaHo: Bif 6,2-7,3), Wwo 3abesnevye
OTPVMaHHA y TOTOBOMY NikapcbkoMy 3acobi pH
6/113bKMi A0 cepeaHboro (pH B I'N13 6,0-7,5))
243. | XYMANOre cycneHsisa gns Eni Ninni HigepnaH Ninni ®paHc PpaHuis BHECEHHS 3MiH [J0 pEECTPALiiHMX MaTepianis: 3MiHu, 3a He UA/8352/01/01
MIKC 25 nigLWwKipHOro HepepneH an LLIO NOTPeb6YOTL HOBOI peecTpavii (3rigHO Hakasy peyenmom nidnsieae
BBeAeHHs, 100 0 B6.B. MO3 Big 23.07.2015 Ne 460) 3miHa y [P, ski He
MO/mn no 3 mny Npu3BOAATb [0 HOBOI [JP: He3HauHi 3MiHK
CK/ISHOMY 6i0N10rYHOI peYOBUHM ab0 BIOTEXHOSIOTIYHOIO
KapTpugxi; no 5 NPOAYKTY - HE3HAYHa ONTUMI3aLlisi MPOLeCy OYNCTKN
KapTpuoxis y iHCYniHY ni3npo
KapTOHHI/ ynakosL,,
no 3 My CKIAHOMY MepiognyHICTb NOAAHHS PErynsipHO OHOB/IIOBAHOTO
KapTpuaxi, 3BiTYy 3 6e3neku, BianoBiaHO 10 MopsiaKy 34iCHEHHS
BK/1af,EHOMY Y thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
LUNPUL-PYYUKY MiHicTepcTBa OXOpOHM 340POB’A YKpaiHu Big 27
KBikleH; no 5 rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
LLINPUL-PYYOK MinicTepcTBi tocTuuii Ykpainu 29 ciuHa 2007 poky 3a
KBikleH y kapTOHHii Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
ynakoBLij OXOPOHU 3[10POB'A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rifHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAAHHSA PerynspHuX
3BITiB 3 6e3neKu.
244. | UENICTA® NbOoAsAHUKN No 8,75 MpAT YkpaiHa KOHTPO/Ib Cepili: Icnanis BHECEHHS 3MiH 10 peecTpaLiiHiX maTtepianis: 3MiHU 6e3 - UA/18966/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BIA BONKO B | mrno 12 neoasHukiB | “"d®apmaue IHOPAPMEWNA, | Tuny - 3miHuK 3 skocTi. CepTudikar peyenma
roeni y 6nictepi; no 1 BTUYHA C.J1., IcnaHis; BignosigHoCTI/IE-cepTudpikat BignosigHocCTi
6nicTepy B naui hipma KOHTPO/b Cepili: €sponelicbkiii hapmakonei/MoHorpadii. MoaaHHs
"OapHuusa” JIABOPATOPIO HOBOro abo OHOBMIEHOroO cepTudikaTa BifnNoBIAHOCTI
EUIBAPHE, ab0 BUYyYEHHS cepTudikaTa BignoBigHOCTI
C.A., IcnaHis; €Bponeiicbkiii hapmakonei: ans A®l; ana BuxigHoro
KOHTPO/Ib Cepili: marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO
CIHKPO®APM, BUKOPUCTOBYHOTbCA Y BUPOOHULUTBI API; Ans
C.J1., IcnaHis; [0MNOMDKHOT peyvoBuHM (cepTudikaT BignoBigHOCTI
BMPOGHMLTBO €Bponelicbkin dhapmakonei) - OHOBEHWIA
roToBol cepTuaikaT Bif ye 3aTBepAXeHOro BUPoOHUKa -
NPOAYKLi, NnoAiaHHA OHOBJ/IEHOTO cepTudikaTa BifnoBiAHOCTI
nepBrHHE Ta €sponelicbkin hapmakonei Ne R1-CEP 2003-154 -
BTOPVHHE Rev 06 (3atBepmkeHo: R1-CEP 2003-154 - Rev 05)
nakyBaHHs, onsa A®l conypbinpodeHy Bif BXe 3aTBEPLKEHOTO
BWMYCK Cepil: BMpo6HMKa Sun Pharmaceutical Industries Limited,
noasrc IHais
®APMACBIOTIK
ANC C..,
Icnais
245. | UENICTA® NbOASAHNKM Mo 8,75 MpAT YkpaiHa KOHTPO/b AKOCTI Icnanis BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis: 3MiHN 6e3 - UA/19483/01/01
Bl BONKO B | wmr, no 12 "®apmaue cepiii: | Tuny - 3miHK 3 skocTi. CepTudikar peyenma
roPni BE3 NbOASHUKIB Y BTUYHA IHOAPMEW, BignosiaHOCTI/TE-cepTucpikat BignosigHocCTi
LLYKPY 6nicTepi; no 1 hipma C.J1., IcnaHis; €sponelicbkin dhapmakonei/moHorpadii. NMogaHHA
6nicTepy B naui "OapHuusa” BMPOGHMLTBO HOBOro abo OHOB/IEHOro cepTudikaTa BifnoBiAHOCTI
roToBo| ab0o BUNy4YeHHs cepTudpikarta BiANOBIAHOCTI
NpoAyKLUii, €sponelicbkin hapmakonei: ansa A®l; ans BuxigHoro
BMMNYCK cepii Ta marepiany/peareHTy/npoMiKHOro MPOAYKTY, WO
nepBuHHE i BMKOPUCTOBYHOTLCA Y BUPOOHULUTBI API; Ans
BTOPVHHE [0MNOMDKHOT peyoBuHM (cepTudikaT BignoBigHOCTI
nakyBaHHs: €Bponelicbkin dhapmakonei) - OHOBEHWIA
noasrc cepTmaikaT Bif y)Xe 3aTBepAXeHOro BUpoOHUKaA -
PAPMACBHIOTIK NnoAaHHA OHOB/IEHOTO cepTudikaTa BifnoBiAHOCTI
ANC C.J1., €sponelicbkin papmakonei Ne R1-CEP 2003-154 -
IcnaHis Rev 06 (3atBepmkeHo: R1-CEP 2003-154 - Rev 05)
ana A®l donypbinpochery Bif, BXe 3aTBEPL)KEHOrO
BMpo6HMKa Sun Pharmaceutical Industries Limited,
IHais
246. | ULE®PANEKCW | rpaHynu ans "Xemodhap Cepbis "Xemodpapm" Cepbis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a - UA/7888/01/01
H OpasIbHOT CyCneHsil, M AL AL, Cepbis YopHoropis | Tuny - 3miHn 3 akocTi. CepTudpikart peyenmom
100 mn (250 mr/5mn) (BUPOGHWK BignosigHOCTI/IE-cepTucpikart BignosigHOCTI

