MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
26.11.2018 Ne 2181
Kuis

[Ipo mep>kaBHY peecTpariito
(rlepepeecTpailito) TiKapCbKUX 3aco0iB
(MegUUHUX iIMYHOOi0OTTUHMX
ripernapariB) Ta BHECEHHS 3MiH /10
peecTpaljiiHiX MaTepia’iiB

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo sikapceki 3acobu»,
nyHKTIB 5, 7, 9, 10 Ilopsaky [epskaBHOI peecTpallii (mepepeecTpaiiii) JliKapCbKHUX
3acobiB, 3aTBepykeHOro moctaHoBoro Kabinety MiHicTpiB YKpainu Bif 26 TpaBHS
2005 poky Ne 376 «IIpo 3arBepgkenHs Ilopsaky Jep)kaBHOI peecTpaLil
(riepepeecTpaiiii) MiKapcbKUX 3aco0iB i po3MipiB 300py 3a iX JepkaBHY peecTpailito
(mepepeecTpatiito)», ab3auy TpualsToro mianyHkTy 10 nyHKTY 4 IToso)eHHs TIpO
MiHicTepcTBO OXOPOHM 3/]0POB’sl YKpaiHH, 3aTBep/KeHOoro moctaHoBor KabiHety
Minictpie Ykpainu Big 25 6epesnsi 2015 poky Ne 267, Ha mifcTaBi pe3y/bTaTiB
eKCITIepTHU3U  PeEeCTpalliiHuX  MaTepialiB  JHiKapCbKUX  3aco0iB  (MeAUUHUX
iMyHOGionoriyHMX TIperapariB) Ta KOHTPOJIFO SIKOCTi THX, IT0 TO/laHi Ha JeprKaBHY
peecTpaijito  (TlepepeecTpaiiito), MpoBeJeHUX  Jlep>)KaBHUM  TIiJINIPUEMCTBOM
«/lep>kKaBHUM eKCIepTHUM LieHTp MiHicTepcTBa OXOpPOHU 3[0POB’ST  YKpaiHW»,
BHUCHOBKIiB I[0fI0 e(eKTHBHOCTi, 0Oe3MeuHoCTi Ta SKOCTi J/iKapCchbKOro 3aco0y
(MeguuHOrO iMyHOOiO/IOTiUYHOrO IIperapary), pPeKOMeHAarii Horo [0 aeprkKaBHOI
peecTpaliii (TlepepeecTpallii) Ta BHeCEeHHs 3MiH [0 peeCTpaL[iiHUX MaTepialiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCTH /0 Jlep>KaBHOTO DPeECTPY JiKapChbKUX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosOriuHi TpermapaTH) 3rifHO 3
riepesikoM (JoAaTok 1).

2. [lepepeecTpyBaTH Ta BHECTU /10 Jlep>KaBHOT'O peECTPY JiKapChbKUX 3aco0iB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosoriuHi mperapatv) 3rigHO 3
riepesikoM (JoAaTokK 2).

3. BHectn 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapchKMX 3acobiB YKpaiHM Ha JTKapcekKi 3acobu (MeauuHi imMyHOOiosoriudi
TriperapaTy) 3TriJJHO 3 MepesiikoM (JOoAaToK 3).



4. BimzMOBUTH Yy [ep>KaBHiM peecTpallii/iepepeecTpaljii Ta BHECEHHI 3MiH [0
peecTpaliiHuX MarepiaiiB Ta [lep)kaBHOTO PeeCTPYy JIiKapChbKUX 3aco0iB YKpaiHu
JiKapcbKUX 3aco0iB 3rifiHO 3 epetikoM (fogaTok 4).

5. KOHTpO/1b 38 BUKOHAaHHSAM LIbOT'O HaKa3y IMOKJ/IaCTH Ha 3acTynmHUKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHI

NMEPENIK
SAPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHNX IMYHOBIO/IOINYHUX MPEMNAPATIB), AKI

Jopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu
26.11.2018 Ne 2181

Ne n/n Hassa Popma sUMYCKY 3asasHuUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
JNliKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocBi04Y€eHHs1
1. ABAHA®IN nopoLuok (cybcraHuis) y AT YkpaiHa XoHoyp /lab IHais peecTpauis Ha 5 pokis - He UA/17048/01/01
nakeTax noggiHux "KNIBCbKWI Nimiteq (FOHIT 111) nidnsizae
nonieTuNeHoBnxX A4s BITAMIHHUIA
hapmaueBTUYHOTO 3ABOA"
3aCTOCYyBaHHs
2. BAKTOMIK Masb, 2 % no 15 r masi B KYCYM IHgis KYCYM IHais PeecTpauis Ha 5 poki 3a He UA/17049/01/01
anoMiHieBi Ty6i; no 1 XENTXKEP MNBT XENTXKEP MNBT MepioanyHICTb NOfAHHSA peuenmom niosnsieae
Ty6i y KAPTOHHIM nTa nTA perynsipHoO OHOB/IKOBAHOrO 3BIiTY 3
ynaKkoBLi 6e3neku BignoBiaHO fo0 Mopsaaky
3[ifiCHEHHs1 hapMakoHariaay,
3aTBEPKEHOr0 HaKkasoMm
MiHicTepcTBa 0XOpOHU 34,0POB’A
Ykpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuii Ykpainn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHU 34,0POB’A
Ykpaiuu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HavyeHMn Y
nepiogu4HOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
3. BISBEANOT NOPOLLIOK A/151 PO3YUHY TOB "HOpis- YkpaiHa AHdapm Ennac Ipeuis peecTpauis Ha 5 pokis - He UA/17050/01/01
Ans iHdy3iii no 200 mr dapm” C.A. nionsicae

NOPOLLKY Y th/1aKoHi; in
bulk: Ne 600 y kopo6ui

MepiognyHICTb NOgAHHSA
perynsipHoO OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNoBiaHO Ao MNopsaaky

3[jiCHEeHHs hapmakoHariaay,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOPOHMW 300POB’S
Ykpaiuu Big 27 rpyaHs 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuLil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pefakuii Hakasy




Ne n/n Hassa dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
JliKapcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHsl peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
MiHicTepcTBa OXOpPOHU 34,0POB’A
YKkpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHMn y
nepioguYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
4. BIBEANOT NOPOLLIOK A1 PO3UNHY TOB "tOpis- YkpaiHa TOB «lOpis-®apm» YkpaiHa peecTpauist Ha 5 pokis 3a He UA/17051/01/01
Ons iHgysili no 200 mry dapm” (nakyBaHHSA 3 peuenmom nionsieae
dhnakoHi; no 1 dpnakoHy npoaykuii in bulk MepiognyHicTb NogaHHA
B naui BUPOGHMKa perynisipHo OHOB/IIOBAHOTO 3BITY 3
AHdapm Ennac 6e3neku BignosiaHO Ao MNopsaaky
C.A., I'peuis) 3[jiCHEHHs hapmakoHariaay,
3aTBEPAKEHOI0 Haka3oM
MiHicTepcTBa OXOPOHMW 300P0B’S
Ykpainu Big 27 rpygHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y penaxuii Hakasy
MiHicTepcTBa OXOPOHU 300P0B’A
YkpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HavyeHMn y
nepioguYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
5. rAPOKCNYPE KpUCTanivyHmii NopoLloK TOB "lOpis- YkpaiHa MPAVM ITanis peecTpauist Ha 5 pokis - He UA/17054/01/01
A (cybeTaHuin) y dapm” €BPOIMIAH niosnsiecae
noaBiHNX TEPAMNEYTIKANC
nonieTuIeHoBKX C.IN.A. - EYTIKAJIC
naketax ans C.M.A.
dhapmaLeBTU4YHOro
3aCTOCYyBaHHSA
6. revnro rpaHynn oasi OpasibHOro KYCYM IHgis KYCYM IHZis peecTpauist Ha 5 pokis 6e3 niossiecae UA/17055/01/01
XOTMIKC® PO34MHY 3i CMakoMm XENTXKEP MNMBT XENTXKEP MNMBT peyenma
YOPHOI CMOPOAUHYK N0 5 nTa nTAa
ry cauwe, no 5 a6o no
10, a6o no 20 cawe y
KapPTOHHI ynakoBL,i
7. AIKNOCEN®P® cynoswuTopii no 50 mr, no KYCYM IHAjs KYCYM IHAiA peecTpauis Ha 5 pokis 3a He UA/16445/01/02
5 cynosutopiis y ctpuni; | XENTXKEP MBT XENTXKEP MNBT MepiognyHICTb NOgaHHSA peuenmom niossieae
N0 2 CTPWNK Y KapPTOHHIl nTa nTh perynspHo OHOB/HOBAHOIO 3BiTY 3

ynaKkoBLi

6e3neku BignoBigHO fo Mopsaaky
3[ifiCHEHHS1 hapMakoHariaay,
3aTBEPIAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU 34,0POB’A
Ykpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi locTuuii Ykpainm 19




Ne n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHW 340POB’A
YkpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTL: 3riHO 3i
CTpoKkamu, 3a3Ha4eHnMmn y
nepiogMYHOCTI NoAaHHS
perynspHux 3siTiB 3 6e3neku.

E3O0/IOHI'®

NMOPOLLOK A/151 PO34UHY
018 iH'eKUii abo iHdysil
no 40 wmr y dh1akoHi, no

1 chnakoHy 3 NOPOLLKOM
y nauui

OPIAHOCVIH
NAADCAEHCH
3 (E® 3ET CI)

OAE

Codhapimekc —
IHpycTpia Kivika e
dapmacbloTika,
C.A.

MopTyranis

peecTpauist Ha 5 pokis

MepiognyHICTb NOfAHHSA
perynsipHo OHOB/IHOBAHOIO 3BiTY 3
6e3neku BignoBiagHO fo0 Mopsaaky

3[ificCHEHHs1 hapMakoHariaay,
3aTBEPIKEHOr0 Haka3om
MiHicTepcTBa 0XOpOHU 34,0POB’A
Ykpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHU 34,0POB’A
Ykpaiuu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HavyeHMn Y
nepiogu4HOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

3a
peyerimom

He
niosisieae

UA/17087/01/01

EPBITYKC

PO34unH ANs iHdysiid, 5
mr/mn, no 20 mn abo
100 mn 'y chnakoHi, no 1
th1akoHy B KapTOHHil
KopooLi

Mepk KlraA

HimeuunHa

BVPOGHMLTBO
roToBOro
niKapcbKoro
3aco0y, nepBrHHe
nakyBaHHS,
KOHTPO/b AKOCTI:
BepiHrep
IHrenbxaiim ®apma
v6X i Ko. K,
HimeuunHa,
BUPOGHMLTBO
roTOBOro
nNiKapcbKoro
3acoby, nepBrHHe
Ta BTOPUHHE
nakyBaHHs,
MapKyBaHHS,
KOHTPO/b AKOCTi Ta
BWMYCK Cepiii:
Mepk KlraA,
HimeuunHa,;

HimeuunHa/
ITanisa

peecTpauis Ha 5 pokis

MepiognyHICTb NOgAHHSA
perynsipHoO OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNoBiaHO Ao MNopsaaky

3[jiCHEeHHs hapmakoHariaay,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOPOHMW 300P0B’S
Ykpainu Big 27 rpyaHs 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuLil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHMW 300PO0B’S
YKkpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTL: 3riAHO 3i
CTpOKamu, 3a3HavyeHMn y
nepioguYHOCTI NoAAHHSA
perynspHux 3BiTiB 3 6e3nekun

3a
peyenmom

He
nionsicae

UA/13055/01/01




Ne n/n Hassa dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
JliKapcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHsl peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KOHTPO/b SIKOCTI:
Mepk CepoHo
C.n.A,, lTanis
10. IHCTIPA Tabnetwn, BKpUTI Emkyp IHAjs Emkyp IHAaisa peecTpauist Ha 5 pokis 3a He UA/16990/01/01
NNiBKOBOIO 060/I0HKOI PapmacbloTikas $apmacbloTikanic MepioanyHICTb NOfAHHSA peuenmom nionsieae
no 50 mr no 30 TabneTok citg nTg perynsipHoO OHOB/IHOBAHOIO 3BITY 3
y M1acTUKOBOMY 6e3neku BignNoBiaHO f0 Mopsaaky
KOHTeliHepi, no 1 3[ifiCHEHHs1 hapMakoHariaay,
nnacTykoBomy 3aTBEPIKEHOr0 HaKa3oMm
KOHTEWHepY Yy KapTOHHIl MiHicTepcTBa 0XOpOHU 34,0POB’A
ynakoBLi Ykpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa 0XOpOHU 34,0POB’A
YKkpaiuu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTL: 3riAHO 3i
CTpOKamu, 3a3HavyeHMn y
nepioguYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
11. XXEHbLUEHKO KOpeHi (cybcTaHuis) y TOB "ENMIC- YkpaiHa BUNYCK cepil: Natsia/ peecTpauis Ha 5 pokis - He UA/17056/01/01
KOPEHI naketax YKPAIHA" TOB "EMNIC", KnTaii nionsieae
nonieTuNeHoBMX Narsis;
BK/1aleHNX Y KOPOOKM 3 3aroTisng,
KapToHy Ans BUCYLLYBaHHS,
thapmavueBTUYHOro noApibHeHHS,
3aCTOCyBaHHSA nakyBaHHS:
YaiiHa Mexeko
KopnopeiiweH
TaHrry ®dekTopi,
Kntaii
12. KETOPO/AK- PO34MH Ans iH exuid, 30 ToBapucTBO 3 YKpaina BiANOBIAA/IbHWIA 32 YkpaiHa peecTpauist Ha 5 pokis 3a He UA/17057/01/01
MIKPOXIM mr/mn, no 1 mn B 06MexeHo BMPOGHULITBO Ta peyenmom niossieae
amnyni, no 5 amnyny BiANOBIAANLHICT KOHTPO/b/BUNPOGY
KaceTi, No 2 kacetTn y 1o HaykoBo- BaHHS cepii, He
nauui 3 kKapToHy BMPOGHMYa BK/THOHAI0UM BUNYCK
thipma cepii:
«MIKPOXIM>» MpuBaTtHe
akuioHepHe
TOBapUCTBO
«J1ekxim-XapkiB»,
YkpaiHa,;
ToBapucTso 3
obMexeHot
BiAMNOBIAA/IbHICTIO
HaykoBo-

BMpo6HMYA chipma




Ne n/n Hassa dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
JliKapcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHsl peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
«MIKPOXIM»
(BignoBiganbHWiA 3a
BUMYCK Cepii, He
BK/TIOHAI0UM
KOHTPONb/BUNPOBY
BaHHs cepil;
naboparopis
6ionoriuHoro
aHanisy)
13. omM30n NOPOLLIOK A1 PO3UNHY OPrAHOCUWH OAE Codpapimekc — MopTyranis peecTpauist Ha 5 pokis 3a He UA/17079/01/01
Ons iHgysili, 40 mr no 1 NANDCAEHCU IHaycTpia Kimika e MepiognyHICTb NOfAHHSA peuenmom nionsieae
hnakoHy B KOPOOLi 3 (E® 3ET CI) dapmachbloTika, perynsipHoO OHOB/IHOBAHOIO 3BITY 3
C.A. 6e3neku BignoBiagHO fo0 Mopsaaky
3[ificCHEHHs1 hapMakoHariaay,
3aTBEPIKEHOr0 Haka3om
MiHicTepcTBa 0XOpOHU 34,0POB’A
Ykpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHU 34,0POB’A
Ykpaiuu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HavyeHMn Y
nepiogu4HOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
14. MPOCTAS3AH Kancyniu 3 Mictpan Kenitan Benuka BMPOGHMLITBO, Icnanis/ peecTpauis Ha 5 pokis 3a He UA/17058/01/01
MoaucpikoBaHUM MeHeKMeHT BpuTaHis nepBrHHE, HimeuunHa/ peuenmom nionseae
BVBI/IbHEHHAIM, TBEPAi Niviten BTOPVHHE Ipeuis MepiognyHicTb NogaHHA
no 0,4 wmr, no 10 kancyn nakyBaHHs, perynsipHoO OHOB/IIOBAHOTO 3BITY 3
y 6nictepi, no 3 KOHTPO/b SKOCTI, 6e3neku BigNoBiaHO Ao MNopsaaky
6nicTepa y KapTOHHIl BWMYCK Cepii: 3[jiCHEeHHs hapmakoHariaay,
Kopoo6Li CiHTOH XicnaHis, 3aTBepXeHOro Haka3om
C.N., IcnaHis; MiHicTepcTBa OXOPOHMW 300P0B’S
BMPOGHMLITBO, Ykpainu Big 27 rpyaHs 2006 poky
nepBrHHE, Ne 898, 3apeecTpoBaHuii B
BTOPVHHE MiHicTepcTsi tocTuLil Ykpainm 19
naxkyBaHHs, rpygHsa 2016 poky 3a Ne
KOHTPO/b AKOCTI: 1649/29779 (y pepakuii Hakasy
PotTeHgopd MiHicTepcTBa OXOPOHMW 300PO0B’S
dapma N'vbX, YKkpainm Big 26 BepecHs 2016 poky
HimeuunHa,; Ne 996), cTaHOBUTL: 3riAHO 3i
BMPOGHMLITBO, CTpOKamu, 3a3HavyeHMn y
nepBrHHe, nepiogMYHOCTI NoAaHHSA
BTOPUHHE perynsipHux 3BiTiB 3 6e3neku
nakyBaHHS,

KOHTPO/b SKOCTI:




Ne n/n Hassa dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
JliKapcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHsl peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
dPamap A.B.E.
AHTy3a NnaHT,
peuis
15. LEE®IMEK NOPOLLIOK A1 PO3UNHY TOB "ABaHT" YkpaiHa TOB "ABAHT" YkpaiHa peecTpauist Ha 5 pokis 3a He UA/17061/01/01
051 iH ekyiin no 500 wr, (nakyBaHHS i3 MepioanyHICTb NOfAHHSA peuenmom nionsieae
1 chnakoH 3 NOPOLLKOM B chopmum in bulk perynsipHoO OHOB/IHOBAHOIO 3BiTY 3
KapTOHHiI kopobuji abo hipMun-BUPOGHYMKa 6e3neku BignNoBiaHO f0 Mopsaaky
no 25 cpnakoHis 3 HCIMC Xebeit 3[ifiCHEHHs1 hapMakoHariaay,
NMOPOLLKOM B KAPTOHHIl XyamiH 3aTBep)KeHOro Hakasom
KOpoo6Li dapmacboTikan MiHicTepcTBa 0XOpOHU 34,0POB’A
Komnati flimites, Ykpainu Big, 27 rpyaHa 2006 poky
Kutai) Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa 0XOpOHU 34,0POB’A
YKkpaiuu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HavyeHMn y
nepioguYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
16. LEE®PIMEK NOPOLLIOK A/151 PO3YUHY TOB "AaHT" YkpaiHa TOB "ABAHT" Ykpaina peecTpauis Ha 5 pokis 3a He UA/17061/01/02
00151 iH ekyiin no 1000 wmr, (nakyBaHHS i3 MepiognyHiCTb NOfAHHSA peuenmom nionseae
1 chnakoH 3 NOPOLLKOM B chopmum in bulk perynsipHoO OHOB/IHOBAHOrO 3BiTY 3
KapTOHHiI kopobui abo hipMun-BUPOGHMKa 6e3neku BigNoBiAHO A0 MNopsaaky
no 25 cpnakoHis 3 HCIMC Xebeii 3[jiCHEHHs1 hapMakoHariaay,
NOPOLLKOM B KApTOHHI XyamiH 3aTBep)KeHoro Hakasom
Kopoo6Li dapmacbioTikas MiHicTepcTBa OXOPOHU 300POB’A
Komnawi flimites, Ykpaiuu Big, 27 rpyaHa 2006 poky
Kutai) Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpygHa 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B’A
Ykpaiuu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHMn y
nepioguYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
17. LE®TPUAKCO | mopoLUOK AN PO3YMHY HCMC Kutai HCIC Xebeit KuTaii peecTpauist Ha 5 pokis 3a He UA/17062/01/02
H Ons iv'ekuii no 1,0 ry IHTEPHELLHEN XyaMiHb peyenmom nions2ae
onakoHax Ne 1, Nel10, KOPIM. dapmacbtoTikan MepioanyHICTb NOgAHHS

Ne50

KomnaHi Nimiteq

perynsipHo OHOB/TOBAHOIO 3BiTY 3
6e3neku BignosiaHoO fo Mopsaaky
3[ilicHeHHS1 dpapMakoHarnsay,
3aTBEPXEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHMW 300POB’s
YKpainu Big 27 rpygHs 2006 poky




Ne n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y penaxuii Hakasy
MiHicTepcTBa OXOPOHUW 300P0B’s
YkpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHVMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

18.

LE®PTPUAKCO
H

NMOPOLLOK A/151 PO34KHY
ans iH'ekuii no 0,5ry
chnakoHax Ne 1, Nel0,
Ne50

HCnC
IHTEPHELUHEN
KOPTI.

Kutait

HCMC Xe6eli
XyaMmiHb
dapmachboTikan
KomnaHi Nimiteq

Kutait

peecTpauist Ha 5 pokis

MepiognyHicTb NogaHHsA
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku BignosigHO f0 Mopsaaky

3[jficCHeHHs hapMakoHariaay,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOpPOHW 34,0POB’A
Ykpaiuu Big 27 rpygHs 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuii Ykpainn 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHW 340POB’A
YkpaiHu Big 26 BepecHst 2016 poky
Ne 996), cTaHOBUTL: 3riHO 3i
CTpoKamu, 3a3Ha4eHnuMmn y
nepiogMYHOCTI NoAaHHSA
perynspHux 3siTiB 3 6e3neku.

3a
peyenmom

He
nionsiecae

UA/17062/01/01

19.

LE®TPUAKCO
H

NMOPOLLOK A/151 PO34UHY
ons iH'ekuin no 0,51 in
bulk y dpnakoHax Ne
1000 (1x1000), Ne 1000
(10x100), Ne 1000
(50x20)

HCIMC
IHTEPHELUHEN
KOPI.

Kutai

HCIC Xebei
XyaMiHb
dapmacbioTikan
KomnaHi Mlimiteq

Kutai

peecTpauist Ha 5 pokis

MepiognyHiCTb NOfAHHSA
perynsipHoO OHOB/IHOBAHOIO 3BiTY 3
6e3neku BigNoBiAHO A0 MNopsaaky

3[jiCHEHHs1 hapMakoHariaay,
3aTBEPIKEHOr0 HakasoMm
MiHicTepcTBa OXOPOHU 300POB’A
Ykpaiuu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpygHa 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B’A
Ykpaiuu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnuMun y
nepioguYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

He
nionsizae

UA/17063/01/01
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Ne n/n Hassa dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
JliKapcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHsl peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
20. LE®TPUAKCO | mopoLUOK A5 PO3YMHY HCMC Kutaii HCIC Xebei Kntaii peecTpauist Ha 5 pokis - He UA/17063/01/02
H ans iH'exuivi no 1,0 rin IHTEPHELUHEN XyamiHb niosnsieae
bulk y donakoHax Ne KOPIN. dapmachbloTikan MepiognyHicTb NogaHHA
1000 (1x1000), Ne 1000 KomnaHi fimiteq perynsipHo OHOBJ/THOBAHOIO 3BiTY 3
(10x100), Ne 1000 6e3neku BignosigHO Ao MNopsaaky
(50x20) 3[jiCHEHHsT hapMakoHarisay,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOPOHU 300P0B’S
Ykpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y penaxuii Hakasy
MiHicTepcTBa OXOPOHU 300P0B’S
YkpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHMn y
nepiogMYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
21. LUMNTIMAKC- pO3umnH ANns iHdysii 10 MpAT YkpaiHa MpAT YkpaiHa peecTpauist Ha 5 pokis 3a He UA/13737/02/01
AAPHULUA® mr/mn, no 100 mn 'y "®apmaueBTUyH "®apmavueBTuyHa peyenmom nionsieae
dhnakoHi, no 1 dpnakoHy a chipma thipma "AapHuusg” MepiognyHicTb NogaHHA
B nauuj "fapHuua" perynspHo OHOBJ/IHOBAHOr O 3BITY 3

6e3neku BignosiagHO fo0 Mopsaaky
3[jficCHeHHs hapmMakoHariaay,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOpPOHW 34,0POB’A
Ykpaiuu Big, 27 rpygHs 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuii Ykpainn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHW 34,0POB’A
YkpaiHu Big 26 BepecHst 2016 poky
Ne 996), cTaHOBUTL: 3riHO 3i
CTpoKamu, 3a3Ha4eHnumMmn y
nepiogMYHOCTI NoAaHHSA
perynspHux 3siTiB 3 6e3neku.

HauyanbHukK YnpasniHHA cpapmaneBTUYHOIT
AIANBHOCTI Ta AKOCTI (papmaueBTUYHOT NPoAYKLUiT

T.M. NIAcKOBCbKUiA




NMEPENIK

Jopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu
26.11.2018 Ne 2181

NMEPEPEECTPOBAHUX NIKAPCbKX 3ACOBIB (MEAUNYHUX IMYHOBIONOTTYHUX MPEMAPATIB), AKI

BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Ne n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs

BOHAXUIAP

Kancynu, no 20 a6o no
60 kancyn y gonakoHi;
no 1 dpnakoHy B
KopooLi

XepbioH

MakuncTaH
MpaiiBeT
Nimiteq

MakucTaH

XepbioH

MakucTaH
MpaiiBeT
Nimiteq

MakncTtaH

MepepeecTpauis Ha 5 pokiB. 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuL nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUii AN MeANYHOro
3acToCyBaHHS Ha MiCcTaBi perynspHo
OHOBJIOBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro
3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCyBaHHS NikapcbKoro 3acoby B
nicnspeecTpauiinnii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAILKEHD,
npoBeAeHnX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigxeHs (PIP) (3MiHy
Y3rO)KEHO 3 KOMMNETEHTHUM
YNOBHOBaXXEHNM OpraHoM) 3MiHU BHECEHO
[0 IHCTPYKLIT AN1A MeANYHOro 3acToCyBaHHs
npenapary Ao po3ginis "MNpoTunokasaHHs",
"3acTocyBaHHs y nepiog BariTHoCTi abo
rogyeaHHs rpyaar”, "Oitn", "Mo6ivHi
peakuii” BignoBigHo Ao iHhopmal,i Wwoao
6e3nekun AiloumMx PeyoBUH.

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITYy 3 6e3nekn BiANOBIAHO
[0 Mopagky 3ailicHeHHsa chapmakoHarnsay,

3aTBepKEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
YKpainu Big 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3HavYeHUMN y NepiogMUHOCTI NoAaHHsA
perynsipHmx 3BiTiB 3 6e3neKu.

6e3
peyenma

nionsieae

UA/1061/02/01

BEHOM/IAHT

Tabnetkn 3
BiACTPOYEHUM
BUBI/IbHEHHSAM, N0 20

[Op. Binbmap
LliBabe Mv6X i
Ko. KI

HimeuyunHa

[p. Binbmap
LliBabe Mv6X i
Ko. KI

HimeuunHa

nepepeecTpawis Ha HeoOBMeXeHW TePMiH.
3MiHY | TUny - 3MiHK WoAao
6e3nekn/edhekTVBHOCTI Ta

6e3
peuyenma

nionsieae

UA/8371/01/01
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Ne n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep

peecmpayitiHo2o

noceio4eHHs

Tabnetok y 6nictepi;
no 1 6nicrepy y
KapTOHHi KopobLyj; no
25 TabneTtok y
6nicTepi; no 2
6nicTepy y KapTOHHiIl
Kopoo6Li

hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOro
3aCTOCYBaHHA Ha MifcTaBi perynspHo
OHOB/IIOBAHOrO 3BiTY 3 6e3neKu NiKapCbKoro
3acoby, abo gocnigxeHs 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pesynbTaT OLiHK/ 3BITy 3 AOC/IKEHb,
NpoBeAEeHUX BiAMNOBIAHO A0 NnaHy
negiatpuyHux gocnimpkeHsb (PIP) (3miHy
Y3rOPKEHO 3 KOMMNETEHTHUM
YMNOBHOB&XXEHUM OpraHoM) - 3MiHN BHECEHO
[0 IHCTPYKUIT ANA MEANYHOTO 3aCTOCYBaHHS
nNikapcbKoro 3acoby A0 po3ainis
«OCco6NMBOCTI 3aCTOCYBaHHSA» Ta
«MNepeno3yBaHHs» BiAMoBigHO A0
OHOB/IEHOT iHhopMaLlii 3 6e3neku
3aCTOCYBaHHS Ajt040i PEeHYOBUHM

MepiognyHiCTb NOAAHHA PerynspHo
OHOB/THOBAHOrO 3BITY 3 6e3nekn BiANOBIAHO
[0 Mopagky 3ailicHeHHA chapmakoHarnsay,

3aTBEpPAXEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big, 27 rpygHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainun 19 rpyaHa
2016 poky 3a Ne 1649/29779 (y pepaxuii
Hakasy MiHicTepcTBa OXOPOHU 340POB’A

Ykpainu Big, 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3HayYeHUMKM y NepioANYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neku.

BIIbNMPA®EH®

TabneTku, BKpUTI
nniBKOBOKO
0060/10HKOI0, NO 500
mr; no 10 TabneTok y
6nictepi; no 1
6nicTepy B KapTOHHIl
KOpoo6Li

AcTtennac
dapma tOpon b.
B

HigepnaHngu

BMPOGHMK 3a
NOBHUM
LIK/IOM:

[OpareHocapm
Anotekep
Mrown MmeX

HimeuunHa

MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH.
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTKili
XapaKTepuCcTu1Li NikapCcbkoro 3acoby, TEeKCTi
MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMMW AaHVMK
3 AKOCTi, AOKNIHIYHUMMN, KNIHIYHUMW JaHMK
Ta gaHumu 3 chapmakoHarnsgy - 3MiHu
BHECEHO A0 IHCTPYKUii A8 MeanyHoro
3acToCcyBaHHS Nikapcbkoro 3acoby Ao
po3ainis "MNpoTunokasaHHs", "B3aemogis 3
HLIMMKW NikapcbknMK 3acobamu Ta iHLWi
BMAM B3aemogiin”, "OcobmBocCTi
3acTocyBaHHSA", "3acTocyBaHHA y nepios,
BariTHOCTi abo rogyBaHHA rpyaar”,

3a
peyenmom

He
nionsieae

UA/4350/01/01
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Ne n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsio4eHHs1

"MepepnosyBaHHs", "Mo6GiyHI peakuii”
BiANOBIAHO 0 MaTepianiB peecTpaviliHoro
[I0CbE.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BIiTY 3 6e3nekn BiANOBILHO
[0 Mopsaky 3aiiicHeHHs dhapMakoHarasay,
3aTBepAXEHOro Hakasom MiHictepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHW 3[10POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTbL: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMN y NepiognMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neKu.

FABICKOH®
NoABINHOI Al

TabneTku XyBasibHi N0
8 TabneTtok y bnictepi;
no 2 ao no 3
6nicTepy B KAPTOHHIi
KopoobUi

PekkiTT BeHkizep
Xenckep (KOKeit)
Nimiteq

Benvka
BputaHis

PekkiTT
BeHkizep
Xenckep

(FOKei1)
Nimiteq

Benvka
BpuTtaHis

MepepeecTpaLis Ha HEOGMEXEHUIA TEPMIH
3MiHY | TUny - 3MiHK WoAo
6e3nekn/edheKkTNBHOCTI Ta

thapmakoHarnagy. BeegeHHs abo 3amiHn fo

y3arasibHEHUX JaHKX MPO CUCTEMY
dhapmakoHarnsgy (BBefjeHHs y3arasibHeHUx
AaHuX Npo cuctemy hapmMakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0coby,
BiANOBIAa/IbHOT 3a 34iICHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobu 3
hapMakoHarnsgy 3asBHvKa ans
3piicHeHHs hapmakoHarnsgy B YkpaiHi,
AKLL0 BOHA BiAMIHHA Bif, YNOBHOBaXEHOI
0cobw, BigNoBiAa/IbHOI 3a 34iCHEHHS
thapmakoHarnsgy (BKIovatum KOHTaKTHi
[aHi) Ta/abo 3MiHW Y po3MiLLEeHHI MacTep-
harina cuctemm chapmakoHarfisgy) - 3miHa
KOHTaKTHOT 0C06M, BignoBiganbHoi 3a
hapMakoHarnsag: giroya pegaxuis: OnexHa

BoeBoga, nponoHoBaHa pefakuis: Hatanis

LllaTpoBa. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOT 0c0o6M, BigNoBiganLHOI 3a
hapmakoHarnag; 3minv |l Tuny - 3miHu
oo 6e3nekn/edreKTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili

XapaKkTepucTuLi Nikapcbkoro 3acoby, TekcTi

MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro

3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMW AaHUMU

3 AKOCTi, AOKMIHIYHUMM, KNIHIYHUMW JaHUMK

Ta AaHuMK 3 hapmakoHarnsagy - 3miHu
BHECEHO A0 iHCTPYKLiT 4N MeAnNYHOro
3aCTOCYBaHHS fikapcbKoro 3acoby Ao

6e3
peuyenma

nionsieae

UA/13353/01/01
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Ne n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsio4eHHs1

po3ginis "®apmMakosnoriyHi BNacTnBocCTi",
"Ocob6nmBOCTI 3acTocyBaHHA", "Cnoci6
3acTocyBaHHs Ta fo3un", "MobiuHi peakwii”
BiANOBIAHO [0 MaTepianiB peecTpaviliHoro
[0Cbe

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BIiTY 3 6e3nekn BiANOBILHO
[0 Mopsaky 34iiicHeHHs dhapMakoHarisay,

3aTBepAXEHOro Hakasom MiHictepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A

Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTbL: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMN y NepiognMUHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3nekn

FACTPUTON
"AP. KNANH"

Kpanni opasbHi no 20
mn, abo 50 mn , abo
100 mn y chnakoHax 3
KpanenbHuueto; no 1
hnaKkoHy y KapTOHHIl
KOpoo6Li

Ap. lN'yctas
Knainn Tm6X &
Ko. KI

HimeyunHa

Ap. lN'yctas
KnsiiH T'm6X &
Ko. KI

HimeyunHa

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHu Wwopao 6esnekn/edhekTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUii AN MeANYHOro
3aCTOCYBaHHSA Ha MifcTaBi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neKku NiKapCbKoro
3acoby, abo gocnigkeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
NpoBeAEeHUX BiANOBIAHO A0 NnaHy
negiatpuyHmx gocnimkeHs (PIP) (iHwi
3MiHW) - 3MiHU BHECeHO [0 IHCTpyKuii Ans
MeAMYHOro 3aCTOCYBaHHA NiKapCbKOro
3acoby A0 po3ainis "MpoTunokasaHHA",
"B3aemogis 3 iHWMMK fiKapCbKMmu
3acob6amu Ta iHWi B1UAW B3aEMogii”,
"Oco61m1BOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiog BariTHoCTi abo
rogyBaHHs rpygar”, "Cnocié 3actocyBaHHs
Ta f03un" (YTOUHEHHs iHdopmadii), "Mo6iuHi
peakuii" BignoBigHO Ao maTtepianis
peecTpauiiHOro A0CLE ikapCbkoro 3acoby.

MepiognyHiCTb NOAAHHA PerynspHo
OHOB/THOBAHOrO 3BITYy 3 6e3nekn BiANOBIAHO
o Mopsaaky 3aiicHeHHs dhapMakoHarisay,

3aTBEpPKEHOro Haka3om MiHicTepcTBa

6e3
peuyenma

nionsieae

UA/8950/01/01
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Ne n/n Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
JliKapcbKo20 (nikapcbka chopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4eHHs
OXOPOHU 340POB’A YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii B

MiHicTepcTBi tocTuLi YKpainun 19 rpyaHa

2016 poky 3a Ne 1649/29779 (y pepaxuii

Hakasy MiHicTepcTBa OXOPOHU 3[40POB’A

Ykpainu Big, 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTB: 3riAHO 3i CTPOKamu,
3a3HayYeHUMKM y NepioANYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neku.
6. FAPOXNOPTIA | kpucTastiuHuii MpAT YkpaiHa YaHnkoy KnTaii MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH - He UA/0914/01/01
3na nopoLuok (cybctaHuis) | "dapmaueBTUyH $apmac'toTuka niosnsieae
y nakeTax noagiiHunx a hipma n dekropi
nonieTuneHoBnx A4s "fapHuus"
chapmaL,eBTUYHOro
3aCTOCYBaHHS
7. AOUETAKCEN KOHUEeHTpaT ans M. BIOTEK NTA4 Benuka MAWIAH IHAjs MepepeecTpauis Ha 5 poki.. 3a He UA/13197/01/01

PO34mnHY ANst iHAY3il BpuTaHis NABOPATOPI 3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta peuyenmom nionsieae
no 40 mr/mn, 1 3 IIMITEL hapmakoHarnsagy. 3mMiHu y KopoTkili
hNakoH 3 (OTL) XapaKTepuCTu1Li Nikapcbkoro 3acoby, TEeKCTi
KOHLleHTpaTom no 0,5 MapKyBaHHS Ta IHCTPYKLii ANna MeguyHoro
M (20 mr) y 3aCcToCyBaHHSA
KOMMIekTi 3 1 reHepu4HUX/ri6puaHMX/6ionoaiGHMX
hnakoHoM 3 nikapcbknx 3acobiB Nicns BHECEHHSA Tiel
PO3YMHHMKOM No 1,8 camoi 3MiHM Ha pedhepeHTHUIA npenapar
M/ (eTaHon (3MiHa He NoTpebye HafaHHSA XOLHMX

6e3BoaHWIA, Boga AN
iH'eKLiin) y GnicTepi; no
1 6nicTepy B mauui; 1
hnakoH 3
KOHUeHTpaTtom no 2,0
M (80 mr) y
KOMMeKTi 3 1
pnakoHoOM 3
PO34YMHHUKOM No 7,1
M (eTaHon
6e3BoAHWIA, BOAA AN
iH'ekwjiil) y 6nicTepi; no
1 6nicTepy B nauui 3
KapTOHY

HOBUWX [0AATKOBMX AaHWX) -
3MiHV BHECEHO [0 iHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHA NMiKapCbKOro
3acoby Ao po3ginis "Oco6MBOCTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHOCTi abo rogyBaHHs rpyaat”
(yTouHeHHs iHchopmadii), "Cnocib
3acToCcyBaHHSA Ta 403un" (pegaryBaHHs
TekcTy), "MobiuHi peakwii” BignoBigHO A0
iHhopmawii pethbepeHTHOro nikapcbKoro
3acoby (TakcoTep, KOHUeHTpaT Ans
pO34uHy ANs iHQY3ilA).
MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekn BiANOBIAHO
[0 Mopagky 34iicHeHHA hapmakoHarnsgy,
3aTBEepPKEHOro Haka3om MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y peaaxuii
Haka3y MiHicTepcTBa OXOPOHW 3[10POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTpOKamu,
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Ne n/n Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
JliKapcbKo20 (nikapcbka chopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4eHHs
3a3HayvYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3MNeKu.
8. AOLEETAKCEN KOHUEeHTpaT ans M. BIOTEK NTA, Benuka MAWNAH IHAjs MepepeecTpauis Ha 5 pokis. - He UA/13198/01/01

PO34mnHy ANs iHAY3il BputaHis NABOPATOPI MepiognyHicTb NoAAHHA PerynsipHo nionsizae
no 40 mr/mA, in bulk: 3 IIMITEL OHOB/IOBAHOrO 3BIiTY 3 6e3neku BiANOBILHO
no 100 chnakoHiB 3 (OTL) 0o MNopsaky 34ificHeHHs hapmakoHarnsgy,
KOHUeHTpaTom no 0,5 3aTBEPAXEHOro Hakasom MiHicTepcTea
M (20 mr) y nayui 3 OXOPOHU 310POB’A YKpaiHu Bif, 27 rpyaHs
KapTOHY 2006 poky Ne 898, 3apeecTpoBaHuii B
in bulk: no 100 MiHicTepcTBi tocTuLi YKkpainn 19 rpyaHs
(hNaKkoHiB 3 2016 poky 3a Ne 1649/29779 (y penakuii
KOHUeHTpartom no 2,0 Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
M (80 mr) y navyi 3 Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
KapTOHY CTaHOBWTb: 3rifHO 3i CTPOKamu,

3a3Ha4YeHMMN y NepiognMYHOCTI NoAaHHSA

PerynsipHmx 3BiTiB 3 6e3neku.
9. EHTOBAH kancynu, no 20 a6o 60 XepbioH MakncTaH XepbioH MaknctaH MepepeecTpauis Ha 5 pokiB. 3MiHu | Tuny - 6e3 nionsieae UA/2117/02/01
Kancyn y dp1akoHi; no MakucraH MakucraH 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
1 chnakoHy B KOpOO6Li MpaiiBeT MpaiiBeT hapmakoHarnsgy. 3miHa y KopoTkili
Nimiten Nimiten XapakTepucTuLi nikapcbkoro 3acoby, TekcTi

MapKyBaHHs Ta IHCTPYKUii AN MegNYHOro
3aCTOCYBaHHSA Ha MifcTaBi perynsapHo
OHOB/IHOBAHOrO 3BITY 3 6e3neKkn NiKapCbKoro
3acoby, abo gocnigkeHs 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaduiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITy 3 AOC/IKEHb,
npoBeAeHnX BiAMNoBIAHO A0 NnaHy
negiatpuyHux gocnimpkeHb (PIP) (3miHy
Y3rO)KEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3MiHW BHECEHO
[10 IHCTPYKUIT ANA MEANYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby A0 po3ainis
"Oco6MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHA y nepiof BariTHOCTi abo
rofysaHHs rpyaar”, "MNepeposysaHHs’,
"Mo6iyHi peakuii” BiANOBIAHO A0 iHhopMmaLi
o0 6e3neku AiloUnX pevOBUH.

MepiognyHiCTL NoAaHHA perynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku BiANOBILHO
o Mopsaaky 3aiicHeHHs dhapMakoHarisay,

3aTBepKeHoro Hakasom MiHictepcTea
OXOPOHU 30POB’A YKpaiHu Big 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’S




17

Ne n/n Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
JliKapcbKo20 (nikapcbka chopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4eHHs
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTbL: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMN y NepiognMUHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
10. 3ABEZIOC® niodpinizat gns Mdpaiizep IHK CWA AkTasic ITania ITania MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/9322/01/01
PO34mnHy ANs iHAY3il C.n.A. MepiognyHiCTb NOAAHHA PerynspHo peyenmom nionsizae
no 5 mr; 1 cpnakoH 3 OHOBJ/THOBAHOrO 3BITYy 3 6e3nekn BiANOBIAHO
niocpinizaTom B o Mopsaaky 3aiicHeHHs hapMakoHarisay,
KapTOHHI Kopo6Lyi 3aTBEPKEHOr0 Haka3om MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu,
3a3HayYeHUMM y NepioaNYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neKu.
11. EOAPBI™ Tabnetku no 80 wmr; no Takena ®apma [Janis BVMPOGHMLTBO AnoHis/ MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/13312/01/03
14 TabneToK y A/IC Hepo3dacoBa IpnaHgis peuyenmom nionsieae
6nicTepi; no 1, abo no HOI NpoAyKu,i: MepiognyHiCTb NOAAHHSA PerynsipHo
2, abo no 4 6nictepn y Takena OHOBJ/THOBAHOrO 3BITYy 3 6e3nekun BiANOBIAHO
KapTOHHI Kopo6Lyi $apmacbloTika [0 Mopsaaky 34iiicHeHHs dhapMakoHarisay,
n KomnaHi 3aTBEpAKEHOro Hakasom MiHicTepcTBa
Nimites, OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
Ocaka lNnaHT, 2006 poky Ne 898, 3apeecTpoBaHuii B
AnoHis; MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
nepBuHHE Ta 2016 poky 3a Ne 1649/29779 (y pegakuii
BTOPUHHE Haka3y MiHicTepcTBa OXOPOHU 340POB’A
nakyBaHHs, YKpainu Big 26 BepecHsi 2016 poky Ne 996),
[03BiN Ha CTaHOBUWTbL: 3rigHO 3i CTpoKamu,
BUMYCK cepii: 3a3HayeHUMK y NepioANYHOCTI NoAAHHS
Takepa perynspHux 3BiTiB 3 6e3neku.
Ipnangisa Nrg,
Ipnangis
12. EOAPBI™ Tabnetku no 20 mr; no Takepa ®apma [anis BUPOBHMLTBO AnoHisi/ MepepeecTpauis Ha HEOOMEXEHNIA TEPMIH. 3a He UA/13312/01/01
14 TabneTok y AlC Hepo3dacoBa IpnaHgis peyenmom niosnsieae
6nicTepi; no 1, abo no HOI nNpoayKu,i: MepiognyHiCTb NOAAHHA perynsipHo
2, abo no 4 6nictepn y Takena OHOB/OBAHOrO 3BiTY 3 6Ge3neKkn BiANOBILHO
KapTOHHI Kopo6Lyi PapmacboTika o Mopsaaky 3aiiicHeHHs dhapMakoHarisay,
n KomnaHi 3aTBEpXeHOro Hakasom MiHicTepcTBa
NimiTea, OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
Ocaka lNnaHT, 2006 poky Ne 898, 3apeecTpoBaHuii B
ANoHis; MiHicTepcTsi tocTuLi YKpaiHun 19 rpyaHs
nepBuHHE Ta 2016 poky 3a Ne 1649/29779 (y peaakuii
BTOPUHHE Haka3y MiHicTepcTBa OXOPOHU 3[40POB’A
nakyBaHHs, Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),

[03BiN Ha

CTaHOBWTb: 3riAHO 3i CTpOKamu,
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Ne n/n Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
JliKapcbKo20 (nikapcbka chopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4eHHs
BUMYCK Cepii: 3a3HayvYeHUMM y NepioANYHOCTI NOAAHHS
Takega perynsipHux 3BiTiB 3 6e3mneku.
IpnaHgia N1a,
Ipnangis
13. EOAPBI™ Tabnetku no 40 wmr; no Takena ®apma [JaHis BUPOGHMLTBO AnoHisi/ MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/13312/01/02
14 TabneToK y AlC Hepo3dacoBa Ipnangis peuyenmom nidnseae
6nicTepi; no 1, abo no HOT NMpoAyKu,i: MepiognyHicTb NoAAHHSA PerynsipHo
2, abo no 4 6nictepn y Takena OHOB/IOBAHOrO 3BIiTY 3 6e3neku BiANOBILHO
KapTOHHI KOpooL; dapmacbtoTika 0o MNopsaky 34ificHeHHs dhapmakoHarnsgy,
n Komnari 3aTBEpXEHOro Hakasom MiHicTepcTBa
NimiTes, OXOPOHU 310POB’A YKpaiHu Bif, 27 rpyaHs
Ocaka NnaHT, 2006 poky Ne 898, 3apeecTpoBaHwuii B
ANoHis; MiHicTepcTBi tocTuLi YKkpainn 19 rpyaHs
nepBuHHE Ta 2016 poky 3a Ne 1649/29779 (y pegakuii
BTOPVHHE Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
nakyBaHHs, Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
[03BiN Ha CTaHOBWTb: 3ri4HO 3i CTpoKamu,
BWMNYCK Cepil: 3a3Ha4YeHMMN y NepiogMYHOCTI NoAaHHSA
Takepa perynsipHux 3BiTiB 3 6e3neku.
Ipnangis Nrg,
Ipnaxgis
14. KANbLJIO PO3YMH ANS iH'EKi, MpAT Ykpaina MpAT Ykpaina MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/6589/02/01
FNMHOKOHAT- 100 mr/mn, no 5 mn B "papmaueBTUYH "papmaueBTu 3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta peuyenmom nionsieae
AAPHULA amnyni; no 5 amnyn'y a hipma yHa chipma hapmakoHarnsagy. 3miHa y KopoTkili
(CTABINI3BOBA | KOHTYpHIl YapyHKOBIA "OapHuus” "OapHuus” XapaKTepuCcTmLi NikapCcbKoro 3acoby, TEKCTi

HUI)

ynakosLi; no 2
KOHTYPHi YapyHKOBI
ynakoBkn B nayuj; no
10 mn B amnyni; no 5
amnyn y KOHTYpPHIi
YapyHKOBIli ynakoBLyj;
no 1 a6o no 2
KOHTYPHi YapyHKOBI
yMnakoBkW B navLi

MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
3aCcTOCyBaHHS Ha MigcTasi perynspHo
OHOBJ/IIOBAHOrO 3BiTy 3 6e3nekn NikapCbKoro
3acoby, abo gocnimxeHb 3 6e3neku
3acTOCyBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHNX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigpxkerb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMETEHTHUM
YNOBHOB&XEHVNM OpraHoMm) - 3MiHU BHECEHO
[0 IHCTPYKUIT 418 MEeANYHOTO 3aCTOCYBaHHS
nNiKkapcbKoro 3acoby A0 po3ainis
"Oco6nMBOCTI 3acTOCyBaHHA" Ta
"HecyMiCHiCTb" BiZNOBIAHO [0 OHOB/EHOI
iHhopmaLii 3 6e3nekun 3acTocyBaHHA Ajito4ol
PEeYOBUHM.

MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekn BiANOBIAHO
[0 Mopagky 34iicHeHHA hapmakoHarnsgy,

3aTBEpPKEHOro Haka3om MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
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PeecmpayjitiHa npoyedypa

Ymosu

Peknamys
aHHA

Homep
peecmpayitiHo2o

Ne n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka chopma,

3asBHUK

Kpaina
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

2006 poky Ne 898, 3apeecTpoBaHuii B

BionyckKy

noceio4eHHs

3acoby

ynakosKa)

Ykpaina

MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU 30POB’A
Ykpaiuu Big 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpOKamu,
3a3HayvYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3MneKu.
MepepeecTpaL,i Ha HEOBMEXEHWNI TEPMIH.

3a

He
nionsieae

UA/0065/01/01

15.

KNCEHb
MEANYHUN
rA30noaisHn
n

ra3, no2n,3n,4n,5
n,6n,7n,8n,9n,10
n,12n,40ny
6anoHax 1a 3
rasudpikaTopis
XOTOAHUX KPiOreHHUX

My6niyHe
akKujioHepHe
TOBapUCTBO
"JbBiBCbKMIA
XiMiYHW1 3aBOA"

Ykpaina

Benvka

My6niyHe

akuioHepHe
TOBapUCTBO
"/IbBIBCbKMIA

XiMIYHWIA
3asofa”

Menpo

IHgis

3MmiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCYBaHHA Ha MiAcTaBi perynsapHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neKn Nikapcbkoro
3acoby, abo gocnimxeHb 3 6esneku
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITy 3 AOC/iKEHb,
npoBeAeHnX BiAMNOBIAHO A0 NnaHy
negiatpuyHux gocnigxernb (PIP) (3mMiHy
Y3rO[XKEHO 3 KOMMETEHTHUM
YNOBHOB&)XXEHVM OpraHom)
3MiHN BHECEHO A0 IHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA NiKapCbKOro
3acoby A0 po3ziny "MokasaHHA", a Takox
[0 po3gainis: "MpoTunokasaxHs", "Cnoci6
3aCTOCyBaHHA Ta A03n" BiANoBIgHO [0
OHOBJIEHOT iH(hopMmaLlii 3 6e3neku
3aCTOCYBaHHS Ail040l PEYOBUHN.

MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO
o Mopsaaky 34iiicHeHHs dhapMakoHarisay,

3aTBEPMAXEHOr0 Haka3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 30POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
MepepeecTpauis Ha HEOOMEXEHNA TEPMIH.

peyerimom

6e3
peyenma

nionsieae

UA/0160/01/01

16.

NAKTOBIT
DPOPTE

kancysv no 10 kancyn
y 6nictepi; no 3
6nicTepy B KApPTOHHIi

Mini Xenckepe
Nimiteq

KOpo6Li; no 7 kancyn y

BpuTaHis

dapmacboThK
anc Mpisat
Nimiteq

3MiHu | TUNYy - 3MiHK Woao
6e3nekun/edheKTMBHOCTI Ta

dhapmakoHarisgy. 3miHa y KopoTkil
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Ne n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsio4eHHs1

6nicTepi; no 2 abo no
4 6nictepu B
KapTOHHI Kopobuyj

XapaKkTepucTmLi NikapCcbkoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCyBaHHS Ha MifcTasi perynspHo
OHOBJ/IOBAHOIO 3BiTY 3 6e3nekn NikapCbKoro
3acoby, abo focnimxeHb 3 6e3neku
3aCcTOCyBaHHS NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHNX BigNoBifHO A0 NnaHy
negiatpnyHux gocnigkersb (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMETEHTHUM
YNOBHOB&XEHNM OpraHoMm) - 3MiHU BHECEHO
[0 IHCTPYKUIT 415 MEANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby 0 po3ainis "Bsaemogis
3 iHWMMW NliKapCbKMMK 3acob6amm Ta iHLLi
BMAW B3aemogiin”, "OcobmBocCTi
3actocyBaHHs", "Io6GiyHi
peaxuii"BignoBigHO A0 OHOB/EHOT
iHchopmawii 3 6e3neky 3acTocyBaHHs
Lirounx Ta AOMNOMDKHUX PEYOBUH.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BIiTY 3 6e3nekn BiANOBILHO
[0 Mopsaky 3aiiicHeHHs dhapMakoHarasay,

3aTBepAXEHOro Hakasom MiHictepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMN y NepiognMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

17.

MOBUMNPEN®

NOPOLLOK AN1s
OpaJIbHOT0 PO34MHY NO
lcawe AilcaweBy
nakeTi; no 2 naketu B
KapTOHHI Kopo6Lyi

HopxuH B.B.

HigepnaHaun

HOP>XWH
Nimiteq

Benvka
BpuTtaHis

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH.
3Mminn |l Tuny - 3MiHn Wwopao
6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMW AaHUMU
3 AKOCTi, AOKMIHIYHUMM, KNIHIYHUMW JaHUMKN
Ta faHvmu 3 dpapmakoHarnsagy -
3MiHV BHECEHO [0 IHCTPYKUIT ANns
Me[MYHOro 3aCTOCYBaHHS MiKapCbKOro
3acoby Ao posgainis
"Moka3saHHs"(pegaryBaHHs),
"MpoTmnokasaHHs", "OcobamBOCTi

6e3
peuyenma

nionsieae

UA/12987/01/01
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Ne n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsio4eHHs1

3acTocyBaHHs", "3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs rpyaat”
(peparyBaHHs), "34aTHIiCTb BNMBaTK Ha
LUBMAKICTb peakLii Mpy KepyBaHHi
aBTOTPaHCMOPTOM @60 iHLWIMMK
MexaHismamu'(pegarysaHHs),"Cnocio
3aCTOCyBaHHA Ta A03n"(pefarysaHHs),
"Mo6iuHi peakwji" BigNOBigHO A0 MaTepianis
peecTpavujiiiHoro AocLE.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BIiTY 3 6e3nekun BiANOBILHO
[0 Mopsaky 34iiicHeHHsT dhapMakoHarisay,
3aTBEPAXEHOro Haka3om MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898 , 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pesakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWUTb : 3rigHO 3i CTpOKamu,
3a3Ha4YeHUMN y NepiognMUHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neKu.

18.

MOBIKCUKAM
® OAT

Tabnetku, Lo
[OVCNepryTbes B
POTOBI NOPOXHWHI MO
15 wmr, no 10 TabneTok
y 6nicTepi; no 1 a6o 2
6nicTepy y KapTOHHIl
nauuj

Mosi Xenc Mrm6X

LseiiLapis

MoBHWIA UMK

BMPOGHMLTBA:

Annekc
®apma CA,
LLseiuapis;

MNepBuHHE Ta
BTOPUHHE
nakyBaHHs:
Nawmn Cax
MNpocnepo
C.n.A,, lTanis

Lseiiuapis/
ITanisa

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH.
3MiHu Wwopao 6esnekn/edhekTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KOpoTKil
XapakTepucTuLi nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUii AN MeANYHOrO
3aCTOCYyBaHHSA
reHepuyHuX/ribpuaHnx/6ionodibHmMx
niKapcbknx 3acobiB Nicns BHECEHHS Tiel
camoi 3MiHM Ha ped)epeHTHUIA Npenapar
(3miHa He NoTpebye HafaHHS XOOHUX
HOBUX A0ATKOBMX AAHWNX) - SMiHW BHECEHI
00 IHCTPYKLii y po3ainu: "®apMakonorivHi
BnacTusocTi" (Lono 6esneku),
"MpoTunokasaxHsa", "B3aemogis 3 iHWMMun
nikapcbkMM 3acobamu Ta iHWi B1uam
B3aemogiit", "OcobMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHoCTi abo
rogysaHHa rpyaatro”, "lMNepenosysaHHaA",
"Mo6iyHi peakui™ BignosigHoO A0 iHhopmaui
pethepeHTHOrO likapCbKoro 3acoby
(MOBAJIIC).

MepiognyHiCTb NOAAHHA PerynspHo
OHOB/THOBAHOrO 3BITYy 3 6e3nekn BiANOBIAHO
o Mopsaaky 3aiicHeHHs dhapMakoHarisay,

3aTBEpPKEHOro Haka3om MiHicTepcTBa

3a
peyenmom

He
nidnseae

UA/13585/01/01
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Ne n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsio4eHHs1

OXOPOHU 340POB’A YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainun 19 rpyaHa
2016 poky 3a Ne 1649/29779 (y pepaxuii
Hakasy MiHicTepcTBa OXOPOHU 3[40POB’A
Ykpainu Big, 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTB: 3riAHO 3i CTPOKamu,
3a3HayYeHUMKM y NepioANYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neku.

19.

MOBIKCUKAM
®oAT

TabneTku, Lo
OVCnepryoTbes B
POTOBI NOPOXHWHI MO
7,5 wmr, no 10
Tabnetok y 6nictepi;
no 2 6nictepn y
KapTOHHI nayui

Mosi Xenc MmeX

LBeiiuapis

MoBHWIA LWKN
BUpOGHUUTBA:
Annekc
dapma CA,
LBeiiuapis;
MepBuHHE Ta
BTOPUHHE
nakyBaHHS:
Namn CaH
MNpocnepo
C.n.A., ltanis

Lseiuapis/
ITanis

MepepeecTpavis Ha HEOOMEXEHUI TEPMIH.
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTKili
XapaKTepucTmLi NikapCcbkoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3acToCyBaHHsA
reHepuYHUX/ribpuaHMX/6ionoaiGHMX
nikapcbknx 3acobiB Nicns BHECEHHS Tiel
camoi 3MiHM Ha pedhepeHTHUIA npenapar
(3miHa He NOTpebye HafaHHSA XOLHMX
HOBUX A0AaTKOBUX AaHuX) - 3MiHU BHECEHI
00 IHCTPYKLUIi y po3ginu: "®dapmMakonorivHi
Br1acTMBocCTi" (LLoAo 6e3nekn),
"MpoTunokasaHHa", "B3aemogis 3 iHWnMmn
nikapcbknMmn 3acobamu Ta iHWi BUam
B3aemogiin", "OcobamMBOCTi 3acToCyBaHHS",
"3acTocyBaHHA y nepiof BariTHOCTi abo
roflysaHHs rpyaaro”, "MNepeposysaHHs’,
"Mo6iyHi peakuii” BiANoOBIAHO A0 iHopMmaLi
pedhepeHTHOrO JlikapCcbKOro 3acoby
(MOBAJIIC).

MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO
o Mopsaaky 34iiicHeHHs dhapMakoHarisay,

3aTBEPMAXEHOr0 Haka3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 30POB’A

Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/13585/01/02

20.

HEBI/IET®

Tabnetkn no 5 mr, no
7 Tabnetok y 6nictepi,
no 1 6nictepy B
KapTOHHI kopobui, No

MeHapiHi
IHTEepHeLLoHan
OnepeiiwoHc
JTriokcembypr

Jrokcembypr

Bunpo6HMK,
BignoBigasbHN
n3a
BVMPOGHMLTBO

HimeuunHa

MepepeecTpauis Ha HEOOMEXEHNA TEPMIH.
3MiHu Wwoao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby, TekcTi

3a
peyerimom

He
nionsiecae

UA/9136/01/01
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Ne n/n Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
JliKapcbKo20 (nikapcbka chopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4eHHs
14 Tabnetok y C.A. «in bulk» Ta MapKyBaHHS Ta IHCTPYKUIii AN MeANYHOro
6nictepi, no 1 a6o no KOHTpO/b 3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMW AaHUMU
2 6nictepu B cepii: 3 AKOCTi, AOKMIHIYHUMU, KNIHIYHUMW JaHUMK
KapTOHHI Kopo6Lyi BEP/TIH-XEMI Ta JaHuMK 3 hapmakoHarnsagy - 3miHv
ATl, BHECEHO A0 IHCTPYKUii AN MeguyHoro
HimeyunHa; 3acToCyBaHHS fikapcbKoro 3acoby Ao
Brpo6HuK, po3ginis "®apmMakosnoriyHi BNacTuBoCTi",
BignoBiga/IbHN "MpoTunokasaHHA", "Cnoci6 3acTocyBaHHs
n3a Ta fo3n", "B3aemogis 3 iHWmMun
BVPOGHMLTBO nikapcbkMK 3acobamu Ta iHWi BUuam
"in bulk" B3aemogiit", "OcobMBOCTi 3acTOCyBaHHS",
(Tinbkn "MepepnosyBaHHsa", "Mo6iyHI peakui™
rpaHysauis), BiANOBIAHO A0 iHhOpMaL,ii CTOCOBHO
nepBuHHe Ta 6e3neku, aka 3a3HayeHa B Martepianax
BTOPUHHE peecTpaLiiHoro Aoche.
nakyBaHHs,
KOHTpOb cepil MepiognyHICTb NOAAHHS PerynsipHo
Ta BUMNycK OHOB/IOBAHOrO 3BiTY 3 6e3neKkn BiANOBILHO
cepii: o Mopsaaky 34iiicHeHHs dhapMakoHarisay,
BEP/IH-XEMI 3aTBepXeHoro Hakasom MiHictepcTBa
Al, OXOPOHU 370POB’A YKpaiHu Big, 27 rpyaHa
HimeuunHa 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU 30POB’A
Ykpainu Big 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3MNeKu.
21. HOBIHET TabneTkun, BKpUTI BAT "lepeoH YropumHa BAT "lepeoH YropwuHa MepepeecTpauis Ha HEOOMEXEHUI TEPMIH. 3a He UA/7314/01/01
obonoHkoto, 0,15 PixTep" Pixtep" 3MiHu | TURY - 3MiHK Woao peyenmom nionsizae

mr/0,02 mr, no 21
Tabnetyi y 6nictepi,
no1la6ono3
6nicTepy B KAPTOHHIi
ynakoBLi

6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepuCcTmLi NikapCcbkoro 3acoby, TEeKCTi
MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHS Ha MigcTasi perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn NikapCbKoro
3acoby, abo gocnimxeHb 3 6e3neku
3aCcTOCyBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHNX BiANOBiLHO A0 NnaHy
negiatpuyHux gocnigkeHsb (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMETEHTHUM
YMNOBHOBaXEHNM OpraHoM) 3MiHU BHECEHO
[0 IHCTPYKUIT 418 MEANYHOTO 3aCTOCYBaHHS
niKkapcbKkoro 3acoby A0 po3ainis
"MokasaHHs "(yTOYHeHHs iHdopmauii ),
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Ne n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsio4eHHs1

"MpoTunokasaHHs", "B3aemogis 3 iHWumuy
nikapcbk1UMK 3acobamu Ta iHLWi BUuam
B3aemogiit", "Oco6MBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHoCTi abo
rofyBaHHs rpyaaro” (yTOYHEHHS
iHcbopmawii ), "Cnoci6 3acTocyBaHHS Ta
[031"(YTOUHEHHS iHdhopmaLii),
"OiTn"(yTouHeHHs iHchopmai ), "3aaTHicTb
BN/MBaTK Ha LWBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCMOpPTOM abo iHWMMK
MexaHizMamu"(yToYHeHHs iHhopmai ),
"Mo6iyHi peakuii "BiANOBIAHO A0 OHOBMEHOI
iHcbopma,i 3 6e3nekun AjlUnx PeyoBUH.

MepiognyHiCTb NOAAHHA perynsipHo
OHOB/THOBAHOrO 3BITY 3 6e3nekn BiANOBIAHO
[0 Mopagky 3ailicHeHHA chapmakoHarnsgy,

3aTBEpAXEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big, 27 rpygHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainun 19 rpyaHa
2016 poky 3a Ne 1649/29779 (y pepaxuii
Hakasy MiHicTepcTBa OXOPOHU 3[40POB’A

Ykpainu Big, 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3HayYeHUMKM y NepioANYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neku.

