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MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
28.03.2016 Ne 273
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 Ta 7 Ilopsiaky [epskaBHOI peecTtpaliii (repepeectparjii) JiiKapCbKHX
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

HAKA3YIO:

1. 3apeectpyBaTy Ta BHeCTH 70 [lep>KaBHOTO peECTPY JiKapChbKHX 3aco0iB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOGionoriuHi mperapaTd) 3rigHO 3
riepestikoM (gomaTok 1).

2. [lepepeecTpyBaTH Ta BHECTH /10 Jlep>KaBHOT'O peECTPY JiKapChbKUX 3aco0iB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosoriuHi TIpermapaTH) 3rigHO 3
riepesikoM (JoAaToK 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. KoHTpo/b 3a BUKOHAHHSIM I[bOTO HaKa3y 3a/uiliaio 3a co0oto.

MinicTp O. KBITAIIBUJII



3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHNX IMYHOBIONIOMN4YHNX NPENAPATIB), AKI

NMEPENIK

Aopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn
28.03.2016 Ne 273

BHOCATLCA A0 AEP)XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Ha3ssa dopma BUMYCKY 3asiBHUK Kpaina Bupo6HuK Kpaina Peecmpayi Ymosu Peknamys Howmep
n/n JNliKapcbKo20 liHa BiOnycKy aHHs peecmpayitiHo2
3aco6by npoyeadypa 0 NnocBi0O4YeHHs
1. AMISOH® KpUCTauTi4HMIA NOPOLLIOK MAT YkpaiHa MAT "dapmak” YkpaiHa peecTpauis - He UA/15007/01/01
(EHICAMIYM (cy6eTaHUif) y Millkax "Ppapmak" Ha 5 pokiB nionsizae
noang) NoABiliHNX
nonieTnneHoBux ansa
hapmaLeBTUYHOrO
3aCTOCyBaHHs
2, AMIOAAPOHY KpUCTasTiuHMIA NOPOLLOK My6niuHe YkpaiHa XKesaHr CaHmeH XeHrkaHr Kutai peecTpauis - He UA/15024/01/01
FIAPOXNOPUA, | (cy6ecTaHuisa) y noaBiiHuX akuioHepHe ®apmac'toTikan Ko., 114, Ha 5 pokiB nionsizae
nosnieTuNEeHoBUxX nakeTax TOBapuCTBO
Ana papmaveBTMYHOro "HaykoBo-
3acTocyBaHHsA BMPOGHNYMIA
LUeHTp
"BopLuariscb
KWin XiMiko-
hapmaueBTu
YHuii 3aBoA"
3. AHTUTPOMBIH | niocpinizaT ANns posumHy Bakctep Al ABCTpIA BMPOGHULITBO 3a NOBHUM AscTpis/ peecTpauis 3a He UA/15020/01/01
1l BAKCTEP Ans iHdpysiii, no 50 MO/mn LUKIOM: HimeuunHa Ha 5 pokiB peyenmom nionsizae
no 500 MO y chnakoHi Ne 1 Bakctep All, ABCTpis;
B KOMMNEKTI 3 BMPOGHULTBO PO3YMHHUKA 3a
PO34MHHMKOM (BOAA A5 NMOBHWUM LMK/IOM:
iH ekuiin) no 10 mny XawmenbH ®apmaleBTukasnc
donakoHi Ne 1; a6o no mM6X, HimeyunHa
1000 MO y chnakoHi Ne 1 B
KOMMNEKTI 3 PO3UYNHHUKOM
(Boga ans i ekuiid) no 20
M Y donakoHi Ne 1
4, BOJHIO PO34YMH A/151 30BHILUHBLOTO TOB "dapma YkpaiHa TOB "dapma Yepkac" YKpaiHa peecTpauis 6e3 niossizae UA/15006/01/01
NMEPOKCUA 3actocysaHHa 3 % no 100 Yepkac" Ha 5 pokiB peuyenma
My dpnakoHax
5. TMHNOPOrECT M'AKi Kancynu no 200 mr Ekcenrtic IcnaHis BMPOGHULITBO rOTOBOIO IcnaHis peecTpaduis 3a He UA/15000/01/01
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0,075 mr Ne 28 (1x28), Ne
84 (3x28) y 6nicTtepax

AKOCTI, BUMNYCK cepil:
Nab6opatopioc fleoH dapma
C.A., IcnaHis;
MIKpO6IiONOriYHM KOHTPO/Ib:
Nab6opaTtopio ge AHanicic Ap.
EuaBapHe, C.A., IcnaHis;
anbTepHaTMBHA finAHKa Ans
BTOPVHHOIO NakKyBaHHS:

Ne Hassa dopma BUnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayi Ymosu Pexknamys Howmep
n/n JliKapcbKo20 liHa BionycKy aHHs peecmpayiliHo2
3acoby npoyeadypa 0 NMocBi0OYeHHs
Ne 15 (15x1), Ne 30 (15x2) | Xencke C.J1. NPOAYKTY, NakyBaHHS, KOHTPOSb Ha 5 pokiB peyernmom nionsizae
y bnictepax AKOCTi, BUNYCK cepil:
Nab6opatopioc fleoH dapma
C.A., IcnaHis;
MiKPOGIONOriYHNI KOHTPOSIb:
Nab6opatopio ge Ananicic Ap.
EuaBapHe, C.A., IcnaHis;
a/lbTepHaTMBHa AiNsHka ans
BTOPMHHOTO NakyBaHHS:
TOB "MaHaHTian IHTerpa”,
IcnaHis
6. T’MHNPOrECT M'AKi Kancynu no 100 mr EkcenTtic IcnaHis BMPOGHULITBO rOTOBOIO IcnaHis peecTpauis 3a He UA/15000/01/02
Ne 15 (15x1), Ne 30 (15x2) | Xencke C.J1. NPOAYKTY, NakKyBaHHS, KOHTPO/b Ha 5 pokiB peyenmom niossizae
y 6nictepax AKOCTI, BUMNYCK cepil:
Na6opaTtopioc /leoH dapma
C.A., IcnaHis;
MiKpOGi0NOrivyHNIA KOHTPO/Ib:
Nab6opaTtopio ge AHanicic Ap.
EuaBapHe, C.A., IcnaHis;
anbTepHaTMBHA AinAHKa Ans
BTOPMHHOTO NakyBaHHS:
TOB "MaHaHTian IHTerpa’,
Icnaxis
7. rniuyH KpUCTasTivHMI NOPOLLOK ToBapucTso YkpaiHa EBOHIK PEKCIM (HAHbHIH) Kutain peecTpauis - He UA/15008/01/01
(cybcTaHuUis) y noaBiiHMX 3 ®APMACBIHOTIKAN KO., NTA. Ha 5 pokiB nionsizae
nonieTuIeHoBMX nNakeTax o6mexeHot
ans papmavesTMyHoro Bignosiganb
3aCcTOCyBaHHA HICTIO
"®apmaLeBT
nyHa
KOMMaHis
"3p0pos'a"”
8. AE3SNPETT TabneTku, BKPUTI EkcenTtic IcnaHis BMPOGHULITBO rOTOBOIO IcnaHis peecTpauis 3a He UA/15002/01/01
NNiBKOBOK 060/I0HKOIO, Xerncke C.J1. NPOAYKTY, NakyBaHHA, KOHTPOSb Ha 5 pokiB peyenmom nionseae
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Ne Hassa dopma BUnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayi Ymosu Pexknamys Howmep
n/n JliKapcbKo20 liHa BionycKy aHHs peecmpayiliHo2
3acoby npoyeadypa 0 NMocBi0OYeHHs
TOB "MaHaHTian IHTerpa”,
Icnaxis
9. AEKCAMETA3 | kpucTaniyHuii nopoLuok ToBapucTso YkpaiHa TAHbU3IHb TAHBAO KuTali peecTpauis - He UA/15016/01/01
OH (cy6eTaHuin) y 3 dapmac'toTikan Ko., /114, Ha 5 pokiB nionsizae
nonieTnIeHoBMX nakeTax obMexeHo
Ans papmaveBTuyHoro Bignosiganb
3aCTOCYBaHHS HICTIO
"nocnigHnii
3aB0f
"rHuic”
10. KANbLIO MOPOLLIOK KpUCTasTIYHWIA MAT YkpaiHa rno6an Kanbujym MBeT. N74. IHAais peecTpauis - He UA/15021/01/01
FNHOKOHAT abo rpaHynboBaHuii "dapmak” Ha 5 pokiB nionsieae
ONS IHEKUIN | (cybeTaHuis) y nogsiiiHnx
nonieTuIeHoBMX naketax
Ansa hapmaLleBTUYHOro
3aCTOCYBaHHS
11. | KAPBOXOnN niodpinisart 4na po3unHy neHmapk IHAaiA FneHmapk OxeHepikc C.A. ApreHTnHa peecTpauis 3a He UA/15005/01/01
Ans iHdy3iin no 150 mry dapmacbioT Ha 5 pokiB | peyenmom | nidsseae
chnakoHax Ne 1 nkans /114.
12. | KAPBOXOnN niodinisart Ana po3unHy rneHmapk IHAiA FneHmapk OxeHepike C.A. ApreHTnHa peecTpauis 3a He UA/15005/01/02
Ans iHdpy3iin no 450 mry ®apmacbloT Ha 5 pokiB peyenmom nionsieae
donakoHax Ne 1 nkans /114,
13. | NAMIXON-T TabneTku, BKPUTI Makneogc IHAaiA Makneogc ®apmacbloTukasic IHAaia peecTpauis 3a He UA/14991/01/01
NNiBKOBOK 060/10HKOHO, dapmacbloT Nimitep, Ha 5 pokiB peyenmom nionsizae
300 mr/300 mr Ne 30 y nKanc
hnakoHax NiviTen
14. | NEBEPET MIHI | TabneTtku, BKpUTI Ekcentic CA | LUBeiuapis | KOHTPONb SKOCTi, BUPOOHULTBO IcnaHis peecTpauis 3a He UA/15001/01/01
NNiBKOBOK 060/0HKOHO, roTOBOr0 NPOAYKTY, NaKyBaHHS, Ha 5 pokiB peyenmom niosisizae
0,10 mr/0,02 mr Ne 21 BUMYCK cepii:
(21x1), Ne 63 (21x3), Ne Na6opatopioc /leoH ®apma,
126 (21x6) y 6nicTepi C.A,, IcnaHis;
MiKPOBIONOriYHNIA KOHTPO/Ib:
Nab6opatopio ge Ananicic Ap.
EuaBapHe C.A., IcnaHis;
anbTepHaTMBHA AiNsHKa
BTOPUHHOIO NapKyBaHHS:
TOB MaHaHTian IHTerpa,
Icnaxis
15. | IEBO®JIOKCA | Tabnetku, BKpUTI Makneoac IHais Makneoac ®apmacbloTukasnc IHais peecTpauis 3a He UA/15003/01/01
LIH 250 nNiBKOBOK 060/10HKO, MO | dapmachkioT Nimitep, Ha 5 pokiB peyenmom nionsizae
250 mr Ne 90 (10x9), Ne nKasnc
100 (10x10), Ne100 (20x5) Niviten




6

Ne Hassa dopma BUnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayi Ymosu Pexknamys Howmep
n/n JliKapcbKo20 liHa BionycKy aHHs peecmpayiliHo2
3acoby npoyeadypa 0 NMocBi0OYeHHs
y 6nictepax
16. NEBO®JIOKCA | TabneTku, BKpUTI Makneopac IHAjs Makneogc ®apmacbloTukasnc IHAjs peecTpauis 3a He UA/15003/01/02
LIH 500 nAiBKOBOK 060/10HKO, MO | PapmackioT Nimitep, Ha 5 pokiB peyenmom nionsizae
500 mr Ne 90 (10x9), Ne mKanc
100 (10x10), Ne100 (20x5) NimiTep,
y 6nictepax
17. NEBO®JIOKCA | TabneTku, BKpUTI Makneopac IHAjs Makneoac ®apmacbloTukasc IHAjs peecTpauis 3a He UA/15003/01/03
LIH 750 nAiBKOBOK 060/I0HKOI, N0 | dapmackioT Nimitep, Ha 5 pokiB peyenmom nionsieae
750 mr Ne 100 (10x10) y nKasic
6nicTepax JlimiTeq,
18. | JIOPTEH3A® TabneTku, BKPUTI KPKA, a.4., CnoBeHis BiANOBiIJaNbHUIA 3a CnoseHis/ peecTpauis 3a He UA/14993/01/01
NAiBKOBOK 0600HKOHO, Hoso mecTo BUPOGHULTBO "in bulk", HimeuyunHa Ha 5 pokiB peuenmom niosisizae
100 mr/10 mr Ne 30 (10x3), nepBuHHE Ta BTOPVHHE
Ne 60 (10x6), Ne 90 (10x9) nakyBaHHs1, KOHTPO/1b Ta BUMYCK
B GriicTepax cepii:
KPKA, g.4., HoBo mecTo,
CnoBeHis;
BiANOBIAA/IbHWI 38 NEPBUHHE Ta
BTOPWHHE NaKyBaHHS, KOHTPO/1b
Ta BUMYCK Cepii:
TAL ®apma 'vbX, HimeuunHa;
Bi4NoOBiAa/IbHUIA 3a KOHTPO/b
cepii:
KPKA, g.4., HoBo mecTo,
CnoBeHis
19. | IOPTEH3A® TabneTku, BKPUTI KPKA, a.4., CnoBeHis BiANOBiAaNbHWIA 3a CnoseHis/ peecTpauis 3a He UA/14993/01/02
nniBkoBoK 06010HKO, 50 | HoBO MecTo BMPOGHULTBO "in bulk”, HimeuyunHa Ha 5 pokiB peyenmom niossizae
mr/5 mr Ne 30 (10x3), Ne nepBuHHEe Ta BTOPUHHE
60 (10x6), Ne 90 (10x9) B nakyBaHHS1, KOHTPO/Ib Ta BUMYCK
6nictepax cepii:
KPKA, g.4., HoBo mecTo,
CnoBeHis;
BiANOBIAA/IbHWI 382 NEPBUHHE Ta
BTOPMHHE NakyBaHHS, KOHTPO/1b
Ta BUNYCK cepili:
TAL ®apma Nm6X, HimeuunHa,;
BiAMOBiIA&/IbHUIA 3 KOHTPOJIb
cepii:
KPKA, g.4., HoBo mecTo,
CnoseHist
20. | NNIOPTEH3A® TabneTku, BKPUTI KPKA, a.4., CnoBeHis BiANOBiAaNbHWI 3a CnoseHis/ peecTpauis 3a He UA/14994/01/01
nniBkoBOK 06010HKO, 50 | HoBO MecTo BMPO6GHULTBO "in bulk", HimeuyunHa Ha 5 pokiB peuyenmom nidsisizae
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Ne Hassa dopma BUnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayi Ymosu Pexknamys Howmep
n/n JliKapcbKo20 liHa BionycKy aHHs peecmpayiliHo2
3acoby npoyeadypa 0 NMocBi0OYeHHs
Mr/10 mr Ne 30 (10x3), Ne nepBUHHE Ta BTOPUHHE
60 (10x6), Ne 90 (10x9) B nakyBaHHS1, KOHTPO/Ib Ta BUMYCK
6nictepax cepiii:
KPKA, a.4., HoBo mecTo,
CnoBeHis;
BiANOBIAA/IbHWI 382 NEPBUHHE Ta
BTOPWMHHE NakyBaHHS, KOHTPO/1b
Ta BUNYCK cepili:
TAL ®apma 'mM6X, HimeuunHa,;
BiAMNOBiAa/IbHUIA 38 KOHTPOJIb
cepii:
KPKA, a.4., HoBo mecTo,
CnoBeHist
21. | NIOPTEH3A® TabneTku, BKPUTI KPKA, a.4., CnoBeHis BiANOBiIJaNbHUIA 3a CnoseHis/ peecTpauis 3a He UA/14995/01/01
NAiBKOBOK 060/I0HKOHO, HoBo mecTo BMpo6HULTBO "in bulk”, HimeuunHa Ha 5 pokiB peyenmom nionsieae
100 mr /5 mr Ne 30 (10x3), nepBuHHE Ta BTOPVHHE
Ne 60 (10x6), Ne 90 (10x9) nakyBaHHS1, KOHTPO/Ib Ta BUMYCK
B GriicTepax cepii:
KPKA, pa.4., HoBo mecTo,
CnoBeHis;
Bi4NOBiga/bHWIA 3a MEPBMHHE Ta
BTOPWHHE NakKyBaHHS, KOHTPO/1b
Ta BUMYCK Cepiii:
TAL ®apma 'vbX, HimeuunHa;
BiAMNOBiAa/IbHUIA 38 KOHTPOJIb
cepii:
KPKA, pa.4., HoBo mecTo,
CnoBeHis
22. MAKCICOPB MOPOLLOK A/151 OPa/TbHOI TOB YkpaiHa MAT "Bionik" YKpaiHa peecTpauis 6e3 niosisizae UA/14999/01/01
cycneHsiino 12ry "YkpaiHCcbka Ha 5 pokiB peyenma
onakoHiNe 1, no2ry hapmaueBTu
donakoHi Ne 12, no1ry YyHa
nakeTuky Ne 24 KoMnaHis"
23. | HA®TUDPIHY NopoLUOK (CybcTaHLis) y MAT Ykpaina UyHuUmMH XyanoHT LeHxem Kutaii peecTpauis - He UA/14998/01/01
FIAPOXNOPUA, | nakeTax NoABiHMX "dapmak” ®apmac toTikan Ko., /114. Ha 5 pokiB nionsieae
nonieTnneHoBux ansa
thapmaLeBTUYHOTO
3aCTOCyBaHHs
24, HEBIBO/ON Tabnetkm no 5 mr Ne 28 CTALA HimeuunHa CTALA ApuHainmittens Al HimeuvunHa peecTpauis 3a He UA/14970/01/01
CTALA® (7x4) y bnictepax ApuHaiimitTe Ha 5 pokiB peyernmom nionsizae
nb Al
25. PO3AB 10 TabneTtkun, BKpUTI Anemo6iK IHais MCH Jla6opartopic MeT. /ITA. IHais peecTpadis 3a He UA/15018/01/01
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Ne Hassa dopma BUnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayi Ymosu Pexknamys Howmep
n/n JliKapcbKo20 liHa BionycKy aHHs peecmpayiliHo2
3acoby npoyeadypa 0 NMocBi0OYeHHs
nniBKOBOK 060/10HKOM, N0 | ®apmac'toTik Ha 5 pokiB peyernmom nionsizae
10 mr Ne30 (10x3) y ernc Nimitep,
6nictepi
26. PO3AB 20 TabneTtku, BKpUTI Anemo6ik IHais MCH Na6opartopic MeT. /T4, IHaisa peecTpadis 3a He UA/15018/01/02
NNiBKOBOK 060/10HKO, MO | Papmac'toTik Ha 5 pokiB peyenmom niossizae
20 mr Ne30 (10x3) y enc Nimiteq,
onictepi
27. | TCAPT 40 Tabnetkn no 40 mr Ne 10 Arnkem IHais Ankem Jlaboparopis JTg, IHaisa peecTpauis 3a He UA/15022/01/01
(10x1) y 6nicTepax Na6opatopi3 Ha 5 pokiB | peyenmom | nidsseae
1g
28. | TCAPT 80 Tabnetky no 80 mr Ne 10 Ankem IHais Ankem Jlabopatopi3 /IT4 IHais peecTpauis 3a He UA/15022/01/02
(10x1) y 6nicTepax Na6opatopi3 Ha 5 pokiB | peyenmom | nidsiseae
N1
29. | PIBIOHIN403 pO34nH AN BakcTep Ipnangais Bakctep Xenckea C.A. IpnaHgis peecTpauis 3a He UA/14968/01/01
rMHOKO30H0 nepuToOHeasILHOro Ajanisy Xernckea Ha 5 pokiB peyernmom nionsizae
1,36 % no 2000 m/1 pO3YnHy y C.A.

[BOKamepHoMy
NAacTUKOBOMY MIiLLIKY
(mana kamepa — 725 mn
po3unHy A; Be/nKa
Kamepa — 1275 mn
po3unHy B), o6nagHaHomy
iH'EKLiAHMM NOpTOM Ta
3'egHyBayeM, BKnageHoMy
B iHAMBIAYyaNbHWI
Npo30puiA NNacTUKOBWIA
nakeT; No 5 KOMNAEKTIB y
KapTOHHI kopoobLj;

no 2000 ms1 pO3YnHy y
[BOKaMepHoMy
N1acTMKOBOMY MiLLKY
(mana kamepa — 725 mn
po34uHy A; Benvka
Kamepa — 1275 mn
po3unHy B), o6nagHaHomy
iH'EKLiHMM NOpTOM, 3
iHTerpoBaHuM 3a
[10MOMOror ABOX
maricTpaneii Ta Y-
3'egHyBaya NOPOXHIM
NAacTUKOBMM MILLKOM A/15
ApeHaxy, Lo BKNajeHi B
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Ne
n/n

Ha3ssa
JliKapcbKO20
3acoby

dopma BUnycKy

3asiBHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayi
liHa
npoyeadypa

Ymosu
BionycKy

Pexknamys
aHHs

Howmep
peecmpayiliHo2
0 MOCBIOYEHHS

iHOMBIZYa/TbHUIA NPO30pWi
N1acTMKOBMIA NakeT; no 5
KOMM/IEKTIB Y KAPTOHHIW
Kopoo6L;

no 2500 mM/1 po34nHy y
[BOKamepHoMy
NAacTUKOBOMY MiLLIKY
(mana kamepa — 906 mn
po3unHy A; Benvka
Kamepa — 1594 mn
po3uunHy B), o6nagHaHomy
iH'EKLIiHAM MOPTOM, 3
iHTerpoBaH1m 3a
[0NoMororo ,Box
maricTpanei Ta Y-
3'eHyBaYa NOPOXHIM
NI1acTMKOBUM MILLKOM AN
ApeHaxy, WO BKNajeHi B
iHAMBIAYyaNbHWI NpO30pui
N1acTMKOBUIA NakeT; no 4
KOMMNIEKTU Y KAPTOHHIN
Kopoo6L;

no 5000 MmN po3ynNHY y
[BOKaMepHoMy
N1acTMKOBOMY MiLLKY
(mana kamepa — 1812 mn
po34uHy A; BenvKa
Kamepa — 3188 mn
po3unHy B), o6nagHaHomy
iH'EKLiIiHMM MOpPTOM Ta
3'eHyBayveM, i
BK/1aZleHOMY B
iHOMBILYa/TbHUIA NPO30pWi
N1acTMKOBUIA NakeT; no 2
KOMM/IEKTW Y KApPTOHHIl
Kopobui

30.

®I3IOHIT 40 3
FNHOKO3010
2,27 %

po3unH ans
nepuTOHeasTbHOro giasisy
no 2000 m/1 po3YnHy y
[JBOKamepHomy
NAacTUKOBOMY MIiLLIKY
(mana kamepa — 725 mn
po34nHy A; BEnvKa

Bakctep
Xerckea
C.A.

IpnaHgis

BakcTtep Xenckea C.A.

IpnaHgis

peecTpauis
Ha 5 pokiB

3a
peyenmom

He
niossi2ae

UA/14968/01/02
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayi Ymosu Pexknamys Howmep
n/n JliKapcbKo20 liHa BionycKy aHHs peecmpayiliHo2
3acoby npoyeadypa 0 NMocBi0OYeHHs

Kamepa — 1275 mn
po3unny B), obnagHaHomy
iH'EKLiIiHMM MOPTOM Ta
3'egHyBayem, BK1ageHOMY
B iHAMBIAyabHWI
Npo30puiA NNacTUKOBWIA
nakeT; Mo 5 KOMNNEKTIB Y
KapTOHHI kopobui;

no 2000 m/1 pO3YnHy y
[BOKaMepHoMy
NAacTUKOBOMY MIiLLIKY
(mana kamepa — 725 mn
po3unHy A; Be/nKa
Kamepa — 1275 mn
po3unHy B), obnagHaHomy
iH'€KUiiHAM NnopTOM, 3
iHTerpoBaHum 3a
[0NOMOror ABOX
maricTpaneii Ta Y-
3’elHyBaya NopoXxHiv
N1acTMKOBUM MiLLKOM A1
ApeHaxy, Lo BKNajeHi B
iHOMBILYaTbHUIA NPO30pWi
N1acTMKOBMIA NakeT; no 5
KOMMJIEKTIB Y KAPTOHHIi
Kopobui;

no 2500 mM/1 pO3YnHy y
[BOKamMmepHoMy
NAacTUKOBOMY MiLLIKY
(mana kamepa — 906 mn
po3uvHy A; Be/nKa
Kamepa — 1594 mn
po3unny B), obnagHaHomy
iH'EKLiAHMM NOpTOM, 3
iHTerposaHum 3a
[0NoOMOroro fiBoxX
marictpanei ta Y-
3'efHyBaya NOPOXHIM
N1aCTMKOBUM MILLKOM A1
ApeHaxy, Lo BK1aJeHi B
iHOMBILYa/TbHUIA NPO30pWi
N1acTMKOBUIA NakeT; no 4
KOMMJ/IEKTW Y KAPTOHHIl
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Ne
n/n

Ha3ssa
JliKapcbKO20
3acoby

dopma sunycky

3asiBHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayi
liHa
npoyeadypa

Ymosu
BionycKy

Pexknamys
aHHs

Howmep
peecmpayiliHo2
0 MOCBIOYEHHS

Kopobui;

no 5000 M1 po3unHy y
[BOKamMepHoOMY
NAacTUKOBOMY MIiLLIKY
(mana kamepa — 1812 mn
po34uHy A; Benvka
Kamepa — 3188 mn
po3unHy B), o6nagHaHomy
iH'EKLiHMM NOpTOM Ta
3'egHyBayveMm, i
BKNafeHoMy B
iHAMBIAYyaNbHWI Npo3opuii
NAacTUKOBUIA NakeT; no 2
KOMM/IEKTN Y KAPTOHHIl
Kopoo6ui

31.