no 40 r y dpakoHi;
no 1 cpnakoHy

KOHTPO/b Ta
BMNYCK cepii);

€sponelicbkin dhapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOrO cepTudpikaTa BifnoBiAHOCTI

pasom 3 MipHOK XeMOMOHT abo BUNyYeHHs cepTudikarta BiANoBIAHOCTI

JIOXKKOK Y KapTOHHIl 0.0.0., €Bponelicbkiii hapmakonei: gns A®l; ons BuxigHoro

ynaxoBLii YopHoropis martepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
(BUPOGHWK BMKOPUCTOBYHOTLCA Y BUPOOHMUTBI API; Ans
roToBOro O0MNOMIKHOT peyvoBuHK (cepTudikaT BignoBigHOCTI
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Howmep
peecmpayiliHo2o
nocsio4eHHs1

nNikapcbKoro
3acoby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b cepii)

€Bponelicbkin dhapmakonei) - OHOBEHWIA
cepTuaikaT Bif yXe 3aTBepAXeHOro BUPoOHUKa -
NnoAjaHHA OHOBJIEHOTO cepTudikaTa BifnoBiAHOCTI
€poneiicbkin hapmakonei R1-CEP 1997- 007 -
Rev 07 ana A®| uedanekcunHy Big, Bxe
3aTBEPKEHOr0 BUPOGHYMKA SKUIA 3MiIHUB
HalilmeHyBaHHs: 3aTBepaeHo: R1-CEP 1997- 007 -
Rev 06 Holder of CEP: DSM SINOCHEM
PHARMACEUTICALS NETHERLANDS B.V. site of
production: DSM SINOCHEM PHARMACEUTICALS
SPAIN S.A. 3anponoHosaHo: R1-CEP 1997- 007 -
Rev 07 Holder of CEP: CENTRIENT
PHARMACEUTICALS NETHERLANDS B.V. site of
production: CENTRIENT PHARMACEUTICALS
SPAIN S.A

247.

