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MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
06.04.2016 Ne 320
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. BimMOBUTH Yy [ep>KaBHiM peecTpallii/riepepeecTpaljii Ta BHECEHHI 3MiH [0
peecTpaliiHuX MarepiasiiB Ta [lep)kaBHOTO PeeCTPYy JIiKapChbKUX 3aco0iB YKpaiHu
JKapCcbKUX 3aco0iB 3rifiHO 3 epetikoM (foaTok 4).

KOHTpOJ’IB 3d BUKOHAHHSM LbOI'O HAKA3Yy 3d/IMIIAaI0 3d coboto.

MiHicTp O. KBITAIIBIJII



NMEPENIK

Aopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn
06.04.2016 Ne 320

3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONONYHUX NPEMAPATIB), SKI
BHOCATbLCA A0 AEPXXABHOI'O PEECTPY JIKAPCbKUNX 3ACOBIB YKPAIHA

Ne Ha3ssa dopma BuUnyCcKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayiti Ymosu Peknamys Howmep
n/n JliKapCbKO20 Ha Bionycky aHHs peecmpayiliHo2
3acoby npoyeadypa 0 NocBi04YeHHs
1. ANbUMEPAT pO34unH N8 iH ekyiin 250 AT "Nekxim- Ykpaina AT "Nekxim-XapkiB" YkpaiHa peecTpauis 3a He UA/15056/01/01
mr/mMn no 4 mn B amnyni, no Xapkis" Ha 5 pokis peyenmom niossieae
5, 10 a6o 100 amnyn B
nayui, a6o no 5 amnyn B
6nictepi, no 1 abo 2
6nictepun y nayui
2. AMNCUBUNH TabneTkn, BKpUTI NNIBKOBOIO O-p Pepgj'c IHaisa O-p Peapni'c IHaisa peecTpauis 3a He UA/15095/01/01
060/10HKOH0, Mo 150 mr Ne NabopaTopic Na6opartopic Nita Ha 5 pokiB peyernmom nionsizae
10 (10x1) y 6nicTepi Nitp (BupobHuunii Bigain - 7)
3. ANCVBWH TabneTku, BKpUTI nniskosow | [-p Peaai'c IHais [O-p Peppi'c IHAiA peecTpauis 3a He UA/15095/01/02
060/10HKOH0, M0 500 Mr Ne Nlabopatopic Na6opartopic /itg Ha 5 pokiB peyenmom nionsizae
10 (10x1) y 6nictepi Nt (Brpo6Hn4min Bigain - 7)
4. BAKUWHA ANSA | cycneHsia ana CaHoi ®paHuis CaHodi Mactep ®paHuin peecTpauis 3a He UA/15098/01/01
MPO®DINAKTUK | nepopasnbHOro Mactep C.A. Ha 5 pokiB peyernmom nionsizae
n 3acTocyBaHHsA no 20 fo3 (2
noniomMienITy, | mn)y cnakoHax Ne 10 B
MEPOPAJIbHA, | KapTOHHI kopobui 3
BIBAJIEHTHA, 6aratof030B0H0
TUNIB1TA3 KpanenbHMUEeH y KOMM/IEKTI
5. BA/IbMPOAT Tab1eTkM NPONOHIoBaHOT Ail TeBa I3painb Mepkne M'm6X HimeuunHa peecTpauis 3a He UA/15091/01/01
300-TEBA no 300 mr Ne 60 (10x6), Ne dapmaueBTi (Brpo6HULTBO Ha 5 pokiB peyernmom nionsizae
100 (10x10) y 6nictepax Kan Hepo3dacoBaHOro
IHpacTpi3 NpoayKTy, [O3BIN Ha
nra. BUMNYCK cepil; MNepBrHHA
Ta BTOPVHHA YNakoBKa,
KOHTPO/b cepii)
6. BANBMNPOAT Tab/1eTKM NPONOHTOBaHOT Ail TeBa I3painb Mepkie T'm6X HimeuunHa peecTpauis 3a He UA/15091/01/02
500 - TEBA no 500 mr Ne 60 (10x6), Ne dapmaueBTi (Bnpo6HUUTBO Ha 5 poki peyernmom nionsizae
100 (10x10) y 6nicTtepax Kan Hepo3ghacoBaHoro
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Ne Hassa dopma BUMNyCKY 3asisBHUK KpaiHa Bupo6Huk Kpaina Peecmpayiti Ymosu Peknamys Howmep
n/n JliKapcbKo20 Ha Bionycky aHHs peecmpayiliHo2
3acoby npoyeadypa 0 NocBi0YeHHs
IHoacTpi3 NPOAYKTY, 0,03BIN HA
nrpa,. BUNYyCK cepii; MepBrHHA
Ta BTOPVHHA yNakoBKa,
KOHTPOb cepii)
7. FEMUNTABIH MOPOLLOK A1 PO3YMHY Ansi Amakca Benuka ceptucpikayis Ta Bunyck | HimeuyumHa/ peecTpauis 3a He UA/15059/01/01
AMAKCA iHdpy3ili no 1000 mr y dapmva NT[, BpuTaHis cepii: ITans Ha 5 pokiB peuyerimom | nidns2ae
chnakoHi Ne 1 AkBiga 'm6X,
HimeuunHa;
BUPOGHULTBO in bulk,
nepBUHHE NakyBaHHS,
KOHTPO/b cepil:
AxTasic ITania C.n.A.,
ITanis;
BTOPWHHE MaKyBaHHS:
Komdpacc M'v6X,
HimeuunHa
8. FrEMUNTABIH MOPOLLOK AN PO3UMHY AN Amakca Benuka cepTudikauia Ta Bunyck | HimeuunHa/ peecTpauis 3a He UA/15059/01/02
AMAKCA iHdhy3ili no 200 mry dapma NT[, BpuTaHis cepii: ITans Ha 5 pokiB peyernmom nionsizae
chnakoHi Ne 1 AkBiga M'm6X,
HimeyunHa;
BUPOGHULTBO in bulk,
NnepBUHHE NakyBaHHS,
KOHTPO/1b cepii:
AkTasic ITania C.n.A.,
ITanis;
BTOPWHHE MaKyBaHHS:
Komdpacc M'm6X,
HimeyuunHa
9. FIANTYPOHIAA3 | nopowok (cybecTaHuis) B TOB "TK YkpaiHa LWaHxali MiH3uMm Kutan peecTpauis - He UA/15077/01/01
A NJacTUKOBMX NakeTax Asis "ABpopa" BiocaeHcis JlTa,. Ha 5 pokiB nionsizae
hapmaneBTUYHOro
3aCTOCYBaHHS
10. | TENAPUH nopoLuokK (cybcTaHLis) y ToBapucTBo Ykpaina AnTai JoHrueHr KuTali peecTpauis - He UA/15079/01/01
HATPIIO NoABINHMX NONIETUIEHOBUX 3 Biokemikans Ko., ita,. Ha 5 pokiB niosnsieae
naketax ans 06MEXEHOH
thapmavneBTUYHOTO BignoBigasib
3aCTOCYBaHHS HICTIO
"®apmaueBT
nyHa
KOMMaHis
"3popos's”
11. | AE3NOPATAAN | nopowok (cybcTaHuisn) y ToBapucTBo Ykpaina KAOINA IHAais peecTpauis - He UA/15080/01/01