22,

NIPUAOKCUHY
rAPOX/IOPUA
(BITAMIH B6)

PO34MH ANS iH'EKi,
50 mr/mnno 1 mn B
amnyni; no 10 amnyn y
nauuj 3
neperopogkamu; no 1
M/ B amnyni; no 5
amnyn B 04HOGIYHOMY
6nictepi; no 2
6nicTepy B naywj 3
KapToHy; Mo 1 mn B
amnyni; no 100 amnyn
y KOpoo6u;i 3
neperopogkammu

MNpuBaTHe
akuioHepHe
TOBapuUCTBO

"lekxim-Xapkis"

YKpaiHa

MpuBartHe
akuioHepHe
TOBapUCTBO

"JTekxim-
Xapkis"

YkpaiHa

MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTmLi NikapCcbkoro 3acoby, TEeKCTi
MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHS Ha MigcTasi perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn NikapCbKoro
3acoby, abo gocnigxeHb 3 6e3neku
3aCcTOCyBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHNX BiANOBILHO A0 NnaHy
negiatpuyHux gocnigkeHsb (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMETEHTHUM
YNOBHOB&XEHVM OPraHoM) - MiHU BHECEHI
[0 IHCTPYKUIT 418 MEANYHOTO 3aCTOCYBaHHS
niKkapcbKoro 3acoby y po3ginu:
"MpoTmnokasaHHs", "Oco6MBOCTI
3acTocyBaHHs", "lMo6iyHI peakuii”,
"HecyMicHIiCTb" BiZNOBIAHO [0 OHOBNEHOI
iHchopmauii 3 6e3nekmn Ajtoyoi pevoBUHN.

3a
peyenmom

He
nionsieae

UA/13399/01/01
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Ne n/n Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
JliKapcbKo20 (nikapcbka chopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4eHHs
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BIiTY 3 6€3nekn BiANOBILHO
[0 Mopsaky 34iiicHeHHsT dhapMakoHarisay,
3aTBepAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMN y NepiognMUHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
23. COBAYA nopoLLok (cybcTaHLis) MpAT YkpaiHa HATYPEKC dpaHuin MepepeecTpauisi Ha HEOOMEXEHMNIA TEPMIH - He UA/13666/01/01
KPOMUBA MNE y nakeTax 3 nnisku "TexHonor" EC.EV nionsizae
4:1 nonieTuneHoBoi Ans
chapmav,eBTUYHOro
3aCTOCYBaHHS
24. CYNb®AANMI nopoLuok (cybcTaHuis) My6niyHe YkpaiHa HawHxaii KnTaii MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH - He UA/13476/01/01
ANH y NoABiliHNX akuioHepHe Beiiwa nionsieae
nonieTuIeHoBNX TOBapuncTBo dapmachbloTika
naketax gns "HaykoBo- n Ko., NTA.
hapmaLeBTUUYHOTO BMPOGHUUNIA
3acTOCyBaHHs LeHTp
"BopLyariBcbkuii
XimiKo-
hapmaueBTUYHN
1 3aBog”
25. ®JIIKCOHA3E cnpeii HazasbHUiA, nakcoCmitTKns Benvka BUPOBHULTBO, IcnaHis/ MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 6e3 nionsieae UA/8702/01/01
™ BOJHWIA, [,O30BaHWA, "H KoHcblomep BpuTaHis KOHTPO/Tb Benvka 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
50 mkr/go3y no 60 no3 Xenckep (FOK) SAKOCTI, BUNYCK BpuTanis/ hapmakoHarnsgy. 3mMiHu y KopoTkili
y thnakoHi; no 1 TpeiigiHr cepii, ITanisa XapaKkTepucTunLi NikapCcbKoro 3acoby, TEeKCTi
hNakoHy 3 403yuUnM Nimiteq nepBuHHE Ta MapKyBaHHS Ta IHCTPYKL,ii 418 MeguyHoro
NpPUCTPOEM B BTOPUHHE 3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMW AaHUMV
KapTOHHI Kopobuyj nakyBaHHs: 3 AKOCTi, AOKMIHIYHUMM, KNIHIYHUMW JaHUMK
nakco Ta AaHvmu 3 dpapmakoHarnsgy - 3MiHu
Bennkom C.A,, BHECEHO 10 iHCTPYKUIT ANS1 MeAUYHOIO
IcnaHis; 3aCTOCyBaHHSA NikapcbKoro 3acoby Ao
BTOPVIHHE po3ainis “MNpoTunokasaHHs", "B3aemogis 3
nakyBaHHs: iHLWIMMK NikapcbKnMK 3acobamu Ta iHLWi
CnpiHrabto BMAM B3aemogiii","OcobnnBocTi
NimiTea, 3acTocyBaHHs" BignoBiAHO A0 MaTepiasiiB
Benvka peecTpaLjiiiHoro AoCbE.
BputaHis;
BTOPUHHE MepiognyHICTb NOAAHHS PerynsipHo
nakyBaHHS: OHOB/IIOBAHOTO 3BITY 3 6e3neku BiANOBIAHO
CIT C.P.N1,, [0 Mopsagky 3ailicHeHHsa chapmakoHarnsay,
ITanis 3aTBEpKEHOro Hakasom MiHicTepcTBa
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Ne n/n Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
JliKapcbKo20 (nikapcbka chopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4eHHs
OXOPOHU 340POB’A YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainun 19 rpyaHa
2016 poky 3a Ne 1649/29779 (y pepaxuii
Hakasy MiHicTepcTBa OXOPOHU 3[40POB’A
Ykpainu Big, 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTB: 3riAHO 3i CTPOKamu,
3a3HayYeHUMKM y NepioANYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neku.
26. XAPTMAHA PO34uH ANs iHdys3il MpuBaTtHe YkpaiHa MpuBaTHe YkpaiHa MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/1056/01/01
PO34YMH no 200 mn, 250 mn, akuioHepHe akuioHepHe peuyenmom niosnsieae
400 mn, 500 mny TOBapUCTBO TOBapUCTBO MepiognyHICTb NOA4AHHS PErYNSPHO
nnaswKax "IHdpy3ia” "Indpysia” OHOB/THOBAHOrO 3BITYy 3 6e3nekn BiANOBIAHO
[0 Mopaaky 3ailicHeHHsa chapmakoHarnsay,
3aTBEpPAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neKu.
27. XNOPODINIAT | ekcTpakT rycTui TOB "[focnigHuii YkpaiHa YAHILWA KnTaii MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH - He UA/13735/01/01
Y EKCTPAKT (cy6eTaHuin) y 3aBog, "MHUAC" XYAKAHI nionsieae
rycTtum nonieTuIeHoBNX BIOTEKHO/O
KOHTelHepax Ans DK
hapmaLeBTUUYHOTO AIBENTONMME
3acToCcyBaHHsA HT KO., N1TA.

HauyanbHuk YnpasniHHA chapMaueBTUYHOI AiSNIbHOCTI Ta
AKOCTI hapMmaueBTUUHOI NPOAYKLiT

T.M. JIAcKOBCbKUM




NEPENIK
NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONONYHUX MPEMAPATIB), LLLOAO AKNX BY/IN BHECEHI 3MIHU 4,0 PEECTPALINHUX MATEPIAJIB, SKI
BHOCATLCA A0 AEP)XABHOIO PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHU

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu
26.11.2018 Ne 2181

Ne Hassa dopma sunycky 3assBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n NiKapcbKo20 BionycKy peecmpayjiliHo
3acoby 20
nocgio4YeHHs1
1. L-UET® TabneTku, BKPUTI KYCYM IHais KYCYM IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/8612/01/01
060/10HKOI0, N0 5 Mr; Mo XENTXKEP NBT XENTXKEP MNBT 3MiHK || TUNY - 3MiHa BUPOGHMKa peyenma
10 TabneTok y 6nicTepi; nTa nTa BUXIAHOTro/NPOMIKHOIO NPOAYKTY/peareHTy, Lo
no 1, aéo no 3, abo no BMKOPUCTOBYIOTLCS Y BUpO6HMYOMY npoueci A®l, abo
10 6nicTepiB y 3MiHa BMPOGHWMKa (BKOUa0un, ge HeobxigHo, micue
KapTOHHI ynakoBLi npoBefeHHSA KOHTPOJI0 AKoCTi) A®I - BBeleHHSA
HoBoro Bupo6Huka APl (Levocetirizine
Dihydrochloride) 3 HagaHHAM mMacTep - haitna Ha AdI
[10 BXe 3aTBEPAKEHOT0 BUPOBGHUKA
2. | ABUKNAB® TabneTku, BKpUTI Abpun IHAisA Aypobingo ®apma IHAiA BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu |1 3a UA/11903/01/01
NAiBKOBOI 0O0/IOHKOH, dopmynenwH3 Nimitea, tOHIT-XII TMny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peyenmom
875 mr/125 wmr, no 5 MeT. N14. thapmakoHarnagy. BHeceHHst abo 3miHa(u) fo
Tabnetok y 6nictepi, no 3060B'A13aHb Ta YMOB BUZaui peecTpauiiHoro
2 6nicTepu B navui 3 NocBiJYeHHS, BKoYaoum MNnaH ynpasaiHHA pu3vkamm
KapToOHY (3acTocyBaHHA 3MiH(M), siKi(a) BUMaratoTb(€)
NoAasbLIOro 06r'pyHTYBaHHSA HOBUMU [OAATKOBUM
AaHUMK, L0 MaoTb HaAaBaTnUCA KOMMNETEHTHUM
OpraHoMm, OCKifIbk/ BUMaraeTbCs CyTTEBA OLjiHKa
KOMMNETEHTHUM OpraHoMm) - BUkoHaHHS 3060B'A3aHb
BiANoBiAgHO Ao mignyHkTy 1.13 nyHKTY 1, mignyHkTy 2.3
NyHKTY 2 fgogatky 15 no Nopsaky nposefeHHs
eKcnepTu3n peecTpauiiHnx matepianis Ha nikapcbki
3acobw, L0 NoAaloTbCA Ha AiepXaBHy peecTpadiiio
(nepepeecTpauito), a Takox ekcnepTnsn martepianis
NpO BHECEHHS 3MiH O peecTpaLiiiHix maTepianis
NpoTAroMm Aii peecTpaviiiHoOro NocBig4YeHHs,
3aTBepxeHoro Hakasom MO3 Big 26.08.2005 Ne 426
(y pepakuii Hakasy MO3 Big 23.07.2015 Ne 460);
3MiHM BHECEHi [0 IHCTPYKUiT AN Mean4Horo
3acTocyBaHHA y po3gain "OcobnBOCTi 3aCTOCYBaHHA"
3rigHO 3 AaHMMK WoA0 6e3neKn AitY0oi pevyoBrHN
3. | ABUK/AB® TabneTkun, BKpUTI Abpwun IHAjsA Aypo6ingo ®apma IHAisa BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3miHu 11 3a UA/11903/01/02
NNiBKOBOIO 060JI0HKOIO, dopmyneiH3 Nimiten, HOHIT-XII TMny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta peuenmom
500 mr/125 mr, no 5 Met. 14, thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo

TabneTtok y 6nictepi, no
4 6nicTepu B nauui 3
KapTOHY

3000B'A3aHb Ta YMOB BuAaui peecTpauiiHoro
NOCBiAYEHHS, BKOYatouy MNnaH ynpasniHHSA pusnkamu
(3acTocyBaHHs 3MiH(K), Ski(a) BUMaratTb(€)
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsio4YeHHs1

noAabLLIoro 06rpyHTyBaHHS HOBYMW AOAATKOBUM
AaHVMK, L0 MaloTb HaJaBaTUCA KOMNETEHTHUM
OpraHoMm, OCKi/Ibk/ BUMaraeTbCs CyTTEBA OLjiHKa
KOMNEeTeHTHUM OpraHoMm) - BrkoHaHHA 3060B'A3aHb
BiANOBIAHO A0 nignyHKTY 1.13 NyHKTY 1, NignyHKTy 2.3
nyHKTY 2 goaatky 15 o Nopsaky npoBefeHHsA
eKcnepTu3n peecTpauiiHnx martepianis Ha nikapcbkKi
3acobu, Lo NoAalTbCA Ha iepxasHy peecTtpadiiio
(nepepeecTpavito), a TakoX ekcnepT3n Martepianis
NpO BHECEHHS 3MiH 10 peecTpauiliHix maTtepianis
NPOTAroM fii peecTpauiiHoro NocBig4eHHs,
3aTBepaxeHoro Hakasom MO3 Big 26.08.2005 Ne 426
(y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460);
3MiHW BHECeHi [0 IHCTPYKUiT 4N MeanyHoro
3acTocyBaHHs y po3ain "OcobmBocCTi 3acTocyBaHHA"
3rigHO 3 faHMMU WoA0 6e3nekun Aityvol pevyoBUHN

AJEMMAC®

TabneTkn, BKPUTI
NAiBKOBOI 000I0HKOH,
no 2,5 mr Ne 42: no 21
Tabnetyi y 6nictepi; no
2 6nicTepu B KAPTOHHIl
nauui; Ne 84: no 21
Tabnetyi y 6nictepi; no
4 6nicTepn B KAPTOHHIl
nauuj

Baiiep Al

HimeyunHa

BCi cTagii
BMPOGHMLTBA:
Baiiep AT,
HimeuyuunHa;
BTOPVHHE
nakyBaHHS:
LLiteremaHH
JNloHdepnakyHr &
NoricTiwep Cepsic
e.K., Himeyunna

HimeuyunHa

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:
3MiHM | Tuny - 3MiHa napameTpiB cneyudikauiin Ta/abo
[0NyCTUMUX MEX A1 AONOMIKHOT PeYOBUHN —
BWNYYEHHS 3i cneyudikaii Ha JONOMKHY PeyOBUHY
KpocnoBigoH nokasHukis «Boga», «pH», «ApceHii», y
3B'A3KY 3 TUM, L0 AaHi TeCTW He BUMaratoTbes Ph.
Jap;

BWyYEHHS 3i cneyudikauii Ha JOMOMKHY peqOBUHY
TuTaHy Aiokcug nokasHuka «LIMHK»; BUNYyYEHHS 3i
cneuudikaLii Ha AONOMKHY pevyoBUHY 3autiza okcug,
4YepBOHUIA NokasHuKa «bapili», «oBepxHeBi
BNACTUBOCTI»; BUyYeHHS 3i cnevumdikaLii Ha
OOMNOMDKHY pe4yoBuHY 3asiza OKCUf, XXOBTUI NMOKa3HUKa
«Bapili»; 3miHu | TUMY - 3MiHa napameTpis
cneuudikayiii Ta/abo AonNycTUMUX MEX A5t
[OMOMDKHOT pEYOBMHY — [ONOBHEHHS cneuudikavii Ha
[OMOMiXHY peyoBuHy KpocnoBigoH nokasHukamm
«Peroxide as calc. As hydrogen peroxide», «Loss on
drying» BignosigHo fo sumor Ph. Jap; 3miHu | Tuny -
3MiHa napameTpiB cneuudikauiii Ta/abo AonycTUMmx
MeX N5 AOMOMiXXHOT PEYOBUHU — 3BY)XXEHHS
[ONyCTUMMX MEX napameTpis cneumdikayii Ha
[OMOMiXHY PeqoBUHY TUTaHy AioKCWA 3a NOKa3HUKOM
«ApceHili» 3 max 3 ppm, o max 1 ppm Ta «Cypbma»
3 max 50 ppm, A0 max 2 ppm; 3BY)XXeHHS AONYCTUMUX
MeX napameTpiB cneyudikauii Ha JONOMDKHY
peyoBMHY 3aUli3a OKCMA, YepBOHUIA 3a NOKA3HVKOM
«ApceHiii» 3 max 5 ppm, o max 3 ppm, «Kagmiii» 3
max 5 ppm, Ao max 1 ppm, «CBuHeLb» 3 max 20
ppm, o max 10 ppm; 3BY>KEHHS AOMYCTUMUX MeX
napameTpis cneymdikaLii Ha JONOMKHY PEeYOBUHY

3a
peyerimom

UA/14101/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsio4YeHHs1

3aniza oKCUf XOBTUIA 3a NOKA3HUKOM «ApCEHili» 3
max 5 ppm, go max 3 ppm, «Kagmiii» 3 max 5 ppm,
[0 max 1 ppm, «CBuHeLb» 3 max 20 ppm, go max 10
ppm

AJEMMAC®

TabneTkn, BKPUTI
NAiBKOBOI 000IOHKOH,
no 2,0 mr Ne 42: no 21
Tabnetyi y 6nictepi; no
2 6nicTepu B KAPTOHHiIN
nauui; Ne 84: no 21
Tabnetyi y 6nictepi; no
4 6nicTepn B KAPTOHHIl
nauuj

Baiiep Al

HimeyunHa

BCi cTagii
BMPOGHMLTBA:
Baiiep AT,
HimeuyuunHa;
BTOPVHHE
nakyBaHHS:
LLteremaHH
JNloHdepnakyHr &
NoricTiwep Cepsic
e.K., Himeyunna

HimeuyunHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHM | Tuny - 3MiHa napameTpiB cneyudikauiin Ta/abo
[0NyCTUMUX MEX A1 AONOMIKHOT PeYOBUHN —
BWYYEHHS 3i cneyudikaLii Ha JONOMKHY PeyOBUHY
KpocnoBigoH nokasHukis «Boga», «pH», «ApceHii», y
3B'A3KY 3 TUM, L0 AaHi TeCTW He BUMaratoTbes Ph.
Jap;

BWyYEHHS 3i cneyudikauii Ha JOMOMKHY peqoBUHY
TuTaHy Aiokcug nokasHuka «LIMHK»; BUNYyYEHHS 3i
cneuudikaLii Ha JONOMKHY peqyoBuHY 3atiza okcug,
YepBOHMIA NoKasHuKa «bapili», «oBepxHeBi
BNACTUBOCTI»; BUyYeHHS 3i cnevumdikaLii Ha
OOMNOMDKHY pe4yoBuHY 3asiza OKCUf, XXOBTUI NMOKa3HUKa
«Bapili»; 3miHu | TUMY - 3MiHa napameTpis
cneyudikayiii Ta/abo AonNycTUMUX MeX A1si
[OMOMDKHOT pEYOBMHY — [ONOBHEHHS cneuudikavii Ha
[OMOMiXHY peyoBuHy KpocnoBigoH nokasHukamm
«Peroxide as calc. As hydrogen peroxide», «Loss on
drying» BignosigHo fo sumor Ph. Jap; 3miHu | Tuny -
3MiHa napameTpiB cneuwudikauiii Ta/abo AonycTUMmx
MeX N5 AOMOMiIXXHOT PEYOBUHU — 3BY)XXEHHS
[ONyCTUMUX MEX napameTpis cneumdikayii Ha
[OMOMiXHY PeqoBUHY TUTaHy AioKCWA 3a NOKa3HUKOM
«ApceHili» 3 max 3 ppm, o max 1 ppm Ta «Cypbma»
3 max 50 ppm, A0 max 2 ppm; 3BY)>XeHHS AONYCTUMUX
MeX napameTpiB cneyudikauii Ha JONOMKHY
peyoBMHY 3aUli3a OKCMA, YePBOHUIA 38 NOKA3HVKOM
«ApceHiii» 3 max 5 ppm, go max 3 ppm, «Kagmiii» 3
max 5 ppm, Ao max 1 ppm, «CBuHeLb» 3 max 20
ppm, 4o max 10 ppm; 3BY>XEHHS AOMYCTUMUX MeX
napameTpiB cneumdikauii Ha JONOMKHY PeYOBUHY
3aniza oKCuf XOBTUIA 3a NOKA3HUKOM «ApCEHili» 3
max 5 ppm, go max 3 ppm, «Kagmiii» 3 max 5 ppm,
£0 max 1 ppm, «CeuHeLb» 3 max 20 ppm, Ao max 10
ppm

3a
peyerimom

UA/14101/01/02

AJEMIMNAC®

TabneTku, BKPUTI
N/1iBKOBOKO 060/10HKOIO,
no 1,0 mr Ne 42: no 21
Tabnetui y 6nictepi; no
2 6nicTepu B KAPTOHHIN
nayyi; Ne 84: no 21
Tabnetui y 6nictepi; no
4 6nicTepn B KAPTOHHIN

Baiiep Al

Himeyunna

BCi cTagii
BMPOGHMLTBA:
Baiiep AT,
HimeuuunHa;
BTOPUHHE
nakyBaHHS:
LteremaHH
JloHdepnakyHr &

HimeyunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:
3MiHK | TUNY - 3MiHa NapamMeTpiB cneumdikayiin Ta/abo
[0NyCTUMUX MEX A1 AONOMDKHOT PeYOBUHN —
BWIYYEHHS 3i cneuundikadii Ha 4ONOMKHY peqyoBUHY
KpocnoBifoH nokasHukiB «Boga», «pH», «ApceHiii», y
3B'A3KY 3 TUM, WO AaHi TeCTV He BuUMaratoTbcs Ph.
Jap;

BWIYYEHHS 3i cneuudikalii Ha ONOMIKHY PevyoBUHY

3a
peyenmom

UA/14101/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsio4YeHHs1

nauuj

NoricTiwep Cepsic
e.K., Himeyunna

TuTaHy Aiokcug nokasHuka «LIMHK»; BUNYyYEHHS 3i
cneuudikaLii Ha JONOMKHY peqyoBUHY 3autiza okcug,
XXOBTUIA MOKasHuKa «bapili»; 3miHu | Tuny - 3miHa
napamMeTpiB cneyudikauin Ta/abo [onycTMMmUX Mex
AN9 AONOMDKHOT PEYOBUHU — [OMOBHEHHS
cneuudikayii Ha JOMOMKHY peqyoBuHY KpocnoBifoH
nokasHukamu «Peroxide as calc. As hydrogen
peroxide», «Loss on drying» BignoBigHO 0 Bumor Ph.
Jap; 3miHu | TUny - 3mMiHa napameTpiB crnevumdikawin
Ta/abo fonyCcTUMUX MEX A8 AONOMDKHOT PEYOBUHUN —
3BY)XEHHS AONYCTUMUX MEX napameTpis cneuudikawlii
Ha [OMOMDKHY peyoBuHY TuTaHy Aiokcug 3a
NOKa3HUKOM «ApCeHi» 3 max 3 ppm, Ao max 1 ppm
Ta «CypbMa» 3 max 50 ppm, 4o max 2 ppm;
3BY)EHHSA AONYCTUMMX MEX NapameTpiB cneuudikawii
Ha [OMOMiXHY Pe4OBMHY 3ani3a oKCuf, XXOBTUI 3a
NnokKasHUKOM «ApceHili» 3 max 5 ppm, go max 3 ppm,
«Kagmiii» 3 max 5 ppm, o max 1 ppm, «CBUHELb>» 3
max 20 ppm, o max 10 ppm

AJEMMAC®

TabneTkn, BKPUTI
NAiBKOBOI 000IOHKOH,
no 1,5 mr Ne 42: no 21
Tabnetyi y 6nictepi; no
2 6nicTepu B KAPTOHHIN
nauui; Ne 84: no 21
Tabnetyi y 6nictepi; no
4 6nicTepn B KAPTOHHIl
nauuj

Baiiep Al

HimeyunHa

BCi cTagii
BMPOGHMLTBA:
Baiiep AT,
HimeuyuunHa;
BTOPVHHE
nakyBaHHS:
LLteremaHH
JNloHdepnakyHr &
NoricTiwep Cepsic
e.K., HimeyunnHa

HimeuyunHa

BHECEHHS 3MiH 10 peecTpaviiHiX maTtepianis:
3MiHM | Tuny - 3MiHa NapameTpiB cneyudikauiin Ta/abo
[0NyCTUMUX MEX AN AONOMIKHOT PeYOBUHN —
BWYYEHHS 3i cneyudikaLii Ha JONOMKHY PeyOBUHY
KpocnoBigoH nokasHukis «Boga», «pH», «ApceHii», y
3B'A3KY 3 TUM, L0 AaHi TeCTW He BUMaratoTbes Ph.
Jap;

BWyYEHHS 3i cneyudikauii Ha JOMOMKHY peqOBUHY
TuTaHy Aiokcug nokasHuka «LIMHK»; BUNYyYEHHS 3i
cneuudikaLii Ha JONOMKHY pevyoBUHY 3autiza okcug,
XKOBTUIA MOKasHuKa «bapili»; 3miHu | Tuny - 3miHa
napamMeTpiB cneuugikalin Ta/abo [onycTuMmnx Mex
ANA AONOMDKHOT PEYOBMHY — [OMOBHEHHS
cneuudikayii Ha JONMOMKHY peqyoBuHY KpocnoBifoH
nokasHukamu «Peroxide as calc. As hydrogen
peroxide», «Loss on drying» BignoBigHO o0 Bumor Ph.
Jap; 3miHu | Tuny - 3mMiHa napameTpiB crnewmdikauii
Ta/abo fonycCTUMUX MEX A8 AONOMDKHOT PeYOBUHUN —
3BY)EHHS A0ONYCTUMMX MEX napameTpis cneuudikawlii
Ha [OMOMDKHY peyoBUHY TuTaHy AioKcug 3a
NoKa3HUKOM «ApceHili» 3 max 3 ppm, 4o max 1 ppm
Ta «CypbMa» 3 max 50 ppm, 4o max 2 ppm;
3BY)XXEHHSI AONYCTMMUX MeX napamMeTpiB cneuudikawii
Ha [OMOMiXHY PeYOBMHY 3ani3a OKCuf, XOBTUI 3a
NOKa3HUKOM «ApCeHii» 3 max 5 ppm, 4o max 3 ppm,
«Kagmiit» 3 max 5 ppm, o max 1 ppm, «CBUHELb» 3
max 20 ppm, o max 10 ppm

3a
peyerimom

UA/14101/01/04

AJEMMAC®

TabNeTKkn, BKPUTI

Baiiep Al

HimeyunHa

BCi cTagii

HimeyunHa

BHECEHHS 3MiH 10 peecTpavjiiHix maTtepianis:

3a

UA/14101/01/05




Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
NNiBKOBOIO 060JIOHKOIO, BMPOGHMLTBA: 3MiHM | Tuny - 3MiHa napameTpiB cneyudikaviin Ta/abo peuenmom
no 0,5 mr Ne 42: no 21 Baviep AT, [ONYCTUMUX MEX A/15 AONOMDKHOT PEYOBUHN —
Tabnetui y 6nictepi; no HimeuyuunHa; BWyYEHHS 3i cneyudikaLii Ha JONOMKHY PeYOBUHY
2 6nicTepy B KAPTOHHIl BTOPWHHE KpocnoBifoH noka3HukiB «Boga», «pH», «ApceHii», y
nauuj; Ne 84: no 21 nakyBaHHs: 3B'A3KY 3 TUM, LU0 AaHi TeCTu He BumaratoTbes Ph.
Tabnetui y 6nictepi; no LLTeremaHH Jap;
4 6nicTepun B KAPTOHHIl JNoHdpepnakyHr & BWIYYEHHS 3i cneuundikauil Ha OMNOMKHY peqyoBUHY
naJui NoricTiwep Cepsic TuTaHy Aiokcug nokasHuka «LiMHK»; 3MiHu | Tuny -
e.K., Himeuunna 3MiHa napameTpiB cneundikauili Ta/abo JonycTUMnX
MeX 719 AONOMIKHOT PeYOBUHN — AOMOBHEHHSA
cneuudikaLii Ha JONOMKHY peqyoBuHY KpocnosifoH
nokasHukamu «Peroxide as calc. As hydrogen
peroxide», «Loss on drying» BignosigHo o sumor Ph.
Jap; 3miHu | TUNY - 3MiHa NapameTpiB cneumdikauiii
Ta/abo foMyCTUMUX MeX 718 fOMOMDKHOI PEYOBUHN —
3BY)EHHS ONYCTUMUX MeX napameTpis cnewudikauii
Ha [0NOMiKHY peyoBuHY TuTaHy AioKcug, 3a
NOKa3HMKOM «ApCeHin» 3 max 3 ppm, Ao max 1 ppm
Ta «Cypbma» 3 max 50 ppm, o max 2 ppm
9. | ADEHOCTEPUA- | Tabnetku, BKpUTI TosapucTso 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHiX maTtepianis: 3MiHu | 3a UA/2653/01/01
340POB'A NAiBKOBOI 000IOHKOH, obmexeHor BMPOOHULITBA, TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
no 5 mr, no 10 Ta6netok BigNoBiga/IbHICTIO KOHTPO/Ib SIKOCTI, Ta/abo afpecu 3asiBHMKa (B/1aCHMKa peecTpaviiiHoro
y 6nicTepi; no 3 "®hapmavreBTuyHa BUMYCK Cepii: noceigyeHHs) - 3MiHa agpecu 3asBHVKa. BeegeHHs
6nicTepy B KApPTOHHIi KOMMaHis ToBapucTBo 3 3MiH NPOTAroM 6-TU MiCALIB MiCNA 3aTBEPMKEHHS;
KopooLi "3p0pos'a" 06MEeXEHO 3MiHK | TUNY - AOMIHICTPaTUBHI 3MiHU. 3MiHa
BiANOBIAA/LHICTIO HalilmeHyBaHHS Ta/abo agpecy MicLs NPOBaKEHHS
"®apmavueBTUYHa AiSNTbHOCTI BUPO6HUKa/iMnopTepa rotoBoro
KOMNaHis nikapcbKoro 3acoby, BKIYaUM AiNlbHUL BUNYCKY
"3popos'a”, cepii abo micLe NpoBeAEHHS KOHTPOO SKOCTI.
YkpaiHa; (misnbHicTb, 3a AKy BignoBigae BUPoGHMK/iMnopTep,
BCi cTagii BK/1HOHAKOUM BUMYCK Cepild) - yTOUHEHHS aapecu
BMPOOHULITBA, BMPO6HUKa /13 ToBapMCTBO 3 0GMEXEHOID

KOHTPO/b AKOCTI:
ToBapucTBO 3
obmexeHor
BigNoBiAa/IbHICTIO
"®APMEKC
rePyn",
YkpaiHa

BiANOBIAa/IbHICTIO "dapMaLieBTUYHa KOMNaHis
"3p0poB'a", YkpaiHa, 6e3 3MiHW MicLis BUPOBGHULTBA.
BBefeHHs 3MiH NpoTArom 6-T MicAUiB nicas
3aTBEPMKEHHS; 3MiHU | TUMY - AAMIHICTPATUBHI 3MiHW.
3MiHa HalimeHyBaHHsi Ta/abo agpecu Micus
NpoBapKEHHA AiSNIbHOCTI BUPOOHMKa/imnopTepa
roTOBOrO NliKapCbKOro 3acoby, BKYaouy AinbHULI
BMNYCKy cepii abo MicLie NpoBefeHHS KOHTPO/IO
AKOCTI. (AiSNbHICTb, 3a AKY Bignosigae
BMPOGHUK/IMNOpPTEp, He BK/IKOYaK4M BUMYCK cepild) -
YTOUYHEHHSA afpecy BUpo6HuKa 113 ToBapucTBo 3
obmexeHoto BignosigansHicTio "@APMEKC IMPYM" ,
YkpaiHa, 6e3 3MiHW MicLs BUPOOHWULTBA; 3MiHM | Tuny -
3MiHu 3 siKocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynopoBa/ibHWii 3aci6. 3MiHa po3mipy
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
yNakoBKM rOTOBOTO NiKapCbKOro 3acoby (BUIyYeHHS
yNakoBKM NMEBHOIO PO3MIpY) - BUTYYEHHS YNaKoBKN
'N3: no 10 TabneTtok y 6ricTepi; no 1 6nictepy B
KapTOHHI Kopo6Lji 3 BiAgMnoBigHMMU 3MiHAMK Y p.
YnakoBka. BBeieHHS 3MiH NPOTArom 6-Tu MicsLiB
nicnsa 3aTBepKeHHs
10. | AKTPANIA® HM PO3YUMH NS iH EKLIN, A/T Hoso Hopgick [aHis BUPOBHUK [Oania/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/0325/01/02
100 MO/mn no 10 mny Hepo3dghacoBaHoOro dpaHuis 3MiHK | TURY - 3MiHK Woao 6e3nekn/ed)ekTMBHOCTI Ta peyenmom
dhnakoHi; no 1 dpnakoHy NpoayKTY, thapmakoHarnsgy. BeegeHHs abo 3miHv o
Y KapTOHHi Kopobui HanoBHEHHS B y3araslbHeHUx faHvx npo cuctemy chapmakoHarnagy
dhnakoHu, (BBEAEHHSA y3araslbHEHUX AaHVX NPO CMcTemy
nepBuHHa chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT ocoou,
yrnakoBkKa, BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOHTPO/b SKOCTI KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
Ta BiANOBiAA/IbHWIA 3[jicCHeHHs1 hapMakoHarisay B YKpaiHi, SKLo BoHa
3a BUNYCK cepiit BiAMiHHA Bif YyNOBHOBaXKeHOI 0cobw, BignosigaibHOT
KiHLLeBOro 3a 3gilicHeHHs hapmakoHariagy (Bkovarum
npoaykrty: A/IT KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MiLLeHHi MacTep-
Hoso Hopgick, (paiina cuctemu hapmMakoHarnsay) - 3miHa
[aHist; BUpo6HUK KOHTaKTHOI 0CO6M B YKpaiHi yNnoBHOBaXKeHOT 0cobm
npoaykuii 3a 3asBHMKa AN 34iCHEHHS dhapmakoHarnagy.
NOBHUM LMK/IOM: MponoHoBaHa pepakuin: JlactoBeHko AHHa CepriiBHa.
Hoso Hopgaick 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0CO6U B YKpaiHi
MpoAKCLOH YNOBHOB&XXEHOT 0CO6U 3asBHUKA A5 3AICHEHHSA
CAC, ®paHLuis; hapmakoHarnagy
BMPOGHWK ANs
MapKyBaHHs Ta
yNakoBKn
pNakoHiB,
BTOPWHHOTO
nakyBaHHs: A/T
Hoso Hopgaick,
[JaHis
11. | AJIEKCAH® PO34MH NS iH'eKLIN Ta EBEBE ®apma ABCTpist NOBHUIA LMKN ABcTpisi/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/1150/01/01
iHdpysii, 20 mr/mn no 5 lec.m.6.X. Hor. BMPOGHMLTBA: HimeuunHa 3MiHY | TURY - BUIYYEHHS BUPOOHWNYOT AiNIbHUL peyenmom
M/ (100 mr) y dhnakoHi; Kl EBEBE ®apma (BKtoYatoum ginbHuULi gns A®I, NpoMiXHOro NPoAyKTY
no 1 dpnakoHy B ec.m.6.X. Hdr. a60 roToBOro NiKapcbkoro 3acoby, AiNbHUL ANs
KapTOHHI Kopo6Lyi K, ABCTpisi; npoBefeHHs NaKyBaHHs, BUPOGHYKa, BignoBiganbHOro
TEeCTyBaHHS: 3a BUMYCK Cepiii, MicLle MPOBeAEHHS KOHTPOIO cepii)
Nab6op N+C AT, abo nocTavyasibHMKa BUXIAHOTO MaTepiany, peareHTy
HimeuyuunHa; ab0 4ONOMIKHOT PEYOBWHU - BUTYYEHHS BUPOOHNYOT
TecTyBaHHs: MIMJ1 AinbHuui ana A®I (umtapabiny) Zhejiang Hisun
Mikpobionoriwec Pharmaceutical CO. Ltd, KuTaii
Mptochnabop
'M6X, ABCTpiIst
12. | AIEKCAH® PO34MH ANs iH'EKLi Ta EBEBE ®dapma ABCTpis NOBHUIA LKA AscTpis/ BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3a UA/1150/01/02
iHpy3in, 50 mr/ma no 10 [ec.m.6.X. Hdpr. BMPOGHMUTBA: HimeyunHa 3MiHK | TNy - BUYyYeHHS BUPOGHMYOI AiTbHUL peyenmom




Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
mn (500 mr), abo no 20 KIr EBEBE ®apma (BKovatoum ginbHuUL ans A®l, NpoMiXXHOro NPoOAYKTY
mn (1000 mr), abo no 40 [ec.m.6.X. Hopr. ab0 roToBoro sikapcbkoro 3acoby, AinbHULi ANs
M (2000 mr) y donakoHi; KI, ABCTpisi; NpoBefieHHs NaKyBaHHs, BUPOGHYKa, BiAnoBiAabHOro
no 1 dpnakoHy B TEeCTyBaHHS: 3a BUMYCK Cepiii, MicLie MPOBEAEHHS KOHTPOSIO cepii)
KapPTOHHI Kopo6Lyi Nab6op N+C AT, ab0 nocTavyasibHMKa BUXIAHOTO MaTepiany, peareHTy
HimeyuunHa; ab0 4ONOMIXHOT PEYOBUHU - BUTYHYEHHS BUPOOHNYOT
TecTyBaHHs: MIJ1 AinbHuui ana A®I (umtapabiny) Zhejiang Hisun
Mikpob6ionoriwec Pharmaceutical CO. Ltd, KuTaii
Mptochnabop
'mM6X, ABCTpist
13. | AJINNEPTEK® cnpeit HazanbHWiA, MegaHa ®apma MonbLia "papmea” dpaHuis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/14933/01/01
HA30 [,030BaHNii, CyCcneHsis, AKuioHepHe 3MiHM Il TRy - nogaHHA oHoBneHoi Bepcii ASMF ans peyenmom
50 mkr/go3y no 60 a6o ToBapucTeBo aKTMBHOI Pe4yoBMHN MOMETa30HyY doypoaTty
120 a6o 140 po3 MOHOriAparty Bif 3aTBepAKEHOro BUpo6HMKa AdI
cycneHnsii B MET- AaprTi IHgacTpian /1Ta, IHAisA; 3anponoHoBaHo: ASMF
hNakoHi 3 4,03yUnUM version AIL/MFM/AP/04/2016-07-20
HacoCoM-[103aTOPOM-
posnunioBayem; no 1
h1aKoHyY Y KapTOHHilA
KopoobUi
14. | AIb®A nopoLuok (cybcTaHuis) y AT "KNIBCbKUI Ykpaina LWaHxaii LUnHaek KuTaii BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: 3MiHu | - UA/10431/01/01
NINOEBA nakeTax nopgiiHMx BITAMIHHUIA dapmacbloTikas TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsI
KUCNOTA nonieTuNeHoBmx 45 3ABO" Ko., N14 Ta/abo agpecu 3asBHMKa (BNacHUKa peectpayiiHoro
BMPOOHMLTBA NOCBIAYEHHS) - 3MiHa HaliMeHyBaHHS 3asiBHVKa
HeCTepuabHUX (BBEAEHHS 3MiH NPOTAroM 6-Tu MicsLIB nicns
nikapcbkux 3acobis 3aTBEPKEHHS)
15. | AMIFPEH kancynu no 50 mr no 1 TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu Il 3a UA/6890/01/01
Kancyniy 6nictepi; no 1 "ACTPA®APM" "ACTPA®APM" My - 3MiHK LWoAo 6e3nekn/edeKkTNBHOCTI Ta peuyenmom
ab6o 3 6nictepu B thapmakoHarnisgy. BHeceHHs1 abo 3miHa(n) go
KOpo6Lj 3 KapTOHY 3060B'A3aHb Ta YMOB BuAadi peecTpav,iiiHoro
nocBifYeHHs, BKoYatoum MnaH ynpasniHHA pusnkamm
(3acTocyBaHHs 3MiH(M), siki(a) BUMaratoTb(€)
noAasbLLIOro 06r'pyHTYBaHHS HOBUMW AOAATKOBUM
AaHVMK, L0 MaloTb HaJaBaTUCA KOMNETEHTHUM
OpraHoMm, OCKi/Ibk/ BUMaraeTbCs CyTTEBA OLjiHKa
KOMNEeTeHTHUM OpraHoMm) - BrkoHaHHA 3060B'A3aHb
BiAnoBigHo Ao nianyHkTy 1.13 nyHkTy 1 foaatky 15 o
Mopsaky NPoBeAEHHS eKCNepTU3n peecTpauinHnx
marepianiB Ha nikapcbki 3acobwu, Lo NoaaTbCs Ha
LepXaBHY peecTpaLito (nepepeecTpaLiio), a Takox
eKcrnepTn3n MaTepianiB MPo BHECEHHS 3MiH 40
peecTpavuiiHux maTepianis NpoTArom fAii
peecTpaLiiHoro NocBiAYeHHs!, 3aTBEPIAXKEHOIO
Hakazom MO3 Big 26.08.2005 Ne 426 (y peaakuii
Hakazy MO3 Big 23.07.2015 Ne 460).
16. | AMIFPEH kancysm no 100 mr no 1 TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [10 peecTpauiiiHux maTepianis: 3miHu Il 3a UA/6891/01/01
kancyniy énictepi; no 1 "ACTPAPAPM" "ACTPA®APM" TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
a6o 3 6nictepu B thapmakoHarnagy. BHeceHHst abo 3miHa(u) fo
KOpOO6L 3 KAPTOHY 3060B'A3aHb Ta YMOB BUZadi peecTpauiiHoro
NOCBIAYEHHS, BKOYatouy MNnaH ynpasniHHSA pusnkamu
(3acTocyBaHHA 3MiH(M), siKi(a) BUMaratoTb(€)
NoAasbLIOro 06r'pyHTYBaHHSA HOBUMU [OAATKOBUM
AaHUMK, L0 MaoTb HaAaBaTUCA KOMMNETEHTHUM
OpraHoMm, OCKifIbK/ BUMaraeTbCs CyTTEBA OLjiHKa
KOMMNETEHTHUM OpraHoMm) - BUkoHaHHS 3060B'A3aHb
BignoBigHo Ao nianyHkTy 1.13 nyHkTy 1 foaatky 15 oo
Mopsaky NPoBeAEHHS eKCNEPTU3UN peecTpaLinHnX
marepianis Ha nikapcbki 3acobu, LWo noganTbes Ha
LepXaBHy peecTpavito (nepepeecTpaLiio), a Takox
eKkcnepTu3n MaTepianis Npo BHECEHHA 3MiH [0
peecTpaLlifiHix maTepianis npoTsrom i
peecTpauiiHoro NocBig4YeHHs, 3aTBEpPIKEHOr0
Haka3zom MO3 Big, 26.08.2005 Ne 426 (y pegakuii
Hakasy MO3 Big 23.07.2015 Ne 460).
17. | AMIKAUVHY KpucTanivyHuin MopoLIoK MpuBaTHE YkpaiHa KBiny TiaHxe KuTaii BHECEHHS 3MiH [JO peecTpaLiiiHux maTepiasnis: 3miHu | - UA/15470/01/01
CYNb®AT (cy6eTaHuin) y akuioHepHe PapmacbloTikas TMNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHSI
noABiliHNX nakeTax 3 TOBapuCTBO Ko., N14 Ta/abo agpecu 3asBHMKa (BNacHUKa peectpayiiHoro
nonieTunexy, aki "Jlekxim-Xapkis" noceigueHHs1) 3mMiHa HaliMeHyBaHHS Ta agpecu
BMILLEHI B a/IlOMiHIEBUIA 3asBHMKa
KOHTEWHep, LWwo
NOMILLIEHW B KAPTOHHY
KOpOOKy Ans
thapmavueBTUYHOro
3aCTOCYyBaHHSA
18. | AMITPUNTUMIHY | po3uunH ANns iH'ekuiin, 10 ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/5160/02/01
rigPoxnoruma- Mmr/mn, no 2 Mn B 06MEXEHOI0 06MEXEHO 3MiHK | TNy - 3MiHa 6yAb-SKOT YacT1HU maTtepiany peyenmom
3H amnyni; no 5 amnyny BiANoBiAa/IbHICTIO BiA4NoBiAa/IbHICTIO NEepPBMHHOT YNAKOBKK, LLIO HE KOHTaKTY€E 3 rOTOBUM
6nictepi; no 2 6nictepu "XapkiBcbke "XapkiBcbke NiKapcbknum 3aco60M - 10A4ATKOBO A0 3aTBEPKEHNX
y Kopo6Lj; no 2 mn B hapmaLeBTUyHe thapmaueBTuHe amnyn (Bupo6Huk MAT "MonTaBCcbkuii 3aBOf,
amnyni; no 10 amnyn y nignNpPUeEMCTBO nigNpPUEMCTBO MeAMYHOro ckna”, YkpaiHa) BBoasaTeca amnynu: IM K3
KopooLi "3p0poB'a "3p0poB'a - 3 KO/IbOPOBUM KinbLUem 3n1amy; IMN T3 - 3 Hagpi3om Ta
Hapoay" Hapogay" KO/IbOPOBOI TOUKOK 311amy; M KK2 - 3 gBoma
Kinbuamu kogysaHHs: I KK2/03 - 3 gBoMa Kinbusmu
KOZlyBaHHA YePBOHOTO KOMbOpY. JJONOBHEHHS
p."Ynakoska" iHhopmauieto: «Jlonyckaetbcsa npu
nakyBaHHS /likapCbKoro 3acoby B aMmnynn 3 KinbLem
371amy ab0o TOUKOIO 3/1aMy i HACIuKOK He BKnaaaTtu
ckapvdpikaTop amnynbHWn»
19. | AHIIO-BETAPTIIH | po3uuH ans iHdysiid, 42 TOB "®apMIoHioH YkpaiHa MpuBatHe Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/15912/01/01
mr/mn no 100 mny BCB akuioHepHe 3MiHK | TUny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
nnswui, no 1 naswui y [esenonveHT" TOBapuCTBO thapmakoHarniagy. BeegeHHs abo 3MiHu Ao
KOpOO6Li 3 KAPTOHY "IHdpy3ia" y3araslbHeHNX AaHux npo cuctemy dapmakoHarnsgy

(BBEAEHHSA y3araslbHEHUX AaHKX NPO CUCTEMY
dhapMakoHarnsay, 3MiHa yrnoBHOBaXEHOT 0cobu,
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n/n
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JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsio4YeHHs1

BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHUKa 415
3[iiCHeHHs1 hapMakoHarisay B YkpaiHi, SKLo BoHa
BiIMiHHA Bif, yNOBHOBaXXeHOI 0c06W, BifNOBiAabHOI

3a 3fjiicHeHHs hapmakoHarnsgy (Bkaovatoun
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLeHHi MacTep-
(paiina cuctemu hapmMakoHarnsay) - 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0cobw, BiAnoBiAaNbHOI
3a 3[jficHeHHs hapMakoHarnisay Ta 3miHa agpecu
pO3MilLEHHs MacTep-hainina

20.

APMAJNH®
NOHr

Tabnetkun
NpOJIOHroBaHoI Aii no
300 wmr, no 40 TabneTok
y 6aHuj; no 1 6aHui B
nauwi 3 KapToHy

TOB HB®
"MIKPOXIM"

YkpaiHa

TOB HB®
"MIKPOXIM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHiX maTtepianis: 3MiHu |
TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo aapecu micusa NPoBamXeHHs OisNIbHOCTI
BMPOGHMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
BK/IOYA0UM AiNbHUL BUMYCKy cepii abo micue
NPOBeAEHHS KOHTPOJIH0 AKOCTI. (LisANbHICTb, 3a AKY
BiANOBIAAE BUPOGHMK/IMNOPTEP, BKOYAOUM BUMYCK
cepiid) - 3MiHa Ha3BU Ta agpecy BUpPOGHMKa, 6e3 3MiHn
MicLa BUPOGHMLTBA (BBEAEHHS 3MiH NPOTArom 3-X
MicsILiB MiCNsA 3aTBEPAYKEHHS); 3MiHK | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy 3asBHUKa (BNacHWKa peecTpauiiiHoro
NOCBiJYEHHS) - 3MiHA Ha3BU Ta agpecy 3asBHMKa
(BBegeHHs 3MiH MpPOTAroM 3-X Micsyis nicns
3aTBEPMAKEHHS; 3MiHM | TMNY - 3MiHW LWOA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHLi
3MiHW) - 3MiHV BHECEHO A0 iHCTPYKLii A1s MeauyHOro
3acTocyBaHHS Nikapcbkoro 3acoby LWoa0 AaHuX Ans
noBiAOM/IEHb MPO HEGaxXaHi ABULLA NPU 3aCTOCYBaHHI
nikapcbKoro 3acoby. BBegeHHs 3MiH npoTarom 3-x
MicALiB Nicnsa 3aTBepMKeHHs; 3MiHW | TUny - 3MiHW
woao 6e3nekun/ethekTVBHOCTI Ta dhapmakoHarsay.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHuX Npo
cuctemy hapMakoHarnagy (BBeAeHHs y3arasibHeHUX
[JaHvx Npo cuctemy hapmakoHarnsagy, sMmiHa
YNOBHOB&XEHOI 0CO6W, BiANOBIAA/ILHOI 32 34iiCHEHHS
chapmakoHarnsgy; KOHTakTHoi 0cobm 3
hapMakoHarnsay 3asBHvKa ANns 34iINCHEeHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMNOBHOBaXXEHOT 0c06M, BiANOBiAaNbHOT 3a 34iCHEHHS
thapmakoHarnsgy (Bk/ouatoum KOHTakTHi gaHi) Ta/abo
3MiHM y po3MilLeHHI MacTep-chaiina cuctemu
thapmakoHarnsgy) - 3aMiHa KOHTaKTHUX JaHnxX
YNOBHOB&XeHOT 0cobM, BiANOBiAaNbHOT 3a 34iNCHEHHS
thapmakoHarnagy; 3miHv | Tuny - 3miHu woao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy. 3miHa y
KOPOTKIl XapaKTepuCTULLi NiKkapcbKoro 3acoby, TEKCTI

3a
peyerimom

UA/12306/01/01
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21.

MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAn4HOro
3aCTOCYBaHHSA Ha MifcTasi peryispHO OHOB/IIOBAHOIO
3BITYy 3 6e3neku Nikapcbkoro 3acoby, abo foCAiAKEHb

3 6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
nicnapeecTpaviiiHunii nepiog, abo sk pesynbTar OLiHKY
3BITY 3 JOCNIAKEHb, NPOBEAEHUX BiANOBIAHO A0 NNaHy

negiatpuyHux gocnimpxkerb (PIP) (iHWi 3MiHK) - 3MiHK
BHECEHO A0 IHCTPYKUIT 415 MeANYHOr0 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3ginis "lMokazaHHA"
(peparyBaHHsA TekcTy), "lMpoTunokasaHHA",
"Oco611BOCTI 3acTocyBaHHSA", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHA Ta go3un”, "Oitn" (yToUHeHHs
dopmytoBaHHs), "MobiyHi peakuii”. BBeAeHHS 3MiH
NPOTArom 3-x MICALIB MiC/1A 3aTBEPAKEHHS; 3MiHM |
TMNYy - AAMIHICTpaTUBHI 3MiHWU. 3MiHa kogy ATX - 3MiHU
BHECEHO A0 IHCTPYKLUIT A48 MeANYHOr0 3aCTOCYBaHHS
npenapary Ao po3giny "®apmakoTepanesTuyHa
rpyna" BiZnoBifHO [0 MXHapoAHOro knacudikaropa

BOO3 (http://www.whocc.no/atc_ddd_index/):
3aTBepAXeHo — 3acobu, Lo BNIMBaOTb Ha HEPBOBY
cuctemy. Kog ATC NO7X X. KapgionoriuHi npenapaTtu.

Kog ATC CO1E B, 3anponoHoBaHo — 3acobu, Lo
BM/MBaOTL Ha HepBoBY cuctemy. Kog ATC NO7X X.
BBefeHHA 3MiH NpoTAarom 3-x micauis nicns
3aTBEPPKEHHS

APMAJVH®
NOHIr

Tabnetkun
NPOSIOHroBaHol Aii no
500 wr, no 40 TabneTok
y 6aHLi; no 1 6aHui B
nauui 3 KapToHy

TOB HB®
"MIKPOXIM"

YkpaiHa

TOB HB®
"MIKPOXIM"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHiX MmaTtepianis: 3MiHu |
TMNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHSI
Ta/abo agpecu Micus NPOBaKEHHSA AISNbHOCTI
BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
BK/IIOHA0UM AiNbHULI BUMYCKY cepii abo micue
NPOBELEHHS KOHTPOJIIO AKOCTI. (4iANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/iMNOPTEpP, BKIOYAOUM BUMYCK
cepiid) - 3MiHa Ha3BU Ta agpecy BUPOGHMKA, 6e3 3MiHN
Micus BUpo6HULTBA (BBEAEHHSA 3MiH NPOTArOM 3-X
MicSLIB MiCNs 3aTBEPAXKEHHS); 3MiHM | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
agpecy 3asBHMKa (BNacHuKa peecTpauiiHoro
NOCBIAYEHHS) - 3MiHa Ha3BM Ta afpecy 3asBHMKA
(BBefeHHs 3MiH NpoTAroM 3-x MicsiliB nicns
3aTBEPMKEHHS; 3MiHM | TURY - 3MiHM LWOA0
6e3nekn/edeKTBHOCTI Ta hapmakoHarnsagy (iHuwi
3MiHK) - 3MiHW BHECEHO [0 iIHCTPYKLIT 418 MeguyHoro
3aCTOCyBaHHSA NikapcbKoro 3acoby Woao AaHuX ans
NoBiAOM/IEHb MPO HeGaXaHi ABULLA NPU 3aCTOCYBaHHI
nikapcbKoro 3acoby. BeefeHHs 3MiH NpoTArom 3-x

3a
peyenmom

MicsILiB MiCNsA 3aTBEPAKEHHS; 3MiHU | Tuny - 3MiHK

UA/12306/01/02
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wopo 6e3nekv/edpekTMBHOCTI Ta hapmakoHarnsaay.
BeefeHHs abo 3MiHM [0 y3arasibHEHNX AaHnX npo
cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHX
[JaHux nNpo cuctemy dhapmakoHarnsgy, 3amiHa
YNOBHOBaXXEHOI 0CO6U, BiNOBIAANLHOI 33 34iACHEHHS
dhapmakoHarnsgy; KoOHTakTHoi ocobm 3
dhapmakoHarnsgy 3asaBHuKa AN 34iCHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHa BigMiHHA Bif,
YNOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnagy (Bk/tovatoum KOHTaKTHI AaHi) Ta/abo
3MiHM y pO3MilLEHHI MacTep-chalina cuctemu
thapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOT 0Cc06M, BiANOBiAaNbHOT 3a 34iCHEHHS
hapmakoHarnagy; 3miHu | Tuny - 3miHu woao
6e3nekn/edpekTNBHOCTI Ta chapmakoHarnsgy. 3miHa y
KOPOTKIili XapakTepucTuLji NikapcbKoro 3acoby, TEeKCTi
MapKyBaHHA Ta IHCTPYKUT 4719 MeANYHOro
3aCTOCYBaHHSA Ha MifcTasi PerynsipHO OHOB/IHOBAHOTO
3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo AoCiAKEHb
3 6e3nekn 3acTocyBaHHsA NikapcbKoro 3acoby B
nicnsipeecTpauiiHunii nepiog, abo sk pe3ynbTaTt OUiHK/
3BiTY 3 fOCNifKEHb, NPOBEEHNX BiANOBIAHO A0 NnaHy
negiarpuynunx gocnigxerb (PIP) (HWi 3MiHK) - 3MiHK
BHECEHO [0 IHCTPYKLiT AN151 MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby A0 po3ainis "MokasaHHsA"
(peparyBaHHs TekcTy), "MpoTunokasaHHs",
"Oco61MBOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog, BariTHoCTi abo rogyBaHHs rpyaat”, "Cnocio
3acTocyBaHHs Ta go3n", "Oitn" (YTOYHEHHSN
chopmyntoBaHHs), “lMNo6ivHi peakuii”. BBegeHHs 3MiH
NPOTAroM 3-X MicsUiB Nicnsa 3aTBEPAXKEHHS; 3MiHK |
TUny - AAMIHICTpaTMBHI 3MiHW. 3MiHa Kogy ATX - 3MiHK
BHECEHO [0 IHCTPYKLiT AN151 MeANYHOro 3aCTOCYBaHHS
npenapary fo po3giny "®apmakoTepanesTuyHa
rpyna" BignoBifAHO [0 MiXXHapoAHoro Knacudikatopa
BOO3 (http://www.whocc.no/atc_ddd_index/):
3aTBepAkeHo — 3acobm, Lo BNAVBaOTb HA HEPBOBY
cuctemy. Kog ATC NO7X X. KapgionoriuHi npenapaTty.
Kog ATC CO1E B, 3anponoHoBaHo — 3acobw, Lo
BMN/vBatoThb Ha HepBoBy cuctemy. Kog ATC NO7X X.
BBefeHHs 3MiH NpoTarom 3-x MicAuiB nicns
3aTBEPAKEHHSA

22.

APTULLOKA
EKCTPAKT-
30POB'SA

kancynu no 100 mr no
10 kancyn y 6nictepi; no
2 abo no 6 6nicTepiB y
KapTOHHI Kopo6Lyi

ToBapucTBO 3
obmexeHor
BigNoBifa/IbHICTIO
"PapmavueBTuyHa
KOMMaHis

YKpaiHa

ToBapucTBo 3
obmexeHoro
BigNoBiAa/IbHICTIO
"GapmaueBTuyHa
KOMMaHis

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHKM | TUNY - 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
MiCLii MPOBaKEHHS AiS/IbHOCTI BUPO6HMKA
(BKtOUALOUM, 3a HEOBXiAHOCTI, Micue NpoBefeHHs
KOHTPO/O SKOCTi), ab0 BracHuka mactep-cpaiina Ha

6e3
peyenma

UA/0140/01/01
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"3popos'a” "3popos's”

A®l, ab6o noctavyanbHuka Adl/BuxigHoro
marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
3aCTOCOBYHOTLCA Y BUPOOGHULTBI API - yTOUHEHHS y
BUKNAAEHHI HaliMeHyBaHHS Ta agpecu
MiCLLe3HaxXoMKeHHs1 BUPO6HMKa AP| APTULLIOKY CyXOro
eKcTpakTy ToBapncTBa 3 06MeXeHO
BiANOBIAA/IbHICTIO «®DapmaLeBTUYHa KOMMNaHis
«300poB’A» BiANOBIAHO [0 HaJaHWUX maTtepianis
BMPO6HUKA. BUpobHMYa ginbHULA Ta yci BUPOGHUYI
onepauii 3annwatTbCa HE3MIHHUMU; 3MiHW | TUNy -
3MiHa y napameTpax cneuudikauii Ta/abo
[OMNyCTUMKX MEX, BU3Ha4YeHuX y cneuudikalisx Ha
A®I, ab60 BUXIQHWIA/NPOMDKHUIA NPOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCSA Y npoueci BUpobHuuTea AdI;
CynyTHS 3MiHa: 3MiHa y MeTogax BunpobyBaHHs Ad|
ab0o BuUXigHoOro marepiasny/npoMixxHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI
BMpO6HMLTBa AP - MprBEeAEHHS cneumdikalii Ta
MeTOoZIB KOHTPO0 AD| APTULLIOKY EKCTPaKT CYXUii O
BMMOI HOPMAaTMBHOI AOKyMeHTauil BUpo6Huka (DMF): -
YTOUYHEHHS KPpUTEPIiB NPUAHATHOCTI 38 NOKa3HNKOM
«Onuc»; - 3a NoKasHUKOM «laeHTudikauis» goganm
BM3HaYeHHA PriaBaHoIfiB, a TakoX MeToq
abcop6buiriHoi cnekTpodioTomeTpii B YP-06nacTi
3aMiHeHO Ha meTop, TLX; - yTOYHEHHSI METOAMKN
BM3HAYeHHA «BTparta B Maci npy BUCYLLYBaHHI»; -
3MiHa KpUTEpIiB NPUAHATHOCTI Ta METOAVKM 3a
nokasHukoM «MBY», y 3B’A3Ky 3 NpuBeAEHHSAM [0
BVIMOT fil040ro BUAAHHA APY; 3miHu | TUny - 3MiHN,
noB's3aHi 3 HEOOXIAHICTIO MPVBEAEHHS Y BiANOBIAHICTb
[0 MoHorpadii dY abo €Bponeiicbkoi hapmakoner,
abo iHWoI HavioHasTbHOI chapmakonei aepxasu €C;
CynyTHSI 3MiHa: 3MiHa y MeToAax BUNpobyBaHHs
[0NOMDKHOT peyoBMHU - 3MiHa A0 cneuudikauii Ta
METO/IB KOHTPO/IIO AOMNOMIXKHUX PEYOBUH, Y 3B'A3KY 3
npuBeLEeHHAM A0 Ajtoyoro BugaHHs EP 1a AdY: -
NakTo3a moHorigpart (EP: kputepii npuiAHATHOCTI Ta
MEeTOAMKY 3a NOoKa3HMKOM «laeHTudikauis. Metog A»,
«[Mpo30piCTb PO3UNHY», «KOMbOPOBICTb PO3UNHY»,
MEeTOAVKY 3a NOKa3HUKOM «laeHTudikalisa. MeTtog B»,
«OnNTUYHA rycTuHa», «MBUx», BUyYeHHA nokasHuka
«Baxki meTanun», kpuTepii NPUIRHATHOCTI 3a
NOKa3HUKOM «PO3UYMHHICTb»);
- KpemHito giokcua KonoigHuin 6e3BogHWiA Ta
KpocnosigoH (EP: BUuyueHHsi nokasHuka «Baxki
MeTasin», MeToanka «MBUY»)
- Kanbuito cteapat (EP: meTogmka 3a NOKa3HUMKOM
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n/n

JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo
20

nocsio4YeHHs1

23.