UNTAPABIH

pO34uH AN8 iH'eKLi,
100 mr/mn no 1 mn
abono 10 mny
chnakoHi; no 1
donakoHy B
KapTOHHI Kopobui

Mini
Xenckepe
Nimiteq

Benuka
BpuTaHis

BeHnyc Pemegic
Nimiteq

IHais

BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU
Il Tuny - 3miHn 3 sikocTi. APl BupobHuuTBo. 3MiHa
BMPOGHMKA BUXIZHOro/NPOMIKHOTO
NpoAayKTy/peareHTy, WO BUKOPUCTOBYOTLCA Y
BUpo6GHMYOMY npoueci A®I, abo 3miHa BUPO6HMKA
(Bkntovaroun, ge HeobxigHO, MicLie NPOBEAEHHS
KOHTposito sikocTi) APl (3a BigcyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY AOCbLE)(BBEAEHHS HOBOrO
BMpOGHMKa A®| 3 HagaHHAM MacTep-haiina Ha Adl)
BBEJEHHSA 404aTKOBOro BUPo6HMka APl untapabiHy
Mac Chem Products (India) Pvt. Ltd., IHgjs
(3aTBEepmxeHo: Probio Sint Euticals, Italy).

3a
peyenmom

UA/0674/01/01

248.

LIIJTOKCAH®

Kpansi OYHi/BYLUHi
0,35%; no5mny
dNaKkoHi-
KpanenbHuyj ,Apon-
TeliHep®”; no 1
ch1akoHy B KOpOOL
3 KapPTOHY

Hosapric
dapma Al

Lseiiuapi
o

AnKoH-KyBpbop,
Benbris

Benbris

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHU
| Tny - 3miHK 3 AkocTi. CepTudikart
BignosigHocTI/IE-cepTudpikar signosigHocCTi
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
ab0 BUNyYeEHHs cepTudikaTta BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ana A®l; ans BUXigHoro
marepiany/peareHTy/npoMKHOro NMPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[LOMOMDKHOT peyoBuHM (cepTudikaT BiANOBILHOCTI
€sponelicbkin dhapmakoner) - OHOBMEHWA
cepTudikaT Bif y)Xe 3aTBepAXeHOro BUPOOHHMKa -
[MogaHHsA OHOBNEHOrO cepTudikaTa BignoBigHOCTI
€sponelicbkin dpapmakonei Ne R1-CEP 1998-103 -
Rev 06 (3atBepmkeHo: R1-CEP 1998-103 - Rev 05)
ons A®Il umnpodpiokcalmHy rigpoxsiopuay Big, Bxe
3aTBepaxeHoro BupobHrka Bayer Pharma AG, Ta,
SIK HACNifoK 3MiHa agpecy Ta Ha3Bu BnacHuka CEP
Ta Ha3BM BMPOOHUYOI AinbHULI Ha Bayer AG

3a
peyenmom

UA/8565/01/01

*y pa3i BHeCeHHs 3MiH 00 iHCMpYKYii npo medu4yHe 3acmocyBaHHs
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HauvanbHuK
dapMaineBTUYHOT0 yIIPaB/IiHHA Tapac JISCKOBCBKUN



ITEPEJIIK

Aoparok 4

[0 Haka3y MiHicTepcTBa OXOPOHU
3popoB’Aa  YkpaiHu «[po  pepxaBHY
peecTtpauiio (nepepeecTpauiio)
NiKapCbKNUX 3aco6iB (MeanUHNX
iMyHOGionoriuHnx npenaparis) Ta
BHECEHHA 3MiH [0  peecTpauiiHnx
MaTepianis»

Big 23 TpaBHA 2023 poky Ne 937

JIIKAPCBKIX 3ACORIB, AKVIM BIJIMOBJIEHO B JIEP)KABHIN PEECTPAIIIL, IIEPEPEECTPAIIIL TA
BHECEHHI 3MIH /IO PEECTPAIIIMHNX MATEPIAJIIB

no 2 6nictepu B

BUMNYCK cepi);