5

KOHTPOJIO AKOCTI:
KeTeneHT ®apma
ContowHs, INC, CLUA;
MepBUHHE Ta BTOPUHHE
nakyBaHHs:
MekemXiHr
KoopgiHatopc, IHk. JI/1C,
CLUA;
MepBUHHE Ta BTOPUHHE
nakyBaHHs,
BMNPOOYBaHHSA
KOHTPOJIHO SIKOCTi:
AHgepcoH BpekoH (KOK)
NimiTeq, Benuka
BpuTaHis;
BunpobyBaHHs
cTabinbHoCTI:
KeTeneHT ®apma
ContowHs, INC, CLUA;
BunpobyBaHHs

Mikpo6ionoriyHoT
4yncToTK:
IHTEpHeLUHN
Na6opatopi Cepsicis
NimiTen, Benvka

BpuTtaHis;

Ne Hassa dopma BUMNyCKY 3asisBHUK KpaiHa Bupo6Huk Kpaina Peecmpayiti Ymosu Peknamys Howmep
n/n JliKapcbKo20 Ha Bionycky aHHs peecmpayiliHo2
3acoby npoyeadypa 0 NocBi0YeHHs
H NoABIAHUX MONIETUTIEHOBKX 3 SAPMAC HOTIKAN3 Ha 5 pokiB nionsizae
naketax oJsis 06MEXEHOH JIMITEL
thapmau,eBTUYHOTO Bignosifasib
3acToCyBaHHA HiCTIO
"papmaueBT
nyHa
KOMNaHis
"3p0poB's"
12. | AOTA NopoLLOoK (cybecTaHuis) y MAT YkpaiHa CioHk PapmacbloTrKanc IHaisa peecTpauis - He UA/15060/01/01
MiLLKax nonieTnneHoBmx "dapmax” Met. NitA,. Ha 5 poki nionsizae
ons chapmaueBTUYHOIo
3aCTOCYBaHHA
13. | ECBPIET kancynm no 267 mr Ne 270y | d.XodhchmaHn | Lseiuapis Bupo6HuuTBO cuwA/ peecTpauis 3a He UA/15073/01/01
naswui Ne 1 H-J19 Pow Hepo3dacoBaHol Benuka Ha 5 pokiB peyenmom nionsizae
nrtp NPoAYKL;i, BputaHisa/
BMNPOOYBaHHS LLiseliapis
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Ne Hassa dopma BUMNyCKY 3asisBHUK KpaiHa Bupo6Huk Kpaina Peecmpayiti Ymosu Peknamys Howmep
n/n JliKapcbKo20 Ha Bionycky aHHs peecmpayiliHo2
3acoby npoyeadypa 0 NocBi0YeHHs
Bunyck cepii:
®.XothdpmaHH-/19 Pow
N1a, Wseiuapis
14. | 130ANBYT® MiKpOKpUCTaniyHuiA MAT Ykpaina MAT "®dapmak” YkpaiHa peecTpauis - He UA/15061/01/01
MOpOLLOK (cybCcTaHuis) y "dbapmak" Ha 5 pokiB nionsizae
nakeTax noABiliHNX
nonieTuneHoBmx Anas
thapmaueBTUYHOTO
3aCTOCYBaHHS
15. | IBOHIA3U], Tabnetkn no 100 mr Ne 30 Makneogac IHaisa Makneogac IHaisa peecTpauis 3a He UA/15099/01/01
(10x3), N2 90 (10x9), Ne 100 | dapmacbioT dapmacbloTUkanc Ha 5 pokiB peuyenmom | nidns2ae
(10x10), Ne 84 (28x3), Ne nkasc Niviteq
672 (28x24) y 6nictepax; Ne Nimitepq,
1000 y nonieTnneHoBnx
nakerax
16. IBOHIA3UA, Tabnetkn no 300 mr Ne 30 Makneopgc IHAis Makneopac IHAjs peecTpauis 3a He UA/15099/01/02
(10x3), N2 90 (10x9), Ne 100 | dapmacbioT dapmacbloTUKanc Ha 5 pokiB peyernmom niosnsieae
(10x10), Ne 84 (28x3), Ne nkasc Niviteq,
672 (28x24) y 6nictepax; Ne NimiTeq
1000 y nonieTnneHoBmnx
naketax
17. | KANIKO KpuCTanivyHnii nopoLok abo ToBapucTBo YkpaiHa BACA ®APMAKEM IHAiA peecTpauis - He UA/15085/01/01
XnorPupg Kpuctasm (cybcTaHuis) y 3 MBT. NTA. Ha 5 pokiB nionsizae
nonieTuneHoBMX nakeTax 06MeXeHot0
ons chapmaueBTUYHOro Bignosigasib
3aCcToCyBaHHA HICTIO
"PapmaueBT
nyHa
KOMMaHis
"3p0poB's"
18. | NA3VH TabneTku, BKpUTI nniBkoBoto | FeTepo /1a63 IHaisA eTepo 1a63 Nimites IHaisa peecTpauis 6e3 nionsizae UA/15063/01/01
060/10HKOI0, M0 5 Mr Ne 10 Nimitep, Ha 5 pokiB peyernma
(10x1), Ne 30 (10x3) y
6nictepax
19. | NINOAEMIH Tabnetku, BKpUTI nniBkosoto | NMPOPAPMA ManbTa AxTtasic JiTg, ManbTta peecTpauis 3a He UA/13501/01/03
060/10HKO0, 40 Mr Ne 30 IHTEepHeLWwHN Ha 5 pokiB peyenmom nionsizae
(10x3) y 6nicTepax TpenanHr
JNimiTeq,
20. | MENbAOOHIN nopoLuokK (cybcTaHLis) y MAT Ykpaina MAT "dapmak” YkpaiHa peecTpauis - He UA/15074/01/01
nakeTax noABiNHMX "dapmak" Ha 5 pokiB niosnsieae