®I3IOHINT 40 3
rNMOKO3010
3,86 %

pO34uH Ans
nepuToOHeasILHOro Ajanisy
no 2000 m/1 pO3YnHy y
[BOKamepHoMy
NAacTUKOBOMY MIiLLIKY
(mana kamepa — 725 mn
po3unHy A; Be/nKa
Kamepa — 1275 mn
po3unHy B), obnagHaHomy
iH'EKLiAHMM NOpTOM Ta
3'egHyBayeM, BKnageHoMy
B iHAMBIAYaNbHWI
Npo30puiA NNacTUKOBWIA
nakeT; No 5 KOMNAEKTIB y
KapTOHHI kopoobLj;

no 2000 m/1 po3YnHy y
[BOKaMepHoMy
N1acTMKOBOMY MiLLKY
(mana kamepa — 725 mn
po34uHy A; Benvka
Kamepa — 1275 mn
po3unHy B), o6nagHaHomy
iH'EKLiHMM NOpTOM, 3
iHTerpoBaHuM 3a
[l0MOMOror ABOX
maricTpaneii Ta Y-
3'egHyBaya NOPOXHIM
NJaCTUKOBMM MILLKOM A/15

BakcTtep
Xenckea
C.A.

Ipnangais

Bakctep Xenckea C.A.

IpnaHgis

peecTpauis
Ha 5 pokiB

3a
peyenmom

He
niossieae

UA/14968/01/03
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Ne
n/n

Ha3ssa
JliKapcbKO20
3acoby

dopma sunycky

3asiBHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayi
liHa
npoyeadypa

Ymosu
BionycKy

Pexknamys
aHHs

Howmep

peecmpayiliHo2

0 MocBi0YeHHsI

ApeHaxy, WO BKNajeHi B
iHOMBIZYa/TbHUIA NPO30pWi
N1acTMKOBMIA NakeT; no 5
KOMM/IEKTIB Y KAPTOHHIN
Kopobu;

no 2500 mM/1 po34YnHy y
[BOKaMepHoMy
NAacTUKOBOMY MilLIKy
(mana kamepa — 906 mMn
po3unny A; Benvka
Kamepa — 1594 mn
po3unHy B), o6nagHaHomy
iH'EKLiHMM NOpTOM, 3
iHTerpoBaHum 3a
[10MOMOror ABOX
marictpanei ta Y-
3'egHyBaya NOPOXHIM
N1aCTMKOBUM MILLKOM A1
ApeHaxy, Lo BKNajeHi B
iHAMBIAYyaNbHWI Npo30opuii
NaacTUKOBUIA NakeT; no 4
KOMM/IEKTN Y KApPTOHHIl
Kopobu;

no 5000 ms1 po34ynHy y
[BOKaMepHoMy
N1acTMKOBOMY MiLLKY
(mana kamepa — 1812 mn
po3unHy A; Benvka
Kamepa — 3188 mn
po3unHy B), o6nagHaHomy
iH'EKLiHMM NOpTOM Ta
3'egHyBayeM, i
BK/1aZ,eHOMY B
iHOMBIZYa/TbHUIA NPO30pWi
N1acTMKOBMIA NakeT; no 2
KOMM/IEKTW Y KApPTOHHIl
Kopooui

32.

POCOHOOLUNH

rpaHyin Anas opanbHOro
po3umHy no 3 ry cawe Ne
2

dPapmaueBtu
YHa
KOMMaHis
"Bokare
C.A"

Ipeuis

NabiaHa ®apmacbHoTikasc,
C.NY.

IcnaHis

peecTpauis
Ha 5 pokiB

3a
peyenmom

He
niossi2zae

UA/15015/01/01
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Ne Hassa dopma BUnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayi Ymosu Pexknamys Howmep
n/n JliKapcbKo20 liHa BionycKy aHHs peecmpayitiHo2
3acoby npoyeadypa 0 NMocBi0OYeHHs
33. | X/IOPMPOMAS | nopoLwok (cybcTaHuis) y CaHogi Ximi ®paHuin CaHodi Ximi ®paHuis peecTpauis - He UA/15017/01/01
NHY nonieTUIeHOBMX NakeTax Ha 5 pokiB nionsieae
rIAPOXNOPUA, | ana dpapmaleBTUYHOro
3aCTOCyBaHHs
34. LIMHKY OKCUA, | nopolwok (cybcTaHuis) B AT "Nlekxim- YkpaiHa YMIKOP HEJQEPNAH/ B.B. HigepnaHgn | peecTpauis - He UA/15019/01/01
yoTMpULLapoBMX abo y Xapkis" Ha 5 pokiB nionsieae

nosinponisieHoBKx abo y
TPYLLIAPOBMUX MilLKax As
hapmaneBTMUHOro
3aCTOCYBaHHS

B.o. HayanbHUKa YnpasniHHA dpapMmaleBTUYHOIT
OIANBHOCTI Ta AKOCTiI (papmaueBTUYHOT NPOAYKLiT

T.M. IacKOBCbKUu




NMEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONONYHUX MPENAPATIB), AKI
BHOCATBLCA A0 AEP>XXABHOIO PEECTPY NNIKAPCBbKNX 3ACOBIB YKPAIHA

Aopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

28.03.2016 Ne 273

Ne Hassa dopma BunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa Ymosu PeknamyBsaHH Homep
n/n NliKapCcbKO20 npoyeadypa BIiOnycKy A peecmpayitiHo20
3acoby noceio4YeHHs!
1. BA3AMPOCTA | nopoLuok ans IOCB ®apma | HimeyuunHa Baiiep ®apma HimeuunHa nepepeecTpawia y 3a He niidsnsieae UA/4517/01/01
H® pPO34unHy ans 6X Al', HimeuunHa 3B"AA3KY i3 3aKiHYEHHAM peyernmom
iHcpy3iiA, 20 MKr B (BpPOGHMLTBO TepMmiHy aii
amnynax Ne 10 Hepo3dacoBaHo peecTpaLjitHoro
T npoAayKuir, NOCBIAYEHHSI; BBEAEHHS
nepBuHHe BUPOBHWUKIB
nakyBaHHs); Bi4NOBifa/IbHUX 3a
14T Bionorika Hepo3dacoBaHy
6X, NpoAyKLio; BBEEHHA
HimeuunHa BUPOBHUKIB
(BpPOGHMLTBO BiANoOBiJaNbHUX 3a
Hepo3acoBaHo NepBUMHHE NaKyBaHHS;
T npoAayKuir, BBEAEHHA AiNbHULI ANs
nepBuHHe BTOPUHHOTIO NakyBaHHSA
nakyBaHHs); NS BUPOBHWKa;
Eiicika 3a3HayvYeHHs YHKLiN
dapmacbloTmka [N BUPOGHYKa - BUMYCK
n3 rméX, cepii Ta KOHTPOsIb AKOCTI
HimeuuunHa
(koHTpO/Ib
AKOCTI
Hepo3dacoBaHO
T npooykuii Ta
BigNOBiga/TbHUI
3a BUMYCK cepil;
BTOPUHHE
nakyBaHHs)
2. BEPMOKC® Tabnetkn no 100 TOB Pociiicbka BUPOGHULTBO KuTaiicbka nepepeecTpauisa y 3a He nidnsi2ae UA/4226/01/01
Mr Ne 6 (6x1) y "IDKOHCOH & | Pepepauis | Hepo3dacoBaHO HapogHa 3B A3KY i3 3aKiHYEHHAM peyenmom
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Ymosu

PeknamysaHH

Homep

Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeadypa

BionyckKy

A

peecmpayiliHo2o
nocsi0OYeHHs

6nictepi

J>KOHCOH"

ro NpoaykTy,
nepBrHHA
ynakoBka:
CsAHb-AHCCeH
PapmacbloTmka
nnrg.,
KuTaicbka
HapogHa
Pecny6nika;
BTOpPVHHA
ynakoBka,
BUNYCK cepii:
AHcceH-Cinar
C.n.A., Itania

Pecny6nika/
ITanisa

TepMiHy aii
peecTpavujinHoro
NocBiAYEHHS; 3MiHa B
YNOBHOBaXEHOI 0cobu,
BiANOBIAANLHOT 3a
hapmakoHarnsag; 3miHa
B KOHTaKTHUX JaHnX
YNOBHOBaXKEHOI 0Cco6M,
BiANOBigas/IbHOT 3a
hapmakoHarnsg,; 3amiHa
a60 BBeEHHSA
[04aTKOBOT AiNbHUL
BUPOGHULTBA AN1A
4yacTnHM abo BCbOro
BMPOGHNYOro npowecy
rOTOBOrO J1iKapCbKOro
3acoby; 3miHa y
TepMiHax NpuAaTHOCTI
a60 ymoBax 36epiraHHs
rOTOBOrO J1IKAPCLKOro
3aco0y; HagaHo
OHOB/IEHWIA cepTudikat
BiA4NOBIAHOCTI BUMOram
[it04oro BMaaHHs
€Bponelicbkili
hapmakonei Bif,
BMPOOGHUKA AitoyOi
peyoBuHUW; 3MiHN LWOA0
6e3nekn/eeKTUBHOCTI
Ta (hapmakoHarnsgy.
3MiHM y TepaneBTUYHNX
nokasaHHsAX (BU1lyYeHHs
TepaneBTUYHOro
nokasaHHs) - 3MiHU
BHECEHO [0 iHCTPYKLiT
Ana MegnyHoro
3aCTOCYBaHHS
npenapary Ao po3giny
"lMoka3aHHA"

nionsieae

UA/11541/01/01

BIBUH®
KNACNYHWIA

Kpansi o4Hi,

po34uH 0,05 % no

MaxHin
Mpogakrtc

Benuka

BpuTtaHis

AHcceH

dapmaueBTNKa

Benbrist

nepepeecTpawis y
3B A3KY i3 3aKiHYEHHAM

6e3
peuenma
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeadypa

Ymosu
BionyckKy

PeknamysaHH
A

Homep
peecmpayiliHo2o
nocsi0OYeHHs

15mny
dhnakoHax Ne 1

NimiTeq,

HB

TepMiHy aii
peecTpavujinHoro
NoCBIgYEHHS; 3MiHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAANLHOT 3a
hapmakoHarnsag; amiHa
B KOHTaKTHUX AaHUX
YNOBHOBaXKEHOI 0Cco6M,
BiANOBigas/IbHOT 3a
hapmakoHarnsg;
BBEEeHHA [,04aTKOBOI
NepBUHHOT YNakoBKN
nikapcbKoro 3acoby Ta
AofilaBaHHA [0
3aTBepaKeHoTl
NepBUHHOI YNakoBKu
KpULLIEYKM, LLIO
3aKpPy4YyeTLCH; 3MiHA
hopmu abo po3mipy
KOHTelHepa un
3aKynoproBasibHOTO
3acoby (nepBUHHOT
YNaKoBKM); 3MiHM
BHECEHO A0 IHCTPYKL,i
AN MeanyHoro
3acToCyBaHHsA
npenapary Ao po3giny
"Moka3aHHsA" BiANOBIAHO
[,0 KOPOTKOI
XapakTpUCTUKN
npenapary Ta BUCHOBKa
KOHCYNbTaTUBHO-
EeKCMNepTHOT rpynu

"OTonapuHronoris.
Odpransmonoria®;
BBE[IEHHA 104aTKOBOIO
BMPOGHMKa AdDI

rPmnounTPoO
H KIiAC NTMMOH

NOPOLLOK ANns
opasbHOro
po3unHy no 4,0 ry

naketax Ne 5

ToBapucTeo
3
0OMEXEHO

BiAnoBiganb

YkpaiHa

ToBapucTso 3
06MEeXeHOo
Bi4NoOBiAa/IbHICT
)

YkpaiHa

nepepeecTpauis y
3B A3KY i3 3aKiHUEHHAM
TepMmiHy aii
peecTpaLjiiHoro

6e3
peyenma

He niosisieae

UA/11498/01/01
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu PeknamysaHH Homep
n/n JliKapCcbKO20 npoyedypa BionycKy A peecmpayiliHo2o
3acoby noceio4YeHHs1
(1x5), Ne 10 HicTIo «PapmaueBTUYH NOCBiAYEHHSA; 3MiHW |
(1x10) «PapmaueBT a KoMmnaHis Tuny - Jlikapcbki 3acobm.
nyHa «300p0oB’A» 3MiHa y KOpOoTKiit
KOMNaHis XapaktepucTui
«3[,0poB’A» nikapcbKoro 3acoby,
IHCTPYKUT AnA
MeNYHOro

3acTocyBaHHsi abo
MapKyBaHHi ynakoBOK
(noTpebye BHECEHHS
BiANOBIAHO A0
iHdpopmaii
pechbepeHTHOro/opuriHan
bHOrO NiKapcbKoro
3acoby 6e3 HagaHHSA
XOAHWNX HOBUX
[04aTKOBUX AaHWX
3a9BHUKOM) - 3MiHN
BHECEHO [0 iHCTPYKLiT
Ana MegnyHoro
3acTOCyBaHHSA
npenapary Ao po3giny
"MokasaHHs" BigNoBiAHO
[0 pedhepeHTHOro
npenaparty (AHTUNY
Kigc, nopoluok ans
OpaIbHOro PO34MHY);
3MiHu | TUNy - 3MiHn 3
AKOCTI. FOTOBMIA
nikapcbkuit 3aci6.
KOHTpOb roToBOro
nikapcbKoro 3acoby.
3miHa napameTpiB
cneumdikauin Ta/abo
[ONyCTUMUNX MeX
rOTOBOrO J1IKAPCLKOro
3aco0y (3BY)XEHHSA
[ONyCTUMUX MEX) -
3BY)XXEHHS KpUTEPIiB
NPUIAHATHOCTI (A0 + 5%)
Ha MOMEHT BUMNYCKY 3a
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu PeknamysaHH Homep
n/n JliKapCcbKO20 npoyedypa BionycKy A peecmpayiliHo2o
3acoby noceio4YeHHs1

NnokKasHUKoM «KinbkicHe
BU3HAYEHHS
xnopteHamiHy
MasieaTy»; 3MiHu | Tuny -
AZMIHICTpaTMBHI 3MiHW.
3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaLKEHHS
BisiNbHOCTI
BMpo6HMKa/iMnopTepa
rOTOBOrO J1IKAPCLKOro
3aco06y, BK/Ivaun
AinbHULI BUNYyCKy cepii
ab6o micle nposefeHHsA
KOHTPOJIO SIKOCTI.
(@isNbHICTb, 3a AKY
Bignosigae
BMpOGHUK/iMnopTep,
BK/IIOHA0UM BUNYCK
cepii) - 3miHa agpecu
BMPOOHUKA; 3MiHM | TNy
- AMIHICTpPaTMBHI 3MiHWN.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asiBHMKa
(BnacHuka
peecTpavujinHoro
NocBifYeHHs) -
npuBeaeHHsA agpecu
3asBHMKA Y
BIAMNOBIAHICTb A0 NiueHsil
Ha BUPOOHULTBO; 3MiHK |
TMNYy - 3MiHK 3 AKOCTI.
Ceptudikar
BignosigHocTi/TE-
ceptudikar
BiANOBiAHOCTI
€Bponelicbkiii
thapmakonei/moHorpadii
. 3MiHM, NoB'sA3aHi 3
HeobXigHicTo
NpUBELEHHS Y
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu PeknamysaHH Homep
n/n JliKapCcbKO20 npoyedypa BionycKy A peecmpayiliHo2o
3acoby noceio4YeHHs1

Bi4NOBIAHICTb A0
MoHorpadii AdY abo
€BponeiicbKoi
thapmakornei, abo iHWoi
HauiOHa/TbHOT
thapmakonei gepxasu
€C (3miHa y
crneyudikauisx,
nos'a3aHa 3i 3MmiHamu B
[oY, abo EBponeiicbkii
hapmakonei, abo iHLuii
HauioHasbHil
thapmakonei gepxasu
€C); 3MiHM 3 AKOCTi.
[oTOBWIA NiKapPCbKUA
3aci6. KoHTposb
[JONOMDKHNX PEYOBWH.
3MiHa y meTodax
BUNPOGYBaHHSA
[ONOMDKHOT PeYoBUHN
(He3HauHi 3MiHK Y
3aTBEPLKEHMX MeTofax
BMNPO6YBaHb); 3MiHU |
TMNYy - 3MiHK 3 AKOCTI.
Ceptudikar
BignosigHocTi/TE-
ceptudikar
BiANOBigHOCTI
€Bponelicbkiii
thapmakonei/moHorpadii
. MopaHHs HoBOro abo
OHOBJ/IEHOTO
cepTudpikata
BigNOBiAHOCTI abo
BUNYYEHHA cepTudpikata
BiANOBiAHOCTI
€Bponelicbkiii
thapmakonei: gpns Adl;
ANS BUXiAHOTO
MaTepiany/peareHty/npo
MDDKHOTO MPOAYKTY, L0
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu PeknamysaHH Homep
n/n JliKapCcbKO20 npoyedypa BionycKy A peecmpayiliHo2o
3acoby noceio4YeHHs1

BMKOPUCTOBYHOTLCS Y
BMPO6GHULTBI ADI; ans
[ONOMDKHOT PeYoBUHN

(cepTudpikaT
BiANOBiAHOCTI
€Bponeiicbkili

thapmakonei) - Hosui
cepTudpikaT Big BXe
3aTBEPKEHOr0
BMPOGHMKA — NOAAHHSA
CepTtudikaTy
BiANOBiAHOCTI
€Bponelicbkiii
thapmakonei Big
BMpo6Huka A®I Kucnota
ackopbiHoBa i, K
HacnigokK, yTOYHEHHS
agpecv BMpobHuka Adl;
3MiHu | Tuny -
AMiHICTpaTUBHI 3MiHW.
3miHa Ha3su Ad| abo
[ONOMDKHOT peYOBUHY;
3MiHu | Tuny -
AOMiHICTpaTVBHI 3MiHN.
3MiHa HalimeHyBaHHS
Ta/abo agpecu micus
NPOBaKEHHS
LifNbHOCTI BUPOBHMKA
(BKkntoyaroun, 3a
HeobXifHOCTI, Micue
NpoBefEeHHsI KOHTPOSO
SIKOCTi), a60 BacHuKa
mactep-haiina Ha Adl,
abo nocrtavasibHMKa
Adl/BuxigHoro
MaTepiany/peareHTy/npo
MDKHOIO NPOAYKTY, L0
3aCTOCOBYHOTbCA Y
BUPO6GHULTBI ADI (AKLWO
3a3HayeHo y [0CbE Ha
nikapcbkuii 3aci6) 3a
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu PeknamysaHH Homep
n/n JliKapCcbKO20 npoyedypa BionycKy A peecmpayiliHo2o
3acoby noceio4YeHHs1

Bif,CYTHOCTI cepTudpikata
BifNOBIAHOCTI
€Bponelicbkili
hapmakonei y

3aTBEpPKEHOMY [0CHE,
ab0o BMPOOGHMKa HOBOT
[ONOMDKHOT PeYOBUHN
(SIKLLLO 3a3HaYeEHO Y
[0CbE) — 3MiHa
HaliMeHyBaHHS
BMpoGHuKa A®I Kucnota
ackopb6iHoBa ; 3MiHK |
TMNY - 3MiHW 3 SKOCTI.
A®|. Bupo6HMLTBO.
3MiHa BMpPOOHUKa
BWXi4HOro/NpOMi>KHOro
npoAykTy/peareHTy, wo
BMKOPUCTOBYHOTbCS Y
BMPOBGHNYOMY MpPOLLECI
AdI, abo 3miHa
BMPOOGHWMKa (BKNOYAtOUN,
[e HeobXifHo, micue
NpoBefEeHHsI KOHTPOSO
akocTi) Adl (3a

Bif,CYTHOCTI cepTudpikata
BifNOBIAHOCTI
€Bponelicbkili
hapmakonei y

3aTBEPAKEHOMY [0CLE)

(iHWi 3mMiHW) — BBEEHHSA

[04aTKOBOT BUPOGHMYOT

OiNbHULI Big
3aTBEPKEHOr0
BMPOGHUKOM; 3MiHN |
UMY - 3MiHW 3 SKOCTI.
[0TOBWIA NikapcbKunii
3aci6. KoHTponb
rOTOBOIO J1iKaPCbKOro
3acoby. 3miHa
napameTpis
cneundpikauiii Ta/aéo
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu PeknamysaHH Homep
n/n JliKapCcbKO20 npoyedypa BionycKy A peecmpayiliHo2o
3acoby noceio4YeHHs1

[ONyCTUMUX MeX
rOTOBOrO NiKapCbKOro
3aco6y (4OMNOBHEHHSA
cneuuadikaL,ii HOBUM

NOKa3HWKOM 3
BiAMNOBIAHUM METOA0M
BUNPOGYBaHHSA) —
cneymdikauito Ta

MeTOM KOHTPOJIKO AKOCTI

[JOMNOBHEHO HOBUM
NMOKa3HWKOM
«lgeHTndikawis.
TapTpasuH (E102)»;
3MiHW | TUNy - 3MiHK 3
akocTi. CepTtudpikat
BignoBigHOCTI/TE-
ceptudpikat
BifNOBIAHOCTI
€Bponelicbkili
thapmakonei/moHorpadii
. MogaHHA HoBOro abo
OHOB/IEHOTO
ceptudikata
Bi4MOBIAHOCTI abo
BU/TyYeHHs cepTudpikara
BifNOBIAHOCTI
€Bponelicbkili
hapmakonei: gns Adl;
AN BUXigHOro
MaTepiany/peareHTy/npo
MiXHOrO MPOAyKTY, L0
BMKOPUCTOBYIOTLCS Y
BMPO6GHULTBI ADI; ans
[O0MOMIKHOT pevoBUHU
(cepTudpikaT
BiANOBiAHOCTI
€Bponelicbkiii
thapmakonei) - HoBuiA
cepTudikar Big, Bxe
3aTBEPKEHOIO
BMPOGHMKA; 3MiHU 3
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cneuundikauii Ta/abo
JONyCTUMUX MEX,
BM3HAYEHUX Y
cneuudikauisx Ha Adl,
abo
BUXIAHWA/NPOMDKHWIA
npoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCS Y
npoteci BUpo6HULTBA
AD| (LONOBHEHHSA
cneuuadikaL,ii HOBUM
MOKa3HNKOM SIKOCTi Ta
Bi4MNoOBiAHMM METOA0M
BUNPOBYBaHHS); 3MiHM 3
akocti. CepTudikart
BignosigHOCTI/TE-
ceptudikar
BiANOBiAHOCTI
€Bponelicbkili
thapmakonei/moHorpadii
. MopaHHs HoBOro abo
OHOBJ/IEHOTO
cepTudpikata
BignosigHocTi abo
BUNYYeHHA cepTudpikata
BiANOBiAHOCTI
€Bponelicbkili
thapmakonei: gpns Adl;
ANS BUXiAHOTO
MaTepiany/peareHTy/npo
MDKHOTO MPOAYKTY, WO
BMKOPUCTOBYIOTLCS Y
BMPOGHULTBI ADI; ana
[ONOMDKHOT PeYOBUHN
(cepTudpikat
BiANOBIAHOCTI
€Bponelicbkiii

dhapmakonei) - HoBwuit

Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu PeknamysaHH Homep
n/n JliKapCcbKO20 npoyedypa BionycKy A peecmpayiliHo2o
3acoby noceio4YeHHs1
aKocTi. A®Il. KoHTponb
A®I. 3miHa y
napameTpax
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeadypa

Ymosu
BionyckKy

PeknamysaHH
A

Homep
peecmpayiliHo2o
nocsi0OYeHHs

cepTudpikaT Big BXe
3aTBEPKEHOr0
BMpOGHUKa; MNprBeaeHHA
CKflagy apomMartmsaropa
«JINMOH» (3aTBEPXKEHO:
apomarusarop
«JINMOH;
3anpornoHoBaHo:
apomarunsarop
«JINMOH», WO MICTUTb
MasIbTOAEKCTPUH,
rymiapabik), y
BIANOBIAHICTb A0
Martepianis BUpobHMKa

EMOTOH

kancynv no 50 mr
Ne 30y
KOHTelHepax

TOB
"Epcenb
Papma
YkpaiHa"

YkpaiHa

CninbHe
YKparHCbKO-
icnaHcbke
nignpuemMcTBO
"Cnepko
YkpaiHa"

YkpaiHa

nepepeecTpavis y
3B"A3KY i3 3aKiHYEHHAM
TepMiHy aii
peecTpavujintHoro
NoCBIAYEHHS; 3MiHa
HaliMeHyBaHHs Ta/abo
MiCLLe3HaXO4KEHHS
BMPOOGHWMKa rOTOBOro
nNikapcbKoro 3acoby,
BK/THOUAKUM MicLe
NpOBeLEHHSI KOHTPOSO
SAKOCTi; 3MiHN BHECEHO
[0 IHCTPYKUii ans
MeAnYHOro
3acTOCyBaHHSA
npenapary Ao po3ginis
"Moka3aHHsA", "Cnocib
3acTocyBaHHsA Ta fosun”
BifNOBIAHO A0
pecepeHTHOro
npenapary;
BiJOKPEM/IEHHA CcKnagy
Kancynw Big 3araslbHoro
cknagy M3y
BigNoBigHOMY po34ini
npoekty MKA

3a
peyenmom

He niosisieae

UA/11310/01/02

IHPAKON

cycneHsig

dopect

Benuvka

MypHa

Benbria

nepepeectpaisa y

6e3

niosig2ae

UA/4419/01/01
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peecTpaLjitHoro
NnocBigYeHHs1; 3MiHu |
Tmny: Jlikapcbki 3aco6m.
3MiHa y KOpOTKiiA
XapakrepucTuui
nikapcbKoro 3acoby,
IHCTPYKUiT Ans
MeANYHOro
3acTocyBaHHA abo
MapKyBaHHi ynakoBOK
(noTpebye BHECEHHS
BiZNoBIAHO 80
iHdpopmaLii
pethepeHTHOro/opuriHan
bHOTO NiKapcbKoro
3acoby 6e3 HagaHHA
XOOHNX HOBUX
[04aTKOBMX AaHWX
3a8BHUKOM) (3MiHN
BHECEHO [0 IHCTPYKU,i
AN MeANYHOro
3aCcTOCyBaHHSA

Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu PeknamysaHH Homep
n/n JliKapCcbKO20 npoyedypa BionycKy A peecmpayiliHo2o
3acoby noceio4YeHHs1
opanbHa, 40 NabopaTtopi3 BpuTaHis dapmacbioTikan 3B AA3KY i3 3aKiHUEHHAM peyenma
Mr/mn no 50 mn, IOK Mimiteq, 3HB TepMmiHy aii
75 mn, 100 mny peecTpaLjiiiHoro
hnakoHax Ne 1 NnocBig4eHHsA
7. KETAMIHY NOPOLLOK NAT YkpaiHa KY Kemi YeTikoH HimeuunHa nepepeecTpauia y - He nidnsi2ae UA/4661/01/01
riAPOXNOPUL | (cybeTaHuin) y "Papmak” [Y[6),4 3B A3KY i3 3aKiHYEHHAM
noABiAHMX TepMmiHy aii
nosieTUIeHOBUX peecTpavuinHoro
naketax gns NOCBiAYEHHS;
thapmaueBTMyHOr npuBeAeHHs
0 3aCTOCyBaHHS 3acTOCyBaHHSA
cy6cTaHuii y
Bi4MNOBIAHICTb A0 BUMOT
[il040ro BuaaHHs
€BponeiicbKoi
Papmakonei
8. NIBOPETUK™ Tabnetkn Ne 28 Inka IHaia Inka IHais nepepeectpauia y 3a He nionsieae UA/4181/01/01
-10 (14x2) y Nab6opartopi3 Nab6opartopi3 3B"AA3KY i3 3aKiHYEHHAM peyernmom
6nictepax NimiTeq Niviteq TepMmiHy aii
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu PeknamysaHH Homep
n/n JliKapCcbKO20 npoyedypa BionycKy A peecmpayiliHo2o
3acoby noceio4YeHHs1

npenapary Ao posginy
"MNoka3aHHA", a TakoX A0
posgainy "Cnoci6
3acTocyBaHHA Ta fgosn”
(YTOYHEHHS [03yBaHHS),
pO34inun IHCTPYKU,T
[IONOBHEHO OHOB/IEHNMM
OaHMK 3 6e3nekn
BiANOBIAHO 80
pecepeHTHOro
npenapary; 3MiHu | Tuny:
Nikapcbki 3aco6u. 3MiHK
[0 iCHylo4Oi cuctemm
thapmakoHarnsagy, sk
3a3HayeHo B ONKUCI
cuctemu
hapmakoHarnsgy (3miHa
YMOBHOBaXXEHOI 0co6M,
BiANOBIA&/ILHOT 3a
thapmakoHarnsg); 3MiHu
I Tuny: Ceptudikat
BiANOBiAHOCTI
€Bponelicbkili
hapmakonei/CepTtudikat
Bi4NOBIAHOCTI
€Bponelicbkili
hapmakonei woao
ryéuatoi eHuedanonartii.
MopaHHA HoBoro abo
OHOB/IEHOTO
ceptudikata
Bi4MNOBIAHOCTI
€Bponelicbkili
thapmakonei ana Adl
abo gjtoyol
peyoBuHW/oNA BUXIQHOTO
MaTepiany/peareHty/npo
MDKHOro NPOAyKTY, Lo
BMKOPUCTOBYIOTLCS Y
BUPOGHULTBI AD| abo
Aito4oi pevoBuHN/ ans
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu PeknamysaHH Homep
n/n JliKapCcbKO20 npoyedypa BionycKy A peecmpayiliHo2o
3acoby noceio4YeHHs1
[O0MOMDKHOT pevoBUHU
(ceptudikar

BiANOBiAHOCTI
€Bponelicbkili
thapmakoner) - HoBuiA
cepTudikar
BiA4NOBIAHOCTI Big HOBOro
BMPOGHNMKa (3amiHa abo
[OOMOBHEHHS) (NogaHHA
HoBoro Ceptudikaty
BignosigHOCTI EP Ha
Litoyy peyoBuHy
nisvHonpuny aurigpat
Bifi HOBOTO BMPOOHUKA;
3MiHu | TUNy: 3MiHK 3
AKOCTI. FoTOBWMIA
nikapcbkuit 3aci6.
KoHTposib rotoBoro
nikapcbKoro 3acoby.
3miHa napameTpis
cneumdikauin Ta/abo
LONYyCTUMUX MEX
rOTOBOTO J1iKAPCbKOro
3aco0y (4ONOBHEHHSA
crneyudikaLii HoBUM
NOKa3HUKOM 3
BiANOBIAHUM METOA0M
BUNPOGYBaHHS)
(AONOBHEHHSA
cneumdikauii N3
Nizopetnk™-10
po3gaisniom
«lpeHTndikauis.
BapBHWKM»); 3MiHu I
Tuny: A®l abo gitova
peyoBuHa.
Brvpo6HuuTBO. 3MiHa
BMPOGHMKa
BVXiAHOrO/MPOMIXXHOro
npoayKTy/peareHTy, LWo

BMKOPUCTOBYETLCS Y




3asBHUK

Kpaina

28

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeadypa

BionyckKy

Ymosu PeknamysaHH

A

Homep
peecmpayiliHo2o
nocsi0OYeHHs

Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMYCKY

BMPOGHMYOMY NPOLIECI
A®l abo gitouoi

Inka

IHAia

BMPOGHMKa (BK/OHaOUY,

peyoBVHK, abo 3MiHa

[e HeobXifHo, micue
NPOBELEHHSI KOHTPOSO
skocTi) A®l abo gjtoyoi
peyvoBMHM (3a
Bif,CYTHOCTI cepTudpikata
BifNOBIAHOCTI
€Bponelicbkili
hapmakonei y
MaTepianax
peecTpauiiHoro gocbe)
(BBEAEHHSA HOBOIO
BMPO6GHMKa APl abo
Lir040i pevoBuHU 3
HafaHHAM maTepianis
peecTpauiiiHoro Aockbe
(macTep-chainna) Ha
Litouy peyoBuHY)
(BBEAEHHA [0AATKOBOIO
BMPOGHUKA AitoyOoi
PEYOBUHM Ni3MHOMPUNY
aurigpar)
nepepeecTpawis y

3a
peuernmom

He niosisieae

UA/4181/01/02

NIBOPETUK™
-20

TabneTtkn Ne 28
(14x2) y
6nictepax

Inka
Nab6opatopi3
Nimitepq,

IHAis

Nabopartopi3
Nimiten

3B A3KY i3 3aKiHYEHHAM
TepMmiHy aii

peecTpaLiiiHoro

nocBigYeHHst; 3MiHu |

3MiHa y KOpOTKiiA
XapakrepucTuui
nikapcbKoro 3acoby,
IHCTPYKUT ANnA
MeAnYHOro
3acTocyBaHHsi abo

Tuny: Jlikapcbki 3aco6u.

MapKyBaHHi ynakoBOK
(noTpebye BHECEHHS

BiAMNoBiAHO A0

iHdbopMmauii
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu PeknamysaHH Homep
n/n JliKapCcbKO20 npoyedypa BionycKy A peecmpayiliHo2o
3acoby noceio4YeHHs1

pedhepeHTHOro/opuriHan
bHOTO J1iKapCbKOro
3acoby 6e3 HagaHHA
XOOHMX HOBUX
[0[ATKOBUX AaHNX
3a5BHUKOM) (3MiHN
BHECEHO [0 iHCTPYKU,iT
Ans MegnyHoro
3aCTOCYBaHHS
npenapary Ao posginy
"lNoka3aHHA", a TakoX [0
posgainy "Cnoci6
3acTocyBaHHA Ta fo3n”
(YTOYHEHHS [03yBaHHS),
pO34inun iHCTPYKU,T
[I0NOBHEHO OHOB/IEHNMM
JaHvMu 3 6e3neku
BiZNoBIAHO 80
pechepeHTHOro
npenapary; 3MiHu | Tuny:
Nikapcbki 3ac061. 3MiHK
[0 iCHylo4Oi cuctemm
thapmakoHarnsgy, sk
3a3HayeHo B ONKUCI
cuctemu
hapmakoHarnsgy (3miHa
YNOBHOBaXEHOI 0co6H,
BiANOBIA&/ILHOT 3a
hapmakoHarnsag); 3miHu
I Tuny: CepTudikaT
BiANOBIAHOCTI
€Bponelicbkiii
hapmakonei/CepTtudikar
BifNOBIAHOCTI
€Bponelicbkili
hapmakonei Wwopao
ryébuatoi eHuedanonarii.
MopaHHA HoBoro abo
OHOB/IEHOTO
cepTucpikata
Bif4NOBIAHOCTI
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu PeknamysaHH Homep
n/n JliKapCcbKO20 npoyedypa BionycKy A peecmpayiliHo2o
3acoby noceio4YeHHs1
€Bponelicbkili
thapmakonei ana Adl
abo gjtoyol

peyoBUHW/oNA BUXIQHOTO
MaTepiany/peareHty/npo
MDKHOro NPOAyKTY, Lo
BMKOPUCTOBYIOTLCS Y
BUPOGHULTBI AD| abo
Jito4voi pevoBuHU/ansA
[O0MOMIKHOT pevoBUHU
(cepTudpikaT
BiANOBiAHOCTI
€Bponelicbkiii
thapmakonei) - HoBWiA
ceptudikat
BifNOBIAHOCTI Big HOBOro
BMPOGHUKa (3amiHa abo
[OOMOBHEHHS) (nogaHHA
HoBoro CepTtudgikaty
BignosigHOCTI EP Ha
Litouy peyoBuHy
nisvHonpuny aurigpat
Bifi HOBOTO BMPOOHUKA;
3MiHu | TUny: 3MiHn 3
SKocTi. [oToBUiA
nikapcbkuit 3aci6.
KoHTpO/b roToBOro
nikapcbKoro 3acoby.
3miHa napameTpis
cneuundikauii Ta/abo
JONYyCTUMUX MEX
rOTOBOrO JliKapCbKOro
3ac06y ([ONOBHEHHS
crneyudikaLii HoBUM
NMOKa3HWKOM 3
BiAMNOBIAHUM METOA0M
BMNPOBYBaHHS)
(AONOBHEHHSA
cneumdikauii N3
NizopeTnk™-10

po3ainom
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeadypa

Ymosu
BionyckKy

PeknamysaHH
A

Homep
peecmpayiliHo2o
nocsi0OYeHHs

«lpeHTndikauis.
BapBHWKM»); 3MiHu I
Tuny: A®l abo gitova

peyoBuHa.
Brvpo6HuuTBO. 3MiHa
BMPOOGHMKa
BVXiAHOrO/MPOMIXXHOro
npoayKTy/peareHTy, LWo
BMKOPWCTOBYETLCA Y
BMPOGHMYOMY NpoLieci
Ad| abo pjtouoi
peyoBVHK, abo 3MiHa
BMPOGHWMKa (BK/IOHatOUK,
[e HeobXifHo, micue
NpoBefEeHHsI KOHTPOSO
sKocTi) ADl abo gjtoyoi
peyvoBuHM (3a
Bif,CYTHOCTI cepTudpikata
BiANOBIAHOCTI
€Bponelicbkili
hapmakonei y
MaTepianax
peecTpauinHoro focbe)
(BBEAEHHSA HOBOIO
BMPOGHUKa Adl abo
Lir040i pevoBuHU 3
HafaHHAM marepianis
peecTpauiiiHoro Aocke
(macTtep-thaiina) Ha
Litouy peyoBuHY)
(BBEAEHHA A,0AATKOBOrO
BMPOGHUKA AitoY0i
peYoBUHMN Ni3UHONPUY
aurigpar)

10.

METPOHIAA30
n

MOPOLLIOK
KpucTaniuHmi
(cy6eTaHuin) y
noABINHMX
nonieTMIeHoBMX
MilLKax gns
hapmaLeBTMUHOr

CninbHe
YKpaiHCbLKO-
icnaHcbke
nignpuemcTs
0 "Cnepko
YkpaiHa"

YkpaiHa

dPapmaueBTUYHN

 3aBopg,

Moncapma C.A

Mosnblua

nepepeecTpauis y
3B°AA3KY i3 3aKiHYEHHAM
TepMiHy aii
peecTpadiiiiHoro
NOCBI4YEHHS;
npuBeLEeHHS
3acTocyBaHHs

He niosisieae

UA/4429/01/01
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeadypa

Ymosu
BionyckKy

PeknamysaHH
A

Homep
peecmpayiliHo2o
nocsi0OYeHHs

0 3aCTOoCyBaHHA

cybcTaHuii y
Bi4NOBIAHICTb A0 BUMOT
Ed; KinbkicHe
BU3HAYEHHSA
(3aTBEpPAXEHO: Y
nepepaxyBaHHi Ha
6€3BOJHY PEYOBUHY;
3anporoHoBaHo: y
nepepaxyHky Ha cyxy
peyoBUHyY) NpMBEAEHO
[0 BiANOBIAHOCTI
BMMOram MoHorpadii
€BponelicbKoi
thapmakonei
«Metronidazole»

11.

HE®OMAM

po3yvH Ans
iH'ekUin 20 mr/mn
nolmns
amnynax Ne 3

HoBeko
IHBecCT eHp

Tpeiig Kopn.

CUWA

dapma
MegiTeppatia,
C..

Icnanis

nepepeecTpawis y
3B"AA3KY i3 3aKiHYEHHAM
TepMiHy aii
peecTpaLjitHoro
NOCBIAYEHHS; 3MiHK
BHECEHO A0 IHCTPYKU,i
AN MeanyHoro
3aCTOCyBaHHSA
npenapary Ao po3giny
"lNoka3aHHA", a TakoX A0
po3gainis "Cnoci6
3acTocyBaHHA Ta fgos3n”
Ta "[itn" BignosigHo A0
pethepeHTHOro
npenapary

3a
peyenmom

He nidnsieae

UA/4039/01/01

12.

HITPOKCO/IH

MOPOLLOK
KpUCTasTivHNiA
(cybeTaHuis) y
nakertax
noABiliHMX
nonieTuIeHoBUX
ans
thapmaueBTUYHOT
0 3aCTOCyBaHHs

MNAT
"KniBCbKWiA
BiTaMiHHWIA

3aBon"

YkpaiHa

HaHgpkiHr
Ogicein Kemikan
IHpacTpi Ko.,
nra.

Kutan

nepepeecTpawis y
3B A3KY i3 3aKiHYEHHAM
TepmiHy aii
peecTpaujiitHoro
nocBigYeHHst; 3MiHu |
Tmny: 3miHa y metogax
BUNpobyBaHHA APl abo
BUXigHOro
mMaTepiany/npoMikHOro
npoaykTy/peareHTy, wo
BMKOPUCTOBYETLCA Y

He niosisieae

UA/5177/01/01
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu PeknamysaHH Homep
n/n JliKapCcbKO20 npoyedypa BionycKy A peecmpayiliHo2o
3acoby noceio4YeHHs1
npoveci BUpobHuLTBa
A®I; npuBeaeHHsA
3acTOCyBaHHSA
cy6cTaHuii y
BIANOBIAHICTb O BUMOT
EP
13. OKTEHICENT po34unH no 50 mn Lonbke i HimeuunHa | Lwonbke i Maiip HimeuunHa nepepeectpauia y 6es nionsicae UA/4056/01/01
y dhnakoHi 3 Maiip Fm6X r6X 3B A3KY i3 3aKiHYEHHAM peuyenma
posnutoBayem TepMiHy aii
Nel; no 50 mny peecTpavujiiHoro
hnakoHi 3 NOCBIAYEHHS; 3MiHW |
BariHa/IbHUM TMny - 3miHa

annikatopom Nel;
no 250 mn a6o
1000 mny
thnakoHax; no 250
y thnakoHi 3
po3nuaBayYemM

TOProBesibHOI Ha3Bu
nikapcbKoro 3acoby -
3MiHEHO crnoci6
HanncaHHs Ha3Bu
nikapcbKoro 3acoby Ta
[04aHO NOo3HauKy
TOProBoi Mapkn Ha
aHrNincbLKin MoBi; 3MiHa
HaliMeHyBaHHS Ta/abo
MiCLLe3HaXOMKEHHS
3asBHMKa (BNacHuka
peecTpavuinHoro
NoCBiAYEHHS) —
YTOYHEHHS agpecu
3asBHVKA, BNACHNKOM
peecTpaLjiitHoro
NoOCBiAYEHHS
3aNMWaeTbCcs ogHa i
Tax cama rpuanyHa
oco6a; 3miHu | Tuny -
3MiHa HaliMeHyBaHHS
Ta/abo
MiCLe3HaXOAKEHHS
BMPOOGHMKa roTOBOro
nikapcbKoro 3acoby,
BK/IHOUAKUN MicLe
NpOBeAEHHSA KOHTPOSIO
AKOCTi(BUPOGHNYA
OiNbHUUA BUMYCKY cepir)
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu PeknamysaHH Homep
n/n JliKapCcbKO20 npoyedypa BionycKy A peecmpayiliHo2o
3acoby noceio4YeHHs1
— NpVIBEAEHHA agpecu

BMpO6HMKa Yy
BiANOBIAHICTL A0
BMCHOBKY LLOJO
NiaTBEPKEHHS
BiANOBiAHOCTI
BMpOGHMLTBA
nikapcbKoro 3acoby
Bumoram GMP,
BMAAHOro
Jepxnikcnyx60oto
Ykpainu; 3miHu | Tuny -
[oTOBUIA NiKapCbKUiA
3aci6. Onuc Ta cknag.
3miHa y cknagi
(BonoMiXXHMX
peyoBMHax) roToBoro
nikapcbKoro 3acoby (iHLwi
[OMNOMDKHI peYOBUHN) -
6yAb-ska He3HayHa
3MiHa KifibKiCHOro cknagy
[OMOMIKXHUX PEYOBUH Y
roTOBOMY NiKapCbKOMy
3ac06i — BBeJeHHsI
anbTepHaTnsHoro 38%
pO34nHYy
Kokamigonponin6etaiHy.
3MiHa 3aTBepaxeHa B
KpaiHi BUpO6HWKa; 3MiHK
| TUNy - 3MiHW Wozao
6e3nekn/edeKTMBHOCTI
Ta papmakoHarnsgy.
BeefeHHs abo 3MiHM 0
y3arasibHeHVX AaHnX
npo cuctemy
hapmakoHarnsgy
(BeAeHHs y3arasibHeHNX
[aHux npo cuctemy
thapmakoHarnsgy, 3miHa
YNOBHOBaXKEHOI 0Cco6M,

BiZANOBiga/IbHOI 3a
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeadypa

Ymosu
BionyckKy

PeknamysaHH
A

Homep
peecmpayiliHo2o
nocsi0OYeHHs

34iiCHEHHS
thapmakoHarnagy;
KOHTaKTHOI ocobu 3
hapmakoHarnsagy
3aaBHVKa ANsi
3[iiCHEHHS
thapmakoHarnsgy B
YKpaiHi, AKWo BOHA
BiAMiHHa Big,
YMOBHOBaXXEHOI 0co6M,
BiAMNOBIA&/ILHOT 3a
3[jACHEHHS
hapmakoHarnsgy
(BKNHOYAKOYM KOHTAKTHI
[aHi) Ta/abo 3MiHn y
PO3MilLleHHI MmacTep-
thaiina cuctemm
hapmakoHarnagy);
3MiHW | TUNy - 3MiHn 3
AaKocTi. FoToBwWiA
nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3akynoptoBa
bHWIM 3aCi6. 3MiHa
pO3Mmipy ynakoBku
rOTOBOrO NiKapCbKOro
3aco0y (BU/yYeHHs
ynakoBK/ NEBHOrO
pO3Mipy) — BUNYYEHHS
ynakoBku rno 450 mny
chnakoHax; 3miHu | Tuny
- 3MiHM 3 AKOCTI.
[oTOBWIA NiKAPCLKUIA
3aci6. KoHTposib
rOTOBOrO J1IKAPCLKOro
3acoby. 3miHa y
MeToAax BUNpobyBaHHSA
rOTOBOIO J1iKaPCbKOro
3acoby (He3HauyHa 3MiHa
y 3aTBepPKEHNX
MeToax BUNPOGYBaHHS)
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu PeknamysaHH Homep
n/n JliKapCcbKO20 npoyedypa BionycKy A peecmpayiliHo2o
3acoby noceio4YeHHs1

— BBEEHO A0LaTKOBUIA
MeTog, aHasi3y
abcopbuiiHa
CNeKTPOdOTOMETPIA B
Yo obnacTi 3a
MOKa3HUKOM
«lpeHTucpikauis», B
aHaniTUYHI meToauui 3a
nokasHukoM «KinbkicHe
BU3HAYEHHSI» 3MIHEHO
YMOBMU
XpomaTtorpadyBaHHs Ta
thopmy 1y po3paxyHky,
po3ain «MikpobionoriyHa
yncToTa» NPUBELEHO 4O
BMMOT Ail0HOro BUAAHHSA
€®; 3MiHK | TUNY - 3MiHK
3 AkocTi. [oToBMiA
nikapcbkuit 3aci6.
KOHTpONbL rotoBoOro
nikapcbKoro 3acoby.
3miHa napameTpis
cneumdikauin Ta/abo
LONyCTUMUX MEX
rOTOBOrO J1iKAPCbKOro
3acoby (Buny4eHHs
HEe3HaYHOro NoKasHuKa
(Hanpuknag 3actapinoro
noKasHuKa, Takoro sk
3anax Ta cmak, abo
iLeHTndikaLis 6apBHYKIB
4YnM CMakoBUX 406aBOK))
— NPVIBEAEHHS
cneuundikauii
BiANOBIAHO A0
marepianis
peecTpaviniHoro g4ochLe, a
came BU/1yYEHHS
NMOKa3HWKIB
«OpaHopIgHICTL 06’eMy
HaMOBHEHHS» Ta
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu PeknamysaHH Homep
n/n JliKapCcbKO20 npoyedypa BionycKy A peecmpayiliHo2o
3acoby noceio4YeHHs1
«OpfHOopIgHICTb
[03yBaHHS BariHa/ibHOro

annikatopa»; 3MiHu |
TMNYy - 3MiHW 3 SKOCTI.
[oTOBUIA NiKapCLKUiA
3aci6. KoHTposnb
rOTOBOTO J1iKAPCbKOro
3aco6y. 3miHa
napamMeTpis
cneumdikauin Ta/abo
[ONyCTUMUNX MeX
rOTOBOrO J1IKAPCLKOro
3aco0y (4ONOBHEHHSA
cneuuadikaL,ii HOBUM
NMOKa3HUKOM 3
Bi4MNoOBiAHMM METOA0M
BUNPOGYBaHHS) —
BBE/,EHHS MOKa3HWKIB
«Yucrota» Ta
«KoHTposbHe
BUNPOBYBaHHSA
yNakoBKn/MapKyBaHHS»;
3MmiHu Il Tuny - 3miHn 3
AKOCTI. FoTOBWIA
nikapcbkuit 3aci6.
KoHTposib rotoBoro
nikapcbKoro 3acoby (iHLwi
3MiHW) — NpUBEAEHHSA
cneuudikauii
BiA4NoBIAHO A0
marepianis
peecTpaLjiniHoro gochLe, a
came po3MexyBaHHs
crneyudpikayii Ha BUNycK
Ta TEPMIH NPUAATHOCTI
Ta K HacnifoK 3miHa
KpUTEpiiB NPUAHATHOCTI
cneuudikalii Ha TepMiH
npuaaTHocTi 3a
nokasHukamu «lfutoma

rycTuHa», «pH»,
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeadypa

Ymosu
BionyckKy

PeknamysaHH
A

Homep
peecmpayiliHo2o
nocsi0OYeHHs

«KinbKicHe BU3HAYeHHs
heHOKCMeTasIoHy»;
npvBeAeHHA HanucaHHs
ckiagy A0NOMiIKHUX
peyoBUH B po3gini
"Cknag" rotoBoro
nikapcbKoro 3acoby no
opUriHa/IbHUX
MaTepianis BUPOGHMKa

14.