Ne Hassa dopma 3assHUK Kpaina Bupo6Huk KpaiHa rliocmasa lMpoyedypa
n/n JliKapcbKo20 Burnycky
3acoby
1. BAP®APUH Tabnetku no 2,5 Takepa ABCTpist Opichapm 3acifaHHs i i , i i
HIKOMEZ, Mmr: no 100 AsCTpis MaHycbekuepi MonbLlya HTP No 17 | BiAMOBUTU y 3aTBEPMKEHHI - Y 3B'A3KY i3 HAAXOMKEHHAM iHchopmauii npo HoBy
Ta6neToK y MBX Hr Monblya Big KOHTaKTHy ocoGy 3adBHUKA, BIANOBIAANBHY 3a 3AiIACHEHHA _(papmaxouarnﬂ,qy_a
cbnaxoi; no 1 Ch. 3 0.0. 04.05.202 | YKpaiHi (nuct Big 3asBHMKa Takepa ABCTpis 'M6X, ABcTpia Ne 0230 /IMA sBif
chnakoHy B 3 16._08.2022p.). _ ‘
KapPTOHHIl KOPOBLi 3M_|H|/| | TMny - 3miHK Woao 6e3nekun/edekTUBHOCTI Ta dhapmakoHarnagy. BeegernHs abo
3MiHWN [0 y3ara/lbHeHUX AaHux Npo cuctemy dhapmakoHarnsgy (BBefeHHs y3arasibHeHNX
[aHuX npo cuctemy hapmMakoHarnsgy, 3miHa ynoBHOBaXeHOI 0cobu, BifnoBiganbHoi 3a
3ailicHeHHs hapmakoHarnagy; KOHTakTHOI ocobu 3 dhapmakoHarnsgy 3asBHuKa A4S
3[ificHeHHs hapmakoHarsgy B YKpaiHi, SKWo BOHa BigMiHHA Bif yNOBHOBaXKeHOT 0cobw,
BiANOBIAA/IbHOI 3a 3filicHeHHs hapmakoHarnsgy (BKIYakuM KOHTaKTHI fdaHi) Ta/abo
3MiHM Yy PO3MilLeHHI MacTep-thaiina cuctemn dhapmakoHarnsgy). 3miHa KOHTaKTHUX
[aHVX YNOBHOBaXKEHOI 0CO6M 3asiBHMKA, BiAmnoBigasbHOI 3a dhapmakoHarnsg. 3miHa
KOHTaKTHOI 0CcOGM 3asiBHMKA, BiAgNOBifasbHOI 3a hapMakoHarnsg B YKpaiHi.
[itoua pepakuis: CaMoHeHko MapvHa BonogmmupisHa.
MponoHoBaHa pepgakyisa: Bewrep Jlogmuna AwxatoniiBHa / Liudmyla Venher.
3MiHa KOHTaKTHWX [OaHuX KOHTaKTHOI 0cobu 3asiBHWKa, BiANOBiJa/IbHOI  3a
hapmakoHarnag, B YKpaiHi.
3miHa MiCL|€3HaX0MKEHHS mMacTep-daiina cuctemm thapmakoHarnagy.
3MmiHa MicLuA 34iiCHEHHSI OCHOBHOI AiSNbHOCTI 3 hapMakoHarisay.
2. AEKCINAHT® | kancynu 3 Takega CLIA [Hendcapm . 3acifaHHs i . . . i
MOAMIKOBAHMM ®apMmachbHoTi Hosapa ITanisa HTP Ne 17 | BiAMOBUTU y 3aTBEPMKEHHI - Y 3B'A3KY i3 HaAXOMKEHHAM iHhopmauii npo HoBy
BUBIIbHEHHAM kanc CLUA, C.p.n., ITanis — Big KOHTaKTHY oco_Gy 3asiBHMKa, BiANOBiAanbHY 3a 3AifICHEHHA chapmakoHarnagy B
TBEpai no 30 mr [HK. (NepeuHHe Ta a 04.05.202 y!(pau-u (nucrt BiA 3anBHUKa Takega ®PapmacbkloTikanc CLUA, IHk., CLUA Ne 0233 /MA,
a60o no 60 Mr no BTOPUHHE 3 BIA ) ) 16.08.2022p.).
14 kancyny nakyBaHHs1, Ipnangis 3MIHM | Tuny - 3MiHn Wwoao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
6nicTepi; no 1 a6o [03BIN Ha 3MiHU [0 y3araibHeHUX AaHuX Npo cucTemy dhapmakoHarnsgy (BBeAeHHs y3arasibHeHnX