nonieTUIeHOBUX Ans
thapmaLeBTUYHOTO
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Ne Hassa dopma BUMNyCKY 3asisBHUK KpaiHa Bupo6Huk Kpaina Peecmpayiti Ymosu Peknamys Howmep
n/n JliKapcbKo20 Ha Bionycky aHHs peecmpayiliHo2
3acoby npoyeadypa 0 NocBi0YeHHs
3aCTOCYBaHHS
21. MEPOMNEHEM nopoLok (cy6cTaHuis) y Yemo Icnanis WKEL3AH L3I0YXXOY KuTaiicbka peecTpauis - He UA/15087/01/01
ANs IH'EKLIN atoMiHiEBMX 6asioHax ans 16epika, C.A. PAPMACBIOTIKAN HapogHa Ha 5 pokiB niossieae
hapmaLeBTUYHOro KO., NTA. Pecny6nika
3aCTOCYBaHHS
22. | MOKCO®T 400 | TabneTtku, BKpUTI M/1iBKOBOIO Anemo6ik IHais MCH Jla6opartopic MB.T. IHais peecTpauis 3a He UA/15096/01/01
060/10HKO0, No 400 mr Ne Papmac'toTik nra. Ha 5 pokiB peyernmom nionsizae
15 (5x3) y 6nicTepi esnc Jlimiteq
23. | MOMETA3OHY | nopoluok (cybctaHuis) y XoBioH Moptyrania | XosioH ®apmaCbeHcia Moptyranis peecTpauis - He UA/15088/01/01
DYPOAT nonieTUIEHOBUX NSALLKaX dapmaCbeH CA Ha 5 pokis niossieae
Ta Milkax ans cia CA
hapmaLeBTUYHOro
3aCTOCYBaHHS
24. | MYKANTUH nopoLok (cybcTaHuis) y ToBapucTBo YkpaiHa ToBapucTBo 3 YkpaiHa peecTpauis - He UA/15084/01/01
(EKCTPAKT naketax 3 nnisku 3 06MexeHo Ha 5 pokiB nionsizae
ANTEI nonieTueHoBoI Ans 06MEXEHOH BiAnNoBiAa/IbHICTIO
NIKAPCBKOI) hapmaueBTUYHOTO Bignosiganb "®apmaveBTnyHa
3acTocyBaHHs HiCTIO KomMnaHisa "3popos'a”
"PapmaueBT
nyHa
KOMMaHis
"3p0poB's"
25. | HATPIIO KpucTaniuHWin NOpPoLLOK ToBapucTso YkpaiHa BecTt beHran Kemikan IHAaiA peecTpauis - He UA/15083/01/01
LUUTPAT (cy6eTaHuin) y 3 IHpacTpi3 NTa,. Ha 5 pokiB nionsizae
nonieTUIEHOBNX NakeTax obMexeHot
ons chapmaueBTUYHOro BignoBigasib
3acToCyBaHHs HiCTIO
"PapmaueBT
nyHa
KOMMaHis
"3popos'a”
26. | HILEProniH nopoLuokK (cybcTaHLis) y BE3 Xopsaris TEBA Yex IHgacTpi3 Yecbka peecTpauis - He UA/15078/01/01
nonieTWIeHOBNX nakeTax dPapmaxem c.p.o. Pecny6nika Ha 5 pokiB nionsieae
Ana apmavesTUyHoro [.0.0.
3aCTOCYBaHHS
27. | oniga M AT pignHa (cybcTaHuis) y ToBapucTBo YkpaiHa DOPEV+/IAY TM6X HimeuunHa peecTpauis - He UA/15086/01/01
NEPLEBOI, cTanesux bapabaHax ans 3 Ha 5 pokiB nionsizae
noaBIAHOI thapmaLleBTUYHOrO 06MEXEHOH
PEKTU®DIKALIT | sacTocyBaHHs BiAnoBiganb
HiCTIO
"PapmaueBT

nyHa
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Ne Hassa dopma BUMNyCKY 3asisBHUK KpaiHa Bupo6Huk Kpaina Peecmpayiti Ymosu Peknamys Howmep
n/n JliKapcbKo20 Ha Bionycky aHHs peecmpayiliHo2
3acoby npoyeadypa 0 NocBi0YeHHs
KOMMaHis
"3popos's"
28. | NPABA®EH Kancynu teepgai, 40 mr/160 TOB "PIK- Ykpaina C.M.B. TexHonomxi CA Benbrisa peecTpauis 3a He UA/15014/01/01
Mr y donakoHax Ne 30 PAPM" Ha 5 pokis peyernmom nionsizae
29. PUUNHOBA onis (cybcTaHUis) y 6oukax MNAT YKpaiHa MAT "Tannucpapm” YkpaiHa peecTpauis - He UA/15092/01/01
onida noniMmepHuX ans "Tannudhapm Ha 5 pokiB nionsizae
hapmaLeBTUYHOro "
3aCTOCYBaHHS
30. | CYMATPUNTA NopoLLOoK (cybecTaHuis) y ToBapucTBo YkpaiHa Mopyc NTabopatopi3 MeT IHais peecTpauis - He UA/15075/01/01
HY CYKUMHAT | noAsifiHUX nonieTuneHoBmx 3 nra. Ha 5 pokis niossieae
nakeTax ans o6MexeHo
thapmaL,eBTUYHOTO BignoBigasb
3aCTOCYyBaHHSA HiCTIO
"®apmauesT
nyHa
KOMMaHis
"3popos's”
31. | TEPMOIMNCUCA | nopoLlok (cybecTaHuis) y TOB YkpaiHa TOB "XAPMC" Pocilicbka peecTpauis - He UA/15066/01/01
EKCTPAKT NoABIiHNX NOMIETUIEHOBMX "Cymucpitodp depepauis Ha 5 pokiB nionsizae
CYXVIA naketax s apmaujis”
dhapman,eBTUHHOTo
3aCTOCYBaHHS
32. | TIAPA TPIO® TabneTkn, BKPUTI NIBKOBOKO MpAT YkpaiHa MpAT "®apmateBTnyHa YkpaiHa peecTpauis 3a He UA/15069/01/01
06010HKO0, Mo 10 mr/12,5 "papmaueBT ipma "OapHuya” Ha 5 pokiB peyernmom nionsizae
mr/160 Mr Ne 14 (7x2), Ne 28 | wnyHa dhipma
(7x4), Ne 35 (7x5) y "fapHuua®
KOHTYPHUX YapyHKOBUX
ynakoBKax B mayi
33. | TIAPA TPIO® Tab1eTkW, BKPUTI NIBKOBOK MpAT YkpaiHa MpAT "®apmaueBTUYHa YkpaiHa peecTpauis 3a He UA/15070/01/01
060/10HKO0, N0 5 Mr/12,5 "papmaueBT thipma "OapHuuya” Ha 5 pokiB peyernmom nionsizae
Mr/160 mr Ne 14 (7x2), Ne 28 | wnyHa dhipma
(7x4), Ne 35 (7x5) y "fapHuua”
KOHTYPHUX YapyHKOBMX
ynakoBkax B naydli
34. | TIBOPE/Nb pO34MH ANns iHdysiii no 100 TOB "tOpis- YkpaiHa TOB "tOpia-Papm” YkpaiHa peecTpauis 3a He UA/15067/01/01
My nasikax Ne 1 $apm" Ha 5 pokiB peyenmom nionsizae
35. | POCPOMIUMH | nopoluok (cybecTaHuis) y IHTEpKiM, Mekcuka IHTepkim, C.A., ge C.B. Mekcuka peecTpauis - He UA/15081/01/01
Yy nopgiiHux nonietuneHosnx | C.A., ge C.B. Ha 5 pokiB nionsizae
TPOMETAMOI/J1 | naketax asis
hapMaueBTUUYHOIO
3aCTOCYBaHHS
36. | XOHAPOITUH nopoLoK (cybcTanuis) y NAT YkpaiHa Bioi6epika C.A. Icnanis peecTpau;s - He UA/15094/01/01
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Ne Hassa dopma BUMNyCKY 3asisBHUK KpaiHa Bupo6Huk Kpaina Peecmpayiti Ymosu Peknamys Howmep
n/n JliKapcbKo20 Ha Bionycky aHHs peecmpayitiHo2
3acoby npoyeadypa 0 NocBi0YeHHs
CYNb®AT NoABINHMX NakeTax 3 "®itocpapm" Ha 5 pokiB nionsizae
HATPIHO nonieTuneny Ans
hapmaueBTUYHOTO
BMKOPUCTaHHSA