OMIKC

Kancynm Teepai,
NPOSIOHroBaHoi Aji
no 0,4 mr Ne 10
(10x1), Ne 30
(10x3) y
6nictepax

MpAT
"TexHonor"

YkpaiHa

MpAT
"TexHonor"

YkpaiHa

nepepeecTpawis y
3B A3KY i3 3aKiHYEHHAM
TepMmiHy aii
peecTpadiiHoro
NOCBIAYEHHS; 3MiHa
MiCLLe3HaX04KEHHS
3as1BHMKa/BMPOGHMKaA
rOTOBOrO J1iKAPCbKOro
3acoby; BWTy4YEHHS
BUPOGHUKa AdlI;
3MiHa y MeTofax
BUMPOOYBaHHSA
[OMOMIXXHOT PEYOBUHY;
3MiHa napameTpis
cneumdikauin Ta/abo
[ONyCTUMUX MEX
rOTOBOrO J1iKAPCbKOro
3acoby; 3MiHa y MeTofax
BMNPOGYBaHHA rOTOBOr0
nikapcbKoro 3acoby;
3MiHa napameTpiB
cneumdikauin Ta/abo
LONyCTUMUX MEX
rOTOBOrO J1iKAPCbKOro
3acoby 3 BiANOBiAHUMY
3MiHamu B IHCTPYKUiT Ans
MeAnYHOro
3acTOCyBaHHS

3a
peuernmom

UA/4311/01/01

15.

OMIKC

Kancynm Teepai,
NPOJIOHToBaHoT Aji
no 0,4 wmr in bulk
Ne 2000 y

MpAT
"TexHonor"

YKkpaiHa

MpAT
"TexHosnor"

YkpaiHa

nepepeecTpauis y
3B A3KY i3 3aKiHUEHHAM
TepMmiHy aii
peecTpaL,iitHoro

UA/13120/01/01
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeadypa

Ymosu
BionyckKy

PeknamysaHH
A

Homep
peecmpayiliHo2o
nocsi0OYeHHs

KOHTeHepax

NOCBIAYEHHS; 3MiHa
MiCLLe3HaXOMKEHHS
3asBHVKa/BUPOOHMKA
rOTOBOrO J1IKAPCLKOro
3aco0y; BUTYYEHHSsI
BUPOGHUKa AdlI;
3MiHa y MeToAax
BUMPOOYBaHHSA
[OOMOMIXHOT PeHOBUHY;
3MiHU T.
"Mikpo6ionoriyHa
yncToTa" y 3B 3Ky 3
npuBEAEHHSIM 40 BUMOT
Aitoyoro BugaHHa Y,
3MiHa y MeToAax
BMMPOBYBaHHSA rOTOBOro
nikapcbKoro 3acoby;
3MiHa napameTpis
cneuundikaui Ta/abo
[ONyCTUMNX MeX
rOTOBOIO J1iKAPCbKOro
3acoby

16.

OTPUVBIH 3
MEHTO/IOM
TA
EBKANINTOM

cnpeii HazanbHWIA,
nosoBanuii 0,1 %
no 10 mny
dhnakoHi 3
po3nuntosavyem Ne
1

Hosapric
KoHcblomep
Xenc CA

Lseliuapis

HoBapric
KoHcblomep
Xenc CA

LBeiuapis

nepepeecTpavis y
3B A3KY i3 3aKiHYEHHAM
TepMiHy aii
peecTpavujintHoro
NoCBIgYEHHS; 3MiHa
agpecu BMpo6GHUKa;
npuBeLEeHHs Ha3Bu
[ONOMDKHOT pe4oBUHN
00 martepianis
BMPOGHMKA

6e3
peyenma

niosnsizae

UA/5416/01/01

17.

MPOrPA®®

Kancynu TBepgi no
0,5 mr Ne 50
(10x5) y
6nictepax

AcTennac
Papma
Opon B.B.

HigepnaHg
n

AcTtennac
IpnaHg Ko., Jitg

IpnaHgis

nepepeectpauia y
3B"AA3KY i3 3aKiHYEHHAM
TepMmiHy aii
peecTpaLjitHoro
NOCBIAYEHHS; 3MiHa Koay
ATX - 3MiHM BHECEHO A0
IHCTPYKUiT Ana
MeONYHOro
3aCcTOCyBaHHSA

3a
peyenmom

He niosisieae

UA/4994/02/01
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu PeknamysaHH Homep
n/n JliKapCcbKO20 npoyedypa BionycKy A peecmpayiliHo2o
3acoby noceio4YeHHs1

npenapary Ao posginy
"®apmakoTepaneBsTuyHa
rpyna. Kog ATX"
(signosigHo fo
MiXXHapOAHOro
Knacudikatopa BOO3;
3MiHa Ha3BW NiKapCbKOro
3acob6y (byno -
Mporpad); 3miHn
BHECEHO [0 iHCTPYKU,i
AN MeanyHoro
3acTOCyBaHHA
npenapary 4o po3giny
"Cnoci6 3acTocyBaHHs
Ta go3n” BignoBigHo 4o
mMaTepianis
peecTpauiiiHoro Aockbe
(KoHcynbTaTnBHO-
ekcnepTHa rpyna
"IMyHOMOAYNATOPYU Ta
npoTuanepriyHi nikapcbki
3aco6m") Ta KOPOTKOT
XapakTepucTuKm
nikapcbKoro 3acoby;
3MiHV BHECEHO A0
IHCTPYKUiT Ana
MeAnYHOro
3aCcTOCyBaHHA
npenapary 4o po3giny
"Moka3aHHs" BiANOBIAHO
[0 MaTtepianis
peecTpauinHoro 4ocbe
(KoHcynbTaTBHO-
eKcrnepTHa rpyna
"IMyHOMOAYNATOPY Ta
npoTuanepriyHi nikapcbki
3aco6m") Ta KOPOTKOT
XapaKTepucTuKu
nikapcbKoro 3acoby; B
po3ain «Cknag,
JONOMiXHi pe4oBUHW.» B
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeadypa

Ymosu
BionyckKy

PeknamysaHH
A

Homep
peecmpayiliHo2o
nocsi0OYeHHs

MK$A 13 BHeceHO
cknag TonorpacdivHol
hapbu Anst HaHeCceHHs
HaAnucy Ha karncynax,
BiA4NoOBIAHO A0
opuriHabHUX
marepianis BUpoObHMKa,;
npuBeLeHHs Ha3Bn
nikapcbkoi oopmn M3y
Bi4nNoBiAHICTb A0
mMartepianis BUpobHMKa

18.

MPOrPA®®

Kancynu TBepai no
1 mr Ne 50 (10x5)
y 6nictepax

Actennac
Papma
Opon B.B.

HigepnaHg
n

Actennac
IpnaHg Ko., 114,

IpnaHgis

nepepeecTpauis y
3B A3KY i3 3aKiHYEHHAM
TepmiHy aii
peecTpavuiinHoro
NOCBIAYEHHS; 3MiHa KOOy
ATX - 3MiHM BHECEHO [0
IHCTPYKUiT Ana
MeanYHOro
3aCcTOCyBaHHSA
npenapary 4o posginy
"PapmakoTepaneBTMyHa
rpyna. Kog ATX"
(BignoBigHoO Ao
MiKHapogHoro
Knacudpikatopa BOO3;
3MiHa Ha3BW NikapCbKoro
3acoby (byno -
Mporpad); 3miHu
BHECEHO [0 iHCTPYKL,iT
Ana MeguyHoro
3aCTOCyBaHHSA
npenapary Ao posgainy
"Cnoci6 3acTocyBaHHs
Ta [03u" BignoBigHO A0
marepianis
peecTpauinHoro 4ocbe
(KoHcynbTatuBHO-
ekcnepTHa rpyna
"IMyHOMOAYNATOPU Ta
nNpoTUanepriyHi Nikapcbki

3a
peuenmom

He niosisieae

UA/4994/02/02
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeadypa

Ymosu
BionyckKy

PeknamysaHH
A

Homep
peecmpayiliHo2o
nocsi0OYeHHs

3aco6un") Ta KOPOTKOT
XapaKTepPUCTUKU
nikapcbKoro 3acoby;
3MiHV BHECEHO A0
IHCTPYKUT Ans
MeaMYHOro
3acToCcyBaHHS
npenapary 4o posgainy
"Moka3aHHA" BigNoBigHO
[0 martepianis
peecTpauiiiHoro Aockbe
(KoHCcynbTatuBHO-
ekcnepTHa rpyna
"IMyHOMOAYNATOPU Ta
npoTVanepriyHi nikapcbki
3aco6m") Ta KOPOTKOT
XapaKTepUCTUKN
nikapcbKoro 3acoby; B
po3ain «Cknag,.
JonomikHi peqoBUHU.» B
MKA I'113 BHeceHo
cknag TonorpacpivHol
thapbu ana HaHeCceHHs
Hagnucy Ha kancynax,
BiANoOBIAHO 80
opuriHasIbHUX
MaTepianis BUPOBHMKA;
npuBefEHHS Ha3BU
nikapcbkoi dhopmu M3y
BiANOBIAHICTb A0
MaTepianiB BUPOGHMKa

19.

MPOIrPA®®

Kancynu TBepgai no
5 mr Ne 50 (10x5)
y 6nictepax

AcTtennac
Papma
Opon B.B.

HigepnaHg
n

Actennac
IpnaHng Ko., Jitg

IpnaHgisa

nepepeecTpawis y
3B"AA3KY i3 3aKiHYEHHAM
TepMiHy aii
peecTpaLjitHoro
NocBigYeHHA; 3MiHa Koay
ATX - 3MiHM BHECEHO A0
IHCTPYKUT Ans
MeJNYHOro
3aCTOCyBaHHSA
npenapary o posginy

3a
peyenmom

He nidnsieae

UA/4994/02/03
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu PeknamysaHH Homep
n/n JliKapCcbKO20 npoyedypa BionycKy A peecmpayiliHo2o
3acoby noceio4YeHHs1
"®apmakoTepaneBTUyHaA

rpyna. Kog ATX"
(BignosigHo fo
MiXXHapOAHOro
Knacudikatopa BOO3;
3MiHa Ha3BW NikapCcbKoro
3acoby (byno -
Mporpad); 3miHu
BHECEHO [0 IHCTPYKU,i
Ana MeguyHoro
3aCcTOCyBaHHSA
npenapary o posginy
"Cnoci6 3acTocyBaHHs
Ta [03u" BignoBigHO A0
marepianis
peecTpauiniHoro 4ocbe
(KoHcynbTatBHO-
eKcrnepTHa rpyna
"IMyHOMOAYNATOPY Ta
npoTuanepriyHi nikapcbki
3aco6m") Ta KOPOTKOT
XapakTepucTuKm
nikapcbKoro 3acoby;
3MiHW BHECEHO A0
IHCTPYKUiT Ana
MeNYHOro
3aCcTOCyBaHHSA
npenapary o posginy
"Moka3aHHsa" BiANOBIAHO
[0 maTepianis
peecTpauiiHoro Jocbe
(KoHcynbTaTBHO-
ekcrnepTHa rpyna
"IMyHOMOAYNATOPU Ta
npoTuanepriyHi nikapcbki
3aco6u") Ta KOPOTKOT
XapaKTepUCTUKM
nikapcbKoro 3acoby; B
po3ain «Cknag.
LonoMixHi peyoBuHN.» B
MK#A 113 BHeceHo
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeadypa

Ymosu
BionyckKy

PeknamysaHH
A

Homep
peecmpayiliHo2o
nocsi0OYeHHs

cknag TonorpacdivHol
thapbu Ans HaHEeCeHHs
HaAnucy Ha karncynax,
BiANOBIAHO A0
opuriHaibHUX
mMaTepianis BUPOOHMKA;
NpuBeLEHHS HA3BU
nikapcbkoi oopmn M3 'y
Bi4NoBIAHICTb A0
MaTepianis BUPOGHMKa

20.

MPOTIOHAMIZ,

TabneTkn, BKpUTI
niBKOBOIO
0060/10HKOH0, NO
250 wmr in bulk Ne
1000 y
KOHTenHepax

NOK-BETA

PapmMacbloTi

kanc (1) MNeT.
nTa.

IHaisa

k. OyHkaH
Xerckep MMBT.

nrp.

IHais

nepepeecTpauis y
3B°AA3KY i3 3aKiHYEHHAM
TepMmiHy aii
peecTpadiiiiHoro
NoCBiAYEHHS; 3MiHN |
Tuny - FoToBWi
nikapcbkuit 3aci6.
KoHTposb rotoBoro
nikapcbKoro 3acoby.
3miHa napameTpis
cneuncpikauii Ta/abo
[ONYyCTUMUX MEX
rOTOBOrO NiKapCbKOro
3aco0by (4ONOBHEHHSA
crneyudikaLii HoBUM
NOKa3HUKOM 3
BIANOBIAHUM METOA0M
BUNPOOYBaHHSA) -
BBEAEHHS MOKA3HMKIB
«3a/IMLLIKOBI KiNTIbKOCTI
opraHiyHmx
PO3YMHHUKIB» Ta
«CynpoBigHi LOMILLKM.
BEPX>»; 3MiHu | Tuny -
[OTOBWIA NikapcbKuMii
3aci6. BupobHuuTBO.
3MiHW, WO CTOCYHTbCS
BMMNYCKy cepii Ta
KOHTPOJIO SKOCTI
roTOBOTO J1iKAPCbKOro
3acoby (3amiHa abo

He niosisieae

UA/1452/01/01
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu PeknamysaHH Homep
n/n JliKapCcbKO20 npoyedypa BionycKy A peecmpayiliHo2o
3acoby noceio4YeHHs1

[OfaBaHHs BUPOGHNKA,
BiZnoBi4a/IbHOro 3a
BUNyCK cepil) -
BK/IIOYA0UM
KOHTPO/b/BUNPOBYBaHHSA
cepii; 3miHn | THny -
[oTOBWIA NiKapPCLKUA
3aci6. BupobHuYTBO.
3amiHa abo BBeEHHSA
[00AaTKOBOT AiNbHULUI
BUPOGHULTBA AR
YyacTuHM abo BCbLOro
BMPOBHMYOro npouecy
rOTOBOIO J1iKAPCbKOro
3acoby (ginbHUUS, Ha
SKii NpoBOAATLCA By Ab-
AKi BAPOGHWYI cTagii, 3a
BUHSATKOM BUWMYCKY Cepid,
KOHTPOJIO SIKOCTI,
NepBMHHOTO Ta
BTOPUHHOTIO NakyBaHHs,
AN HECTEPUNTBHUX
nikapcbknx 3acobiB);
[oToBWIA NiKapCbKMii
3aci6. BupobHuuTBO.
3amiHa abo BBeEHHSA
[04aTKOBOT AiNbHUL
BUPOGHULTBA 414
YyacTnHM abo BCbOro
BMPOBHMYOrO npouecy
rOTOBOTO J1iKAPCbKOro
3aco0y (ginbHUUS Ans
NEepPBMHHOIO NaKyBaHHS);
3MiHu | TUny - FoToBUIA
nikapcbkuit 3aci6.
KoHTpONbL rotoBoro
nikapcbKoro 3acoby.
3miHa y meTogax
BMNPOGYBaHHSA rOTOBOrO
nikapcbKoro 3acoby

(He3Ha4yHa 3miHa y
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu PeknamysaHH Homep
n/n JliKapCcbKO20 npoyedypa BionycKy A peecmpayiliHo2o
3acoby noceio4YeHHs1
3aTBEPLKEHNX MEeTOAaxX

BMMNPOOYBaHHS);
[OTOBWIA NnikapcbkuMii
3aci6. KonTtponb
rOTOBOIO J1iKAPCbKOro
3aco6y. 3miHa
napameTpis
cneuncpikauii Ta/abo
[ONYCTUMUX MEX
rOTOBOrO NiKapCbKOro
3aco0y (iHLWi 3MiHN);
3MmiHu | TUNY - FoToBMIA
nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y
TepMiHax NpuMaaTHoCTI
abo ymoBax 36epiraHHsi
rOTOBOrO NiKapCbKOro
3acoby: (3MiHa B ymoBax
36epiraHHs rotToBOro
nikapcbkoro 3acoby abo
nicns
PO34YMHEHHS/BIAHOBMEHH
A); 3MiHu | Tuny -
[oToBWIA NiKapCbKMii
3aci6. KoHTposb
rOTOBOrO NiKapCbKOro
3aco6y. 3miHa
napameTpis
cneumdikauin Ta/abo
[ONYyCTUMUX MEX
rOTOBOTO J1iKAPCbKOro
3aco0y (BU/TyHYEHHS
HEe3HaYHOro NoKasHuKa
(Hanpwknag, BUNYyYEHHS
3acTapifioro NokasHuka))
- BUNYYEHHS po3ainy
«CynpoBigHi AOMILLKK.
TLWX»; 3Minn Il TMny -
[oTOBWIA NiKapPCbKUA
3aci6. Onuc Ta cknag.

3miHa y cknagi
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeadypa

Ymosu
BionyckKy

PeknamysaHH
A

Homep
peecmpayiliHo2o
nocsi0OYeHHs

(BonomixHmx
peyoBMHax) roToBoro
nikapcbKoro 3acoby (iHLwi
3MiHM) - 3aMiHa
LONOMDKHMX PEYOBUH Ha
aHas10rivHi 3a hyHKLUiMU
AN NoKpaLLeHHs
CYMICHOCTi KOMMOHEHTIB
Ta noninweHHs
TEXHONOTYHUX
B/1ACTMBOCTEW
NMPOMDKHUX NPOAYKTIB Mif,
yac BMpo6GHULTBA

21.

TAAIMAKC

TabneTku, BKPUTI
NNiBKOBOIO
060s10HKOI0, Ne 42
(21x2), Ne 63
(21x3) y 6nicTepi

JIETET oF
dapmacbHoTi
ka1 IKOIHT
CToK
KomnaHi

B'eTHam

Janada
dapmacbioTikan
DKOIHT CTOK
KomnaHi

B'eTHam

nepepeecTpauis y
3B A3KY i3 3aKiHUEHHAM
TepMmiHy aii
peecTpaujiitHoro
NOCBIAYEHHS; 3MiHa
YNOBHOBaXEHOI 0Cco6M,
BiANOBIA&/ILHOT 3a
thapmakoHarnsg; amiHa
B KOHTaKTHUX JaHWX
YMOBHOBaXXEHOI 0cobw,
Bif4NoBiAa/IbHOI 3a
thapmakoHarnsag; amiHa
napamMeTpis
cneuundikauivi Ta/abo
[ONyCTUMUNX MeX
rOTOBOrO J1iKapCbKOro
3acoby; 3MmiHa B ymoBax
36epiraHHsa rotToBOro
nikapcbKoro 3acoby;
3MiHa y meTofax
BMNPOGYBaHHSA rOTOBOIO
nikapcbKoro 3acoby;
po3ain «Cknag fitoyoi
pevoBUHM» B po3Aini
«Cknag» B MKA '3
NpuBELEHO y
Bi4MNOBIAHICTb A0 BUMOT
Ai4oro BugaHHs

6e3
peyenma

He niosisieae

UA/10839/01/01
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu PeknamysaHH Homep
n/n JliKapCcbKO20 npoyedypa BionycKy A peecmpayiliHo2o
3acoby noceio4YeHHs1
€Bponeiicbkoi
hapmakonei (3aranbHa
cTatTa «EKCTpakTu») —
3a3HayeHo (ekcTpareHT
— B0OJa)
22. | X/TIOPMPOMAS3 | nopoLuok ToBapucTeo YkpaiHa P. 1. daitH Kem IHais nepepeecTpauis y - He nidnsi2ae UA/11228/01/01
NHY KpUCTasTivHNiA 3 3B A3KY i3 3aKiHYEHHAM
rIAPOXNOPUA | (cybecTaHuis) y 06MeXeHoH TepMmiHy aii
noABINHNX BignoBigasib peecTpaujiitHoro
nonieTUNeHoBnx HiCTIO NoCBiAYEHHS; 3MiHN |
nakertax gna "PapmaueBT TMny - 3miHa
thapmaueBTUYHOr nyHa HalimeHyBaHHs Ta/a6o
0 3aCTOCyBaHHS KOMMaHis MiCLLe3HaXO4KEHHS
"3popos's” 3asBHVIKa (BN1acHyKa

peecTpavuiinHoro
NOCBIAYEHHST) —
npuBefeHHs agpecu
MiCLiSi BNPOBaKEHHS
[iSANbHOCTI 3asBHUKA Y
BiAMNOBIAHICTbL A0 NiUeHsii
Ha BUPOGHMLTBO
NiKapcbKnx 3acobiB;
3MiHu | Tuny - 3miHa
HalimeHyBaHHS Ta/abo
MiCLLe3HaXO4KEHHS
BMPOGHMKa (BK/THOHAOUM
3a HeobXigHOCTI MicLe
NpoBeAeHHSA KOHTPOSHO
SIKOCTi) abo
noctavanbHuka APl abo
Airoyoi
pPEeYOBUHW/BUXiLHOTO
MaTepiany/peareHTy/npo
MDDKHOTO MPOAYKTY, WO
3aCTOCOBYHOTbCA Y
BMPOGHULTBI ADI abo
[ito4oi pevyoBnHM (3a
BiiCYTHOCTI cepTucpikara
BifNOBIQHOCTI
€Bponelicbkili
dhapmakonei y
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu PeknamysaHH Homep
n/n JliKapCcbKO20 npoyedypa BionycKy A peecmpayiliHo2o
3acoby noceio4YeHHs1
3aTBEPKEHOMY

peecTpauiiHoMy 4OCbE)
— NpuBeEeHHA aapecu
BMPOOGHUKA Ajtoyoi
peyoBUHN Yy
BiANOBIAHICTb A0
OHOBJIEHOT NiLeHsiT Ha
BUPOGHUNLITBO.
Bupo6Huya ginbHuus, i
MicLie 3HaXO[KEHHA Ta
BCi BUPOGHWYI onepad,i
He 3MiHUAnCS; 3MiHu |
TMNY - 3MiHW 3 SKOCTI.
A®I. CTabinbHiCTb.
3wmiHa nepiogy
MOBTOPHMX
BMNpOOGYyBaHb/nepiony
36epiraHHsa abo ymoB
36epiraHHa APl (3a
BifICYTHOCTi y
3aTBEPLKEHOMY [1OCbE
cepTucpikata
Bi4MNOBIAHOCTI
€Bponelicbkiii
hapmakonei, Lo
BKJ/THOYAE nepiop,
NOBTOPHOrO
BUNPOOYBaHHsA) (nepios,
NOBTOPHOrO
BMNpPOGyBaHHA/Nepios
36epiraHHs) -
3MeHLWeHHA
(3aTBEpAXEHO: TEPMIH
npuaaTHocTi 5 pokis;
3anpornoHoBaHo: nepiog,
NepeKkoHTPOsI0 3 POKM);
3MiHM | TUny - 3MiHK 3
AKOCTI. ADI.
CrabinbHicTb. 3MiHa
nepiogy NOBTOPHUX
BMNpobyBaHb/nepioay
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu PeknamysaHH Homep
n/n JliKapCcbKO20 npoyedypa BionycKy A peecmpayiliHo2o
3acoby noceio4YeHHs1
36epiraHHsa abo ymoB

3aTBEPPKEHOMY [10CbE

BMNPO6YBaHHA) (nepios,

36epiraHHa AdI (3a
BifICYTHOCTi y

ceptucpikata
BiANOBiAHOCTI
€Bponelicbkili
hapmakonei, Lo
BKJ/THOYAE nepiog,
NOBTOPHOTO

NMOBTOPHOrO
BMNpPObyBaHHA/nepios
36epiraHHsa) - 3miHa
ymoB 36epiraHHs Adl;
3MiHu | TUNy - 3MiHK 3
aKocTi. A®Il. KoHTponb
A®I. 3miHa y
napameTpax
cneuundikauii Ta/abo
JONyCTUMUX MEX,
BW3HAYEHUX Y
cneuudikauisx Ha Adl,
abo
BUXIZHWA/NPOMDKHWIA
npoAykT/peareHT, Wwo
BMKOPUCTOBYHOTLCA Y
npoteci BUpo6HULTBA
AD| (LONOBHEHHSA
cneuuadikaL,ii HOBUM
MOKa3HNKOM SIKOCTi Ta
Bi4MNoOBIAHMM METOA0M
BMNPOOYBaHHS) -
BBEJEHHS po3ainy
«3a/INLLKOBI Ki/TbKOCTI

opraHiyHux
PO3YMHHUKIB» Y
crneundikauio Ta
METOAU KOHTPOIHO AKOCTI
nikapcbKoro 3acoby.