APTULLOKA

«MBY»); - Kancynu xxenatuHoBi TBepAi nycTi (ans
no3yBaHHs 100 mr) (APY: meToauka 3a NOKa3HUKOM
«MBUY»); 3miHu | TUNY - 3mMiHa napameTpiB
cneumdikauin Ta/abo [oNycTUMKX MEX rOTOBOrO
niKapcbKoro 3acoby; cynyTHS 3MiHa: 3MiHa y MeTogax
BMNPOGYBaHHSA roTOBOrO /iKAPCbKOro 3acoby - 3MiHN
[0 cneumadikaLii Ta MeToiB KOHTPOJI0 rOTOBOro
niKapcbKoro 3acoby, y 3B'A3Ky 3 NPpUBEAEHHAM [0
Aitoyoro BugaHHa JdY: - 3a NOKa3HNKOM
«lgeHTudpikauis» 3aMiHa B MeTofax KOHTPOSI0
XpomaTorpadiyHoi nnacTuHkn B metoauui TLUX; - 3a
nokasHukoM «KpemHito giokcmg, KonoigHuii
6€e3B0OAHWIA» BUYYEHO 3acTapinie nocunaHHsa Ha Y
NepLIoro BUAAHHS; - 3a NMOKA3HUKOM «PO3YMHEHHS»
HOpMyBaHHSA NprBeAeHo A0 BuMmor JdY aitoyoro
BUAAHHS; [0 METOAVKN KOHTPOJIO BHECEHO 3MiHN Y
NpUroTyBaHHi BUNPO6YBaHOro Ta KOHTPOSIbHOTO
PO34UHIB;

- 3a NOKa3HUKOM «MBY» KpuTepii NpuiAHATHOCTI Ta
MeToAVKa NpuBefeHi y BiANoBigHICTL o APY gitoye
BUAAHHS; 3MiHK | TUNY - 3MiHa NocTaYabHUKa
nakyBasibHUX MaTepianis abo KOMM/IEeKTYUmnX -
BBE/lEHHSA JOAATKOBOrO nocravyasibHuka nepBuHHOroO
nakyBaHHs (ponbru antomiHieBoi) TOB «AnTpeiigy»,
YKpaiHa, y 3B’A3Ky 3 BUPOOHWUYOT HEOOXIAHICTIO; 3MiHK |
TUny - 3mMiHa napameTpiB cneyudikawiii Ta/abo
[0MyCTUMUX MEX NEPBUHHOI YNakoBK/ roTOBOrO
nikapcbKoro 3acoby; cynyTHA 3MiHa: 3MiHa y MeTogax
BMNPOGYBaHHA NEPBUHHOI YNakoBKM rOTOBOIO
nikapcbKoro 3acoby - 3MiHM 40 cneuudikavii Ta
MEeTOAiB KOHTPOJIt0 NaKyBasIbHUX MaTepianis, y 3B’A3Ky
3 MPVYBEAEHHAM [0 BUMOr BUPOOHMKA: - YTOUHEHHS
cneundikauii Ta 3MiHW B METOZax KOHTPOSI0
NepBMHHOIO NakyBaHHS NAIBKX NONIBIHIIXI0PUAHOT 3a
nokasHukom «MBUY»; - yTOuHeHHs y cneuudikauii Ta
3MiHM Yy MeTogax KOHTPO/IH SKOCTi A1 Osbrv
aNIOMIHIEBOT 3@ NOKa3HNKOM «MBU»; - kpuTepii
NPUAHSATHOCTI 3a NOKA3HWMKOM «30BHILUHIli BUTNAA,
oonbrv» geTanisoBaHo

EKCTPAKT-
30POB'SA

kancynu no 300 mr no
10 kancyn y 6nictepi; no
3 abo no 6 6nicTepiB y
KapTOHHI Kopo6Lyi

ToBapucTBO 3
obmexeHor
BigNoBifa/IbHICTIO
"PapmaueBTuyHa
KOMMaHis
"3popos'a”

YKpaiHa

ToBapucTBO 3
obmexeHoro
BigNoBiAa/IbHICTIO
"GapmaueBTuyHa
KOMMaHis
"3p0poB'a”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHK | TUNYy - 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
MiCLii MPOBaKEHHS AiS/IbHOCTI BUPO6HMKA
(BKtOUALOUM, 3a HEOBXiAHOCTI, MicLe NpoBeeHHsA
KOHTPO/IO AKOCTI), abo BnacHuka mactep-cthaiina Ha
A®I, abo noctavasnibHuKa API/BMXigHOrO
MaTepiany/peareHTy/NMpoOMbKHOIo NPOAyKTY, LLO

3aCTOCOBYIOTbCH Y BUPOOHULTBI AD| - yTOYHEHHS V

6e3
peyenma

UA/0140/01/02
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BUKNAAEHHI HaliMeHyBaHHS Ta agpecu
MiCLLe3HaxXoMKeHHs1 BUPO6HMKa AP| APTULLIOKY CyXOro
eKcTpakTy ToBapncTBa 3 06MeXeHO
BiANOBIAA/IbHICTIO «®PapmaLeBTUYHa KOMMNaHis
«300poB’A» BiANOBIAHO A0 HaJaHWUX maTtepianis
BMPO6HUKA. BUpobHMYa ginbHULA Ta yci BUPOGHUYI
onepauii 3annwatTbCa HE3MIHHUMU; 3MiHW | TUNy -
3MiHa y napameTpax cneuudikauii Ta/abo
[OMNyCTUMKX MEX, BU3Ha4YeHuX y cneuudikalisx Ha
A®I, ab0 BUXIQHWIA/NPOMDKHUIA NPOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHuuTea AdI;
CynyTHS 3MiHa: 3MiHa y MeTogax BunpobyBaHHs Ad|
ab0o BuUxigHoOro marepiasny/npoMixHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI
BMpO6HMLTBa AP - MprBEeAEHHS cneumdikalii Ta
MeTOoZIB KOHTPO0 AD| APTULLIOKY EKCTPaKT CYXUii O
BMMOI HOPMAaTMBHOI AOKyMeHTauil BUpo6Huka (DMF): -
YTOUYHEHHS KpUTEPIiB NPUAHATHOCTI 38 NOKa3HNKOM
«Onuc»; - 3a NoKa3HUKOM «laeHTudikauis» goganm
BM3HAYeHHA PriaBaHoIfiB, a TakoX MeToq
abcop6buiriHoi cnekTpodioTomeTpii B YP-06n1acTi
3amiHeHO Ha meTop, TLX; - yTOYHEHHSI METOAMKN
BM3HAYEHHA «BTparta B Maci npy BUCYLLYBaHHI»; -
3MiHa KpUTEpIiB NPUAHATHOCTI Ta METOAVKM 3a
nokasHukoM «MBY», y 3B’A3Ky 3 NpuBEAEHHAM [0
BVIMOT fil040ro BUAaHHA APY; 3miHu | TUny - 3MiHu,
noB's3aHi 3 HEOOXIAHICTIO MPYBEAEHHS Y BiANOBIAHICTb
[0 MoHorpadii JdY abo EBponeiicbkoi hapmakoner,
abo iHWoi HavuioHas1bHOI thapmakonei aepxasu €C;
CynyTHSI 3MiHa: 3MiHa y MeToAax BUnNpobyBaHHs
[0NOMDKHOT peyoBMHU - 3MiHa A0 cneuudikauii Ta
METO/IB KOHTPO/IIO AOMNOMIXKHUX PEYOBUH, Y 3B'A3KY 3
npuBeLEeHHSAM A0 Ajtoyoro BugaHHs EP 1a AdY: -
NakTo3a moHorigpart (EP: kputepii npuiAHATHOCTI Ta
MEeTOAMKY 3a NMOoKa3HMKOM «laeHTudikauis. Metog A»,
«[Mpo30piCTb PO3UNHY», «KOMbOPOBICTb PO3UNHY»,
MEeTOAMKY 3a NOKa3HUKOM «laeHTudikalisa. Metog B»,
«OnNTUYHA rycTuHa», «MBU», BUy4eHHA nokasHuka
«Baxki meTanu», kpuTepii NPUIRHATHOCTI 3a
NOKa3HUKOM «PO3UYMHHICTb»);
- KpemHito giokcua KonoigHuin 6e3BogHWiA Ta
KpocnosigoH (EP: BuyueHHsi nokasHuka «Baxki
MeTasin», MeToanka «MBUY»)
- Kanbuito cteapat (EP: meTogmka 3a NOKa3HUKOM
«MBUY»); - Kancynu xenatuHoBi TBepAj NycTi (a5
no3yBaHHA 100 mr) (APY: meToauKa 3a NOKa3HUKOM
«MBUY»); 3MiHu | TUNY - 3MiHa napameTpis
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsio4YeHHs1

cneuudikauin Ta/abo [oNycTUMKX MEX rOTOBOrO
niKapcbKoro 3acoby; cynyTHs 3MiHa: 3MiHa y MeTogax
BMNPOGYBaHHSA roTOBOr0 /iKAPCbKOro 3acoby - 3MiHN
[0 cneumadikaLii Ta MeToiB KOHTPOJI0 rOTOBOro
niKapcbKoro 3acoby, y 3B'A3Ky 3 NPUBEAEHHAM A0
Aitoyoro BugaHHa JdY: - 3a NOKa3HNKOM
«lgeHTudpikauis» 3aMiHa B MeTofax KOHTPOSI0
XpomaTorpadiyHoi nnacTuHkn B metoauui TLUX; - 3a
nokasHukoM «KpemHito giokcmg, KonoigHuii
6€e3B0OAHWIA» BUYYEHO 3acTapisie nocunaHHsa Ha Y
NepLIoro BUAAHHS; - 3a NMOKA3HUKOM «PO3YNHEHHS»
HOpMyBaHHS NprnBeAeHo [0 BuMor JdY aitoyoro
BUAAHHS; [0 METOAVKN KOHTPOJIO BHECEHO 3MiHN Y
NpUroTyBaHHi BUNPO6YBaHOro Ta KOHTPOSIbHOTO
PO34UHIB;

- 3a NOKa3HUKOM «MBY» KpuTepii NpuiAHATHOCTI Ta
MeToAvKa NpuBeeHi y BiANoBigHICTL Ao APY pitoye
BUAAHHS; 3MiHK | TUNY - 3MiHa NocTaYabHUKa
nakyBasibHUX MaTepianis abo KOMMIEeKTYUmnX -
BBE/lEHHSA [JOAATKOBOrO nocravyasibHuka nepBuHHOroO
nakyBaHHs (ponbru antomiHieBoi) TOB «AnTpeiigy»,
YKpaiHa, y 3B’A3Ky 3 BUPOOHWUYOT HEOOXIAHICTIO; 3MiHK |
TUny - 3MiHa napameTpiB cneyudikaviii Ta/abo
[0MyCTUMUX MEX NEPBUHHOI YNakoBK/ rOTOBOrO
nikapcbKoro 3acoby; cynyTHA 3MiHa: 3MiHa y MeTogax
BMNPOGYBaHHA NEPBUHHOI YNakoBKM rOTOBOIO
nikapcbKoro 3acoby - 3MiHM 40 cneuudikauii Ta
MEeTOAiB KOHTPOJIH0 NakyBasIbHUX MaTepianis, y 3B’A3Ky
3 MPVYBEAEHHAM [0 BUMOI BUPOOHMKA: - YTOUHEHHS
cneundikauii Ta 3MiHW B MeTOAax KOHTPOSI0
NepBMHHOIO NakyBaHHSA NAIBKX NONIBIHINXI0PUAHOT 3a
nokasHukom «MBY»; - yTOuHeHHS y cneuudikauii Ta
3MiHM Yy MeTofax KOHTPO/IH SKOCTi A1 dOsbrv
aNIOMIHIEBOT 3@ NOKa3HNKOM «MBU»; - kpuTepii
NPUAHSATHOCTI 3@ NOKA3HWUKOM «30BHILUHIl BUrNA4,
oonbrv» geTanisoBaHo

24.

ACKOPBIHOBA
KACNOTA

nopoLuok (cybcraHuis) y
naketax 3 nonieTuieHy

AnA dhapmaLeBTUYHOro

3aCTOCYyBaHHSA

MpuBartHe
aKujioHepHe
TOBapuCTBO

“Nlekxim — XapkiB”

YKpaiHa

Hopcect
dapmacbloTikan
pyn Ko., NiTAa.

Kutait

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu |
TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHMKA (B/IAaCHUKA peecTpaviiiHOro
NOCBiYEHHS) - 3MiHA HaliMEHYBaHHS Ta afipecu
3asBHMKA

UA/13204/01/01

25.

ACKOPIN

Tabnetku, no 10
TabneTtok y 6nictepi; no
1l a6ono2,abonob
6nicTepiB B KAPTOHHIA
ynakoBLi

rneHmapk
dapmMacbioTKan3
nra.

IHAjia

rneHmapk
PapmacboTuKan3
nrg.

IHAjA

BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis:
3MiHK | Tuny - 3MiHa napameTpiB cneyudikayiin Ta/abo
[0NyCTUMUX MEX FOTOBOTO JTiKapCbKOro 3acoby -
npuBeAeHHA cneuudikadii 3a TecTom «OfHOPIAHICTb
[,030BaHVX OAMHWLL» Y BiANOBIAHICTL A0
€Bponelicbkoi hapmakonei. BBegeHHA 3MiH

3a
peyenmom

UA/11237/01/01
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3acoby 20
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npoTArom 6-T1 mMicauiB nicnsa 3aTBepAXeHHSA
26. ACKO®EH- Tabnetku no 10 MNAT YKpaiHa MNAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/7541/01/01
EKCTPA TabneTtok y 6nictepi; no "Nly6Hnchapm” "Ny6Hncpapm” 3MiHM | TUMy - 3MiHa y MeToAax BUNpo6yBaHHS peyenma
1 6nicTepy B nauui roTOBOrO NiKapCbKOro 3acoby - BUSTyYEHHS NOKasHuKa
«Aepocun» y crneumdikauii Ta metTogax KOHTPOsI0
3riAHO Aitoyoro BugaHHsa Y. BBegeHHs1 3MiH
npoTArom 6-T1M mMicauiB nicnsa 3aTBepAXeHHSA
27. | AUUKNOBIP KpucTanivyHuin NopoLloK MpuBatHe Ykpaina TeBa Kuraii BHECEHHS 3MiH [0 peecTpaviiiHiX maTtepianis: 3MiHu | - UA/15697/01/01
(cybcTaHuis) y Milkax 3 akuioHepHe dapmacbioTukan TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
nonietTuneHy Ans TOBapuCTBO eHa Kemikan Ta/abo afpecy 3asiBHMKA (B/laCHMKA peecTpaviiiHoro
thapmavLeBTUYHOro “Nekxim — Xapkis” (XaHuxoy) Ko., nocBig4YeHHs) 3MiHa HaliMeHyBaHHS Ta agpecu
3acToCyBaHHsA NTA. 3asBHMKaA
28. BAKTPOBAH™ Masb HasasibHa 2 % no 3 | nakcoCmiTKnsAiiH Benuvka "nakco Benvka BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/4019/02/01
ry Ty6i; no 1 Ty6i B Ekcnopt JlimiTepq, BpuTaHis OnepeiiwHc FOK BpuTaHis 3MiHK | TNy - 3MiHa hopmy abo Po3Mipy KOHTelHepa peyenmom
KOpoo6Li Nimitepn UM 3aKynoprBasibHOro 3acoby (NepBMHHOT YNakoBKU) -
3MiHa po3Mipy NepBUHHOT yNakoBku, a came —
OHOBJIEHHSA AaHUX LLOAO AOBXUHU Tina Tyom, JOBXUHN
Ta AjiameTpa KpuLkn. BunyyeHHs nokasHuka «fiameTp
OTBOpY»
29. | BEH3OKAIH nopoLuok (cybcTtaHuis) y MpuBaTHE YkpaiHa Yanmkoy CaHnait Kutaii BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu | - UA/12132/01/01
noAgBiliHNx naketax 3 akuioHepHe PapmacbloTikas TMNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
nonieTuneHy ans TOBapuCTBO Ko., N14. Ta/abo afpecy 3asBHMKA (B/laCHMKA peecTpaviiiHoro
thapmaueBTUYHOro “Nlekxim — XapkiB” nocBigyeHHs) - 3MiHa HaliMeHyBaHHS Ta agpecu
3aCTOCYyBaHHSA 3asBHUKA
30. BETAMETA30OH- | kpemno 15ra6ono30r MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/1559/01/01
AAPHULUA y Ty6i; no 1 Ty6i B nayuj "®apmaneBTuyHa "®apmavueBTUYHa 3MiHM | TUMy - 3MiHa HaliMeHyBaHHS BUPOGHYMKa fjtoyoil |  peyenmom
thipma "dapHuus” ipma "OapHuus” PEYOBUHM LETUNNUPUAVHIIO XNnopus. BBeaeHHA 3MiH
npoTArom 6-TM MicsALiB nicna saTtBepaKeHHs
31. BETACAJNIK® Masb no 15 ry Ty6i; no 1 NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3a UA/0558/01/01
Ty6i B nayLi 3 KapTOHY "Knismegnpenapa "Kuismegnpenapa 3MiHK | TUNy - 3MiHa y MeTogax BunpobyBaHHA Ad| peyenmom
T T ab0 BUXigHOro martepiasny/npoMixHoro

NPoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLLECI
BUPO6HMLTBA AP (IHLWi 3MiHM Y MeTogax
BMNPOGYBaHHSA (BK/IHOYa0OUM 3amiHy abo AOMOBHEHHS)
A®| abo BYXifHOro/NMpOMKHOro NPOAYKTY); CYMyTHS
3MiHa: 3MiHa y NnapameTpax cneuudikauiii Ta/abo
[ONyCTUMUX MEX, BU3HaUYeHuX y cneuudikalisx Ha
A®l, abo BUXIgHWIA/NPOMDKHUIA NPOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea Adl;
3MiHM | TRy - 3MiHa y napameTpax cneuudikawii
Ta/abo foNyCTUMUX MEX, BUSHAUEHUX Y
cneuudikauisix Ha A®l, abo BUXigHWIA/NPOMIXHWIA
npoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NPoLLeCi
BMPOOHMLTBA AD| (BUTYUYEHHA HE3HAYHOIO NOKa3HUKa
AKOCTi (Hanpuknag, BUI1y4YeHHs 3acTapinoro
NoKasHMKa)); 3MiHK | TUNy - 3MiHW, NOB'sI3aHi 3
HEeoOXiAHICTIO NpMBeAeHHs Y BiANOBIAHICTb A0
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsio4YeHHs1

MoHorpadii 4dY abo €Bponeiicbkoi hapmakonei, abo
iHLIOT HauioHas1bHOI thapmakonei aepxasun E€C (3miHa
y creumdikalisix, nos'asaHa 3i 3miHamu B ®Y, abo
€Bponeiicbkili hapmakonei, abo iHLWii HalioHabHIl
hapmakonei gepxasu €C). BBeA€HHA 3MiH
NMPOTArom 6-TM MicsiliB NicnsA 3aTBepAKEHHs

32.

BETACEPK®

Tabnetku no 8 mr no 15
Tabnetok y 6nictepi, no
2 6nicTepu B KAPTOHHiIN
ynakosui; no 30
Tabnetok y 6nictepi; no
1 6nicTepy B KApPTOHHIl
ynakosui, no 25
Tabnetok y 6nictepi, no
4 6nicTepn B KAPTOHHIl
ynakoBLi

ABGOTT Xenckea
Mpopaktc b.B.

HigepnaHan

MaiinaH
Na6opaTtopiz CAC

PpaHuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/ethekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3araslbHeHUx faHvx npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO CMcTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOI ocobw,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[jicCHeHHs1 hapMakoHarisay B YKpaiHi, SKLo BoHa
BiAMiHHA Bif YyNOBHOBaXKeHOI 0cobw, BignosigaibHOT
3a 3fjiicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MiLLeHHi MacTep-
(paiina cuctemu hapmMakoHarnsay) - 3miHa
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BifnoBiAa/IbHOT 3a
3pjificHeHHs1 hapmakoHarnisgy. MponoHoBaHa
pepakuis: Dr. Monica Buchberger, Pharm. PhD / Op.
Motika Byx6eprep, Pharm. PhD.
3MiHa KOHTaKTHOT 0CO6U 3asiBHMKA ANS1 34iCHEHHS
hapmakoHarnagy B Ykpaini. MponoHoBaHa pefakuis:
Kisim Onbra €sreHisHa.
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXKEHOT 0CO6U
3asiBHUKA, BiANOBIAA/IbHOI 3a 34iiCHEHHS
dhapmakoHarnsigy. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOI 0Cc0o6YM 3asiBHMKA A1 34iACHEHHS
dhapmakoHarnsgy B YkpaiHi

3a
peyenmom

UA/0489/01/01

33.

BETACEPK®

Tabnetkn no 16 mr no 15

abo no 21 tabnetyiy
6nictepi; no 2 6nictepu
B KapPTOHHI ynakoBLi,
no 20 TabneTok y
6nictepi, no 3 6nictepu
B KQpPTOHHI ynakoBLi

AB6OTT Xenckea
Mpopgaxrtc B.B.

Higepnangn

MaiinaH
Na6opaTtopiz CAC

®paHuisa

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHM | Tuny - 3MiHK Woao 6e3neku/edekTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MmiHu fo
y3arasibHeHVX AaHux npo cuctemy hapmakoHarnsgy
(BBEAEHHA y3araslbHEHUX AaHuX Npo cucTemy
hapmMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHS hapMakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka gns
3[jicCHEeHHs1 hapMakoHarsay B YKpaiHi, Ko BoHa
BiAMiHHa Bif, yNTOBHOB&XeHOI 0co6w, BifnoBigabHOI
3a 3AjiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHIi faHi) Ta/abo 3MiHM Y PO3MiLLLEeHHI macTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6YM 3asBHMKA, BiANOBifabHOT 3a
3ailicHeHHs hapMakoHarnsgy. NponoHoBaHa
pegakuis: Dr. Monica Buchberger, Pharm. PhD / [ip.

3a
peyerimom

UA/0489/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsio4YeHHs1

MoHika bByx6eprep, Pharm. PhD.
3MiHa KOHTaKTHOT 0CO6W 3asiBHMKA A1 34iINCHEHHS
thapmakoHarnsgy B YkpaiHi. NponoHoBaHa pefakuis:
Kizim Onbra €sreHisHa.
3MiHa KOHTaKTHUX AaHnX YNOBHOBaXEHOI 0CO6U
3as1BHMKA, BiANOBIAA/IbHOI 32 3AjACHEHHS
dhapmakoHarnsgy. 3MiHa KOHTaKTHUX AaHux
KOHTaKTHOI 0CO6U 3asBHUKA A5 3AIACHEHHSA
dhapMakoHarnsay B YkpaiHi

34.

BETACEPK®

Tabnetku no 24 mr no 10
Tabnetok y 6nictepi, no
1 a6o 5 6nicTepiB y
KapTOHHI ynakoBLi, No
20 Tabnetok y 6nictepi,
no 1, 3 a6o 5 6nictepis
Y KapTOHHIi1 ynakoBLi,
no 25 Tabnetok y
6nicTepi, no 2 a6o 4
6nicTepy B KAPTOHHIi
ynakoBLi

ABGOTT Xenckea
Mpopaktc b.B.

HigepnaHan

MaiinaH
Na6opaTtopiz CAC

PpaHuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TUny - 3MiHK Woao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3araslbHeHUxX faHvx npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTeMy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocobwu,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOHTaKTHOI 0CO6U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs hapMakoHarisay B YKpaiHi, SKLo BoHa
BiAMiHHA Bif YyNOBHOBaXKeHOI 0cobw, BignosigaibHOT
3a 3fjiicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
(paiina cuctemu hapmMakoHarnsay) - 3miHa
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BifnoBiAa/IbHOT 3a
3pjificHeHHs1 hapmakoHarnisgy. MponoHoBaHa
pepakuis: Dr. Monica Buchberger, Pharm. PhD / Op.
Motika Byx6eprep, Pharm. PhD.
3MiHa KOHTaKTHOT 0CO6U 3asiBHMKA ANS1 34iCHEHHS
hapMakoHarnagy B Ykpaini. MponoHoBaHa pefakuis:
Kisim Onbra €sreHisHa.
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXKEHOT 0CO6U
3asiBHUKA, BiANOBIAA/IbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOI 0Cc0o6M 3asiBHMKA A1 34iACHEHHS
dhapmakoHarnsgy B YkpaiHi

3a
peyenmom

UA/0489/01/03

35.

BETACEPK®

PO34nH opasibHUiA, 8
mr/mn no 60 mny
naswui, no 1 naswuiy
KOMM/IEKTI 3 A03YHUNM
LUNPVLOM B KAPTOHHIl
KopooLi

AB6OTT Xenckea
Mpopgaxrtc B.B.

Higepnangn

Peundapm
Mapetc C.J1.

IcnaHis

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHM | Tuny - 3MiHK Woao 6e3neku/edpekTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu fo
y3arasibHeHVX AaHux npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPOo cucTemy
hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuKa gns
3[jicCHEeHHs1 hapMakoHarsay B YkpaiHi, Ko BoHa
BiAMiHHa Bif, yNOBHOBaXXeHOI 0co6y, BifnoBigabHOI
3a 3AjiicHeHHs1 hapMakoHariaay (Bkiyakum
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLLeHHI macTep-
charina cuctemu cpapmakoHarnsgy) - 3miHa

3a
peyerimom

UA/11703/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsio4YeHHs1

YNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiAnoBigabHOT 3a
3ailicHeHHs hapMakoHarnsgy. rNponoHoBaHa
pegakuis: Dr. Monica Buchberger, Pharm. PhD / [ip.
MoHika byx6eprep, Pharm. PhD.
3MiHa KOHTaKTHOT 0CO6W 3asiBHMKA 4715 34iINCHEHHS
thapmakoHarnsgy B YkpaiHi. NponoHoBaHa pefakuis:
Kizim Onbra €sreHisHa.
3MiHa KOHTaKTHUX AaHnX YNOBHOBaXEHOI 0Co6U
3as1BHMKA, BiAMNOBIAA/IbHOI 32 3AiACHEHHS
chapmakoHarnsgy. 3MiHa KOHTaKTHUX AaHux
KOHTaKTHOI 0CO6U 3asBHUKA N5 3AIACHEHHSN
dhapMakoHarnsay B YkpaiHi

36.

BETACEPK®
PANIA

Tabnetku, Lo
OVCneprylTbes y
POTOBI NOPOXHWHI, MO
24 mr no 10 TabneTtok y
6nictepi, no 2 6nictepu
B KapTOHHIi1 kopobu,i

ABGOTT Xenckea
Mpopaktc b.B.

HigepnaHan

damap Jlernb

PpaHuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | Tuny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX faHvx npo cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHVX NPO cMcTemMy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocobwu,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs hapMakoHarisay B YKpaiHi, SKLo BoHa
BiAMiHHA Bif YyNOBHOBaXKeHOI 0cobw, BignosigabHOT
3a 3fjiicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLeHHi MacTep-
(paiina cuctemu hapmMakoHarnsay) - 3miHa
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BifnoBiAa/IbHOT 3a
3pjificHeHHs hapmakoHarnisgy. MponoHoBaHa
pepakuis: Dr. Monica Buchberger, Pharm. PhD / Op.
Motika Byx6eprep, Pharm. PhD.
3MiHa KOHTaKTHOT 0CO6U 3asiBHMKA ANS1 34iCHEHHS
hapmakoHarnagy B Ykpaini. MponoHoBaHa pefakuis:
Kisim Onbra €sreHisHa.
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXKEHOT 0CO6U
3asiBHUKA, BiANOBIAA/IbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOI 0Cc0o6YM 3asiBHMKA A1 34iACHEHHS
dhapmakoHarnsgy B YkpaiHi

3a
peyenmom

UA/15594/01/01

37.

BIOBEH MOHO®

PO34UH ANS iH KL Mo
25 mn, 50 mn a6o 100
My naswLi abo
hnakoHi; no 1 naswui
abo cpnakoHy y mauui 3
KapTOHY

TOB "BIOPAPMA
MAA3MA"

YkpaiHa

TOB "BIOPAPMA
MIA3SMA",
YkpaiHa
(BUpOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1, BUMYCK
cepiii; BTOpUHHE
nakyBaHHS1, BUMYyCK
cepii)

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHM | TUny - 3MiHa NapameTpiB cneyudikauiin Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby
(3BY)XEHHSI AONYCTUMUX MEX); 3MiHW | TRy -
[OMNOBHEHHSA cnevmdikawii HOBUM NOKa3HNKOM 3
BiANOBIAHUM METOAOM BUNPOBYBaHHA "AKTUBATOP
npekanikpeiHy" y 383Ky 3 NpMBEAEHHSAM A0 BUMOT
MoHorpadii 4dY / EP (0918) “IMyHOrno6yniH noauHu
HOpMasibHWIA"; 3MiHK | TNy - 3MiHK 3 SIKOCTi. FoTOBUIA
niKkapcbknii 3aci6. KOHTPob roToBOro /iKapCcbKoro

3a
peyerimom

UA/14526/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsio4YeHHs1

3aco06y (iHLWi 3MiHK); 3MiHM | TUNY - 4ONOBHEHHSA
cneumgikaLii HOBUM NOKA3HMKOM 3 BifNOBIAHNM
MeTOAO0M BUMPOGYBaHHS “IMyHOrno6yniH A", y 38 a3ky
3 NpuBefEeHHAM A0 BUMOr MoHorpadii 4PY / EP
(0918) "IMyHOrN06YNiH NOANHU HOPMAJTBHWIA"; 3MiHW |
TMNY - AONOBHEHHSA creuudikalii HOBUM NMOKa3HUKOM 3
BiAMNOBIAHUM MEeTOA0M BUNPOOYyBaHHA "AHTY- A Ta
aHTU-B remaroTuHIHK", Y 3B A3KY 3 NPUBEAEHHAM [0
BMMOr MoHorpacpii AdY / EP (0918) "ImyHornobynix
NOAVHA HOPMasibHUIA"; 3MiHKM | TUNY - AONOBHEHHS
cneumaikaLii HOBUM NOKA3HMKOM 3 Bi4NOBIAHNM
MeToA0M BUMPOGYBaHHS "OCMONANBHICTL", y 3B A3KY 3
npuBeAeHHsAM A0 BUMOr MoHorpadii A®Y / EP (0918)
"IMyHOr106YNiH NOANHA HOPMANBHWIA"; 3MiHK | TUNY -
[OMNOBHEHHS cnevudikaLii HOBUM NOKa3HMKOM 3
BifNOBiAHVM MeToAO0M BUNPO6YBaHHSA "AHTUN-D
aHTUTING", y 3B 53Ky 3 NPUBEAEHHSAM [0 BUMOT
MoHorpadii AdY / EP (0918) “IMyHOrno6yniH noauHu
HOpMasibHKIA"; 3MiHM | TUNY - 3MiHa Yy MeTofax
BMNPOGYBaHHS rOTOBOTO NikapCbKoro 3acoby (iHLwi
3MiHM y MeTogax BUNpobyBaHb (BK/IHOHAKUN 3aMiHy
ab0 AONOBHEHHS)); CyNyTHA 3MiHa: 3MiHa NapameTpiB
cneumdikauii Ta/abo LONYCTUMUX MEX FOTOBOTO
nikapcbKoro 3acoby (4ONOBHEHHS crneumdikalii HoBUM
NOKa3HNKOM 3 BifNOBigH/M METOA0M BUNPOBYBaHHS) -
3MiHM Yy MeTofax B1unpobysaHb 3a T. Po3nogin
MOJIEKY/T 38 PO3MIPOM, Y 3B A3KY 3 YA 0CKOHA/IEHHAM
meToaukm (APY [ EP 2.2.29); 3MiHK | TUny - 3MiHN Y
mMeTofax BunpobyBaHHs 3a n. "Cknag 6inkis" 80, y
3B A3KY 3 YAOCKOHa/IEHHAIM MeToaukmn (4dY / EP
2.2.31); 3MiHuM | TUNY - 3MiHWM Y MeTofax BUNPO6YyBaHHSA
3a n. "KinbKicHe BU3HaYEHHSs. 3arasibHuiA 6inok", y
3B A3KY 3 YAOCKOHaUIEHHsIM MeToavkm ( AdY / EP
2.5.33; 2.5.9); 3MiHu | TUNY - 3MiHK Y MeTogax
BMNpo6yBaHb 3a T."CneyudiyHa akTUBHICTb aHTUTINA
[0 HesAQ" 80, y 3B 513Ky 3 Y40CKOH&JIEHHSIM METOANKMN
(A®Y / EP 2.7.1); 3MiHK | TUNY - 3MiHW Y MeTofax
BMNpobyBaHb 3a T. 3a/INLLKOBI Ki/TbKOCTI:
TpubyTUndocdar 80, y 3B 3Ky 3 YAOCKOHASIEHHAM
mMeToaukn (APY / EP 2.2.28); 3MiHK | TUNy - 3MiHN Y
MeToAax BUNpobyBaHb 3a T. 3a/ILLKOBI KiIbKOCTI:
nonicop6ar 80, y 3B 53Ky 3 Y40CKOHa/IEHHSAM
MeToauku (APY / EP 2.2.25); 3miHu Il Tuny - 3miHa y
MeTofAax BUNpo6yBaHHSA roTOBOrO JIiKapCbKOro 3acoby
(cyTTeBa 3miHa y
6ionorivHoMy/iMmyHONOriYHOMY/iIMyHOXIMIYHOMY MeTopj
BMNpobyBaHHA abo MeTodi, Y KoMy




Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
BMKOPUCTOBYETbLCS GIO/IOriYHMIA peareHT, abo ix
3amiHa, abo 6io/10rivyHOro Npenapary NOPIBHAHHSA
(cTaHpapTHOrO Npenapary), WO He 3a3Ha4yeHun y
3aTBEpPKEHOMY NPOTOKOI)
38. BIOBEH MOHO® | po34vH Ans iH eKLiid in TOB "BIO®APMA Ykpaina TOB "BIO®APMA Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: - UA/14527/01/01

bulk: no 25 mn y naswui
a6o donakoHi, no 96
NAALWOK abo h1akoHIB y
rpynogiii Tapi; in bulk: no
50 mn y nnswui abo
chnakoHi, no 56 NAsALWOK
abo chnakoHiB y
rpynogii Tapi

MJA3MA"

MIA3SMA",
YkpaiHa
(BUpOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS1, BUMYyCK
cepiii; BTOpUHHE
nakyBaHHS1, BUMYyCK
cepii)

3MiHM | Tuny - 3MiHa napameTpiB cneyudikauiin Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKoro 3acoby
(3BY)XXEHHSI fONYCTUMMUX MEX); 3MiHW | TNy -
[OMNOBHEHHS cnevudikaLii HOBUM NOKa3HMKOM 3
BiANOBIAHUM METOA0M BUNPOOYBaHHA "AKTUBATOP
npekanikpeiHy" y 383Ky 3 NpMBEAEHHAM A0 BUMOT
MoHorpadii A®Y / EP (0918) “IMyHOrno6yniH noaunHu
HOpMasibHWIA"; 3MiHK | TUNY - 3MiHK 3 SIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTpoNb roToBOro NikapCbKoro
3aco06y (iHLWi 3MiHK); 3MiHW | TUMY - 4ONOBHEHHS
cneumaikaLii HOBUM MNOKA3HUKOM 3 BiZNOBIAHNM
MeToAO0M BUMPOOGYBaHHS “IMyHOrnobyniH A", y 38 3Ky
3 NpYBELEHHSM A0 BUMOr MoHorpadii 4dY / EP
(0918) "IMyHOr/106yNiH NOANHN HOPMaUTLHWIA"; 3MiHN |
TUMY - AONOBHEHHSA cneundikalii HOBUM MOKA3HUKOM 3
BiAMOBIAHUM MeTOA0M BUNpobyBaHHA "AHTY- A Ta
aHTU-B remarnoTrHIHK", ¥ 3B A3KY 3 NPUBEAEHHAM [0
BMMoOr moHorpacpii AdY / EP (0918) "ImyHOrnobyniH
NOAVHA HOPMasbHWIA"; 3MiHKM | TNy - AONOBHEHHS
cneumagikaLii HOBUM NOKA3HUKOM 3 BiZNOBIAHNM
MeToA0M BUMPOGYBaHHS "OCMONANBHICTL", y 3B A3KY 3
npuBeLeHHsAM A0 BMMOr MoHorpadii 4dY / EP (0918)
"IMyHOr106Yy/1iH NOAUHU HOPMAJTbHUIA"; 3MiHK | TUMY -
[ONOBHEHHA cnevmdikaLii HOBUM NOKa3HMKOM 3
BiAMOBIAHMM MEeTOA0M BUNpobyBaHHsA "AHTU-D
aHTMTING", y 3B A3KYy 3 MPMBEAEHHAM 40 BUMOT
MoHorpadii A®Y / EP (0918) “IMyHOrno6yniH noaunHu
HOpMa/bHWI"; 3MiHK | TNy - 3MiHa y MeTogax
BMNPOB6YBaHHS roTOBOO NikapCbkoro 3acoby (iHLwi
3MiHM y MeTogax BUNpobyBaHb (BKIOHAKUN 3aMiHy
ab0 [OMNOBHEHHS)); CYNyTHA 3MiHa: 3MiHa NapameTpiB
cneumdikauin Ta/abo [oNycTUMKX MEX rOTOBOrO
NiKapcbKoro 3acoby (40NOBHEHHS cneuudikauii HoBUM
NoKa3HUKOM 3 BifNOBiAHNM METOAOM BUNPOOYBaHHS) -
3MiHM y MeTogax BunpobysaHb 3a T. Po3nogin
MOJIEKY/T 38 PO3MIPOM, Y 3B 513Ky 3 Y40CKOHA/TEHHAM
meToavkm (4®Y / EP 2.2.29); 3miHu | Tuny - 3MiHK Yy
MeTofax BunNpobysaHHA 3a n. "Cknag 6inkis" 80, y
3B A3KY 3 YAOCKOHa/IEHHAM MeToaukmn (4PY / EP
2.2.31); 3MiHu | TURY - 3MiHW Y MeToAax BUNpobyBaHHs
3a n. "KinbkicHe BU3HauYeHHs. 3arasibHuiA 6inok", y
3B A3KY 3 YAOCKOHa/IEHHsIM MeToavkm ( AdY / EP
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
2.5.33; 2.5.9); 3MiHu | TUNY - 3MiHK Y MeTOogax
BMNpo6yBaHb 3a T."CneyudiyHa akTUBHICTb aHTUTINA
[0 HBsAQ" 80, y 3B 513Ky 3 Y40CKOH&JTIEHHSIM METOANKMN
(A®Y / EP 2.7.1); 3MiHK | TUNY - 3MiHW Y MeTofax
BMNpobyBaHb 3a T. 3a/INLLKOBI Ki/TbKOCTI:
TpubyTUndocdar 80, y 3B 3Ky 3 YAOCKOHA/IEHHAM
mMeToaukm (APY / EP 2.2.28); 3MiHK | TUNy - 3MiHN Y
MeToAax BUNpobyBaHb 3a T. 3a/ILLKOBI KiIbKOCTI:
nonicop6ar 80, y 3B 53Ky 3 Y40CKOHa/IEHHSAM
MeToauku (APY / EP 2.2.25); 3MiHu Il Tuny - 3miHa y
MeToAax BUNpoGyBaHHSA roTOBOrO J/IiKapCbKoro 3acoby
(cyTTeBa 3miHa y
6ionorivHoMy/iMmyHONOriYHOMY/iIMyHOXIMIYHOMY MeTOopj
BUNpPobyBaHHA abo MeTogi, Yy KoMy
BVIKOPVICTOBYETbLCS GIONIONYHWIA peareHT, abo ix
3aMiHa, abo 6iosoriyHoro npenapary NopiBHAHHSA
(cTaHpapTHOro nNpenapary), WO He 3a3HaYeHUn y
3aTBEPKEHOMY NMPOTOKOI)
39. BIOKNOT A® niodpinizaTt 4N posunHy TOB "BIO®APMA YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MmiHu 11 3a UA/16249/01/01
Ans iH'ekuin no 250 MO, MNA3SMA" MNIA3MA" TMny - 3MiHK LWoAo 6e3nekn/edekTBHOCTI Ta peyenmom
1 chnakoH 3 (BUpO6HMLTBO, thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
niocpinizatom y nepBuHHE Ta 3000B'A3aHb Ta YMOB Buaui peecTpauiiHoro
KOMM/IEKTI 3 BTOPWHHE nocBifYeHHS, BKOYaoum MNnaH ynpasniHHA pusnkamm
pO34nHHMKOM (BoAa Ans nakyBaHHs, BUMyCK (3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€)
iH’ekuiil) no 5 mn y cepiii; BTOpUHHE noAanbLIoro 06rpyHTYBaHHA HOBUMU A04aTKOBUM
dhnakoHi; no 1 donakoHy nakyBaHHs, BUMYCK [aHUMK, L0 MatoTb HaAaBaTUCA KOMMETEHTHNM
3 niodpinizatom Ta no 1 cepii) OpraHoM, OCKi/IbK/ BYMaraeTbCs CyTTEBA OLjiHKa
dhnakoHy 3 PO3YMHHWUKOM KOMNEeTeHTHUM OpraHoMm) - BrkoHaHHA 3060B'A3aHb
pasom i3 3acobamu gns BiANOBIAHO A0 nignyHkTy 1.8.2 nyHkTy 1.8 gogaTky 5
PO3YMHEHHs Ta 0 Nopagky NpoBeAeHHs eKCnepTusn peecTpavinHnx
BBeaeHHs (1 ginbTp, 1 martepianis Ha nikapcbki 3acobu, Lo NoJarTbCs Ha
LINpvL, 0gHOPas3oBuii 3 OepXxaBHy peecTpauito (nepepeecTpavuito), a Takox
TrO/IKOK ANs iH'eKuiid, 1 eKCnepTn3n matepianis Npo BHECEHHS 3MiH [0
Kpunbuara iHdysiliHa peecTpavuiiHux maTepiasnis NpoTArom fAii
cucTema) y navui 3 peecTpaviniHOro NocBiAYEHHS, 3aTBEPAKEHOIO
KapToHY Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)
40. BIOK/NOT A® niodinizaT Ana po3unHy TOB "BIO®APMA YkpaiHa TOB "BIO®APMA Ykpaina BHECEHHS 3MiH 40 peecTpavliiHux maTepiasis: 3miHu |1 3a UA/16249/01/02
ANs iH'ekujn no 500 MO, MNIA3MA" MIA3MA" TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
1 chnakoH 3 (BMPOGHMLTBO, hapmakoHarnagy. BHeceHHst abo 3miHa(n) fo
niocpinizatom y nepBrHHE Ta 3060B'13aHb Ta YMOB Buadi peecTpauiiiHoro
KOMNeKTi 3 BTOPVHHE NOCBIAYEHHS, BKOYatouy MNnaH ynpasniHHSA pusnkamu

PO34MHHKKOM (BOAa ANA
iH’ekuii) no 10 mny
hnakoHi; no 1 dpnakoHy
3 niogpinizatom Ta no 1
p1aKOHY 3 PO3YNHHUKOM

nakyBaHHS1, BUMYyCK
cepiii; BTOPUHHE
nakyBaHHS1, BUMYCK
cepii)

(3acTocyBaHHA 3MiH(M), siKi(a) BUMaratoTb(€)
NoAasbLIOro 06rpyHTYBaHHSA HOBUMU JOAATKOBUM
AaHUMK, L0 MaoTb HaAaBaTUCA KOMMNETEHTHUM
OpraHoMm, OCKiflbK/ BUMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHVMM OpraHoM) - BukoHaHHS 3060B's3aHb




Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
pasom i3 3acobamu A1 BiANoBiAHO A0 nignyHkTy 1.8.2 nyHkTY 1.8 fogatky 5
PO3YMHEHHS Ta 00 MNopaaky NpoBeAeHHs1 eKCnepTu3n peecTpaviiHnx
BBefeHHs (1 cinbTp, 1 marepianis Ha nikapcbki 3acobu, Lo NoaaTbCs Ha
LUNPWL, OAHOPA30BUiA 3 JepxaBHy peecTpaLito (nepepeecTpadito), a Takox
TOMNKOK ANS iH'eKUild, 1 eKcnepTn3n matepianis NPo BHECEHHS 3MiH [0
Kpunbuara iHdysiiHa peecTpauiiHux maTepiasnis NpoTArom Aii
cucTema) y navui 3 peecTpauiiiHoro NocBigYeHHs1, 3aTBEPIKEHOI0
KapTOHY Hakazom MO3 Big, 26.08.2005 Ne 426 (y pegaxui
Hakaszy MO3 Big 23.07.2015 Ne 460)
41. BIOKNOT A® niodpinizat oNs posunHy TOB "BIO®APMA YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHux MmaTepiasis: 3MiHu 11 3a UA/16249/01/03
Ans iH'ekui no 1000 MNA3SMA" MNIA3MA" TMny - 3MiHK LWoAo 6e3nekn/edekTBHOCTI Ta peyenmom
MO, 1 dhnakoH 3 (BUpOGHMLTBO, thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
niocpinizatom y nepBuHHE Ta 3000B'A3aHb Ta YMOB Buauyi peecTpauiiHoro
KOMM/IEKTI 3 BTOPWHHE nocBifYeHHS, BKOYaoum MNnaH ynpasniHHA pusnkamm
pO34nHHMKOM (Boga Ans nakyBaHHs, BUMyCK (3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€)
iH’ekuiid) no 10 mny cepiii; BTOpUHHE noAanbLIoro 06rpyHTYBaHHA HOBUMU A0AaTKOBUM
dhnakoHi; no 1 drnakoHy nakyBaHHs, BUMYCK AaHVMK, L0 MaloTb HaJaBaTUC KOMNETEHTHUM
3 niodpinizatom Ta no 1 cepii) OpraHoMm, OCKi/IbK/ BYMaraeTbCs CyTTEBA OLjiHKa
dhnakoHy 3 PO3YMHHWUKOM KOMNEeTeHTHUM OpraHoMm) - BrkoHaHHA 3060B'A3aHb
pasom i3 3acobamu gns BiANOBIAHO A0 nignyHkTy 1.8.2 nyHkTy 1.8 gogaTky 5
PO3YMHEHHs Ta 0 Nopagky NpoBeAeHHs eKCnepTusn peecTpavinHnx
BBeaeHHs (1 ginbTp, 1 martepianis Ha nikapcbki 3acobu, Lo NoJarTbCs Ha
LINpvL, 0gHOPas3oBuii 3 OepXxaBHy peecTpauito (nepepeecTpavuito), a Takox
TrO/IKOK ANs iH'eKuiid, 1 eKCnepTn3n matepianis Npo BHECEHHS 3MiH [0
Kpunbuara iHdysiliHa peecTpavuiiHux maTepiasnis NpoTArom fAii
cucTema) y navui 3 peecTpaviniHOro NocBiAYEHHS, 3aTBEPAKEHOIO
KapToHY Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3zy MO3 Big 23.07.2015 Ne 460)
42. BOH)XUTAP kancysm no 20 a6o no XepbioH MakncTaH MakuctaH XepbioH MaknctaH MakuctaH BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHn | 6e3 UA/1061/02/01
60 kancyn y dpnakoHi; no MpaiiBeT JlimiTeq, MpaiiBeT flimiTeq, TUNy - 3MiHa Po3Mipy cepil (BK/toYatoun gianasoH peyenma
1 chnakoHy B KOpo6Li po3Mipy cepil) roToBOro NikapcbKoro 3acoby -
36iMbLUEHHS PO3MIpY cepil; 3MiHM | TUny - 3MiHa 'y
MeTogax BUNpobyBaHHA rOTOBOTO /IiKapCbKOro 3acoby
(BKNKOYAOUM 3aMiHy a60 [ONOBHEHHS) - HE3HAYHI
3MiHV B . «laeHTudikaLis»: KonbopoBi peakwi
ineHTudbikauii ackopbiHOBOT KUCNOTU, (DEHOSbHI
cnonyku
43. BPOHXONITUH cupon no 125ry AT "Cochapma” Bonrapis BMPOGHULTBO Bonrapis BHECEHHS 3MiH [0 peecTpauiiHux maTepiasis: 6e3 UA/10064/01/01
chnakoHi cknsiHomy abo Hepo3acoBaHoi 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenma
3 NPOAYKUii, hapmakoHarnsgy. BeegeHHs abo 3miHu Ao
nonietTuneHTepedTanar nepBuHHa Ta y3aras/ibHeHNX faHnx Npo cuctemy dapmakoHarnsgy
y; no 1 donakoHy 3 BTOPVHHA (BBEAEHHSA y3araslbHEHVX AaHNX NPO cucTemy

MipHUM CTakaH4YMKOM y
KapPTOHHIN navuy,j

ynakoBka; f,03BiN
Ha BUMYCK cepil:
AT "Cothapma”

thapmakoHarnsgy, 3miHa ynosHoBaXKeHoi ocoou,

BiANOBIAA/IbHOT 32 34iNCHEHHST hapMakoHarnsgy;
KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHuKa Ans
3AiliCHeHHs hapMakoHarnagy B YkpaiHi, KL BoHa
BiMiHHA Bif YNOBHOBaXKEHOI 0Cc06W, BignoBigabHOI
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiAnoBiAa/ibHOT 3a
3ailicHeHHs hapMakoHarnsgy: NponoHoBaHa
pepakuis — CBeTnaHa Cnacosa / Svetlana Spasova.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXEHOI 0co6u
44, BPYCTAH TabneTkn, BKPUTI CaH IHais CaH IHais BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/4617/01/01
N/1iBKOBOIO 060/10HKOIO, dapmacbloTUKas dapmacbloTUKas YTOYHEHHS1 YMOB BifnycKy B Hakasi MO3 YkpaiHu peyenma
no 10 TabneTok y IHpacTpi3 Mivites IHaacTpi3 Mimites Ne 1925 Big 23.10.2018 B npoueci BHECEHHA 3MiH
6nicTepi; no 1 6nictepy (3MiHwm 1l Tuny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
B KapTOHHIil kopobu,i thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
3000B'A3aHb Ta YMOB Buauyi peecTpauiiHoro
nocBifYeHHS, BKOYaoum MNnaH ynpasniHHA pusnkamm
(3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€)
nofasbLIoro 06rpyHTYBaHHS HOBUMW AOAATKOBUM
AaHVMK, L0 MaloTb HaJaBaTUC KOMNETEHTHUM
OpraHoMm, OCKi/Ibk/ BUMaraeTbCs CyTTEBA OLjiHKa
KOMNEeTeHTHUM OpraHoMm) - BrkoHaHHA 3060B'A3aHb
BiAnNoBigHO Ao nianyHkTy 1.13 nyHkTy 1 goaatky 15 o
Mopsaky NPoBeAEHHS EKCNEPTU3N peecTpaLinHnX
martepianis Ha nikapcbki 3acobu, Lo NoJarTbCs Ha
LEePXaBHY peecTpaLito (nepepeecTpawito), a Takox
eKCnepTn3n matepianis Npo BHECEHHS 3MiH [0
peecTpavuiiHux maTepiasnis NpoTArom fAii
peecTpaviniHOro NocBiAYEHHS, 3aTBEPAKEHOIO
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460)). Pedakyisi 8
Hakasi — 3a peyenmom. BipHa pedakyis — 6e3
peyenma.
45, BYMIBAKAIH-3H PO3YMH ANs iH'eKiid, 5 TOB "Xapkicbke YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/12559/01/01
mr/mMn no 5 mn B amnyni; hapmaLeBTUyHe BMPOGHMLTBA, 3MiHM | TNy - 4OAATKOBO A0 3aTBEPAKEHNX amnyn peyenmom
no 10 amnyn B Kopo6u;i 3 nignNpPUeEMCTBO KOHTPO/1b SIKOCTI, (Bnpo6HYMK MAT "lNonTaBCbKWii 3aBO, MEAUYHOTO
KapTOHy; No 5 Mn B "340poB'a BMNYCK cepil: ckna', YkpaiHa) BBOAATLCA aMmnyin 3 TOUKOO 3/1amy,
amnyni; no 5 amnyny Hapogay" TosapucTso 3 KifibLieM 371aMy Ta KiflbLAMY KOAyBaHHS. [1oNOBHEHHS
6nicTepi; no 2 6nictepu o6MexeHo p."YnakoBka" iHdhopmaLi€to: «onyckaeTbca npu
B KOPOO6Lj 3 KApTOHY BiANOBiAANLHICTIO nakyBaHHSs NiKapcbKoro 3acoby B aMnynu 3 KifibLem
"XapkiBcbke 3/1amy ab0o TOUKOIO 3/1aMy | HaCiuKOK He BKnagaTtu
hapmaueBTnyHe ckapuchikaTop amnynbHWR»
nigNpPUEMCTBO
"3p0poB's
Hapogay", YkpaiHa,
BCi cTagii
BMPOGHMLTBA,
KOHTPO/b SKOCTI:
TOB

"PapmaLeBTMYHA
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
KoMMaHis
"3popos'a”,
YkpaiHa
46. BYNIBAKAIH-M PO34MH ANS iH'eKUiiA, 5 TOB "XapkiBcbke YkpaiHa TOB "XapkiBcbke YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/7162/01/01
mr/mMa no 5 mn B amnyni; hapmaLeBTUyHe thapmaueBTuuHe 3MiHM | TUNy - 4OAATKOBO A0 3aTBEPAKEHNX amnyn peyenmom
no 10 amnyn B KOpo6u; 3 nianpYEMCTBO nignpMeEMCTBO (Bnpo6HYKK MAT "lNonTaBCcbkuWii 3aBO4, MEAUYHOTO
KapTOHY; No 5 Mn B "340poB'a "340poB'a ckna', YkpaiHa) BBOAATLCSA aMmyin 3 TOUKOHO 3/1amy,
amnyni; no 5 amnyny Hapogay" Hapogay" KifibLieM 371aMy Ta KiflbLAMY KOAyBaHHS. [l0NOBHEHHS
6nicTepi; no 2 6rictepu p."YnakoBka" iHdhopmauieto: «lonyckaeTbcs npu
B KOPOO6LUj 3 KApTOHY nakyBaHHSs NiKapcbkoro 3acoby B aMnynu 3 KifbLem
3/1amy ab0 TOYKOIO 3/1aMy | HACIuKOK He BKnagaTtu
ckapudikaTop amny/sibHWn»
47. BYNPEHOP®IHY | po3uvH ans iH'ekuii, 0,3 ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/6573/01/01
rigPpoxnoprump mr/mn no 1 ma B amnyni; 06MEXEHOI0 06MEXEHO0 3MiHK | TUNY - 4OAATKOBO [0 3aTBEPLKEHNX amnyn peyenmom
no 5 amnyn y 6nictepi; Bi4NOBIfANbLHICTIO BiANOBIAANLHICTIO (Bnpo6HYKK MAT "lNonTaBCcbKuWii 3aBO, MEAUYHOTO
no 1 a6o 2, a6o 20 "XapkiBcbke "XapkiBcbke ckna', YkpaiHa) BBOAATLCA aMmnyin 3 TOUKOIO 3/1amy,
6nicTepiB y Kopobu,i 3 hapmMaueBTUyHE hapmaueBTnyHe KiNbLEem 371amy Ta Kinbusamu kogyBaHHs. [JonoOBHEHHS
KapTOHY nignNpPUeEMCTBO nigNpPUEMCTBO p."YnakoBka" iHdhopmaLi€eto: «onyckaeTbca npu
"340poB'a "340poB's nakyBaHHSs NiKapcbKoro 3acoby B aMnynu 3 KifibLem
Hapoay" Hapoay" 3/1amy ab0 TOUKOIO 3/1aMy | HACiuKOK He BKnagaTtu
ckapudikaTop amny/sibHUI»
48. | BASBOHAT® Kancynm no 250 mr no AT "OnaiiHcpapm" Natsis AT "OnaiiHcbapm" Natsis BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3a UA/9434/01/01
10 kancyn y 6nictepi; no 3MiHK | TRy - 3MiHWM BUNPOBYBaHb abo AOMYyCTUMUX peyenmom

4 abo no 6 6nicTepiB y
KapTOHHI navui

MeX, BCTaHOBJ/IEHMX Y cneumaikalisx, nig yac
BMPOGHMLTBA FOTOBOIO /iKAPCbKOro 3acoby - B
npoueci BMpobHuutea metog TLIX 3amiHeHW Ha
mMeTog BEPX ansa nokasHuka «lgeHTtudikadis C»;
3MiHM | TUny - 3MiHa y MeTofiax BUNpobyBaHHs
roTOBOrO NiKapCbKoro 3acoby - 3MiHa METOANKN
BMNpPO6YBaHHSA roTOBOro Nikapcbkoro 3acoby. MeTop,
TLUX 3aMiHeHWi Ha meTog BEPX 3a nokasHWKom
«CTOPOHHI AOMILLKM», pedakLiiiHi npaBkn 3a
nokasHukamy «Onuc», «laeHTugikayis», «CepefHs
maca BMICTY Kancynu», «Po3unHeHHs», «Boga»,
«Mikpob6ionoriyHa ynctota», «KisibkicHe BU3HaYEHHS»;

3MiHa METOAMKN BUMNPOBYBaHHS rOTOBOTO NiKapCbLKOro
3acoby. Metopg, TLUX 3amiHeHuii Ha meTog BEPX 3a
nokasHukoMm «laeHTtudikauis C». lobaBneHo
MeToAMKY ifeHTUdiKaLii 6apsHUka TuTaHy aiokengy y
XeNaTUHOBMX Kancynax; 3mMiHu | Tuny - 3miHu B
crneundikauii i MeTogax KoHTposto APl MenbaoHi0
avrigparty signosigHo Ao EP, 3okpema BBefieHO
BUNPOOYBaHHA 3a NOKasHUKaMn «X1opuan»,
«Cynbgatn», «MikpobionoriyHa YncToTa», 3ByXKEHO
MeXi 3a nokasHvkamu «Boga»; «KinbkicHe
BM3HAYEHHs»; NPOBEeAEHI pefakLiiHi yTOYHEHHSI A0




52

n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsio4YeHHs1

po3Ainis «Onuc», «PO3UNHHICTL», «[1PO30PICTb»,
«KonbopoBicTb», «pH»; 3miHK || TUNY - 3MiHa
napamMeTpiB cneuudikauiin Ta/abo fonycTMMmnX Mex
roTOBOrO JlikapCbKOro 3acoby - BiOyBaeTbCA
pO3LWMPEHHA MeX crewudikaLii roToBOro Nikapcbkoro
3aco0y 3a NokasHVKOM «Bofa» 3 ypaxyBaHHSM
TEOPEeTUYHOro BMiCTY BOAW B FOTOBOTO /iKapCbKOro
3aco6by i BiAXWIEeHHSA B TOYHOCTI METOAMKM; 3MiHK I
TUMy - 3MiHW BUNPObyBaHb ab0 AONYCTUMUX MEX,
BCTaHOB/IEHUX Y cnevmdikauisx, nig yac BMpobHULTBa
roTOBOrO /1IKAPCbKOro 3aC00y - PO3LUMPEHHS MEX
cneuudikaLii B mpoueci BUpo6HMLTBA 3a NOKa3HUKOM
«Boga» 3 ypaxyBaHHsIM TEOPETUYHOrO BMICTY BOAY B
roTOBOMY JliKapCbKOMY 3ac006i i BigXWNEHHS B TOYHOCTI
MEeTOAVWKM; B MPOLeci BUpo6GHMLTBA BigbyBaeTbCA
PO3LUMPEHHSA MEX 3a NOKa3HWKOM «CTOPOHHI
[OOMILLKM», B 3B A3KY 3i 3MIHOIO METOAVKY; 3MiHW ||
TMny - 3MiHa napameTpis crneumdikayin Ta/abo
[OMYyCTUMMX MEX roTOBOrO NiKapcbkoro 3acoby - B
cneumaikaLyii roToBOro nikapcbkoro 3acoby
Bif10yBAETLCA PO3LUMPEHHA MEX 3a NOKa3HVKOM
«CTOPOHHI AOMILLKM», B 3B 513Ky 3i 3MIHOK METOAVKY,
peAakuiiiHi npaBkM 3a NokasHukamu «Onmce,
«laeHTudikauis», «CepeHsa Maca BMICTy Kancyim»,
«Po34rHeHHs», «Mikpo6ionoriyHa YncToTa»,
«KisibkicHe BU3HaYeHHs» 6e3 3MiHn pernameHTauji

49,

BAJNIEPIAHA

TabneTkun, BKpUTI
060/10HKO0, M0 30 Mr no
10 TabneTok y 6nictepi,
no 3 6nictepu B
KapTOHHI kopobuj; no
20 Tabnetok y 6nictepi,
no 5 6nictepiB y
KapTOHHI Kopo6Lyi

AT "Codpapma"

Bonrapis

AT "Codpapma"

Bonrapis

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHK | TUNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3aras/ibHeHVX JaHnx Npo cucTemy dapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemMy
hapMakoHarnsay, 3amMiHa yrnoBHOBaXeHOT 0cobu,
BiANOBIAA/LHOI 3a 34iliCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 hapMakoHarnagy 3asBHuka ans
3[iiCHeHHs hapmMakoHarnsay B YkpaiHi, AKLO BOHa
BiAMiHHA Bif, yNOBHOB&XeHOI 0co6w, BifnoBigabHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
thaiina cuctemu papmakoHarnsgy) - 3miHa
YNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiANoBiAa/IbHOT 3a
3piicHeHHs hapmakoHarnsgy: MponoHosBaHa
pepakuis — CBeTnaHa Cnacosa / Svetlana Spasova.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0co6U

6e3
peyenma

UA/8806/01/01

50.

BANEPIAHN
0,8% CYXWIA
BOJHO-

CMNPTOBUIA

nopoLLoK (cybCcTaHLis) B
nakeTax nogBiiHNX
nonieTUNEHOBNX AN
hapmavLeBTMYHOro

AT "KI/I'I'BCbKI{II/I
BITAMIHHUN
3ABO"

Ykpaina

EMO ICTITYTO

PAPMOKIMIKO

PITOTEPAMNIKO
C.p.n.