B.o. HauanbHuKa YnpaBniHHA hapmaleBTUYHOI
OIANBbHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT

T.M. JIackoBCbKUM




MEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOIN4YHUX MPEMNAPATIB), AKI BHOCATbLCA A0
AEPXXABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHUN

Aopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

06.04.2016 Ne 320

nakyBa/lbHUX MaTepiasiB
ab0 KOMNNEKTYUNX (AKLWOo
3a3Ha4YeHo B 4OCLE)
(3amiHa abo fonasaHHA
nocrtayasibHuKa) -
BBE/EHHS A04aTKOBOTO
BMPOGHUKa NaKyBasIbHOTo
mMaTepiany (donbra
anomiHiesa) - AT
"TexHonoris", YkpaiHa;
3MiHu | Tuny: 3MiHn 3
sKocTi. FoToBwUiA
nikapcbkuii 3aci6. Cuctema
KOHTeHep/3aKynopoBasibH
A 3aci6. 3miHa
napameTpiB cnevumdikadin
Ta/abo 4onycTUMUX MeX
NepBUHHOT YNakoBKN
roTOBOrO JTIKAPCbKOrO
3aco0y (iHLWi 3MiHN) -
npvBeneHHA cneuugikauii
Ta MeTofiB BXigHOro
KOHTPO/10 NEPBUHHOI

Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa BiOnycKy aHHs peecmpayiliHo2o
3acoby noceio4YeHHs1
1. AHANPWUNIH- Tabnetkn no 10 TosBapucTso YkpaiHa TosapucTso 3 YkpaiHa nepepeecTpawis y 3B 3Ky 3a He UA/4715/01/01
3400POB'A Mmr Ne 50 (10x5), 3 06MeXeHo i3 3aKiHYEHHAM TepMIHyY Aii | peyenmom niosnsieae
Ne 50 (50x1) y 06MeXeHo BiANOBIAA/IbHICT peecTpaujiiHoro
6nictepax, Ne 50 BignoBigasib 0 nocBigyeHHst; 3miHu | Trny:
(50x1) y HiCcTI0 "dapmaueBTUYH 3MiHu 3 aKocTi. FoToBUiA
KOHTEeliHepi B "papmaueBT a KoMmnaHis nikapcbkuii 3aci6. Cuctema
Kopooui N4Ha "3popoB’a" KOHTeHep/3aKynopoBasibH
KOMNaHis uii 3aci6. 3miHa
"3p0poB " nocravasibHuKa
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1

yNakoBKu (ponbru
QTIOMIHIEBOI, NiBKN
NONIBIHINXO0PUAHOT,
KOHTEHepiB Ta KPULLOK i3
noniMepH1UX MaTepianis
Ansa nikapcbkunx 3acobis) 3a
po3ginom
«Mikpo6ionoriyHa
YncTOoTa» y BiANOBIAHICTb
[0 BUMOT [il040ro BUAaHHSA
Y. CynyTHA 3MiHa:
3MiHu 3 akocTi. FoToBWMiA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibH
niA 3aci6. 3miHa y MmeTogax
BUMPOBYBaHHSA NEePBUHHOT
yMNakoBK1 FOTOBOr0O
NikapcbKoro 3acoby
(He3HauHi 3MiHK Yy
3aTBeEpPKEHMX MeToaax
BUMNPOBYBaHb); 3MiHu |
TUny: 3MiHM 3 AKOCTI.
CepTudpikat
BignosigHocTI/TE-
cepTtudpikaT BignoBigHOCTI
€Bponelicbkili
thapmakonei/moHorpadii.
3MiHK, NoB'A3aHi 3
HeOob6XiHICTIO NPYBEAEHHS
Yy BignoBigHicTb [0
MoHorpadii JdY a6o
€BponeiicbKoi
papmakonei, abo iHwWoi
HauioHas1bHOT thapmakonei
Aepxasn €C (3miHa y
cneuudikauisx, nos'A3aHa
3i 3amiHOI BUMOT
MoHorpadii AdPY a6o iHWwoi
HauioHanbHOT thapmakonei
pepxasn €C Ha BUMOTHN
MoHorpadii €EBponenceKol
hapmakonei) -
npuBefeHHs cneundikauii
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1