Mpouec BMPO6HNLTBA Ta
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu PeknamysaHH Homep
n/n JliKapCcbKO20 npoyedypa BionycKy A peecmpayiliHo2o
3acoby noceio4YeHHs1
PO3UYMHHUKN, K

BMKOPUCTOBYKOTLCS Y
npoLeci BUpo6HULTBA He
3MiHWAUCS; 3MiHK | TNy
- 3MiHM 3 SKOCTI.
CepTtudpikat
BignoBigHOCTI/TE-
cepTtudpikat
Bif4NOBIAHOCTI
€Bponelicbkili
thapmakonei/moHorpadii
. 3MiHK, NoB'A3aHi 3
HeobXigHicTo
NpUBELEHHS Y
BiAMOBIAHICTb A0
MOHorpadii Py abo
€Bponeiicbkoi
thapmakonei, abo iHWoi
HauioHa/1bHOT
thapmakonei gepxasu
€C (3miHay
cneumaikauisx,
noB'A3aHa 3i 3aMiHO0
BMMOr MOHorpadii APy
ab0 iHLIOT HaUioOHa/TbHOT
hapmakonei gepxxasu
€C Ha BMMOrK
MoHorpadii
€BponelicbKoi
thapmakoner); 3miHu 3
AkocTi. A®l. KoHTposib
A®l. 3viHa y
napameTpax
cneumdikauin Ta/abo
JONyCTUMUX MEX,
BMU3HAYEHUX Y
cneumadikauisx Ha Adl,
abo
BVXIZHWA/NPOMDKHWIA
npoayKT/pearexT, Wwo

BUKOPWCTOBYHOTHCS Y
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu PeknamysaHH Homep
n/n JliKapCcbKO20 npoyedypa BionycKy A peecmpayiliHo2o
3acoby noceio4YeHHs1

npoveci BUpobHuLTBa
A®I (iHWi 3MiHN); 3MiHK 3
AKocTi. A®I. KoHTporb
A®l. 3miHa y MeToAax
BMNPO6yBaHHA A®Il abo
BMXiZHOTO
marepiany/npomiKHOro
npoayKTy/peareHTy, LWo
BMKOPWCTOBYETLCA Y
npoweci BUpobHuLTBa
AD| (iHWi 3MiHK Y
MeToAax BUNpobyBaHHA
(BKTtOYaroumn 3aminy abo
[ONoBHEHHS) APl abo
BVXiAHOrO/MPOMIXXHOro
NPOAYKTY) — NPUBEAEHHS
cneundikauii Ta
aHaniTMYHNX MeToAVK 3a
nokKasHvKamm
«lgeHTudikaisn»,
«CynpoBifHi [OMILLKM»,
«Baxki meTanu» Ta
[ONOBHEHHS PO34i/10M
«JJomiwka F» y
Bi4NOBIAHICTb A0 BUMOT
MOHorpadii
«Chloropromazine
Hydrochloride» gitouoro
BUOAHHA €D .;
MpuBeneHHs
3aCTOCyBaHHSA
cybcTaHuil 4o Bumor
chapmakoneii
(3aTBepmxeHo: and
BUpOGHMLTBA
CTEPU/IbHUX Ta
HecTepuIbHUX
nikapcbkmx hopm;
3anponoHoBaHo: AA
thapmavueBTUYHOTO
3aCTOCyBaHHSA).
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu PeknamysaHH Homep
n/n JliKapCcbKO20 npoyedypa BionycKy A peecmpayiliHo2o
3acoby noceio4YeHHs1
MpvBeaeHHA

TEeXHOJI0mYHOT hopMu
cybcTaHLii fo Bumor
MoHorpadii
«Chloropromazine
Hydrochloride» gitoyoro
BUAaHHa €P

B.0. HayanbHUKa YnpaBniHHA hapmMaueBTUYHOT

OIANBHOCTI Ta AKOCTI (papmaueBTUYHOT NPOAYKLiT

T.M. JIacKOBCbKUM




NEPENIK

Hoparok 3

/o Haka3y MiHicTepcTBa 0X0poHH

300pOB’A YKpaiHu
28.03.2016 Ne 273

NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONONYHUX MPEMAPATIB), LLOAO AKNX BYNN BHECEHI 3MIHU 4,0 PEECTPALIAHUX MATEPIAJIB,
AKI BHOCATbLCA A0 AEP)XABHOIO PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHU

Ne Ha3ssa nikapcbkoz2o Popma 3asaBHUK Kpaina Bupo6GHUK KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n 3acoby BUMNYCKY BionycKy peecmpayiliHo20
nocsi0OYeHHs
1. L-NISUHY PO34NH ANns NAT YkpaiHa MAT "Fannuchapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLinHnX 3a UA/2131/01/01
ECUNHAT® iH'ekui, 1 "rannudpapm MaTepianis: peyenmom
Mr/mnno 5 mn " 3MiHa napameTpiB cneyndikawiii
B amnynax Ne Ta/abo fonycTUMMUX MEX roToBoro
10 (5x2) y nikapcbKoro 3acoby; 3MiHa y
6nictepax, MeToAax BUNpobyBaHHS roTOBOro
NOKPUTUX nikapcbKoro 3acoby
NNiBKOK y
navuj
2. L-NISNHY po34nH ANna NAT YkpaiHa MAT "Tanuuchapm” YkpaiHa BHECEHHS 3MiH 40 peecTpaviliHnX - UA/9507/01/01
ECUNHAT® iH'ekui, 1 "rannudpapm MaTepianis:
mr/mn in bulk: " 3MiHa NnapameTpiB cneuudikadiii
no5mns Ta/abo oonycTMUX MeX roToBOro
amnynax Ne NikapcbKoro 3acoby; amiHa y
462 B KOpPOOGI MeToAax BUNpobyBaHHS roTOBOro
KapTOHHOMY NiKapCcbKOro 3acoby
3. ANBOTIHIB Tabnetky, AnsoreH IMokcembypr BTOPUHHE PymyHis/ BHECEHHS 3MiH 40 peecTpavyiiiHnX 3a UA/13695/01/01
BKPUTI IMKo C.ap.n nakysaHHs: C.K. Kinp marepianis: peyenmom
NNiBKOBOIO Nabopmep-dapma 36iNbLUEHHSA nepiogy NOBTOPHOro
060/10HKOI0, NO C.A., PymyHis; BMNPOBYBaHHSA aKTUBHOT
100 mr Ne 60 BMPOGHULTBO "in cy6cTaHuii Imatinib Mesilate 3 12
(10x6) y bulk", nepeuHHe Ta MicsiLiB Ha 24 MicsiLi; BHECEHO
6nictepax BTOPUHHE HOBMWX BUPOGHUKIB 4151 BUXIGHNX
nakyBaHHs, mMaTepianis; oHoBneHHAa DMF
Bignosigae 3a
BUMYCK Cepili:
Pemegika Jita, Kinp
4. ANBOTIHIB TabneTku, AnBoreH INokcembypr BTOPUHHE PymyHis/ BHECEHHS 3MiH 0 peecTpauinHnX 3a UA/13695/01/02
BKPUTI IMKo C.ap.n nakysaHHs: C.K. Kinp Marepianis: peyenmom
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BMPOGHUK, KU
Bignosigae 3a
nepBuHHe Ta

BTOPUHHE
nakyBaHHs,
KOHTPO/Ib AKOCTi Ta
BUNYCK Cepil;

BMPOGHUK, KN
BignoBsigae 3a
nepBuHHE Ta

BTOPUHHE
naxkyBaHHs, BUMYCK
cepii: Tea
dapmaueBTikan

IHpacTpis /114,

nikapcbKoro 3acoby

Ne Ha3sga nikapcbko20 Popma 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n 3aco6y BUIYCKY BionycKy peecmpayiliHo2o
noceioYeHHs1

N/1iBKOBOIO Na6opwmeg-®Papma 36iNbLUEHHS Nepiogy NOBTOPHOMO

060/10HKOI0, NO C.A., PymyHisi; BMNPOOYBaHHS aKTUBHOT

400 mr Ne 30 BMPOGHULITBO "in cy6cTaHuii Imatinib Mesilate 3 12

(10x3), Ne 60 bulk", nepsuHHe Ta MicALiB Ha 24 MicALj; BHECEHO

(10x6) y BTOPUHHE HOBWX BUPOGHWKIB /151 BUXIAHWX

6nicTtepax nakyBaHHs, mMartepianis; oHoBNeHHs DMF

BignoBigae 3a
BUMYCK Cepili:
Pemegika /ita, Kinp

5. AnonypPvHON NOpOLLOK My6niyHe YkpaiHa AxkciHr CiTi KciHrto Kutai BHECEHHS 3MiH 40 peecTpaviiiHnX - UA/6352/01/01

(cybeTaHuin) y akuioHepHe MegiuiH Kemikanc maTepianis: 3miHu | Tuny -

NoABIHMX TOBapUCTBO Ko., itg AZMiHICTpaTMBHI 3MiHKN. 3MiHa

nonieTn1eHoBn "HaykoBo- HaliMeHyBaHHs Ta/abo agpecu

X naketax ans BMPOGHNYNIA 3asBHMKa (BnacHuka

BMPOGHULITBA LeHTp peecTpauiiHOro NocBigYeHHs)

HecTepwibHUX | "Bopliariscb (3MiHa HallMeHyBaHHS 3asBHUKA,

NiKapCbKnx KW XiMiko- a came Tuny akuioHepHoro

dopm thapmaueBTU TOBapuCTBa)

YHWi1 3aBoA"

6. ANNb®A A3-TEBA Kancynum m'ski TeBa I3painb BMPOBHUK, SIKWIA HimeuunHa/ | BHECEHHS 3MiH [0 peecTpaviliHuX 3a UA/9309/01/01

no 0,25 mkr Ne dapmaueBTi BignoBigae 3a I3painb MaTepianis: peyenmom

30 (30x1), Ne Kan BMPOGHULTBO in 3MiHW Y NPOLECi BUPOOHMLTBA

60 (60x1) y IHoacTpi3 bulk: KataneHt rOTOBOTO JliKapCbKOro 3acoby,

KOHTeliHepax nra. HimeuunHa BK/1H04AI0UM MPOMIKHWI NPOAYKT,

E6epbax MM6X, LLIO 3aCTOCOBYETLCA NpU
HimeuyunHa; BUPOGHULLTBI TOTOBOIO
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BMPOGHUK, KN
BignoBsigae 3a
nepBuHHE Ta

BTOPVHHE
nakyBaHHs1,
KOHTPO/1b SIKOCTi Ta
BUMYCK cepi;

BMPOGHUK, KN
Bignosigae 3a
nepBuHHE Ta

nikapcbKoro 3acoby

Ne Ha3sga nikapcbko20 Popma 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n 3aco6y BUIYCKY BionycKy peecmpayiliHo2o
nocsi0YeHHs
I3paisb
7. ANb®A A3-TEBA Kancynm M'si TeBa I3painb BMPOGHUK, KU HimeuunHa/ | BHECEHHS 3MiH [0 peecTpauiiiHmx 3a UA/9309/01/02
no 0,5 mkr Ne PapmaueBTi Bignosigae 3a I3pains marepianis: peyenmom
30 (30x1), Ne Kan BMPOGHULITBO in 3MiHKW y npoLeci BUpo6HMLTBA
60 (60x1) y IHaacTpi3 bulk: KataneHt rOTOBOrO /1iKapCbKOro 3acooy,
KOHTeHepax nra. HimeyunHa BK/IIOYA0UM NPOMIXHWUIA NPOAYKT,
E6epbax 'm6X, LLIO 3aCTOCOBYETHLCS NpU
HimeuunHa; BMPOGHULITBI FOTOBOTO
BMPOGHUK, KU nikapcbkoro 3acoby
Bignosigae 3a
nepBuHHE Ta
BTOPVHHE
naxkyBaHHs,
KOHTPO/b AKOCTI Ta
BUMYCK cepi;
BMPOOGHUK, KNI
Bignosigae 3a
nepBuHHe Ta
BTOPVHHE
nakyBaHHs, BUMYCK
cepii: Tera
PapmaueBTikan
IHpacTpis T4,
I3painb
8. ANMb®A A3-TEBA Kancynm m'ski TeBa I3painb BMPOBHUK, KNI HimeuunHa/ | BHECEHHs 3MiH J0 peecTpaviliHuX 3a UA/9309/01/03
no 1,0 mkr Ne dapmaueBTi Bignosigae 3a I3painb MaTepianis: peyenmom
30 (30x1), Ne Kan BMPOGHULITBO in 3MiHKW y npoLeci BUpo6HMLTBa
60 (60x1) y IHoacTpi3 bulk: KataneHt rOTOBOrO J1iKapCbKOro 3acoby,
KOHTeiHepax nra. HimeyunHa BK/THOUAKUN MPOMIXHMWIA NPOAYKT,
E6epbax MM6X, LLIO 3aCTOCOBYETbLCS Npwn
Hime4yunHa,; BMPOGHULITBI FOTOBOTO
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Ne Ha3sga nikapcbko20 Popma 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n 3aco6y BUIYCKY BionycKy peecmpayiliHo2o
noceioYeHHs1
BTOPUHHE
naxkyBaHHs, BUMYCK
cepii: Tea
dapmaueBTikan
IHpacTpis N14.,
I3painb
9. APUOINPA30N NMOpOLLOK Ixy6inaHt IHAjA [bxy6inanT IHAjs BHECEHHS 3MiH 40 peecTpavyiiHnX - UA/13696/01/01
(cybeTaHuis) y [bxeHepikc [hxeHepikc MimiTes marepianis: 3MiHa HaliMeHyBaHHS
NoABIAHNX Nimitepq, Ta/abo MicLe3HaxomKeHHs
nonieTueHoBM 3anBHVKa (BNacHvka
X naketax ans peecTpaLiiHOro NoCBIfYEHHS) -
BMPOGHULITBA 3MiHa HaliMeHyBaHHSs 3asiBHUKA,;
HECTEPU/TbHUX 3MiHM | TUNY - 3MiHa
NiKapcbKnx HaliMeHyBaHHs Ta/abo
chopm MiCLie3Hax0MKEHHS BUPOOHMKaA
(BKNHOYAKOYM 3 HEOOXiAHOCTI
MicLie NMPOBeAEHHSI KOHTPOSO
AKOCTIi) 260 nocTavyasibHuka Ad|
a60 Jioyoi pevoBUHU/BUXiLHOTO
MaTepiasny/peareHTy/npoMixXHOro
NPOAYKTY, L0 3aCTOCOBYOTLCH Y
BMPOGHMLTBI AD| abo pjtouoi
peyvoBUHM (3a BiACYTHOCTI
cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei y
3aTBEpKEHOMY peecTpaLinHomy
[0CbE) - 3MiHa Ha3BU BUPOGHMKaA
A®l, 6e3 3miHKU MicusA
BMPOGHMLTBA
10. | ATEHATWB 1000 NMOpPOLLOK ANs OkTachapma ABCTpIs Oktachapma 'mbX, HimeyunHa/ | BHECEHHsi 3MiH A0 peecTpauintHmX 3a UA/13082/01/02
MO AHTUTPOMBIH pOo34nHy 4nA dapmaueBTn [Jeccay, HimeuunHa LLseuis MaTepianis: peyenmom
1 N0 ANHN iHdpysili no 50 Ka (anbTepHaTBHA BUMpPAaB/IEHHA TEXHIYHOT NOMWUIIKM
ATENATIV® 1000 IU | MO/mn (1000 MpoaykTioHC BUpOGHMYA AinsAHKa B MeTOoAax KOHTPOJIO AKOCTI
HUMAN MO/tbnakoH) y rec m.6.Xx. 4N BTOPUHHOIO
ANTITROMBIN Il thnakoHi Ne 1 B nakyBaHHs);
KOMNAEKTi 3 Okradhapma AB,
PO3UYNMHHMKOM Lseujs
no 20 mny
doniakoHi Ne 1
11. | ATEHATUB 500 MO | nopoLuok ans OxkTachapma ABcCTpia Oktachapma M'm6X, HimeuunHa/ | BHECEHHS 3MiH A0 peecTpauiiiHmx 3a UA/13082/01/01
AHTUTPOMBIH il po34rHy A1 PapmaueBTu [Jeccay, HimeyuunHa Liseuis mMarepianis: peuyenmom
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Ne Ha3sga nikapcbko20 Popma 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n 3aco6y BUIYCKY BionycKy peecmpayiliHo2o
nocsi0YeHHs
nroanHn iHdpysili no 50 Ka (anbTepHaTBHA BUMpPAaB/IEHHA TEXHIYHOI NOMWUIIKM
ATENATIV® 500 IU MO/mn (500 MpoaykTioHC BMpOGHMYA OinsHKa B MeTofax KOHTPOJItO AKOCTI
HUMAN MO/thnakoH) y rec Mm.6.X. AN BTOPUHHOIO
ANTITROMBIN Il thnakoHi Ne 1 B nakyBaHHs);
KOMNAEKTi 3 OkTtadhapma AB,
PO3YNHHMKOM Lseuis
no 10 mny
donakoHi Ne 1
12. BETAKConony NOpPOLLOK NAT YkpaiHa Ny3okimika C.n.A. ITanisa BHECEHHS 3MiH 40 peecTpaviliHnX - UA/5619/01/01
rigpoxnoprpup, (cybeTaHuis) y "KniBCcbKuit marepianis:
naketax BiTaMiHHWIA npueeaeHHsA p. "laeHTudikauis” Ta
noABiNHMX 3aBon" "CynpoBigHi 4OMILLKK" 0,0 BUMOT
nonieTn1eHoBn nitoyoi ctatTi EP Betaxolol
X ans Hydrochloride
BMPOGHULITBA
HeCTepuIbHUX
NiKapCbKnx
dhopm
13. | BIKAIP® Tabnetkn Ne 10 MAT YkpaiHa MAT "Tanuudapm”, Ykpaina BHECEHHS 3MiH A0 peecTpaLiitHx 6e3 UA/4946/01/01
y cTpunax; Ne "ranuudapm Ykpaina; MNAT marepianis: peyenma
10 y 6nicTepax; " "KniBmegnpenapat” 3MiHa YNOBHOBaXXEHOT 0cobu,
Ne 20 (10x2) y , YKpaina Bi4NOBiAa/IbHOI 3a 34iNCHEHHS
6nictepax y thapmakoHarnsagy
navi
14. | BIKANIIH® Tabnetkn Ne 10 MAT YkpaiHa MAT "Tannudapm”, Ykpaina BHECEHHS 3MiH A0 peecTpaLinHnx 6e3 UA/4775/01/01
y cTpunax abo "Tanuudapm Ykpaina; MAT marepianis: peyenma
6nictepax; Ne " "Knismegnpenapat” 3MiHa YyNOBHOBaXeEHOI 0coou,
20 (10x2) y , YKpaiHa BiANOBIAA/ILHOI 3@ 34iiCHEHHSA
6nictepax chapmakoHarnsay
15. | TACTPO-HOPM® Tabnetky, MAT YkpaiHa MAT "Tanuudapm”, Ykpaina BHECEHHS 3MiH 40 peecTpaviiiHnX 6e3 UA/1034/01/01
BKPUTI "rannudpapm Ykpaina; MAT MaTepianis: peyernma
NNiBKOBOIO " "KviBmegnpenapart" 3MiHa yNOBHOBaXEHOT 0cobu,
060/10HKOI0, NO , YkpaiHa BiANOBIAA/ILHOI 3@ 34iiCHEHHSA
120 mr Ne 40 thapmakoHarnsagy
(10x4), Ne 100
(10x10) y
6nictepax y
navuj
16. FrEMUNTABIH- niocpinizat ana TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH A0 peecTpaLitHx 3a UA/14104/01/01
DAPMEKC pO34rHy OnA "®APMEKC reyn” MaTepianis: peyenmom
iHdy3ii no 200 reyn" 3MiHW 10 iIHCTPYKUii ANns
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Ne
n/n

Ha3ssa sikapcbKo20
3acoby

Popma
BUMNYCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsi0O4YeHHs

Mr Yy doNlakoHi y
KOHTYpHili
YapyHKoBilA
yrnakosLi B
naui; y
hnakoHi y
KOHTYPHUX
YapyHKOBUX
ynakoBkax Ne
30 y kopobui; y
onakoHax Ne
30 y kopobui 3
neperopogkam
"

MeNYHOro 3aCTOCYBaHHS.
BBegeHHA 3MiH NpoTArom 3-x
MicsALiB Nicna saTBepAKeHHs

17.

FTrEMUNTABIH-
DAPMEKC

niogpinisat gns
po3unHy AN
iHcpy3ili no
1000 mry
hnakoHi y
KOHTYPHIlA
YapyHKOBIN
ynakosLi B
nauuj; y
chnakoHi y
KOHTYPHUX
YapyHKOBUX
ynakoBkax Ne
30 y kopobuj; y
onakoHax Ne
30 y Kopobui 3
neperopogkam
n

TOB
"®APMEKC
reymn"

YkpaiHa

TOB "®APMEKC
reymn"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavyiiiHnX
marepianis:
3MiHU [0 IHCTPYKUii Ans
MeNYHOro 3aCTOCYBaHHS.
BBeAeHHA 3MiH npoTArom 3-x
MicsALiB Nicna saTBepAKeHHs

3a
peyenmom

UA/14104/01/02

18.