AaHvX Mpo cucTemy thapmakoHarnsgy, 3MiHa YNOBHOB&XEHOI 0Co6u, BignoBifasibHOT 3a

KapTOHHili Taxega Mv6X, 3AiACHeHHs chapmakoHarnsgy; KOHTaKTHOI ocobu 3 dpapMM_c)Harnﬂ,qy 3asBHIKa A)1A
KOpOGLi micue 34iicHeHHs hapmakoHarnagy B YkpaiHi, AKLL0 BOHA BigMiHHA Bif YNOBHOBaXKeHOi 0cobwm,
MapKyBaHHs! BUpOGHMLTBA BIANOBIAA/IbHOI 3a 3filicCHEHHSA hapmakoHarnsgy (BKIYalunm KOHTaKTHI gadi) Ta/abo
YKDAIHCLKOIO Ta OpaHieH6ypr, 3MiHM Y PO3MILLEHHI MacTep-haiina cuctemn dapmakoHarnsgy). 3MiHa ynoBHOBaXKEHOI
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nepBuHHE

Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk KpaiHa rliocmasa lpoyedypa
n/n JliKapcbKo20 BUMNYCKY
3acoby
aHrNiicbKo HimevunHa . . "
MOBaMM (BMPOBHULTEO oc;o6m 3aABHMKa, BifINOBIA&/ILHOT 3 cbapl\_naKOHarnﬂ,q. _
33 NOBHUM [itoua pepakuia: Simon Ashworth. MponoHosaHa pefakuis: a-p Cymit MyHmpkan / Sumit
LMKIIOM); Munjal. 3miHa KOHTaKTHUX faHunX YNOBHOB&XEHOT 0CO6U 3asBHVIKa, Bip,npsip,aano'l‘ 3a
Takepa thapmakoHarnag,. 3M|Hz_;_1 ~ KOHTaKTHOT o_co6V| 3asBHMKa,  BIANOBiAasbHOT 32
lpnangis NTa, (hapmakoHarnag B YKpaliHi. [iloya penakuis: CamoHeHko MapuHa BonognmupisHa.
IpnaHgis MponoHoBaHa pepakLis: Ber_frep Nogmuna AHaT_onuB_Ha / Llydmyla Venher. 3miHa
(BMPOBHULTEO KOHTaKTHWX AAHUX KOHTaKTHOI 0cobK 3asBHMKA, BIAMNOBIAA/ILHOT 3a dhapmakoHarnag, B
Hepo3dhacosa YKpaiHi. . .
HOI MPOAYKLi) 3M!Ha MiCL{E3HAXO/DKEHHS MaCTep_-q)_amna cuctemu thapmakoHarnagy Ta oro Homepa.
3MiHa MicLs 3[iiCHEHHS OCHOBHOI AiA/ILHOCTI 3 (hapmakoHarnisgy. He pekomeHgo0BaHo
[0 3aTBEPPKEHHS Y 3B'A3KY i3 HaAXO/PKEHHSAM iHdhopMaLli Npo HOBY KOHTaKTHY 0CO6Yy
3asBHUKA, BiANOBIAANbHY 3a 34iMCHEHHA (hapMakoHarnisay B YKpaiHi (UCT Big 3asaBHUKA
Takega ®apmacbtotikanc CLUA, IHk., CLUA Ne0233 /M/ Big 16.08.2022p.)

3. EHTUBIO® NopoLUoK AN Takepa [aHis Bikxem 3acifaHHs . . , . .
KOHLEeHTpaTy AN1st dapma A/C NaGopaTopia Benuka HTP Ne 17 | BiAMOBUTU y 3aTBEpXeHHI - y 3B'A3KY i3 Ha/XOfDKEHHAM iHchopmaLii npo HoBy
PO3UMHY A1 Nimiten, BputaHis, BiA KOHTaKTHy ocoﬁy_ 3afBHUKA, BIANOBIAANBbHY 33 3AINCHEHHS qaapmaxouarnﬂ,qy.B
iHgpys3il no 300 Mr Benuka Iranis 04.05.202 | YKpaiHi (nuct Big 3asBHMKa Takepa ®apma AIC, fadia Ne 0232 IMA sig
MOPOLUOK AN BpuTaHis ' 3 16.08.2022p.). _