Ta MeTofiB BXigHOro
KOHTPOJO AOMOMIKHUNX
peyoBuH: Tasibk,
rinpomesnosa, KpeEMHito
Aiokcua, KoNoigHWiA
6e3BO/IHUIA 38 NOKA3HUKOM
«MikpobionoriyHa
YnCTOTa» y BiAMNOBIAHICTb
[0 BUMOT [il040ro BUAaHHS
€BponeiicbKoi
thapmakonei. CynyTHs
3MiHa: 3MiHU 3 AKOCTI.
[oToBUIA NikapcbKunit 3aci6.
KOHTPO/Ib AONOMDKHMX
peyoBuH. 3MiHa y MeTodax
BUMPOBYBaHHSA AOMOMIXHOT
peyvoBUHMN (HE3HAUHI 3MiHN
y 3aTBEPKEHUX MeTohax
BUNPO6YBaHb); 3MiHu |
TUny: 3MiHM 3 AKOCTI.
CepTudpikat
BignosigHOCTI/TE-
cepTudikaT BigNOBIgHOCTI
€BponelicbKiii
(hapmakonei/MoHorpadii.
3MiHuK, NoB'sA3aHi 3
Heob6XifHICTIO NpVYBEAEHHS
Yy BignoBigHicTb [0
MOHorpadii 4Py abo
€Bponeiicbkoi
thapmakonei, abo iHWoi
HauioHanbHOI thapmakonei
aepxasu €C (3miHa y
crneymdikauisx, nos'asaHa
3i 3miHamu B ®Y, a6o
€Bponelicbkili
thapmakonei, abo iHLWii
HaljioHasbHili chapmakonei
nepxasn €C)-
npvBeAeHHs cneundikawi
Ta MeTofiB BXiAHOro
KOHTPOJO AOMOMIKHUNX
peyoBuH: - Tanbk (3a
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1

nokasHukamu: «KanbLjiin»,
«CBUWHeUb») , KpOXMasb
KYKypYyZL35iHWiA (3a
NnoKasHVKamu:
«laeHTndikaLin»,
«CynpoBigHi OOMILLKM»,
«MikpobionoriyHa
yncToTa»); rinpomesnosa
('3a nokasHukamm:
«[p0O30PICTb PO3UNHY»,
«KonbopoBiCcTb», «pH»,
«B'askicTb», «KinbkicHe
BM3HaAYEHHNA», «CTyniHb
3aMilLLEHHSI» (BUTYYEHHS);
Kanbuito cTeapar (3a
nokasHukamu: «Kagmiin»,
«CBUHeUb», «Hikenb»,
«MikpobionoriyHa
yncToTa»), Llenwnosa
MiKpoKpucTaniyHa (3a
NOKa3HWKOM
«MikpobionoriyHa
yncTOTa») y BiAMOBIAHICTb
[0 MoHorpaciii gitouoro
BMAAHHSA E€BpoOneicbKol
hapmakonei
. CynyTHsA 3miHa: 3MiHK 3
AkocTi. FoToBwMiA
nikapcbkuii 3aci6.
KOHTPO/Ib AONOMDKHMX
peyoBuH. 3MiHa y MeTodax
BUMPOBYBaHHSA AOMOMIXHOT
peyvoBMHMN (HE3HAUHI 3MiHK
y 3aTBEPKEHUX MeTohax
BUMNPOBYBaHb); 3MiHu |
TUny: 3MiHM 3 AKOCTI.
CepTudpikat
BignosigHOCTI/TE-
cepTudikaT BigNOBIgHOCTI
€BponelicbKiii
hapmakonei/MoHorpadii.
3MiHuK, NoB'sA3aHi 3
HeOob6XifHICTIO NPVYBEAEHHS
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1

y BiANOBIgHICTb A0
MoHorpadii 4dY a6o
€Bponeiicbkoi
thapmakonei, abo iHWoi
HauioHasbHOT thapmakonei
fepxasn €C (3miHa y
cneuundikayisx, Nos'A3aHa
3i 3miHamu B 1®Y, abo
€Bponelicbkili
papmakonei, abo iHLwii
HaLjioHasnbHili hapmakonei
aepxasn €C) - 3MiHU
crneyudpikayii Ta meTogax
BXiJHOrO KOHTpOsito AdI: -
po3ginun: «Onuc,
«lgeHTndikauis»
npvBeLeHo Yy BiANOBIAHICTb
[0 MoHorpadii Aitovoro
BMAAHHA EBPONencoLKol
dapmakoner; -
«MikpobionoriyHa
yncToTa» NPUBELEHO Y
BiAMNOBIAHICTb 40 BMMOT
Air4oro BugaHHsa oY .
CynyTHA 3MiHa: 3MiHK 3
aKocTi. A®l. KoHTponb A®I.
3miHa y meTogax
BMNpo6yBaHHA Ad®I abo
BMXiHOrO
MaTepiany/npoMiKHOro
npoayKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y
npoveci BupobHuutea AdI
(iHWi 3MiHM y MeTogaxX
BMNPOBGYBaHHA
(BrTtoyatoun 3amiHy abo
[onoBHeHHs) A®Il abo
BWXiZAHOrO/NPOMIXHOIO
npoaykTy); 3MmiHu | TUny:
3MiHM 3 aKocTi. AdI.
KoHTposib A®L. 3miHa y
MeTofax BUNPOo6yBaHHSA
A®I ab0 BuxigHOro
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1

MaTepiany/npoMiKHOro
npoAykTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y
npoueci Bupo6bHuLTBa AdI
(iHWi 3miHM y meTogax
BMNPO6YBaHHSA
(BrItovatoum 3amiHy abo
[0MoBHEHHS) A®Il abo
BUXiHOro/npomMi>KHOro
NPOAYKTY - METOAVKY
BUNPOBYBaHHA y MeTogax
BXiiHOro KOHTposito Ad| 3a
po3AiomM «3a/IMLLKOBI
KiNNbKOCTi OpraHiyHnx
PO3YMHHVKIB» MPUBELEHO Y
BIAMOBIAHICTb A0
MaTepianis BUPobHMKa
(3miHa fo npuroTyBaHHs
CTaHOApPTHOrO PO34MnHY),
KpuUTepii NPUAHATHOCTI He
3MiHUANCE; 3MiHK | TUNY:
3MiHM 3 aKocTi. FoToBWMiA
nikapcbkuii 3aci6.
KOHTpPO/1b rOTOBOIO
nikapcbKoro 3acoby. 3MiHa
napameTpiB cneumdikawin
Ta/abo [onyCcTUMUX MeX
roTOBOrO J1iKapCLKOro
3aco06y (iHWi 3MiHW) - 3MiHK
y crneuudikaLii Ta meTogax
KoHTposto M3 3a
MoKasH1Kamu: - 3miHa
mMeToay BUNpobyBaHHA 3a
noKasHukamm:
«lpeHTndikavis
npornpaHonony
rigpoxnopuna»,
«CynpoBigHi AOMILLKN» -
3arBepxeHo: (TLX);
3anponoHoBaHo: (BEPX);
3MiHa KpuTepiiB
NPUIAHATHOCTI 32 PO3A4i/10M
«CynpoBigHi AOMILLKN» -
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1
3aTBEPKEHO: (OKpema