FrENAJNO®

NMOpOLUOK AN
po3unHy 41
iH'eKL no
942,05 mry
donakoHi Ne 1,
Ne 5, Ne 10y
KapTOHHIiA
ynakoBLi

TOB
"BANNIAPTIH
PAPMA"

YkpaiHa

BMPOGHULITBO,
nakyBaHHs,
KOHTPO/b AKOCTI:
TOB "®APMEKC
FPYM", Ykpaina,
BUMYCK cepii:
TOB «BAJNTAPTIH
PAPMA», YKpaiHa

YkpaiHa

BHECEHHS 3MiH A0 peecTpavlitHmnx
mMaTepianis: 3miHu | Tuny -
AIMIHICTPaTUBHI 3MiHW.
BunyyeHHs BUPOGHMYOT AiNbHAL
(BkNtoYaroum ginbHUUI gnsa Adl,
NPOMKHOro NPoAyKTy abo
roTOBOrO /iKapCbkoro 3acoby,
OiNbHULi ANs NpoBeAeHHSA
nakyBaHHS, BUPOGHMKa,

3a
peyenmom

UA/5324/01/01




Ne

60

peakuii” 3rigHo 3 iHdhopMalLlieto

Ha3sga nikapcbko20 Popma 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n 3aco6y BUIYCKY BionycKy peecmpayiliHo2o
noceioYeHHs1
BiAMOBIAA/ILHOIO 3a BUMYCK Cepil,
MicLie NPOBefEHHSI KOHTPOSO
cepii) abo noctavyanbHUKa
BUXIiHOrO Marepiany, peareHTy
a60 [ONOMIKHOT pevoBUHY (AKLLO
3a3HaYeHo y 0CbE) (BUNYYEHHS
BUPOGHUKIB [13)
19. | OIAHOPMET® 1000 | Tabnetku, TeBa I3painb TeBa I3painb/ BHECEHHS 3MiH 40 peecTpaviiiHnX 3a UA/12382/01/01
BKPUTI dapmaueBTi dapmaueBTikan YropLmHa MaTepianis: 3MiHV [0 IHCTPYKUily | peuenmom
nniBKOBOK Kan IHpacTpis NTg,, po3ainu: "MokasaHHA",
060/10HKOHD, MO IHoacTpi3 I3painb MpoTtunokasaHHA", "B3aemogis 3
1000 mr Ne 30 nra. (BUpO6HMLTBO 38 HLIMMW NTiKapCbkMMKU 3aco6amu Ta
(10x3) y NOBHUM LMK/IOM; iHLWi BMAM B3aEMogiin",
6nicTtepax BMPOOHULITBO "Oco06/1MBOCTI 3aCTOCYBaHHS",
Hepo3dacoBaHol "Cnocib 3acTocyBaHHA Ta J0o3n",
nNpoAyKLiT, "Oitn", "Mepeno3yBaHHs",
KOHTPOJ1b AKOCTi Ta "papmakonoriyHi BnacTuBocTi",
[03BiN Ha BMNYyCK "Mo6iyHi peakuii” 3rigHo 3
cepii); iHchopmadieto LLo[0 MEANYHOTO
AT 3aCTOCYBaHHA pedhepeHTHOro
dapmaueBTUYHNIA nikapcbkoro 3acoby (TepmiH
3aBog, TEBA, BBEJEHHS 3MiH - MPOTAroM 3-X
YropLmHa MicAUIB Nicns 3aTBepaKeHHs)
(nepBuHHa Ta
BTOPUHHA
ynakoBka, KOHTPO/Ib
SAKOCTI Ta A03BiN Ha
BUMYCK Cepii)
20. | AIAHOPMET® 500 TabneTkm no TeBa I13painb TOB TeBa Monbwa BHECEHHS 3MiH 10 peecTpaLinHnX 3a UA/7795/01/01
500 mr Ne 30 dapmaueBTi OnepeiiwH3 MaTepianiB: BHECEHHS 3MiH A0 peyenmom
(15x2) y Kan MonaHg IHCTPYKLUIT 4NA MeanyHoro
6nicTepax IHoacTpi3 3aCTOCyBaHHA y po3ainu:
nra. "Moka3aHHsa", "PapmaKoiorivHi
BnactmsocTi", "MNpoTunokasaHHsA",
"B3aemogis 3 iHWmMmn
nikapcbknMy 3acob6amm Ta iHLWi
BMAM B3aemogiii", "OcobamnBocCTi
3acTocyBaHHs", "Cnocio
3acTocyBaHHA Ta gosun”, "[Aitn",
"Mepepno3syBaHHA", "MOGIYHI
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Ne Ha3sga nikapcbko20 Popma 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n 3aco6y BUIYCKY BionycKy peecmpayiliHo2o
nocsi0YeHHs
LLLOA0 MEANYHOTO 3aCTOCYBaHHS
pedepeHTHOro nikapcbkoro
3aco6y (TepMiH BBEAEHHS 3MiH -
npoTarom 3-x Micauis nicns
3aTBEPKEHHS)
21. | AIAHOPMET® 850 TabneTkm no TeBa I13painb TOB TeBa Monbwa BHECEHHS 3MiH 0 peecTpaLinHnxX 3a UA/7795/01/02
850 mr Ne 30 dapmaueBTi OnepenwHs mMaTepianis: 3MiHW [0 IHCTPYKLT peyernmom
(10x3) y Kan MonaHg AN MEAVYHOTO 3aCTOCYBaHHSA Y
6nictepax IHoacTpi3 po3ainu: "MokasaHHsA",
nra. "MpoTunokasaHHs", "B3aemogis 3
HLIMMW NiKapCbkMMKU 3acob6amu Ta
iHLWI BUAM B3aEMogiit",
"Oc061MBOCTI 3aCTOCYBaHHS",
"Cnocib 3acTocyBaHHs Ta 4o3m",
"Aitn", "MepenosysaHHA",
"®apmakonoriyHi BNacTmeocTi",
"Mo6iuHi peakyji" 3rigHO 3
iHpbopMaLieto Woao MeguyHoro
3aCTOCYBaHHA pedhepeHTHOro
nikapcbkoro 3acoby (TepMmiH
BBE/leHHS 3MiH - MPOTArom 3-X
MiCALiB Nic/a 3aTBEPKEHHS)
22, EKOHA30/- necapii no 150 TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHnX 3a UA/13578/01/01
DPAPMEKC mr Ne 3 (3x1), "®APMEKC reyn: MaTepianis: peyernmom
Ne 5 (5x1), Ne reyn" 3MiHW [0 iHCTPYKUii AN
10 (5x2) y MeJMYHOr0 3aCTOCYBaHHS.
6nictepax B BBeAeHHA 3MiH npoTArom 3-x
nayui MicsLiB nicna saTBepAKeHHs
23. | ENIPYBIUVH KOHLleHTpaT EBEBE ABCTpIs EBEBE dapma ABCTpIs BHECEHHS 3MiH 40 peecTpaviiiHnX 3a UA/4356/01/01
"EBEBE" ONS PO3UYMHY dapma Fec.m.6.X. Hcpr.KI MaTepianis: peyenmom
ans iHdyasii, 2 fec.m.6.X. 3MiHa yNOBHOBaXEHOT 0cobu,
Mr/mMn no 5 mn Hdor.KI BiANOBi4a/IbHOI 3a
(10 wmr), a6o no thapmakoHarnsag; cynyTHa 3MiHa:
25 mn (50 mr), 3MiHa B KOHTaKTHUX JaHWX
a6o no 50 mn YNOBHOB&XEHOT 0cobw,
(100 wmr), a6o BiANOBiAa/IbHOT 38
no 100 mn (200 thapmakoHarnsg
mr) y
donakoHax Ne 1
24. ETIN po3unH 96 % TosapucTso YkpaiHa TosapucTeo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnX 3a UA/7684/01/01
no 100 mn y 3 06MeXeHo

marepianis: 3MiHu | Tuny -

peyenmom
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Ne Ha3sga nikapcbko20 Popma 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n 3aco6y BUIYCKY BionycKy peecmpayiliHo2o
noceioYeHHs1
hnakoHax 06MeXeHo BiANOBi4a/IbHICTIO AOMiHICTpaTVBHI 3MiHW. 3MiHa
BigMoBigasb "BupobHMya HalimeHyBaHHS Ta/abo agpecu
HicTIO hapmaueBThyHa 3asBHVKa (BnacHuka
"BrvpobHunya KkomnaHis "BbIO- peecTpauiiiHoro NocBigYeHHs)
thapmaueBTu PAPMA NTA" (3miHa agpecu 3anaBHUKa)
YyHa
KOMMaHis
"Bio-dapma
nsatoc”
25. | EBPOPAMINPUN H Tabnetkn no 10 | TOB "dapma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHnX 3a UA/13528/01/01
10 Mr/12,5 mr Ne Crapt" Crapt" marepianis: peyenmom
20 (20x1) y 3MiHW [0 iHCTPYKUii AN
onictepax MEeANYHOro 3aCTOCYBaHHsI
26. | EBPOPAMINPUNI H Tabnetkm no 5 TOB "dapma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHnx 3a UA/13529/01/01
5 Mr/12,5 mr Ne Crapt" Crapt" MaTepianis: peyernmom
20 (20x1) y 3MiHM [0 IHCTPYKUii Ana
6nictepax MeZIMYHOr0 3aCTOCYBaHHS
27. | SONEAPOHOBA NMopOLLOK [xy6inaHT IHAaiA [xy6inanT IHAin BHECEHHS 3MiH A0 peecTpavlitHmnx - UA/12596/01/01
KUC/NOTA (cybeTaHuin) y [xeHepikc [bxeHepikc Niviteq MaTepianis: 3miHu | Tuny - 3miHa
NoABIiHMX Nimitep HalilmeHyBaHHs Ta/abo

nonieTuIeHoBM
X nakeTax gns
BUPOGHULTBA
CTEPUNBHUX
NiKapcbKnx

thopm

MiCLle3Hax0MKEHHS BUPOOHUKa
(BKNHOYAKOYM 3a HEOOXiAHOCTI
MicLie NPOBefEeHHSI KOHTPOSO

AKOCTIi) @60 nocTavyasibHuka Adl

ab6o [itoyoi pevyoBUHU/BUXiLHOMO

MaTepiasny/peareHTy/npoMixHOro
NPOAYKTY, L0 3aCTOCOBYHOTLCH Y
BMPOGHMLTBI AD| abo pjtoyoi
pevoBUHM (3a BigCYTHOCTI
cepTtucpikaTta BignoBigHOCTI
€Bponelicbkili hapmakonei y
3aTBEpPKEHOMY peecTpaLinHomy
[OCbE) - 3MiHa HallMeHyBaHHA Ta
npuBEeLAEHHS MIiCLLe3HaXOKEHHS
BMPOGHUKa AD| [0 OpUriHaNbHNX
[OOKYMEHTIB, 6€3 3MiHN Micus
BMPOGHULITBA; 3MiHM | TUNY - 3MiHa
HaliMeHyBaHHs1 Ta/abo
MiCLLe3HaxX0AKEHHS 3asBHMKa
(BnacHvKa peecTpavuiinHoro
NocBig4YeHHs) - 3MiHa
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Ne Ha3sga nikapcbko20 Popma 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n 3aco6y BUIYCKY BionycKy peecmpayiliHo2o
noceioYeHHs1
HallMeHyBaHHs Ta
MiCLLe3HaXOMKEHHS 3asBHMKA
28. IBYNMPO®EH 500 MI" | nenetn 3 My6niyHe YkpaiHa Ocmocpapm C.A. LBeliuapis BHECEHHS 3MiH [0 peecTpauiiiHnX - UA/11880/01/01
NPOSIOHrOBaHU akuioHepHe mMaTepianis: 3miHu | Tuny -
M TOBapuCTBO AOMiHICTpaTVBHI 3MiHW. 3MiHa
BUBI/IbHEHHSAM "HaykoBo- HaliMeHyBaHHA Ta/abo agpecu
(cybeTaHuis) y BMPOGHNYMIA 3asBHMKa (BNacHuka
[ABOLLAPOBMX LeHTp peecTpauiniHoOro NocBigYeHHs)
nonietuneHosn | “Bopuiariscb (3MiHa HallMeHyBaHHS 3asiBHUKA,
X naketax ans KW XiMiko- a came Tuny akuioHepHoro
BMPOGHULITBA hapmaueBTu TOBapuCTBa)
HeCTepuIbHUX YHWin 3aBOA"
NiKapPCbKNX
thopm
29. I30COPBIAY NMOpOLLOK TOB YkpaiHa TOB HaykoBo- YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHnX - UA/13554/01/01
AVHITPAT (cybeTaHuis) y HaykoBo- BMpo6HuYa chipma MaTepianis:
PO3BEAEHVIA NoABIHMX BMPOGHUYa "Mikpoxim" 3MiHa y MeTofax BUNpobyBaHHsA
MiLLKax 3 ipma A®I abo pitoyoi peyoBuHy abo
nAiBKK "Mikpoxim" BUXiQHOrO/NPOMIXKHOTO
nosnieTnneHoBo npoayKTy/peareHTy, Wwo
ans BMKOPWCTOBYETHLCS Y MPOLECI
BUPOOBHMLTBA BNPOGHULTBa APl abo gitoyoi
CTEPUSIbHUX Ta pPeyoBUHM
HeCcTepuIbHUX
NiKapCbKnx
doopm
30. | IHOANAMIA-TEBA Tabnetku, patioapm HimeyunHa Mepkne Mv6X HimeyunHa BHECEHHS 3MiH [0 peecTpaviiHnX 3a UA/8999/01/01
SR BKPUTI rm6X mMartepianis: 3MiHa TOProBenbHOI | peyernmom
nAiBKOBOK Has3BM NiKapcbkoro 3acoby (6yno -
060/10HKOI0, IHOANAMIO-PATIO®APM SR)
NpPOJIOHroBaHoOI (TepmiH BBEAEHHSA 3MiH -
Aiino 1,5 mr Ne NpoTArom 6-Tv MicsLUiB nicns
30 (10x3) y 3aTBEPOKEHHS)
6nictepax
31. KANbLUIYM Tabnetkn Ne 80 [Joiive HimeuunHa [Joiiye Xomeonari- HimeyunHa BHECEHHS 3MiH 0 peecTpawinHnx 6e3 UA/12196/01/01
PTYOPATYM Cillb y donakoHax Ne Xomeonari- YHioH AXY- marepianis: peyenma
OOKTOPA 1 YHioH OXY- ApuHalimiTTesnb 3MiHK BUNpobyBaHb abo
LLUKOCC/EPA Nel ApuHaimitre v6X & Ko. KI LONyCTUMUX MEX, L0
Nb F'M6X & BCTAHOB/EHI y cneuumgikauisax, y
Ko. KI npoueci Bupo6HuuytBa A®I abo

[it040i peyoBUHM (f0AaBaHHSA
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Ne

Ha3sga nikapcbko20 Popma 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n 3aco6y BUIYCKY BionycKy peecmpayiliHo2o
noceioYeHHs1
HOBOrO BMMPOGYyBaHHA Ta
[ONYCTUMUX MEX); 3MiHa Y
6e3nocepeHiii ynakoui A®I abo
Aitoyoi pevoBUHU (AKicHi Ta/abo
KiNIbKICHI 3MiHW ckiagy)
32. | KAMIPEH XL Tabnetku, KPKA, o.4., CnoBeHis BiANOBIAA/IbHWI 3a CnoseHis BHECEHHS 3MiH [0 peecTpaviiHnX 3a UA/4530/01/01
BKPUTI HoBo mecTo BMPOGHULTBO "in MaTepianis: 3MiHu, L0 peyernmom
nAiBKOBOK bulk", nepBuHHe Ta CTOCYIOTbCS BUNYCKY cepii Ta
060/10HKOI0, 3 BTOPUHHE KOHTPO/I0 SIKOCTi FOTOBOrO
MoAMdikoBaHU nakyBaHHs, nikapcbkoro 3acoby (3aMiHa abo
M KOHTPO/1b Ta BUMNYCK [0faBaHHA AiNbHULI, Ha SKIR
BWBI/IbHEHHAM cepit: 34iCHIOETbLCA
no 4 mr Ne 10, KPKA, a.4., HoBo KOHTPO/1b/BUNPOBYBaHHSA cepil) -
Ne 30 (10x3), mecTo, CroBeHis; BBEJEHHA 004aTKOBOT BUPOBHNYOI
Ne 90 (10x9) y BiANoBigabHUIA 3a OiNbHULI, WO BignoBigae 3a
6nictepax KOHTPO/b SKOCTi: KOHTPOSb Cepii; BUTYYEHHS
KPKA, g.a., Hoso BUPOGHNYOT AiNTbHUL
mecTo, CrioBeHiIs Bi4MNOBiAa/IbHOI 32 MOBHUIA LMK/
BMPOGHULITBA; 3aMiHa abo
BBEJlEHHA A04aTKOBOT AiNbHUL
BMPOOGHULTBA A1 YacTUHM abo
BCbOro BUPOGHNYOro npoLiecy
roTOBOrO J1iKapCbKOro 3acoby -
YTOUYHEHHS HanMcaHHs YHKLN
BUPOBHUYOT AiNTbHULI A1 BCbOro
BMPOGHMYOro NpoLecy rotoBoro
nikapcbkoro 3acoby
33. KAPBIAOMNA | Tabnetku, 25 TeBa I13painb TeBa I3painb BHECEHHS 3MiH [0 peecTpauiliHnX 3a UA/9969/01/01
NEBOAONA-TEBA Mr/250 mr Ne dapmaueBTi dapmaueBTikan MaTepianis: peyenmom
50 (10x5), Ne Kan IHgacTpis JTa,. NnoAaHHs OHOB/IEHOTO
100 (10x10) y IHoacTpi3 cepTtudpikaTta BianoBigHOCTI
6nicTepax Nra. €Bponelicbkili hapmakonei ans
Al Bif yxe 3aTBEepAKeHoro
BUPOGHMKa
34. KEMMPA® PO34UH KOCB dapma Benbris Hekctdapma CAC dpaHuisa BHECEHHS 3MiH 0 peecTpauinHnx 3a UA/9155/02/01
opanbHuii, 100 C.A. marepianis: peyenmom

mr/mn no 300
MY dNakoHi y

nofaHHs HOBOrO cepTudikaTa
Bi4NOBIAHOCTI €BpONECHKii

KOMMNNEKTi 3 thapmakonei ana A®l abo gitoyoi
MipHVM pPEYOBUHM Bifi HOBOTO BUPOOHMKA,;
LLINPULIOM B 3MiHa y MeTofax BUNpo6yBaHHS
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Ne
n/n

Ha3ssa sikapcbKo20
3acoby

Popma
BUMNYCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsi0OYeHHs

naui

Adl abo pitovoi pevoBrHN abo
BUXiQHOro/NPOMidXKHOTO
NpoAyKTy/peareHTy, LWo

BMKOPUCTOBYETLCSA Y NPOLIECI
BMpo6HULTBa A®Il abo aitoyoi
peyoBUHM (iHLLI 3MiHK y MeToAax
BMNPOGYBaHHS (BK/IHOYa0OUN
3aMiHy ab0 AOMNOBHEHHS); 3MiHa Y
MeToAax BUNpPo6yBaHHS roTOBOro
niKapcbKoro 3acoby (iHLWi 3MiHU y
MeToAax BUNpobyBaHb
(BK/TrOYaOUM 3amiHy abo

[ONOBHEHHS); 3MiHa By b-AKOT

4acTUHW matepiany NePBUHHOI

YMNakoBKK, LLLO HE KOHTAKTYE 3

rOTOBMM NiKaPCbKMM 3aC060M

35.

KOPIMPEH 10 MI/10
Mr

TabneTku,
BKPUTI
nNiBKOBOK
o6onoHkoto, 10
mr/10 mr Ne 14
(14x1), Ne 28
(14x2), Ne 56
(14x4) y
6nictepax

Pekoppari
AineHg Nta

IpnaHais

Pekopparti

IHpacTpia Ximika e

dapmaceBTika
C.n.A.

ITanis

BHECEHHS 3MiH 40 peecTpaviliHnX
MaTepianis:

BeLleHHSA y3araslbHEHNX AaHuX
npo cuctemy hapmakoHarnsgy,
3MiHa YNOBHOBaXXEHOT 0cobu,
BiANOBIAA/IbHOT 3a 34iiCHEeHHSA
hapmakoHarnsfy; KOHTakTHOT
ocobu 3 thapmakoHarnagy
3anBHVKa AN 34iCHEHHSA
(hapmakoHarnagy B YkpaiHi, akLwo
BOHa BiMiHHA Bif, YNOBHOBaXXEHOI
ocobw, BiAnoBigasbHOI 3a
3[iiCHEHHST papmakoHarnagy
(BK/KOYAOYUM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLLEHHI
macTep-chaiina cuctemu
hapmakoHarnsagy

3a
peuerimom

UA/11927/01/01

36.

KOPIMPEH 20 MI/10
Mr

TabneTku,
BKPUTI
nNiBKOBOK
060/10HKo10, 20
mMr/10 mr Ne 14
(14x1), Ne 28
(14x2), Ne 56
(14x4) y

Pekoppari
Aineng Ntg

IpnaHais

Pekopparti

IHpacTpia Ximika e

dapmaceBTika
C.n.A.

ITanis

BHECEHHS 3MiH 40 peecTpaviliHnX
marepianis:

BeLleHHSA y3araslbHEHNX JaHuX
npo cuctemy thapmakoHarnisgy,
3MiHa YMOBHOBaXXEHOT 0cobu,
BiAMNOBiAa/IbHOI 3a 3[ilCHEHHS
hapmakoHarnsaay; KOHTakTHOT
0co6u 3 chapmakoHarnsaay

3a
peyenmom

UA/11927/01/02
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Ne
n/n

Ha3ssa sikapcbKo20
3acoby

Popma
BUMNYCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

6nicTepax

3anBHVKa AN 34iCHEHHSA
hapmakoHarnagy B YkpaiHi, AKLwo
BOHa BifMiHHA Bifi yNOBHOBaXXEHOI
ocobu, BiANOBiganbLHOT 3a
3[iiCHEHHST papmakoHarnagy
(BK/KOYAIOYM KOHTAKTHI faHi)
Ta/abo 3MiHW Y PO3MILLLEHHI
mMacTep-haina cuctemu
hapmakoHarnsagy

37.

NETPOMAPA®

TabneTku,
BKPUTI
nniBKOBOK
0060/10HKOI0, NO
2,5 mr Ne 30
(10x3) y
6nictepax

MNAT
"papmak”

YkpaiHa

MAT "®apmak"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaviiiHnX
mMarepianis: 3MiHW B IHCTPYKLIT Ans
MeMYHOro 3aCTOCYBaHHSA Yy
po3ainu: "MokasaHHs",
"®dapmakoTepanesTUyHa rpyna’,
"MpoTunokasaHHA", "B3aemogis 3
HLIUMW NTiKapCbKMMKU 3acobamu Ta
iHWIi BUAW B3aemogiit",
"Oco6/IMBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHsa y nepiog,
BariTHoOCTi abo rogyBaHHsA
rpyaAat”, "34aTtHicTb BNIMBATU Ha
LWBWAKICTb peakuii npy KepyBaHHI
aBTOTPaHCNOpPTOM abo iHWUMK
mMexaHiamamu", "Cnocid
3acTocyBaHHA Ta gosun”, "[Aitn",
"Mepepno3yBaHHs",
"dapmakonoriyHi BnactTuBocCTi",
"Mo6iyHi peaxuii” 3rigHo 3
iHhopMaLi€eto Woa0 MegnuyHoro
3aCTOCYBaHHA pedyepeHTHOro
nikapcbkoro 3acoby (TepmiH
BBE/IEHHS 3MiH - NPOTArom 3-X
MicALIB Nicnsa 3aTBepPAXEHHS)

3a
peyenmom

UA/4698/01/01

38.

NIHEKC®

Kancynu Teepgi

CaHpo3

CnoBeHis

BUPOGHULTBO in

CnoBeHis

BHECEHHS 3MiH 40 peecTpaviliHnX

be3

UA/14267/01/01

Ne 16 (8x2), Ne
32 (8x4), Ne 48
(8x6) y
6nictepax, Ne
32 y pnakoHax

dapmacboTi
Kans g.4.

bulk, nakyBaHHs;

BUNYCK cepil: Jlek

thapmaueBTUYHA
KOMMaHis 4.4,

marepianis:
3MiHa y MeTofax BUNpo6yBaHHsA
rOTOBOrO /1iKapCbKOro 3acooby;
3MiHa y MeTogax BUNpPobyBaHHSA
AdI abo pitovoi pevoBrHN abo
BUXiGHOro/NpPOMidXKHOTO

npoAyKTy/peareHTy, o

peyenma
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Ne
n/n

Ha3ssa sikapcbKo20
3acoby

Popma
BUMNYCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsi0O4YeHHs

BMKOPUCTOBYETLCS Y NPOLIECI
BMpo6HUUTBa A®I abo aitoyoi
PEYOBUHM

39.

NOMEKCUH®

Kpem
BariHa/IbHWin 2
%no78ry
Ty6i Ne 1y
KOMMEKTi 3
annikatopom

Pekoppari
Aineng Ntg

Ipnangis

Pekoppari
IHpacTpia Ximika e

dapmacesTika C. n.

A.

ITanis

BHECEHHS 3MiH A0 peecTpaLinHnx
MaTepianis:

BeLleHHS y3araslbHeHNX AaHnX
npo cuctemy thapmakoHarnisgy,
3MiHa YNOBHOBaXXEHOT 0cobu,
BiANOBIAA/IbHOT 3a 34iACHEHHS
hapmakoHarnsfy; KOHTakTHoOT
0co6u 3 chapmakoHarnsagy
3asBHVKa ANs1 34iCHEHHSA
hapmakoHarnsgy B YKpaiHi, akw,o
BOHa BigMiHHA Bif YNOBHOBaXXEHOI
oco6u, BiANoBiganbLHOT 3a
3[jiCHEHHS hapmakoHarnsaay
(BKNHOYAKOUM KOHTAKTHI AaHi)
Ta/abo 3MiHM Y PO3MILLLEHHI
macTep-gpaiina cuctemu
hapmakoHarnsgy

3a
peuenmom

UA/6094/03/01

40.

NOMEKCUH®

Kpem 2 % no
30y Ty6ax Ne
1

Pekoppari
Aineng Ntg

IpnaHgis

Pekopparti
IHpacTpia Ximika e
PapmaceBTika
C.n.A.