KOHLLEHTpaTy Ans (KOHTPOb ABCTpis, 3MiHK | TURYy - 3MiHN LWoao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. BeefeHHs abo
pO3UNHY A4/ AKOCTi Cepii: _ 3MiHN 0 y3araslbHeHNX AaHnX Npo cucTeMy (papmaKOHarnﬂ,q_y (BBep,eH_Hﬂ y3arasibHeHux
iHCpysiil y "CTepUIbHICTb AnoHis, AaHIX Mpo cucTemy chapmakoHarnsgy, 3MiHa YNOBHOBAXEHOT ocobwm, BifNoBigaIbHOI 3a
hnakoi; no 1 "Ia CLUA 3iACHEHHS thapmakoHarnsgy; KOHTaKTHOI ocoGn 3 chapmakoHarnsay 3asBHIKA. 1A
thnakoHy y "BakTepiasibHi ' 3pjiicHeHHs (b@makorlernﬂ,qy B YKpaliHi, SIKILI0 BOHA BiAMIHHA Bifj YNOBHOBaXEHOT ocobu,
KapTOHHIit KOpOBLY eHpoTokeuhmn®) | Himeuunn BIANOBIAANEHOT 32 3AjACHEHHS EpapmaKOHarnﬂ,u,y (CLGIEETETY] KOHTaKTHi AaHi) Ta/a6(2
3 MapKyBaHHsIM . fendpapm a 3MiHW Y PO3MiLLEHHI MaCTep-QJaylna C.I/ICTeMI/I”(bapmaKOHarJ'IH,D'y). 3MiHa YNOBHOB&aXKEHOT
YKpAIHCHKOIO Ta Hosapa occ_)6V| 3aABHUKA, BiANOBIAA/ILHOT 3a cbapM_aKOHa_rnﬂ,q. )
aHrNIcbKOO C.p.n., Itanis 3MiHa  KOHTaKTHUX AaHNX YNOBHOBaXEHOT 0CcOo6M 3asBHUKA, BiAnoBifanbHol - 3a
MOBaMM (BTOpUHHE thapmakoHarnsag,. 3M|H§_1 ~ KOHTaKTHOI ~ 0COGM  3asBHUKA,  BIAMOBIAasbHOT  3a
nakyBaHHs Ta thapmakoHarnsag, B Ykpairi. [jioia pepakuis: CamoHenko MapuHa BonogumupisHa.
[03BiN Ha MpornoHoBaHa pejakLis: Berjrep Mogmuna AHa1_'on|'|'B_Ha / Llydmyla Venher. 3miHa
BUNYCK cepii); KOHT@KTHIUX [AHUX KOHTAKTHOI 0cobu 3asBHWKa, BIANOBIAaILHOI 3a (hapMakoHarnag, B
KoBaHe YKpaiHi.
NabopaTtopi3
Nimiteq,
Benuka
BpuTtaHis
(koHTpO/Tb
AKOCTI cepii);
MareoH ITanis
C.M.A,, Itanisa
(BUPOBHULTBO
N3, KOHTPO/b
AKOCTI cepii:
"CTepwbHICTb
", "MexaHiyHi
BK/1HOYEHHSA",
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n/n

Hassa
JliKapcbKo20
3acoby

Popma
BUMNYCKY

3asBHUK

Kpaina

Bupo6Huk

Kpaina

rMiocmasa

lpoyedypa

nakyBaHHs);
Takega
ABcTpist TM6X,
ABcTpist
(BTOpUHHE
nakyBaHHs,
KOHTPO/b
AKOCTI cepil,
[03BiN Ha
BWMNYCK cepi);
Takega
dapmacbioTika
n Komnari
Ntp., Xikapi
nnaHT, AnoHis
(BMpOGHMLTBO
N3, KOHTPO/b
AKOCTI cepil,
nepBuHHE
nakyBaHHs);
Xocnipa, IHK.,
CLA
(BpPOGHNLTBO
N3 ra
nepBuHHE
nakyBaHHs);
Yapnb3 Pisep
NabopaTopis
Himeuunna
m6X,
HimevunHa
(kOHTPO/b
AKOCTI cepii:
"BusHaueHHsA
3B'A3yBaHHA")