OOMillKa — He Ginblue
0,2%); 3anponoHOBAaHO:
(oKkpemoi AOMILLKN — He

6inbLle 0,2%; cymun

[LOMILLOK — He 6inblue

0,8%, (BigNoBigHO A0

MOHorpadoii gitouoro
BUOAHHA BputaHcbKol
papmakonei «Propranolol
Tablets»);

- po3Lin «PO34YMHEHHS»
npvBeAEeHO Y BIAMNOBIAHICTb
[0 BUMOT [it0H0ro BUAAHHS

0oy 2.9.3. «Tect
«PO34YMHEHHA» AN
TBEPAMX 4030BaHNX
dhopm» - 3aTBEPAKEHO:
(75% uepes 45 xB.);
3anponoHoBaHo: (Q = 75%
yepes 30 xB.);

- 3MiHa KpuTepiiB
NPUIRHATHOCTI 3a
NoKasHNKOM «KinbkicHe
BW3HAYEHHS
nponpaxHonony
rigpoxnopuay» ans
Ao3yBaHHs 10 Mr Ha
TEPMiH NpuaaTHOCTI —
3aTBepxeHo: (Big 9,0 mr
0o 11,0 wmr);
3anponoHoBaHo: (Big 9,25
Mr go 10,75 wmr);

- po3gain «MikpobionoriyHa
yncToTa» NPUBELEHO Y
BiANOBIAHICTL A0 BUMOT
Aitoyoro BuaaHHs - ey
. CynyTHs 3miHa: 3MiHK 3
AKoCTI. FoToBWiA
nikapcbknii 3aci6.
KoHTposnb rotoBoro
nikapcbKoro 3acoby. 3miHa

y MeTofiax BUNPoGYBaHHs
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeodypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsBi0O4YeHHs

rOTOBOrO J1iKapCbKOro
3ac06y (OHOBMEHHSA
npoweaypw BUNpPoGyBaHHS
ONsA NpuBeAeHHs y
BIANOBIAHICTb 3i 3MiHEHOI
3arasibHolo ctattelo oY
abo €sponeiicbkoi
thapmakonei); 3miHn |
TMny: AgMiHICTpaTuBHI
3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo
aZipecu micus
NPOBaKEHHS AiANbHOCTI
BUPOGHUKa/imnopTepa
roTOBOrO JTiKAPCLKOr0
3aco0by, BK/IUaun
LiNbHULI BUNYCKy cepii abo
MicLe NpoBeAeHHs
KOHTPO/O AKOCTI.
(aisnbHicTb, 3a AKy
Bignosigae
BMPOGHUK/iMNopTep,
BK/1HOHAI0UM BUNYCK CEPii);
3MiHu | Tuny:
AOMiHICTPaATUBHI 3MiHW.
3MiHa HalimeHyBaHHS
Ta/abo agpecu 3asBHVKaA
(BnacHvika peecTpauiiHoro
NOCBigYeHHS)

AHANPWUNIH-
3400POB'A

Tabnetku no 40
Mr Ne 50 (10x5),
Ne 50 (50x1) y
6nictepax, Ne 50
(50x1) y
KOHTElHepi B
KopooLi

ToBapucTso
3
06MexeHo
BignoBigasib
HicTHO
"papmaueBT
N4Ha
KOMNaHis
"3p0poB A"

YkpaiHa

ToBapucTso 3
06MEXEHO
Bi4NoOBiAa/IbHICT
0
"PapmaLueBTUYH
a KomMnaHis
"3popoB "

YkpaiHa

nepepeecTpawis y 3B 3Ky
i3 3aKiHYEHHAM TepMiHy aji
peecTpauiiiHoro
noceigyeHHs; 3MiHu | Trny:
3MiHu 3 aKocTi. FoToBwMiA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibH
i 3aci6. 3miHa
nocravasibHvKa
nakyBaslbHUX MaTepianis
ab0 KOMNNEKTYUNX (SKLLO
3a3HayeHo B JOCHE)
(3amiHa abo fopaBaHHSA
nocTavasibHvKa) -

3a
peuerimom

He
niosnsiecae

UA/4715/01/02
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1

BBE/,EHHSA 10AATKOBOro
BMPOBGHMKA NakyBaslbHOT0
mMaTepiany (gponbra
anomiHiesa) - AT
"TexHonoris", YkpaiHa;
3MiHu | TUny: 3miHn 3
AKoCTI. FoToBWIA
nikapcbknii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibH
i 3aci6. 3miHa
napameTpiB cneuudikauii
Ta/abo AonyCTUMUX MEX
NEepBUHHOT YNaKoBKU
roTOBOrO J1iKapCLKOro
3aco0y (iHLWi 3miHn) -
npuBegeHHs cneungikauii
Ta MeTofiB BXigHOro
KOHTPOJIH0 NEPBUHHOT
yrnakoBku (dhosbru
NIOMIHIEBOT, M/TIBKM
NONIBIHINXTOPUAHOT,
KOHTEHepIiB Ta KPULLOK i3
nosiiMepH1X MaTepianis
ANS NiKapcbKMx 3aco6iB) 3a
posginom
«MikpobionoriyHa
YnCTOTa» y BIANOBIAHICTb
[0 BUMOT [it040ro BUAAHHSA
[AoY. CynyTHs 3miHa:
3MiHu 3 aKkocTi. FoToBWMiA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibH
nid 3aci6. 3miHa y MeTogax
BMNPOOYBaHHS NEPBUHHOT
yMnaKoBK1 rOTOBOro
nikapcbKoro 3acoby
(He3HauHi 3miHN y
3aTBEPKEHMX MeToAax
BMNPOGYBaHb); 3MiHu |
TMny: 3MiHM 3 AKOCTI.
Ceptudikar
BignosigHocCTI/lE-
cepTudikaTt BifnoBigHOCTI
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1