ITanis

BHECEHHS 3MiH 10 peecTpaLinHnX
MaTepianis:

BeZleHHS y3ara/lbHeHNX JaHuX
npo cuctemy hapmakoHarnsay,
3MiHa YNOBHOBaXEHOT ocoou,
BiANOBIAA/IbHOT 3a 34iACHEHHS
hapmMakoHarnsay; KOHTakTHOT
0co6u 3 chapmakoHarnsagy
3asiBHUKA AN51 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, akw,o
BOHa BiAMiHHa Bif, YNOBHOBaXXEHOT
oco6u, BiANoBiganbLHOT 3a
34jificHeHHs chapmakoHarnsay
(BKNHOYAKOUM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLLEHHI
macTep-gpaiina cuctemu
chapmakoHarnsay

3a
peuenmom

UA/6094/02/01

41.

MATHIIO CYNIb®PAT

PO34KNH ANns
iH'ekuii, 250
Mr/mn no 5 mn
abono 10 mn B

MNAT
"rannudpapm

YKkpaiHa

NAT "Tannudapm”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLinHnX
MaTepianis:
3MiHa YyNOBHOBaXeEHOT 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHS

3a
peuerimom

UA/8109/01/01
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Ne Ha3sga nikapcbko20 Popma 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n 3aco6y BUIYCKY BionycKy peecmpayiliHo2o
nocsi0YeHHs
amnynax Ne 10 thapmakoHarnsagy
y KOpobKax; no
5 mn a6o no 10
M/ B ammysax
Ne 10 (5x2) y
KOHTYPHMX
YapyHKOBUX
ynakoBkax y
nayui; no 5 mn
B amnynax Ne 5
(6x1)y
KOHTYPHUX
YapyHKOBMX
yrnakoBKax,
3anasHux
nanepom
42. ME3OJEPM Kpem 0,1 % no My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 40 peecTpaviliHnX 6e3 UA/5022/01/01
15rabo30ry akuioHepHe akuioHepHe MaTepianis: peyernma
Ty6i Ta navuj TOBapuCTBO TOBapUCTBO 3MiHa y creundikauisx, nos’a3aHa
"HaykoBo- "HaykoBo- 3i 3MiHamu B JepxaBHiii
BMPOGHNYNIA BUPOGHNYMNIA LLEHTP thapmakonei YkpaiHu abo
LEeHTp "BopLuariscbkuin €Bponelicbkili hapmakoner;
"Bopuariscb XiMiKO- npvBeaeHHs p. «MikpobionorivyHa
KW XiMiko- hapmaueBTUYHUIA yncToTa» AioYoi PeYOBUHU
thapmaneBTm 3aBog" 6eTameTa3oHy Basiepar y
YyHMi1 3aBog" Bi4NOBIAHICTb A0 Ai040oro
BuAaHHA JPY/EP; 3miHa
napameTpiB cneuudikauin Ta/abo
[ONyCTUMUX MEX rOTOBOrO
nikapcbKoro 3acoby
43. METUNPEL NMOpOLLOK OpioH PiHNAHAIA OpioH Kopriope/iwwH PiHNAHZIA BHECEHHS 3MiH [0 peecTpavliiiHnX 3a UA/0934/02/01
niogpinizosaHn KopnopeiiwH MaTepianis: peyernmom

M ons in'ekuin
no 250 mry
donakoHax Ne 1
aboy
onakoHax Ne 1
Yy KOMMNEKTi 3
PO3YMHHMKOM
no 4 mn s
amnynax Ne 1

3MiHW [0 iHCTPYKUii AN
MeAUYHOro 3aCTOCyBaHHS
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Ne Ha3sga nikapcbko20 Popma 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n 3aco6y BUIYCKY BionycKy peecmpayiliHo2o
nocsi0YeHHs
44. MIMMOAPA TabneTku, AmaKeH Higepnanamn Bupo6HuyTtBO KaHaga/ BHECEHHS 3MiH 40 peecTpaviliHnX 3a UA/11962/01/01
BKPUTI €spona b.B. Hepo3dacoBaHol cuwA/ MaTepianis: BUNyYeHHSA cunu aii | peyenmom
nNiBKOBOKO NPOAYKLT: Benuka N3 no 60 mr ta no 90 mr; 3MiHW J0
060/10HKOI0, NO MaTeoH [HK. BpuTtaHisa/ IHCTPYKUiT 415 MeanyHoro
30 mr Ne 28 TopoHTo PigxH Higepnangu 3aCTOCyBaHHA y po3ainu:
(14x2) B OnepenwH3, Moka3aHHs, Mo6ivHI peakLii.
6nictepax KaHnapa; Oco611BOCTi 3aCTOCYBaHHS.
TecToBa gjinsHKa dapmakonoriyHi B1lacTUBOCTI.
TiNbkv ANs dapmakoTepaneBTMyHa rpyna
BMPOGHULITBA (TepmiH BBEAEHHSA 3MiH -
MateoH I[HK. npoTarom 3-x Micauis nicns
TopoHTO PigxH 3aTBepKEHHS)
OnepeliwHs,
KaHaga:
[MaTteoH IHK.
BapniHrToH
CeHuypi
OnepeiiH3,
KaHaga;
Brvpo6HMLTBO
Hepo3dacoBaHol
NPOAYKLT:
AmaxeH
MaHychekuypiHr
Nimiten, CLWA;
[MepBuHHE Ta
BTOPVHHE
nakyBaHHs:
AHpepcoHBpekoH
(FOK) Nimites,
Benvka BpuTaHis;
BTopuHHe
nakyBaHHs, BUMYCK
cepii:
AmpxeH €spona
B.B., Higepnanau
45, MOTUNIYM® TabneTku, MakHin Benuka AHcceH-Cinar dpaHuisa BHECEHHS 3MiH 0 peecTpaLinHnx 6e3 UA/10190/01/01
BKPUTI Mpopaktc BpuTanis MaTepianiB: 3MEHLUEHHSI TEPMiHY peyenma
NNiBKOBOIO Nimitepq, npuaaTHocTi (3 5-Tn go 3-X pokiB);
060/10HKOHD, MO [OMNOBHEHHS IHCTPYKLiT AN
10 mr Ne 10

Megn4yHoro 3aCtocyBaHHA
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Ne Ha3sga nikapcbko20 Popma 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n 3aco6y BUIYCKY BionycKy peecmpayiliHo2o
noceioYeHHs1
(10x1), Ne 30 po3ginamu «3asiBHUK»,
(10x3), Ne 30 «MicLe3HaxomKeHHs
(30x1) y npeacTaBHuKa 3asaBHUKa» (TepMiH
6nictepax BBEJEHHSA 3MiH - MPOTAroM 3-X
MiCALiB NiC/A 3aTBEPKEHHS)
46. HA30-CNPEN cnpei TOB YkpaiHa BignoBiganbHWIA 3a YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHnxX 6e3 UA/9393/01/01
HasasbHWiA, 0,5 | "[ocnigHuii BCi cTagji MaTepianis: peyernma
mr/mn no 15 mn 3aBoj BMPOOHULITBA, 3MiHa nocTavanibHMKa
Y KOHTelHepax "rHUAC! KOHTPOJ1b AKOCTi Ta nakyBasibHUX maTepianis abo
Ne 1 BUnyck cepii: TOB KOMIM/IEKTYHOUMX; CYMYTHSA 3MiHA:
"[locnigHunii 3aBog, 3MiHa Y MEePBUHHIl yNakoBLi
"THUNC", YkpaiHa,; roTOBOrO J1iKapCbKOro 3acoby -
BigNoBigabHMIA 3a BBOAMTLCS A0AATKOBUI BUPOOHUK
BCi cTagii NepBUHHOT YNaKOBKN —
BMPOOHMLTBA Ta KOHTeliHepa 3i ckia no 15 mn, 3i
KOHTPO/b SKOCTi: 3MiHOI SKICHOTO Ta KiflbKiCHOro
TOB cknagy KoHTelHepy; 3MiHa Ha3Bwu
"PapmaLeBTUYHa 3aTBEPKEHOr0 BUPOBHMKA
KOMMaHis NepBUHHOT yNakoBKN
"3popos'a",
YKpaiHa
47. HA30®dAH cnpei TeBa I13painb TeBa Yex IHaacTpi3 Yecbka BHECEHHS 3MiH 0 peecTpaLinHnx 3a UA/6758/01/01
HasasibHuiA, dapmaueBTi c.p.o. Pecny6nika MaTepianis: peyenmom
cycneHsis, 50 Kan 3MiHM Yy MEPBUHHII ynakoBLi
MKr/f03y no IHaacTpi3 roTOBOrO J1iKapCbKOro 3acoby;
120 po3 a6o no nra. 3MiHa po3Mmipy HOBOro (hyiakoHy Ta
150 po3y [LOBXVHN THYYKOT TPYOKN; 3MiHa
hnakoHax Ne 1 BMPOGHUKA (hriakoHy
48. | HATPIKO XNTOPUAY | po3uuH ans 3AT YkpaiHa 3AT "IHdoysia" Ykpaina BHECEHHS 3MiH 40 peecTpaviiiHnX 3a UA/12049/01/01
PO34U/H 0,9% iHdoy3in 0,9 % "IHcpy3is" MaTepianis: peyenmom

rno 100 mn, 200
mn, 250 mn,
400 mn, 500
M1 Y NASILLKaX

3MiHa napameTpiB crneyndikawiii
Ta/abo fonNyCTUMMUX MEX roTOBOrO
nikapcbKoro 3acoby; cynyTHA
3MiHa: 3MiHa y MeTofax
BUNPOGYBaAHHSA rOTOBOIO
nikapcbKoro 3acoby; 3MiHK
BMNPOGYyBaHb abo AOMYyCTUMNX
MeX, BCTAHOB/IEHUX Y
crneyudikauisx, nig yac
BMPOBGHMLITBA FOTOBOIO
nikapcbkoro 3acoby




71

Ne
n/n

Ha3ssa sikapcbKo20
3acoby

Popma
BUMNYCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsi0OYeHHs

49.

HEOLIEBEPOH

pO34YnH Ans
iH'ekuii, 500
mr/4 mn no 4
M/ B ammnysiax
Ne 5

€BPO-
OAPMA
CPN

ITanin

ECCETI
OAPMAYEYTIUI
CP/L.

ITanis

BHECEHHS 3MiH 40 peecTpaviliHnX
mMaTepianis: 3MiHW [0 IHCTPYKLT
AN MeAMyYHOro 3aCTOCyBaHHA Yy

po3ainu: "rMokasaHHs",
"dapmakoTepaneBTUyHa rpyna’
(YTOUYHEHHS Ha3BW),
"®apmakonoriyHi BNacTmeocTi",
"Oc06MBOCTI 3aCTOCYBaHHS",
"Mo6iyHi peakuii” 3rigHo 3

iHpopMmaLieto Woa0 MeguyHoro
3aCTOCYBaHHA pedhepeHTHOro

nikapcbkoro 3acoby (TepMmiH
BBEJEHHS 3MiH - MPOTAroM 3-X
MicALiB Nic/a 3aTBEPKEHHS)

3a
peuerimom

UA/13539/01/01

50.

HEOLIEBEPOH

pO34nH Ans
iH'ekyii, 1000
mr/4 mn no 4
M1 B ammnysiax
Ne 3

€BPO-
OAPMA
CPN

ITanis

ECCETI
PAPMAYEYTIUI
CP/.

ITanis

BHECEHHS 3MiH 40 peecTpavyiiiHnX
marepianis: 3MiHV 40 iHCTPYKUIT
ANs MenyHOro 3acToCyBaHHS Y

po3ainu: "MokasaHHA",
"dapmakoTepaneBTuyHa rpyna"
(YyTOUYHEHHSs Ha3Bw),
"dapmakonoriyHi BfactTuBocCTi",
"Oc061MBOCTI 3aCTOCYBaHHSA",
"Mo6iyHi peaxuii” 3rigHo 3

iHchopmaLieto o080 MeanyHOro
3acTocyBaHHsA pethepeHTHOro

nikapcbkoro 3acoby (TepmiH
BBEJEHHS 3MiH - MPOTAroM 3-X
MicALiB Nic/1A 3aTBEPKEHHSA)

3a
peyenmom

UA/13539/01/02

51.

OHATIPIC

Kancynm M'siki
no 100 mr Ne
30 (15x2), Ne
60 (20x3)

CninbHe
YKpaiHCbKO-
icnaHcbke
nignpuemcTs
o "CNEPKO
YKPAIHA"

YKkpaiHa

Ankana ®apwma,
C.N. (BUPOBHWMK
Hepo3acoBaHoro
npoaykty (in bulk);
nepBuHHa Ta
BTOPUHHA
ynakoBka, [103Bis
Ha BUNycK cepii)

Icnanis

BHECEHHS 3MiH 10 peecTpaLinHnX
MaTepianis: 3MiHu | TMny - 3miHa
HalimeHyBaHHS Ta/abo
MiCLLe3Hax0MKEHHS BUPOOHMKaA
roTOBOrO J1iKapCbKOro 3acoby,
BK/IO4AI0UM MicLie NpOBeAEeHHS
KOHTPOIO AKOCTI (BUPOGHMYa
AiNbHWLA BUMYCKY cepil) (3MiHa
MicLle3HaX04KEHHS1 BUPOOHMNYOT
LinbHULi (NEPBUHHE Ta BTOPUHHE
nakyBaHHs, [03Bi/1 HA BUMYCK
cepii), 6e3 3miHN Micus
BMpO6HULITBA (3MiHA Ha3BK

6e3
peyenma

UA/10539/01/01
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Ne Ha3sga nikapcbko20 Popma 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n 3aco6y BUIYCKY BionycKy peecmpayiliHo2o
nocsi0YeHHs
Bynuui) (TepMiH BBEJeHHS 3MiH -
npoTarom 3-x micauis nicns
3aTBEPKEHHS); 3MiHW | Tvny -
3MiHa HalimeHyBaHHs Ta/abo
MiCLie3HaxoMKEeHHS BUPOOHUKa
rOTOBOrO /1iKapCbKOro 3acooby,
BK/IOYAI0UM MicLie NPOBEAEHHS
KOHTPO/I0 SKOCTI (YCi iHLWi
OinbHULI) (3MiHa
MiCL,e3HaX0AKEHHS BUPOGHUYOT
AinbHuui in bulk, 6e3 3miHK MicuA
BMPOGHNLITBA)
52. MNAPALETAMO/ TabneTkm no NAT YkpaiHa NAT "Tanuudapm”, YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHnx 6e3 UA/8334/01/01
200 Mr Ne 10y | "Fanuuchapm Ykpaina; NAT marepianis: peyenma
6nictepax, Ne " "KviBmegnpenapart" 3MiHa YyNOBHOBaXEHOT 0cobu,
20 (10x2) y , YkpaiHa BiAMNOBiAa/IbHOI 3a 3[iNCHEHHS
6nictepax y thapmakoHarnsagy
navi
53. NMEHECTEP® TabneTku, TOB Yecbka TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [0 peecTpauiiiHnX 3a UA/6000/01/01
BKPUTI "3eHTiBa" Pecny6nika Pecny6nika marepianis: peyenmom
0060/10HKOHD, MO 3MiHa y MeTogax BUNpPo6yBaHHSA
5 mr Ne 30 roTOBOrO J1iKapCbKOro 3acoby
(15x2) y (He3HauHa 3MiHa y 3aTBepAXeHUX
6nicTepax MeToAax BUNpobyBaHHS); 3MiHa Y
NepBWHHIlA yNakoBLji roTOBOro
nikapcbKoro 3acoby; 3miHa
napameTpiB cneuudikauin Ta/abo
LONYyCTUMUX MEX NepBUHHOT
yMakoBKM rOTOBOTO NiKapCbKOro
3aco0y (BW/TyYEHHS HE3HAYHOTO
nokasHuka (Hanpvknag,
BWJTyYEHHS 3acTapiforo
NnokKasHuka)
54, MEHTOKCU®ITIH-H | po3uuH gna TOB "HIKO" YkpaiHa TOB "HIKO" YkpaiHa BHECEHHS 3MiH A0 peecTpavlitHmnx 3a UA/14521/01/01
iH'ekuin, 20 MaTepianis: peyenmom
Mr/mMn no 5 mn 3MiHW B iHCTPYKUIT ANA MeANYHOro
B amnyniax Ne 5 3aCTOCyBaHHA
55. MIACKNEAVH® 300 kancynm Ne 15 Nab6opaTtyap ®paHuis BignoBigasibHWii 3a | LUBeliuapisi/ | BHECEHHS 3MiH [0 peecTpauiiHmx 6e3 UA/13173/01/01
(15x1) y EkcnaHcbeHC BUPOBHULTBO ®paHLUifa MaTepianis: peyernma
6nicTepax Hepo3dacoBaHol 3MiHa yNOBHOBaXEHOT 0cobu,

npoaykuii: Tinnotc

BiAnoBiAa/IbHOT 38
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Ne Ha3sga nikapcbko20 Popma 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n 3aco6y BUIYCKY BionycKy peecmpayiliHo2o
nocsi0YeHHs
dapma Arl', hapmakoHarnsg,; cynyTHs 3MiHa:
Lseiuapis; 3MiHa B KOHTaKTHUX JaHnX
BiAnoOBigabHWIA 3a YNOBHOB&XEHOI 0cobu,
MOBHWIA LUMKN BignoBiaanbHoI 3a
BUPOGHULTBA: hapmakoHarnsng,
Nabopatyap
EkcnaHCbeHC,
$paHuis
56. NMPOTEPA TabneTku, AnoTekc IHK. KaHapa AMoTekc IHK. KaHapa BHECEHHS 3MiH 40 peecTpaviliHnX 6e3 UA/12954/01/01
KOHTPO/J1b ractpopesucre marepianis: Jlikapcbki 3acobum. peyernma

HTHI, no 20 mr
Ne 14 (14x1)y
6nictepax B
nauui

BHeceHHs 3MiH(1) Ha Bumory MO3
3rifHO 3 pekoMeHauismu
HaLioOHa/IbHUX KOMMNETEHTHUX
opraHis, MXHapOAHMX
opraHisaviii, perysisaTopHux
areHuil iHWK1X KpaiH micns ouiHKn
HeranHoro 06MexXeHHs LLoA0
6e3nekn, MapkyBaHHs,
XapakTepHoro Ans neBHol
thapmakonoriyHoi Ta/abo
thapmakoTepaneBTUYHOT rpynu,
perynsipHo OHOBMIOBAHOIO 3BITY 3
6e3nekun, nnady ynpas/iiHHA
pv3viKaMu, KOHTPOJTbHUX
3axopis/cneuianbHnX
3060B'A3aHb, 3MiH ANs
BiJOGPaXeHHS KOPOTKOT
XapaKTepUCTUKN NiKapCbKOro
3aco0y Ta iHCTpyKUiT ans
MeJMNYHOr0 3aCTOCYBaHHsA
(BNpoOBamKEHHSA Y3roAKeHuX 3MiH
y 0OpMy/IHOBaHHI, 040 AKUX
3aABHVK HE HAJa€ XOLHUX HOBUX
[oAatkoBux AaHux) (3mMiHU o
IHCTPYKUIT AN18 MeaNYHOro
3aCTOCYBaHHA Y po3Ainu:
"lMoka3aHHA",
"dapmakoTepaneBTuyHa rpyna"
(YyTOUYHEHHA Ha3Bw),
"MpoTmnoka3saHHs", "B3aemogis 3
iHWXMK NiKapCcbkuMmM 3acobamm 1a
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Ne
n/n

Ha3ssa sikapcbKo20
3acoby

Popma
BUMNYCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsi0O4YeHHs

iHWi BMAM B3aEMogiin",
"Oco06/IMBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHsA y nepiog,
BariTHoOCTi abo rogyBaHHs
rpyaar”, "3aaTHicTb BNaMBaTu Ha
LWIBWAKICTb peakuii npy KepyBaHHI
aBTOTPaHCMOPTOM abo iHWUMHN
MexaHismamm”, "Cnoci6
3acTocyBaHHA Ta gosun”, "[Aitn",
"Mepepno3syBaHHA", "MOGIYHI
peakuii” 3rigHo 3 iHchopMaLiieto
LLIOA0 MEeAMYHOro 3aCTOCyBaHHSA
pedhepeHTHOro (TEKTA
KOHTPOI/) nikapcbkoro 3acoby)
(TepMmiH BBEEHHS 3MiH -
npoTsarom 3-x micsyis nicns
3aTBEPIKEHHS)

57.

PABEIMPA30/1
HATPIIO

MOPOLLIOK
(cybeTaHuin) y
nosnieTnneHosn
X nakeTax gns
BMPOOHULITBA
CTEPUSIbHUX Ta
HeCTepuIbHUX
NiKapCbKnx

hopm

[xy6inaHt
[bxeHepikc
Nimiteq

IHAjs

Lbxy6inaHT
[xeHepike NMimites,

IHAjs

BHECEHHS 3MiH 40 peecTpaviiiHnX
mMatepianis: 3MiHu | Tuny - 3miHa
HalilmeHyBaHHs Ta/abo
MiCLie3HaxXOMKEHHS 3aABHMKa
(BnacHuka peectpauinHoro
nocBigYeHHs (3MiHa
HaliMeHyBaHHS Ta
MiCLLe3HaXOKEHHS 3asiBHUKA);
3MiHu | TUny - 3miHa
HalilmeHyBaHHs Ta/abo
MicLie3HaxXoKEHHS BUPOBHUKa
(BKNHOYAKOYM 3a HEOOXiIAHOCTI
MiCLLe NPOBEAEHHS KOHTPO/IO
AKOCTIi) @60 nocTavasibHuka Ad|
a60 [iloy0i pe4oBUHW/BUXiZHOTO
mMaTepiany/peareHTy/npoMixHOro
NPOAyKTY, L0 3aCTOCOBYIOTbCH Y
BMPOOHMLTBI AD| abo pjtouoi
peyoBuHM (3a BiACYTHOCTI
cepTtucpikata BigNoOBIAHOCTI
€Bponelicbkili hapmakonei y
3aTBEepPKEHOMY peecTpaLinHomy
[0CbE) (3MiHA HalMeHyBaHHSI
BUPOGHMKa ADI, 6e3 3MiHK Micus

UA/12925/01/01
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Ne
n/n

Ha3ssa sikapcbKo20
3acoby

Popma
BUMNYCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsi0O4YeHHs

BUPOBHMLITBA)

58.

PAMNIKNAB

TabneTku,
BKPUTI
nNiBKOBOK
0060/10HKOI0, NO
875 mr/125 mr
Ne 21 (3x7) y
6nictepax

Inka
Nab6opatopi3
Nimiteq

IHAjs

Inka Nabopatopis
Nimiteq

IHAjs

BHECEHHS 3MiH 40 peecTpaviiiHnX
marepianis: 3MiHu | Tuny -
Nikapcbki 3acobu. 3miHa 'y
KOPOTKI XapakTepucTuui

nikapcbKoro 3acoby, iHCTpyKL,iT
AN8 MeAMYHOro 3acToCyBaHHS
ab0 MapkyBaHHi ynakoBOK

(noTpebye BHECEHHS BiANOBIAHO

0o iHhopmaui
pechepeHTHOro/opuriHasibHOro
nNikapcbKoro 3acoby 6e3 HafaHHs

XOAHUX HOBUX J0AATKOBUX JAaHUX

3a59BHMKOM) (3MiHM [0 IHCTPYKLUi

ANs MenyHOro 3acTOCyBaHHS y

po3ainu: "fokasaHHs",
"PapmakoTepaneBTuyHa rpyna”
(YyTOUYHEHHA Ha3Bw),
"MpoTunokasaHHs", "B3aemogis 3
HLIUMW NTiKapCbKMMKU 3aco6amu Ta
iHLWi BMAM B3aEMogii",
"Oc061MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHA y nepios
BariTHOCTIi abo rogyBaHHS
rpyaato”, "34aTtHicTb BNMBATU HA
LWBUAKICTb peakLii Npy kepyBaHHi
aBTOTpPaHCNOPTOM abo iHWUMK
mexaHizamamu”, "Cnocio
3acTocyBaHHA Ta go3u”, "fitn",
"Mepepo3yBaHHs", "Mo6IYHI
peakuii” 3rigHo 3 iHdhopmaLiero

00 MEAUYHOTO 3aCTOCYBaHHS

pecepeHTHOro (AYTMEHTUH™
(BD) nikapcbkoro 3aco6y)

3a
peyenmom

UA/0850/01/02

59.