ITanis

BHECEHHS 3MiH [0 peecTpaviiiHiX maTtepianis: 3MiHu |

TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS

Ta/abo afpecy 3asiBHMKA (B/laCHMKA peecTpaviiiHoro
nocBigYeHHs) - 3MiHa HalilMeHyBaHHS 3asBHUKa

UA/4590/01/01




Hassa

®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
EKCTPAKT 3acToCyBaHHs (BBefeHHs 3MiH NpPOTArom 6-Tv MicsLiB nicns
3aTBEPKEHHS)
51. | BENKENA® niodpinizaT A8 po3unHy TOB "[JXOHCOH i YkpaiHa Bupo6HMLTBO, ITanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasnis: 3miHu | 3a UA/4405/01/01
Ans iH ekuii no 3,5 mr, 1 | [HKOHCOH YkpaiHa" nepBuHHA PpaHuia/ TMny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta peuenmom
dh1akoH 3 NOPOLLKOM Y yrnakoBka 1a Benbris thapmakoHarnsgy. BeegeHHs abo 3miHv o
6nicTepHili ynakosLi; no KOHTPO/Ib AKOCTI: y3araslbHeHrX faHux Npo cucteMmy dpapMakoHarisgy
1 6nicTepHili ynakoBLi B BCM (BBELEHHA y3araslbHEHUX AaHUX NMPO cUucTemy
KapTOHHI KOpooL; dapmacbloTnkans hapMakoHarnsay, 3amMiHa yrnoBHOBaXeHOT 0cobu,
C.n.A., ITanisi; BiANOBIAANLHOI 3a 34iliCHEHHA hapmakoHarnagy;
M'ep ®abp KOHTaKTHOI 0co6M 3 hapmakoHarnsay 3asBHUKa A5
MegnkameHT 3AiicCHEHHS hapMakoHarnsay B YkpaiHi, KO BOHA
MpopakLuH, BiAMiHHA Bif, yNOBHOB&XeEHOI 0c06y, BifnoBiAabHOI
PpaHuis; 3a 3[jiicHeHHs1 hapMakoHarniaay (Bkiyarum
BTopvHHa KOHTaKTHIi faHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
yrakoBKa, thaiina cuctemu hapmakoHarnsgy) - 3miHa
KOHTPO/b AKOCTI YMNOBHOB&XEHOI 0CO6M 3as1BHMKA, BiANoBiAa/IbHOT 3a
Ta BUNycK cepii: thapmakoHarnsg;: giroua pegakuis - Dr. Logesvaran
fAHcceH Yogendran, nponoHoBaHa pegakuis - Dr. Laurence
dapmaueBTmKa Oster-Gozet. 3MiHa KOHTaKTHUX JaHWX YNOBHOBaXXEHOI
H.B., Benbria 0Cco6M 3asBHYIKA, BignoBigasIbHOT 3a dhapmakoHarnsag
3miHa 3asBHYMKa (BNacHvKa peecTpauiiHoro
noceigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015
Ne460)
52. BE/IKENA® niodpinizat ons posunHy TOB "[I>XOHCOH i Ykpaina Bupo6HMLTBO, ITania/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | 3a UA/4405/01/03
Ans iH ekuii no 3,0 mr, 1 | [HKOHCOH YkpaiHa" nepBuHHA Benbris TMny - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peuenmom
dh1aKoH 3 NOPOLLKOM Y yrnakoBka 1a thapmakoHarnsgy. BeegeHHs abo 3miHv o
6nicTepHiin ynakoBLi; No KOHTPO/b SKOCTI: y3arasibHeHNX JaHux Npo cucTemy chapmakoHarnsgy
1 6nicTepHili ynakoBLi B BCNM (BBELEHHSA y3araslbHEHUX AAaHUX NPO cUcTemy
KapTOHHI KOpoOL dapmacbloTUkans hapMakoHarnsay, amMiHa yrnoBHOBaXXeHOT 0cobu,
C.n.A., ITanis; BiANOBIAANbHOI 3a 34iliCHEHHA hapmakoHarnagy;
BTopuHHa KOHTaKTHOI 0c0o6u 3 hapMakoHarnagy 3asBHuka ons
ynakoBkKa, 3AiicHEeHHS hapMakoHarnisay B YkpaiHi, KO BOHA
KOHTPO/b AKOCTI BiAMiHHA Bif, yNOBHOBaXEHOI 0c06W, BiANOBiAabHOI
Ta BMNyCK cepil: 3a 3[jiicHeHHs1 hapMakoHarnagy (BkiYarum
AHcceH KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
$apmaueBTUKa thaiina cuctemun hapmakoHarnsgy) - 3miHa
H.B., Benbria YyNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiAnoBiAa/IbHOT 3a
thapmakoHarnag; 3miHa KOHTaKTHUX JaHux
YNOBHOB&XEHOI 0CO6M 3asBHMKA, BigNOBifabHOT 3a
hapmakoHarnag; 3miHa 3asaBHuUka (BnacHuka
peecTpaLiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460)
53. BIHMNOLEETUH Tabnetku no 10 mr, no NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/8199/01/02
10 TabneTok y 6nicTepi; "Ximthapm3saBog "Ximchapm3saBog YTOUHEHHSA [03yBaHHA B Hakasi MO3 YkpaiHu Ne peyenmom

no 3 6nictepu B navui 3
KapTOHY

"YepBoHa 3ipka”

"YepBoHa 3ipka”

1920 Big 22.10.2018 B npoueci nepepeecTpauii.
Pedakyis 8 Hakasi — mabsiemku. BipHa pedakyjisi —
mabsiemku o 10 me.
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
54. BITAMIH B12 NOPOLLIOK KpUcTaivuHmi AT "KNIBCbKUI YkpaiHa HiHca KiHrsiT KuTai BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | - UA/8961/01/01
(LLAHOKOBANA abo kpuctanm BITAMIHHNIA dapmac'toTikn Ko., TMny - AAMIHICTPATMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
MIH) (cybcTaHuis) y naketax 3ABOJA" nTg Ta/abo agpecu 3asBHMKA (B/1AaCHMKA pPeeCTpaviiiHOro
nonieTunNeHoBux A nocBifyeHHs). 3MiHa HaliMeHyBaHHS 3asiBHMKa.
BMPOGHMLTBA TepMiH BBELEHHS 3MiH NPOTAroM 6-T1 MicAUIB Micns
HeCTepusIbHNX 3aTBEPAKEHHS.
NiKapcbkux popm
55. BITAMIH E piaMHa macnsiHucTa AT "KMIBCbKIN YKpaiHa XKensHr HXY Kutai BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | - UA/13966/01/01
ONINHUI (cybcTaHuis) y 6o4kax BITAMIHHWIA KomnaHi /tg, TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
MeTaneBux ans 3ABOA" Ta/abo afpecu 3asiBHMKa (B/1aCHMKa peecTpaviiiHoro
BMPOGHMLTBA nocBifYeHHS) - 3MiHa HalilMeHyBaHHS 3asBHUKa
HEeCTepPUIbHUX (BBeaeHHs 3MiH NpOTArom 6-Tu MicauiB nicns
NiKapcbknx 3acobis 3aTBEPKEHHS)
56. FACTPOrAP/, TabneTkn xyBasibHi 680 A660TT HimeuunHa Ankanoig A MakefoHisi, BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/16550/01/01
Mr/80 mr o 8 TabneTok Na6opatopis Ckon'e KOJINLLIHA 3MiHM | Tuny - 3MiHK Woao 6e3neku/edpekTNBHOCTI Ta peyenma
y 6nictepi, no 3 m6X HOrocnaBscbk thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
6nicTepy B KAPTOHHIi a y3arasibHeHVX AaHux npo cuctemy hapmakoHarnsgy
Kopo6Li Pecny6nika (BBEAEHHSA y3araslbHEHVX AaHNX NPO cucTemy
hapmMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHS hapMakoHarnsagy;
KOHTaKTHOI 0cobM 3 hapMakoHarnagy 3asBHuka gns
3[jicCHEeHHs1 hapMakoHarsay B YKpaiHi, Ko BoHa
BiAMiHHa Bif, yNOBHOB&XXeHOI 0co6w, BifnoBigabHOI
3a 3AjiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLLEeHHI macTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6U 3asBHUKa AN15 3AIACHEHHSA
hapmakoHarnagy B Ykpaini. lMponoHoBaHa pegakuis:
Kisim Onbra €sreHiBHa. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOI 0CO6U 3asBHUKA A5 3AICHEHHSA
dhapmakoHarnsgy B YkpaiHi
57. FEKCAKCUM | CycneHsis gns iH'ekuin CaHodpi MNactep dpaHuis MOBHWIA LKA dpaHuisn/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/13080/01/01
HEXAXIM no 0,5 mn (1 po3a) B C.A. BMPOGHMLTBA, YropwmHa 3MiHU | TUMy - 3MiHKU, NOB'sA3aHi 3 HEOOXiAHICTIO peuenmom
BAKUUHA ANnA nonepegHL0 BUWMYCK Cepiil: npvBeLEeHHs y BiANOBIAHICTb A0 MoHorpadii AdY abo
MPO®PINTAKTUKUN | 3anoBHEHMX LInpuuax 3 CaHochi MNactep €BponeicbKoi hapmakonei, abo iHLOT HauioHaIbHOT
LOUNDTEPII, 1-et0 (abo 2-ma) C.A., ®paHuis; hapmakonei gepxasu €C - NpuBeLeHHS Y
NMPABLA, okpemumMu rosnikamm Ne 1 BTOPUHHE BiiNOBIAHICTL OHOBNIEHUM BUMOramu €sponeiicbkol
KALLU/TIOKY abo Ne 10 Tay nakyBaHHs: 3AT chapmMakonei cneymdikayii gns cMpoBnHM Potassium
(ALEENONAPHN thnakoHax Ne 10 "CaHodpi-ABeHTIC", chloride, W0 BUKOPUCTOBYETLCA Y NPOLLECI
n KOMMOHEHT), YropLmHa BUPOGHMLTBA NOBEPXHEBOIO aHTUreHy Bipycy
FENATUTY B renatuty B
PEKOMBIHAHTH
Al
noniomienity
IHAKTUBOBAHA
TA
3AXBOPHOBAHD,
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
CMPUYNHEHUX
HAEMOPHILUS
TNy B
KOH''OFOBAHA,
AACOPBOBAHA,
PIAKA
58. FEMUUTABIH KOHUEeHTpaT A5 EBEBE ®apma ABCTpIs EBEBE ®apma ABCTpIst BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/10475/01/01
"EBEBE" pO3uunHy ans iHdysiii, 10 ec.m.6.X. Hor. lec.m.6.X. Hopr. 3MiHM | Tuny - 3MiHK Woao 6e3nekn/ethekTBHOCTI Ta peyenmom
mr/mn no 20 mn (200 KI Kr thapmakoHarnsgy. BeegeHHs abo 3miHv o
mr), a6o no 50 mn (500 y3araslbHeHNX AaHux Npo cuctemy apmakoHarnsgy
mr), a6o no 100 mn (BBEAEHHSA y3araslbHEHUX AAHUX MPO cUcTemy
(1000 w™r) y dhriakoHi; no thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOI ocobw,
1 chnakoHy y KapTOHHil BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOpoo6Li KOHTaKTHOI 0Co6M 3 thapmakoHarnsay 3asiBHuKa Ans
3[jicCHeHHs1 hapMakoHarisay B YKpaiHi, SKLo BoHa
BiAMiHHA Bif YyNOBHOBaXKeHOI 0cobw, BignosigaibHOT
3a 3fjiicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MiLLeHHi MacTep-
(haiina cuctemun chapmakoHarnsay) - 3miHa y
pO3MiLLEHHI MacTep-ghainy cucremm
hapmakoHarnsgy, 3miHa mMicus 34iiCHEHHSA OCHOBHOI
LisNbHOCTI 3 chapmakoHarnagy, 3mMiHa KOHTakTHUX
LaHnX YNOBHOBaXXEHOT 0COOM 3asBHUKA A1
3filicHEeHHs1 chapMakoHariaay
59. FEMUUTABIH KOHUEeHTpaT A5 EBEBE ®apma ABCTpist EBEBE ®apma ABCTpist BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/10475/01/02
"EBEBE" PO3uunHy Ans iHdysiii, 40 lec.m.6.X. Hor. lec.m.6.X. Hor. 3MiHM | TUny - 3MiHK Woao 6e3neku/ethekTNBHOCTI Ta peyenmom
mr/mn no 5 mn (200 mr), Kl KIr hapmakoHarnsgy. BeegeHHs abo 3miHv o
a6o no 25 mn (1000 mr), y3ara/lbHeHNX AaHux Npo cuctemy apmakoHarnsgy
a6o no 50 mn (2000 mr) (BBEAEHHSA Y3araslbHEHUX AaHVX NPO CMCTeEMY
y dhnakoHi; no 1 thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocobw,
h1aKoHY B KapTOHHii BiANOBIAANbHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOpoo6Li KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asiBHuKa Ans
3[iicCHeHHs1 hapMakoHarsay B YkpaiHi, AKLo BoHa
BiAMiHHA Bif YyNOBHOBaXKeHOI 0cobw, BignosigaibHOT
3a 3fjicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MilLleHHi MacTep-
(haiina cuctemun chapmakoHarnsgy) - 3miHa y
pO3MiLLEeHHI MacTep-ghainy cucremm
hapmakoHarnsgy, 3mMiHa mMicusi 34iiCHEHHSA OCHOBHOI
LiSNbHOCTI 3 thapmakoHarnagy, 3mMiHa KOHTakTHUX
LaHNX YNOBHOBaXXEHOT 0COOM 3asiBHUKA 411
3fiicHEeHHs1 hapMakoHarisay
60. FEHCY/IH M30 CyCMeH3ia Ans iH'eKLil, BIOTOH C.A. MonbLua BUPOGHUK, Monbwa BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3a UA/1978/01/01
100 O4/mn no 10 mny BignoBiga/IbHWIA 3a 3MiHKM | TURY - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peyenmom
hnakoHi, no 1 dpnakoHy BMPOGHMLTBO, thapmakoHarnagy - 3MiHM BHECEHi Y TEKCT MapKyBaHHS
B KapTOHHIi nayui; no 3 nepBUHHE i yMakoBKM iKapCbKOro 3acoby, a came: BHECEHHS Y
MY KapTpuaxi; no 5 BTOPVHHE TEKCT MapKyBaHHs1 IOroTuNy komnaHii. BBegeHHs




n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs

KapTpuaXiB y 6nictepi;
no 1 6nictepy B
KapTOHHI nayui

nakyBaHHs,
KOHTPO/b Ta
BUMYCK Cepii:
BIOTOH C.A,,
MonbLa;
BVIPOGHWK,
BiANoOBigabHUI 3a
KOHTPO/b cepii:
IHCTUTYT
BiotexHonorii Ta
AHTNGIOTUKIB,
MonbLia

3MiH NPOTArom 6-T1 MicsiLiB NicNA 3aTBepAKEHHS

61.

FEHCYNIHH

CycneHsis ans iH'ekuii,
100 Og/mn no 10 mny
dhnakoHi; no 1 dpnakoHy
B KapTOHHI1 nauui; no 3
M/ B KapTpuaxi; no 5
KapTpuaXiB y 6nictepi;
no 1 6nictepy B
KapTOHHIN nauui

BIOTOH C.A.

MonbLa

BUPOBHUK,
BiANOBIAaIbHNI 3a
BVMPOGHMLTBO,
nepBuHHE i
BTOPUHHE
nakyBaHHS,
KOHTPO/b Ta
BUMYCK Cepii:
BIOTOH C.A,,
MNonbLa;
BUPOBHMK,
BignoBiganbHWi 3a
KOHTPO/Ib cepil:
IHCTUTYT
BiotexHonorii Ta
AHTNGIOTUKIB,
MonbLla

MonbLa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
chapmakoHarnsgy - 3MiHW BHECEHI Y TEKCT MapKyBaHHS
yNaKkoBKM NiKapCbKOro 3acoby, a came: BHECEHHS Y
TEKCT MapKyBaHHsI 1OroTuny KomnaHii. BBegeHHA
3MiH NPOTArom 6-Tn MicsALiB NicnA 3aTBepAXEHHSs

3a
peyenmom

UA/1016/01/01

62.

FEHCYNIH P

PO34unH AN4 iH'ekuiin, 100
OoA/mn no 10 mny
dhnakoHi; no 1 dnakoHy
B KapTOHHIi nauui; no 3
M1 B KapTpuaxi; no 5
KapTpuaXiB y 6nictepi;
no 1 6nictepy B
KapTOHHIN nauui

BIOTOH C.A.

Monba

BVPOGHWK,
BiAnoBigabHUIA 3a
BVPOGHMLTBO,
nepBUHHE i
BTOPVHHE
nakyBaHHs,
KOHTPO/Tb Ta
BUNYCK cepil:
BIOTOH C.A.,
MNonbLa;
BUPOBHMK,
BiANOBIAaIbHNI 3a
KOHTPO/b Cepil:
IHCTUTYT
BioTexHonorii Ta
AHTUGIOTUKIB,
MonbLua

MNonbLa

BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis:
3MiHU | TUNY - 3MiHW Y TEKCTI MapKyBaHHS yNakoBKU
NiKapcbKoro 3acoby, a caMe: BHECEHHS Y TEKCT
MapKyBaHHS /I0roTuny KOMMNaHii.
BBepgeHHA 3MiH NpoTArom 6-Tm micawiB nicnsa
3aTBepPAKEHHSA

3a
peyenmom

UA/1613/01/01

63.

FENA-MEPL

rpaHynsAT, 3r/5r,no5r1

Mepu,

HimeyunHa

Mpoaykuis in bulk:

HimeyunHa/

BHECEHHS 3MiH 40 peecTpauiiHuX maTtepiasiB: 3miHu |

6e3

UA/0039/02/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
y nakeri; no 30 a6o 50 dapmacbioTikanc Knoke ®apma- LBeiiLapis TUMy - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbkunii 3aci6. peyenma
a6o 100 nakeTiB y 6X Cepsic 'M6X, 3MiHN y BUPO6HMLTBI. 3aMiHa abo BBeAEHHS
KapTOHHI Kopo6Lyi HimeuumnHa; [0[aTKOBOI AiTbHULI BUPOGHMLTBA A1 YaCTUHM abo
AumHo dapma Al BCbOr0 BYPOGHMYOTO MPOLECY FOTOBOrO MiKapCbKoro
Lseliuapis; 3aco0y (AiNbHULSA, Ha SAKii NPOBOAATLCS By b-AKi
MepBuHHE Ta BMPOGHWUYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
BTOPVHHE KOHTPO/O AKOCTi, NEPBUHHOTO Ta BTOPYHHOIO
nakyBaHHs: nakyBaHHs, /19 HECTEPUTbHUX NiKapCbknX 3acobiB) -
Mepu, ®apma BBefeHHs f,04aTKOBOI BUPOOHUYOI AinbHNL ALUMHO
'M6X i Ko. KlraA, dapma Arl, Weeiiyapis (npoaykuis “in bulk"); 3MiHn |
HimeuuunHa; TMNYy - AGMIHICTPaTVBHI 3MiHW. BuiyyeHHs BUPOGHUYOT
Knoke ®apma- OinbHWLUI (BKOYaoun AinbHULi ans A®l, npomikHoro
Cepsic 'M6X, NpoAyKTY abo roToBOro NiKapcbKoro 3acoby, AiNbHULL
HimeyunHa; AN NpoBeieHHs NakyBaHHS, BUPOOHUKA,
Brpo6HuK BiANOBIA&/ILHOIO 3a BMMNYCK Cepiii, MiCLie NPOBEAEHHS
BiANoBigabHUI 3a KOHTPO/H0 cepil) abo nocTavyabHyKa BUXigHOTO
BUMNYCK cepii marepiany, peareHTy abo AONOMDKHOI peHOBUHU
KiHL,EBOro (SKLLO 3a3HAYEHO Y A0CHE) - BUTYYEHHS BUPOOHUYOI
NPOAYKTY: AinbHuui A®I — KiioBa Xakko buo Ko. /ita., AnoHus
Mepu, dapma (Y6e MnanT); 3MiHW | TUNy - AAMIHICTPaTUBHI 3MiHW.
v6X i Ko. KlraA, 3MiHa HalimeHyBaHHS Ta/abo agpecu micus
HimeyunHa NpoBapKEHHS Ai/IbHOCTI BUPOBGHUKa/imnopTepa
roTOBOrO NiKapCbKOro 3acoby, BKYaUM AiNbHUL
BMMYCKy cepii abo MicLe NpoBeAeHHS KOHTPOIH0
AKOCTI. (GiANbHICTb, 3a AKy BiAnoBigae
BMPOGHMK/iIMMNOPTEp, BK/OYAKOUM BUMYCK Cepilt) -
3a3HaveHHs (hakTUYHOI Ta IPUANYHOT agpecy Ans
BMPOGHMKA BIAMNOBIAA/ILHOIO 3a NEePBUHHE Ta
BTOPUHHE NakyBaHHS, BUNYCK cepil
64. | FEMA-MEPL, rpaHynaT, 3r/5r,no5r Mepy, HimeuyunHa npoaykuis in bulk: | Himewyunna / BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 6e3 UA/0039/02/01
y nakeri; no 30 a6o 50 dapmacbioTikanc Knoke ®apma- LBeiiLapis 3MiHK | TUNy - 3MiHa y MeTogax BUNpobyBaHHS peyenma
abo 100 nakeTiB y 6X Cepsic 'M6X, rOTOBOrO /1iKapCbKOro 3acoby - He3HauHi 3MiHV B
KapTOHHI Kopo6Lyi HimeuunHa; AuyHo mMeTofax koHTponto BEPX Ta KE (“lgeHTudpikauis”,
dapma Arl, KinbkicHe Bu3HaueHHs", "Jomiwkn"), "laeHTndikayis
Lseiiuapis; 6apBHUKA" Ta "3anVLLIKOBWI PO3YMHHUK i30MPONiNOBUI
NepBuUHHE Ta cnupt"
BTOPVHHE

nakyBaHHs: Mepu,
dapma N'v6X i Ko.
KraA, HimeuunHa;
Knoke ®apma-
Cepgic 'M6X,
HimeuuunHa;
BMPOGHMK
BignoBiganbHWi1 3a
BUNYyCK cepii

KiHLEBOro
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs
npoaykry: Mepu,
dapma Mv6X i Ko.
KraA, Himeuunna
65. FECNEPUAVH nopoLuok (cybcraHuis) y AT "KNIBCbKUI YkpaiHa YeHray Okeld KuTai BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | - UA/14549/01/01
nakeTax noAginHMX BITAMIHHNIA dPapmacboTukan TMny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HalilMeHyBaHHS
nonieTuneHoBnx A4s 3ABO" Ko., N4 Ta/abo agpecu 3asBHMKA (B/IAaCHUKA peecTpaviiiHoro
hapmaLeBTUUYHOTO nocBifUeHHs) - 3MiHa HaliMEHYBaHHS 3asIBHUKa
3aCTOCyBaHHA (BBegeHHsA 3MiH NpoTsAroMm 6-Tv micsAuiB nicns
3aTBEpPIKEHHS)
66. FAPOXNOPOTIA | KpuCTasiyHWiA NOPOLLIOK AT "KMUIBCbKUI YkpaiHa YaHnkoy KuTaii BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | - UA/16581/01/01
314 (cybeTaHuisn) y naketax BITAMIHHUIA dapmac'ioTikan TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaiMeHyBaHHs
noagiiHnx 3ABOA" PekTOpi Ta/abo agpecu 3asBHMKA (B/1aCHMKA peecTpaviiiHoro
nonieTMNeHoBmx A5 NnocBifUeHHS) - 3MiHa HaliMEHYBaHHS 3asIBHUKaA
thapmavLeBTUYHOro (BBeggeHHs 3MiH npoTsAroM 6-Tv micsAuiB nicns
3aCTOCYyBaHHSA 3aTBEPMKEHHS)
67. roTPNoO® TabneTku, BKpUTI BepiHrep HimeuunHa BMPOGHMLTBO, HimeuunHa BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3a UA/15816/01/01
NNiBKOBOI 060JI0HKOO, IHrenbxanm nepBrHHE Ta 3MiHK |l TUny - 3MiHK [0 IHCTPYKUIT 419 MegNYHOro peyenmom
no 20 mr, no 7 TabneTok IHTepHewwHn M'm6X BTOPUHHE 3aCTOCYBaHHSA Ta KOPOTKOI XapakTepucTuku
y nepchoposaHomy nakyBaHHs, nikapcbKoro 3acoby Ao po3giny "®dapMakonorivHi

6nictepi; no 1 6nictepy
B NlaMiHOBaHOMy
anoMiHieBOMY calle 3
nakeToM AleC1KaHTy; no
4 antoMmiHieBux cawle y
KapTOHHI Kopobuyj

KOHTPO/1b SIKOCTI
Ta BUNYyCcK cepil:
BepiHrep
IHrenbxaim
dapma N'v6X i Ko.
KI, HimeuuunHa;
aflbTepHaTUBHA
na6oparopia ans
npoBefeHHs
KOHTPO/IO AKOCTI
3a NOKa3HUKOM
MikpobionoriyHa
yucroTa: Crc
IHCTUTYT
®peseHiyc MMOX,
HimeuuunHa; /labop
JNI+C AT,
HimeyuunHa,;
aslbTepHaTUBHA
OinbHUUA ans
KOHTPOIO AKOCTI
roToBOro
nikapcbKoro
3acoby Ta 3a
NOKa3HNKOM
"Po3knagaHHA
AimeTrnaminy":
SACT

BNACTUBOCTI"; 3MiHU || TUMy - 3MiHK A0 IHCTPYKLT Ans
MeJMYHOro 3aCTOCYBaHHS Ta KOPOTKOI
XapaKTepUCTUKM NiKapCbKOoro 3acoby A0 po3ainy
"Mob6iyHi peakuii”. BBeAeHHSA 3MiH NPOTSArom 3-x
MmicsilLiB nicna 3aTBepmKeHHs
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs

68.

[esenbadT drop
dapmauoliTiwe
Kyanitetctengapa
¢ M6X,
HimeuuunHa;
anbTepHaTnBHa
OinbHUUA ans
MapKyBaHHs Ta
BTOPWHHOTO
nakyBaHHS:
Papm/lor dapma
NopyxicTik TM6X,
HimeuuunHa;
LLiteremaHH
JTboHdbepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeuyuunHa;
anbTepHaTnBHa
nabopartopia Ans
npoBefeHHs
KOHTPOJIIO AKOCTi:
A eHpg Em
LTa6TecT Nabop
doyp AHaNITUK yHA,
Cra6initatcnpydy
HreH M'vbX,
HimeyunHa

FNOTPNO®

TabneTkn, BKPUTI
NAiBKOBOI 000IOHKOH,
no 30 mr, No 7 TabneTok
y nepgopoBaHoOMy
6nicTepi; no 1 6nictepy
B NlaMiHOBaHOMy
atoMiHiEBOMY calue 3
nakeToM AeCcuKaHTy; Mo
4 antoMmiHieBux cawle y
KapTOHHI Kopo6Lyi

BepiHrep
IHrenbxaim
IHTepHeLwwHN MTM6X

HimeyunHa

BVMPOGHMLTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SKOCTI
Ta BUNyCK cepil:
BepiHrep
IHrenbxaim
dapma Mv6X i Ko.
KI, HimeyuunHa;
a/lbTepHaTuBHa
nab6opartopis ans
npoBefeHHs
KOHTPO/O AKOCTI
3a NOKa3HUKOM
MikpobionoriyHa
yucrota: Crc
IHCTUTYT
PpeseHiyc M'M6X,

HimeuyunHa

BHECEHHS 3MiH 10 peecTpaviiHiX maTtepianis:
3MiHM Il TURY - 3MiHW 80 IHCTPYKUIT 4719 MeANYHOro
3aCTOCYyBaHHA Ta KOPOTKOI XapaKTepUCTUKN
nikapcbkoro 3acoby go po3sginy "®apmakosnorivHi
BN1ACTMBOCTI"; 3MiHW || TNy - 3MiHW [0 IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHA Ta KOPOTKOT
XapaKTepUCTUKM NiKapCbKOro 3acoby A0 po3ainy
"MobiyHi peakuii”. BBejeHHA 3MiH NpoTArom 3-x
micsauiB nicna 3aTBepmKEeHHs

3a
peyerimom

UA/15816/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs

HimeuuuHa; abop
N+C AT,
HimeuunHa;
anbTepHaTnBHa
AinbHUUS ans
KOHTPO/IO AKOCTI
roToBOro
nikapcbkoro
3acoby Ta 3a
NOKa3HUKOM
"Po3knagaHHA
aimeTnnaminy":
®ACT
lesenbwadt drop
dapmauoiiTiwe
KyanitetcTeHgapa
Cc M6X,
HimeuunHa;
anbTepHaTnBHa
AinbHUUS ans
MapKyBaHHs Ta
BTOPWHHOTO
nakyBaHHS:
Papwm/lor Papma
NopyxicTik TM6X,
HimeuuunHa;
LLiteremaHH
JNboHepnakyHreH
yHA, NoricTiwep
Cepsic e. K.,
HimeuuunHa,;
anbTepHaTuBHA
nabopartopia ans
npoBefeHHs
KOHTPOJIH0 SKOCTI:
A eHp Em
LLTabTecT Nabop
dhyp AHaUTITUK YHT,
Cra6initarcnpydy
HreH Mm6X,
HimeuyunHa

69.

FIOTPND®

TabneTku, BKpUTI
NNiBKOBOIO 060JI0HKOIO,
no 40 mr, no 7 TabneTok
y nepchopoBaHoOMy
6nictepi; no 1 6nictepy
B /TaMiHOBaHOMY

BepiHrep
IHrenbxainm
IHTepHewHn MeX

HimeuunHa

BVMPOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS,
KOHTPO/b SKOCTI
Ta BUNYyCK cepii:

HimeyunHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHK |l TNy - 3MiHK [0 IHCTPYKLUIT A48 MeANYHOro
3aCTOCYBaHHSA Ta KOPOTKOI XapakTepucTuku
nikapcbKoro 3acoby Ao po3ainy “"®apmMakosioriyHi
BNAcTUBOCTI"; 3MiHU Il TUNy - 3MiHW A0 IHCTPYKLT Ans
MeZIMYHOro 3aCTOCyBaHHA Ta KOPOTKOI

3a
peyenmom

UA/15816/01/03
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs
anoMmiHieBoMy calle 3 BepiHrep XapakTepuUCTMKM NiKapCbKoro 3acoby A0 po3ainy
nakeToM AecuKaHTy; no IHrenbxaim

4 anomiHieBux caule y
KapTOHHI KopooLyi

KI', HimeuumnHa;
anbTepHaTnBHA
nabopartopia ans
npoBefeHHs
KOHTPOJHO SIKOCTI
3a NOKa3HUKOM
Mikpo6ionoriyHa
ynuctota: Crc
IHCTUTYT
®dpeseHiyc MM6X,
HimeuuunHa; abop
N+C AT,
HimeuuunHa;
anbTepHaTuBHA
OinbHUUS ans
KOHTPO/O AKOCTI
roToBOro
nikapcbKoro
3acoby Ta 3a
NOKa3HUKOM
"Po3knagaHHs
gimetunaminy":
®ACT
lesenbliadt crop
dapmauoiiTile
KyaniteTcTteHgapa
C M6X,
HimeuuunHa;
anbTepHaTuBHA
OinbHUUS ans
MapKyBaHHs Ta
BTOPWHHOTO
nakyBaHHS:
dapm/lor dapma
NopyxicTik TM6X,
HimeyuunHa;
LteremaHH
JNboHdepnakyHreH
yHA, oricTiwep
Cepsic e. K.,
HimeuuunHa;
anbTepHaTnBHa
naboparopia ans

®apma N'v6X i Ko.

npoBefieHHs

"Mo6iyHi peakuii”. BBefeHHA 3MiH NnpoTarom 3-x
MicAiLiB nicnsa 3aTBepKeHHs
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs

KOHTPOJIIO AKOCTi:
A eHpg Em
LTa6TecT Nabop
doyp AHaNITUK yHA,
Cra6initatcnpydy
HreH MméX,
HimeuyunHa

70.

FNOTPNO®

TabneTkn, BKPUTI
NAiBKOBOI 000IOHKOH,
no 50 mr, no 7 Tabnetok
y nepgopoBaHoOMy
6nicTepi; no 1 6nictepy
B NlaMiHOBaHOMy
atoMiHiEBOMY calue 3
nakeToM AeCcuKaHTy; Mo
4 antoMmiHieBux cawle y
KapTOHHI Kopo6Lyi

BepiHrep
IHrenbxaim
IHTepHeLwwHN MTM6X

HimeyunHa

BVMPOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b SKOCTI
Ta BUNyCK cepil:
BepiHrep
IHrenbxaim
dapma Mv6X i Ko.
KI, HimeyuunHa;
anbTepHaTnBHa
nab6opartopis ans
npoBefeHHs
KOHTPO/O AKOCTI
3a NOKa3HUKOM
MikpobionoriyHa
yucrota: Crc
IHCTUTYT
®peseHiyc MMOX,
HimeuyumHa; Nlabop
JNI+C AT,
HimeuyuunHa;
anbTepHaTnBHa
OinbHUUA ans
KOHTPOJHO SIKOCTI
roToBOro
nikapcbKoro
3acoby Ta 3a
NOKa3HUKOM
"Po3knagaHHA
aimeTvnaminy":
®OACT
[esenbwadt drop
dapmauoiiTiwe
KyanitetcteHgapa
C M6X,
HimeuyuunHa;
anbTepHaTnBHa
OinbHUUA ans
MapKyBaHHs Ta

HimeuyunHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHM Il TNy - 3MiHW 80 IHCTPYKUIT 4719 MeANYHOro
3aCTOCYBaHHA Ta KOPOTKOI XapaKTepUCTUKN
nikapcbkoro 3acoby fo po3sginy "®apmakosnorivHi
BNACTMBOCTI"; 3MiHW || TRy - 3MiHW [0 IHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHA Ta KOPOTKOT
XapaKTepUCTUKM NiKapCbKOro 3acoby A0 po3ainy
"MobiyHi peakuii”. BBejeHHA 3MiH NpoTArom 3-x
micsauiB nicna 3aTBepmKeHHs

3a
peyerimom

UA/15816/01/04
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs
BTOPWHHOTO
nakyBaHHs:
Papwm/lor Papma
NopyxicTik TM6X,
HimeuuunHa;
LLiteremaHH
JNboHbepnakyHreH
yHA, NoricTiwep
Cepsic e. K.,
HimeuuunHa,;
anbTepHaTuBHa
nabopartopia ans
npoBefeHHs
KOHTPOJIH0 SKOCTI:
A eHp Em
LLTabTecT Nabop
hyp AHaUTITUK YHT,
Cra6initatcnpydy
HreH MméX,
HimeuyunHa
71. | TNMEHBEKAP aeposo/b Ans neHmapk IHAjsA neHmMapk IHAisa BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3a UA/14496/01/01
iHransuiii, [o30BaHwWi, dapmMacbioTVKan3 ®PapmacboTuKan3 BUNPAaB/IEHHS TEXHIYHOT noMunkn y MKA (po3gain peyernmom
250 mkr/go3y no 200 fo3 nra. nrg. 3.2.P.5.1), y cneuundikauisx 3a NokasH1KOM
B KOHTelHepi 3 «OcaxaeHve pacrnbl/IeHHON [03bI»
[03YH04MM KnanaHoM i
PO3NUIOKY0I0
HacagKo Ta 3aXMCHUM
KOBMaykom; no 1
KOHTEiHepy B KApTOHHIl
Kopoo6Ui
72. FMEHBEKAP aepo30/1b Ans neHmapk IHais neHmapk IHais BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/14496/01/02
iHransuiii, no3oBaHwii, dapmMacbioTVKan3 PapmacboTrKan3 BMNPaBMIEHHSI TEXHIYHOT NoMunkn y MKA (po3gain peyenmom
200 mkr/po3y no 200 fo3 nra. nra. 3.2.P.5.1), y cneuundikaLisx 3a NOKa3HUKOM
B KOHTeHepi 3 «OcaxaeHne pacnbliieHHON [03bl»
[L03YHUMM K1anaHom i
PO3NWIOKYHOI0
HacafKo Ta 3axXMCHUM
KoBMa4vkom; no 1
KOHTEWHepy B KapTOHHIiA
KopoobLi
73. FTNIATUNIH Kancysm m'ski no 400 mr ITandapmako ITanis BignoBiga/IbHWIA 3a ITanis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/2196/02/01
no 14 kancyn y 6nictepi; C.n.A. BMPOGHMLTBO 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peuenmom
no 1 6nictepy B kopobui Hepo3shacoBaHoi hapmakoHarnsgy. BeegeHHs abo 3miHu o
npoAyKLii: y3aras/ibHeHuX faHnx Npo cuctemy dapmakoHarnsgy
KaTaneHT Itani (BBEAEHHSA y3araslbHEHVX AaHNX NPO cucTemy
C.N.A., Itanis; hapMakoHarnsgy, 3mMiHa ynoBHOBaXeHOT 0cobu,

BignoBigasibHWiM 3a

BiNOBIAA/IbHOI 32 34iCHEHHST hapMakoHarnsgy;
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
nepBuHHE, KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka ons
BTOPWHHE 3AiliCHeHHs hapMakoHarnagy B YkpaiHi, K0 BOHa
nakyBaHHs, BiAMiHHA BiJ, yNOBHOB&XeHOI 0c06y, BifNoBiAaIbHOI
KOHTPO/b Ta 3a 34ilicHeHHs thapmakoHarnsgy (BKivaoum
BMNYCK cepil: KOHTaKTHIi faHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
ITancapmako thaiina cuctemu hapmakoHarnsgy) - 3miHa
C.n.A., Itanisa KOHTaKTHOI 0co6W, BignoBiganbHoI 3a
hapmakoHarnsg: nponoHosaHa pefakuis - CaByeHKo
OmunTpo CeprilioBuy. 3MiHa KOHTaKTHUX AaHKX
KOHTaKTHOI 0cobW, BignoBiganbLHOI 3a papMakoHarnsas
74. | TNIATUNIH PO34MH ANS iH'EKUi, ITanchapmako ITanisa ITancapmako ITanisa BHECEHHS 3MiH [0 peecTpaviiHix maTtepianis: 3a UA/2196/01/01
1000 mr/4 mn no 4 mn B C.n.A. C.n.A. 3MiHM | Tuny - 3MiHK Woao 6e3neku/edekTNBHOCTI Ta peyenmom
amnyni; no 3 amnynu 'y thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
nnacTykoBomy y3arasibHeHVX AaHux npo cuctemy hapmakoHarnsgy
KOHTelHepi; no 1 (BBEAEHHSA y3araslbHEHVX AaHNX NPo cucTemy
KOHTelHepy B KopobLi 3 thapmMakoHarnsgy, smMiHa ynoBHOBaXeHOT 0cobu,
KapTOHY BiANOBIAA/IbHOI 3a 34iiCHEHHSA thapmakoHarnagy;
KOHTaKTHOI 0cobK 3 hapMakoHarnagy 3asBHuka gns
3[jiCHEeHHs1 hapMakoHarsay B YKpaiHi, Ko BoHa
BiAMiHHa Bif, yNOBHOB&XXeHOI 0c06w, BifnoBiAabHOI
3a 3AjiicHeHHs1 hapmakoHarniagy (Bkiyarum
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLLeHHI macTep-
tharina cuctemmn chapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0Cco6W, BignoBigasibHOI 3a
thapmakoHarnsg;
MponoHoBaHa pegakuis - CaByeHko AMUTpo
CeprilioBuy. 3MiHa KOHTAKTHUX AAHUX KOHTaKTHOI
ocobw, BignoBiganbHOI 3a hapMakoHarnsag
75. rPMnouynTPOH cnpeit HazanbHWiA, ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/11186/01/01
PUHIC po3unH no 15 mny obmexeHo o6MexeHo 3MiHM | TUNY - 3MiHa y cknagi (4OMNOMDKHUX pevyoBUHaXx) peyenma
hNakoHi 3 HacaaKoto- Bi4NoBiAA/IbHICTIO BiANOBiAANLHICTIO roTOBOrO NikapcbKoro 3acoby - 6yab-siKa He3HauYHa
po3nuatoBayYemM i "papmaLeBTUYHa "bapmaueBTyHa 3MiHa KifIbKiCHOrO cK1agy AOMOMDKHUX PEYOBUH Y
3aXMCHMM KOBMaYyKoM; KOMNaHis KOMNaHis rOTOBOMY NliKapCbKOMY 3ac06i; 3MiHW | TUMy - 3MiHK,
no 1 dpnakony y "3p0pos'a" "3p0pos'a” NnoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BiANOBIAHICTD
KapTOHHiI kopobuj; no A0 MoHorpadii JdY abo EBponeiicbkoi hapmakoner,
15 mn y 6asnoHi 3 abo iHWoi HauioHanbHOI hapMakonei gepxasu €C
HacaKoto- (3miHa y cneuudpikauisix, nos'asaHa 3i 3miHamu B APY,
po3nuaoBaYem i abo Esponelicbkin hapmakonei, abo iHLwii
3aXMCHVM KOBMavKoM; HaujioHanbHili hapmakonei gepxasu €C); cynyTHS
no 1 6anoHy y KapTOHHIiA 3MiHa: 3MiHa y MeToAax BUNpobyBaHHSA AONOMIKHOT
KOpOoo6Li pPeYoBUHM
76. rPMnounTPOH Kpanni HasasibHi, pO34uH ToBapucTBO 3 YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 6e3 UA/11186/02/01
PUHIC no 15 mn y conakoHi 3 06MEXEHOI 06MEXEHO 3MiHK | TUNy - 3MiHa y cknagi (40NOMKHUX pevoBUHAX) peyenma
KPWLLIKOHO- Bi4NOBiAA/TbHICTIO BigNOBiAA/IbHICTIO roTOBOrO /liKapCbKOro 3acoby — YyTOUHEHHST KifIbKOCTI
KpanesibHULEr 3i "@apmavueBTuyYHa "®GapmaueBTuyHa [LONOMDKHOT peqyoBMHK; 3MiHW | TUMy - 3MiHK, NOB'A3aHI
CK/ISIHOIO NineTKoto; no 1 KOMMaHis KOMMaHis 3 HeOOXifHICTIO NPUBEAEHHS Y BiAMNOBIAHICTb [0
dhNakoHy y Kopobui 3 "3p0poB'a" "3p0poB'a” MoHorpadii oY a6o €Bponeiicbkoi hapmakonei, abo
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsio4YeHHs1

KapToHy

iHLWOT HaujoHanbHOI thapmakonei aepxasu €C (3MiHa
y cneuudikauisix, nos'A3aHa 3i 3miHamu B dY, abo
€Bponeiicbki hapmakonei, abo iHLWIA HaLioHa/bHIl
thapmakonei gepxasu €C); cynyTHA 3MiHa: 3MiHa Y
MeToAax BUNPobyBaHHA AONOMDKHOT PeYOBUHM
(He3HauHi 3MiHN Y 3aTBEpPA)KEHNX METOAAX
BMNPO6YBaHb)

77.

IAKCAC®

TabneTkn, BKPUTI
NAiBKOBOI 000IOHKOH,
no 500 mkr no 10
Tabnetok y 6nictepi; no
3 abo no 9 6nicTepiB y
KapTOHHI Kopo6Lyi

Actpa3eHeka Ab

Lsewis

Takepa M'M6X,
micue
BMpPOBOHULTBA
OpaHieHbypr

HimeuyunHa

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu g0
y3arasibHeHnX AaHux npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPo cucTemy
hapMakoHarnsgy, smMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS hapmakoHarnsagy;
KOHTaKTHOI 0cobK 3 hapMakoHarnagy 3asBHuka gns
3[iiCHeHHs1 hapMakoHarsay B YKpaiHi, AKLOo BoHa
BiAMiHHA Bif, yNOBHOB&XXeHOI 0c0o6w, BifnoBiAa1bHOI
3a 3AjiicHeHHs hapmakoHarniagy (Bkiyarum
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLLeHHI macTep-
thaiina cuctemu thapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[JaHNX YNOBHOBaXEHOT 0CO6W. 3MiHa KOHTaKTHUX
[aHVX KOHTaKTHOI 0co6U. 3MiHa Micus 34iiCHEHHS
OCHOBHOI Aisi/IbHOCTi 3 dhapmakoHarnsgy. 3miHa
agpecu Mactep-chaiina; 3mMiHa 3asiBHUKa (BNnacHuKa
peecTpaLiiHoro NocBigYeHHs1)

3a
peyerimom

UA/11261/01/01

78.

ANDOMETPE®

Tabnetkv wunyui, no 10
Tabnetok y Ty6i; no 1
a60 2 Ty6u B KApTOHHIA
KopobLi; o 2 TabneTkm
y cTpwuni; no 2 abo 5
CTPUNIB Y KAPTOHHIi
KopoobUi

AGGOTT
Na6opatopis
6X

HimeyunHa

E-®apma TpeHTO
C.n.A.

ITanis

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHM | Tuny - 3MiHK Woao 6e3neku/edpekTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu fo
y3arasibHeHVX AaHux npo cuctemy hapmakoHarnsgy
(BBEAEHHA y3araslbHeHUX AaHuX Npo cucTemy
hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuKa gns
3[jicCHEeHHs1 hapMakoHarsay B YkpaiHi, Ko BoHa
BiAMiHHa Bif, yNOBHOB&XXeHOI 0co6w, BifnoBigabHOI
3a 3AjiicHeHHs1 hapMakoHariaay (Bkiyakum
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLLeHHI macTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6M 3asBHMKA, BigNOBifabHOT 3a
3ailicHeHHA hapMakoHarnsgy. NponoHoBaHa
pegakuis: Dr. Monica Buchberger, Pharm. PhD / [ip.
Motika Byx6eprep, Pharm. PhD.
3MiHa KOHTaKTHOT 0CObM 3asiBHUKA /15 3AiACHEHHS
hapMakoHarnsgy B Ykpaini. lMponoHoBaHa pegakuis:
Kizim Onbra €sreHisHa.
3MiHa KOHTaKTHUX AaHWUX YNOBHOB&XEHOT 0cobun
3a8BHVKa, BiNoBiAaNbHOI 38 3iCHEHHS

3a
peyerimom

UA/11327/01/01
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n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
dhapmakoHarnsgy. 3MiHa KOHTaKTHUX AaHux
KOHTaKTHOI 0CO6U 3asBHUKA A5 3AIACHEHHS
dhapMakoHarnsay B YkpaiHi
79. | AIANEHEM NOPOLLIOK A/151 PO3YUHY M. BIOTEK Benuvka BUPOBHUK, LLIO peuisi/ BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu Il 3a UA/16104/01/01
005 iH ek Ta iHdysii NIMITEL Bputanis Bignosigae 3a ITanis/ TMny - 3MiHK LWoAo 6e3nekn/edeKTBHOCTI Ta peyenmom
no 500 mr, no 1 BWMYCK Cepiii: TaliBaHb thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
thnakoHy a6o 10 AH®APM 3000B'A3aHb Ta YMOB Buaui peecTpauiiHoro
dhnakoHiB y nayui 3 XEJIAC C.A., nocBifYeHHS, BKOYaoum MNnaH ynpasniHHA pusnkamm
KapToHY pevis; (3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€)
BUPOBHNK noAasbLLIoro 06rpyHTYBaHHS HOBUMW AOAATKOBUM
NMPOMiXHOro AaHVMK, L0 MaloTb HaJaBaTUC KOMNETEHTHUM
NpoAyKTy OpraHoMm, OCKi/lbk/ BUMaraeTbCs CyTTEBA OLjiHKa
nikapcbKkoro KOMNETeHTHUM OpraHoMm) - BrkoHaHHA 3060B'A3aHb
3acoby - BiANOBIAHO Ao nignyHkTy 1.8.2 nyHkTy 1.8 gogaTky 5
CTEPULHOI CyMiLlli 0 Nopagky NpoBeAeHHs eKCnepTusn peecTpavinHnx
MeponeHemy martepianis Ha nikapcbki 3acobu, L0 NoJarTbCs Ha
Tpurigpaty i LEePXaBHY peecTpaLito (nepepeecTpawito), a Takox
HaTpilo kapboHaty €KCnepTn3n matepianis Npo BHECEHHS 3MiH [0
(in bulk): peecTpavuiiHux maTepiasnis NpPoTArom fAii
EnCiEc JOBOAP peecTpavuiniHOro NocBiAYEHHS, 3aTBEPAKEHOTO
C.M.A,, ITanis; Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakui
BUPOBHUK Haka3y MO3 Big 23.07.2015 Ne 460).
NMPOMiXHOro
NpoAyKTy
nikapcbKoro
3acoby -
CTEPUIILHOT CyMiLLi
MeponeHemy
TpurigpaTy i
HaTpilo kapboHaty
(in bulk):
CABIOP
NANGTEK
KOPMOPENLLH,
TaliBaHb
80. | AIANEHEM NOPOLLIOK A/151 PO3YUHY M. BIOTEK Benvka BMPOGHMK, L0 peuis/ BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu Il 3a UA/16104/01/02
0151 iH ek Ta iHdy3iit NIMITEL BpuTaHis Bignosigae 3a ITania/ TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peuenmom
no 1000 wmr, no 1 BWMYCK Cepiii: TaliBaHb thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
thnakoHy a6o 10 AH®APM 3000B'A3aHb Ta YMOB BuJadi peecTpauiiHoro
hnakoHiB y nauui 3 XE/NNAC C.A., NocCBigYeHHs, BKYatoum MaaH ynpasniHHA py3nkamu
KapTOHY pevis; (3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€)
BUPOBHMK nofasibLLIOro 06r'pyHTYBaHHS HOBYMW AOAATKOBUM
NPOMiXHOro [aHUMK, L0 MatoTb HaAaBaTUCA KOMMETEHTHUM
npoaykTy OpraHoMm, OCKifIbKM BUMaraeTbCs CyTTEBA OLjiHKa
nikapcbKoro KOMNEeTeHTHUM OpraHoMm) - BrkoHaHHA 3060B'A3aHb
3acoby - BiANOBIAHO A0 nignyHkTy 1.8.2 nyHkTy 1.8 fogaTky 5

CTEpPUIbHOI CyMiLli

00 MNopsagKy NpoBeAeHHs eKcnepTu3un peectpauiiinx




Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs
MeponeHemy marepianiB Ha nikapcbki 3acobu, Lo NoaaTbCs Ha
Tpurigpaty i LepXaBHY peecTpaLito (nepepeecTpavito), a Takox
HaTpilo kapboHaty €KCnepTn3n matepianis Npo BHECEHHS 3MiH [0
(in bulk): peecTpavuiiHux MaTepiasnis NpoTArom aii
EiiCiEc JOB®AP peecTpavuiiiHoro NocBigYEHHs!, 3aTBEPAKEHOTO
C.M.A,, ITanis; Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
BMPOGHUK Haka3y MO3 Big 23.07.2015 Ne 460).
NMPOMiXHOro
NpoAYyKTY
nikapcbKoro
3acoby -
CTEPUIIbHOI CyMiLLi
MeponeHemy
TpurigpaTy i
HaTpilo kapboHaTy
(in bulk):
CABIOP
NANGTEK
KOPMOPENLLH,
TaiiBaHb
81. | AIOCMIH nopoLuok (cybcTtaHuis) y AT "KMIBCbKIN YkpaiHa CNYYAHb CeENI KuTaii BHECEHHS 3MiH [0 peecTpaviiiHiX MmaTtepianis: 3MiHu | - UA/4319/01/01
nakeTax nopgiiHMx BITAMIHHWIA PAPMACBLIOTUK TMNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHSI
nonieTuNeHoBMxX 415 3ABO" ANKO., NTA Ta/abo agpecu 3asBHMKa (BNacHUKa peectpayiiHoro
thapmaueBTUYHOro noceigyeHHs). 3miHa HaliMeHyBaHHS 3asiBHVKa.
3acToCyBaHHS BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPKEHHS.
82. | AOKCOPYBIUWH | koHueHTpaT ans EBEBE ®apma ABCTpIS EBEBE ®apma ABCTpIA BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3a UA/1379/01/01
"EBEBE" PO3UmnHy ANns iHdysiid, 2 [ec.m.6.X. Hdpr. ec.m.6.X. Hdr. 3MiHK | TUNYy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenmom
mr/mn no 5 mn (10 mr), K KIr thapmakoHarnagy. BeegeHHs abo 3MmiHu Ao
no 25 mn (50 mr), no 50 y3arajibHeHUX AaHux Npo cuctemy dpapmakoHarnsgy
M (100 mr), no 100 mn (BBELEHHSA y3araslbHEHUX AAaHUX NPO cUcTemy
(200 mr) y donakoHi; no 1 thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi ocobw,
th1akoHy B KapTOHHil BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnagy;
KopooLi KOHTaKTHOI 0Cc06M 3 hapmakoHarnsay 3asBHuKa A5
3[jiCHeHHs1 hapMakoHarnsay B YkpaiHi, AKLo BoHa
BiAMiHHA BiJ, yNOBHOBaXeHOI 0c06W, BiANOBiAabHOI
3a 3[jiicHeHHs1 hapMakoHarnagy (BkIYarum
KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa y
PO3MiLLEHHI MacTep-ghaiiny cucremm
thapMakoHarnagy, 3amMiHa Micus 34iliCHEHHS OCHOBHOI
LifNbHOCTI 3 hapmakoHarniagy, 3mMiHa KOHTakTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asiBHMKA ANs
3fificHEeHHs hapmakoHarnsgy
83. | AOMIKAP Tabnetku, 25 mr/250 mr TeBa I3painb AT YropwmHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/9969/01/01
no 10 TabneTtok y dapmaveBTikan dapmaveBTUYHUIA T™Mny - 3MiHW 3 SIKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. peuyenmom
6nicTepi; no 5 abo 10 IHgacTpis /114, 3aBog TEBA Onuc Ta cknag. 3miHa abo AofdaBaHHsA LWTaMniB,
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6nicTepiB y KOopoobLi

3aco6y (3miHa WTamnis, NOTOBLLEHb 260 iHLLUX
MapKyBaHb) 3MiHW Y 3B’3KYy 3 BUAAIEHHAM LUTaMMiB
«93» Ta «294» 3 NoBepxHi TabneTok. BBeaeHHs 3MiH
NPOTArom 6-T MICALIB MiC/1A 3aTBEpKEHHS. 3MiHU |
TUMy - 3MiHK 3 AKOCTi. [OTOBMWIA Nikapcbknii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa
napamMeTpiB cneuudikauin Ta/abo fonycTMMmX Mex
roTOBOrO NiKapCbKOro 3acoby (A0NOBHEHHS
cneumaikaLii HOBUM NOKA3HMKOM 3 Bi4NOBIAHNM
MEeTOA0M BUMPOOYBaHHS) 3MiHN Y 3B’A3KY
[OMOBHEHHSM crieumadikaLlii HOBUM NOKa3HUKOM
«Po3gineHHs TabneTkm» 3 BiANOBIAHUM METOAOM
BMMNpPo6YyBaHHA. BBeAEHHSA 3MiH NpOTArom 6-Tn MicALiB
nicnsa 3aTBepkeHHs. 3MiHW | TUny - 3MiHU 3 AKOCTI.
[oTOBWIA NiKapCbKMiA 3aci6. 3MiHW Y BUPOGHULITBI.
3miHa po3mipy cepil (Bk/IKOYakum gianasoH po3Mipy
cepil) roToBOro Nikapcbkoro 3acoby (36ibLIEeHHs A0
10 pasiB NOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM)
36isIbLLIEeHHS PO3Mipy cepii roTOBOro likapcbKoro
3acoby 3 360000 fo 500000 Tabnetok. BBefeHHs
3MiH NPOTAroM 6-TU MIiCALIB NiCNA 3aTBEPMKEHHS.
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKni
3aci6. 3MiHN Yy BUPOOHULITBI. 3MiHW Y NpoLeci
BMPOGHMLTBA rOTOBOrO J1iKapCbKOro 3acoby,
BK/TIOHAI0UN NPOMiIXKHUIA NPOAYKT, L0 3aCTOCOBYETLCA
npv BUPOOHULTBI FOTOBOTO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y npoueci BUPO6HMLTBA) HesHauHi
3MiHV B NpoLieci BUPO6HMLITBA Ha BUPOOHNYIN
AinbHuUi Teva Pharmaceutical Works Private Limited
Company, HU (TPW). He3HayHa 3MiHa Ha eTani
«BucywyBaHHs/nomeny» Ta Ha eTani «PiHanbHOro
3MiLLyBaHHA».

BBefeHHs 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEepMXEHHS. 3MiHM | Tuny - 3MiHW 3 AKOCTi. F0TOBUIA
nikapcbkuii 3aci6. Cuctema

KOHTeliHep/3akKyrnopoBasibHUiA 3aci6. 3MiHa
nocTtavasibHvKa nakyBajbHUX MaTepianis abo

KOMMNIEKTYUMNX (AKLO 3a3Ha4YeHO B JOCHE)
(BNyYeHHs nocTavanbHVKa) 3MiHN Y 3B’A3KY 3
BW/TyYEHHAM iH(hOpMaLii MPo nocTavanbHuKa

nakyBasIbHUX KOMMOHEHTIB.

BBefeHHs 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPMKEHHS. 3MiHM | TMNy - AOMIHICTPaTUBHI 3MiHN.
BunyyeHHst BUPOOHMYOI AinbHULi (BKIHOYAKUN

AinbHUuUi Ana A®Il, npoMixxHoOro NpoAykTy abo rotoBoro

Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
NOTOBLLEHb a60 IHLUMX MapKyBaHb, YKOHatoUM 3amiHy
abo gofasaHHsa hapb ANa MapkyBaHHS NiKapCbKoro
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1

nikapcbKoro 3acoby, AiNbHUL 4718 NPOBEAEHHS
nakyBaHHs, BUPOOHYKa, Bi4NOBiAaNIbHOIO 3a BUMYCK
cepiid, Mmicue NpoBefeHHs KOHTPO/IIO cepil) abo
noctayasnbH1Ka BUXiAHOTO MaTepiasy, peareHTy abo
[OMNOMDKHOT PEYOBUHM (SIKLLO 3a3HAYEHO Y [0CLE)
BunyyeHHs finbHML BUPO6HMLITBA TOTOBOMO
nikapcbKoro 3acoby 3a NOBHUM LmkioMm TEVA
Pharmaceutical Industries Ltd. BBefeHHS 3MiH
NPOTAroM 6-T MICALIB MiC/1A 3aTBEPAKEHHS. 3MiHU |
TUMy - 3MiHK 3 AKOCTi. [OTOBMIA Nikapcbkunii 3aci6.
Onuc Ta cknag. 3MiHa y cknagi (40noMiKHNX
peyoBMHax) roTOBOrO /liKapCcbkoro 3acoby (iHLwi
[OONOMDKHI peqoBuHN) - Byab-siKa He3Ha4YHa 3MiHa
KifIbKICHOTO cKnagy AO0MOMDKHUX PEYOBWH Yy FOTOBOMY
nikapcbkoMy 3acobi
KinbKiCTb MIKPOKPUCTaNIYHOT LLE/H0N103M 3MEHLLEHO Ha
0,476 mr Ha TabneTky. KinbkicTb MarHito cteapaty
36inbLeHo Ha 0,476 mMr Ha TabneTky. 3arasibHa Maca
TabneTky He 3MiHMNaca. 3MiHa y KiflbKOCTSAX
[ONOMDKHMX peyoBuH cknagae 0,12% Big, 3arasibHoOI
macu Tabnetkn. BBefjeHHs 3MiH MPOTAroM 6-Tu
MicALiB nicna 3aTBepaKeHHs. 3MiHu | Tuny -
AAMIHICTPaTUBHI 3MiHW. 3MiHa Ha3BW /liKapCbKOro
3acoby. 3aTBepmkeHo: Kapbigona i /leBogona-Tesa
3anponoHoBaHo: Jjonikap. BBeAEHHSA 3MiH NPOTAroM 6-
TN MicALiB NicNs 3aTBepMKeHHS. 3MiHW | Tuny - 3MiHK
3 AKocTi. [oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
BMPOGHULTBI. 3amiHa abo BBeAEHHS [0AATKOBOI
AiNbHULI BUPOBGHMLTBA A/19 YacTUHM abo BCbOro
BMPOBHMNYOro NpoLecy roToBoro Nikapcbkoro 3acoby
(AinbHULSA, Ha SAKi NpoBOAATLCS OyAb-AKi BUPOGHUYI
cTagii, 3a BUHATKOM BUMYCKY CepiiA, KOHTPOJIKO SKOCTI,
NMEepBUHHOTO Ta BTOPWHHOIO NakyBaHHSA, A1
HecTepWIbHUX Jlikapcbknx 3acobiB) BBeaeHHs
a/lbTEPHATUBHOIO BUPOGHMKA FOTOBOTO MPOAYKTY -
Teva Pharmaceutical Works Private Ltd., Debrecen,
Hungary. BBefieHHs1 3MiH NpPOTArom 6-Tn MicsLiB nicns
3aTBEPAKEHHS. 3MiHM | TUNY - 3MiHW 3 AKOCTi. FTOTOBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPO/IO SIKOCTi FOTOBOrO MikKapCbKoro 3acoby
(3amiHa abo foAaBaHHS BUPOGHMKA, L0 BiANOBIAAE 3a
BBE3eHHA Ta/abo Bunyck cepii) - Bknovatoun
KOHTPO/b/BUNPOBYBaHHSA cepil - BBegeHHA AoaaTkoBoil
AiNbHULI A58 KOHTPOJTH0 SIKOCTI Ta BUNycCKy cepii Teva
Pharmaceutical Works Private Ltd., Debrecen,
Hungary. BBeieHHs 3MiH NpOTArom 6-Tn MicsLiB nicns
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1

3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK 3 AKoCTi. [0TOoBWMIA
nikapcbkuii 3aci6. 3MiHW y BUPO6HMLTBI. 3amiHa abo
BBEJEHHS 40AAaTKOBOI AiflbHUL BUPOOHWLTBA A5
4acTVHM abo BCbOro BUPOGHNYOro npouecy rotoBoro
nNikapcbKoro 3acoby (A4inbHWUUA AN BTOPUHHOTO
nakyBaHHs1) BBefieHHs1 0AaTKOBOT AiNbHULI ANA
BTOPVHHOrO nakyBaHHs Teva Pharmaceutical Works
Private Ltd., Debrecen, Hungary. BBefieHHs 3MiH
NpPOTAroM 6-T1 MiCALIB MiCNA 3aTBEPMKEHHS
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBMIA Nikapcbkuii
3aci6. 3miHM y BUpobHULTBI. 3aMiHa abo BBEAEHHS
[0[aTKOBOI AiTbHULI BUPOGHMLTBA A1 YaCTUHM abo
BCbOr0 BYPOBHMYOro NpoLEecy roToBOro Nikapcbkoro
3aco6y (AinbHWUUA AN15 NEePBUHHOTO NakyBaHHS)
BBefeHHs1 4oAaTKOBOI AiNbHUL 415 NEPBUHHOMO
nakysaHHsa Teva Pharmaceutical Works Private Ltd.,
Debrecen, Hungary.

BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micasa
3aTBEpPKEHHSA. 3MiHU | TUNy - 3MiHW 3 AKOCTI.
CeprtucpikaT BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudiikaTa
BiANOBIAHOCTI ab0 BUNYyYEHHs cepTudikara
BiANOBIAHOCTI EBponeiicbkin hapmakonei: ans Adl;
[ON5 BUXIGHOTO MaTepiasny/peareHTy/npoMixxHoro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI AdI;
07151 AOMOMDKHOT peyoBrHK (cepTuddikaT BignoBigHOCTI
€Bponelicbkiit hapmakonei) - OHOBMIEHWI cepTudiikat
Bifl Y)X& 3aTBEpKEeHOro BUPOOHUKa - MNogaHHsA
oHoBneHoro CEP Big 3aTBepgkeHoro BnacHunka TEVA
PHARMACEUTICAL INDUSTRIES LTD. CEP No. R1-
CEP 2002-052-Rev 04 (BBOAWTbCA HOBMWIA BUPOBHMK
npomikHoro npoaykTy Teva Pharmaceutical &
Chemical (Hangzhou)Co.,Ltd.,China). (3aTtBepgxeHo
CEP No. R1-CEP 2002-052-Rev 03). BBefeHHs 3MiH
NPOTArom 6-T MICALIB MiC/1A 3aTBEPAKEHHS. 3MiHU |
TUMy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbkoro 3acoby. 3miHa y
mMeTogax BUnpobyBaHHA rOTOBOTO /IiKapCbKOro 3acoby
(iHWi 3miHW y MeTogax BUNpobyBaHb (BK/IOYaKuu
3aMiHy abo AONOBHEHHS)) 3amiHa aHaliTUYHNX
MeTOZiB KOHTPO/I0 3a NnokasHnkamn «OfHOPIAHICTb
[1030BaHVX OAMHWLb METOL0M OLHOPIAHOCTI BMICTY»
Ta «PO34YMHEHHS». YMOBU TECTY PO3YNHEHHS He
3MiHeHi. BBeeHHS 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPMAKEHHS
3MiHu | TMNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
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thapmakoHarnagy (iHwi 3MiHn) BunyyeHHs TekcTy
MapKyBaHHS POCIliCbKOH0 MOBOIO, 3a/TMLIAETLCA TEKCT
MapKyBaHHS YKPaiHCbKOI MOBOIO, BPaXxOBY€ETbCS
3MiHa BUPO6HWMKa, a TakoX TEKCT MapKyBaHHS
nNpuBOAWTLCA Y BiANOBIAHICTb A0 BUMOT 3rifHO
popatka 23 MNopsigka. BeBegeHHs 3MiH npoTsarom 6-mm
MicAILiB nicns 3aTBepPIKEHHS
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA NikapCbkuii
3aci6. KoHTposb roToBoro nikapcbkoro 3acoby. 3MiHa
napamMeTpiB cneyudikauin Ta/abo [onNycTMMmUX Mex
rOTOBOrO /iKapCbKOro 3acoby (iHLWi 3mMiHW) BunyyeHHs
3i cnevuydikaii roToBOro slikapcbkoro 3acoby
nocunaHHsA «TiNbku ANA pUHKY YKpaiHn» ans
nokKasHuMka KOHTPoso «OAHOPIAHICTL f030BaHNX
OAMHMLb METOAOM OJHOPIAHOCTI BMICTY» BBeaeHHs
3MiH NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA NikapCbkuii
3aci6. KoHTposb roToBoro nikapcbkoro 3acoby. 3MiHa
y MeTogax BUNpobyBaHHsA rOTOBOrO /iKapCbKoro
3aco6y (iHWi 3MiHM y MeTodax BUNpo6yBaHb
(BrTrOvatoumn 3amiHy abo AONOBHEHHS)) 3amiHa
aHasliTMYHOTO MeToAy KOHTPO/IIO 3@ MOKa3HNKOM
«lgeHTudikavis».

BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micasa
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK 3 AKoCTi. [oToBWIA
nikapcbkuii 3aci6. KOHTPOsIb rOTOBOrO NiKapCbKoro
3acoby. 3miHa y MeToAax BUNpo6yBaHHSA roTOBOro
niKkapcbKkoro 3acoby (iHwi 3MiHW y MeTogax
BMNpoOGyBaHb (BK/OYaoUM 3amiHy abo JOMNOBHEHHS))
3amiHa aHasliTUYHOTO MeToAy KOHTPO/O 3a
NokasHUKOM «KifbKiCHe BU3HAaYEeHHS Ta BU3HAYEHHS
[OMILLIOK/NPOAYKTIB po3knafdy». BBefeHHs 3MiH
NPOTAroM 6-T MICALIB MiC/1A 3aTBEPAKEHHS. 3MiHU |
TUMy - 3MiHK 3 AKOCTi. [OTOBMWIA Nikapcbknii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa y
mMeTogax BUnpobyBaHHA rOTOBOTO /IiKapCbKOro 3acoby
(iHWi 3miHW y MeTogax BUNpo6yBaHb (BK/IOYaK4u
3amiHy abo AONOBHEHHS)) 3amiHa aHa/liTUYHOTO
MeTOAYy KOHTPO/IIO 3a NOKa3HUKOM «KinbkicHe
BU3HAYEHHS». BBEAEHHS 3MiH NPOTAroM 6-Tn MicsAuiB
nicns 3aTBepmkeHHs. 3MiHW | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTpob rotoBoro
nikapcbKoro 3acoby. 3miHa y MeToax BUNpo6yBaHHs
rOTOBOrO J1iKapCbKOro 3acoby (iHLi 3MiHW Y MeTogax
BMNpoOGYBaHb (BK/OYaUM 3aMiHy abo AOMOBHEHHS))
BunyueHo geTtanbHuii onvc NpoboniAroToBKM 3paskis
Ta YMOB aHasli3y 3a NokasHMKOM «MikpobGionoriyHa




72

n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsio4YeHHs1

yucToTax», a BBAEHO MNOCUIaHHAM Ha po3ginu €®
2.6.12 Ta 2.6.13, a TakoX 3a3Ha4YeHO MeTOo/[, KOHTPOH0
[ONsa aHanisy — npsamMuii nocis. BeBefeHHS 3MiH
NPOTAroM 6-TW MiICALIB NiCNA 3aTBEPAXEHHSA. 3MiHN |
T™Mny - 3MiHK 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3aci6.
KOHTposb roToBoro fikapcbkoro 3acoby. 3MiHa y
MeToAax BUNpobyBaHHA rOTOBOTO MiKapCbKoro 3acoby
(iHwWi 3mMiHW y MeTogax BunNpobyBaHb (BKIOYaoun
3amiHy abo AOMOBHEHHS)) 3amiHa aHasTiTUYHOTO
MeToy KOHTPOJI0 3a NOKa3HUKOM «laeHTudikauis
6apBHVKa». BBeAEHHA 3MiH NPOTArOM 6-TW MicsLiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA NikapcbkuMii 3aci6. Onuc Ta cknag,. 3miHa abo
[0[aBaHHS LWTamniB, MOTOBLLEHb abo iHLINX
MapKyBaHb, YK/tlouatoun 3aMiHy abo goaaBaHHs dhapb
[O151 MapKyBaHHS /iKkapcbKoro 3acoby (3MiHa pucku,
NpU3Ha4yeHo! ANa Po3AiNeHHs TabneTkn Ha piBHiI A03W)

3MiHa 3asB/1eHa y 3B’A3Ky 3i 3MiHOK pUCKU, L0
npusHavyeHa ans posfineHHs Tabnetky Ha piBHI [03K.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micasa
3aTBEpPAXEHHS

84.

LNOPAMILIIH

TabneTkn, BKPUTI
NNiBKOBOI 060JIOHKOO,
no 3 000 000 MO; no 5
Tabnetok y 6nictepi; no
2 6nicTepu B KAPTOHHiIN
KopooLi

YOPI],
MEAVLMH INAY
CAH. BE TIDX.

AL,

TypeyunHa

ABJll IBPAXIM
Inau CaHai Be
Tigpxapet A.LL.,
TypeuunHa,
yorPna
MEAVUWVH INAY
CAH. BE TIXK.
A.U., TypeuumHa

TypeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasnis: 3miHu |
TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo aapecu micusa NPoOBamXeHHs OisNIbHOCTI
BMPOBGHMKa/iMnopTepa roToBOro JlikapCcbKoro 3acoby,
BK/IOYAOUM AiNbHUL BUMYCKy cepii abo micue
NPOBeAEHHS KOHTPOJIH0 AKOCTI. (LisANbHICTb, 3a AKY
BiANOBIAAE BUPOGHMK/IMNOPTEP, BKAOYAOUM BUMYCK
cepiii) - 3miHa agpecn BUPO6HUKa, 6e3 3MiHU MicLs
BUPOGHMLUTBA

3a
peyerimom

UA/14899/01/01

85.