€Bponelicbkili
hapmakonei/MoHorpadii.
3MiHKW, NoB'A3aHi 3
Heob6XifHICTIO NPYBEAEHHSNA
Yy BignoBigHiCTb [0
MOHorpadii 4PY abo
€BponeiicbKoi
cthapmakonei, abo iHLWoT
HauioHasbHOI thapmakonei
aepxasu €C (3miHa y
cneuunaikauisx, nos'A3aHa
3i 3amiHol0 BUMOT
MoHorpadii AdPY a6o iHwoi
HauioHas1bHOT thapmakonel
Aepxasn €C Ha BUMOTKN
MOHoOrpadii €Bponeincbkol
thapmakonei) -
npvBeAeHHSA cneundikauii
Ta MeTofiB BXifHOro
KOHTPOJIHO [LONOMIXHUX
peyoBuH: Tanbk,
rinpomesnosa, KpeMHito
niokcug, KonoigHniA
6e3BOAHNIA 3a NOKA3HMKOM
«MikpobionoriyHa
yucToTa» y BiAMNOBIAHICTb
[0 BUMOT [it0H0ro BUAAHHSA
€Bponeiicbkoi
thapmakonei. CynyTHs
3MiHa: 3MiHM 3 AKOCTI.
[oTOBMIA NikapcbKnii 3aci6.
KOHTpO/1b AOMNOMIDKHMX
peyoBuH. 3miHa y MeTogax
BMNPOGYBaHHS [OMNOMKHOT
peyoBMHMN (HE3HAYHI 3MiHU
y 3aTBepXeHNX MeTogax
BUMNPOBYBaHb); 3MiHu |
TUny: 3MiHM 3 AKOCTI.
CepTudpikat
BignosigHocTI/TE-
cepTtudpikaT BignoBigHOCTI
€Bponelicbkili
hapmakonei/moHorpadii.
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1

3MiHN, NoB'sA3aHi 3
HEeOoOXiHICTIO NPYBEAEHHS
Yy BifnoBigHiCTb [0
MoHorpadii 4PY abo
€BponelicbKoi
thapmakonei, abo iHwWoi
HauioHanbHOT thapmakonei
aepxasu €C (3miHa 'y
crneymdikauisx, nos'asaHa
3i 3MiHamu B A®Y, abo
€Bponelicbkili
papmakonei, abo iHLwii
HauioHanbHil chapmakonel
nepxasn €C)-
npvBeaeHHS cneundikauii
Ta MeTogiB BXigHOro
KOHTPOJIO SLONOMiXXHUX
peyoBuH: - Tanbk (3a
nokasHukamu: «KasnbLii»,
«CBUHELb») , KPOXMaTb
KYKYpYA3sHUiA (3a
noKasHUKamm:
«lgeHTngikaLin»,
«CynpoBigHi AOMILLKN»,
«MikpobionoriyHa
4yncToTa»); rinpomenosa
( 32 NokasHuKamu:
«[pO30pICTb PO3UNHY»,
«KonbopoBiCcTb», «pH»,
«B'askicTb», «KinbkicHe
BM3HAUYEHHs», «CTyniHb
3aMIiLLLEHHS1» (BUMTYUYEHHS);
Kanbuito cTeapar (3a
nokasHukamu: «Kaamin,
«CBUHeUb», «Hikenb»,
«MikpobionoriyHa
yncToTar), Llenwnosa
MiKpoKpucTaniyHa (3a
NOKa3HNKOM
«Mikpo6ionoriyHa
4YNCTOTa») Y BiANOBIAHICTb
[0 MOHorpadiin ito4oro
BMAA@HHA €BponencbKoi
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1
hapmakonei

. CynyTHs 3MiHa: 3MiHU 3
siKocTi. FoToBUIA
nikapcbkuii 3aci6.
KOHTPO/Ib AONOMKHMX
peyoBuH. 3MiHa y MeTodax
BMNPOGYBaHHS LOMNOMDKHOT
PEYOBMHM (HE3HAYHI 3MiHK
y 3aTBEPKEHNX MeTogax
BMNPOGYBaHb); 3MiHu |
TUny: 3MiHM 3 AKOCTI.
CepTudpikat
BignosigHoOCTI/TE-
cepTudikaTt BiLNOBIAHOCTI
€Bponelicbkili
hapmakonei/MoHorpadii.
3MiHN, NoB'sA3aHi 3
HEeOoOXiHICTIO NPYBEAEHHS
Yy BifnoBigHiCTb [0
MoHorpadii 4PY abo
€BponelicbKoi
thapmakonei, abo iHwWoi
HauioHanbHOT thapmakonei
aepxasu €C (3miHa 'y
crneymdikaisx, nos'asaHa
3i 3mMiHamu B ®Y, abo
€Bponelicbkili
papmakonei, abo iHLwii
HauioHanbHIV chapmakonel
fepxasn €C) - 3MiHU
cneumdikayii Ta meTogax
BXiAHOro KOHTpon Adl: -
po3ginu: «Onuc»,
«lpeHTndikadis»
npuBeAeHo Y BiAMNOBIAHICTb
[0 MoHorpadii gitouoro
BMAAHHSA €BpOneicbkol
dapmakoner; -
«MikpobionoriyHa
yncToTa» NPMBEAEHO Y
Bi4NOBIAHICTb A0 BUMOT
[itoyoro BugaHHs oY .
CynyTHA 3MiHa: 3MiHK 3
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1

akocTi. A®l. KoHTponb A®I.
3MiHa y meTogax
BMNpo6yBaHHA A®I abo
BUXiIHOrO
MaTepiany/npoMiKHOro
npoayKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y
npoueci Bupo6Huytea Adl
(iHWi 3MiHM Yy MeTogaxX
BMNPOOYBaHHS
(BK/Ttovatoum 3amiHy abo
[0onoBHeHHA) A®I abo
BWXiAHOrO/NPOMIXXHOIO
npoaykKTy); 3MiHu | Tuny:
3MiHn 3 aKocTi. AdL.
KoHTposnib AdL. 3miHa y
mMeTofax BUNPOo6yBaHHSA
A®I abo BuxigHOro
MaTepiany/npoMiKHOro
NpoAayKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y
npoueci Bupo6HuLTBa AdI
(iHWi 3MiHM Yy MeTogax
BUMNPOOYBaHHSA
(BKTtOYaKOUM 3amiHy abo
[0noBHeHHs) A®Il abo
BWXiZHOrO/NPOMIXXHOTO
NPOAYKTY - METOANKY
BMNPOBYBaHHA y MeTogax
BXiHOro KoHTposito Ad| 3a
po34inom «3asINLLKOBI
Ki/TbKOCTi OpraHiuyHmnx
PO3UYUHHWKIB» NPUBEAEHO Y
Bi4NOBIAHICTb A0
marepianis BUpobHMKa
(3MiHa [0 NPUroTyBaHHA
CTaHOApPTHOIO PO34MHY),
KpUTepii NPUAHATHOCTI He
3MiHUANCE; 3MiHK | TrNy:
3MiHu 3 aKkocTi. FoToBWMiA
nikapcbkuii 3aci6.
KOHTposb rotoBoro
niKkapcbKoro 3acoby. 3miHa
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1