PEBONMAL™

TabneTkn,
BKPUTI
NNiBKOBOI
0060/10HKOI0, NO
25 mr Ne 28
(7x4)y
6nictepax

Hosapric
dapma Al

LLBefiuapis

Brpo6HMUTBO 3a
NOBHWM LIVK/IOM:
"nakco OnepeiilHc
IOK NimiTep,
Benuka bputaHis;
JopatkoBuii
BUPOGHUK ANns

Benuka
BpuTtaHisa/
Icnanis

BHECEHHS 3MiH A0 peecTpaLitHmx
mMaTepianis: 3MiHa 3asiBHVKa

3a
peyenmom

UA/11300/01/01
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Ne Ha3sga nikapcbko20 Popma 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n 3aco6y BUIYCKY BionycKy peecmpayiliHo2o
nocsi0YeHHs
MepBVHHOTO Ta
BTOPUHHOTO
nakyBaHHs Ta
BUNYCK Cepil:
"nakco Bennkom
C.A,, IcnaHis
60. PEBONAA™ Tabnetky, Hosapric LLiseliapis Brpo6HMuTBO 32 Benwuka BHECEHHS 3MiH 40 peecTpavyiiHnX 3a UA/11300/01/02
BKPUTI dapma Al NOBHWM LK/IOM: BputaHisa/ marepianis: 3MiHa 3asBHUKa peuenmom
NNiBKOBOIO "nakco OnepeiwHe IcnaHis
060/10HKOI0, MO IOK Nimiten,
50 mr Ne 14 Benuka BputaHis;
(7x2) y JopnatkoBuii
onictepax BUPOOGHUK Ansi
NEepPBUHHOIO Ta
BTOPUHHOTO
nakyBaHHs Ta
BUMYCK cepil:
"nakco Bensikom
C.A,, IcnaHis
61. | PEMAPOH ONTIM NMOpPOLLOK AN OpioH PiHNAHAA Buvpo6HMK, WO PiHnanpin/ BHECEHHS 3MiH A0 peecTpaLitHnx 6e3 UA/9267/01/01
OpaJIbHOro KopnopeiiwH 3[iICHIOE KOHTPO/Tb IcnaHis MaTepianis: 3aMiHa abo BBeAeHHA | peyenma
PO34MHY MO SIKOCTI | BUMYCK [04aTKOBOT Ai/TbHUL
10,7ry cepii: BMPOGHULITBA [/18 YaCTUHN abo
naketax Ne 20 OpioH BCbOro BMPOGHNYOro npoLecy
KopnopeiiLH, rOTOBOIO JIiKAPCLKOro 3acoby
diHNaHAs; (BinbHMLA ANSA BTOPUHHOIO
Bupo6HMK, LWwo nakyBaHHS) - BBEEHHS
34jicHI0E [04aTKOBOI AiNbHUL
BUPOGHNLTBO, BMPOGHULTBA; 3aMiHa abo
nakyBaHHS i BBEAEHHA [0AATKOBOI AiNbHNL
KOHTPO/1b AKOCTI: BMPOGHMLTBA A1 YaCTUHM abo
OpioH BCbOr0 BMPOGHMYOrO npoLecy
KopnopeiiLH, rOTOBOIO JIiKAPCLKOro 3acoby
OpioH ®apma, (4inbHULA ONA NepPBUHHOIO
PiHNAHAIA; nakyBaHHS) - BBEEHHS

Buvpo6HMK, WO
3[iICHIOE KOHTPO/Tb
AKOCTI:

Oii Megdainns 14,
DIHNAHLIS;
Buvpo6HuK, Lo

[04aTKOBOIT AiNbHUL
BMPOGHULTBA; 3aMiHa abo
BBEAEHHA [0AATKOBOI AiNbHNLL
BMPOGHULITBA /18 YaCTUHN abo
BCbOr0 BMPOGHMYOrO npoLecy
roTOBOrO JIiKApPCbKOro 3acoby
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Ne Ha3sga nikapcbko20 Popma 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n 3aco6y BUIYCKY BionycKy peecmpayiliHo2o
nocsi0YeHHs
3[iiCHIOE (ZinbHMUA, Ha AKIA NPOBOAATLCA
BMPOGHULTBO i 6yab-AKi BUPO6GHUYI cTagii, 3a
nakyBaHHs: BWUHATKOM BUMYCKY CEepii,
Mepk C/, IcnaHis; KOHTPOJt0 SIKOCTi, NEPBUHHOIO Ta
Bupo6HuK, Wwo BTOPVHHOTIO MakKyBaHHS -
34jiicHIoE BBEJleHHA A0AaTKOBOT AiNbHNL
BMPOGHULTBO i BMPOOHULITBA; 3MiHW, LLO
nakyBaHHA: CTOCYHOTbCS BMMNYCKY cepii Ta
ETHoBist OW, KOHTPO/IO SIKOCTi FOTOBOrO
PiHNAHAA,; nikapcbkoro 3acoby (3amiHa abo
BUPOGHMK, LLO [ofaBaHHA BUPOGHWMKa,
34jcHIOE BiANOBifa/ILHOTO 3a BUNYCK cepii)
BUPOBHNLTBO, - BK/IOYAKUN
nakyBaHHs, KOHTPO/b/BUNPOBYBaHHA cepii -
KOHTPO/b AKOCTI Ta BBEAEHHS 00AATKOBOI AiNbHUL
BUMYCK Cepili: BMPOGHMLTBA
AT Peundapm
MapeTc, IcnaHis
62. PECT®YN PO34uH ANs BEPOC NTA Ipeuis BPOC NTA Mpeuis BHECEHHS 3MiH [0 peecTpauiiiHnX 3a UA/7735/01/01
iH'exuin, 100 MaTepianis: peyenmom
Mmr/2 mn B 3MiHW 40 iIHCTPYKUii Ans
amnynax Ne 6 MeJMNYHOr0 3aCTOCYBaHHsA
(6x1), Ne 30
(6x5)
63. PO34YNHHA PIAVHA | pignHay TOB YkpaiHa TOB "ImyHonor" YKkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmx 3a 632/11-300200000
ANnA ANEPreEHiB hnakoHax no "ImyHOMOr™" MaTepianis: peyenmom
4,5 mn Ne 10 3MiHa NapameTpiB cneuwudikadiii
Ta/abo oonycTMUX MeX roToBOro
NiKapcbKoro 3acoby (A40NOBHEHHS
cneyudikauii HOBUM NOKa3HNKOM
3 BiAMNOBIAHUM METOAO0M
BUMPOBYBaHHSA)
64. | CIHMETOH TabneTku, OpraHocuH IHAaiA ontimyc [hkeHepikc IHAin BHECEHHS 3MiH A0 peecTpaLinHnx - UA/10668/01/02
BKPUTI Naiid Niviteq marepianis:
060/10HKOI0, NO CaeHcu3s 3MiHa y MeTofax BUNpo6yBaHHs
750 wmr in bulk MeT. NiT4. roTOBOrO JliKapCbKOro 3acoby
Ne 1000y
nakerax
65. | CIHMETOH TabneTku, OpraHocuH IHaisa OnTimyc xeHepikc IHais BHECEHHS 3MiH 40 peecTpaviliHnX - UA/10668/01/01
BKPUTI Naiicp Nimitepq, MaTepianis:
060/10HKOI0, NO CaeHcus 3MiHa y MeTofax BUNpo6yBaHHs




78

Ne Ha3sga nikapcbko20 Popma 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n 3aco6y BUIYCKY BionycKy peecmpayiliHo2o
nocsi0YeHHs
500 mr in bulk MeT. NiT4. roTOBOTO JliKapCbKOTro 3acoby
Ne 1000 y
nakertax
66. | CIHMETOH TabneTku, OpraHocuH IHAaiA ontimyc [hkeHepikc IHAin BHECEHHS 3MiH A0 peecTpaLinHnx 3a UA/10667/01/02
BKPUTI Naiigp Nimitepq, MaTepianis: peyenmom
060/10HKOI0, NO CaeHcus 3MiHa y MeTofax BUNpo6yBaHHs
750 mr Ne 10, Mer. Jita. rOTOBOTO JiKaPCbKOTrO 3acoby
Ne 100 (10x10)
y 6nictepax
67. | CIHMETOH TabneTku, OpraHocuH IHaisa OnTimyc xeHepikc IHais BHECEHHS 3MiH 40 peecTpaviliHnX 3a UA/10667/01/01
BKPUTI Naiidp Nivitep marepianis: peyenmom
060/10HKOI0, NO CaeHcus 3MiHa y MeTofax BUNpo6yBaHHsA
500 mr Ne 10, MeT. NiT4. roTOBOrO J1iKapCbKOro 3acoby
Ne 100 (10x10)
y 6nictepax
68. | CEOAN-M® Tabnetkn Ne 10 AT Bonrapis BMPOBGHULTBO Bonrapisa BHECEHHS 3MiH [0 peecTpavliiiHnX 3a UA/1908/01/01
(10x1), Ne 20 "Cochapma” Hepo3dacoBaHol MaTepianis: peyenmom
(10x2) y npoAayKuiT, noJiaHHsA OHOB/IEHOTO
6nicTtepax nepBuHHA Ta cepTudikaTa BignosigHocTI EP
BTOPUHHA Ansa goeHobapbitany Big AitoHoro
ynakoska: AT BnpobHmka HARMAN FINOCHEM
"papmaueBTUYHI LIMITED, Ingjs
3aBoau Minse",
Bonrapis; 0o3Bin Ha
BUNyck cepii: AT
"Cogpapma’,
Bonrapis
69. | TENCAPTAH Tabnetkm no 80 | A-p Pepai'c IHais [-p Pepgi'c IHais BHECEHHS 3MiH 0 peecTpauinHnx 3a UA/14589/01/01
mr Ne 10 (10x1) | Nlabopatopic Na6opaTtopic NITg MaTepianis: peyernmom
B GricTepax Nt (BUpo6HMYa BE[EHHS y3arasibHeHUX faHnx

AinbHuuA - 11)

npo cuctemy apmakoHarnsgy,
3MiHa yNOBHOBaXEHOT 0cobu,
BiANOBIAA/ILHOI 3@ 34iiCHEHHSA
hapmakoHarnaay; KOHTakTHOT
0co6u 3 chapmakoHarnsgy
3asBHMKa 415 34iACHEHHS
hapmakoHarnagy B YkpaiHi, AKwo
BOHa BiAMiHHA Bif YNOBHOBa)XXEHOT
ocobu, BiANoBiganbLHOT 3a
3[jiCHEHHS hapmakoHarnsaay
(BK/KOYAOYM KOHTAKTHI AaHi)
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Ne Ha3sga nikapcbko20 Popma 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n 3aco6y BUIYCKY BionycKy peecmpayiliHo2o
nocsi0YeHHs
Ta/abo 3MiHM Y PO3MILLLEHHI
macTep-thaiina cuctemm
hapmakoHarnsgy
70. | TENCAPTAH Tabnetkn no 40 | [A-p Peppi'c IHAaiA [O-p Peppi'c IHAin BHECEHHS 3MiH A0 peecTpaLinHnx 3a UA/14589/01/02
mr Ne 10 (10x1) | Jlabopatopic Na6opaTopic /114 MaTepianis: peyenmom
B 6nicTepax nrp, (BUpo6HMYa BeLleHHS y3araslbHeHNX AaHnX
AinbHuuA - 11) npo cuctemy hapmakoHarnsagy,
3MiHa YNOBHOBaXXEHOT 0cobu,
BiANOBIAA/IbHOT 3a 34iACHEHHS
hapmakoHarnsfy; KOHTakTHoOT
0co6u 3 chapmakoHarnsagy
3asBHVKa ANs1 34iCHEHHSA
hapmakoHarnsgy B YKpaiHi, akw,o
BOHa BigMiHHA Bif YNOBHOBaXXEHOI
oco6u, BiANoBiganbLHOT 3a
3[jiCHEHHS hapmakoHarnsaay
(BKNHOYAKOUM KOHTAKTHI AaHi)
Ta/abo 3MiHM Y PO3MILLLEHHI
macTep-gpaiina cuctemu
hapmakoHarnsgy
71. | TIOOAPOH® Tabnetkn Ne 30 NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLinHnX 3a UA/6326/01/01
(10x3), Ne 60 "Tannuchapm "KniBmegnpenapat” MaTepianis: peyenmom
(10x6) y " , Ykpaina; MAT 3MiHa YyNOBHOBaXeEHOT 0cobu,
6nicTepax B "Tannudpapm”, BiAMNOBIA&/ILHOT 3a 34iICHEHHS
navuj YkpaiHa chapmakoHarnsaay
72. TIOTPNA3OJIH® TabneTkm no MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHnX 3a UA/5819/01/01
100 mr Ne 30 "Kuismegnpe "Knismegnpenapat” marepianis: peyernmom
(10x3), Ne 50 napat" 3MiHW B IHCTPYKUIT ANA MeANYHOro
(10x5) y 3aCTOCYBaHHS B p.
6nictepax y "MpoTtunokasaHHs". TepmiH
naui BBefEeHHA 3MiH NPOTArom 3-x
micauis
73. | TIOTPUA3O/IH® TabneTkM no NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHnX 3a UA/5819/01/02
200 mr Ne 30 "Kuismegnpe "Kuismegnpenapat” marepianis: peuyenmom
(10x3), Ne 90 napat" 3MiHW B iHCTPYKUIT ANS1 MegnyHOro
(10x9), Ne 90 3aCTOCYBaHHSA B p.
(15x6) y "MpoTtunokasaHHA". TepMiH
6nictepax y BBEeAEHHA 3MiH NPOTArom 3-x
nayi micAauis
74. | TPAHKBINAP® IC TabneTkm no ToBapucTBo YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaviliHnX 6e3 UA/8851/01/01
0,31 Ne 20 3 00[aTKoBOH Marepianis: peyenma
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Ne Ha3sga nikapcbko20 Popma 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n 3aco6y BUIYCKY BionycKy peecmpayiliHo2o
nocsi0YeHHs
(10x2) y [0[aTKOBO BifNOBiAa/IbHICTIO 3MiHa po3Mmipy cepii roToBoro
6nictepax BignoBigasib "IHTEPXIM" nikapcbKoro 3acoby
HicTIO
"IHTEPXIM"
75. | TPUBUMUH® NOHI | TabneTkn TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHnx 3a UA/12303/01/01
MpPOJIOHroBaHoOl "Mikpoxim" "Mikpoxim" marepianis: peyernmom
4ii no 500 mr 3MiHa y MeToax BUnNpo6yBaHHs
Ne 28 B 6aHKax rOTOBOrO J1iKapCbKOro 3acoby
76. | TPUBNNUH® NNOHI | Tabnetku TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH A0 peecTpavlitHmnx 3a UA/12303/01/02
NpPOJIOHroBaHol "Mikpoxim" "Mikpoxim" MaTepianis: peyenmom
Aii no 750 mr 3MiHa y MeTofax BUNpo6yBaHHs
Ne 28 B 6aHKax roTOBOrO JIiKApPCbKOro 3acoby
77. | TPUBUNNUH® JIOHI | Tabnetkn TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH 40 peecTpaviiiHnX 3a UA/12303/01/03
NPO/IOHrOBaHOT "Mikpoxim" "Mikpoxim" MaTepianis: peyenmom
4ii no 1000 mr 3MiHa y MeToax BUNpo6yBaHHs
Ne 28 B 6aHKax rOTOBOrO J1iKapCbKOro 3acoby
78. | TYTIHA po34nH Ana Tynin Na6 IHAaiA Aypob6iHgo ®apma IHAia BHECEHHS 3MiH A0 peecTpaLitHnx 3a UA/8117/01/01
iH'ekuiin, 100 MpaiiBiT Nimiteq, - FOHIT IV marepianis: peyenmom
Mr/mano 5 mn Nimitepg, 3MiHa y MeTogax BUNpobyBaHHSA
B amnynax Ne 5 rOTOBOrO J1iKapCbKOro 3acoby
79. YBICTE3NH ®OPTE | po3uuH ana 3M HimeuunHa 3M [oiunaHg, HimeuunHa BHECEHHS 3MiH [0 peecTpavliiiHnX 3a UA/10196/01/02
iH'ekyii no 1,7 LoiiunaHg rvm6X marepianis: peuenmom
My rm6X nofaHHA HOBOroO cepTudikaTa
KapTpumxax Ne BiAMOBIAHOCTI €BpONENiCHKIi
50 thapmakonei gnsa A®I Big, HOBUX
BMPOOHWUKIB; 3MiHN Y MeToAax
BUMPOBYBaHHSA FOTOBOro
NikapcbKoro 3acoby (iHwWi 3mMiHn y
MeToAax BUnpobyBaHb
(BK/TrOYaOUM 3amiHy abo
[JONOBHEHHS); BU/TYYEHHS MeTOoaY
BMNPOGYBaHHS, SKLO BXe
3aTBEPAXKEHO aNlbTEepPHATUBHWIA
MeTo/,; 3MiHa napameTpis
cneuncpikauii Ta/abo gonyctummnx
MEX rOTOBOr0 J1iKapCbKOro 3acoby
80. | PACMIK rpaHynu ans 3am60H ITanisa 3aM60H LBeliyapis BHECEHHS 3MiH 40 peecTpaviiHnX 3a UA/5138/01/02
opasibHOro C.N.A. CeiTuepnaHg N14. MaTepianis: peyernmom
pOo3uuvHy 3 nogaHHsa Hosoro CEP gna A®l Big,
abprKocoBrM HOBOro BUPOGHMKa

cMakom no 600
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Ne Ha3sga nikapcbko20 Popma 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n 3aco6y BUIYCKY BionycKy peecmpayiliHo2o
nocsi0O4YeHHs
Mrno 3r
rpaHyn y naketi
Ne 12
cnapeHux
nakeTiB y
KapTOHHIW
navuj
81. | PACHMIK rpaHynu ans 3am60oH ITanis 3am60oH Lseliuapis BHECEHHS 3MiH 40 peecTpaviiiHnX 3a UA/5139/01/02
OopasibHOro C.N.A. CeiTuepnaHg N14. MaTepianis: peyenmom
pPO34urHYy 3 nogaHHsa Hosoro CEP gna A®l Bsig
M'ATHO- HOBOro BUPOGHYMKa
raHycoBsvM
cmakom no 600
Mrno 31
rpaHyn y naketi
Ne 12
cnapeHux
naketiB y
KapTOHHIW
nayui
82. | X/10PO®INIOT cnpei no 15 ToBapucTeo YkpaiHa ToBapucTeo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLinHnX 6e3 UA/1556/03/01
MYy 3 06MEXEeHOo MaTepianis: peyenma
KOHTeHepax 06MEeXeHoH BiANOBi4asIbHICTIO 3MiHa nocTavasibHuKa
Ne 1y nauui BiAnosigasib "[locniaHwii 3aBop, nakyBa/IbHNX MaTepiasiiB abo
HicTI0 "THUNC", YKpaiHa; KOMMNIEKTYIOUMX; CYNYyTHA 3MiHa:
"NocnigHwin ToBapucTso 3 3MiHa y NepPBUHHII ynakoBLi
3aBof, 06MEeXeHo roTOBOrO /liKapCbKOro 3acoby -
"rHUAC! BiANOBIJ&/bHICTIO BBOAMTLCA AOAATKOBUIA BUPOBHMK
"PapmaLieBTnyHa NnepBUHHOI YNaKoBKU —
KOMMaHis KOHTelHepa 3i ckna no 15 mn, 3i
"3popos'a”, 3MIHOM SIKICHOTO Ta KiJIbKICHOro
YkpaiHa cknagy KOHTelHepy; 3MiHa Ha3Bwu
3aTBEP)KEHOr0 BUPOOHMKA
NepBUHHOI yNakoBKu
83. | Xnopooininty eKCTpakT MAT YkpaiHa MAT "lrannudapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaviiHnX - UA/9744/01/01
EKCTPAKT FYCTUIA | rycTuii "ranuudapm marepianis:
(cybeTaHuis) y " 3MiHa y MeToax Bunpo6yBaHHs
604Kax A®I abo gitoyoi peyoBuHn abo
noniMepHmx BUXiQHOro/NPOMidKHOTO
ans npoayKTy/peareHTy, Wo
BMPOGHULITBA BMKOPWUCTOBYETLCSA Y NPOLECI
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Ne Ha3sga nikapcbko20 Popma 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n 3aco6y BUIYCKY BionycKy peecmpayiliHo2o
nocsi0YeHHs
HecTepuIbHUX BMpo6HULUTBa A®I abo aitoyoi
NiKapCbKNX peyoBUHM
dhopm
84. LLEE®PMNOTEK® 200 TabneTku, HOBEN TypeudnHa HOBE/ INAY TypeuunHa BHECEHHS 3MiH A0 peecTpaLinHnx 3a UA/10429/01/01
BKPUTI INAY CAHAT CAHAI BE maTepiasis: 3MiHV B IHCTPYKLii N8 | peuenmom
060/10HKOI0, NO BE TIOXAPET A.LL. MeANYHOro 3aCToCyBaHHSA y
200 mr Ne 10 TIOIKAPET po3ginu: "MokasaHHA",
(5x2), Ne 14 A.LL. "®apmakonoriyHi BNacTmeocTi",
(7x2), Ne 20 "MpoTunokasaHHs", "B3aemogis 3
(5x4)y HLIUMW NTiKapCbKMMKU 3acobamu Ta
6nictepax iHLi BUAW B3aEMOogiit",
"Oco61MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHsA y nepiog
BariTHOCTi abo rogyBaHHsA
rpyaato”, "34aTtHicTb BNMBATU HAa
LWBWAKICTb peakuii npy KepyBaHHi
aBTOTPaHCNoOpPTOM a6o iHWnMK
mMexaHiamamu", "Cnocib
3acTocyBaHHs Ta go3n", "Oitn",
"Mepepno3yBaHHs", "Mo6IYHI
peaku,ji" 3rigHo 3 iHdhopmauiero
LLOA0 MEeLMYHOro 3aCTOCyBaHHS
pedepeHTHOro nikapcbkoro
3acoby. TepmiH BBe,EHHS -
npoTArom 3-x Micsuis nicns
3aTBEPKEHHS.
85. LE®PTPUAKCOH MopoLLOK ANA AT "Nekxim- YkpaiHa Ksiny KuTaii BHECEHHS 3MiH A0 peecTpaLitHmx - UA/13156/01/01
po34nHy ans Xapkis" PapmaueyTikan marepianis: 3MiHu | Tuny - 3MiHun 3
iH'ekyiinolr Ko., Nitg SKOCTi. OoTOBWIA NliKapCbKUiA 3aci6.

in bulk Ne 50 y
dhnakoHax

CT1abinbHiCcTb. 3MiHa y TepMiHax
npuaatHocTi abo ymoBax
36epiraHHs roTOBOr0 NiKapCbKoro
3aco0y (36ibLlUeHHA TepPMiHY
NpUAATHOCTI FOTOBOrO NiKapCbKoro
3aco0y) - [1ns Toprosoi ynakoBku
(niaTBEPOXYETHCA AaHUMU
peasibHOro yacy) (36inbLeHHs
TepmiHy npugatHocTi N3 (3 2,5
pOKiB 10 3-X POKIB) HA OCHOBI
npoBeAeHNX BUNPO6yBaHb
cTabiNbHOCTI
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Ne Ha3sga nikapcbko20 Popma 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n 3aco6y BUIYCKY BiOnycKy peecmpayitiHo20
noceioYeHHs1

86. LE®TPUAKCOH NopoLUOK ANA AT "Jlekxim- YkpaiHa AT "Nlekxim-Xapkis" YkpaiHa BHECEHHS 3MiH 40 peecTpaviliHnX 3a UA/13240/01/01

po34nHy ans Xapkis" mMaTepianis: 3miHu | Tuny - 3miHNn 3 | peyenmom

iH'ekuinno 1,0 r aKocTi. FoToBWIA Nikapcbkuii 3aci6.

y dhnakoHax Ne CTabinbHicTb. 3MiHa y TepMiHax

1,Ne 5, Ne 50y npuaaTHocTi abo ymoBax

nauui 3 36epiraHHs rOTOBOrO J1iKapCbKOro

KapToHy 3aco0y (36ibLIEHHS TEPMIHY

(nakyBaHHs i3 NpVAaTHOCTI FOTOBOIO J1iKApCbKOro

dhopmu in bulk 3aco6y) - 1na Toprosoi ynakoBku

ipmu- (nigTBEPOXYETLCA AaHUMU

BMpOo6HUKa Qilu peasnbHOro yacy) (36inbLueHHA

Pharmaceutical TepMmiHy npugaTHocTi N3 (32,5

Co., Ltd, POKy A0 3-X pokiB) (3 gatu

Kutaid) BUpo6HUUTBa dhopmu in bulk) Ha

OCHOBI MpoBeAeHNX BUNpobyBaHb
cTabisIbHOCTi

87. LUVUBOPAT-OPTAH Kpanni o4Hi no NAT YkpaiHa MAT "®itodapm” YkpaiHa BHECEHHS 3MiH 40 peecTpaviliHnX 3a UA/0760/01/01

10mny "®itodpapm” MaTepianis: peyenmom

hnakoHax 3amiHa B1Upob6Huka AdI

B.o. HaYanbHUKa YnpasniHHA dpapMmaueBTUYHOT
OIANBHOCTI Ta AKOCTiI (papmaveBTUYHOT NPOAYKLiT

T.M. IacKoBCbKUn
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