APUNTAH®

Tabnetkn no 5 mr no 30
TabneTtok y 6nictepi, no
1 6nicTepy B KAPTOHHIl
KopoobLi

AGGOTT
Na6opatopis
6X

HimeyunHa

Peundapm
doHTEH

®paHuisa

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHM | Tuny - 3MiHK Woao 6e3neku/edekTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MmiHu fo
y3arasibHeHVX AaHux npo cuctemy hapmakoHarnsgy
(BBEAEHHA y3araslbHEHUX AaHuX Npo cucTemy
hapmMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHS hapMakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka gns
3[jicCHEeHHs1 hapMakoHarsay B YKpaiHi, Ko BoHa
BiAMiHHa Bif, yNTOBHOB&XeHOI 0co6w, BifnoBigabHOI
3a 3AjiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHIi faHi) Ta/abo 3MiHM Y PO3MiLLLEeHHI macTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6YM 3asBHMKA, BiANOBifabHOT 3a
3ailicHeHHs hapMakoHarnsgy. NponoHoBaHa
pegakuis: Dr. Monica Buchberger, Pharm. PhD/[p.

3a
peyerimom

UA/6730/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsio4YeHHs1

MoHika bByx6eprep, Pharm. PhD.
3MiHa KOHTaKTHOT 0CO6W 3asiBHMKA A1 34iINCHEHHS
thapmakoHarnsgy B YkpaiHi. NponoHoBaHa pefakuis:
Kizim Onbra €sreHisHa.
3MiHa KOHTaKTHUX AaHnX YNOBHOBaXEHOI 0CO6U
3as1BHMKA, BiANOBIAA/IbHOI 32 3AjACHEHHS
dhapmakoHarnsgy. 3MiHa KOHTaKTHUX AaHux
KOHTaKTHOI 0CO6U 3asBHUKA A5 3AIACHEHHSA
dhapMakoHarnsay B YkpaiHi

86.

AYCNATANIH®

Kancynu nposioHrosaHol
aii, TBEpAi no 200 mr; no
10 kancyn y 6nictepi; no
3 6nicTepu B KAPTOHHIl
Kopobui; no 15 kancyny
6nicTepi; no 1, 2, abo 4
6nicTepy B KAPTOHHIi
KopoobUi

ABGOTT Xenckea
Mpopaktc b.B.

HigepnaHan

MaiinaH
Na6opaTtopiz CAC

PpaHuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TUny - 3MiHK Woao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3araslbHeHUxX faHvx npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX NPO cucTeMy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocobwu,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOHTaKTHOI 0CO6U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs hapMakoHarisay B YKpaiHi, SKLo BoHa
BiAMiHHA Bif YyNOBHOBaXKeHOI 0cobw, BignosigaibHOT
3a 3fjiicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
(paiina cuctemu hapmMakoHarnsay) - 3miHa
KOHTaKTHOI 0CO6Y 3asBHVKa 415 30iACHEHHSA
thapmakoHarnsgy B YkpaiHi. NponoHoBaHa pefakuis:
Kizim Onbra €sreHiBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0CO6Y 3asBHVKa 415 30iACHEHHSA
dhapMakoHarnsay B YkpaiHi

3a
peyenmom

UA/8813/02/01

87.

AYDANAK®

cupon, 667 mr/1 mn, no
200 mn, a6o no 300 mn,
a6o no 500 mn, a6o no
1000 mn y chnakoHi 3
nonietTuneHy; no 15 mny
nakeTuky; no 10, a6o no
20, abo no 50 nakeTukis
Y KapTOHHIil kopobu,i

ABGOTT Xenckea
Mpopaktc b.B.

HigepnaHnan

AG6OTT
Bionoaxikans b.B.

HigepnaHan

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:
3MiHM | TUny - 3MiHK Woao 6e3neku/ethekTUBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3MmiHn [o
y3araslbHeHUxX JaHvx npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTeEMY
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs1 hapMakoHarsay B YKpaiHi, Ko BoHa
BiAMiHHA Bif yNOBHOBaXKeHOI 0cobw, BignosigaibHOT
3a 3fjicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MilLleHHi MacTep-
(paiina cuctemu hapmakoHarnsay) - 3miHa
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BignoBiAa/IbHOT 3a
3AiicHeHHA hapmakoHarnsgy. rNponoHoBaHa
pegakuis: Dr. Monica Buchberger, Pharm. PhD/Jp.
Motika Byx6eprep, Pharm. PhD.
3MiHa KOHTaKTHOT 0CO6U 3asiBHMKA AN 34iCHEHHS
hapmakoHarnagy B Ykpaini. lMponoHoBaHa pegakuis:
Kisim Onbra €sreHisHa.

6e3
peuyenma

UA/3255/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXEHOT 0Co6U
3as1BHUKA, BiANOBiAaIbHOI 3a 3AiiCHEHHS
dhapmakoHarnsgy. 3MiHa KOHTaKTHUX AaHux
KOHTaKTHOI 0CO6M 3asaBHWKa A1 34iACHEHHS
hapmakoHarnsgy B YkpaiHi
88. | AYDPANAK® PO34mnH opasbHuii, 667 AB6OTT Xernckea HinepnaHvgu AG6OTT HigepnaHngu BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 6e3 UA/15943/01/01
DPYT mr/mn no 200 mn abo no Mpoaaktc 6.B. Bionoaxikans b.B. 3MiHK | TUNYy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenma
500 mA y naswui 3 thapmakoHarnsgy. BeegeHHs abo 3miHv o
MIpPH/M CTakaH4/KOM y3arasibHeHNX JaHnx Npo cucTemy dapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX A@HUX NPO cucTeMy
hapMakoHarnsay, 3amMiHa yrnoBHOBaXeHOT 0cobu,
BiANOBIAA/LHOI 3a 34iliCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0c0obu 3 hapMakoHarnagy 3asBHuka ons
3[iiCHeHHs hapmMakoHarnsay B YkpaiHi, AKLO BoHa
BiAMiHHA BiJ, yNOBHOB&XeHOI 0c06y, BifnoBiAabHOI
3a 3[jiicHeHHs1 hapMakoHarniaay (Bkiyarum
KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6M 3as1BHYMKA, BiANOBIAa/IbHOT 3a
3piicHeHHs hapmakoHarnsgy. MponoHosaHa
pegpakuis: Dr. Monica Buchberger, Pharm. PhD / [p.
MoHika Byx6eprep, Pharm. PhD.
3MiHa KOHTaKTHOT 0CObM 3asiBHUKA 4115 34iCHEHHS
thapmakoHarnsgy B YkpaiHi. NponoHoBaHa pefakuis:
Kizim Onbra €sreHisHa.
3MiHa KOHTaKTHMX AaHNX YNOBHOBAXEHOT 0CO6U
3asiBHMKA, BifnoBiganbHOI 3a 34iACHEHHS
dhapmakoHarnsgy. 3MiHa KOHTaKTHUX AaHux
KOHTaKTHOI 0CO6U 3asiBHUKA ANS 3A4IICHEHHSA
dhapMakoHarnsay B YkpaiHi
89. E30MNPAM TabneTku, BKPUTI TOB "TeBa YkpaiHa AkTasic NTA, ManbTta/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTtepianis: 3miHa 3a UA/7029/01/02
NNiBKOBOI 060JI0HKOHO, Ykpaina" ManbTa; Bonrapis 3asBHMKa (B/1acHMKa peecTpaLiitHOro NoceBig4YeHHs) peyenmom
no 10 mr no 10 TabneTok BankaHdapma- (3rigHo Haka3zy MO3 Big 23.07.2015 Ne 460)
y 6nictepi; no 3 OynHuus AT,
6nicTepu B nauuj Bonrapis
KapPTOHHIN
90. E30MNPAM TabneTku, BKPUTI TOB "TeBa YKpaiHa AkTasic NTA, ManbTta/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTtepianis: 3miHa 3a UA/7029/01/04
NNiBKOBOI 060JI0HKOO, YkpaiHa" ManbTa; Bonrapis 3as1BHMKa (B/1acHMKa peecTpaLiitHOro NocBig4YeHHs) peyenmom
no 20 mr no 10 TabneTok BankaHdapma- (3rigHo Haka3zy MO3 Big 23.07.2015 Ne 460)
y 6nicTepi; no 3 Oynuuus AT,
6icTepun B nauuj Bonrapis
KapPTOHHIM
91. | ENIFAPA 22,5 MI' | nopoLlok Ans Actennac ®apma | Higepnaugu | BignoBiganbHwii 3a | Higepnanau BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3a UA/5758/01/02
NPUroTyBaHHA PO3UNHY tOpon b.B. BTOPWHHY / CLWA 3MiHU | TUNY - NOAAHHSA HOBOTO cepTudikarty peyernmom
0N NiALWKIPHAX iH'eKLii ynakoBKy Ta BiAnoBiaHoCTI €Bponelicbkinn hapmakonei R1-CEP
no 22,5 Mr; KOMM/eKT BUMYCK Cepii: 2011-274-Rev 01 gns pitoyvoi pevoBuHU nelinponenivy

MICTUTb 2 NoTkK: 1

Actennac ®apma

aueTaTy Bifi HOBOro BUPOGHUKA; 3MiHKM | Tuny -
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs
NOTOK MICTUTb Opon b. B., BUTYYEHHS BUPOOHUKA [1it040i peUYOBUHMN
nonepegHL0 Higepnangu; nevinponeniHy aueTaTy
HanoBHEHWIA Wwnpuy, A 3 BignoBigasbHMiA 3a
po34nHHMKOM (noni(DL- BMPOOHULTBO
naxktua-ko-rnikonia) wnpuua A:
nonimep, N-metun-2- Tonmap IHkK.,
niponigoH) no 457 wir, CLA;
nopLueHs wnpuua b tTa BiNOBIgabHWIA 3a
nakeTvk 3 BMPOGHMLITBO
BOJ10rONOr/IMHAYUM wnpuua A,
areHToMm; 2 NoToK wnpuua b,
MICTUTb nonepeaHbLo KiHLIeBY ynakoBKy
HanoBHeHWi wnpuu b 3 Ta KOHTPO/1b
NMOPOLLKOM, CTEPUNbHY AKOCTI:
rONKy Ta NakeTuk 3 Tonmap IHkK.,
BOJIOrONOrAVHaUYNM CLUA;
areHToM, KOMMMEeKT y BifNOBIgabHWIA 3a
KapTOHHI KOpo6Lyi BMPOGHMLTBO
wnpuua b:
KaHmkuH
6io®apma /1/1C.,
CLIA
92. | ENIFAPA 45 MI' NOPOLLIOK ANs Actennac ®apma | Higepnangw | signosiganbHuii 3a | Higepnangn BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/5758/01/03
NPUroTyBaHHA PO3YNHY tOpon b.B. BTOPUHHY / CLLA 3MiHU | TUNY - NOAAHHSA HOBOrO cepTudikarty peyernmom
0N NiALWKIPHAX iH'eKLi ynakoBKy Ta BiAnoBiaHOCTI €Bponelickbkiin hapmakonei R1-CEP
no 45 mr; KoMnaexkrT BUMYCK Cepii: 2011-274-Rev 01 gns Ajroyoi peyoBuHW nennponenivy
MICTUTb 2 noTku: 1 Actennac Papma auletarty Big HOBOrO BUPOGHUKA; 3MiHW | Tuny -
NOTOK MICTUTb Opon b. B., BW/TyYEHHS1 BUPOOHMKA Ajto40T peyoBrHN
nonepegHL0 HigepnaHgu; nelinponeniHy auetarty
HanoBHEHWIA Wwnpuy, A 3 BignoBigabHWiA 3a
po34nHHMKOM (noni(DL- BUPOBHULTBO
nakTua-Ko-raikonia) wnpuuya A:
nonimep, N-metun-2- Tonmap IHkK.,
niponigoH) no 434 wr, CLA;
nopLueHs wnpuua b Ta BiANOBIAaIbHNI 3a
nakeTvK 3 BMPOGHMLITBO
BOJ10rOMNOr/IMHAYUM wnpuua A,
areHToMm; 2 NoToK wnpuua b,

MICTUTb NonepeaHLo
HanosHeHuit Wwnpuy, b 3
NMOPOLUKOM, CTEPU/bHY
rosiKy Ta nakeTuK 3
BOJIOTONOIIMHAKYNM
areHToM, KOMNIEKT y
KapTOHHI Kopo6Lyi

KiHLIeBY ynakoBKy
Ta KOHTPO/b
AKOCTI:
Tonmap IHkK.,
CLUA;
BiANOBIAaIbHNI 3a
BMPOGHMLTBO
wnpuua b:
KaHmKuH
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs
6io®apma N/C.,
CLIA
93. ENIFAPA, 7,5 Ml NOPOLLOK AN1s Actennac ®apma Higepnangy | BignoBiganbHuii 3a | Higepnavgu BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/5758/01/01
NPUroTyBaHHA PO34YMHY Opon B.B. BTOPUHHY / CWWA 3MiHK | TUNY - NOAAaHHSA HOBOTO cepTudikaTy peyernmom
013 NiALKIPHWX iH'eKLii ynakoBKy Ta BiAnoBigHOCTI EBponelicbkin hapmakonei R1-CEP
no 7,5 mr, KOMnnekT BUMYCK Cepii: 2011-274-Rev 01 gns Ajtoyoi pevyoBuHW neinponenivy
MICTUTb 2 noTkn: 1 AcTtennac ®apma aueTaTy Bifi HOBOro BUPOOHUKA; 3MiHM | Tuny -
NIOTOK MICTUTb lOpon b. B., BUYYEHHS BUPOOHUKA [it040i PeYOBUHMN
nonepegHL0 HigepnaHgy; nennponeniHy aueTary
HanoBHeHW Wwnpuu, A 3 BifNOBigabHWIA 3a
po3umnHHuKoMm (noni(DL- BMPOGHMLTBO
naxkTua-ko-rnikonia) wnpuua A:
nonimep, N-metun-2- Tonmap IHK.,
niponigoH) no 343 wr, CUWA;
nopwexs wnpuya b ta BignoBigabHWiA 3a
nakeTuk 3 BMPOGHMLITBO
BOJ10rONOrIMHAUNM wnpuua A,
areHToMm; 2 N0TOoK wnpuua b,
MICTUTb NnonepeaHLo KiHLIeBY ynakoBKy
HanoBHeHWi wnpuy, b 3 Ta KOHTPO/b
MOPOLUKOM, CTEPU/IbHY AKOCTI:
roNKy Ta NakeTuk 3 Tonmap IHK.,
BOJ10rONOrIMHAUNM CLA;
areHToM, KOMMEKT Y BignoBiganbHWi 3a
KapTOHHI Kopo6Lyi BUPOBHULTBO
wnpuua b:
KaHmkuH
6io®apma NC.,
CLIA
94. EHTOBAH kancynu, no 20 a6o 60 XepbioH MakuctaH MakncTaH XepbioH MakuctaH MakvcTaH BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | 6e3 UA/2117/02/01
Kancyn y gnakoHi; no 1 MpaiiBeT flimiTeq, MpaiieT MimiTeq, TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsI peyenma
hnakoHy B KOPOOLi Ta/abo agpecu 3asBHMKa (BNacHUKa peectpauiiHoro
NoCBigYEHHS) - 3MiHa afpecu 3adBHMKa; 3MiHK | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
afpecy MicL NPoOBaXEHHS Ais/IbHOCTI
BMPOOHVKa/iMnopTepa rotToBoro Nikapcbkoro 3acoby,
BK/IIOYAOUM AiNbHULI BUMYCKY cepii abo micue
NpoBeLEHHS KOHTPO/IIO AKOCTI. (AiANbHICTb, 3a AKy
BiANOBiAAE BMPOGHMK/iMNOPTEpP, BKIOYAOUM BUMYCK
cepiii) - npMBeAEHHSA MiCLLe3HAX04KEHHS BUPOGHYMKA
N3y BignosigHicTb Ao CepTudikaty HBIM, BugaHoro
LepXnikcny60t0 YkpaiHu
95. | ENIPYBILUWNH- PO34MH ANA iH'ekwjii abo Tesa I3painb dapmaxemi b.B. Higepnaxngu BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3a UA/11806/01/01
TEBA iHdpy3in, 2 mr/mn, no 5 dapmaveBTikan 3MiHK | TURy - 3MiHa po3mipy cepii (BKtouyarum peyenmom
M, abo 10 mn, abo 25 IHpacTpi3 114, AianasoH po3Mipy cepii) roToBOro Jlikapcbkoro 3acoby

My donakoHi, no 1
p1aKkoHy B KAPTOHHI

- nofaBaHHs cepii po3mipom 450 n (18000 chrakoHiB)
0ns 06'emy 25 m/1. 3anponoHOBaHo: Big 24 1 go 260 n
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
KopooLi

(10400 dpnakoHis) Ta 450 n (18000 chnakoHiB); 3MiHK |
TUMY - 3MiHW Y NPOLIECi BUPOBHMLTBA rOTOBOIO
NikapcbKoro 3acoby, BKIOUaKUy NPOMKHUIA MPOAYKT,
LL|0 3aCTOCOBYETLCSA MPU BYUPOGHULTBI FOTOBOrO
NiKapCbKOro 3acoby - BHECEHHSA 3MiH A0 onucy
BMPOBHNYOro Npouecy - AoAaBaHHA CTafil OropTaHHs
dhnakoHiB pykaBOM; BHECEHHS HE3HAYHUX
peakuiiiHnx 3MiH fo nigposginy 3.2.P.3.3. Onuc
BMPOGHNYOr0o NpOoLeCy Ta KOHTPOJII0 NPOLLECY; 3MiHM |
TUMy - 3MiHa 6yAb-KOT YaCTUHU MaTepiasly NepBUHHOT
YMakKoBKU, LLIO HE KOHTaKTYE 3 rOTOBUM JT1iKapCbKUM
3aco60M - BBEIEHHA OMUCYy MaTepiany pykasa
tonakoHy (PVC); 3a3Ha4eHHs1 anlbTepHaTUBHOIO
marepiany pykasa tnakoHy (OPS) 3 BignosigHumMu
3miHamu y po3gini 3.2.P.7. Cuctema
KOHTeliHep/3aKynoptoBa/ibHWI 3aci6; BHECEHHS
He3HaYHMX pefakUiiHiX 3MiH; 3MiHW | TUNY - NofaHHA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponeinchkii
hapmakxonei Ne R1-CEP 2008-040-Rev 00 ans gitouoi
peyosuHu Epirubicin hydrochloride Big Bxe
3aTBEPAKEHOIO BUPOOHMKA; 3MiHW | TUMY - BUTYUYEHHS
BMPOBGHUYOT AiNbHULI (BKNOYaoUW AinbHULi ana Adl,
NPOMDKHOro NPOAYKTY abo roToBOro /ikapcbKoro
3ac00y, AiNbHULI AN18 NPOBEAEHHS NaKyBaHHS,
BMPOGHWKA, BiANOBiAaILHOMO 3a BUMYCK cepil, MicLe
NpoBeeHHs KOHTPOIO cepii) abo noctavanbHUKa
BVXiHOTO Marepiany, peareHTy abo AONOMiXHOT
PEYOBWHW - BUNYYEHHS] BUPOBGHUKA AiH04OT PeyOBUHN
Epirubicin hydrochloride - Zhejiang Hisun
Pharmaceutical Co.Ltd. China; 3miHu | Tuny - 3miHa y
napameTpax cneuudikauii Ta/abo JONyCTUMUX MEX,
BM3HAYeHNX Y cneuudikauisx Ha A®l, abo
BMXigHWA/NPOMDKHWIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYHOTbCS Y npoueci BUpobHuytea Adl -
BWUNYYEHHS 3i cneuudikayii Aito4oi peyoBuHU
Epirubicin hydrochloride nokasHukis BUpo6Huka
Zhejiang Hisun Pharmaceutical Co.Ltd. China
(BUNYYEHHS BUPOGHMKA); 3MiHW | TUMY - 3MiHW,
noB's3aHi 3 HEOOXIAHICTIO MPVBEAEHHS Y BiANOBIAHICTb
[0 MoHorpadii dY abo €Bponeiicbkoi hapmakoner,
abo iHWOI HauioHas1bHOI hapmakonei aepxasn €C -
3MiHM y cneumdikauii gitoyoi peyouHu Epirubicin
hydrochloride 3a nokasHukom "Mikpo6ionoriyHa
yucToTa" — NpuBELEHHs A0 BUMOT MOHorpadii 2.6.12
EP (3amiHa 3aranbHoi KinbKocTi Me30dinis i rpubis Ha
TAMC i TYMC); 3MiHu | TUNY - 3MiHa Yy napameTpax

cneumdikauii Ta/abo JONYCTUMUX MEX, BU3HAYEHUX Y




Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
cneuudikauisx Ha A®l, abo BUXigHWIA/NPOMIXKHWIA
npoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLECi
BMPO6HMLTBA AP - 3MiHM Y cneuwudikauii gitoyoi
peyoBuHu Epirubicin hydrochloride 3a nokasHukom
"MikpobionoriyHa uncroTa”, a came gogasaHHs TYMC
B AKOCTi CTaH4apTHOrO BUNPOBOBYBaHHSA, sike paHilue
6yn0 YacTMHOW BUNPOBOBYBAHHSA 2-T0 PiBHSA, 6e3
3MiHW KpUTEPITB NPUAHATHOCT
96. | EPEBPA® TabneTku cy6niHrBasbHi TOB "TEOJIK YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHiX MmaTtepianis: 3MiHu | 6e3 UA/12485/01/01
no 0,02 r; no 10 dAPM TMNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHSI peyenma
Tabnetok y 6nictepi; no MAPKETUHI Ta/abo agpecu MicuUs NPOBaKEHHSA AiSNbHOCTI
1 a6o no 2 6nictepu B reyn" BMPOGHMKa/imnopTepa roToBoro fikapcbkoro 3acoby,
nauui 3 kapToHy; no 20 BK/IIOHA0UM AiNbHULI BUMYCKY cepii abo micue
Tabnetok y 6nictepi; no NPOBELEHHS KOHTPOJIIO AKOCTI. (4iANbHICTb, 3a AKy
1 6nicTepy B mauui 3 BiANOBIAAE BMPOGHMK/iMNOPTEpP, BKIOYAOUM BUMYCK
KapTOHY cepiid) - 3MiHa aapecy BUpo6HUuKa 13 y 38’'A3Ky 3
nepenmeHyBaHHAM BY UL
97. EPO/IH® Tabnetku no 10 mr; no 5 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu 11 6e3 UA/6527/02/01
a6o 10 TabneTok y dapmaleBTUYHNIA dapmaLeBTUYHNIA TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peyenma
6nicTepi; no 1 6nictepy 3asog ErIC 3asog ErIC thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
B KapTOHHI1 kopobuj; no 3000B'A3aHb Ta YMOB BuJaui peecTpauiiHoro
10 TabneTok y 6nicTepi; NocCBigYeHHs, BKYatoum MaaH ynpasniHHA py3nkamu
no 3 6nictepu B (3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€)
KapTOHHI navui nofasibLLIOro 06r'pyHTYBaHHS HOBYMW AOAATKOBUM
[aHUMK, L0 MatoTb HaAaBaTUCA KOMMETEHTHNM
OpraHoMm, OCKifIbKM BUMaraeTbCs CyTTEBA OLjiHKa
KOMNEeTeHTHUM OpraHoMm) - BrkoHaHHA 3060B'A3aHb
BIANOBIAHO A0 NiANYHKTY 2.3 NYHKTY 2 goaatky 15 o
MopsiaKy NPOBEAEHHST EKCNEPTU3M peecTpaLinHmx
marepianiB Ha nikapcbki 3acobu, Lo noaaTbCs Ha
LepXaBHY peecTpaLito (nepepeecTpaLito), a Takox
eKCnepTn3n matepianis Npo BHECEHHS 3MiH [0
peecTpauiiHux maTepiasnis NpoTArom Aii
peecTpaLiiHoro nNocBiAYeHHs, 3aTBEPAXKEHOIO
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakui
Hakasy MO3 Big 23.07.2015 Ne 460)
98. ECMA-NINOH® TabneTku, BKPUTI Ecnapma Mv6X HimeuunHa BUPOBHULTBO HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/4179/01/02
600 060/10HKOI0, M0 600 Mr Hepo3dghacoBaHoro 3MiHK | TNy - 3MiHWM BUNPOBYBaHb ab0 AOMYCTUMUX peyenmom
no 10 TabneTtok y NPOAYKTY, MeX, BCTaHOBJ/IEHMX Y cneumaikauisx, nig yac
6nictepi; no 3 6nictepu nepBuHHE BMPOBHULTBA FOTOBOrO NiKapCbKoro 3acoby -
B KAPTOHHIl ynakoBLii nakyBaHHs1, BW/TyYEHHS1 HECYTTEBOrO BUNPOOYBaHHSA B NPOLECI
BTOPUHHE BMpo6HMUTBa (p. 3.2.P.3.3. In-process-controls) Tect
nakyBaHHs, "KinbkicHe B13HauYeHHs", y 3B'A3KY 3 NPOBEAEHHAM
KOHTPO/1b SIKOCTI, 1070 NP KOHTPO/i FOTOBOTO NPOAYKTY
BUNYCK cepil:
dapma

BepHirepoge
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs
'M6X, HimeuyunHa,;
nepBuHHE
nakyBaHHs,
BTOPVHHE
nakyBaHHS:
ecnapma ®apma
Cepsices 'M6X,
HimeuyunHa
99. ECMIM NOPOLLOK AN1s POTEK NTA AHrnis CTEPUN-[)KEH IHais BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/12272/01/02
NPUroTyBaHHSA PO3UNHY NAN® 3MiHU | TUMY - BHECEHHA YTOUYHEHHS A0 PO34iny peyernmom
Ans iH'ekuii no 1,0 r; no CAMEHCU3 (M) “3asBHWK", HA TUTYNbHIV CTOPIHL METOAIB KOHTPO/O
1 cknsiHoMy chbnakoHy 3 nTa AKocTi, po3gin «padmyeckoe n3obpaxeHne
MOPOLLKOM, Y KapTOHHIiiA yNakoBKW» 3aMiHEHO PO37inoM «MapKnpoBka»
Kopo6ui; Mo 10 cKASHNX
h/1aKOHIB 3 MOPOLLKOM, Y
KapTOHHII Kopo6Lyi
100. ECNIM NOPOLLIOK A4/1A POTEK NTA AHrnis CTEPUN-OXEH IHAisA BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: - UA/12273/01/02
NPUroTyBaHHA PO3UNHY NAN® 3MiHW | TUMY - BHECEHHA YTOUYHEHHS A0 PO34iny
ons iH'ekuii no 1,0 r; in CANEHCU3 (M) “3asiBHUK", HA TUTY/bHIl CTOPIHL METOAIB KOHTPO/IO
bulk: no 50 a6o 100 nTa AKOCTI, po3gin «padmyeckoe n3obpaxeHve
CKNAHUX (pr1akoHiB 3 YMakoBKM» 3aMiHEHO PO3AinoM «MapKupoBKa»
MOPOLLKOM, Y KapTOHHIiiA
YapyHKOBIli ynakoBLyji, B
KapPTOHHI Kopobui
101. EYTUPOKC TabneTtku no 25 MKr; no Mepk KraA HimeuunHa Mepk KlraA HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/8388/01/01
25 Tabnetok y 6iictepi; 3MiHK | TUNY - 3MiHK Woao 6e3nekn/ed)eKTMBHOCTI Ta peyenmom
no 2 abo no 4 6nictepn chapmakoHarnsgy. BeegeHHs abo 3miHn [o
B KapTOHHIii KopobLyi y3arasibHeHUX JaHvx npo cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHVX AaHNX NPo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaeHoT 0cobu,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnsay;
KOHTaKTHOI 0cobM 3 thapmakoHarnagy 3asBHuKa gns
3[iicHeHHs1 hapMakoHarsay B YkpaiHi, Ko BoHa
BiIMiHHA Bif, yNOBHOBaXKeHOI 0co6y, BifnoBifabHOI
3a 3gilicHeHHs1 hapmakoHaragy (Bkovarym
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MilLleHHi MacTep-
thaiina cuctemu hapmakoHarnagy) - 3miHa
YMOBHOBaXXEHOI 0COOU 3asiBHMKA AN 34IACHEHHS
chapmakoHarnsgy, 3miHa KOHTaKTHUX JaHnX
ynoBHOBaXeHOT ocobu. MNMponoHoBaHa peaakuis: Dr.
Sabine Hackel. 3MiHa KOHTaKTHOI 0CO6M B YKpaiHi,
YNOBHOB&)XXEHOT 0CO6U 3asBHUKA A5 3A4IACHEHHSA
dhapmakoHarnsgy. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI oco6u.
MponoHoBaHa pepakuis: PoctokiHa OneHa
MukonaiBHa
102. EYTUPOKC TabneTku no 50 MKr; no Mepk KlraA HimeyunHa Mepk KlraA HimeyunHa BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 3a UA/8388/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsio4YeHHs1

25 Tabnetok y 6nictepi;
no 2 a6o no 4 6nicrepn
B KapTOHHIi1 kopobu,i

3MiHM | Tuny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3arasibHeHNX JaHnx Npo cuctemy dapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX A@HUX NPO cucTemMy
thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi ocoowu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA thapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka ons
3AilicCHeHHs hapMakoHarnagy B YkpaiHi, K0 BOHa
BiAMiHHA BiJ, yNOBHOB&XeHOI 0c06w, BifNoBiAaIbHOI
3a 3[jiicHeHHs1 hapMakoHaraay (BkiKyarum
KOHTaKTHIi faHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
thaiina cuctemu papmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHUKA ANA 3A4ICHEHHS
hapmakoHarnsgy, 3MiHa KOHTaKTHUX JaHuX
yMoBHOBaXeHOT ocobu. MNponoHoBaHa pedakuis: Dr.
Sabine Hackel. 3miHa KOHTaKTHOT 0CO6U B YKpaiHi,
YNOBHOBaXXEHOI 0COBU 3asBHUKA A1 3A4IACHEHHS
dhapmakoHarnsgy. 3MiHa KOHTaKTHUX AaHux
KOHTaKTHOT ocobu.
MponoHoBaHa pepfakuis: PoctokiHa OneHa
MwukonaiBHa

peyenmom

103.

EYTUPOKC

TabneTky No 75 MKr; no
25 Tabnetok y 6nictepi;
no 2 abo no 4 6nicrepn
B KapTOHHIi1 kopobui

Mepk KlraA

HimeyunHa

Mepk KlraA

HimeyunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3araslbHeHUx faHvx npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX NPO cUcTeEMy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocobwu,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs1 hapMakoHarisay B YKpaiHi, AKLo BoHa
BiAMiHHA Bif YyNOBHOBaXKeHOI 0cobw, BignosigabHOT
3a 34jiicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLeHHi MacTep-
(paiina cuctemu hapmMakoHarnsay) - 3miHa
YNOBHOB&XeHOT 0CO6M 3aBHUKA 4115 34iACHEHHSA
thapmakoHarnsgy, 3miHa KOHTaKTHUX JaHnx
YNOBHOBaXeEHOT 0co6u. MNponoHoBaHa pefakuis: Dr.
Sabine Hackel. 3MiHa KOHTaKTHOI 0CO6M B YKpaiHi,
YMOBHOB&XeHOT 0c06M 3asiBHUKA 4715 3LiACHEHHS
dhapmakoHarnsgy. 3MiHa KOHTaKTHUX AaHux
KOHTaKTHOI oco6u.

MponoHoBaHa pefakuis: PocTokiHa OneHa
MukonaiBHa

3a
peyenmom

UA/8388/01/03

104.

EYTUPOKC

Tabnetkun no 100 mkr; no
25 TabneTok y 6nicTtepi;
no 2 a6o no 4 6nictepu
B KapTOHHIi kopobui

Mepk KlraA

HimeyunHa

Mepk KlraA

HimeuunHa

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:
3MiHM | Tuny - 3MiHK Woao 6e3neku/edpekTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu fo
y3arasibHeHuX AaHux Npo cuctemy hapmakoHarnsgy

3a
peyerimom

UA/8388/01/04
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsio4YeHHs1

(BBEAEHHSA Y3araslbHEHVX A@HNX NPO cucTemy
thapmakoHarnagy, 3miHa ynoBHOBaXKeHoi ocoowu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA thapmakoHarnagy;

KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka ons
3AiliCHeHHs hapMakoHarnagy B YkpaiHi, K0 BOHa
BiAMiHHA Bif, yNOBHOB&XeHOI 0c06y, BifNoOBiAaIbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (BkiKyakum
KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
thaiina cuctemu papmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHUKA A5 3A4ICHEHHS
hapmakoHarnsgy, 3MiHa KOHTaKTHUX JaHuX
yMoBHOBaXeHOT ocobu. MNponoHoBaHa pedakuis: Dr.
Sabine Hackel. 3miHa KOHTaKTHOT 0CO6U B YKpaiHi,
YNOBHOBaXXEHOI 0COBU 3asBHUKA A1 3A4IACHEHHS
dhapmakoHarnsgy. 3MiHa KOHTaKTHUX AaHux
KOHTaKTHOT ocobu.
MponoHoBaHa pefakuis: PoctokiHa OneHa
MwukonaisHa

105.

EYTUPOKC

Tabnetku no 125 mkr; no
25 Tabnetok y 6nictepi;
no 2 abo no 4 6nictepn
B KapTOHHIi1 kopobui

Mepk KlraA

HimeyunHa

Mepk KlraA

HimeyunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX faHvx Npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX NPO cucTeMy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocobwu,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[jicCHeHHs1 hapMakoHarisay B YKpaiHi, SKLo BoHa
BiAMiHHA Bif YyNOBHOBaXKeHOI 0cobw, BignosigaibHOT
3a 3fjiicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
(paiina cuctemu hapmMakoHarnsay) - 3miHa
YNOBHOB&XeHOT 0CO6M 3asBHUKA AN15 34iACHEHHSA
thapmakoHarnsgy, 3miHa KOHTaKTHUX JaHnx
YNOBHOBaXeHOT 0cobu. NponoHoBaHa peakuis: Dr.
Sabine Hackel. 3MiHa KOHTaKTHOI 0CO6M B YKpaiHi,
YMOBHOB&XXeHOT 0c06M 3asiBHUKA 4715 3LiACHEHHS
dhapmakoHarnsgy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI oco6u.

MponoHoBaHa pefakuis: PocTokiHa OneHa
MukonaiBHa

3a
peyenmom

UA/8388/01/05

106.

EYTUPOKC

Tabnetkun no 150 mkr; no
25 TabneTok y 6nicTepi;
no 2 a6o no 4 6nictepu
B KapTOHHIi kopobu,i

Mepk KlraA

HimeyunHa

Mepk KlraA

HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHM | Tuny - 3MiHK Woao 6e3neku/edekTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MmiHu fo
y3arasibHeHVX AaHux npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPO cucTemy
hapmMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT 0cobu,
Bi4NOBIAA/IbHOI 32 34iCHEHHST hapMakoHarnsay;

3a
peyerimom

UA/8388/01/06




Hassa

Popma sunycky

3asBHUK

Kpaina

82

n/n JliKapcbKo20

3acoby

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20

107.

3ABEAOC®

niodpinizaTt ons posynHy

Mdpaiizep IHK

CWA

KOHTaKTHOI 0CO6M 3 thapmakoHarnsaay 3assHuka a1
3AiliCHeHHs hapMakoHarnagy B YkpaiHi, K0 BOHa
BiAMiHHA BiJ, yNOBHOB&XeHOI 0c06y, BifNoBiAaIbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHIi faHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6OU 3asBHUKA A5 3A4ICHEHHSA
hapmakoHarnsgy, 3MiHa KOHTaKTHUX JaHuX
yMoBHOBaXeHOT ocobu. MNponoHoBaHa pedakuis: Dr.
Sabine Hackel. 3miHa KOHTaKTHOT 0CO6U B YKpaiHi,
YNOBHOBaXXEHOI 0COBU 3asBHUKA A5 3A4IACHEHHS
dhapmakoHarnsgy. 3MiHa KOHTaKTHUX AaHux
KOHTaKTHOI ocobu.
MponoHoBaHa pefakuis: PoctokiHa OneHa
MuikonaisHa

nocBi0O4Y€eHHs1

108.

SEPKAJIH®

LN iHgysii no 5 mr; 1
dhnakoH 3 niodpinizatom
B KapTOHHI1 kopobui

PO34mH HaLLKipHWiA, 1 %

AapaH-

Xopsaris

AkTasic Itanis
C.n.A.

ITanis

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianiB:3miHu |
TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiNbHOCTI
BUPOGHMKa/iMnopTepa roToBoro Jikapcbkoro 3acoby,
BK/IOYA0UM AiNbHUL BUMYCKy cepii abo micue
NpoBeLeHHS KOHTPO/IIO AKOCTI. (AiANbHICTb, 3a AKy
BignoBigae BUPOGHMK/IMNOPTEP, BKIOHAKOUM BUNYCK
cepii) - 3MiHa agpecun MicLUs NPOBaKEHHS AiSNbHOCTI
BMpo6HUKa AkTasBic ITania C.n.A., Itania N13 6e3 3miHu
MicLsi BUpOBHULTBA

3a
peyenmom

UA/9322/01/01

109.

3MPOMUH

no 30 mny CKnssHOMY
thnakoHi; no 1 dpnakoHy
B KapTOHHIi kopobu,i

TabneTku, BKpUTI

[aneHcbkuii

Na6opaTopiit 4.4,

AopaH-
[aneHcbknii

Na6opaTopiit 4.4,

Xopsaris

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasnis: 3miHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3acib.
CT1abinbHICTb. 3MiHa y TepMiHax npuaartHocTi abo
ymoBax 36epiraHHs roToBOro NikapCcbkoro 3acoby

(36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
niKapcbKoro 3acoby) - [11s Toprosoi ynakoBku
(nigTBEPAXYETLCA AaHMMK peasibHOro Yacy)
36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
NiKapcbKoro 3aco6y Ha OCHOBI MO3UTUBHUX
pes3ynbTaTiB A4OBrOCTPOKOBUX AOC/iIAKEHD
cTabiNbHOCTI Yy peasibHOMY Yaci: 3aTBepXEHO: 2 pPOKU

3anponoHoBaHo: 3 pokW. BBeaeHHS 3MiH NpOTAroM 6-

TN MiCALiB NicNs 3aTBEPAKEHHS.

3a
peyerimom

UA/12443/01/01

NNiBKOBOI 060/I0HKOIO,
no 500 mr no 3 TabneTtkn
y 6nicTepi, no 1
6nicTepy B KAPTOHHIl
KopoobUi

YOPA[,
MEAMLIH
NIMITEL,

Benuka
BputaHis

Biochapma lnau
CaH. Be Tigx.
A.W., TypeyuunHa,;

yorPna

MEAOVLUWVH INAY
CAH. BE TIXK.
A.U., TypeuumHa

TypeyunHa

BHECEHHS 3MiH [10 peecTpaLiiiHx maTtepianis: 3miHu |
TUny - AAMIHICTPATMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa NPOBamKeHHs 4isfIbHOCTI
BMPOOGHVKa/imnopTepa rotToBoro Nikapcbkoro 3acoby,
BK/IIOYAt0UM AiNbHUL BUNYCKy cepii abo micue
NpoBeAEeHHS KOHTPOJIHO SKOCTI. (AiSANbHICTb, 3a SKy
BiANOBiAAE BMPOGHMK/iMNOPTEP, BKIOYAOUM BUMYCK
cepiii) - 3MiHa agpecy BUPOBHUKa, 6€3 3MiHU MicLs

3a
peuenmom

BMPO6GHMUTBA

UA/12748/01/01
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n/n

110.

Hassa
JliKapcbKo20
3acoby

30/TOMNEHT®

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsio4YeHHs1

111.

TabneTku, BKPUTI
060/10HKOIO,
KMLLKOBOPO34MHHI No 40
Mmr, no 14 TabneTok y
6nictepi; no 1 6nictepy
Y KapTOHHIli ynakoBLyj;
no 10 Tabnetok y
6nictepi; no 3 6nictepu
Y KapTOHHIli ynakoBLi

TOB "KYCYM
PAPM"

YKpaiHa

TOB "KYCYM
PAPM"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:
3MiHV | TUNY - NpuBefeHHs cneuudikaLlii rotoBoro
nikapcbKoro 3acoby TecTty "PO3UnHeHHS" y
BiANoBiAHICTb A0 MOHOrpadii Pantoprazole Sodium
Delayed-Relrase Tablets USP TecTy; 3MmiHuM | Tuny -
nprBeAeHHs METOAIB BU3HAYEHHS TeCTy
"O[HOPIAHICTL 030BaHUX OAMHULBL" Y BigNOBIAHICTb
[0 moHorpadii Pantoprazole Sodium Delayed-Relrase
Tablets USP TecTy; 3MiHM | TUNY - npuBeAeHHsA
MeTOAjiB BU3HAYEHHS TeCTy «PO3UYMHEHHSA» Y
BiANOBIAHICTb A0 MOHOrpadii Pantoprazole Sodium
Delayed-Relrase Tablets USP TecTty; 3miHu | Tuny -
npuBeAeHH MEeTOAiB BU3HAYeHHS TecTy "CynpoBiaHi
OOMiLLKM" y BIAMNOBIAHICTL A0 MOHOTrpadil
Pantoprazole Sodium Delayed-Relrase Tablets USP
TecTy; 3MiHV | TUny - NpYBeAeHHA MeToAIB
BU3HaYeHHs TecTy "KinbkicHe BU3HaYeHHs" y
BiANOBIAHICTL A0 MOHOrpadii Pantoprazole Sodium
Delayed-Relrase Tablets USP Tecty

3a
peyenmom

UA/9814/01/01

112.

30/JI0OMEHT®

TabneTkn, BKPUTI
060/10HKOI0,
KMLLKOBOPO34MHHI 1o 20
mr; no 14 TabneTok y
6nicTepi; no 1 6nictepy
Y KapTOHHIi1 ynakoBLi

TOB "KYCYM
DAPM"

YkpaiHa

TOB "KYCYM
DAPM"

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiHiX maTtepianis:
3MiHM | TUNY - NpuBEAEeHHS cneuudikallii roToBoro
nikapcbKoro 3acoby Tecty "PO3UMHEHHA" y
BiANOBIAHICTb A0 MOHOrpadii Pantoprazole Sodium
Delayed-Relrase Tablets USP TecTty; 3miHu | Tuny -
nprBeAeHHs METOAIB BU3HAYEHHS TECTy
"OAHOPIAHICTb A030BaHNX OAUHULL" Y BiANOBIAHICTb
[0 MoHorpadii Pantoprazole Sodium Delayed-Relrase
Tablets USP TecTy; 3MiHY | TUNY - NpuBeAeHHS
METOAjB BU3HAYEHHS TECTY «PO3UYNHEHHS» Y
BiANOBIAHICTL A0 MOHOrpadii Pantoprazole Sodium
Delayed-Relrase Tablets USP TecTty; 3miHu | Tuny -
npuBeLeHHs MeToAiB BU3HaYeHHs TecTy "CynpoBiaHi
AOMiLKM" y BIAMOBIAHICTb A0 MOHOrpadii
Pantoprazole Sodium Delayed-Relrase Tablets USP
TecTy; 3MiHu | TUNY - NpuBeAEHHA METOZIB
BM3Ha4YeHHs TecTy "KinbkicHe BU3HaueHHs" y
BiANoBIAHICTb A0 MOHOrpadii Pantoprazole Sodium
Delayed-Relrase Tablets USP Tecty

3a
peyerimom

UA/9814/01/02

IBONTUH®

TabneTku, BKpUTI
nNiBKOBOI 060/0HKOIO,
80 wr, no 20 TabneTok y
6nicTepi; no 5 6nictepis
Y KapTOHHii1 kopobu,; no
10 TabneTok y 6nictepi;

ABGOTT
Nab6opaTtopi3
m6X

HimeyunHa

BVMPOGHMLTBO,
nakyBaHHs,
KOHTPO/b SKOCTI
Ta BUNYyCK cepil:
A66BI [joiiunaHg,

HimeuunHa/
Ipeuis

BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis:
3MiHK | TUNY - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MmiHu o
y3aras/ibHeHVX JaHux Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX A@HWX NPO cucTemMy

v6X i Ko. KT, thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi ocobw,

no 10 6nicTepiB y HimeuuunHa; BiANOBIAANLHOI 3a 34iiCHEHHA hapmakoHarnagy;
KapTOHHI Kopo6Lyi BUPOGHMLTBO, KOHTaKTHOI 0c06M 3 hapmakoHarnsay 3asBHUKa 415
nakyBaHHs, 3[iiCHeHHs1 hapMakoHarsay B YKpaiHi, Ko BoHa

3a
peyenmom

UA/7175/01/02
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
KOHTPO/b AKOCTI BiIMiHHA Bif, yNOBHOBaXKeHOI 0c06W, BifNOBiAabHOI
Ta BUNyck cepii: 3a 3fjiicHeHHs hapmakoHarnsgy (Bkovatoun
damap A.B.E. KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLeHHI MacTep-
AHTOYCCa MNnaHT, (paiina cuctemu papmMakoHarnsay) - 3miHa
Ipeuis KOHTaKTHOI 0CO6U 3asBHUKA A5 3AIACHEHHS
thapmakoHarnsgy B YkpaiHi. NponoHoBaHa pefakuis:
Kizim Onbra €sreHiBHa. 3MiHa KOHTakTHUX AaHUX
KOHTaKTHOI 0CO6U 3asBHUKA A5 3AIACHEHHSA
dhapMakoHarnsay B YkpaiHi
113. I3ONTUH® SR Tabnetku, A660TT HimeuyunHa BUPOGHMLTBO, HimeuunHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/7175/03/01
NPOJIOHrOBaHoI Aii No Na6opatopis nakyBaHHs, Ipeuis 3MiHM | TUny - 3MiHK Woao 6e3nekn/ethekTNBHOCTI Ta peyenmom
240 wr, no 15 TabneTtok v6X KOHTPO/b AKOCTI thapmakoHarnsgy. BeegeHHs abo 3miHv o
y 6nictepi; no 2 Ta BUNyCK cepil: y3araslbHeHNX AaHux Npo cuctemy apmakoHarnsgy
6nicTepy y KapTOHHIl A66BI [oliunaHg, (BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTeMy
KOpoo6Li v6X i Ko. KT, thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocobwu,
HimeuuunHa; BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
BUPOOGHMLTBO, KOHTaKTHOI 0CO6U 3 chapmakoHarnsay 3asiBHuKa 415
nakyBaHHs, 3[iicCHeHHs hapMakoHarisay B YKpaiHi, SKLo BoHa
KOHTPO/b AKOCTI BiAMiHHA Bif YyNOBHOBaXKeHOI 0cobw, BignosigaibHOT
Ta BUNycK cepii: 3a 3fjiicHeHHs thapmakoHarnsagy (Bknoyarum
damap A.B.E. KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
AHTOYCCa MNnaHT, (paiina cuctemu hapmMakoHarnsay) - 3miHa
Ipeuis KOHTaKTHOI 0CO6Y 3asBHVKa 415 30iACHEHHSA
thapmakoHarnsgy B YkpaiHi. NponoHoBaHa pefakuis:
Kizim Onbra €sreHiBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0CO6Y 3asBHVKa 415 30iACHEHHSA
dhapMakoHarnsay B YkpaiHi
114. IHAIPAB niogpinizoBaHwii TOB "dapma YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/15402/01/01
BAKUMHA NMOPOLLIOK A/151 PO3UYUHY Nandg" Nandy", Ykpaina 3MiHM | TRy - 3MiHa agpecu Micus NPoBaKeHHS peyenmom
AHTUPABIYHA 015 iH'EKUIA He MeHLue (nakyBaHHS i3 AisnbHOCTI BUpo6bHuka dpopmu in bulk; 3miHu | Tuny -
OYULLEHA, 2,5 MO/pno3a y thnakoHi opmum in bulk 3MiHa afgpecu Micusi NPOBaKEHHS AiS/IbHOCTI
IHAKTUBOBAHA | Ta po3unHHuk (0,5 mn) B hipMmn-BMPOGHMKa BMPOGHMKA Ait040i PEYOBUHN
amnyni Ne 1 a6o Ne 10 Bxapart bioTtek
IHTEepHeLwHN
Nivitea, Hain)
115. IHAOMETALUWVH cynosuTopii no 50 mr no AT "Cothapma” Bonrapis AT "Cothapma” Bonrapis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/10242/01/01
CODPAPMA 6 cynosuTopiis y cTpuni; 3MiHM | TUny - 3MiHK WoAo 6e3nekn/ethekTUBHOCTI Ta peuyenmom
no 1 cTpuny B KapTOHHIA thapmakoHarniagy. BeegeHHs abo 3MiHu Ao
nauli y3araslbHeHUx faHvx npo cuctemy chapmakoHarnagy
(BBEIEHHSA Y3araslbHEHUX AaHWX NPo cucTemy
hapMakoHarnsgy, 3amMiHa yrnoBHOBaXXeHOT 0coou,
BiANOBIAANbHOI 3a 34ilicCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0Co6U 3 thapmakoHarnsay 3asBHuKa Anas
3[iicHEeHHSs dpapMakoHarnisay B YkpaiHi, SKLWO BOHA
BiIMiHHA BiJ, yNOBHOBaXXeHOI 0c06W, BifNOBiAabHOI
3a 34ilicHeHHs thapmakoHarnsgy (Bkiyaoum
KOHTaKTHi flaHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
(paiina cuctemu hapmMakoHarnsay) - 3miHa
yMOBHOBaXXEHOI 0CO6M 3as1BHYVKA, BiAMnoBiAa/IbHOT 3a
3pificHeHHs hapmakoHarnisgy: NMponoHoBaHa
pepakuis — CeeTnaHa Cnacosa / Svetlana Spasova.
3MiHa KOHTaKTHUX AaH1X YNOBHOBAXEHOI 0CO6U
116. | IHOOMETALVH Masb 10 % no 401y AT "Codpapma" Bonrapis BMPOGHMLTBO Bonrapis BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 6e3 UA/2304/01/01
CODPAPMA Ty6i; no 1 1y6i B Hepo3dacoBaHoi 3MiHK | TUNYy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenma
KapTOHHIN nayui npoAyKUii, thapmakoHarnsgy. BeegeHHs abo 3miHv o
nepBuHHa Ta y3arasibHeHNX JaHnx Npo cucTemy dapmakoHarnsgy
BTOPVHHA (BBEAEHHSA y3araslbHEHVX A@HUX NPO cucTeMy
ynakoska: AT thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi ocobw,
"Cocpapma”, BiANOBIAA/LHOI 3a 34iliCHEHHA hapmakoHarnagy;
Bonrapisi; no3sin KOHTaKTHOI 0co6M 3 hapmakoHarnsay 3asBHuKa A5
Ha BUMYCK cepil: 3AiiCHEHHS dhapMakoHarnsay B YkpaiHi, KO BOHA
AT "Codpapma”, BiAMiHHA BiJ, yNOBHOB&XeHOI 0c06y, BifnoBiAabHOI
Bonrapis 3a 3[jiicHeHHs1 hapMakoHarniaay (Bkiyarum
KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6M 3as1BHYMKA, BiANOBIAa/IbHOT 3a
3piicHeHHs hapmakoHarnsgy: MponoHoBaHa
pepakuis — CBeTnaHa Cnacosa / Svetlana Spasova.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0Co6U
117. | IHCMPA® Tabnetkun, BKpUTI Mdpaiizep IHK. CLUA BMPOGHMLTBO CLUA/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/3752/01/01
NniBKOBOI 000/I0HKOH, npenapary "in PpaHuis 3MiHK |l TNy - 3MiHW [0 IHCTPYKLUIT 418 MeANYHOro peyenmom
no 25 wr, no 10 bulk", nepsuHHe 3acToCyBaHHA A0 po3AiniB "®apmakonoriyHi
TabneTtok y 6nictepi; no nakyBaHHs Ta BnacTmBocTi", "MpoTunokasaHHs", "B3aemogis 3
3 6ricTepu B KAPTOHHIl KOHTPO/1b SAKOCTI: iHLWIMMKW NikapcbkvMKU 3acobamMu Ta iHLWi BUan
KopooLi Heoncdhapma IHk., B3aemogiit”, "Cnocib 3acTtocyBaHHs Ta fo3u", "Mo6iyHi
CLA; peakuii”. BBefeHHA 3MiH NpoTsarom 3-x micAuiB
BMPOGHMLITBO nicns saTBepAKeHHs
npenaparty "in
bulk", Ta KOHTPO/Ib
skocTi: MNdpalizep
dapmactoTikana
NNC, CUWA,
BUNYCK cepil,
nakyBaHHs,
MapKyBaHHS,
KOHTPO/b SKOCTI
npv BUNYCKY:
dapeBa Ambyas,
DpaHuis
118. | IHCMNPA® TabneTku, BKpUTI Mcpaiizep IHK. CLIA BMPOGHULITBO CLUA/ BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3a UA/3752/01/02
NNiBKOBOI 060JI0HKOO, npenapary "in dpaHuis 3MiHK |l TUny - 3MiHK [0 IHCTPYKUIT 419 MegNYHOro peyenmom

no 50 wr, no 10
TabneTtok y 6nictepi; no
3 6AicTeEpPN B KAPTOHHIN

bulk”, nepsuHHe
nakyBaHHs Ta
KOHTPO/1b SIKOCTI:

3acToCyBaHHA [0 po3AiniB "®apmMakonoriyHi
BnacTmsocTi", "MpoTunokasaHHs", "Bsaemogis 3
iHLUMMK NiKapCcbKMK 3acobamim Ta iHWi BUAN




Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
KopooLi Heondhapma IHk., B3aemogiit”, "Cnocib 3acTtocyBaHHs Ta fo3u", "MobiuHi
CLA; peakuii”. BBefeHHA 3MiH NpoTarom 3-x micAuiB
BMPOGHMLITBO nicns saTBepApKeHHs
npenaparty "in
bulk", Ta KOHTPO/Ib
akocTi: MNdpaiizep
$apmactoTikana
NNC, CUWA,;
BUMYCK Cepii,
nakyBaHHs,
MapKyBaHHS,
KOHTPO/1b SIKOCTI
npv BUNYCKY:
dapesa Ambyas,
PpaHuis
119. IHTErPUNIH PO34uH ANs iHQy3il, nakcoCMmiTKnsiAH Benuvka "nakco Benvka BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/5840/01/01
0,75 mr/mn; no 100 mn y Ekcnoprt JlimiTeg, BpuTanis OnepeiiwHc HOK BputaHis 3MiHW | TUny - 3MiHa Ha3BW BUPOOHUKa AdI peyenmom
dhnakoHi 3i ckia, no 1 Nimiten entTudgibaTnay, 6e3 3miHyM MicLs BUPO6GHMLTBA
(h1aKoHY B KapTOHHii
KopoobUi
120. IHPAHPUKC cycneHsia (DTPa-HBV- "nakcoCMmIiTKnsiiH Benvka "nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/16235/01/01
FEKCA™/INFANR | IPV) gns in’exuiin no 0,5 Ekcnopt Jlimiteg, BputaHis Bionogxikans C.A. 3MiHK | TUNy - 3MiHK 3 AkocTi. API. (iHLWWi 3MiHN) - peuenmom
IX HEXA™ mn (1 posa) Ta KOpeKTHe BUKadeHHs (hYHKLi BUPOOHNUMX caliTiB
KOMBIHOBAHA niodpinizat (Hib); 1 GSK Biologicals Rixensart Ta GSK Biologicals Wavre
BAKUVHA ANnd nonepegHL0 y po3gini 3.2.S.2.1 Manufacturer(s) sk BignoBiganbHUx
NMPODITAKTUKA HaMoBHEHWI 3a KOHTPO/Ib SIKOCTi Cy6CTaHLiT iHaKTMBOBAHOIO Bipycy
OUNOTEPII, oAHOopasoBuiA Wnpuy, (Mo noniomienity (QC Testing of IPV Bulk)
NMPABLA, 0,5mn (1 posa)) y
KALUJTHIOKY KOMMEKTi 3 ABOMA
(ALEENMONAPHN rofikamu Ta ps1akoH 3
N KOMMOHEHT), | niochinizatom (Hib) ans
FENATUTY B, 1 fo3u, WO 3MiwyTbes
noniomMmienity nepeg, BUKOPUCTaHHAM,
TA y NNacTukoBomy
3AXBOPHOBAHb, | koHTeliHepi; no 1 a6o no
3bYAHNKOM 10 nnacTmkoBmx
AKUX € KOHTEWHEPIB Y KapTOHHIi
HAEMOPHILUS KOpo6Li
INFLUENZAE
TNy B
121. IHPACYP® cycneHsis gns Padha I3painb OHI bioTek IHK. CWA BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis: 3MiHu | 3a UA/9667/01/01
iHTpaTpaxeasibHOro Na6opaTtopis NIT4 TMnNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peuenmom

BBefeHHs, 35 mMr/mn no
3mnabo6mMny
hnakoHi; no 1 dpnakoHy
B KapTOHHIiA navui

Ta/abo agpecu MicLs NPOBaKEHHS AiSNbHOCTI
BMPOOHMKa (BK/THOYAKOUK, 32 HEOOXIAHOCTI, MicLe
NpoBeeHHs1 KOHTPOSIO SIKOCTI), a60 BrlacHMKa
macTep-haiina Ha A®l, abo noctayanbHUKa
Ad|/BMxigHOro MaTepiany/peareHTy/npomiKHOro
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsio4YeHHs1

NPOAYKTY, L0 3aCTOCOBYIOTLCA Y BUPOOHULTBI AD]
(AKLL,0 3a3HAYEHO Y A0CLE Ha NiKapCcbKMid 3acib) 3a
BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI EBpONEChbkili
dhapmakonei y 3aTBepAkeHOMy A0Cbe, a60 BUPOOHYMKa
HOBOI AONOMDKHOT PeYOBUHU (SIKLLLO 3a3HAYEHO Y
[0CbE) - 3MiHA HaliMeHyBaHHs BUpobHUuka Ad|
hocchoninigis Ta npoTeiHiB, 6€3 3MiHU Micus
BMPOGHMLTBA. 3aTBEpAKEHO: «OHU VIHK.», CLLA.
3anponoHoBaHo: «OHW BuoTtak VHk.», CLUA. 3miHu |
TMNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy Micus NPOBaKEHHNA AISNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro fikapcbkoro 3acoby,
BK/IIOHA0UM AiNbHULI BUMYCKY cepii a6o Micue
NpoBeLeHHS KOHTPOJIIO AKOCTI. (4iANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK
cepii) - 3MiHa Ha3BW BUPOGHKKA, 6e3 3MiHM Micus
BMpo6HMLUTBA: 3atBepmxeHo: OHI IHk., CLUA, ONY
Inc., USA. 3anponoHoBaHo: OHI BioTek IHk., CLUA,
ONY Biotech Inc., USA. BBeieHHs1 3MiH NpOTArom 6-
TN MicALiB NicNs 3aTBEPAKEHHS.

122,

IPBECAPTAH

NMOPOLLIOK KpUcTanivyHmi
(cybeTaHuisn) B nakeTax
nonieTUNeHoBMX,
NaMiHOBaHWX aslloMiHiEM
0151 BUpO6HULTBA
HeCTepUbHUX
nikapcbkux chopm

AT "KWTBCBKIAT
BITAMIHHU
3ABOJ"

YkpaiHa

"UxeussaH Xyaxai
dapmaueBTikas
Ko., Nn1a."

Kutaii

BHECEHHS 3MiH [0 peecTpaviiiHiX MmaTtepianis: 3MiHu |
TMNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHSI
Ta/abo agpecu 3asBHMKa (BNacHUKa peectpayiiHoro
NoCBiAYEHHS)
3MiHa HaliMeHyBaHHS 3asBHUKA.
TepMmiH BBE,EHHS 3MiH NPOTAroM 6-T1 MicAUIB Micns
3aTBEPMAKEHHS

UA/12669/01/01

123.

KAMIIO nogua

nopoLok a6o KpucTanu
(cy6eTaHuisn) B nakeTax
nonieTNeHoBuX onsi
thapmaneBT14Horo
3aCTOCYyBaHHSA

AT "KUTBCBKMIA
BITAMIHHUIA
3ABOJ"

YKpaiHa

. Amcppeii
NabopaTopi3

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu |
TMny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHMKA (B/1aCHMKA peecTpaviiiHoro
NOCBIAYEHHS)
3MiHa HaliMeHyBaHHS 3asiBHMKa.
TepMiH BBE,EHHS 3MiH NMPOTAroM 6-TK MicAUiB nicns
3aTBEPKEHHS.

UA/14458/01/01

124.

KANIKO | MATHIHO
ACMAPATIHAT

PO34MH A5 iHQY3ii o
200 mn a6o 400 mn y
nnsLwKax

MpuBatHe
akuioHepHe
TOBapPUCTBO

"IHdy3ia"

YKpaiHa

MpuBatHe
akuioHepHe
TOBapUCTBO

"IHdy3ia"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu |
TUMy - 3MiHK 3 AKOCTi. [OTOBMIA Nikapcbkunii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHsi rOTOBOrO /likapCbKOro 3acoby

(36inbLUEHHst TEpMiHY NpUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - 415 TOprosoi ynakosku
(NiaTBEPOXYETLCA AAHUMU PEeasTbHOro Yacy) -

36iNbLUEHHS TepMiHYy NpuAaaTHOCTI /13 Ha OCHOBI

NO3UTUBHUX Pe3y/bTaTiB JOCAIMKEHHS CTabiNbHOCTI.

3aTtBepmkeHo: TepMiH npuaaTtHocTi 1 pik
3anponoHoBaHo: TepMiH NpPUAaTHOCTI 2 POKK

BBefieHHs 3MiH NpoTArom 6-T MicAUiB nicns

3aTBEPAKEHHS

3a
peyenmom

UA/16364/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
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3acoby 20
nocsio4YeHHs1
125. KAHABIT PO34unH AN4 iH'ekuiin, 10 BB dapwma a.c. Yecbka EliuBiEmM ®apma CnoBaubka BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/12630/01/01
mr/mn no 1 mna B amnyni Pecny6nika C.p.o. Pecny6nika TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom
KOPWYHEBOTO CKNa; Mo 5 thapmakoHarnagy. 3MiHU y KOPOTKill XxapakTepucTumui
amny BMiLLytOTb B NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLi
ynakoBky 3 nnisku PVC; 019 MEeANYHOTO 3aCTOCYBaHHA
no 1 nnacTukoBii reHepuyYHUX/ribpuaHNx/6ionodibHNX Nikapcbknx
ynakoBLi B KAPTOHHiIl 3aco06iB Nic/1s BHECEHHSA TiET camoi 3MiHN Ha
KopoobLi pechepeHTHWIA Npenapart (3MiHa He NoTpPebye HagaHHsA
XXOOHUX HOBUX JOAATKOBUX AaHMX) 3MiHW BHECEHi J0
IHCTPYKUIT y po3ain "Moka3aHHS". 3MiHN BHECEeHi [0
IHCTPYKLi y po3ainu: "dapmakonoriyHi BnacTmeocTi",
"B3aemogis 3 iHWMMWK flikapCbKuMy 3acobamu Ta iHLLi
BMAM B3aemogiin”, "Ocob/IMBOCTi 3aCTOCyBaHHA",
"Cnoci6b 3acTocyBaHHA Ta f031" (Y T. Y. LOAO CXeM
[,03yBaHHSA NiKapcbKoro 3acoby AiTam),
"Mepepno3sysaHHA", "Mo6iYHI peakuii” - Bi4NOBIAHO A0
pediepeHTHOro ikapcbkoro 3acoby Konakion MM 10
mg/ml, Konakion MM Paediatric 2 mg/0.2 ml.
BBefeHHA 3MiH NpoTAarom 3-x micsAuis nicns
3aTBEPKEHHS
126. | KAPMETAAUH TabneTkun, BKpUTI YOPNA TypeuunHa Inko Inay CaH. Be TypeuunHa BHECEHHS 3MiH [0 peecTpaviiiHiX MmaTtepianis: 3MiHu | 3a UA/14715/01/01
NNiBKOBOIO 060JI0HKOIO, MEAVUWH INAY Timk. A.LL., TMNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHSI peuenmom
3 MogucpikoBaHUM CAH. BE TIOX. TypeyuunHa, Ta/abo agpecyu Micus NPOBaKEHHS AISNbHOCTI
BVBiNIbHEHHAM, M0 35 Mr; A.LL. YOPNA BMPOGHMKa/imnopTepa roToBoro fikapcbkoro 3acoby,
no 30 Tabnetok y MEANUNH INAY BK/IIOYA0UM AiNbHULI BUMYCKY cepii abo micue
6nicTepi; no 2 6nictepu CAH. BE TIOX. NPOBELEHHS KOHTPOJIIO AKOCTI. (4iANbHICTb, 3a AKy
B KapTOHHIil kopobu,i A.LL., TypeuunHa BiANOBIAAE BMPOGHMK/iMNOPTEpP, BKIOYAOUM BUMYCK
cepiii) - 3MmiHa agpecy BUPO6HUKa, 6€3 3MiHU MicLs
BMPOGHMLITBA
127. KAPCUN® TabneTku, BKpUTI AT "Cothapma” Bonrapis BMPOGHMLTBO Bonrapis BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 6e3 UA/2773/01/01
060/10HKO10, N0 22,5 Mr Hepo3dg)acoBaHoi 3MiHK | TUNY - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenma
no 10 TabneTtok y NpoAyKUii, thapmakoHarnsgy. BeegeHHs abo 3miHv o
6nicTepi; no 8 6nictepis nepBrHHa Ta y3arajlbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy
Y KapTOHHI navui BTOPVHHA (BBEAEHHSA y3araslbHEHVX AaHNX NPO cucTemy
ynakoska: AT thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi ocobw,
"Cothapma”, BiANOBIAANLHOI 3a 34iiCHEHHA hapmakoHarnagy;
Bonrapisi; no3sin KOHTaKTHOI 0c06M 3 hapmakoHarnsay 3asBHUKa 415
Ha BUMYCK cepil: 3AiicHEHHS hapMakoHarnisay B YkpaiHi, KO BOHA
AT "Cocpapma”, BiAMiHHA BiJ, yNOBHOBaXeHOI 0c06y, BiANOBiAabHOI
Bonrapis 3a 3[jiicHeHHs1 hapMakoHarnagy (BkYarum
KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YyNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiAnoBiAa/IbHOT 3a
3pificHeHHs hapmakoHarnsgy: MponoHoBaHa
pepakuis — CeeTnaHa Cnacosa / Svetlana Spasova.
3MiHa KOHTaKTHMX AAaHWUX YNOBHOB&XEHOI 0cobun
128. KAPCU® Kancysv T1Bepgi no 90 mr AT "Codpapma” Bonrapis BMPOGHULITBO Bonrapis BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 6e3 UA/2773/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsio4YeHHs1

DOPTE

no 6 kancyn y é6nictepi;
no 5 6nictepis y
KapTOHHI nayui

Hepo3dacoBaHoi
NPOAYKUii,
nepBuHHa Ta
BTOPUHHA
ynakoska: AT
"Cocpapma”,
Bonrapisi; no3sin
Ha BUMYCK Cepii:
AT "Codpapma”,
Bonrapis

3MiHM | Tuny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3arasibHeHNX JaHnx Npo cuctemy dapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX A@HUX NPO cucTemMy
thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi ocoowu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA thapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka ons
3AilicCHeHHs hapMakoHarnagy B YkpaiHi, K0 BOHa
BiAMiHHA BiJ, yNOBHOB&XeHOI 0c06w, BifNoBiAaIbHOI
3a 3[jiicHeHHs1 hapMakoHaraay (BkiKyarum
KOHTaKTHIi faHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
thaiina cuctemu papmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiAnoBiAa/IbHOT 3a
3ailicHeHHs hapMakoHarnsgy: NponoHoBaHa
pepakuis — CBeTnaHa Cnacosa / Svetlana Spasova.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXEHOI 0co6u

peyenma

129.