®NNEKCBYMI
H

po34uH Ans
iHdpysiid, 200 r/n
no 50 mny
nonieTueHoBoOMy
nakeTi; no 1 abo
no 24 nakeTtun B
KapTOHHIiA
KopobL;

no 100 mny
nonieTuieHoBoOMy
nakeTi: no 1 abo
no 12 naketiB B

Takepa
MaHydekuy
piHr ABCTpis

Al

ABcTpist

Bakcanta OC
IHk., CLLA
(BpPOGHNLTBO
Hepo3cacosa
HOI NpoAayKLUiT,
TepmMoobpobka
); BakcanTta
FOC IHk., CLLUA
(ctepunbHe
HanoBHEHHS,
ocTaToyHa
nactepusauis,

CLUA

ABCTpist

3acigaHHs
HTP Ne 17
Big,
04.05.202
3

BigmoBUTY y 3aTBepAKEHHI - Y 3B'SAI3KY i3 HaAXOMKEHHAM iHd)opMauii NMpo HOBY
KOHTaKTHY OCOOy 3asiBHUKa, BignoBifganbHy 3a 3filicHeHHs d)apmakoHarnsgy B
YkpaiHi (nuct Big 3anBHMKa BakcTtep, ABcTpia Ne 0371 IM/, Big 27.10.2022p.). 3MiHK
| Tvny - 3miHK Wwopao 6e3nekun/echekTnBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3araslbHeHUX [aHux Npo cuctemy dhapmakoHarnsgy (BBeAeHHS y3araslbHeHWX
AaHvX Mpo cuctemy dhapmakoHarnisgy, 3MiHa YNnoBHOBaXXEHOT 0co6u, BiANOBIAaIbHOI 3a
3[jiicHeHHsT hapmakoHarnsgy; KOHTakTHOI ocobu 3 dhapmakoHarnisgy 3asBHuKa Ans
3[ificHeHHs1 hapMakoHarisay B YkpaiHi, SKLW0 BOHa BiAMIHHA Bif, yNOBHOBaXKEHOT 0cobMU,
BIANOBIAA/IbHOI 3a 3filicHeHHs hapmakoHarnsgy (BKIYaluM KOHTaKTHI daHi) Ta/abo
3MiHM Y pO3MileHHi MacTep-thaiina cuctemMu dhapmakoHarnsagy). 3miHa yrnoBHOBaXEHOI
ocobu 3asBHMKA, BignosiganbHoOI 3a thapmakoHarnsag,.

[itoya pepakuis: Dr. Johan Hellmer MNponoHoBara pegakuis: A-p Cymit MyHmkan / Sumit
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AcTpoH Pe3bopuy
NimiTen, Benvka
BputaHis
(KOHTpONb AKOCTI
cepii); IHTac
dapmacboTikan3
NimiTeqn, IHAia
(anbTepHaTuBHMI
BMPOGHUK); IHTac
dapmacbloTikan3
NimiTes, IHAis
(BpO6HMLTBO
N3, nepBuHHEe Ta
BTOPWHHE
nakyBaHHs1,
KOHTPO/b SIKOCTI
cepii);
dapmasanig /174,
Mikpob6ionoriyHa
nab6oparopisi ,
YropLmHa
(KOHTpONb AKOCTI
cepii); Papmagokc
Xenckea NTp4,,
ManbTa (KOHTpOsib
AKOCTI cepil)

Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk KpaiHa rliocmasa lpoyedypa
n/n JliKapcbKo20 BUMYCKY
3acoby
KapTOHHIi nepBuHHE Ta . . . . . .
KOpOBLyi. BTOpUHHE Munjal. 3mina KOHTaKTHWX AAHMX YMOBHOBAKEHOI ocobm 3aABHVKa, BIANOBIAAILHOT 32
MapkyBaHHs! naKyBaHHs); hapmakoHarnag.  3MiHa _ KOHTaKTHOI oc06_v| 3afBHMKA,  BiAMOBIAANLHOT 34
YKPaiHCHKOIO Takega hapmakoHarnsag B }’KpalHl. [fitova  pepakuis: lj!'epHﬂeBa_ OneHa AHaTonuB_Ha.
MOBOIO. MaHycpekuypiH [MponoHoBaHa pepaxLis: Ber_!rep Jiogmuna AHaT_onuB_Ha / L|_L_Jdmy|a Venher. 3miHa
r ABCTpist AT, KOHTaKTHWX [JAHUX KOHTaKTHOI 0cobu 3asBHMKa, BiAMNOBIAALHOI 3a hapmakoHarnag, B
ABCTpIst YKpalHl. _ ) 5
(KOHTPOMb 3M!Ha MiCLIE3HAXO/KEHHS MaCTep_-q:)gmna cucremm dhapmakoHarnsgy Ta moro Homepa.
AKOCTI, BUMYCK 3MiHa micusa 34ilicHeHHA OCHOBHOT AiANbHOCTI 3_(1)apmakot!arnﬂ,qy. He pexkomeHgoBaHO
cepii) 00 3aTBEPKEHHA Y 3B'A3KY i3 HAAXOKEHHAM iHchbopmawii npo HOBY KOHTaKTHy ocoby
3asBHUKA, BiANOBIAAIbHY 3a 3[iNCHEHHA hapMakoHariagy B YKpaiHi (MUCT Bif 3asaBHUKA
Bakctep, AcTpis Ne 0371 /MJ, Big 27.10.2022p.)
5. LUMCNNATUH | KoHueHTpart ans Akkopg, Monbwa Akkopf Xenckea . 3acigaHHs A . . . . . . . R
A AKKOPJ, pO3unHy AN Xenckea Nimiten, Benuka IHAiA, HTP Ne 16 Bl,qM_OBm_m Y 3aTBePAXKEHHI - 3MiH1 I Tvny - 3MIHM 3 AKOCTI. [oToBUIA nikapcbKni 3acib.
iHCpys3iid, 1 Mr/MA; Moncka Cn. BpuTaHis Bermka BiA C_Ta6|an|cn=. 3M|Ha_ y TepmiHax npuaaTHocTi abo ymoBsax _36ep|raHHﬂ roToeoro
no 10 mA, no 25 30.0. (BignosigansHMi BpuTaris 27.04.202 | Nikapcbkoro 3acoby (iHLwi 3M|H|f|)._ B npoueci ekcnepTusn marepianis peectpaujiiHoro
M7, 1o 50 M, Mo 3a BUNYCK Cepi); ' 3 [OCbE HE OTPUMaHO BUYEPTHOI |chopma_u,u CTOCOBHO HAyKOBMX AAHNX AOC/IfKEHHS
100 MA y chNakoHi; AKKOpA Xenckea YroplwmHa MOXOMXEHHS Ta xapaKT_epy_oca,qy/KpMCTamB LLI0 yTBOpPKOIOTLCA Y J13 Ta BigCyTHIN aHani3
Mo 1 chriakoHy y Nimiten, Benvka ’ pU3MKiB  LIOAO0 AKOCTI  BIAHOB/IEHOTO PO3HMHY 3 ypaxyBaHHAM BM/IMBY  HU3bKUX
KapTOHHIH KOPOGLYi BpuTaHis Temnepatyp. 3anponc_)__HOBaHa 3MiHa 0co6/MBUX 3axofis npu 36ep|r5}HH| N3, a cawve
(BTOpUHHE ManbTta BK/TIOYEHHS iHchopMalLyi Li0A0 YTBOPEHHS ocagy/kpuctasis B pe3ynbTari BM/IMBY HU3bKMX
naKyBaHHs): Temnepatyp cynepeuutb iHdopmMauii LWo[o 3aTBepKeHMX YMOB 36epiraHHs 3

OOTPUMaHHAM 0Cco6MMBUX 3axofiB 6e3snekn: «He oxonogxysatn. He 3amopoxysaTu».
Takox 3a3Ha4yaemo, WO /ikapcbkuil 3acib Gyno 3apeecTpoBaHO HasIEXHOI AKOCTi SK
«npo3opuid, 6e36apBHMIA abo Mmalixe 6e36apBHWIA PO3uMH». BpaxoBytounm 3asHaueHe
BULLE Ta KPUTWUYHICTb NiKapCbkOi (hOPMM 3 XapakTepoM AjHo40i PevyoBUHM 3MiHa
0co6MBUX 3ax0AiB Npu 36epiraHHi /13, a came BK/IOYEHHS iHGhOpMAaLii WoA0 YTBOPEHHS
ocagy/kpuctanis B pesynbTaTi BMAVBY HU3bKMX TeMnepatyp He PekOMeHAyeTbecs A0
3aTBEPLKEHHS.
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