KBAMATE/N®

TabneTkn, BKPUTI
NNiBKOBOI 060JI0HKOO,
no 20 mr no 14 tabneTok
y 6nictepi, no 2
6nicTepy B KApPTOHHIi
ynaxoBLi

BAT "TepeoH
PixTep"

YropLmHa

BAT "T'efieoH
PixTep"

YroplmHa

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:
3MiHM | TUMy - 3MiHa y MeTogax BunpobyBaHHA Ad|
ab0o BUXigHOro marepiasny/npoMixKHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLIECI
BMpOG6HMLTBA ADI - y BUNPObYBaHHI NokasHuKa «Bavkki
MeTasim» ansa A®l 6yno 3amiHeHo meTog, D Ha meTof
H; 3miHn | TURY - 3mMiHa y napameTpax cneuudikawii
Ta/abo foNyCTUMUX MEX, BUSHAUYEHUX Y
cneuudikauisx Ha A®l, abo BUXigHWIA/NPOMIXKHWIA
npoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLECI
BMPOGHMLTBA ADI - 3MiHa JOMYCTUMUX MEX Y
Creuundikanii Ha APl hamoTUANH 38 NOKA3HUKOM
«CynpoBigHi AOMiLLKu», BIANOBIAHO A0 BUMOT
OHOBJIEHOI MOHOrpadii €sp.®apm. 1012 Ha
Famatidine; 3miHu | TUNY - NOAAHHS OHOB/IEHOTO
cepTugikaTy BiANOBIAHOCTI EBPONENCHKOT
thapmakonei Ne R1-CEP 1999-054-Rev 02 Big BXe
3aTBEPKEHOro BUPO6HUKa AP| hamoTuaunHy; 3miHn |
TMny - 3MiHa y napameTpax cneuudikauiin Ta/abo
[ONyCTUMKX MEX, BU3HaUYeHuX y cnewuudikalisx Ha
A®I, ab0 BUXIQHWIA/NPOMDKHUIA NPOAYKT/peareHT, Wwo
BVKOPVCTOBYIOTbCSA Y npoueci BUpobHuytea Ad| -
[OMNOBHEHHSA crevumdikalii Ta MeToauku
BunpobysaHHA Ha AP nokasHukom «MikpobionoriuHa
yncToTa» BiAMNOBIAHO A0 NapaMeTpy roToBOro
NiKapcbKoro 3acoby

3a
peyerimom

UA/2937/02/01

130.

KBAMATE/I®

TabneTku, BKPUTI
nAiBKOBOIO 060/IOHKOIO,
no 40 mr no 14 TabneTok
y 6nictepi, no 1
6/1icTepy B KApPTOHHIl

BAT "TepeoH
PixTep"

YropumHa

BAT "TepeoH
PixTep"

YropLmHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:
3MiHM | TRy - 3MiHa y MeTogax BunpobysaHHA Ad|
abo BuXigHOro marepiany/npomikHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLLECI
BMpO6HMLUTBA AP - y BUNPOBYBaHHI NoKa3HuKa «Bavki

3a
peyenmom

UA/2937/02/02
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Hassa
JliKapcbKo20
3acoby
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Bupo6Huk
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Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsio4YeHHs1

ynaxoBLi

MeTasim» ans A®l 6yno 3amiHeHo meTog, D Ha meTof
H; 3miHn | TNy - 3mMiHa y napameTpax cneumdikauiii
Ta/abo foNyCTUMUX MEX, BUSHAUYEHUX Y
cneuudikauisx Ha A®l, abo BUXigHWIA/NPOMIXKHWIA
npoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NPOLLECi
BMPOGHMLTBA ADI - 3MiHA JONYCTUMUX MEX Y
Creundikauii Ha A®| pamoTUANH 38 NOKA3HUKOM
«CynpoBigHi AOMiLLKu», BIANOBIAHO 40 BUMOT
OHOB/IEHOI MOHOrpadii €sp.®apm. 1012 Ha
Famatidine; 3MiHu | TUNY - NOAAHHS OHOB/IEHOTO
cepTudikaTy BignoBigHOCTI €EBponeiicbKol
thapmakonei Ne R1-CEP 1999-054-Rev 02 Big Bxe
3aTBEepAKEeHOro BUpPo6bHUka APl dhaMoTUanHY; 3MiHK |
TUMy - 3MiHa y napameTpax cneuudikauii Ta/abo
[OMNyCTUMKX MEX, BU3Ha4YeHuX y cneuudikalisx Ha
A®I, ab0 BUXIQHWIA/NPOMDKHUIA NPOAYKT/peareHT, Wwo
BVKOPMCTOBYIOTbCSA Y npoueci BUpobHuytea AdI -
[OMNOBHEHHA cneumdikalii Ta MeToauku
BMNPO6YBaHHS Ha A®| nokasH1Kom «MikpobiosoriyHa
yncToTa» BiAMNOBIAHO A0 NapaMeTpy roToBOro
NiKapcbKoro 3acoby

131.

KUCEHb _
MEAVYHMI
PIAKWI

pianHa (cybcTaHuis) y
nocyaunHax [iptoapa,
uucTepHax ans
BMPOBHMLTBA KVCHIO
MeANYHOro
rasonogi6Horo

MpuBatHe
aKujioHepHe
TOBapUCTBO
«Jlinge ras

YKkpaiHa»

YKpaiHa

MpuBartHe
akujioHepHe
TOBapUCTBO
«JliHpe a3

YkpaiHa»

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu |
TMny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HalilMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiSNbHOCTI
BMPOOHUKa (BK/THOYaKOUK, 38 HEOOXIAHOCTI, MicLe
NpPOBEAEHHS KOHTPOJIO SKOCTI), ab0 BNacHMka
macTep-haiina Ha A®l, abo noctavanbHuKa
Adl/BnxigHoro matepiasny/peareHTy/npoMixxHOro
NPOAYKTY, L0 3aCTOCOBYIOTbCA Y BUPOOHMLTBI ADI
(AKLLLO 3a3HAYEHO Y AOCbE Ha JlikapCbkuii 3acib) 3a
BiICYyTHOCTI cepTucpikaTa BiANoOBIigHOCTI EBpONeichbkili
thapmakonei y 3aTBepaKeHOMY A0CLE, ab0 BUPOOHMKA
HOBOT AOMOMDKHOT PEYOBVHY (SKLLO 3a3HA4YEHO Y
[ocbe). 3MiHa agpecu (3 PUANYHOT Ha hakTUUHY)
MiCLii NPOBaPKEHHS AISNbHOCTI BUPOOHUKa AdI -
MpviBaTHE akuioHepHe ToBapucTBo "JliHae ras
YKpaiHa", 6e3 3MiH1 Micua BUPO6HULTBA

UA/6448/01/01

132.

KNALMA® B.B.

MOPOLLIOK
niodpinizoBaHWin Ans
NPUroTyBaHHSA PO3UNHY
A3 iHdysili no 500 wmr;
no 1 dpnakony y
KapTOHHI Kopo6Lyi

AGGOTT
Na6opatopis
6X

HimeyunHa

damap Jlernb

®paHuisa

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHM | Tuny - 3MiHK Woao 6e3neku/edpekTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MmiHu fo
y3arasibHeHVX AaHux npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPOo cucTemy
hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHS hapmakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka gns
3[jicCHEeHHs1 hapMakoHarsay B YkpaiHi, Ko BoHa
BiAMiHHa Bif YNOBHOB&XeHOI 0co6w, BifgnoBigabHOI

3a
peyerimom

UA/2920/02/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiAnoBiAa/ibHOT 3a
3ailicHeHHs hapMakoHarnsgy. rNponoHoBaHa
pegakuis: Dr. Monica Buchberger, Pharm. PhD/[p.
MoHika byx6eprep, Pharm. PhD. 3miHa KOHTaKTHOT
0C06M 3asiBHUKa 4151 34jiCHEHHs hapmakoHarnsgy B
YkpaiHi. MponoHoBaHa pegakuisi: Kisim Onbra
€BreHiBHa.
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI 0CO6U
3as1BHMKA, BiAMNOBIAA/IbHOI 32 3AiCHEHHS
dhapmakoHarnsgy. 3MiHa KOHTaKTHUX AaHux
KOHTaKTHOI 0CO6U 3asBHUKA A5 3AIACHEHHS
dhapMakoHarnsay B YkpaiHi
133. KNEKCAH® PO34mnH AN iH'ekuiin, 10 TOB "CaHodi- YkpaiHa CAHO®I PpaHuis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/7182/01/01
000 aHTn-Xa MO/mn, Ne ABeHTiC YkpaiHa" BIHTPOTM 3MiHM | TUny - 3MiHa Ha3BM BUPOBHMKA BUXILHOI peyenmom
10 (2x5): no 0,2 mny IHOACTPIA cupoBuHn ana A®| MenapviHy HaTpito; 3miHu Il Tuny —
LUNPWL-A03i i3 3aXUCHOI0 BNPOBa/KEHHS albTEPHATUBHOIO NpoLecy
CUCTEMOIO TOJIKN, No 2 BMPOGHMLTBA BUXIAHOTO MaTepiany ans Adl
npuu-g03n y bnictepi, lenapuHy HaTpito Ha BUPO6HWYIN ginbHuLi CaHodi
no 5 6nictepis B LWimi Mnopmernsb; 3MiHu | TUNy - 3MiHa y MeTogax
KapTOHHI kopobuj; no BunpobysaHHA APl abo BuXigHOrO
0,4 Mn y Wnpry-ao3i i3 Marepiany/npoMiXXHOro NpoayKTy/peareHTy, Lo
3aXMCHOK CUCTEMOID BUKOPUCTOBYETLCA Y npoLeci BUpobHuLTBa A®I (iHLWi
ro/1KK; Mo 2 WnpuL-403u 3MiHV Y MeTogax BUNpobyBaHHS (BKIOYaoUn 3aMiHy
y 6nictepi; no 5 abo gonoBHeHHs) A®| abo BUXiAHOro/NPOMIKHOTO
6nicTepiB y KAPTOHHIl NpoAyKTY); 3MiHU | TUNY - 3aMiHa B TEPMiHI 36epiraHHsA
KOpoo6Li A®| EHOKCcrnapuyHy HaTpito, a came «nepiogy
NOBTOPHOro BMNPo6yBaHHSA: 36 MicALiB» 3aMiHEHO Ha
«TepMiH 36epiraHHs: 36 micALiB»; 3MiHK | TUny -
OHOB/IEHHS iH(DOpPMaLLiT «OLjiHKa 6e3neKkn CTOPOHHIX
areHTiB (po3ain 3.2.A.2) 3 BK/IIOYEHHSAM
NiATBEPAXYOUMX AOCNIMHKEHb ANA NIATPUMKN
anbTepHaTUMBHOrO NpoLiecy BMPOOHULITBA BUXIAHOMO
Matepiany ona A®| FenapuHy HaTpito Ha BUPOGHWUYIl
AinbHuUi CaHodpi Wimi Mnopmens; 3miHu | Tuny —
npuseeHHs cneuudikauii 418 YACTOro renapuHy
HaTPIl Y BiANOBIAHOCTI A0 Ail04oro BUugaHHa EP
134. KNO3ANIH NMOPOLLOK KpuCTaniuHuii AT "KUIBCbKWW YkpaiHa ByxaHb LLngxu KnTaii BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | UA/14083/01/01
(cybeTaHuis) y naketax BITAMIHHNIA dapmacbloTikan TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
noaBiHNX 3ABOA" Ko., N1A4. Ta/abo agpecu 3asBHMKa (B/1aCHMKa peecTpaviiiHoro
nonieTuNeHoBmx A5 nocBeifyeHHs). 3MiHa HaliMeHyBaHHs 3asiBHMKA.
BMPOGHMLTBA TepMiH BBE,EHHS 3MiH NPOTArom 6-T1 MicAUIB Micns
HeCTepUIbHNX 3aTBEPAKEHHS.
nikapcbkux popm
135. KOMBITAH® Kpansai o4Hi, o 5 mny AnnepraH Ipnangis AnnepraH IpnaHgis BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiiB; 3MiHu I 3a UA/11289/01/01
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Homep
peecmpayitiHo
20
nocsio4YeHHs1

hNakoHi-kpanenbHuL;
no 1 a6o 3 chnakoHu-
KpanenbHuULi B
KapTOHHI ynakoBLi

PapmacbloTikan3
IpnaHgis

dapmacbioTikan3
IpnaHgjs

TMny - 3MiHK Woao 6esnekn/eekTUBHOCTI Ta
chapmakoHarnsgy. 3MiHW y KOPOTKili xapakTepucTui
NiKapCcbKOro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi

AN MeAUYHOro 3acTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHVIMK 3 SKOCTi, AOKMIHIYHUMM, KNIHIYHUMW JaHUMK
Ta JaHumu 3 papmakoHarnsgy - BHeceHi 3MiHn go
IHCTPYKUIi ANA MEAUYHOrO 3aCTOCYBaHHS Yy Po34inun
"®apmakonoriyHi BnactusocTi”, "MokasaHHs"
(YyTOYHEHHs1 hopMynioBaHHs), "B3aeMogis 3 iHLLIMMK
nikapcbkrMKM 3acobamu Ta iHLWi BUAW B3aeMoSiid",
"OcobnmBocTi 3acTocyBaHHA", "lMepefo3yBaHHA",
"Mo6iuHi peakuyii”. BBeAEHHS 3MiH NPOTAroM 6-Tu
MicsAILiB Nicns 3aTBepPIKEHHS

peyenmom

136.

KOHKOP

TabneTkn, BKPUTI
NNiBKOBOIO 000IOHKOH,
no 5 mr, no 30 TabneTok
y 6nictepi; no 1
6nicTepy y KapTOHHii
Kopobui; no 25 Tabnetok
y 6nictepi; no 2
6nicTepy y KapTOHHil
KopooLi

Mepk KlraA

HimeyunHa

Mepk KlraA

HimeuyunHa

BHECEHHS 3MiH [0 peecTpaviiHix maTtepianis:
3MiHM | Tuny - 3MiHK Woao 6e3neku/edekTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu fo
y3arasibHeHnX AaHux npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPOo cucTemy
hapmMakoHarnsgy, smMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS hapmakoHarnsagy;
KOHTaKTHOI 0cobM 3 hapMakoHarnagy 3asBHuka gns
3[iiCHeHHs1 hapMakoHarsay B YKpaiHi, Ko BoHa
BiAMiHHA Bif, yNOBHOB&XXeHOI 0c0o6w, BifnoBiAa1bHOI
3a 3AjiicHeHHs hapmakoHariaay (Bkiyarum
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLLeHHI macTep-
tharina cuctemun chapmakoHarnsgy) - 3miHa
YMNOBHOBaXXeHOT 0c06M 3asiBHUKA 4715 3LiACHEHHS
chapmakoHarnsgy, 3miHa KOHTaKTHUX JaHnX
ynoBHOBaXeHOT ocobu. MNponoHoBaHa pedakuis: Dr.
Sabine Hackel. 3miHa KOHTaKkTHOT 0CO6U B YKpaiHi,
YNOBHOB&XXEHOT 0CO6U 3asBHUKA A5 3A4IACHEHHSN
thapmakoHarnsgy. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOi 0cobm.

MponoHoBaHa pefakuis: PoctokiHa OneHa
MukonaisHa

3a
peyerimom

UA/3322/01/02

137.

KOHKOP

TabneTku, BKpUTI
nNiBKOBOI 060/0HKOIO,
no 10 wr, no 30
TabneTtok y 6nictepi; no
1 6nicTepy y KapTOHHii
Kopo6ui; no 25 TabneTok
y 6nicTtepi; no 2
6nicTepy y KapTOHHiIl
KopoobUi

Mepk KlraA

HimeyunHa

Mepk KlraA

HimeyunHa

BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis:
3MiHK | TUNYy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
y3araslbHeHNX faHux Npo cucteMy gpapMakoHarisgy
(BBEAEHHS y3araslbHEHUX AaHKX NPO CUCTEMY
hapMakoHarnsay, amMiHa yrnoBHOBaXXEHOT 0cobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnagy;
KOHTaKTHOI 0cO6U 3 chapMakoHarnsay 3asiBHuKa ans
3[jiCHeHHs hapMakoHarnsay B YkpaiHi, AKLo BoHa
BiAMiHHA BiJ, yNOBHOBaXeHOI 0c06W, BiANOBiAabHOI
3a 3[jiicHeHHs1 hapMakoHarnagy (BkIYarum
KOHTaKTHi fiaHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-

3a
peyenmom

UA/3322/01/03
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
(paiina cuctemu hapmMakoHarnsay) - 3miHa
YNOBHOBaXXEHOI 0COBU 3asBHUKA A1 3A4IACHEHHS
thapmakoHarnsgy, 3miHa KOHTaKTHUX JaHnX
YNOBHOBaXeHOT 0cobu. MNponoHoBaHa peakuis: Dr.
Sabine Hackel. 3MiHa KOHTaKTHOI 0CO6M B YKpaiHi,
YMNOBHOB&XeHOT 0C06M 3asiBHUKA 4715 3LiACHEHHS
dhapmakoHarnsgy. 3MiHa KOHTaKTHUX AaHux
KOHTaKTHOI oco6u.
MponoHoBaHa pegakuis: PocTokiHa Onexa
MukonaiBHa
138. | KOMEryce® TabneTkun, BKpUTI ®.XothpmaHH-/15 LLisefiuapis BMPOGHMLTBO Kanaga/ BHECEHHS 3MiH [0 peecTpaviiHix maTtepianis: 3a UA/8616/01/01
NAiBKOBOI 000IOHKOH, Pow Ntg, Hepo3dacoBaHoi LLiBefuapis/ 3MiHM | Tuny - 3MiHK Woao 6e3neku/edekTNBHOCTI Ta peyenmom
no 200 mr, no 168 npoaykuii: NareoH HimeyunHa thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
Tabnetok y chnakoHi; no IHk., KaHapa; y3arasibHeHVX AaHux npo cuctemy hapmakoHarnsgy
1 dhnakoHy B KapTOHHIl nakyBaHHs: IBepc- (BBEAEHHSA y3araslbHEHVX AaHNX NPo cucTemy
KopooLi Ni AT, Weeiiuapis; thapmMakoHarnsgy, smMiHa ynoBHOBaXeHOT 0cobu,
®.XothdpmaHH-/15 BiANOBIAA/IbHOI 3a 34iiCHEHHSA thapmakoHarnagy;
Pow NTpA, KOHTaKTHOI 0CO6U 3 chapmakoHarnsay 3asiBHVKa Ans
LseiiLapis; 3[jiCHEeHHs1 hapMakoHarsay B YKpaiHi, Ko BoHa
BMNPOGYBaHHSA BiAMiHHa Bif, yNOBHOB&XXeHOI 0c06w, BifnoBiAabHOI
KOHTPOJIHO SIKOCTI: 3a 3AjiicHeHHs1 hapmakoHarniagy (Bkiyarum
Pow dapwma AT, KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLLeHHI macTep-
HimeuumnHa; tharina cuctemmn chapmakoHarnsgy) - 3miHa
BUMYCK Cepii: KOHTaKTHOI 0CO6U 1A 3AjiCHEHHS hapMakoHarnsay B
®.XodppmaHH-/15 YkpaiHi NponoHoBaHa pefakuis - Moy, TeTaHa
Pouw fltg, HOpiiBHa. 3MiHa KOHTaKTHMX AaHNX KOHTaKTHOT 0cobK
LLIBeliLapis
139. KPAMN/1I BEPELL Kpanni opasibHi no 30 mn 3AT "bepeLu YropLumHa 3AT "bepeLu YropLumHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 6e3 UA/9101/01/01
narCce a60 100 mn y chnakoHi 3 dapma” dapma" 3MiHK | TUNYy - 3aMiHa rpadivyHOro 0hopMAEHHS peuyenma
npo6koto- NepBUHHOI Ta BTOPUHHOI YNaKoBOK Ha TEKCT
KpanenbHuueto; no 1 MapKyBaHHS yNakoBOK 3 BiANOBIigHUMMN 3MiHAMW [10
h1akoHy B KapTOHHIi po3sginis MKA nikapcbkoro 3acoby. BeBegeHHs 3MiH
Kopo6ui; no 30 mny npoTArom 3-x micsiliB nicnsa saTrBepaKeHHsA
hNakoHi 3 NPo6Koto-
KpanesbHuueto; no 4
th1aKoHW B KApTOHHIlA
KopoobLi
140. KPAMN/I BEPELU Kpanni opasibHi no 30 mMn 3AT "bepeLu YropwmHa 3AT "bepeLu YropwmHa BHECEHHS 3MiH [0 peecTpauiiHux maTepiasis: 6e3 UA/9101/01/01
naroCce® a6o 100 mn 'y donakoHi 3 dapma” Papma” 3MiHM | TUNY - BUAANeHHs BUPo6HMKa API LHKy (y peyenma
npo6koto- BUINAAI LMHKY cynbhata renTarigpara); 3miHu | tuny -
KpanesibHMLUEe; no 1 BUAa/IEHHS BUPOOHMKa AP 3aniza (y Burnsagi sanisa
th1akoHy B KapTOHHii (1) cynbdpata rentarigpara)
Kopo6ui; no 30 mny
(pN1akoHi 3 NPo6Koto-
KpanenbHuueto; no 4
¢hnakoHN B KapTOHHIi
KopoobUi
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
141. | NEBOKAPHITUH KpUCTanivyHmii NopoLIoK AT "KNIBCbKUI YkpaiHa "HopricT KuTai BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | UA/13837/01/01
(L- KAPHITUH) (cybeTaHuis) B naketax BITAMIHHNIA dapmac'tioTikan TMny - AAMIHICTPATMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
nonieTuIeHoBNX Ans 3ABOJA" Ipyn Ko., tg" Ta/abo agpecu 3asBHMKA (B/1AaCHMKA pPeeCTpaviiiHOro
BUPOGHMLTBA nocBifyeHHs). 3MiHa HaliMeHyBaHHS 3asiBHMKa.
HecTepusbHUX BBefeHHs 3MiH NpoTArom 6-T MicAUiB nicns
nikapcbkux chopm 3aTBEPKEHHS.
142. | IEKCUH® 125 NOPOLLIOK 7151 Opas1bHOT Xikma Voppakis BUPOBHULTBO CaygiBcbka BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/1484/01/03
cycneHsii, 125 mr/5 mn PapmacboTukan3 nikapcbKoro Apasisi/ 3MiHM | Tuny - 3MiHK Woao 6e3nekn/ethekTBHOCTI Ta peyenmom
no 18 r nopotuky (a1 Ko. N74,. 3acoby Ta Voppaatis thapmakoHarnsgy. BeegeHHs abo 3miHv o
60 mn cycnexsii) y nepBuHHe y3araslbHeHUx faHvx npo cuctemy chapmakoHarnagy
dhnakoHi; 1 conakoH 3 nakyBaHHs: (BBEAEHHSA y3araslbHEHUX AaHVX NPO CMcTemy
MipHOI0 JTOXKOK Y [xaszipa thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOI ocobw,
KapTOHHI Kopo6Lyi dapmacboTukan BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
IHgacTpis, KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
CaypgiBcbka 3[jicCHeHHs1 hapMakoHarisay B YKpaiHi, SKLo BoHa
ApaBisi; BTOPUHHE BiAMiHHA Bif YyNOBHOBaXKeHOI 0cobw, BignosigaibHOT
nakyBaHHs: 3a 3gilicHeHHs hapmakoHariagy (Bkovarum
Xikma KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MiLLeHHi MacTep-
PapmacbloThkans (paiina cuctemu hapmMakoHarnsay) - 3miHa
Ko. NT4,., YMNOBHOB&XeHOT 0c0bM 3aABHUKA, BiAMNOBIAA/IbHOI 3a
Viopaanis; Bunyck 3pjificHeHHs1 hapmakoHarnsgy: MponoHoBaHa
cepii: Xikma pegakuis - Ahmad N.Aburmilah. 3MiHa KOHTaKTHUX
dapmacbloTUKan3 [JaHnXx ynoBHOBaXeHOT 0cobu.
Ko. N4, 3MiHa KOHTaKTHOT 0Co6M, BiANOBiAa/IbHOT 32
Vopparis hapmakoHarnsag: NponoHoBaHa pefakuis —
datanieBa AniHa. 3mMiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0Cco6W, BignoBigasibHOI 3a
hapmakoHarnag. 3mMiHa MicLle3HaxoKeHHs MmacTep-
dharina cuctemu thapmakoHarnsgy
143. | IEKCUH® 250 NOPOLLIOK A/151 Opas1bHOT Xikma Voppakis BMPOGHMLTBO CaygiBcbka BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3a UA/1484/01/02
cycneHsii, 250 mr/5 mn dapmacboTukan3 nikapcbKkoro Apasis/ 3MiHK | TUNY - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenmom
no 18 r nopotuky (415 Ko. T4, 3acoby Ta Moppaaris thapmakoHarnsgy. BeegeHHs abo 3miHv o
60 mn cycneHsii) y nepBuHHE y3arajlbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy
dhnakoHi; 1 pnakoH 3 nakyBaHHS: (BBEAEHHSA y3araslbHEHVX AaHNX NPO cucTemy
MIpPHOO JTOXKOH Y [xasipa hapMakoHarnsay, amMiHa yrnoBHOBaXXeHOT 0cobu,
KapTOHHI Kopo6Lyi dapmacbioTukan BiANOBIAANLHOI 3a 34iiCHEHHA hapmakoHarnagy;
IHaacTpis, KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuKa ons
CaypgiBcbka 3[iiCHeHHs hapMakoHarnsay B YkpaiHi, AKLO BoHa
ApaBisi; BTOPUHHE BiAMiHHA BiJ, yNOBHOBaXeHOI 0c06y, BiANOBiAabHOI
nakyBaHHS: 3a 34ilicHeHHs thapmakoHarnsgy (Bkiyaoum
Xikma KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
PapmacbloThKan3 thaiina cuctemu hapmakoHarnsgy) - 3miHa
Ko. 114, YyNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiAnoBiAa/IbHOT 3a
MoppaHis; Bunyck 3pilicHeHHs hapMakoHarnsgy: NponoHoBaHa
cepii: Xikma pepakuis - Ahmad N.Aburmilah. 3MiHa KOHTaKTHUX
PapmacboTuKan3 [aHnX ynoBHOBaXeEHOT 0cobu.
Ko. /l14., 3MiHa KOHTaKTHOI 0co6MK, BiANOBIJa/ILHOI 32
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
VoppaHis hapmakoHarnsag: MNponoHoBaHa pefakuis —
datanieBa AniHa. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOI 0Cc0o6M, BignoBigasibHOI 3a
hapmakoHarnag. 3miHa MicLe3HaxompKeHHs MacTep-
(haiina cuctemu chapmakoHarnsgy
144. | NEHYKCUH® TabneTku, BKpUTI BAT "leneoH YropuwuHa TOB "TegeoH Monbwa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/10608/01/02
NNiBKOBOIO 060JI0HKOIO, PixTep" PixTep Monba”, 3MiHK | TUNYy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenmom
no 10 mr no 14 tabneTok Monba thapmakoHarnsgy. BeegeHHs abo 3miHv o
y 6nictepi; no 1 a6o 2 (KOHTPOSIb SIKOCTI, y3araslbHeHrX faHux Npo cucteMy gpapMakoHarisgy
6nicTepy B KApPTOHHIi [03BiN Ha BUNYCK (BBELEHHSA y3araslbHEHUX AaHUX NMPO cucTemy
ynakoBLi cepi; hapMakoHarnsay, 3amMiHa yrnoBHOBaXeHOT 0cobu,
BMPOGHMLTBO BiANOBIAA/LHOI 3a 34iliCHEHHA hapmakoHarnagy;
Hepo3dhacoBaHoro KOHTaKTHOI 0c0obu 3 hapMakoHarnagy 3asBHuka ons
NPOAYKTY, 3[iiCHeHHs hapmMakoHarnsay B YkpaiHi, AKLO BoHa
nepBuHHA BiAMiHHA BiJ, yNOBHOB&XeHOI 0c06y, BifnoBiAabHOI
ynakoBka, 3a 34ilicHeHHs thapmakoHarnsgy (Bkiyaoum
BTOPMHHA KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
yrakoBka) thaiina cuctemu hapmakoHarnsgy) - 3miHa
YMNOBHOBaXXEHOT 0c06M, BiANOBiAaNbHOT 3a 34iCHEHHS
thapmakoHarnsgy. NponoHoBaHa pegakuist: Attila
Olah. 3MiHa KOHTaKTHUX JaHWX YNMOBHOBaXEHOI 0co6y,
BiANOBIAa/IbHOI 3a 3AiiCHEHHA hapMmakoHarnsay
145. | NIJOKAIHY KpucTanivyHuin NopoLloK MpAT Ykpaina CocieTa ItaniaHa ITanisa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: - UA/1219/01/01
rigpoxnoprup (cybcTaHuis) y naketax "papmaLeBTUYHa MegiuiHani 3MiHM | TUMy - 3MiHa y napameTpax cneuudikaiii
noagiiHmnx ipma "OapHunus” CkaHgiun Ta/abo [onycTUMUX MEX, BUSHAUEHUX Y
nonieTMNeHoBNxX ans cneumdikauisx Ha A®l, abo BUXigHWI/MPOMIKHWIA
BMPOOHMLTBA npoAayKT/peareHT, WO BUKOPUCTOBYIOTHLCS Y NpoLeci
CTEepU/IbHUX Ta BMpo6HULTBa APl - NpuBeaeHHs cneyndikadii Ta
HecTepusibHUX MeTOoZIB KOHTPOO cybcTaHLii JligokaiHy rigpoxnopug,
nikapcbkux popm 3a MOKa3HMKOM «3a/INLLIKOBI KiJIbKOCTi OpraHivyHmx
PO3YMHHUKIB» Y BIANOBIAHICTL A0 MaTepianis
BMPO6HUMKa A®PI; cynyTHS 3MiHa: 3MiHa y MeToAax
BMNpo6yBaHHA A®I abo BuXigHOrO
MaTepiany/npomiKHOro NpoAayKTy/peareHTy, Lo
BMKOPUCTOBYETHCA Y NpoLeci BupobHuutea AdI
146. | JIOPAKCOH NOPOLLIOK [/151 PO3YUHY Ekcip IpaH Ekcip IpaH BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/8584/01/01
ONA iH'ekuili no 500 mr; PapmacbloTrKa dapmacboTvKas TEXHiYHa NOMW/Ka B TEKCTI MapKyBaHHSI Ha BTOPUHHIi peyenmom
12 chnakoHiB 3 Komnawi Komnawi ynakoBuUi y M. 2 KinbKiCTb Ajto4oi pevyoBuHN
MOPOLLUKOM Y KapTOHHIiA
KopoobUi
147. | NOPAHO Tabnetku no 10 wmr, no 7 CaHpo3 CnoBeHis BMPOBHULITBO in HimeuunHa/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 6e3 UA/6985/02/01
Tabnetok y 6nictepi, no $apmacbloTikan3 bulk,nakyBaHHs, Monbwa 3MiHW | TUNY - 3MiHW 4,0 IHCTPYKUIT ANS MeANYHOro peyenma
1 6nicTepy B KapTOHHiii Aa.o. BUMYCK Cepii: 3acTocyBaHHs y po3ain "MobivHi peakuii” BignosigHO
Kopob6ui; no 10 TabneTok Cantotac ®apma [0 OHOBJEHOI iHGhopMaLii 3 6e3neku gjtoyol
y 6nictepi, no 2 'M6X, HimeuyunHa,; peyoBuHW. BBeAeHHA 3MiH NPOTArom 6-T1 micsauis
6nicTepy B KAPTOHHIlA nakyBaHHs, BUMYyCK nicna saTBep/AKeHHsA
KopoobUi cepii: lek C. A.,
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
Monblua
148. | IOPAHO OAT TabneTtku, Lo CaHpo3 CnoseHis Nek CnoseHis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/6985/03/01
AVCnepryTbesa y dapmacbloTikan3 dapmaueBTUyHa 3MiHW | TUMY - 3MiHK JO IHCTPYKUIT 418 MegUYHOro peyenma
POTOBI NOPOXHWHI, MO o.n. KoMnaHisa 4. a. 3acTocyBaHHSA y po3ain "Mo6iyHi peakuii” BiANOBIAHO
10 wmr, no 7 TabneTok y [0 OHOB/EHOI iHdhopMaLii 3 6e3nekun gjtoyol
6nicTepi; no 1 6nictepy peyoBuHV. BBeAEHHSA 3MiH NPOTArom 6-Tv MicsuiB
B KapTOHHIi1 kopobuj; no nicns saTBepaKeHHA
10 TabneTok y 6nictepi;
no 2 6nictepu B
KapTOHHII Kopo6Lii
149. MAA/TOKC® MIHI | cycneHsia opanbHa, TOB "CaHodi- YkpaiHa CaHodpi C.n.A,, ITanis/ BHECEHHS 3MiH [0 peecTpaviiiHiX maTtepianis: 3MiHu | bes UA/10145/01/01
Ne20: no 4,3 mn (6 1)y ABeHTIC YKpaiHa" ITanis; HimeyunHa TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma
cawe; no 20 cawe y Eli. HatTepmaHH Ta/abo agpecu micusa NPOBamXeHHs OisfIbHOCTI
KapTOHHI KOpoOL, eHpg Caiii. TM6X, BMPOBGHMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
HimeyunHa BK/IOUAOUM OiNbHUL BUMYCKY cepii abo micue
NPOBeAEHHS KOHTPOIHO AKOCTI. (AiSANbHICTb, 3a AKY
BiANOBiAAE BUPOGHMK/iMNOPTEpP, BKAOYAOUM BUMYCK
cepiid) - 3MiHa Ha3BU Ta agpecy BUpo6Huka M3, 6e3
3MiHM MicLA BUPO6HMLTBA. BBEAEHHS 3MiH NpOTArom 6
MicsILLiB NicNs 3aTBEPAKEHHS.
150. MAPAC/ABIH® PO3YMH TiHriBa/IbHWIA MO AT "Cothapma” Bonrapis BMPOGHMLTBO Bonrapis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 6e3 UA/4064/01/01
100 mn y cpnakoHi 3i Hepo3g)acoBaHoi 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenma
ckna abo 3 npoaykuii, thapmakoHarniagy. BeegeHHs abo 3MiHu go
nonietTuneHTepedTanar nepBuHHa Ta y3araslbHeHUx faHvix npo cuctemy chapmakoHarnagy
y, no 1 conakoHy B BTOPUHHA (BBEEHHSA Y3araslbHEHUX AaHWX NPo cucTemy
KapPTOHHIN navuj ynakoBKa; 403BiN hapMakoHarnsgy, 3amMiHa yrnoBHOBaXXeHOT 0cobu,
Ha BUMYCK cepii: BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
AT "Codhapma" KOHTaKTHOI 0Co6U 3 thapmakoHarnsay 3asBHuKa Anas
3fiicHEeHHS dpapMakoHarnisay B YkpaiHi, SKLWO BOHA
BiIMiHHA BiJ, yNOBHOBaXeHOI 0co6y, BifNOBiAabHOI
3a 34ilicHeHHs thapmakoHarnsgy (Bkiyaoum
KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
(paiina cuctemu hapmMakoHarnsay) - 3miHa
YyNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiAnoBiAa/IbHOT 3a
3pilicHeHHS1 (hapMakoHarnsgy: NponoHoBaHa
pepakuis — CeeTnaHa Cnacosa / Svetlana Spasova.
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXXEHOI 0CO6U
151. | MEPANIC® cnpeii HasasTbHUiA, AppaH- XopBarTis AppaH- XopsarTist BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu Il 3a UA/12207/01/01
po3unH 0,05 % no 10 mn [aneHcbKuit [aneHcbkuit TMny - 3MiHK Woao 6esnekn/edekTUBHOCTI Ta peuenmom
a6o no 15 mn po3uunHy y Na6oparopiii g.4. Na6oparopiii g.4. thapmakoHarnagy. BHeceHHs abo 3miHa(v) fo
dhnakoHi 3 403yUnM 30060B'A3aHb Ta YMOB BuJaui peecTpauiiHoro
npucTpoem; no 1 NOCBiAYEHHS, BKAOYatouy MNnaH ynpasniHHSA pusnkamu
dhnakoHy B KapTOHHiiA (3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€)
Kopoo6Li noAasbLIOro 06r'pyHTYBaHHSA HOBMMU JOAATKOBUM
AaHUMK, L0 MatoTb HaAaBaTUCA KOMMETEHTHUM
OpraHoMm, OCKifIbKW/ BUMaraeTbCsl CyTTEBA OLjiHKa
KOMNETEHTHUM OpraHoMm) - BukoHaHHs 3060B'A3aHb
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
BignosigHo o nianyHkTy 1.13 nyHkTy 1 gogatky 15 go
Mopsaky NPOBeAEHHS EKCNEPTU3UN peecTpaLitHnX
marepianis Ha nikapcbki 3acobu, Lo NoaaTbCs Ha
LepXaBHY peecTpadiio (nepepeecTpaliio), a Takox
eKcnepTn3n matepianis NPo BHECEHHS 3MiH [0
peecTpauiiHux maTepiasnis NpoTArom Aii
peecTpaLiiHoro NocBiAYeHHs, 3aTBEPAKEHOIO
Hakazom MO3 Big, 26.08.2005 Ne 426 (y pegaxui
Hakaszy MO3 Big 23.07.2015 Ne 460).
152. MEPAJIC® cnpeii HazabHUiA, Anpan- Xopsaris AapaH- Xopsartis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu Il 3a UA/12207/01/02
po3unH 0,1 % no 10 mn [aneHcbkunin [aneHcbkmit TMny - 3MiHK LWoAo 6e3nekn/edekTBHOCTI Ta peyenmom
ab6o no 15 mMn po3uuHy y Na6opaTopiit 4.4. Na6opaTopiit 4.4, thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
hNakoHi 3 f,03y4nUM 3000B'A3aHb Ta YMOB Buauyi peecTpauiiHoro
npuctpoem; no 1 nocBifYeHHS, BKOYaoum MNnaH ynpasniHHA pusnkamm
dh1akoHy B KapTOHHii (3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€)
KopooLi noAanbLIoro 06rpyHTYBaHHA HOBUMU A0AaTKOBUM
AaHVMK, L0 MaloTb HaJaBaTUC KOMNETEHTHUM
OpraHoMm, OCKi/Ibk/ BUMaraeTbCs CyTTEBA OLjiHKa
KOMNEeTeHTHUM OpraHoMm) - BrkoHaHHA 3060B'A3aHb
BiAnNoBigHO Ao nianyHkTy 1.13 nyHkTy 1 goaatky 15 o
Mopsaky NPoBeAEHHS EKCNEPTU3N peecTpaLinHnX
martepianis Ha nikapcbki 3acobu, Lo NoJarTbCs Ha
LEePXaBHY peecTpaLito (nepepeecTpawito), a Takox
eKCnepTn3n matepianis Npo BHECEHHS 3MiH [0
peecTpavuiiHux maTepiasnis NpoTArom fAii
peecTpaviniHOro NocBiAYEHHS, 3aTBEPAKEHOIO
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Bif 23.07.2015 Ne 460).
153. METAMI3ON nopoLuok (cybcTtaHuis) y MpuBatHe Ykpaina LaHngoHr Keinxya Kuraii BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | - UA/11486/01/01
HATPIO noAgBiiHNX naketax 3 akuioHepHe dPapmac'tioTikan TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
nonietTuneHy Ans TOBapuCTBO Ko., N1A4. Ta/abo afpecu 3asiBHMKA (B/laCHMKa peecTpaviiiHoro
thapmavLeBTUYHOro "Jlekxim-Xapkis" noceigyeHHs) 3miHa HaliMeHyBaHHS Ta agpecu
3aCTOCYyBaHHSA 3asBHUKA
154. METUNPEQL NOPOLLIOK A/19 PO3UYUHY OpioH PiHNAHAIA BUPOGHUK, LLLO MopTtyranis/ BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3a UA/15196/01/02
L8 i1 ekyii no 1000 mr; KopnopeiwH 34ilicHI0E diHnAHgISA 3MiHK | TURy - 3MiHa po3Mmipy cepii (BKtouarum peyenmom
1 chnakoH 3 NOPOLUKOM Y BMPOGHMLTBO, AianasoH po3Mipy cepii) roToBOro Jlikapcbkoro 3acoby
KapTOHHI Kopobuyj naKyBaHHS i (36inbLUeHHs Ao 10 pasiB NOPIBHAHO i3 3aTBEPIKEHNM
KOHTPO/Ib SIKOCTI: PO3MipOM) - 36iNbLLEHHS PO3MIpPY Cepii rOTOBOrO
Xikma nikapcbkoro 3aco6y no 1000 Mr. 3anponoHOBaHo:
dapmaceyTuka Po3wmip cepii: 50 n (53,75 kr); 100 n (107,50 kr) — 300
(MopTyranis), n(322,5 «kr)
C.A., Moptyranis;
BUPOGHUK, LLLO
34ilicHI0E
BTOPVHHE
nakyBaHHs,
KOHTPO/b SKOCTI i
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
BUNYCK cepil:
OpioH
KopnopefiwH,
PiHNAHAIA
155. METOTPEKCAT PO3unH ANs iH'ekuinn, 10 EBEBE dapma ABCTpis NOBHWI LKA AscTpis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/0513/02/01
"EBEBE" mr/mi no 1 mn (10 wr), lFec.m.6.X. Hoor.KI" BMPOGHMLTBA: HimeuyunHa 3MiHY | TUMY - BUNYyYEHHS BUPOOHUYOT AiNbHWL ANA peyenmom
no 5 mn (50 mr) y EBEBE ®apma A®I (meToTpekcaTty)
dhnakoHi; no 1 dpnakoHy lec.m.6.X. Hopr.
B KapTOHHI1 kopobuj; no KI, ABCTpisi;
0,75 mn (7,5 mr), no 1 TecTyBaHHs: MIMJ1
mn (10 mr), no 1,5 mn Mikpob6ionoriwec
(15 wr), no 2 mn (20 mr) Mptochnabop
y nonepesHbo 'M6X, ABCTpisi;
3aMoBHEHOMY LLUMPUL; TeCTyBaHHS:
nola6bono5 Na6op N+CATr,
nonepeaHLO HimeuunHa
3aMOBHEHMX LUNPULB Y
KapTOHHI Kopo6Lyi
pasom 3i CTepuUIbHO
iH'EKLIIHOIO TOMKOK0 Ta
cepBeTkamm
156. METPOHIAA30/1 | Ttabnetku no 250 mr; no ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/6100/01/01
-300POB'A 10 TabneTok y 6nicTepi, obmexeHor BMPOGHMLTBA, 3MiHM | TUNY - NOAAaHHA OHOB/IEHOTO cepTudikaTty peyenmom
no 2 6nictepn y BiANoBiAa/IbHICTIO KOHTPO/1b SIKOCTI, BiANoBigHOCTI EBponeiicbkoi dhapmakonei Ne R2-CEP
KapTOHHiIi kopobuj; No "papmaneBTUIHa BMNYCK cepil: 1995-052 Rev 02 Bif 3aTBEpKEHOrO BUPO6HMKA AdDI
20 Tabnetok y 6nictepi, KOMMaHis ToBapucTBo 3 MeTpoHigaszony. BupobHuya ginbHuus Ta BCi
no 1 6nictepy y "3popos'a” o6MexeHo BMPOGHMWUYI onepauii 3a/1MLaTbC HE3MIHHUMM; 3MiHU
KapTOHHI Kopo6Lyi BiANOBiAANLHICTIO Il TMNYy - 3mMiHa BUPOBHUKA BUXiZHOrO/MPOMIDKHOTO
"apmaueBTnyHa NpoayKTy/peareHTy, WO BUKOPUCTOBYIOTHCA Y
KOMMaHis BMPO6HUYOMY npoLeci A®I, abo 3miHa BUPOOHUKa
"3popos'a”, (BKovaroum, ae Heo6XiAHO, Micue NPOBeAEHHS
YkpaiHa; Bci cTagil KOHTponto sikocTi) APl (3a BigcyTHOCTI cepTudikata
BMPOGHMLTBA, BiAMNOBIAHOCTI E€Bponeiickkili hapmakonei y
KOHTPO/b SKOCTI: 3aTBEPXEHOMY [1OCbE)(BBEAEHHS HOBOTO BUPOGHUKA
TosapucTso 3 A®| 3 HaaHHAM MacTep-thaiina Ha A®l); cynyTHs
o6MexeHo 3MiHa: 3MiHa y napameTpax crneuudikauiii Ta/abo
BiANOBiAANLHICTIO O0NyCTUMUX MEX, BU3HAUEHNX Y creundikaLisx Ha
"®APMEKC A®l, abo BUXIQHWIA/NPOMDKHWIA NPOAYKT/peareHT, Wwo
FPYM", Ykpaina BVIKOPMCTOBYHOTbCSA Y npoueci BupobHuytea Adl -
BBEEHHS HOBOro BMpPo6HUka A®| MeTpoHigason, sk
Hacnifok, npMBeAeHHs crneuudikaLii Ta MeTogis
KOHTpO/t0 Ha AP| 3a nokasHUKOM «CynpoBiaHi
[OOMILLKM» BiANOBIAHO A0 AOKYMEHTaLii BUPOBGHUKa
(3rigHo npegcTtasneHoro DMF)
157. ME®EHAMIHKA® | Tabnetku, BKpuUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 6e3 UA/14487/01/01
060/10HKO10, N0 500 Mr "PapmavueBTuyHa "®GapmaueBTuyHa 3MiHKM | TRy - 3MiHa po3mipy cepii (Bkoyarum peyenma

no 10 TabneTok y

dipma "dapHunus”

dipma "JapHuus”

AjanasoH po3mipy cepii) roToBOro JlikapcbKoro 3acoby
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
KOHTYPHIli YapyHKOBIA - BBe/IeHHs1 ;0AATKOBOr0 PO3Mipy cepii roToBoro
ynakosLi; no 1 a6o no 2 nikapcbkoro 3acoby 499,2 kr (Ne 10-60,000 yn., Ne 20-
KOHTYPHi YapyHKOBI 30,000 yn.) Ao BXe 3aTBEPIAXEHOr0 po3Mmipy cepii
yrnaKkoBKW y nauuj 166,4 kr (Ne 10-40,000 yn., Ne 20-10,000 yn.) Ta 332,8
Kr (Ne 10-40,000 yn., Ne 20-20,000 yn.)
158. MIAIAHA TabneTku, BKpUTI BAT "leneoH YropuwuHa BAT "l'eneoH YropuHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/11296/01/01
NNiBKOBOIO 060JI0HKOIO, PixTep" PixTep" 3MiHK | TUNYy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenmom
no 21 tTabnetui 'y thapmakoHarnsgy. BeegeHHs abo 3miHv o
6nicTepi; no 1 a6o 3 y3araslbHeHrX faHux Npo cucteMy gpapMakoHarisgy
6nictepu pasom 3 (BBEAEHHSA y3araslbHEHVX A@HUX NPO cucTeMy
KapTOHHUM DyTNSAPOM thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi ocobw,
Ons 36epiraHHs BiANOBIAA/LHOI 3a 34iliCHEHHA hapmakoHarnagy;
6nictepa B nauuj KOHTaKTHOI 0co6M 3 hapmakoHarnsay 3asBHuKa A5
3[iiCHeHHs hapmMakoHarnsay B YkpaiHi, AKLO BoHa
BiAMiHHA BiJ, yNOBHOB&XeHOI 0c06y, BifnoBiAabHOI
3a 3[jiicHeHHs1 hapMakoHarniaay (Bkiyarum
KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YMNOBHOBaXXEHOT 0c06M, BiANOBiAaNbHOT 3a 34iCHEHHS
thapmakoHarnsgy. NponoHoBaHa pegakuist: Attila
Olah. 3MiHa KOHTaKTHUX JaHWX YNMOBHOBaXEHOI 0co6y,
BiANOBIAa/IbHOI 3a 3AiiCHEHHA hapMmakoHarnsay
159. MIAOKANM TabneTkn, BKPUTI BAT "leneoH YropwmHa BAT "leneoH YropwmHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/7535/02/01
NniBKOBOI 000/I0HKOH, PixTep" PixTep" 3MiHM | Tuny - 3MiHK Woao 6e3neku/edekTNBHOCTI Ta peyenmom
no 50 wr, no 10 thapmakoHarnagy. BeegeHHs abo 3MmiHu fo
TabneTtok y 6nictepi; no y3arasibHeHVX AaHux npo cuctemy apmakoHarnsgy
3 6ricTepu B KAPTOHHIl (BBEAEHHA y3araslbHEHUX AaHUX NMPO cucTemy
ynakoBLi hapmMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHS hapMakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka gns
3[jicCHEeHHs1 hapMakoHarsay B YKpaiHi, Ko BoHa
BiAMiHHa Bif, yNOBHOB&XXeHOI 0co6w, BifnoBigabHOI
3a 3AjiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLLEeHHI macTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6W, BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsgy. NponoHoBaHa peakuis: Attila
Olah. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXKEHOI 0cobu,
BiANoBiga/IbHOI 3a 3AiICHEHHST hapMakoHarnsay
160. MIAOKANM TabneTku, BKPUTI BAT "leneoH YropwumHa BAT "l'eneoH YropwmHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/7535/02/02
NNiBKOBOI 060JI0HKOO, PixTep" PixTep" 3MiHK | TNy - 3MiHK Woao 6e3nekn/ed)ekTMBHOCTI Ta peyenmom

no 150 wr, no 10
Tabnetok y 6nictepi; no
3 6nicTepn B KAPTOHHIN
ynakoBLUi

hapmakoHarnsgy. BeegeHHs abo 3miHu oo
y3ara/lbHeHNX AaHuX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NP0 CMCTEMY
thapmakoHarnsay, 3miHa ynoBHOBaXeHoi ocobwu,
BiANOBIAANbHOI 3a 34iiCHEHHA (hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHVKa Ans
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsio4YeHHs1

3[iiCHEeHHs1 hapMakoHarnsay B YkpaiHi, SKLo BoHa
BiAMiHHA Bif, yNOBHOBaXXeHOI 0co6w, BifnoBifabHOI
3a 34jlicHeHHs chapmakoHarnsgy (Bkioyarym
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLLeHHI macTep-
(paiina cuctemu papmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsgy. NponoHoBaHa peakuis: Attila
Olah. 3MiHa KOHTaKTHUX JaHWX YNOBHOBaXKEHOI 0coby,
Bi4NoBiga/IbHOI 3a 3AiICHEHHST hapMmakoHarnsay

161.

MIKOCUCT

kancynu no 50 mr no 7
kancyn y 6nictepi; no 1
6nicTepy B KapTOHHiIl
ynaxoBLi

BAT "TepeoH
PixTep"

YropumHa

BAT "TeneoH
PixTep"

YropumHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TUny - 3MiHK Woao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3araslbHeHUxX faHvx npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTeMy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocobwu,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOHTaKTHOI 0CO6U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs hapMakoHarisay B YKpaiHi, SKLo BoHa
BiAMiHHA Bif YyNOBHOBaXKeHOI 0cobw, BignosigaibHOT
3a 3fjiicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
(paiina cuctemu hapmMakoHarnsay) - 3miHa
YNOBHOB&XEHOT 0c0obM, BiANOBiAaNbHOT 3a 34iNCHEHHS
thapmakoHarnagy. MponoHoBaHa pegakuis: Attila
Olah. 3MiHa KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu,
BiANOBIA&/IbHOI 3a 3AiiCHEHHA hapmakoHarnsgy

3a
peyenmom

3a

UA/2938/02/01

UA/2938/02/02

162.

MIKOCUCT

kancysv no 100 mr no 7
Kancyn y 6nictepi; no 4
6nicTepy B KAPTOHHIi
ynakoBLj

BAT "TeneoH
PixTep"

YropumHa

BAT "TeneoH
PixTep"

YropumHa

BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis:
3MiHK | TUNYy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MmiHu Ao
y3arasibHeHVX JaHux Npo cuctemy dapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPO cucTemy
hapMakoHarnsay, amMiHa yrnoBHOBaXXEHOT 0cobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 hapMakoHarnagy 3asBHuka ons
3[jiCHeHHs1 hapMakoHarnsay B YkpaiHi, AKLo BoHa
BiAMiHHA BiJ, yNOBHOBaXeHOI 0c06W, BiANOBiAabHOI
3a 3[jiicHeHHs1 hapMakoHarnagy (BkIYarum
KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
thaiina cuctemu hapmakoHarnsay) - 3miHa
YMNOBHOBaXKEHOT 0Cc06M, BiAMNOBiAaNbHOT 3a 34iACHEHHS
thapmakoHarnsigy. NponoHoBaHa peaakuist: Attila
Olah. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0Co6Y,
BiANOBIAa/IbHOI 3a 3AiiCHEHHA hapMmakoHarnsgy

peyenmom

163.

MIKOCUCT

kancynu no 150 mr no 1
Kancyniy 6nictepi; no 1
abo no 2 6nictepu B
KapPTOHHI ynakoBLii

BAT "TepeoH
PixTep"

YropuwmHa

BAT "TepeoH
PixTep"

YropwuHa

BHECEHHS 3MiH 0 peecTpauiiHux maTepiasis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3MiHn [0
y3arasibHeHNX faHnX Npo cucTemy dpapmakoHarnsgy

3a
peyenmom

UA/2938/02/03
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
(BBEAEHHSA Y3araslbHEHVX A@HNX NPO cucTemy
thapmakoHarnagy, 3miHa ynoBHOBaXKeHoi ocoowu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA thapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka ons
3AiliCHeHHs hapMakoHarnagy B YkpaiHi, K0 BOHa
BiAMiHHA Bif, yNOBHOB&XeHOI 0c06y, BifNoOBiAaIbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (BkiKyakum
KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
thaiina cuctemu papmakoHarnsgy) - 3miHa
yNOBHOBaXXEHOT 0c06M, BigNOBiAaNbHOT 3a 34iCHEHHS
thapmakoHarnsgy. NponoHoBaHa peakuis: Attila
Olah. 3MiHa KOHTaKTHUX JaHWX YNMOBHOBaXEHOI 0co6w,
BiANOBIAa/IbHOI 3a 3AiiCHEHHA hapmakoHarnsay
164. | MIKOCUCT PO34mnH ANs iHdy3il, 2 BAT "lepeoH YropuwuHa BAT "TepeoH YropumHa BHECEHHS 3MiH [0 peecTpaviiHix maTtepianis: 3a UA/2938/01/01
mr/ma no 100 mn (200 PixTep" PixTep" 3MiHM | Tuny - 3MiHK Woao 6e3neku/edekTNBHOCTI Ta peyenmom
Mr) y doiakoHi; no 1 thapmakoHarnagy. BeegeHHs abo 3MiHu fo
h1akoHy B KapTOHHIi y3arasibHeHnX AaHux npo cuctemy hapmakoHarnsgy
KOpo6Li (BBEAEHHSA y3araslbHEHVX AaHNX NPOo cucTemy
hapmMakoHarnsgy, smMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS hapmakoHarnsagy;
KOHTaKTHOI 0cobM 3 hapMakoHarnagy 3asBHuka gns
3[iiCHeHHs1 hapMakoHarsay B YKpaiHi, Ko BoHa
BiAMiHHA Bif, yNOBHOB&XXeHOI 0c0o6w, BifnoBiAa1bHOI
3a 3AjiicHeHHs hapmakoHariaay (Bkiyarum
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLLeHHI macTep-
tharina cuctemun chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6W, BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsgy. NponoHoBaHa peakuis: Attila
Olah. 3MiHa KOHTaKTHUX JaHWX YNOBHOBaXKEHOI 0cobw,
Bi4NoBiga/IbHOI 3a 3AiICHEHHST hapMmakoHarnsay
165. MIKCTAPA® 30 CyCneHs3ia Ans iH'ekuii, A/T Hoso Hopgaick [JaHis BUPOGHUK Nanis/ BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3a UA/2682/01/01
HM 100 MO/mn no 10 mny Hepo3dgacoBaHoro dpaHuis 3MiHK | TUNY - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI Ta peyenmom
hnakoHi; no 1 dpnakoHy NPOAYKTY, hapmakoHarnsgy. BeegeHHs abo 3miHu o
B KapTOHHiii Kopobuyi HanoBHEHHS B y3arasibHeHUx faHvx npo cuctemy chapmakoHarnagy
dhnakoHu, (BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTeMy
nepBuHHa chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobu,
ynakoBkKa, BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnsay;
KOHTPO/b SKOCTi KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
Ta BiANOBiAA/IbHWIA 3[iicCHeHHs1 hapMakoHarsay B YKpaiHi, AKLo BoHa
3a BUMNYCK cepiit BiAMiHHA Bif YyNOBHOBaXKeHOI 0cobw, BignosigaibHOT
KiHLLeBOro 3a 3gilicHeHHs hapmakoHariagy (Bkvarun
npoaykty: AIT KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
Hoso Hopgick, (paiina cuctemu hapmMakoHarnsgy) - 3miHa
[laHis; BUpO6HUK KOHTaKTHOI 0CO6M B YKpaiHi ynoBHOBaXKeHOT 0cobm
npoaykuii 3a 3aABHUKa A1 34IMCHEHHA hapMakoHarnagy.
NOBHUM LMK/IOM: MponoHoBaHa pepakuis: JlactoBeHko AHHa CepriiBHa.
Hoso Hopgaick 3MiHa KOHTaKTHUX AiaHNX KOHTaKTHOI 0co6U B YKpaiHi
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs
MpoAKCLOH YNOBHOB&XXEHOT 0CO6OU 3asBHUKA A5 3A4ICHEHHS
CAC, ®paHuis; hapmakoHarnsagy
BMPOGHWK ANs
MapKyBaHHs Ta
ynakoBKn
chnakoHiB,
BTOPWHHOTO
nakyBaHHs: A/IT
Hoso Hopaickr,
[JaHis
166. MINAPOHAT® pO3unH ANs iH'ekuin, 0,5 AT "IpiHgekc" Natsis BCi cTagii CnosayunHa BHECEHHS 3MiH [0 peecTpaviiHix maTtepianis: 3a UA/3419/01/01
r/5 mn no 5 mn y amnyni; BMPOGHMYOro / NarBis BMMNpaB/IEHHSA TEXHIYHOI NOMUIIKM Y MeToAaxX peyenmom
no 5 amnyn y KOHTYpHiii npouecy, Kpim KOHTPOJII0 SIKOCTi, NPU NepeHeceHH i iHchopmadii 3
YapyHKOBIli ynakoBLyi BWMNYCKy Cepil: marepianis peectpaujiiHoro gocbe (po3gin 3.2.P.5.2),
(nigpoHi); no 2 abo 4 XBM dapma Yy MeTOZj KOHTPOJI0 NiKapCbKoro 3acoby 3a
KOHTYPHI YapyHKOBI c.p.o., NokasHUKOM «2.2 KonbopoBa peakLisi» B NpUroTyBaHHi
ynakoBku (MigaoHun) B CnoBayuuHa; peakuii noMnnkoBo 6y/o 3asHaveHo «0,5 n liogy»
nauwi 3 KapToHy BMPOGHUK, KNI 3amicTb «0,5 mn nopgy»
Bignosigae 3a
BUMYCK Cepii,
BK/THOHAI0UM
KOHTPO/Ib cepii/
BUNpobyBaHHA: AT
"I'piHaekc", NlaTsis
167. MIPEHA BHYTPiLLHbOMAaTKOBa Baiiep Oy DiHNAHAiIA Baiiep Oy PiHnaHaisa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/8614/01/01
cuctema 3 3MiHM | TUNY - NOAAaHHSA OHOB/IEHOTO cepTudikaTty peyenmom
neBOoHOprecTpesiom, 52 BignosigHocTi E® (3anponoHoBaHo: R1-CEP 2000-
Mr (20 MKr/24 rofuHwn); 101-Rev 03) ana APl nesoHoprecTpen, Bif BXxe
BHYTPiLLHbOMAaTKOBa 3aTBEPAKEHOr0 BUPOGHYMKA, KM 3MIHMB Ha3BY Ha
cuctema Ta npucTpiii Baviep Al', 6e3 3MiHN MiCLLe3HaxXOMKEHHS
[ONS BBeAEHHSA
(3anasHuin B okpemuii
6nicTep), 3anakoBaHi B
CTEPWUNbHUIA, 3anasiHKii
MiLLEYOK, Lo
NoMILAETLCA B
KapTOHHY nayky
168. MOBUMNPEN® NOPOLLOK A/15 HopxwuH B.B. Higepnangn | HOPXXWH Nimiteq Benvka BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | 6e3 UA/12987/01/01
OP&a/IbHOrO PO34MHYy No 1 BpuTaHis TMnNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma

cawe AilcaweBy
nakeTi; Mo 2 nakeTu B
KapTOHHI Kopo6Lyi

Ta/abo agpecu MicLs NPOBaKEHHS AiSNbHOCTI
BMPOGHMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
BK/IOUaAOUM AiNbHULI BUMYCKy cepii abo micue
NPOBeLeHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKYy
BiANOBiAa€ BUPOOHMK/iMNOPTEP, BKKOYAKOUM BUMYCK
cepiid) - 3miHa agpecu Bupo6Huka HOPXXWH NimiTes,
Benuka bpuTaHis/NORGINE Limited, United Kingdom
6€e3 3MiHM Micusl BUpOGHMLTBA
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
169. MOBUMNPEN® NOpPOLLOK A/1A HopxwuH B.B. Higepnangn | HOPXXWH Nimiten Benvka BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 6e3 UA/12987/01/01
OpPaU1bHOrO PO34MHY no 1 BputaHis 3MiHM | TUny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta peyenma
cawe AilcaweBy thapmakoHarnsgy. BeegeHHs abo 3miHv o
nakeTi; Mo 2 nakeTu B y3araslbHeHUX faHvx npo cuctemy chapmakoHarnagy
KapTOHHI Kopobuj (BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy
chapmakoHarnsgy, 3mMiHa ynoBHOBaXKeHOi ocobw,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHUKa 415
3[iiCHeHHs1 hapMakoHarisay B YkpaiHi, SKLo BoHa
BiIMiHHa Bif, yNOBHOBaXXeHOI 0c06W, BifNOBiAabHOI
3a 3fjiicHeHHs hapmakoHarnsgy (Bkioyaroun
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
(paiina cuctemu papmakoHarnsay) - 3miHa
YyNOBHOBaXXEHOI 0CO6M 3as1BHYVKA, BiAMnoBiAa/IbHOT 3a
3pificHeHHs1 hapmakoHarnisgy: MponoHoBaHa
pefakuis - Edel Behan. 3miHa KOHTaKTHUX AaHUX
YNOBHOBaXeEHOT 0CO6W. 3MiHa KOHTaKTHOI ocobu,
BiANOBIAa/IbHOI 3a thapmakoHarnsg: MNponoHoBaHa
pepaxuisi — CaByeHKO AMUTPO. 3MiHA KOHTaKTHUX
LaHNX KOHTaKTHOI 0cobw, BignoBigaibHOI 3a
papMakoHarnsg
170. MOHYPAN rpaHynun aas opasibHOro 3am60H C.MN.A. ITania 3amM60H LBeiiLapis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/9833/01/01
po3unHy no 3r;no 8r CsiTuepnaHg, /174, 3MiHM | TUny - 3MiHa HaliMeHyBaHHSA BUPOGHMKa Aitoyol peyenmom
npenaparty (3 r gitoyoi peyoBuHM ®ochomiumHy TpomeTamorn, 6e3 3mMiHu
pPEeYOoBUHM) B NakKeTi; No Micus BUpobHULTBAa
1 nakeTy B KApPTOHHIl
nauuj
171. HA3IK® cnpeii HazasbHUiA, Kaccenna-mep HimeuunHa Knoctepcpay HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 6e3 UA/9132/01/01
po3unH no 10 mny 'M6X eHg Ko. KI Bepnin M'v6X BUMpPaB/IEHHS TEXHIYHNX NOMUIOK B METOAAX peyenma
hnakoHi; no 1 dpnakoHy KOHTPO/H0 SIKOCTi FOTOBOrO JliKapcbKoro 3acoby y
3 Hacazkow ans aHaniTMYHIN MeToaMLi 3a NoKa3HUKaMm
PO3MUNEHHS Y KAPTOHHIN «KonnuecTBeHHOe onpegeneHne n ngeHtndrkaums
Kopo6uj; no 10 mn'y [eKkcnaHTeHosa 1 NPoAyKTbl ero pacnaga» BUHMKNA
thnakoHi; no 1 dpnakoHy TeXHiYHa NomMusIka B yMOBax XxpomarorpadyBaHHs
pa3om 3 hikcoBaHO (kinbKicHWIA cknag, pyxomoi dhasn) npy NnepeHeceHHi
HacajgKkow ans iHdhopmavii
PO3NWNEHHS B KAPTOHHIlA
KopoobUi
172. HA3IK® Ana cnpeii HasabHUiA, Kaccenna-mep HimeuyunHa Knoctepdpay HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 6e3 UA/9133/01/01
BITEN po3unH no 10 mny M6X eHp Ko. KI Bepnin M'M6X BUMpPaB/IEHHS TEXHIYHNX NOMUIOK B METOAAX peyenma

hnakoHi; no 1 dpnakoHy
pa3om 3 HacafKow Ans
PO3NWNEHHS Y KAPTOHHIl
Kopo6ui; no 10 mny
hnakoHi, no 1 dpnakoHy
3 (hikcoBaHol HacaaKot
ON19 PO3NWIEHHSA B

KOHTPOJIH0 SIKOCTi FOTOBOrO flikapCbKOro 3acoby y
aHaniTMYHIN MeToamLIi 3a NoKa3HUKaMm
«KonnuecTBeHHOe onpegeneHne n ngeHTndmkaums
[lekcrnaHTeHosa 1 NPoAYKTbI ero pacnaga» BUHMKNA
TEXHiYHa NoMW/Ka B yMOBaxX XxpomatorpadyBaHHs
(KinbkicHWIA cknag, pyxomoi dhasun) npu nepeHeceHHi
iHhopmauii
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
KapTOHHIN KopobLli
173. HAMPO®® TabneTkun, BKpUTI POTA®APM Benuvka Biodapma Inay TypeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/12506/01/01
NNiBKOBOI 000IOHKOH, NIMITEL BpuTaHis CaH. Be Tigx. TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
no 275 wr, no 10 A.lL., TypeyunHa; Ta/abo aapecun micusa NPOBamXeHHs OisNIbHOCTI
TabneTtok y 6nictepi; no YOPALA BUPOBGHMKa/iMnopTepa roToBOro JlikapCcbKoro 3acoby,
1 abo 2 6nicTepu B MEANLH INAY BK/IOYAOUM OiNbHUL BUMYCKy cepii abo micue
KapTOHHI Kopo6Lyi CAH. BE TIOX. NPOBeAEHHS KOHTPOJIH0 AKOCTI. (LiSANbHICTb, 3a AKY
A.LL., TypeyunHa BiANOBIAAE BUPOGHMK/IMNOPTEP, BKOYAOUM BUMYCK
cepiid) - 3miHa agpecu BupobHuka YOP/14 MEAVLINH
ITAY CAH. BE TIXK. A.LL., 6e3 3MiHK MicusA
BMPOGHMLITBA
174. HAMPO®® TabneTku, BKpUTI POTA®APM Benvka Biochapma lnau TypeyunHa BHECEHHS 3MiH 1O peecTpaLiiiHux maTepianis: 3miHu | 3a UA/12506/01/02
NNiBKOBOIO 060/I0HKOIO, NIMITEL BpuTaHis CaH. Be Tigx. TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsI peuenmom
no 550 mr, no 10 A.lL., TypeuunHa; Ta/abo agpecy MicLUs NPOBaKEHHS AiSNbHOCTI
TabneTtok y 6nictepi; no yoprPna BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
1 abo 2 6nictepu B MEANLNH INAY BK/IIOYAOUM AiNbHULI BUMYCKY cepii abo micue
KapTOHHI Kopo6Lyi CAH. BE TIOX. NpoBeLEHHS KOHTPOJIIO AKOCTI. (4iANbHICTb, 3a AKy
A.LL., TypeyunHa BiANOBiAAE BMPOGHMK/IMNOPTEpP, BKIOYAOUM BUMYCK
cepiid) - 3miHa agpecu Bupo6Huka YOP/14 MEAVLINH
INAY CAH. BE TIAXK. A.LL., 6e3 3miHu micusa
BMPOGHMUTBA
175. HADOTUDIHY KpUCTanivyHmii NopoLIoK ToBapucTBO 3 YKpaiHa OJIOH C.IN.A. ITania BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | - UA/13944/01/01
rigpoxnorup (cybeTaHuin) y 06MEXEHO TMNy - AAMIHICTPATVUBHI 3MiHW. 3MiHa HaliMEeHYyBaHHsI
noagiiHnx BigNoBiga/IbHICTIO Ta/abo afpecu 3asiBHMKa (B/1aCHMKa peecTpaviiiHoro
nonieTuneHoBmx "papmaLeBTUYHa NoCBiAYEHHSA) - 3MiHA aApecy 3asBHKKa; 3MiHK | TRy -
naketax gJsis KOMNaHis AAMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
BMPOGHMLTBA "3popos'sa” afpecy MicL NPoBaXeHHS AisNIbHOCTi BUPOGHMKA
HecTepubHUX (BK/IOYAIOUM, 38 HEOOXIAHOCTI, MicLe NpoBefeHHs
nikapcbkux chopm KOHTPO/IO SIKOCTI), ab0 BfiacHMKa MacTep-chaiina Ha
A®I, ab6o noctavansHuka A®l/BuxigHoro
marepiany/peareHTy/npoMKHOro NPOAYyKTY, L0
3aCTOCOBYIOTbCS Y BUPOOHMUTBI ADI (SIKLLLO 3a3HAaYeHO
y [OCbE Ha nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudpikaTa BiANoBiAHOCTI EBpONechbkili
dhapmakonei y 3aTBepkeHoMy A0Cbe, ab0 BUPOOHMKA
HOBOI ONOMDKHOT PeYOBUHU (SIKLLLO 3a3HAYEHO Y
[0CbE) - 3MiHa Ha3BW BUPOBHMKa AD| (HadTUDIHY
rigpoxnopuay) Ta yTOUHeHHs1 agpecy BUpobHMLTBA
AQ®| , 6e3 3MiHM MicLs BUPOGHULITBA
176. | HENPOBIOH PO34MH AN iH'ekwiii no 3 Mepk KraA HimeuunHa NOBHUIA LK Himeuunna/ BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3a UA/5409/02/01
M/ B amnyi; no 3 BVMPOGHMLTBA: ABCTpist 3MiHu | TUNY - nogaHHam Hosoro CepTtudikaty RO- peyenmom
amnynn B KapTOHHIi Mepk KlraA, CEP 2013-165-Rev 00 Ha A®I MipnaokcuHy
Kopoo6Li HimeuuunHa; rigpoxnopuvg, Big Bupo6Huka Jiangxi Tianxin
BignoBigasbHMiA 3a Pharmaceutical Co., Ltd., China, sikui1 3aMiHUTb
BUNYCK cepil: BMpobHUKa Zhejiang Tianxin Pharmaceutical Co., Ltd,
Mepk KlraA i Ko. China; 3minu | Tuny - BunyyeHHsa Ceptucikaty R1-

Bepk WniTTanb,

CEP 2005-029-Rev 00 Ha A®I MipnaoKcuHy




n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsio4YeHHs1

ABCTpis

rigpoxnopug ans Bupo6Huka Zhejiang Tianxin
Pharmaceutical Co., Ltd, China Ta oTpuMaHHAM
HoBoro Ceptudikaty RO-CEP 2013-165-Rev 00 Big
BMpo6GHMKa Jiangxi Tianxin Pharmaceutical Co., Ltd.,
China. BBeieHHA1 3MiH NpoTArom 6-tm micauis
nicns saTtBepAKeHHs

177.

HIBANIH

PO34MH ANS iH'eKuin, 1
mr/mn no 1 mn B amnyni,
no 10 amnyn y 6nictepi,
no 1 6nictepy B
KapTOHHI nauui

AT "Cothapma”

Bonrapis

AT "Coghapma”

Bonrapis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/ethekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3araslbHeHUx faHvx npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO CMcTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOI ocobw,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[jicCHeHHs1 hapMakoHarisay B YKpaiHi, SKLo BoHa
BiAMiHHA Bif YyNOBHOBaXKeHOI 0cobw, BignosigaibHOT
3a 3fjiicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MiLLeHHi MacTep-
(paiina cuctemu hapmMakoHarnsay) - 3miHa
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BifnoBiAa/IbHOT 3a
3pjificHeHHs1 hapmakoHarnsgy: MponoHoBaHa
pepakuis — CeeTnaHa Cnacosa / Svetlana Spasova.
3MiHa KOHTaKTHMX AaHnX YNOBHOBAXEHOI 0CO6M

3a
peyenmom

UA/3335/01/01

178.

HIBANIH

PO34uH ANS iH'ekuin, 2,5
mr/mn no 1 mn B amnyni,
no 10 amnyn y 6nicTepi,
no 1 6nictepy B
KapTOHHIN nauui

AT "Cothapma”

Bonrapis

AT "Cothapma”

Bonrapis

BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis:
3MiHK | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3araslbHeHVX faHux npo cuctemy dpapmakoHarniagy
(BBEIEHHSA Y3araslbHEHUX AaHWX NPo cucTemy
hapMakoHarnsay, amMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAANbHOI 3a 34iliCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3assHuka a1
3[jiCHeHHs hapMakoHarnsay B YkpaiHi, AKLO BoHa
BiAMiHHA Bif, yNOBHOBaXEHOI 0c06W, BiANOBiAabHOI
3a 3[jiicHeHHs1 hapMakoHarnagy (BkiYarum
KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
thaiina cuctemu hapmMakoHarnsay) - 3miHa
YyNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiAnoBiAa/IbHOT 3a
3piicHeHHs hapmakoHarnsgy: MponoHoBaHa
pepakuis — CeeTnaHa Cnacosa / Svetlana Spasova.
3MiHa KOHTaKTHMX AAaHWUX YNOBHOB&XEHOI 0cobun

3a
peyenmom

UA/3335/01/02

179.

HIBAJIH

PO34MH NS iH'eKUin, 5
Mmr/mn no 1 mn B amnyni,
no 10 amnyn y 6nictepi,
no 1 6nictepy B
KapTOHHIN nayui

AT "Cochapma”

Bonrapis

AT "Cogpapma”

Bonrapis

BHECEHHS 3MiH 0 peecTpauiiHux maTepianis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3MiHW [0
y3ara/lbHeHVX faHux Npo cuctemy gpapMmakoHarisgy
(BBEAEHHS y3araslbHEHUX AaHKX NPO cUCTeMy
thapmakoHarnsgy, 3miHa ynosHoBaXKeHoi ocoou,
BiNOBIAA/IbHOI 32 34iCHEHHST hapMakoHarnsgy;

3a
peyenmom

UA/3335/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsio4YeHHs1

KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka ons
3AiliCHeHHs hapMakoHarnagy B YkpaiHi, K0 BOHa
BiAMiHHA BiJ, yNOBHOB&XeHOI 0c06y, BifNoBiAaIbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHIi faHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiAnoBiga/ibHOT 3a
3ailicHeHHs hapMakoHarnsgy: rNponoHoBaHa
pepakuis — CBeTnaHa Cnacosa / Svetlana Spasova.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXEHOI 0co6u

180.

HIBANIH

Tabnetkn no 5 mr no 10
abo 20 TabneTok y
6nictepi, no 1 6nictepy
B KapPTOHHI nauui

AT "Codchapma”

Bonrapis

AT "Cogpapma”

Bonrapis

BHECEHHS 3MiH [0 peecTpaviiHix maTtepianis:
3MiHM | Tuny - 3MiHK Woao 6e3neku/edekTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
y3arasibHeHVX AaHux npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPo cucTemy
thapmMakoHarnsgy, smMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iMCHEHHST hapMmakoHarnsgy;
KOHTaKTHOI 0cobK 3 hapMakoHarnagy 3asBHuka gns
3[jiCHEeHHs1 hapMakoHarsay B YKpaiHi, Ko BoHa
BiAMiHHa Bif, yNOBHOB&XXeHOI 0c06w, BifnoBiAabHOI
3a 3AjiicHeHHs1 hapmakoHarniagy (Bkiyarum
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLLeHHI macTep-
tharina cuctemmn chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHMKA, BigNoBigabHOT 3a
34ilicHeHHs hapMakoHarnsgy: NponoHoBaHa
pegakuisi — CeeTnaHa Cnacosa / Svetlana Spasova.
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXKEHOT 0CO6U

3a
peyerimom

UA/3335/02/01

181.

HIBANIH

Tabnetku no 10 mr no 10
TabneTtok y 6nictepi, no
1 a6o 2 6nicTepu B
KapTOHHIM nayui

AT "Codchapma”

Bonrapis

AT "Coghapma”

Bonrapis

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:
3MiHM | TUny - 3MiHK Woao 6e3neku/ethekTUBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3MmiHn [o
y3ara/ibHeHuX fiaHuX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTeEMY
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs1 hapMakoHarsay B YKpaiHi, Ko BoHa
BiAMiHHA Bif yNOBHOBaXKeHOI 0cobw, BignosigaibHOT
3a 3fjicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MilLleHHi MacTep-
(paiina cuctemu hapmakoHarnsay) - 3miHa
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BignoBiAa/IbHOT 3a
34iicHeHHA hapmakoHarnsgy: NponoHoBaHa
pepakuis — CeeTnaHa Cnacosa / Svetlana Spasova.
3MiHa KOHTaKTHMX AaHNX YNOBHOBAXEHOI 0Co6U

3a
peyenmom

UA/3335/02/02

182.

HIMOTON®

PO34mnH ANns iHdysiid, 10
Mr/50 mA; no 50 mn
PO34MHY Y dh/1aKoHi; no 1

Baiiep Al

HimeyunHa

Baiiep Al (Becb
LK
BMPO6HMLTBA),

HimeyunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:
3MiHU | Tuny - oHoBneHHa EC CepTudikaTy
(CepTudpikaT Ansi MeANYHOTO BUPO6Y) Anis

3a
peuyenmom

UA/3871/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
hnakoHy pasom 3 HimeuuunHa; KBIM nosnieTIeHoBOI CNoNYyYHOT TPY6KKM Bif, 3aTBEPLKEHOTO
nonieTuIeHoOBO dapma + BUpo6HMKa PpeseHiyc Kabi Al (Jeknapauis €C npo
CMOJy4HOK TpybKOIo BeTepuHap BIANOBIAHICTb NONIETUIEHOBOT TPYOKM Ta OMUC BUPOBY
ans indpysomara y Mpoaykre MM6X 3aMIAETLCA HE3MIHHOK), OHOB/MEHHA 3.2.R
KapTOHHIi kopobuj; no 5 (BTOpUHHE
KOPOGOK B yNakoBLiji 3 nakyBaHHs),
nonietTuneHy HimeyuunHa
183. HOBOHOPM® Tabnetkn no 2 mr no 15 A/T Hoso Hopgick [anis [,03BiN Ha BMNYCK [anis/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/1582/01/03
TabneTtok y 6nictepi; no cepii: A/T Hoso HimeuyunHa 3MiHW | Tuny - 3MiHK Woao 6e3neku/edekTNBHOCTI Ta peyenmom
2 abo 6 6nictepiB y Hopgaick, AaHis; thapmakoHarnagy. BeegeHHs abo 3MiHu g0
KapTOHHI nauui BMPOGHMLTBO y3arasibHeHnX AaHux npo cuctemy hapmakoHarnsgy
Hepo3dhacosBaHoro (BBEAEHHSA y3araslbHEHVX AaHNX NPo cucTemy
NPOAYKTY: chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT 0coou,
BepiHrep BiANOBIAA/IbHOI 3a 34iiCHEHHA thapmakoHarnagy;
IHrenbxaim KOHTaKTHOI 0cobK 3 hapMakoHarnagy 3asBHuka gns
dapma Mv6X i Ko. 3[iiCHeHHs1 hapMakoHarsay B YKpaiHi, AKLOo BoHa
K, HimeuuunHa; BiAMiHHA Bif, yNOBHOB&XXeHOI 0c0o6w, BifnoBiAa1bHOI
BMPOGHMK 3a 3AjiicHeHHs hapmakoHarniagy (Bkiyarum
BiANoBigabHUI 3a KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLLeHHI macTep-
nepBUHHE Ta tharina cuctemmn chapmakoHarnsgy) - 3miHa
BTOPUHHE KOHTaKTHOI 0CO6M B YKpaiHi ynoBHOBaXKeHOT 0cobm
nakyBaHHS: 3asBHUKA 419 34IICHEHHA hapMakoHarnagy.
KataneHt MponoHoBaHa pepakuis: J/lactoBeHko AHHa CepriiBHa.
HimeuunHa 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0CO6U B YKpaiHi
WopHaopd Mm6X, YMNOBHOBaXXEHOT 0CO6M 3asIBHUKA /151 3[iACHEHHS
HimeyunHa dhapmakoHarnisgy
184. HOBOHOPM® Tabnetku no 1 mr no 15 A/T Hoso Hopgick [aHis [03BiN Ha BUNYCK [anisa/ BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3a UA/1582/01/02
TabneTtok y 6nictepi; no cepii: A/T HoBo HimeyunHa 3MiHK | TUNYy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenmom
2 abo 6 bnicTepiB y Hopaick, Aanis; thapmakoHarnsgy. BeegeHHs abo 3miHv o
KapTOHHI navui BMPOGHMLITBO y3arasibHeHVX JaHux Npo cuctemy dapmakoHarnsgy
Hepo3dhacoBaHoro (BBEAEHHSA y3araslbHEHVX AaHNX NPO cucTemy
NPOAYKTY: thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi ocobw,
BepiHrep BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnagy;
IHrenbxaim KOHTaKTHOI 0c0o6M 3 hapMakoHarnagy 3asBHuka ons
dapma N'v6X i Ko. 3[jiCHeHHs1 hapMakoHarnsay B YkpaiHi, AKLo BoHa
KI, HimevunHa; BiAMiHHA BiJ, yNOBHOBaXeHOI 0c06W, BiANOBiAabHOI
BUPOBHUK 3a 3[jiicHeHHs1 hapMakoHarnagy (BkIYarum
BignoBigasIbHMiA 3a KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
nepBuHHE Ta thaiina cuctemu hapmakoHarnsay) - 3miHa
BTOPUHHE KOHTaKTHOI 0CO6M B YKpaiHi ynoBHOBaXKEHOT 0CO6U
nakyBaHHs: 3asBHMKa 419 34iICHEHHS hapMakoHarasgy.
KaTtaneHt MponoHoBaHa pepakuin: JlactoBeHko AHHa CepriiBHa.
HimeuunHa 3MiHa KOHTaKTHUX AaHMX KOHTaKTHOT 0CO6U B YKpaiHi
LWopHaopc MbX, YNOBHOBAXXEHOT 0COOU 3asiIBHMKA AN 34IACHEHHS
HimeyynHa hapmakoHarnsgy
185. | HOBOPANIA® PO3YMH ANA iH EKLA, A/T Hoso Hopgaick [JaHis BUPOGHUK Nanis/ BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3a UA/4863/01/01
PIEKCMNEH® 100 O4/mn no 3 mny Hepo3dgiacoBaHoro PpaHuisn/ 3MiHK | TNy - 3MiHM Woao 6e3nekn/ed)ekTMBHOCTI Ta peyenmom
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
KapTpuaxi; no 1 NPOAYKTY, Bpaswnis chapmakoHarnsgy. BeegeHHs abo 3MmiHn [0
KapTpuaXy y HanoBHEHHS B y3araslbHeHUx JaHvx npo cuctemy chapmakoHarnagy
6araTto030Biii MeHdin®, (BBEAEHHSA y3araslbHEHUX AaHVX NP0 CMCTEMY
0[IHOPa30BIi LWNpuL- nepBuUHHA chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT ocobu,
pyuui; no 1 abo 5 ynakoBka, BiZJNOBIAANbHOI 3a 3AjiCHEHHS hapmakoHarnsay;
LUNPUL-PYYOK Y KOHTPO/b SIKOCTI KOHTaKTHOI 0c0obK 3 hapmakoHarnagy 3asBHuKa gns
KapTOHHI Kopo6Lyi Ta BignoBifanbHWi 3[iiCHEeHHs1 hapMakoHarsay B YkpaiHi, AKLo BoHa
3a BUNYCK cepili BiAMiHHA Bif, yNOBHOB&)XeHOI 0co6w, BifnoBifa1bHOI
KiHL,EBOro 3a 34jiicHeHHs chapmakoHarnsgy (Bkioyaryn
npoaykty: AIT KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MiLLLeHHI macTep-
Hoso Hopgick, thaiina cuctemu hapmakoHarnagy) - 3miHa
[aHis; BUpo6HUK KOHTaKTHOI 0CO6M B YKpaiHi yNoBHOBaXKeHOT 0cobm
npoaykuii 3a 3a8BHUKa A4N19 34IICHEHHA hapMakoHarnagy.
NOBHUM LMK/IOM: MponoHoBaHa pepakuisn: JlactoBeHko AHHa CepriiBHa.
Hoso Hopgaick 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0CO6U B YKpaiHi
MpoAKCLOH YNOBHOB&XXEHOT 0COBU 3asBHUKA A5 3A4ICHEHHS
CAC, ®paHuis; hapmakoHarnsagy
BMPOGHWK ANs
36MpaHHs,
MapKyBaHHs Ta
yNakoBKn
dnekclreH®,
BTOPWHHOTO
nakyBaHHs: A/IT
Hoso Hopgick,
[aHis; A/T HoBo
Hopaick, JaHis;
BUPOBHUK
Hepo3g)acoBaHol
npoayKuii,
nepBuHHA Ta
BTOPUHHA
ynakoBka: HoeBo
Hopgaick MNpoaykao
dapmaceyTika go
Bpasinb /lTga.,
Bpasunis
186. HOBOCEBEH® NOPOLLIOK A/T Hoso Hopgaick [aHis BMPOGHUK gjtoyoi [Nanis/ BHECEHHS 3MiH [0 peecTpaviiHix maTtepianis: 3a UA/5178/01/04
niodpinizoBaHWin Ans peyvoBUHM, HimeuyunHa 3MiHM | Tuny - 3MiHK Woao 6e3neku/edekTNBHOCTI Ta peyenmom

NPUroTyBaHHSA PO3UNHY
08 iH'eKUii no 5 mr
(250 KMO), 1 cknsHwia
hnakoH 3
niocpinizoBaHnm
MOPOLUKOM Y KOMMIEKTi 3
1 nonepefHbLO
3aNOBHEHUM LUNPULLOM,

roTOBOrO NPOAYKTY
Ta BUPOBHUK,
BignoBiganbHWi 3a
BUMYCK Cepiii
roToBOro
npoaykrty: A/IT
Hoso Hopgick,
[JaHis; ainbHUuA

thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
y3arasibHeHVX AaHux npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPOo cucTemy

thapmakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT 0cobu,

BiANOBIAA/IbHOT 32 34iCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0cobK 3 hapMakoHarnagy 3asBHuka gns
3[iiCHEeHHs1 hapMakoHarnsay B YKpaiHi, AKLo BoHa
BiIMiHHa Bif YyNTOBHOB&XXeHOI 0c06w, BifnoBiga1bHOI
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs

AKNIA MICTUTB 5 Mn
PO3UnHHYMKA (TICTUAVH,
BOAA AN iH'EKLin),
LLITOKOM MOPLLHSA,
nepexigHnukoMm ans
chnakoHa B
iHAMBIOYabHIN ynakoBLi
Y KapTOHHii Kopobuj

BMPOGHMLTBA, Ha
AKii NpoBOAUTLCA
KOHTPO/1b/BMNPOGY
BaHHA cepii
roToBOro
npoaykty: A/IT
Hoso Hopgick,
[NaHis;
OiNbHUUS, Ha SKil
npoBOANTbLCA
BUrOTOB/IEHHS
PO3YMHHMKA Y
nonepeaHLo
HarnoBHEHOMY
Lnpuui Ta rioro
nepBuHHe
nakyBaHHs:
Bettep ®apwma-
®epTiryHr FTM6X
yHa Ko. KT,
HimevunHa;
OinbHUUA
BMPOGHMLTBA, Ha
AKili NpOBOAUTLCSA
KOHTPONb/BUNPOBY
BaHHA PO3UYMHHUKA
y nonepesHsL0
HarnoBHEHOMY
wnpuui: Bettep
dapma-depTiryHr
'M6X yHp Ko. KT,
HimeuuunHa;
OinbHUUS
BMPOGHMLTBA, Ha
AKii NpoBOAUTLCA
BTOPVHHE
nakyBaHHs
roToBOro
npoaykty: A/IT
Hoso Hopgick,
[NaHis

3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6U B YKpaiHi ynoBHOBaXKeHOT 0cobm
3asBHUKA 419 34ICHEHHA hapMakoHarnagy.

MponoHoBaHa pepakuisi: /lactoBeHko AHHa CepriiBHa.

3MiHa KOHTaKTHUX JaHWX KOHTaKTHOT 0CO6U B YKpaiHi
YNOBHOBaXXEHOI 0COBU 3asBHUKA A1 3A4IACHEHHS
thapmakoHarnsgy

187.

HOBOCEBEH®

NMOPOLLIOK
niogpinizoBaHWit Ans
NPUroTyBaHHS PO3UNHY
0N iH'EKUA no 2 Mr
(100 KMO), 1 cknsiHwmia
pN1akoH 3

A/T Hoso Hopgaick

[aHis

BMPOGHUK Ajtoyoi
PeyoBVHM,
rOTOBOrO NPOAYKTY
Ta BUPOOHUIK,
BiANoBigabHUI 3a
BUMYCK Cepiii

[aHisa/
HimeyunHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHK | TUNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3arasibHeHNX JaHnx Npo cucTemy dapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX A@HUX NPO cucTemMy
dhapMakoHarnsay, 3mMiHa ynoBHOBaXEHOT 0cobu,

3a
peyenmom

UA/5178/01/05
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsi0YeHHs

niodpinizoBaHnm
MOPOLLKOM Y KOMMNEKTi 3
1 nonepefHbLO
3aMNOBHEHUM LLNPULOM,
AKUIA MICTUTB 2 M
PO34UnHHYMKA (TICTUAVH,
BOAA AN iH'eKLii),
LUITOKOM MOPLUHS,
nepexifgH1Kom Ans
hnakoHa B
iHAVBIAYanbHIli ynakoBLi
Y KapTOHHIli Kopoo6Li

roToBOro
npoaykty: AIT
Hoso Hopagaick,
[JaHis; ainbHULA
BMPOGHMLTBA, Ha
AKili NpOBOAUTLCSA
KOHTPONb/BUNPOBY
BaHHS cepii
roToBOro
npoaykty: AIT
Hoso Hopgick,
[aHis;
AiNbHUUSA, Ha SKil
npoBOAMTbLCA
BUIOTOB/IEHHSA
PO3YMHHMKA Y
nonepeaHL0
HarnoBHEHOMY
Lwnpuui Ta lioro
nepBuHHE
nakyBaHHS:
BeTTep ®apma-
®eptiryHr rméX
yHA Ko. KT,
HimeuuunHa,;
AiNbHUUSA
BVMPOGHMLTBA, Ha
AKi NpoBOANTLCA
KOHTPO/1b/BUNPOGY
BaHHA PO34MHHMKA
y nonepesHbL0
HarnoBHEHOMY
wnpuui: Bettep
dapma-depTiryHr
v6X yHg Ko. KT,
HimevunHa;
OinbHUUA
BMPOGHMLTBA, Ha
AKili NpOBOAUTLCSA
BTOPVHHE
nakyBaHHs
roToBOro
npoaykty: AIT
Hoso Hopgick,
[aHis

BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHUKa 415
3[iiCHeHHs1 hapMakoHarisay B YkpaiHi, SKLo BoHa
BiIMiHHA Bif, yNOBHOBaXXeHOI 0c06W, BifNOBiAabHOI

3a 3fjiicHeHHs hapmakoHarnsgy (Bkaovatoun
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLeHHi MacTep-
(paiina cuctemu hapmMakoHarnsay) - 3miHa
KOHTaKTHOI 0CO6M B YKpaiHi ynoBHOBaXKeHOT 0cobm
3a8BHVKA 415 34iCHEHHA hapmakoHarnagy.
MponoHoBaHa pepakuis: JlactoBeHko AHHa CepriiBHa.
3MiHa KOHTaKTHUX JaHNX KOHTaKTHOI 0CO6U B YKpaiHi

YMOBHOB&XeHOT 0C06M 3asiBHUKA 4715 3LiACHEHHS

thapmakoHarnsgy

188.

NMAHTEHO/

Masb, 50 mr/rno 30 ry
Ty6i; no 1 1y6i B

“Xemodhapm” A

Pecny6nika
Cepbis

Bupo6HMK
roTOBOro

Pecny6nika
Cepbis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu |
TMny - AGMiHICTpaTVBHI 3MiHW. 3MiHa HaliMEHyBaHHS

6e3
peyenma

UA/7848/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
KapTOHHI ynakoBLi nikapcbKoro Ta/abo afpecy 3asBHMKa (B/1aCHMKa peecTpaviiiHoro
3aco6y, nepBuHHe, NOCBIAYEHHS) - 3MiHa HaliMEHYBaHHS Ta agpecy
BTOPVHHE 3asBHMKa, @ came 3MiHa Ha3BM KpaiHW 3asiBHUKa
nakyBaHHs, "Xemocpapm" ALl 3 Cepbist Ha Pecny6nika Cepbis;
KOHTPO/b cepii: 3MiHM | TUNy - AAMIHICTPaTUBHI 3MiHU. 3MiHa
"Xemodpapm" AL, HalilMeHyBaHHS Ta/abo agpecy MicLs NPOBaKEHHS
Bpwau, Bigain AiSNIbHOCTI BUPO6HUMKa/iMnopTepa roToBoro
BMPOGHUYa nikapcbKoro 3acoby, BKIUAKUM 4iNIbHUL BUNYCKY
OinbHuus LWabau, cepii abo micLe NpoBeAEHHS KOHTPOJTHO SKOCTI.
Pecny6nika Cepbi (misnbHICTb, 3a AKy BigNOBIAAaE BUPOOHUK/iMNopTep,
A, BK/THOHAI0UMN BUMYCK CEPIiA) - NpUBEAEHHS afpec
Brpo6HuK, BMpOGHMKa "Xemochapm" Afl, BignoBigasbHOro 3a
BiANoOBigabHUI 3a BUNYCK Cepil , Y BiANOBIAHICTb A0 OpUriHANIbHUX
BUMYCK Cepii: [OKYMEHTIB BUPOGHMKA: 3MiHA Ha3BW KpaiHu
«Xemodhapm» Afl, BMpo6HMKa 3 Cepbis Ha Pecnybnika Cepbis, 6e3 3MiHn
Pecny6nika Cepbi Micus BUPOGHMLTBA (BBEAEHHS 3MiH NPOTArom 6-Tu
A MicsLiB NiCNsA 3aTBEPAYKEHHS); 3MiHM | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
agpecu Micusi NPoBaKEHHS AiiSIbHOCTI
BMPOGHMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
BK/IOYAOUM OiNbHUL BUMYCKY cepii abo micue
NpoBeAEeHHSA KOHTPOJIH0 AKOCTI. (LiSANbHICTb, 3a AKY
BiAANOBIAa€e BUPOGHYMK/IMNOPTEP, He BKIOYaoun
BWNYCK Cepill) - NpYBEAEHHS afpecy BUPOOHUKa
"Xemothapm" All, Bpluadl, Biggin BupobHuYa AinbHUUsS
LLabau, (BUpOOHMK rOTOBOTO NikapCbKoro 3acoby,
nepBUHHE, BTOPUHHE NakyBaHHSA, KOHTPO b cepil), ¥
BiANOBIAHICTb A0 OPUTiHANIBHUX AOKYMEHTIB
BMPOGHMKA: 3MiHa Ha3BW KpaiHn BUpobHuKa 3 Cepbis
Ha Pecny6nika Cepbisi, 6€3 3MiHW1 MicLisi BUPpO6GHULTBA
189. MEPEKNC po34nH ons TOB "YkpaiHCcbka YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/6318/01/01
BOAHIO 3 % 30BHILLHBOrO hapmavreBTMyHa akujioHepHe 3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKumii peyenma
3acTocyBaHHs 3 % no 50 KomnaHis" TOBapUCTBO 3aci6. Cuctema KoHTeliHep/3aKkynoptoBasibHWA 3aci6 -
My hnakoHax, no 100 "Bionik" BHECEHHS NPaBoK A0 PO34iny «YnakoBka»
My 6aHKax
noniMepHnx abo
dhnakoHax nosiMepHuUx
190. | MIPOKCUKAM Kancynv Teepgi no 10 mr AT "Codpapma" Bonrapis AT "Codpapma" Bonrapis BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/2936/01/01
COPAPMA no 10 kancyn y 6nictepi, 3MiHM | Tuny - 3MiHK Woao 6e3neku/edpekTNBHOCTI Ta peyenmom

no 2 6nictepn y
KapTOHHI nauui

thapmakoHarnagy. BeegeHHs abo 3MmiHu fo
y3arasibHeHVX AaHux npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPOo cucTemy

hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT 0cobu,

BiANOBIAA/IbHOT 32 34iNCHEHHS hapmakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka gns
3[jicCHEeHHs1 hapMakoHarsay B YkpaiHi, Ko BoHa
BiAMiHHa Bif YNOBHOB&XeHOI 0co6w, BifgnoBigabHOI
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiAnoBiAa/ibHOT 3a
3ailicHeHHs hapMakoHarnsgy: NponoHoBaHa
pepakuis — CBeTnaHa Cnacosa / Svetlana Spasova.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXEHOI 0co6u
191. | NIPOKCUKAM Kancynu Teepgi no 20 mr AT "Codhapma" Bonrapis AT "Codhapma" Bonrapis BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/2936/01/02
CODAPMA no 10 kancyn y 6nictepi, 3MiHW | Tuny - 3MiHK Woao 6e3neku/edekTNBHOCTI Ta peyenmom
no 2 6nictepun y thapmakoHarnagy. BeegeHHs abo 3MiHu g0
KapTOHHI nauui y3arasibHeHnX AaHux npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPo cucTemy
hapMakoHarnsgy, smMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS hapmakoHarnsagy;
KOHTaKTHOI 0cobK 3 hapMakoHarnagy 3asBHuka gns
3[iiCHeHHs1 hapMakoHarsay B YKpaiHi, AKLOo BoHa
BiAMiHHA Bif, yNOBHOB&XXeHOI 0c0o6w, BifnoBiAa1bHOI
3a 3AjiicHeHHs hapmakoHarniagy (Bkiyarum
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLLeHHI macTep-
tharina cuctemmn chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6Y 3asBHMKA, BigNoBigabHOT 3a
34ilicHeHHA hapMakoHarnsgy: NponoHoBaHa
pegakuisi — CeeTnaHa Cnacosa / Svetlana Spasova.
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXKEHOT 0CO6U
192. NMPUMOIOT- Tabnetku no 5 mr; no 10 Baiiep Al HimeuyunHa Baiiep Baiimap HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/3057/01/01
HOP TabneTtok y 6nictepi; no v6X i Ko. KI 3MiHM | TUNY - NOAAaHHA OHOBNIEHOTO cepTudikara peyenmom
6 6ricTepiB y KAPTOHHIi BiAgnoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
nauuj 2000-111-Rev 04
ans pitovoi pevosrHu Norethisterone acetate Big Bxe
3aTBEPAKEHOIO BUPOBHMKA
193. NMPOMEAON PO34KH ANa iH'ekuiid, 20 AT "Kanuekc" Natsis BCi cTagii CnosavunHa BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3a UA/15324/01/01
KAJNUEKC mr/mn no 1 ma B amnyni; BMPOBHMYOTO / NatBis 3MiHK | TNy - 3MiHK Woao 6e3nekn/ed)ekTMBHOCTI Ta peyenmom
no 5 amnyn B KOHTYPHiiA npowecy, Kpim chapmakoHarnsgy. BeegeHHs abo 3miHn [o
YapyHKOBIll ynakoBLi BUMYyCKy cepii: y3arasibHeHVX fiaHnX Npo cuctemy hapmakoHarnsgy
(miggoHi); no 1, 2 a6o 20 XBM dapma (BBEAEHHSA y3aras/lbHEHUX AAHUX MPO CUcTeMy
KOHTYPHUX YapyHKOBMX c.p.o., chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT 0cobu,
ynakoBok (MigAoHis) B CnosayvumnHa; BiZiNOBIAANbHOI 3a 34jiCHEHHS hapmakoHarnaay;
nauui i3 kKapToHy BUPOBHWK, SKWIA KOHTaKTHOI 0CO6U 3 chapmakoHarnsay 3asiBHVKa 415
Bignosigae 3a 3[iicHeHHs1 hapMakoHarsay B YkpaiHi, Ko BoHa
KOHTPO/b BiIMiHHA Bif, yNOBHOBaXXeHOI 0co6y, BifnoBifaIbHOI
cepii/BunpobyBaH 3a 3gilicHeHHs chapmakoHaragy (Bkovarum
HA: AT "I'piHgekc", KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MilLleHHi MacTep-
Natsist; BUPOGHUK, thaiina cuctemu hapmakoHarnagy) - 3miHa
AKWIA BigNOBigae KOHTaKTHOI 0CO6M B YKpaiHi yOBHOBaXKEHOT 0CO6U
3a BUNycK cepii: 3as8BHUKa A4N19 34IMCHEHHA hapMakoHarnagy.
AT "Kanuekc", MponoHoBaHa pepakuis: Eximosa IpuHa BitaniisHa.
JNatBis 3MiHa KOHTaKTHMX AAaHMX KOHTaKTHOI 0CO6U B YKpaiHi
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
YNOBHOB&XXEHOT 0CO6OU 3asBHUKA A5 3A4ICHEHHS
hapmakoHarnsgy
194. | NPOMEAON-3H PO34mnH AN4 iH'ekuiin, 20 TOB "XapkiBcbke YkpaiHa TOB "XapkiBcbke Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/5157/01/01
mr/mn, no 1 mn B hapmaueBTUyHE hapmaueBTUyHe 3MiHK | TUNy - 3MiHa 6yAb-AKOT YacT1HU Matepiany peuenmom
amnyni; no 5 amnyny nignpMEMCTBO nignpMeMCTBO NepPBUNHHOT YMakoBKK, LLO HE KOHTAKTYE 3 FOTOBUM
6nicTepi; no 1 a6o 2, "300poB's "340poB's nikapcbkM 3aco60M (Hanpuknag, Konip KpUweyok 3
a6o 20 6nicTepis y Hapoay" Hapoay" KOHTPOIEM MEPLUOro BiAKPUTTS, KOMIP KOAOBUX Kinelb
KOpoo6Li Ha amnynax, KOHTeHepa 415 ronok (pisHi Buam
nnactmacy) - 4OAATKOBO A0 3aTBEPKEHUX aMny/
(Bpo6HYKK MAT "TNonTaBCbKMWiA 3aBOJ, MEAUNYHOTO
ckna", Ykpaina) sBogAateca amnynu: IM K3 - 3
KONbOPOBUM KifibLiem 3n1amy; IMN T3 - 3 Hagpizom Ta
KO/IbOPOBO TOYKOO 3n1amy; I KK2 - 3 gBoma
Kinbusamn kogysaHHs: 1M KK2/03 - 3 ggoma kinbusamu
KOZlyBaHHA YePBOHOTO KO/bOpPY. [JONOBHEHHS
p."YnakoBka" iHghopMaLi€eto: «JonyckaeTbca npu
nakyBaHHs NikapCbKoro 3acoby B aMnynu 3 KiflbLem
3n1amy abo TOUKOIO 3/1aMy i HACIYKOI He BKiagatu
ckapudpikaTop amnynbHUR»
195. MPOTA®AH® HM | cycneHsis gns iH'ekuji, A/T Hoso Hopgaick [aHis BMPOGHMK [Nanis/ BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3a UA/2700/01/01
100 MO/mn no 10 mny Hepo3dhacoBaHoro PpaHuis 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
thnakoHi; no 1 dpnakoHy NPOAYKTY, thapmakoHarnagy. BeegeHHs abo 3MmiHu fo
B KapTOHHIin kopobu,i HanoBHEHHS B y3arasibHeHVX AaHux npo cuctemy apmakoHarnsgy
donakoHm, (BBEAEHHSA y3araslbHEHVX AaHNX NPOo cucTemy
nepBuHHa chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT 0coou,
ynakoBKa, BiANOBIAA/IbHOT 32 34iNCHEHHST hapMakoHarnsagy;
KOHTPO/b SKOCTI KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka gns
Ta BignoBiganbHui 3[jicCHeHHs1 hapMakoHarsay B YkpaiHi, Ko BoHa
3a BUNyCK cepiit BiAMiHHa Bif, yNOBHOBaXXeHOI 0co6w, BifnoBigabHOI
KiHLLeBOro 3a 3AjiicHeHHs1 hapMakoHariaay (Bkiyarum
npopykty: AIT KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLLeHHI macTep-
Hoso Hopagaick, haiina cuctemu papmakoHarnsgy) - 3miHa
[aHist; BUpo6HUK KOHTaKTHOI 0CO6M B YKpaiHi ynoBHOBaXKeHOT 0cobm
npoaykuii 3a 3asBHUKA A4N19 34IICHEHHA hapMakoHarnagy.
NOBHUM LMK/IOM: MponoHoBaHa pepgakuis: J/lactoBeHko AHHa CepriiBHa.
Hoso Hopgick 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0CO6U B YKpaiHi
MpoAKCLOH YNOBHOBaXXEHOI 0CO6OU 3asBHUKA A5 3A4ICHEHHSN
CAC, dpaHuis; hapmakoHarnsgy
BMPOGHWK ANS
MapKyBaHHs Ta
ynakoBKn
hN1akoHiB,
BTOPWHHOTO
nakyBaHHs: A/IT
Hoso Hopgick,
[JaHis
196. PEBAUMO TabNeTKkn, BKPUTI Mdbaiizep IHK. CWA dapeBa Ambyas PpaHuis BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 3a UA/6839/01/01
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TabneTtok y 6nictepi; no
2, 4 abo 6 6nicTepiB y
KapTOHHI Kopobuyj

MecTo

BMPOGHMLTBO "in
bulk", nepsuHHy Ta
BTOPUHHY
yMaKoBKy,
KOHTPO/ib Ta
BMNYCK Cepil:
KPKA, a.4., Hoso
mecTo, CroBeHis;
Kpka-dapma
A.o.o., AL
AcTtpebapcko,

Xopgaris

rOTOBOrO J1iKapCbKOro 3acoby - He3HauHi 3MiHK Y
MeToAMLi BUNPOBYBaHHA «PO34UMHEHHS», «CynpoBiaHi
LOMILLKM». KpuTepii NpURHATHOCTI 3a faHuM
NOKa3HUKOM He 3MiHUIncA

Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs
NNiBKOBOIO 060JIOHKOIO, 3MiHu |l TNy - 3MiHK [0 IHCTPYKLUIT A8 MeAnYHOro peuenmom
no 20 wmr, no 15 3aCTOCYyBaHHSA y po34in "3acTocyBaHHA y nepios
Tabnetok y 6nictepi, no BariTHOCTi abo rogyBaHHs rpyaat”. BBegeHHS 3MiH
6 6nicTepiB y KApPTOHHIi npoTArom 6-T1 micauiB nicnsa saTBepaXeHHA
KopoobLi
197. PENOAIAB Tabnetku no 0,5 mMr no KPKA, a.4., Hoso CnoBeHis BVPOGHWK, CnoseHis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/14143/01/01
15 TabneTok y 6nicTtepi; MecTo BiANoOBigabHUI 3a Xopsartis 3MiHK | TUNy - 3MiHa y MeTogax BUNpobyBaHHS peuenmom
no 2, 4 abo 6 6nictepis BMPOGHMLTBO "in rOTOBOrO /1iKapPCbKOro 3acoby - He3HauHI 3MiHW Y
Y KapTOHHIli Kopoo6Li bulk", nepBuHHy Ta MeToANLji BUNPOOyBaHHS «P0O34nHEHHSs», «CynpoBigHi
BTOPUHHY OOMiLLKM». KpuTepil NpUiAHATHOCTI 32 AaHnM
yMaKkoBKy, MOKa3HUKOM He 3MiHMANCA
KOHTPO/Ib Ta
BMNYCK cepil:
KPKA, a.4., Hoso
mecTo, CroBeHis;
Kpka-®apma
a.o.o., ANy,
HActpebapcko,
Xopsaris
198. PENOAIAB Tabnetkn no 1 mr no 15 KPKA, a.4a., Hoso CnoseHis BUPOGHMK, CnoseHis/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/14143/01/02
TabneTtok y 6nictepi; no MecTo BiANOBigaIbHNI 3a Xopsartis 3MiHM | TUMy - 3MiHa y MeToAax BUNpo6yBaHHS peyenmom
2, 4 abo 6 6nictepiB y BUPOGHMLTBO "in rOTOBOrO JiKAPCbKOro 3acoby - He3HauHi 3MiHN y
KapTOHHI Kopo6Lyi bulk", nepsuHHy Ta MEeTOAMLji BUNPOOYBaHHA «PO34YMHEHHS», «CynpoBigHi
BTOPUHHY OOMILLKW». KpuTepii NpUAHATHOCTI 32 AaHnM
ynakoBKy, NOKa3HUKOM He 3MiHuIucs
KOHTPO/ib Ta
BUNYCK Cepil:
KPKA, a.4., Hoso
mecTo, CnoBeHis;
Kpka-dapma
n.o.o., AnL
AcTtpebapcko,
Xopsaris
199. PENOAIAB Tabnetku no 2 mr no 15 KPKA, a.4., Hoso CnoseHis BUPOBHUK, CnoseHis/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/14143/01/03
BignoBigasIbHWIA 3a Xopsaris 3MiHK | TUNy - 3MiHa y MeTogax BUNpobyBaHHs peyenmom
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs
200. PIHFEPA PO34mnH ANs iHdysiiA, no MpuBaTHe YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/5121/01/01
PO34MH 200 mn, abo no 400 mn, akuioHepHe akujioHepHe 3MiHM | TUny - 3MiHa po3Mipy cepii (BKIYaoum peyenmom
y nsiwKax TOBapUCTBO TOBapUCTBO AianasoH po3Mipy cepii) roTOBOro JlikapCbkoro 3acoby
"IHdy3ia" "IHdpy3ia" — 36iNbLUEHHS po3mipy cepii Ao 8000 1.
3anponoHosaHo: 2000,0 n, 4000,0 n, 8000,0 n
201. | PYTUH NOPOLLIOK KpUcTanivyHmi AT "KMIBCbKIMN YkpaiHa f6ao0 ®apm KuTaii BHECEHHS 3MiH [0 peecTpaviiiHiX maTtepianis: 3MiHu | - UA/11457/01/01
(PYTO3MAY (cy6eTaHuin) y naketax BITAMIHHWIA CuuyaHb TMNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHSsI
TPUTIAPAT) noaBiiHNX 3ABO" dapmacboTukan Ta/abo agpecu 3asBHMKa (BNacHUka peectpayiiHoro
nonieTuneHoBnx A4s Ko., N1A. noceigyeHHs). 3miHa HaliMeHyBaHHS 3asiBHVKa.
hapmaLeBTUUYHOTO TepMiH BBEAEHHS 3MiH NPOTAroM 6-TW MicAUiB nicns
3aCTOCYBaHHS 3aTBEPKEHHS.
202. CEPOONEKT TabneTku, BKpUTI Nynpbek Exkcnopt [anis BMPOGHMLTBO [Oanis BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3a UA/5601/01/01
060/10HKO10, N0 4 Mr; N0 AlC Hepo3ghacoBaHOro 3MiHK | TUNy - 3MiHa y MeTogax BUNpobyBaHHS peuenmom
10 TabneTok y 6nicTepi; NpPOAYyKTY, rOTOBOrO JIiKAPCbKOro 3acoby - He3HaYHi 3MiHUN Y
no 3 6nictepu B nepBuHHe Ta 3aTBEPMKEHNX METOAAX BUNPOGYBaHHA [/151 FOTOBOrO
KapTOHHI Kopo6Lyi BTOPWHHE niKapcbKoro 3acoby (BuAasieHHs BHYTPILUHLOIO
nakyBaHHs, BUMYCK cTaHgapTy (MiaHcepuHa rigpoxnopua) 3 MeToAnKM
cepiii: X. JlyHa6ek «KinbKICHOr0 BU3HA4YEHHS»)
A/C, OaHis;
BMNPOOYyBaHHSA 3a
NOKa3HUKOM
"Mikpob6ionoriyHa
yucrora'™
EypodiHC
Biochapma
MpoaakT TecTiHr
[enmapk A/C,
[JaHis
203. CEPLOONEKT TabneTkn, BKPUTI NyHp6ek EkcrnopT [anis BMPOGHULTBO [anis BHECEHHS 3MiH 0 peecTpauiiHux maTepiais: 3a UA/5601/01/02
060/10HKOt0, MO 12 wMr; AIC Hepo3dhacosBaHoro 3MiHU | TUNY - 3MiHa Y MeToAax BUNpoGyBaHHS peyernmom
no 14 tabnetok y NPOAYKTY, rOTOBOrO JIiKAPCbKOro 3acoby - He3HauHi 3MiHU y
6nicTepi; no 2 6rictepn nepBrHHE Ta 3aTBEpPMAKEHNX MeToAax BUNPOOYBaHHS 47151 FOTOBOro
B KapTOHHIi1 kopobui BTOPUHHE nikapcbKoro 3aco6y (BUAaNEHHS BHYTPILLHbLOIO
nakyBaHHS1, BUMYyCK cTaHgapTy (MiaHcepuHa rigpoxnopua) 3 MeTOANKM
cepiii: X. Nlyngoek «Ki/TbKiCHOTO BU3HAYEHHSI»)
A/C, [aHis;
BMNpobyBaHHA 3a
NOKa3HNKOM
"Mikpob6ionoriyHa
yucrora'™
EypodiHc
Biochapma
MpopakT TecTiHr
[Lenmapk A/C,
[aHis
204. | CMUBA3OH PO34MH ANa iH'eKuiid, 5 TOB "XapkiBcbke YkpaiHa TOB "XapkiBcbke Ykpaina BHECEHHS 3MiH [0 peecTpayiiiHux maTepianis: 3a UA/5794/01/01
Mr/M1 N0 2 mAa B amnyi; thapmaueBTUyHe dhapmaneBTnyHe 3MiHW | TUNy - 4OAATKOBO A0 3aTBEPAKEHNX amnys peyenmom
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
no 5 amnyn y énicrepi; nigNpPUEMCTBO nignNpPUEMCTBO (Bupo6HYKK MAT "lNonTaBCbKWiA 3aBO, MEAUYHOTO
no 2 6nictepu B KOPo6LYi "3n0poB'sa "3p0poB'a cKna", YkpaiHa) BBOAATLCA ammy/in 3 TOUKOO 31amy,
3 KapToHY Hapoay" Hapogay" KifibLieM 371aMy Ta KiflbLAMY KOAyBaHHS. [onoBHEHHS
p."YnakoBka" iHhopMaLi€to: «onyckaeTbca npu
nakyBaHHs NikapcbKoro 3acoby B aMnyu 3 KisibLiem
3n1amy abo TOUKOIO 3/1aMy i HACIYKOIO He BKagatu
ckapvdpikaTop amnynbHUR»
205. | CMHEKOA Kpanni opasibHi Ans HosaprTic LLisefuapis BVMPOGHMLTBO 3a LLsenuapis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 6e3 UA/5260/02/01
aiteid, 5 mr/mn, no 20 mn | KoHcblomep Xenc MOBHUM LMK/IOM: ITanisa 3MiHM | TUMy - 3MiHa HalimeHyBaHHS Ta/abo agpecu peyenma
y thnakoHi 3 CA Hosapric MicLA MPOBaMKEHHS AisANIbHOCTI BUPOGHMKA
KpanesibHULEeHo i KoHcbtomep Xerc (Bkntovarouwn, 3a HeobXigHOCTI, MicLle MPOBEeAEHHS
KPULLKOIO; Mo 1 chnakoHy CA, Weeiiyapis; KOHTPO/0 SIKOCTi), abo BracHuka mactep-caiina Ha
Y KapTOHHIll kopobLi BUPOBHULTBO 3a A®l, a6o noctavyanbHuka Adl/BuxigHoro
NOBHUM LMK/IOM: MaTepiany/peareHTy/MpoMKHOro NPoAyKTY, Lo
OOMNENb 3aCTOCOBYOTbCS Y BUPO6HULTBI AD| - 3mMiHa Ha3BK
GAPMALIEYTILLI BMpoGHUKa A®I byTamipaty uutpat 6e3 3MiHK MicuA
C.P.N,, Itania BMPOGHMLITBA
206. CIANIC® TabneTku, BKpUTI Eni Ninni HigepnaHnan Brpo6HMLTBO CrnonyyeHi BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: 3MiHu | 3a UA/7881/01/02
NNiBKOBOI 060/I0HKOO, Hepepneng B.B. Hepo3ghacoBaHOro LWratn TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsI peuenmom
no 2,5 mrno 14 NPOAYKTY: (CWA)/ Ta/abo agpecu 3asBHMKa (BNacHUKa peectpayiiHoro
TabneTtok y 6nictepi; no Ninni genb Kapi6e IcnaHis NOCBIJYEHHS) 3MiHa afpecy Ta Ha3BuW 3aABHNKA; 3MiHU

2 6nicTepu B nayui

IHK., CnonyyeHi
LWraTtn (CLLA);
MepBuHHa Ta
BTOPUHHA
ynakoBka, [03Bin
Ha BUMYCK cepil:
Ninni C.A., Icnanis

| TMny - 3miHK Woao 6e3nekn/eddeKTUBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiH1) 3MiHY BHECEHO A0
IHCTPYKUIi 415 MEAUYHOrO 3aCTOCyBaHHS NiKapCbKOro
3acoby Ao po3giny "OcobnmBocTi 3acToCcyBaHHA"
(monoBHeHo iHghopMalLlieto LWOAO NoripLeHHs abo
panToBOi BTPATU CNyXy MNiC/A 3aCTOCyBaHHS
Taganadiny). 3mium Il Tuny - 3miHn Woa0
6e3nekn/edpeKkTNBHOCTI Ta hapmakoHarnsgy. 3miHa 'y
KOPOTKIil XapakTepucTuLji NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT A4N151 MeAnYHOro
3aCTOCYBaHHSA Ha MifcTasi perysisipHO OHOB/IIOBAHOIO
3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo foCiAKEHb
3 6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
nicnspeecTpauiiHunii nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 fOCNifKEHb, NPOBEAEHNX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimpkeHs (PIP) (3miHa noTpebye
NnoJasibLIOro 06rpyHTyBaHHSA HOBMMU A0AATKOBMMMU
LaHumu). 3MiHU BHECEHO A0 IHCTPYKUIT ANns
MeJMYHOr0 3aCTOCYBaHHS NikapCbKoro 3acoby A0
po3ginis "®apmakonoriuHi BnactTueocTi" (40aaHo
iHhopmawito Wwoao gocnigpkeHb edpekTMBHOCTI 3a
yyacTio fjiTell 3 M'I30BOH0 AicTpodpieto [tolueHa),
"Cnoci6 3acTocyBaHHs Ta fo3n” (gogaHo iHdopmawiio
oo ytunisauii Bigxogis). 3miHu Il Tvny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy. 3miHn y
KOPOTKIl XapaKTeprCTULLi NiKapcbKoro 3acoby, TEKCTI
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsio4YeHHs1

MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAn4HOro
3aCTOCYBaHHSA Y 3B’A3KY i3 HOBYMM AaHUMW 3 SKOCTI,
LOKMIHIYHUMMW, KNIHIYHUMW JaHUMK Ta AaHUMK 3
hapmMakoHarnagy 3mMiHum BHECEHO A0 IHCTpYKUiT Ans
MeAUYHOro 3aCToCyBaHHS NiKapcbKoro 3acoby Ao
po3giny "Oco6nBOCTi 3aCTOCYBaHHA" (4OMNOBHEHO
iHChopMaLieto LWoao pusnky po3siTky roctpoi HAMIOH
nicns 3acTocyBaHHA Taganadiny)

207.

CIANIC®

TabneTkun, BKpUTI
NNiBKOBOIO 060/I0HKOIO,
no 5 mr no 14 tabneTtok
y 6nictepi, no 1 a6o 2
6nictepu B nauui

Eni Ninni
HepepneHnp B5.B.

HinepnaHvgu

Brpo6HMLTBO
Hepo3dhacoBaHoro
NPoOAYKTY:
Ninni genb Kapi6e
IHK., Cnony4eHi
LWraTtn (CLLA);
MepBuHHa Ta
BTOPVHHA
ynakoBka, [03Bin
Ha BUMYCK cepii:
Ninni C.A., Icnanis

CnonyJeHi
LWTatn
(CwA)y/
IcnaHis

BHECEHHS 3MiH [0 peecTpaviiiHiX MmaTtepianis: 3MiHu |
TMNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHSI
Ta/abo agpecu 3asBHMKa (BNacHUKa peectpayiiHoro
NocBiAYEHHS) 3MiHa agpecy Ta Ha3Bu 3asBHUKa Eni
Ninni Hepepnaxg b. B., Higepnanaw:
3aTtBeppxeHHo: Eni Mlinni Hegepnang b.B.,
Higepnangn MpyTtcner 1-5, H-3991 PA XoyTeH,
HigepnaHam Eli Lilly Nederland B.V., Netherlands
Grootsleg 1-5, NL-3991 RA, Houten, Netherlands,
3anponHosaHo: Eni Ninni Hegepnexg B.B.,
Higepnangun ManeHpopnceser 83, 3528 BXK YTpexT,
Higepnangy Eli Lilly Nederland B.V., The Netherlands
Papendorpseweg 83, 3528 BJ Utrecht, The
Netherlands; 3miHu | TUny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHM) 3MiHW BHECEHO A0 IHCTPYKLii 415 MeguyHoro
3aCTOCYyBaHHS NikapcbKoro 3acoby A0 po3ainy
"Oco6nMBOCTI 3aCTOCyBaHHA" (4ONOBHEHO
iHhopMauieto LLoao noriplieHHs abo panToBoi BTpaTh
CNyxy nicns 3actocyBaHHa Taganadiny). 3miHu Il Tuny
- 3MiHKn Wwoao 6e3nekn/ed)eKkTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTKiil XxapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
0151 MeANYHOro 3aCTOCYBaHHA Ha MiACTaBi perynsipHo
OHOB/THOBAHOrO 3BITY 3 6e3neky NikapcbKoro 3acoby,
ab0o pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS JikapCbKOro
3acoby B nicnsipeecTpaviiiHuii nepiod, abo sk
pe3ynbTaT OUiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BiANOBIAHO [0 NNaHy negiatpuyHux gocnimxkeHs (PIP)
(3miHa noTpebye noganbLIOro 06rpyHTYBaHHA HOBMMMN
[04aTKOBUMW AaHUMKM). 3MiHV BHECEHO A0 IHCTPYKUil
NS MeV4HOro 3aCTOCYBaHHA /likapCcbKoro 3acoby Ao
po3ginis "®apmakooriyHi BnacTMBocTi" (4ogaHo
iHchopmavito Wwoao AocnimpKeHb edeKTUBHOCTI 3a
yyacTio iTell 3 M'i30BO0 AicTpodpieto [toLueHa),
"Cnoci6 3acTtocyBaHHs Ta fo3n" (gogaHo iHdopmawio
LLoAo yTunisauii Biaxoais). 3amiHu Il Tuny - 3MiHu Wwoao
6e3nekun/edheKTUBHOCTI Ta hapMakoHarnsgy. 3miHn y
KOPOTKIl XapaKTepuCTULLi NiKkapcbKoro 3acoby, TEKCTI

3a
peyenmom

UA/7881/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsio4YeHHs1

MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAn4HOro
3aCTOCYBaHHSA Y 3B’A3KY i3 HOBYMM AaHUMW 3 SKOCTI,
LOKMIHIYHUMMW, KNIHIYHUMW JaHUMK Ta AaHUMK 3
hapmMakoHarnagy 3mMiHum BHECEHO A0 IHCTpYKUiT Ans
MeAUYHOro 3aCToCyBaHHS NiKapcbKoro 3acoby Ao
po3giny "Oco6nBOCTi 3aCTOCYBaHHA" (4OMNOBHEHO
iHChopMaLieto LWoao pusnky po3siTky roctpoi HAMIOH
nicsa 3acTocyBaHHA Taganaqiny).

208.

COBAN|

TabneTkun, BKpUTI
nNiBKOBOI 060/10HKOIO,
no 400 wmr, no 28
TabneTok y cpnakoHi, no
1 chnnakoHy B KapTOHHIl
ynakoBLi

lneap CaiteHcus,
IHK.

CLUA

BUMYCK Cepii,
nepBuHHa Ta
BTOPUHHA
yrnakoBKa,
KOHTPO/Ib cepil:
lneap CaiieHcus
AlieneHg tOC,
IpnaHgis;
BVMPOGHMLTBO,
nepBuHHa Ta
BTOPUHHA
ynakoBka,
KOHTPO/Ib cepii:
MaTeoH IHK.,
KaHaga; nepsnHHa
Ta BTOPVHHA
ynakoska: lneap,
CaieHcms, IHK.,
CLA; KOHTPO/b
cepi:
MaTeoH IHK.,
KaHaga; KoHTposib
cepii: MNneapg,
CaileHcms, IHK.,
CLA; BTOpuHHa
ynakoBka:
MinmayHT
Xenckea JiTa.,
IpnaHgis;
BTOPUHHA
yrnakoBKa:
AHAepcoHBpeKoH,
IHK., CLLUA;
KOHTPO/b cepii:
PapmacbloTikas
MpopakT
J[leBesionMeHT,
IHK., cGMP J1a6,
CLIA

IpnaHgis/
Kanapa/
CUWA

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHKM | TUNY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy - 3MiHu f0 iHCTPYKUiT Ans
MeJMYHOro 3acTocyBaHHsA A0 po3ainy "B3aemogis 3
iHLWMMK NiKapcbkMK 3acobamu Ta iHWi BUAK
B3aemogiin" 3rigHo pekomeHrgauin PRAC wopo
B3a€EMO/,i NikapCbKnx 3ac06iB NPsAMOT aHTUBIPYCHOI fji
Ta aHTaroHictamu BiTamiHy K; 3miHu | Tvny - 3miHa y
KOPOTKIll XapaKTeprCTULi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLUiT 4151 MeAnYHOro
3aCTOCYBaHHA Ha MigcTaBsi perynsipHo OHOB/HOBAHOMO
3BiTY 3 6€3nekun Nikapcbkoro 3acoby, abo gocnigpkeHb
3 6e3nekn 3acTocyBaHHs NikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk pe3ybTaTt OLiHK/
3BITY 3 JOCNIAKEHb, NPOBEAEHUX BiANOBIAHO A0 NNaHy
nepiatpnyHux gocnimpkeHs (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OPraHoMm) - 3MiHW A0
IHCTPYKLiT 415 MeANYHOro 3acTocyBaHHSA 40 PO34inis
"Oco61uBi 3axoamn 6e3nekn”, "B3aemogis 3 iHLWUNMUN
nikapcbkMKM 3acobamMu Ta iHLWi BUAW B3aeMogiid",
"Mo6iuHi peakyji" WoA0 pU3NKY BUHUKHEHHS
CMMMTOMAaTMYHOT Bpaamkapgii npy cynyTHbOMY
3acTocyBaHHi amiofapoHy; 3MiHu Il Tuny - 3MiHK y
KOPOTKIll XapaKTeprCTULi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLUiT 4151 MeAnYHOro
3aCTOCYBaHHS, Y 3B’AA3KY i3 HOBUMMW AaHUMU 3 AKOCTI,
OOKAIHIYHUMM, KNIHIYHAMW JaHUMK Ta aHnMK 3
hapmakoHarnsgy - 3MiHu f0 iHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHA [0 po3ainy "Ocobnusi
3axoau 6e3nekn” Woa0 peakTmBal,i Bipycy renatuty
B. BBefeHHA 3MiH npoTAromM 3-x micsAuis nicns
3aTBEPAKEHHSA

3a
peyenmom

UA/14706/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
209. CONNANriH kancynu, no 10 kancyny ToBapucTBo 3 YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3miHu 11 3a UA/12311/01/01
6nicTepi; no 1 6nictepy obmexeHoro obmexeHoro TMny - 3MiHK WoAo 6e3nekn/edeKkTnBHOCTI Ta peyenmom
y KOpobL,i 3 KapTOHY BiANOBIAA/TLHICTIO BiAMNOBIAA/TILHICTIO thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
"XapkiBcbke "XapkiBcbke 3000B'A3aHb Ta YMOB BuJaui peecTpauiiHoro
hapmMavueBTUYHE hapmaueBTnyHe NOCBIAYEHHS, BKAOUatoum MaaH ynpasniHHA py3nkamu
nianpYEMCTBO nignpMeEMCTBO (3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€)
"340poB'a "340poB'a noAasbLIOro 06r'pyHTYBaHHS HOBUMU JOAATKOBUM
Hapoay" Hapogay" [aH MK, Lo MaloTb HagaBaTUCA KOMNETEHTHUM
OpraHoMm, OCKi/Ibki BUMaraeTbCs CyTTEBA OLjiHKa
KOMNEeTeHTHUM OpraHoMm) - BrkoHaHHA 3060B'A3aHb
BiANOBIAHO A0 nignyHKTY 1.13 NyHKTY 1, NignyHkTy 2.3
nyHKTY 2 gofaatky 15 o Nopsaky npoBefeHHs
eKcnepTu3n peecTpauiiHnx martepianis Ha nikapcbki
3aco6wu, Lo NoJatTbCA Ha AepPXKaBHY peecTpaLiio
(nepepeecTpavito), a TakoX ekcnepT3n Martepianis
NpO BHECEHHS 3MiH 10 peecTpauiliHix maTtepianis
NPOTAroM fii peecTpauiliHoro Noceig4eHHs,
3aTBepaxeHoro Hakasom MO3 Big 26.08.2005 Ne 426
(y pepakuii Hakazy MO3 Bif 23.07.2015 Ne 460)
210. COTANON Tabnetkn no 40 mr no 10 CaHpo3 CnoseHis BUPOBHMLTBO 3a HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/4449/01/01
CAHAO03® TabneTtok y 6nictepi; no dapmacbloTikan3 MOBHUM LMK/IOM: 3MiHM | TUMY - NOA4AaHHA OHOB/IEHOTO cepTudiikata peyenmom
5 6nicTepiB y KapTOHHii a.n. CanTac Papma BignosigHocTi €E® Ne R1 — CEP 2002 — 049 — REV05
KOpoo6Li 6X ana A®l (Cotanony rigpoxnopugy) Bif
3aTBEPAKEHOr0 BUPOBGHUKA; 3MiHM | TUMY - NoAaHHA
OHOBJIEHOTO cepTudikaTa BignoBigHOCTi € Ne R1 —
CEP 2005 — 154 — REV02 gnsa A®l (Cotanony
rigpoxnopuay) Big 3aTBepaKeHOro BUpoGHUKa
211. COTAnNon Tabnetku no 80 mr no 10 CaHpo3 CnoseHis BUPOBHMLTBO 3a HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/4449/01/02
CAHAO3® TabneTtok y 6nictepi; no dapmacboTikan3 NMOBHVM LMK/TOM: 3MiHK | TUNY - NOA4AHHS OHOB/IEHOTO cepTudlikaTa peyenmom
5 6nicTepiB y KapTOHHii a.n. CanoTtac Papma BignosigHocTi E® Ne R1 — CEP 2002 — 049 — REV05
KopooLi 6X onsa A®l (Cotanony rigpoxnopuay) Big
3aTBEPIAXEHOr0 BUPOOHUKA; 3MiHM | TNy - nogaHHSA
OHOB/IEHOTO cepTudiikaTa BignosigHocTi E® Ne R1 —
CEP 2005 — 154 — REV02 ansa A®l (Cotanony
rigpoxnopuay) Bif 3aTBEPAXXEHOr0 BUPOOHUKA
212. COTAnNon Tabnetkv no 160 mr no CaHpo3 CnoseHis BMPOGHMLTBO 3a HimeyunHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/4449/01/03
CAHAO3® 10 TabneTok y 6nicTepi; dapmacboTikan3 NOBHUM LMKIOM: MonbLa 3MiHK | TUNY - NOA4AHHS OHOBIEHOTO cepTudikaTa peyenmom
no 5 6nictepis y a.4a. Cantotac ®apma BignoBigHocTi €E® Ne R1 — CEP 2002 — 049 — REV05
KapTOHHI Kopo6Lyi M6X, HimeuunHa; onsa A®l (Cotanony rigpoxnopuay) Big
nepBUHHE i 3aTBEPAKEHOr0 BUPOOHUKA; 3MiHM | TNy - noAaHHSA
BTOPVHHE OHOBJIEHOTO cepTudlikaTa BignosigHocTi € Ne R1 —
nakyBaHHs1, BUMYyCK CEP 2005 — 154 — REV02 ansa A®| (Cotanony
cepii: ek C.A,, rigpoxnopuay) Bif, 3aTBepAXXeHOro BUPOOHUKA
MonbLa
213. COTAnony nopoLLok (cybcTaHuis) y AT "KNIBCbKUI YkpaiHa Kambpekc ITanis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | - UA/4046/01/01
rigpoxnoprung nakeTax noABiHMX BITAMIHHNIA Mpodhapmako TMny - AAMIHICTPATMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
nonieTUIEeHoBMX /1S 3ABO4" MinaH C.p.n. Ta/abo agpecu 3asBHMKa (B1aCHUKa peecTpauiiHoro
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
BUPOGHMLTBA NnocBifYEHHS) - 3MiHa HaliMEHYBaHHS 3asBHUKa
HecTepusbHUX (BBeAeHHs 3MiH NpoTArom 6-Tu micauis nicns
niKkapcbkux chopm 3aTBEPIKEHHS)
214. CNA3MA/ITOH® PO34mMH ANs iH'eKLii no 2 AT "Cothapma” Bonrapis AT "Coghapma” Bonrapis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/3531/01/01
mMn abo 5 mn B amnyni; 3MiHM | Tuny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta peyenmom
no 5 a6o 10 amnyny thapmakoHarnsgy. BeegeHHs abo 3miHv o
6nictepi; no 1 6nictepy y3araslbHeHNX AaHuX Npo cuctemy apmakoHarnsgy
B KAPTOHHIl navui (BBEAEHHSA y3araslbHEHUX AAHUX MPO cUcTeMy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocobwu,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs1 hapMakoHarisay B YKpaiHi, AKLo BoHa
BiAMiHHA Bif YyNOBHOBaXKeHOI 0cobw, BignosigaibHOT
3a 34jiicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
(paiina cuctemu hapmakoHarnsay) - 3miHa
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BifnoBiAa/IbHOT 3a
3pjificHeHHs hapmakoHarnsgy: MponoHoBaHa
pepakuis — CeeTnaHa Cnacosa / Svetlana Spasova.
3MiHa KOHTaKTHMX AaHnX YNOBHOBAXEHOI 0Co6M
215. CNA3MINI-M Tabnetku no 10 AT "Cothapma” Bonrapis BMPOGHMLTBO Bonrapis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 6e3 UA/9012/01/01
TabneTtok y 6nictepi; no Hepo3dg)acoBaHoi 3MiHK | TUNY - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenma
2 6nicTepu B KAPTOHHIM NpoAyKUii, thapmakoHarnsgy. BeegeHHs abo 3miHv o
naui nepBuHHa Ta y3aras/ibHeHVX JaHux Npo cucTemy dhapmakoHarnsgy
BTOPVHHA (BBEAEHHSA y3araslbHEHVX AaHNX NPO cucTemy
ynakoska: AT thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi ocobw,
"hapMaueBTUYHI BiANOBIAANbHOI 3a 34iiCHEHHA (hapmakoHarnagy;
3aBoaun Minse", KOHTaKTHOI 0c06M 3 hapmakoHarnsay 3asBHUKa 415
Bonrapisi; go3sin 3AiicHEHHS hapMakoHarnisay B YkpaiHi, KO BOHA
Ha BUMYCK cepil: BiAMiHHA BiJ, yNOBHOBaXeHOI 0c06y, BiANOBiAabHOI
AT "Cochapma", 3a 3[jiicHeHHs1 hapMakoHarnagy (BkYarum
Bonrapis KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YyNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiANoBiAabHOT 3a
3piicHeHHs hapmakoHarnsgy: MponoHoBaHa
pepakuis — CeeTnaHa Cnacosa / Svetlana Spasova.
3MiHa KOHTaKTHMX AAaHWUX YNOBHOB&XEHOI 0cobun
216. CTAMAPUN NOPOLLIOK A4/18 CyCrneHsii CaHodpi MNactep dpaHuis MOBHWIA LKA dpaHuisn/ BHECEHHS 3MiH [0 peecTpauiiHux maTepiasis: 3a UA/16354/01/01
BAKUUHA And [ANs iH'EKUiA, He MeHLe C.A. BMPOGHMLTBA, YropwmHa 3MiHM | Tuny - 3MiHa napameTpiB cneyudikayiin Ta/abo peuenmom
MPO®INTAKTUKN Hi>X 1000 MO/go3a no 1 3anoBHEHHSA, [ONYCTUMUX MEX A5 AONOMDKHOT PEYOBUHY -
YXXOBTOI [03i y hakoHi Ta niodpinizauis, BW/TYHYEHHST BUNPOOYBaHHS HA PO3UYMHHICTb AJ15
NNXOMAHKHU PO3YMHHYUK (HaTpito nepBuHHE Ta [0NOMKHOT pevoBMHN Magnesium Sulphate
(KNBA xnopug, soga A BTOPUHHE Heptahydrate. PepakuiiiHi npasku po3giny 3.2.P.4.1.;
ATEHYMOBAHA) | iH'exuiil) no 0,5 mny nakyBaHHs1, BW/TyHYEHHST BUNPOOYBAHHS HA PO3UYMHHICTb AJ15
nonepegHL0 KOHTPO/1b SIKOCTI, nonomikHoi pedoBuHmn Disodium Phosphate Dihydrate;
3aMoBHEHOMY LIMPULY 3 BUMYCK Cepii; BWUNYYEHHSA BUNPOGYBaHHS Ha PO3UYMHHICTL 415
NPVKPIMJIEHOK TOJIKOH; NMOBHMWIA LMKN [,0MOMiIDKHOT pedoBnHM Potassium Chloride;
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
no 1 conakony 3 BUPOBHMLTBA, BU/TyYEHHSA BUNPOGYBaHHA Ha PO3UMHHICTb AN1S
nopotukom Ta no 1 nepBUHHE Ta [onomikHOT pevoBrHKn Calcium Chloride Dihydrate;
nonepegHL0 BTOPVHHE BUJTyYEHHS BUNPOGYBaHHSA Ha PO3UMHHICTb A1S
3arnoBHeHOMY LnpuLy 3 nakyBaHHs, nonomikHoi peyoBnHu Sodium Chloride; BunyyeHHs
NPUKPINIEHOO FOIKOK B KOHTPO/1b AKOCTI BMNPOBYBaHHA Ha PO3YNHHICTb 4718 [ONOMDKHOI
KapTOHHI kopobuj; no 1 Ta BUnyck cepii peyoBuHM Sorbitol; BUyYeHHs BUNPOGyBaHHSA Ha
0031y donakoHi Ta PO3YMHHMKA: PO3UMHHICTb 419 JONOMIXHOI pevyoBuHY Lactose
PO3YNHHVIK (HATPItO CaHodi MacTtep, Monohydrate; Buny4eHHs BUNpo6yBaHHA Ha
Xnopwvg, Boga ans dpaHuis; PO34YMHHICTb A1 AONOMIXHOIT pevyoBuHM L-Histidine
iH'ekuili) no 0,5 mny nepBuHHe Ta Hydrochloride Monohydrate; Buny4eHHs
nonepegHLO BTOPUHHE BMNPOBYBaHHA Ha PO3YNHHICTb 4718 [OMNOMDKHOI
3aMnoBHEHOMY LUMPULLY 3 nakyBaHHs, peuoBuHM L-Alanine; BunyyeHHs BUNpobyBaHHA Ha
opHieto abo gsoma KOHTPO/b SIKOCTI, PO3YMHHICTb O4151 AONOMIXHOI pevoBuHM Potassium
OKpemumMu rosikamu; no BUMYCK Cepii; Dihydrogen Phosphate; BunyueHHsi BUNpobyBaHHSA Ha
1 hnakoHy 3 MOPOLLUKOM NOBHWIA LWKN PO3YMHHICTb 4718 4OMOMDKHOI peyoBuHM Sodium
Ta no 1 nonepeaHbo BMPOGHMLTBA, Hydroxide; Buny4eHHs BUNPobyBaHHA Ha PO3YMHHICTb
3aroBHeHOMY LnpuLy 3 nepBrHHe Ta Ans gonomixHoi pevosuHu Hydrochloric Acid
1 a6o 2 okpemumun BTOPVHHE
ronikamu y 6nictepi B nakyBaHHs,
KapPTOHHI Kopo6Lyi KOHTPO/b SKOCTI
Ta BUNycK cepii
PO3UMHHYKA:
CaHocpi MNactep,
®paHuisa; NoBHUIA
LK
BMPOGHMLTBA,
nepBuHHe
nakyBaHHs,
KOHTPO/Ib AKOCTI
PO3UMHHYIKA:
CAHO®I
BIHTPOM
IHOACTPIA,
PpaHuis;
BTOPUHHE
nakyBaHHS:
CaHodpi-ABeHTIC
Mpaiisit Ko. N74,,
YropwmHa
217. | TAMCY/IO3UHY cybcTaHuis (nenetun) y AT "KNIBCbKUI YkpaiHa Mpicaii3 IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | - UA/11960/01/01
rigpoxnoprung noAgifiHNX BITAMIHHNIA Kewmicbapma MBT. TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
SR MENETUN nonieTuIeHoBNX 3ABOJA" nrp. Ta/abo agpecu 3asBHMKA (B/IAaCHUKA peecTpaviiiHoro
0,15% nakertax ans nocBifyeHHs). 3MiHa HaliMeHyBaHHS 3asiBHMKa.
hapmaueBTUYHOro TepMmiH BBEEHHS 3MiH NPOTAroM 6-T1 MicAUIB Micns
3aCTOCYyBaHHSA 3aTBEPAKEHHS.
218. | TEHAKCYM® Tabnetkn no 1 mr; no 15 | 1€ TJABOPATYAP PpaHuis Nab6opatopii Ceps' PpaHuis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/6615/01/01
TabneTok y 6aictepi; no CEPB'E € lHgacTpi 3MiHM | Tuny - 3MiHa po3mipy cepii (BKIYakum peyenmom
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
2 6nicTepu B kopobu,i 3 AianaszoHn) A®| abo NpoMiXHOro NPoAyKTY, KUl
KapTOHY 3aCTOCOBYETLCA Y NpoLeci BUpobHuuTea Ad| -
36iNbLUEHHS po3Mipy cepii Adl, y 3B’A3Ky i3
3aCTOCyBaHHAM 0613a4HaHHS HLLOT NPOAYKTUBHOCTI.
3anponoHoBaHo:
55 kr; 3MiHn | TMRY - 3MiHW B Mpoueci BUpobHULTBA
A®| - 3MiHKM Y npoveci BUpobHuuTBa AP| pinMeHianHy
avrigpocbocdhaty, a came, BUTyUYEHHS eTany CyLUiHHA
3 BUKOPUCTaHHSAM KapboHaTy HaTpito Ta 6ikapboHary,
a TakoX NPOMNOHYIOTLCA HOBi YMOBU CYLUIHHS Ha
OCTaHHbOMY eTani BUPOGHNYOro NpoLiecy, Yy 3B8'3Ky 3
BLOCKOHasIEHHSIM npoLecy BMpobHuuTBa A®I; 3miHu |
TMNy - 3MiHa y napameTpax cneuudikauiin Ta/abo
[ONyCTUMUX MEX, BU3HaUYeHuX y crnevudikalisx Ha
A®l, abo BUXIgHWIA/NPOMDKHWIA NPOAYKT/peareHT, Wwo
BMKOPMCTOBYHOTLCS Y npoueci BUpobHuytea AdI -
3MiHM A0 cneuudikauii A®| pinmeHignHy
avrigpochocdaty 3a nokasHUKoM «CynyTHI JOMILLKU»,
a came, YTOUHEHHS fOMYCTUMUX MeX «Byap — aKi iHLWi
LOMILLKM», @ TaKoX 3a3HavyeHHs gomiwok A, B, Cy
Bif4noBiAHOCTI A0 MoHorpadii gitoyoro BugaHHsa EP
219. | TU3AHINHY nopoLuok (cybcraHuis) y AT "KNIBCbKUI YkpaiHa Cimep labc IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | - UA/15674/01/01
rigpoxnoprung nakeTax noAginHMX BITAMIHHNIA Nimiten TMny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HalilMeHyBaHHS
nonieTuIeHoBNX ANs 3ABOJA" Ta/abo agpecu 3asBHMKA (B/IAaCHUKA peecTpaviiiHoro
hapmaLeBTUUYHOTO nocBifyeHHs). 3MiHa HaliMeHyBaHHS 3asiBHMKa.
3aCTOCyBaHHA BBefeHHs 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPAKEHHS.
220. | TIAMIHY NMOPOLLIOK KpUCTaslivHmi AT "KMUIBCbKUI YkpaiHa "XyaxKoHr KuTai BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | - UA/14284/01/01
rigpoxnoprunp abo kpuctanm BITAMIHHNIA PapmacbioTukan TMny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
(BITAMIH B1) (cybcTaHuis) y naketax 3ABOA" Ko., Nn1a." Ta/abo agpecu 3asBHMKA (B/1aCHMKA peecTpaviiiHoro
nonieTuNeHoBmx A5 nocBifUeHHs) - 3MiHa HaliMEHYBaHHS 3asIBHUKaA
BMPOGHMLTBA (BBeAeHHs 3MiH NpOTArom 6-Tu MicauiB nicns
HeCTepUIbHNX 3aTBEPKEHHS)
niKkapcbkux popm
221. | TIOAAPOH® Tabnetkn, no 10 MAT "Tanuuchapm” YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHu I 3a UA/6326/01/01
Tabnetok y 6nictepi; no "Tanuudapm”, TMny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI Ta peuenmom
3 abo no 6 6nictepis y YkpaiHa,; thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
nauuj NAT 3060B'A3aHb Ta YMOB BuAadi peecTpauiiiHoro
"Kuismegnpenapa NocBigYeHHs, BKIYatoum MaaH ynpasniHHA py3nkamu
T, YKpaiHa (3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€)

noAasIbLLIOro 06r'pyHTYBaHHS HOBUMW AOAATKOBUM
AaHUMK, L0 MatoTb HaAaBaTnUCA KOMMETEHTHUM
OpraHoM, OCKifIbKM BUMaraeTbCsl CyTTEBA OLjiHKa
KOMMNETEHTHUM OpraHoMm) - BrUKoHaHHA 3060B'A3aHb
BiANOBIAHO A0 NiANyHKTY 1.13 nyHKTY 1, NignyHkTy 2.3
nyHKTY 2 goaatky 15 ao MNopsaaky nposefeHHsA
eKCnepTu3n peecTpaliiHnX MaTepiasliB Ha Jlikapcbki
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
3aco6wu, L0 NOAATLCA Ha AepXaBHY peecTpaLiio
(nepepeecTpauiio), a Takox ekcnepTnsn martepiasnis
NpO BHECEHHS 3MiH 0 peecTpauiliHix maTtepianis
NpoTArom il peecTpaviiiHoro nocBig4eHHs,
3aTBEpAXeHoro Hakasom MO3 Big 26.08.2005 Ne 426
(y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
222. | TPANKOP® 145 TabneTku, BKPUTI A660TT HimeuyunHa BMPOGHULITBO in Ipnangis/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/7921/01/01
Mmr NNiBKOBOI 060JI0HKOIO, NabopaTtopi3 bulk: IpnaHacbki dpaHuis 3MiHK | TURY - 3MiHK Woao 6e3nekn/ed)ekTMBHOCTI Ta peyenmom
no 145 wr no 10 v6X Na6opaTtopii thapmakoHarnsgy. BeegeHHs abo 3miHv o
Tabnetok y 6nictepi; no dypHbe JimiTesa, y3araslbHeHNX AaHux Npo cuctemy apmakoHarnsgy
2 abo 3 bnictepn y Ipnangis; (BBEAEHHSA y3araslbHEHUX AaHVX NPO CMcTemy
KapTOHHI Kopo6Lyi nakyBaHHs, BUMyCK thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOI ocobw,
Ta KOHTPO/b BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
cepiii: Peundhapm KOHTaKTHOI 0Co6M 3 thapmakoHarnsay 3asiBHuKa Ans
®oHTeH, ®paHuis 3[jicCHeHHs1 hapMakoHarisay B YKpaiHi, SKLo BoHa
BiAMiHHA Bif YyNOBHOBaXKeHOI 0cobw, BignosigaibHOT
3a 3fjiicHeHHs thapmakoHarnsagy (Bknoyarum
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MiLLeHHi MacTep-
(paiina cuctemu hapmMakoHarnsay) - 3miHa
KOHTaKTHOI 0CO6Y 3asBHVKa 415 34iACHEHHSA
thapmakoHarnsgy B YkpaiHi. NponoHoBaHa pefakuis:
Kizim Onbra €sreHiBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0CO6Y 3asBHVKa 415 30iACHEHHSA
thapMakoHarnsay B YkpaiHi
223. | TPAMAJON-3H PO34KH ANa iH'ekuiid, 50 ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu 11 3a UA/12470/01/01
mr/mn no 1 ma a6o no 2 06MEXEHOI 06MEXEHO0 TMny - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peuyenmom
M/1 B amnyni, no 5 BiANoBiAa/IbHICTIO BiA4NoBiAa/IbHICTIO thapmakoHarnsgy. BHeceHHs abo 3miHa(v) Lo
amnyn y 6nictepi; no 1 "XapkiBcbke "XapkiBcbke 3000B'A3aHb Ta YMOB Buaui peecTpauiiHoro
abo 2 6nictepun y hapmMaueBTUYHE hapmaueBTnUHe NOCBIAYEHHS, BKAOUatoum MaaH ynpaBniHHA py3nkamm
KOpOO6Li 3 KAapTOHY nignNpPUeEMCTBO nigNpPUEMCTBO (3acTocyBaHHA 3MiH(1), siKi(a) BUMaratoTb(€)
"340poB'a "340poB's noAanbLIoro 06rpyHTYBaHHA HOBUMU A0AaTKOBUM
Hapoay" Hapogay" [aH MWK, L0 Mal0Tb HagaBaTUCA KOMMNETEHTHUM
OpraHoMm, OCKi/Ibk/ BUMaraeTbCs CyTTEBA OLjiHKa
KOMNEeTeHTHUM OpraHoMm) - BrkoHaHHsA 3060B'A3aHb
BiANoBiAHO A0 nignyHKTy 1.13 NyHKTY 1, nignyHkTy 2.3
nyHKTY 2 goaatky 15 o MNopsaky npoBefeHHs
eKcnepTu3n peecTpauiiHnx Martepianis Ha nikapcbki
3aco6w, Lo NoJalTbCsa Ha AePXKaBHY peecTpaLiio
(nepepeecTpaduito), a Takox ekcnepTnsn marepiasis
NpO BHECEHHS 3MiH 10 peecTpauiliHix maTtepianis
NpoTArom il peecTpaviiiHoOro NocBig4eHHs,
3aTBepxeHoro Hakasom MO3 Bif 26.08.2005 Ne 426
(y pegakuii Hakazy MO3 Bif 23.07.2015 Ne 460)
224. | TPAMAJON-3H PO34MH NS iH'eku;inn, 50 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTepiasis: 3a UA/12470/01/01
mr/mn no 1 mn a6o no 2 06MeXeHO 06MEXeHOI0 3MiHK | TUNy - 3MiHa 6yAb-AKOT YacTUHK MaTepiany peyernmom
M B amnyni, no 5 BiANOBIAA/ILHICTIO BiANOBIAA/ILHICTIO NepBUHHOT YNAKoBKK, LLIO HE KOHTaKTY€E 3 rOTOBUM
amnyn y 6nictepi; no 1 "XapkiBcbke "XapkiBcbke NiKapCbk1Um 3ac060M - 104ATKOBO A0 3aTBEPAKEHMX
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
a6o 2 6nictepu y hapmMaueBTUyHE hapmaueBTUyHe amnyn (BupoG6HUK MAT "MonTaBcbkuli 3aBof,
KOpOO6L 3 KAPTOHY nigNpPMeEMCTBO nignpUeEMCTBO MeguyHOro ckia”, YkpaiHa) BBOASATLCA aMny/in 3
"3p0poB'a "3p0poB's KONIbOPOBUM KiflbLLEEM 3/1aMy, Hafpi3oM Ta
Hapoay" Hapogay" KO/IbOPOBOIO TOYKOK 3/1aMy, 3 ABOMA KiflbLAMMN
KogyBaHHs. [lonoBHeHHA p."YnakoBka" iHhopmavieto:
«JlonyckaeTbCsA NPy NakyBaHHSA Nikapcbkoro 3acoby B
amnynu 3 kinbuem 3namy abo TOUKOK 371amy i
HaciYko He BK1afaTn ckapudikatop amnyibHuii»
225. | TPAMAOON-M PO34mMH AN4 iH'ekuiin, 50 ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasis: 3miHu 11 3a UA/7148/01/01
mr/mn no 1 mn a6o no 2 06MeXeHO 06MEXEHO TMny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta peuenmom
M/ B amnyni; no 5 BigNoBiAA/IbHICTIO Bi4NOBiAA/IbHICTIO thapmakoHarnagy. BHeceHHst abo 3miHa(n) go
amnyn y 6nictepi; no 1 "XapkiBcbke "XapkiBcbke 3000B'A3aHb Ta YMOB BuJaui peecTpauiiHoro
a6o 2 6nictepu y hapmaueBTUyHE hapmaueBTUyHe NnocBigYeHHs, BKYatoum MaaH ynpasniHHA py3nkamu
KOpOO6Li 3 KapTOHY nignpYEMCTBO nignpMeEMCTBO (3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€)
"3p0poB'a "3p0poB'a noAasbLIOro 06r'pyHTYBaHHSA HOBMMU JOAATKOBUM
Hapoay" Hapogay" [aH MK, WO MalTb HagasaTUCA KOMNETEHTHUM
OpraHoMm, OCKifIbK/ BYMaraeTbCs CyTTEBA OLjiHKa
KOMNEeTeHTHUM OpraHoMm) - BrkoHaHHA 3060B'A3aHb
BiANOBIAHO A0 NigNyHKTY 1.13 NyHKTY 1, NignyHkTy 2.3
NyHKTY 2 gofaatky 15 o MNopsaaky npoBefeHHA
eKcnepTu3n peecTpauiiHnx Martepianis Ha nikapcbki
3aco6wu, L0 NOAATLCA Ha AepXaBHY peecTpaLiio
(nepepeecTpauito), a TakoxX ekcnepTnsn martepiasnis
NpO BHECEHHS 3MiH 0 peecTpauiliHix maTtepianis
NpoTArom il peecTpaviiiHoro nocBig4eHHs,
3aTBEpAXEHOro Hakasom MO3 Big 26.08.2005 Ne 426
(y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
226. | TPAMAAON-M PO34MH N8 iH'ekuiin, 50 ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/7148/01/01
mr/mn no 1 ma a6o no 2 06MEXEHOI0 06MEXEHO 3MiHK | TNy - 3MiHa 6yAb-SKOT YacT1HU maTtepiany peyenmom
M/1 B amnyni; no 5 Bi4NOBIfANbLHICTIO BiANOBIAANLHICTIO NEepPBMHHOT YNAKOBKK, LLIO HE KOHTaKTY€E 3 rOTOBUM
amnyn y 6nictepi; no 1 "XapkiBcbke "XapkiBcbke nikapcbknm 3acobom (Hanpukiag Konip KpULLEeYokK 3
abo 2 6nictepu B hapmaLeBTUyHe thapmaueBTuHe KOHTPOMEM NEPLUOro BiAKPUTTS, KONip KOLOBUX Kinewb
KOpo6Lj 3 KapTOHY nignpreMcTBo nignpremMcTeo Ha amnynax, KoHTeliHepa A15 roNoK - 40AaTKOBO [0
"340poB'a "340poB's 3aTBepmAKeHnx amnyn (Bupo6Huk MAT “MonTaBcbKuii
Hapogay" Hapogay" 3aBOJ, MEAMYHOTO cKna", YkpaiHa) BBOAATLCSA amnynn
3 KO/IbOPOBUM KiflbLEEM 3/1aMy, HaApi30oM Ta
KO/IbOPOBOI TOYKOO 31amy, 3 BOMA KilbLsMU
KogyBaHHs. [lonoBHeHHA p."YnakoBka" iHhopmavieto:
«JlonyckaeTbCsA Npy NakyBaHHA Nikapcbkoro 3acoby B
amnynu 3 Kinbuem 3namy abo TOUKOK 371amy i
Haciykol He BkiaJaTu ckapudikatop amnyibHWin»
227. | TPUMETA3UAWNH | nopoluok (cybecTaHuis) y AT "KNIBCbKUI YkpaiHa LLlapoH Bio- IHais BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | UA/6122/01/01
y nakeTax noABiHMX BITAMIHHNIA Megiuine NTa. TUny - AAMIHICTPATMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
ANrigPOXN0PU nonieTuNeHoBMX 415 3ABO" Ta/abo agpecu 3asBHMKa (BNacHUKa peecTpayiiHoro
A BMPOOHMLTBA nocBif4YeHHs). 3MiHa HaliMeHyBaHHS 3asBHYIKa.
HecTepubHUX TepMiH BBELEHHS 3MiH NPOTAroM 6-T1 MicALIB Micns

NiKapcbknx chopm

3aTBEPAKEHHS.
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
228. | YPOINPEC® Kpanni HasasnbHi, 0,1 MAT "®apmak” YkpaiHa MAT "®apmak” Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/6944/01/01
mr/mn no 2,5 mn a6o no 3MiHK | TUNy - 3MiHa y MeTogax BUNpobyBaHHS peuyenmom

5 mn y chnakoHi; no 1
hnakoHy B nauui 3
KapTOHY

rOTOBOrO NKapPCbKOro 3acoby - 3a NOKa3HNKOM
«MikpobionoriyHa YncToTa» MeToAMKY BU3HAYEHHS
npusefeHo Ao sumor EP i dY; - 3a nokasHUKOM
«KinbKicHe BU3HaueHHs [lecMonpecuHy» [04aTKOBO
BBE/leHO CTaHAapTHUIA 3pa3oK AecMonpecuHy auerart
USP RS; OHOBNEHO Npo60oniAroTOBKY PO3UUHY
MOPIBHAHHSA, KIHLEBA KOHLEHTpaL,isi PO34MHY He
3MIHIOETBCS; YTOYHEHO (DOPMYNY PO3PaxyHKY;
BW/Ty4EHO NOCUNAHHA Ha BUPOBHMKA
XpomaTorpadpiyHoi KO/TOHKM; 3MiHK | TURYy - 3MiHa
napamMeTpiB cneuudikauin Ta/abo [onycTMMmUX Mex
roTOBOrO JliKapCbKoro 3acoby - 3a po3ainomM
«lgeHTudikayis» BunyyaeTbes igeHTudikalisa
6eH3asKoHilo x1o0puay Ta 6eTaiHy rigpoxnopuay 3a
[OMOMOrOH SIKICHMX peakLii. B cnevuudikawi
3a/mMwaeTbes igeHTudikalisa 6eH3ankoHilo xnopuay
meTogom BEPX, ineHTudikauis 6etaiHy rigpoxnopuay
SK perynsitopa pH cepefoBuLLa He € 060B’A3KOBUM.
3anponoHoBaHi 3MiHU BiAMoBifalTb pekoMeHaaLissM
HacTtaHoBu 42-3.2 Jlikapcbki 3acobu. Cnevudikauii; -
3a po3aisiom «OAHOPIAHICTE Mack» BUTyYEHO gaHuii
noKasHuK, WO BiANOBigAE BMMOraM 3arasibHil
«HasanbHi nikapcoki 3aco6u» APY; 3miHu | TUny -
3MiHa y meTogax BunpobysBaHHa APl abo BMXigHOro
Marepiany/npoMiXHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoLieci Bupo6bHuuTea AdI - B
MeToauLi KoHTposto sakocTi A®I (CIT) 3a NoKasHWKOM
«CropigHeHi nenTuam» BBOAUTLCSA ONUC
NPUroTyBaHHs A0CAIAXYBAHOTO PO34MHY (419 faHOro
PO34unHY NpefcTaBfieHo OHOB/IEHY NMPO6ONIATrOTOBKY,
npv LbOMY KiHLieBa KOHLEHTPAaLLisi PO34nHY He
3MIHIOETBCA) Ta PO3UNHY A/18 NEePeBIPKU NPUAATHOCTI
XpomaTorpacdpiyHoi cuctemu, ski 6ynm onucaHi B
po3gaini «KinbkicHe BU3HAYEHHS»; - 3a MOKa3HNKOM
«KinbkicHe BU3HaYeHHs» Bigdynucs 3mMiHu: B ymoBax
xpomarorpacdysaHHs (B cknagi Ta LWBMAKOCTI pyXoMoi
hasn); yTo4HEHO NPO6OoNiArOTOBKY PO3UMHY
NOPIBHAHHSA (BUTyYEHO CTaHAapTHMI 3pa3ok (C3)
necmonpecuHy auetaty ®C3 A®Y 1a PC3, gogaHo
USP RS); Buny4eHo yMOBU XxpomaTtorpadyBaHHs
pa3om 3 OMMCOM NPUroTyBaHHA AOCAIAKYBaHOrO
3paska Ta BBEEeHO NOCUIaHHA Ha yMOBU
XpomaTorpadpyBaHHs onucaHi B po3gini «CnopigHeHi
nenTnan»; 3MiHK | TMny - 3MiHa y napameTpax
cneumdikauii Ta/abo JONYCTUMUX MEX, BU3HAYEHUX Y
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
cneuudikauisx Ha A®l, abo BUXigHWIA/NPOMIXKHWIA
npoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLECi
BMPOGHMLUTBA ADI - B po3ain «laeHTudikayis»
nepeHeceHo TecT «AMIHOKMCNOTH», METOAN KOHTPOIO
Ta KpUTepil NPUIAHATHOCTI 3anMLWeHi 6e3 3MiH; 3MiHK |
TMny - 3MiHa y napameTpax cneuudikauiin Ta/abo
O0NyCTUMUX MEX, BU3HAUEHUX Y creundikaliax Ha
A®l, abo BUXIAHWIA/NPOMIKXHUI NPOAYKT/peareHT, LWo
BUKOPWCTOBYIOTBLCS Y Npoueci BUpobHuuTea Ad! -
po3gin «bakTepianbHi EHA0TOKCUHU» BUTYHaETLCS i3
cneuyudikaii A®I, ocKinbKu faHUiA NOKa3HUK € He
060B'A3KOBUM, OCKi/IbK/ CyOGCTaHLisA
BUKOPWCTOBYETLCA A/151 BUTOTOB/IEHHSA Ha3a/IbHOro
NikapcbKoro 3acoby; 3miHu | Tuny - 3miHa y
napameTpax cneuudikauii Ta/abo JOMYyCTUMUX MEX,
BM3HA4YeHUX y cneuudikauisx Ha A®l, abo
BUXiQHWIA/NPOMIDKHWIA NpoAyKT/pearexT, Wwo
BUKOPVCTOBYIOTbCS y Npoueci BupobHuuTea Adl - 3a
po3A4inoM «PO34MHHICTb» BUYYEHO 3i cneuudikauii
XapaKTepuCTUKY PO3UYMHHOCTI cybcTaHLii B 96% cnupTi
P Ta B 0UTOBIIN KUCNOTI NbOASAHIN P; 3MiHM | TURY -
3MiHu 3 gKocTi. A®l. KoHTponb A®I - po3gin «Ourosa
KucnoTa Ta TpudpTopouToBa knucnota» APl posgineHo
Ha 2 po3ginu «OuTtoBa kncnota» Ta «TpudtopouTosa
KMcnoTa», 3MiHEHO aHaNiTUYHI MeToAW KOHTPON, ANs
po3giny «OurtoBa KMCnoTa» MeTOANKY NPUBEAEHO Y
BignoBigHicTb fo EP 2.5.34, ansa posginy
«TpUTOPOLITOBA KNCIOTa» METOANKY NPUBELEHO Y
BiANOBIAHICTb A0 aHaNITUYHOIO MeTOAYy HaBeLEHOro B
CEP
229. | ®EHICTUNTENDb | renb 0,1% no30ry Hosapric LLiBeiiuapis BUPOBHULTBO 3a LLBeiiuapis/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/0894/01/01
Ty6i; no 1 Ty6i y KoHcblomep Xerc NMOBHVM LK/TOM: Ipeuis 3MiHM | TUNY - NOAAaHHSA OHOB/IEHOTO cepTudikaTty peyenma
KapTOHHI Kopo6Lyi CA HoBaprTic BiAnoBigHOCTI EBponelickbkin hapmakonei R1-CEP
KoHcblomep Xenc 2000-145-Rev 06 ona Ait04oi pevoBUHU AUMETUHAEHY
CA, Weeiiyapis; Masiear Bif 3aTBEPAXKEHOro BUPOGHMKA; 3MiHW | Tuny -
BMPOGHMLTBO 3a noAaHHs OHOBJIEHOTO cepTudikaTy BifnNoOBIAHOCTI
NOBHUM LMK/IOM: €Bponeiicbkili hapmakonei R1-CEP 2000-145-Rev 07
DPAMAP AB.E,, 0015 Ailo40T peYoBVHY AUMETVHAEHY Manear Bif
3ABO/[, ABJIOH 3aTBEPIXEHOr0 BUPOOHMKa, 3MiHA HAa3B/ BUPOOHUKaA
49-ih KM, Ad|
LEPXABHOI
JOPOIN A®IHN-
NAMIA, Mpeuis;
KOHTPO/1b SKOCTI
cepii- fopartkoBa
OinbHUUA
MiKpO6iosoriyHoro
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsi0YeHHs
TeCTyBaHHS:
dAMAP AB.E.,
3ABO/] ABJIOH -
48-14 KM,
LEPXABHOI
JOPOIN A®IHN-
JIAMIA, Mpeuist
230. | ®PEPOKCUA PO34unH ANS iH'EKLiR, No M.BIOTEK Benvka XEJN C.A. Ipeuis BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3minu |l 3a UA/15804/01/01
20 mr/mn, o 5 mn B NIMITEL BpuTaHis TMny - 3MiHK Woao 6e3nekn/edeKTBHOCTI Ta peyenmom
amnyni; no 5 amnyn B thapmakoHarnagy. BHeceHHst abo 3miHa(n) fo
nauui 3 KapToHy 3060B'13aHb Ta YMOB BuAadi peecTpaujiiiHoro
NOCBiAYEHHS, BKOYatouy MNnaH ynpasniHHSA pusnkamu
(3acTocyBaHHA 3MiH(K), siKi(a) BUMaratoTb(€)
noAasbLIOro 06rpyHTYBaHHSA HOBMMU JOAATKOBUM
AaHUMK, L0 MatoTb HaAaBaTUCA KOMMNETEHTHUM
OpraHoMm, OCKiflbk/ BUMaraeTbCs CyTTEBA OLjiHKa
KOMMNETEHTHVMM OpraHoMm) - BukoHaHHS 3060B'A3aHb
BiAnoBigHO fo mignyHkTy 1.8.2 nyHkTy 1.8 gopaTky 5
o MNopagaky NpoBeAeHHs eKCnepTU3n peecTpavinHmnx
marepianis Ha nikapcbki 3acobu, Lo noganTbCs Ha
LepXaBHy peecTpavito (nepepeecTpaLiio), a Takox
eKcnepTun3n MaTepianis Npo BHECEHHS 3MiH [0
peecTpauiiHux matepianis NpoTArom Aii
peecTpauiiHoro NocBig4YeHHs, 3aTBEpPAKEHOr0
Haka3zom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3ly MO3 Big 23.07.2015 Ne 460).
231. | ®NIEBOTOH renb 2 % no 40 r y Ty6i; AT "Cothapma” Bonrapis BMPOGHMLTBO Bonrapis BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 6e3 UA/0747/01/01
no 1 Ty6i B KApTOHHiIl Hepo3dg)acoBaHoi 3MiHK | TUNYy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenma
nauui NpoAyKUii, thapmakoHarnsgy. BeegeHHs abo 3miHv o
nepBuHHa Ta y3arasibHeHVX JaHux Npo cuctemy dapmakoHarnsgy
BTOPVHHA (BBEAEHHSA y3araslbHEHVX AaHNX NPO cucTemy
ynakoska: AT thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi ocobw,
"Cothapma”, BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnagy;
Bonrapisi; no3sin KOHTaKTHOI 0Cc06M 3 hapmakoHarnsay 3asBHuKa A5
Ha BUMYCK cepil: 3AiicHEeHHS hapMakoHarnisay B YkpaiHi, KO BOHA
AT "Cochapma”, BiAMiHHA BiJ, yNOBHOBaXeHOI 0c06W, BiANOBiAabHOI
Bonrapis 3a 3[jiicHeHHs1 hapMakoHarnagy (BkIYarum
KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
thaiina cuctemu hapmakoHarnsay) - 3miHa
YyNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiAnoBiAa/IbHOT 3a
3pificHeHHs hapmakoHarnsgy: NMponoHoBaHa
pepakuis — CeeTnaHa Cnacosa / Svetlana Spasova.
3MiHa KOHTaKTHMX AAaHWUX YNOBHOB&XEHOI 0cobun
232. | ®PNNIEBOTOH kancysnm TBepgi no 300 AT "Cochapma” Bonrapis AT "Cogpapma” Bonrapis BHECEHHS 3MiH 0 peecTpauiiHux maTepiasis: 6e3 UA/0747/02/01
mr no 10 kancyn y 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenma
6nicTepi, no 5 6nictepis hapmakoHarnsgy. BeegeHHs abo 3miHu Ao
Y KapTOHHI nayui y3arasibHeHNX faHnX Npo cucTemy dpapmakoHarnsgy
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsio4YeHHs1

(BBEAEHHSA Y3araslbHEHVX A@HNX NPO cucTemy
thapmakoHarnagy, 3miHa ynoBHOBaXKeHoi ocoowu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA thapmakoHarnagy;

KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka ons
3AiliCHeHHs hapMakoHarnagy B YkpaiHi, K0 BOHa
BiAMiHHA Bif, yNOBHOB&XeHOI 0c06y, BifNoOBiAaIbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (BkiKyakum
KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
thaiina cuctemu papmakoHarnsgy) - 3miHa
YNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiAnoBiga/ibHOT 3a
3ailicHeHHs hapMakoHarnsgy: rNponoHoBaHa
pepakuis — CBeTnaHa Cnacosa / Svetlana Spasova.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXEHOI 0co6u

233.

dniKcoTng™
HEBYIN™

cycneHsis ans
iHransauii, 2 mr/2 mna no
2 mny Hebyni; no 5
Hebyn y nakeTi 3
anoMiHieBoi ¢osbru, No
2 nakeTu y KapTOHHIl
KopoobUi

"nakcoCmiTKnsaiiH
Ekcnoprt JlimiTeg,

Benuvka
BpuTaHis

"nakcoCmiTKnsiiH
ABcTpanis Mty
nra.

AscTpanis

BHECEHHS 3MiH [0 peecTpaviiHix maTtepianis:
3MiHM | TUny - 3mMiHa NapameTpiB cneyudikauiin Ta/abo
[0MNyCTUMUX MEX NEPBUHHOI YNakoBKV roTOBOrO
NiKapcbKoro 3acoby - OMNOBHEHHS AitoHoi
cneuudikaLii 4na nonieTUIeHy HU3bKOT LWiNIbHOCTI
(LDPE) anbTepHaTVBHUMUW NapaMmeTpamMu LIBUAKOCTI
noToky nnasneHHs (Melt flow rate) Ta wjinbHOCTI
(Density), wo6 go3sonuTH BUKopucTaHHsa LDPE Big,
albTEPHATUBHUX NOCTaYa/IbHUKIB; JOMOBHEHHS Aito4OoT
crneundikayii 4na nonieTuieHy HU3bKOI LWifIbHOCTI
(LDPE) anibTepHaTVBHUM METOAOM ifeHTudikauii, a
came — iieHTuQiKaLilo METOL4OM CreKTPOoCcKonii B
61vxHIN iHdhbpauepBoHin obnacTi (Near Infra-Red
(NIR)); 3miHu | Tvny - 3MiHa NocTavanbHMKa
nakyBasibHUX MaTepianis abo KOMMIEKTYUmnX -
[04aBaHHA albTEPHATUBHUX NOCTaYa/IbHUKIB
nonieTuneHy HU3bKOI WinbHocTi (LDPE), wo
BUKOPVCTOBYETLCA AN151 (DOPMYBaHHSA KOHTeliHepa;
OHOBJIEHHS AaHNX LWOA0 a/IlOMiIHIEBOT TaMiHOBaHOI
donbrn Ta AoAaBaHHA [OKYMEHTIB LW0A0 BUMOT A0
nonimepy LDPE, siknii KOHTaKTye 3 NPOAYKTOM Y p.
3.2.P.7.

3a
peyerimom

UA/7512/01/01

234.

dniKcoTtng™
HEBYIN™

cycrneHsia gns
iHransuii, 0,5 mr/2 mn
no 2 mny Hebyni; no 5
Hebyn y nakeTi 3
anoMiHIEBOT ponbru, no
2 nakeTun y KapTOHHIi
Kopoo6Li

nakcoCmiTKnsiiH
Ekcnopt NimiTeq,

Benuka
BpuTaHis

"nakcoCmiTKnsiH
AscTpanis Mty
nrg.

ABcTpanis

BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis:
3MiHM | Tuny - 3MiHa napameTpiB cneyudikayiin Ta/abo
[ONYCTUMUX MEX MEePBUHHOI YNaKoBKMN rOTOBOrO
NiKapCbKOro 3acoby - [ONOBHEHHS Ajtoyol
crneundikayii 4na nonieTuneHy HU3bKOT LWifIbHOCTI
(LDPE) anbTepHaTVBHUMY napameTpamy LBUAKOCTI
noTtoky nnaeneHHs (Melt flow rate) Ta wWinbHOCTI
(Density), wo6 Ao3B0NUTK BUKOopUcTaHHa LDPE Big
anbTepHaTUBHMX NOCTa4yasbHVKIB; AONOBHEHHS AiloYoT
crneundikadii 4na nonieTuieHy HU3bKOoT LWiSIbHOCTI
(LDPE) anbTepHaTVBHUM METOLOM igeHTudikauii, a
came — iieHTdiKaLilo METOAOM CMEKTPOCKOMii B

3a
peyenmom

UA/7512/01/02




129

Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
6nXHIN iHhbpauepBoHin o6nacTi (Near Infra-Red
(NIR)); 3MiHu | TURY - 3MiHa NOCTaYasIbHUKA
nakyBaJIbHUX MaTepiasiiB abo KOMMIEKTYOUMX -
[0AaBaHHA albTEPHATUBHUX NOCTaYa/1IbHUKIB
nonieTuneHy HM3bKOI WinbHocTi (LDPE), wo
BUKOPVCTOBYETLCA 151 (DOPMYBaHHSA KOHTEHEpa;
OHOBJIEHHSA AaHWX LWOoA0 antoMiHIEBOT NamiHOBaHOI
honbru Ta gofasaHHa AOKYMEHTIB LWoA0 BUMOT A0
nonimepy LDPE, siknii KOHTaKTye 3 NPOAYKTOM Y p.
3.2.P.7.
235. ®OPKCIFTA TabneTkn, BKPUTI AcTpa3eHeka HOK Benvkobput Brpo6Huk "in ClA/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepiais: 3miHu | 3a UA/13302/01/01
NAiBKOBOI 000IOHKOH, Niviten aHis bulk": Benuka TUny - AGMIHICTpaTVBHI 3MiHK. 3MiHa kogy ATX - peyenmom
no 5 mr no 10 TabneTok BpicTon-Maiiepc BpuTaHis/ BHECEHO A0 [HCTPYKLi ANA MeguyHOro 3acTocyBaHHs
y 6nictepi, no 3 CkBi66 Lseuis/ npenapary A0 po3ainy "®apmakoTepanesTuyHa
6nicTepy B KApPTOHHIi MaHydhakTypiHr CLIA rpyna”. [lo 3aTBepXeHHS PeKOMEHAYETbCSA IHCTpyKLis
KopooLi Komnasi, CLUA,; 0151 MeMYHOro 3acTocyBaHHA NiKapcbKoro 3acooby i3
Brpo6HuK, KogoMm ATX, sikuii Bifnosigae MKHapoAHOMY

BignoBigabHWiA 3a
nepBUHHE Ta
BTOPVHHE
nakyBaHHs, BUMyCK
cepi:
AcTpa3eHeka HOK
NimiTen, Benuka
BpuTtaHis;
BUpPOGHYK,
BignoBiganbHWi1 3a
KOHTPO/1b AKOCTI:
AcTpa3eHeka Ab,
LLiBeuist;
Brpo6HuK "in
bulk":
AcTpa3eHeka
PapmacbioTrKanc
nn, CWA

knacudpikatopy BOO3
(http://www.whocc.no/atc_ddd_index/): 3aTBepaeHo
— A10B X09, 3anpornoHosaHo — A10BKO1. BeefeHHsA
3MiH NPOTAroM 6-Tu MiCALIB MiCNA 3aTBEPAXKEHHS;
3MiHu |l TNy - 3MiHK Woao 6e3nekn/edheKkTUBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOPOTKiil xapakTepucTumui
NiKapCbKOro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi
AN MeAMYHOro 3acTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHVIMK 3 SKOCTi, AOKTIHIYHUMM, KNIHIYHUMW JaHUMK
Ta AaHvmu 3 hapmakoHarnsgy - BHECEHO [0
IHCTPYKUIi AN8 MEeAUYHOrO 3aCTOCyBaHHS NiKapCbKOro
3acoby A0 po3ginis "®apmakosioriyHi BacTnBocTi”,
"Oco6nmBOCTI 3acTocyBaHHA". BBeaeHHsA 3MiH
NPOTArom 6-Tv MiCAILB MiCNs 3aTBEPKEHHS; 3MiHW I
TMny - 3MiHK LWoAo 6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKill xapakTepucTumui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iIHCTPYKLT
ONA MeMYHOro 3acToCyBaHHS Y 3B'A3KY i3 HOBUMM
LAaHUMU 3 SKOCTi, AOKNIHIYHUMMU, KNIHIYHUMW JaHUMK
Ta AaHumu 3 hapmakoHarnsgy - BHECEHO [0
IHCTPYKLUii AN MEAMYHOTO 3aCTOCYBaHHS NMiKapCbKOro
3acoby Ao posginis "®apmakonoriyHi BnactmeocTi”,
"Mo6iyHI peakuii”. BBeeHHs 3MiH NPOTArom 6-Tu
MiCALIB MiCNA 3aTBEPLKEHHS; 3MiHM |l TUny - 3MiHK
woao 6e3nekn/ehekTVBHOCTI Ta dhapmakoHarisay.
3MiHU Y KOPOTKili XapakTepucTuL, NlikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MeguyHoro
3aCTOCyBaHHS Y 3B'A3KY i3 HOBUMM AaHUMK 3 SKOCTI,
LOKNIHIYHUMW, KNIHIYHUMW JaHUMY Ta AaHUMK 3
hapmakoHarnsgy - BHeCeHO A0 IHCTpykKuii Ans
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby [0
po3giny "Mob6iuHi peakuii" (BBeAeHHSA 3MiH NPOTArom
6-TW MicALIB nic/ia 3aTBEPAKEHHS)
236. | ®POPKCIrTA TabneTku, BKPUTI AcTpa3eHeka HOK | Benukobput Brpo6HuK "in cuwA/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/13302/01/02
NNiBKOBOI 060JI0HKOIO, Nimiten aHis bulk™: Benuka TMny - AGMIHICTpaTUBHI 3MiHW. 3MiHa kogy ATX - peyenmom
no 10 mr no 10 TabneTok BpicTon-Maiiepc BpuTanis/ BHECEHO A0 IHCTPYKLIiT 4719 MEeANYHOrO 3aCTOCYBaHHS
y 6nictepi, no 3 CkBi66 Lseuis/ npenapary o po3ainy "®apmakoTepanesTuyHa
6nicTepy B KAPTOHHIN MaHydakTypiHr CUWA rpyna". [lo 3aTBepXEHHS PeKOMeHAYETbCA IHCTPyKLis
KOpoo6Li KomnaHi, CLUA; A5 Me[MYHOro 3acTOCyBaHHS NiKapCcbKoro 3acoby i3
Bupo6HuK, KogoM ATX, sikuii BifnoBifae MXHapoAHOMY
BignoBigasIbHMIA 3a Knacudikatopy BOO3
nepBuHHE Ta (http://www.whocc.no/atc_ddd_index/): 3aTBepmxeHo
BTOPUHHE — A10B X09, 3anponoHosaHo — A10BKO1. BeegeHHs
nakyBaHHs, BUMYCK 3MiH NPOTAroM 6-TU MICALIB NiCNA 3aTBEPMKEHHS;
cepii: 3MiHM Il Tuny - 3miHK Woao 6e3nekn/ecekTMBHOCTI Ta
AcTtpa3eHeka tOK thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTuLi
Niviten, Benuka NiKapCbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLT
BpuTaHis; AN MeAUYHOro 3acTOCYBaHHS y 3B’A3KY i3 HOBUMM
BUpPO6HUK, LaHUMU 3 AKOCTI, AOKNIHIYHUMMW, KNIHIYHUMW JaHUMU
BignoBigasIbHMIA 3a Ta gaHumu 3 chapmakoHarnsgy - BHECEHO A0
KOHTPO/b SIKOCTI: IHCTPYKUIi 415 MEAUYHOrO 3aCTOCYyBaHHS NiKapCbKOro
AcTtpa3eHeka Ab, 3acoby A0 po3ainis "®apmakooriyHi BacTuBocTi”,
LWsewjs; "Oco6nmBOCTI 3acTocyBaHHA". BBeAeHHS 3MiH
B1po6HMK "in npoTArom 6-Tn MicALB Nicns 3aTBEPMAKEHHS; 3MiHu ||
bulk™: TMny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta
AcTpa3eHeka thapmakoHarnsgy. 3MiH1 y KOPOTKiil xapakTepucTumui
dapmacbloTrKanc NiKapCbKOro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKL,i
nn, CWwA 0151 MeMUYHOro 3aCTOCyBaHHS Y 3B’A3KY i3 HOBUMMU
OaHVIMK 3 SKOCTi, AOKTIHIYHUMM, KNIHIYHUMW JaHUMK
Ta AaHvmu 3 hapmakoHarnsgy - BHECEHO [0
IHCTPYKUIi A8 MEeAUYHOrO 3aCTOCYBaHHS NiKapCbKOro
3acoby A0 po3ginis "®apmakosoriyHi BacTuBocTi”,
"Mo6iyHi peakuii”. BBeAEHHS 3MiH NPOTAroM 6-Tu
MicAILiB Micna 3aTBEPMKEHHS; 3MiHM |1 TUNY - 3MiHK
woao 6e3nekun/ethekTVBHOCTI Ta dhapmakoHarisay.
3MiHU Y KOPOTKili XapakTepucTuL, Nlikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKLii 415 MegnyHoro
3aCTOCYBaHHS y 3B’A3KY i3 HOBYMM JaHUMM 3 SKOCTI,
LOKMIHIYHUMMK, KNIHIYHUMW JaHUMK Ta AaHUMK 3
hapmMakoHarnagy - BHeceHo Ao IHCTpykuii ans
MeAUYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby Ao
po3giny "MobiuHi peaxuii" (BBeAeHHS 3MiH NPOTArom
6-TW MicALIB Nic/1a 3aTBEPKEHHS)
237. | ®YPOCEMIA Tabnetku no 40 mr no 10 AT "Codpapma" Bonrapis AT "Codpapma" Bonrapis BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3a UA/3120/01/01
COPAPMA TabneTtok y 6nictepi; no 3MiHM | Tuny - 3MiHK Woao 6e3neku/edpekTNBHOCTI Ta peyenmom

2 6nicTepu B nayui

thapmakoHarnagy. BeegeHHs abo 3MiHu fo
y3arasibHeHuX AaHux Npo cuctemy hapmakoHarnsgy
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
(BBEAEHHSA Y3araslbHEHVX A@HNX NPO cucTemy
thapmakoHarnagy, 3miHa ynoBHOBaXKeHoi ocoowu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA thapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka ons
3AiliCHeHHs hapMakoHarnagy B YkpaiHi, K0 BOHa
BiAMiHHA Bif, yNOBHOB&XeHOI 0c06y, BifNoOBiAaIbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (BkiKyakum
KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-
thaiina cuctemu papmakoHarnsgy) - 3miHa
YNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiAnoBiga/ibHOT 3a
3ailicHeHHs hapMakoHarnsgy: rNponoHoBaHa
pepakuis — CBeTnaHa Cnacosa / Svetlana Spasova.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXEHOI 0co6u
238. XEOAEPAN® cupon no 115 mn a6o no MAT "BiTamiHn" YKpaiHa MAT "BitamiHn" YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | 6e3 UA/16495/01/01
nnwoLy, 200 mn y dprakoHi, no 1 TUMy - 3MiHK 3 AKOCTi. [0TOBWIA Nikapcbknii 3acib. peyenma
hN1akoHy 3 MipHUM CT1abinbHiCTb. 3MiHa y TepMiHax npuaarTHocTi abo
CTaKaH4MKOM y ymoBax 36epiraHHsi rOTOBOrO /1ikapCbKOro 3acoby
KapTOHHI Kopo6Lyi (36iNbLUEHHs TEPMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - Micna nepLioro poskpuTTA
(nigTBEPAXYETLCA AaHUMK peasibHOro vacy) -
36iMbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby nicnsi NepLUIoro Po3KpUTTS.
BBefeHHs 3MiH NpoTarom 3-x MicAuiB nmicns
3aTBEPMKEHHS; 3MiHU | TUMY - AOMIHICTPaTUBHI 3MiHW.
3MiHa Ha3BW ikapcbKoro 3acoby - 3MiHa Ha3su J13:
3arsepaxeHo: XEAEPAJ M/HOLL, 3anponoHoBaHo:
XELEPAN® MNIOL,. BBefeHHS 3MiH NpoTArom 3-x
MiCALB NiC/a 3aTBEPAKEHHS.
239. | XNNOPFEKCUAWNH | nOpOLLOK KpUCTasTivHWIA AT "KUIBCbKUI Ykpaina Kagina IHAisA BHECEHHS 3MiH [0 peecTpaviiiHiX maTtepianis: 3MiHu | - UA/6621/01/01
y (cybcTaHuis) y naketax BITAMIHHAIA PapmaueyTikanc TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
ANrigPoOXnoPU noagiiHnx 3ABO4" Nimiteq Ta/abo afpecu 3asiBHMKA (B/laCHMKa peecTpaviiiHoro
A nonieTMNeHoBnxX 415 NOCBIAYEHHS) - 3MiHA HallMeHYBaHHS 3asiBHMKA
BMPOGHMLTBA (BBEfeHHA 3MiH NpPOTArom 6-Tv MicALiB nicns
HeCTepUIbHUX 3aTBEPKEHHS)
nikapcbkux opm
240. | XONEKANbUN® Kpuctanu (cybcTaHuis) y AT "KNIBCbKUI YkpaiHa depmeHTa bioTex IHais BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | - UA/15399/01/01
EPON 6aHKax asTloMiHiEBUX BITAMIHHNIA Nimiten TMny - AAMIHICTPATMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
ab0 y CKIsSHMX ammnyax, 3ABO" Ta/abo agpecu 3asBHMKa (BNacHUKa peecTpayiiHoro
abo y nakeTtax nocBig4YeHHs). 3MiHa HaliMeHyBaHHS 3aABHMKA.
nonieTMNeHoBux ans TepMiH BBELEHHS 3MiH NPOTAroM 6-T1 MicALIB nicns
dhapmaLeBTU4YHOTo 3aTBEPKEHHS.
3aCTOCYyBaHHSA
241. | XPOMY nopoLuok (cybcTaHuis) B AT "KUIBCbKWW YkpaiHa Bicta Opranikc (M) IHAiA BHECEHHSA 3MiH 10 peECTpaLiiiH1x maTepianis: 3miHu | - UA/3378/01/01
MIKONIHAT nakeTax BITAMIHHWIA nTa. TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
nonieTunNeHoBux A 3ABOA" Ta/abo afpecu 3asBHMKa (B/1aCHMKa peecTpaviiiHoro
BMPOGHMLTBA NOCBIAYEHHS) - 3MiHa HaliMEHYBaHHS 3asiBHMKa
HecTepuabHUX (BBEfEHHs 3MiH NpOTsArom 6-T MicsiliB nicast
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4YeHHs1
NiKapcbkux popm 3aTBEPKEHHS)

HauanbHUK YnpaBniHHA (hapMmaueBTUYHOI AiIANbHOCTI Ta
AKOCTI (hapmMaueBTUYHOI NpoAYKLii

T.M. IacKkoBCbKUM




MEPENIK
NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIO/TONYHNX NPEMAPATIB), AKUM BIAMOBEHO Y AEPXXABHIN PEECTPALLIl, NEPEPEECTPALIII TA

BHECEHHI 3MIH O PEECTPALINHNX MATEPIANIB
TA AEP>XABHOI'O PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

Aopartok 4

Ao Hakasy MiHicTepcTBa OXOpPOHU
3040pOB’A YKpaiHu

26.11.2018 Ne 2181

onakoHy y nauui 3
KapToHy ; in bulk: no
25 mn y nnswui abo
donakoHi; no 96
nAsiwoK abo
dhnakoHiB y rpynosiii
Tapi; in bulk: no 50
My naswui abo
dpnakoHi; no 56
nAaswok abo
thN1aKoHiB y rpynosi
Tapi

nakyBaHHs1, BUMYCK
cepiii; BTOpUHHE
nakyBaHHS1, BUMYyCK
cepii)

Ne Hassa nikapcbko20 dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina rNiocmasa lMpoyedypa
n/n 3acoby
1. BIOBEH MOHO® pO34MH ANA iH ekt TOB YkpaiHa TOB "BIO®APMA Ykpaina 3acigaHHa HTP Ne 38 BiaMoBuTW y 3aTBepg)keHHi - 3MiHW Il Tuny - 3miHa
no 25 mn, 50 mn a6o "BIO®PAPMA MNA3SMA", YkpaiHa BiA 11.10.2018 napameTpiB cneuudikauin Ta/abo AonNycTUMUX MeX
100 mn y naswuj MNA3MA" (BMPOGHMLTBO, rOTOBOrO NiKapCbKOro 3acoby (3MiHa 3HaxXoAMTbCA Mo3a
abo chnakoHi; no 1 nepBuHHE Ta 3aTBEPAKEHUMI AONYCTUMUMU MexXamu creumdikawiii)
naswyi abo BTOPUHHE (B.1L.r.2. () 1) - 3miHn napameTpiB cneundikauii Ta

MeTOoAiB BUNpobyBaHHs /13 3a T. "3a/IMLIKOBI KifIbKOCTI

nonicop6ar 80",  OCKIMbKM  BiACYTHE  HaykoBe
O6rpyHTYBaHHA  LWOAO MNPUYMH  30IbLIEHHA  MeX
cneundpikayii 13 3a T. «3aIMWKOBI  KiNIbKOCTI

nonicopbary/Tpubytundoccary» Ta CBigYMTL NpO
3HaYHi 3MiHM Yy BMPOGHMYOMY Mpoueci Ta MOripLUeHHs
SIKOCTi  NiKapCbKOro 3acoby, SKWUIA € iIMYHOMOTIYHO
aKkTMBHOK 6inkoBoto dhpakuieto (1gG), sika BugineHa 3
nnasMn KpoBi IIOAUHKU, OYULLEHA Ta KOHLEHTpoBaHa
MeToA0M (hpaKLiOHyBaHHSA €TUI0BUM CMIMPTOM

HavyanbHuK YnpaBniHHA dpapMaleBTUYHOIT
OIANBHOCTI Ta AKOCTiI (papmaueBTUYHOT NPOAYKLiT

T.M. NIacKoOBCbKUn
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