napameTpiB cneumdikawin
Ta/abo fonycTumMmnx Mex
roTOBOrO J1iKAPCLKOro
3aco06y (iHLWi 3MiHK) - 3MiHK
y crneuudikaLii Ta meTogax
KOHTponto M3 3a
NoKasHMKamu: - 3miHa
MeToAy BMNPobyBaHHS 3a
nokKasHukamm:
«lpeHTndikauis
npornpaHonony
rigpoxnopuna»,
«CynpoBigHi AOMILLKN» -
3arBepxeHo: (TLX);
3anponoHoBaHo: (BEPX);
3MiHa KpuTepiiB
NPUIAHATHOCTI 32 PO34i/10M
«CynpoBigHi AOMILLKN» -
3aTBeEpPKEHO: (OKpema
[OMiLKa — He 6inbLue
0,2%); 3anpOnOHOBAHO:
(OKpeMOoi AOMILLKM — He
6inbwe 0,2%; cymu
[LOMILLOK — He Ginblue
0,8%, (BignosigHoO 80
MOHorpaii gjiroyoro
BUAAHHA BpuTaHcbKoi
papmakonei «Propranolol
Tablets»);

- po34in «PO34YMHEHHS»
npvBeAEeHO Y BIAMOBIAHICTb
[10 BUMOT [1il040ro BUAaHHS

oY 2.9.3. «Tect
«Po3unHeHHs» oA
TBEPAMX 4030BaHNX
hopM» - 3aTBEPIKEHO:
(75% uepes 45 xB.);
3anponoHoBaHo: (Q = 75%
yepes 30 xB.);

- 3MiHa KpuUTepIiB
NPUIRHATHOCTI 3a
nokasHukoM «KinbkicHe
BM3HAYEHHSA
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1
nponpaHonony
rinpoxnopuay» ons

Ao3yBaHHs 10 Mr Ha
TEPMiH NpuaaTHOCTI —
3aTBepxeHo: (Big 9,0 mr
0o 11,0 wmr);
3anponoHoBaHo: (Big 9,25
mr go 10,75 wmr);

- po3gain «MikpobionoriyHa
yncToTa» NPUBEAEHO Y
BiANOBIAHICTbL O BUMOT
Litoyoro BuaaHHA - Aoy,
CynyTHA 3MiHa: 3MiHK 3
AKocTi. FoToBWiA
nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOIO
nikapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHSA
roTOBOrO J1iKAPCLKOro
3aco6y (OHOBMEHHSA
npouenypv BUNpobyBaHHsA
ONS NpUBEAEHHSA Y
BiAMOBIAHICTb 3i 3MIHEHOM
3arasibHolo ctatreto 4Py
abo €sponeiicbKoi
thapmakonei); 3miHn |
TMNy: AAMIHICTPaTUBHI
3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo
agpecu micus
NPOBaMXEHHS AiSANIbHOCTI
BUPOGHUKa/imnopTepa
roTOBOrO J1iKapCbKOro
3acoby, BKIOYawum
OinbHULI BUNYyCKy cepii abo
MicLie NpoBeAeHHSA
KOHTPOSO SKOCTI.
(BisNbHICTB, 3a AKY
BignoBigae
BUPOGHUK/iIMIopTep,
BK/IHOHAI0UM BUNYCK CEPii);
3MiHu | Tuny:

AOMIHICTPaTUBHI 3MiHK.
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o60s10HKot0, Ne 10
(10x1) y cTpunax

peecTpauiiHoro
NOCBIgYeHHSs; 3MiHu | Trny:
3MiHa HalimeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AiANbHOCTI
BUPOGHUKa/imnopTepa
roTOBOTO JTIKAPCbKOrO
3aco0by, BK/IUaun
AinbHUUI BUMycKy cepii abo
MicLie NpoBeAEHHS
KOHTPOJIO AKOCTI
(npvBepeHHs agpecu
BMPOOHUKA Yy BiNOBIAHICTb
[10 BUCHOBKa, LU0
nigTBEPAXXYE BiAMNOBIAHICTbL
BMPOOHULITBA /iKAPCLKOT0
3acoby Bumoram GMP);
Ha3BY JOMNOMDKHOT
peyvoBuHU B po3aini
«Cknag. [JonomixHi
peyvoBuHU.» B MKA N3
npuBeAeHo Y BiAMNOBIAHICTb
[0 MatepianiB BUPOOHYIKA;
Has3By nikapcbkoi hopmu
N3 npuBegeHo y
BiANOBIAHICTb A0
mMaTepianis BUPOBHUKa;
3MiHn | TUny - Nikapcbki
3aco6u. 3miHa y KOpoTKii
XapakrepucTuui
nikapcbKoro 3acoby,
IHCTPYKUIT AN MeauyYHOro
3acTocyBaHHs abo
MapKyBaHHi ynakoBOK
(noTpebye BHECEHHS
Bi4NOBIAHO A0 iHopMaLil
pecthepeHTHOro/opuriHasibH

Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1
3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asiBHMKa
(BnacHvka peecTpauiiHoro
nocBig4yeHHs)
3. BAKTOK/1IAB TabneTKn, BKPUTI Mikpo /labc IHaisa Mikpo Jlabc IHaisa nepepeecTpayis y 38 3Ky 3a He UA/10001/01/01
NNiBKOBOO Nimitep, Nimitep, i3 3aKiHYEHHAM TepMiHy gii | peyenmom niossizae
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1

0ro NikapcbKoro 3acoby
6e3 HafjaHHA XOAHUX
HOBMX J0AATKOBUX AaHWX
3a5BHVKOM) (3MiHV [0
IHCTPYKUIT AN MeaUyYHOro
3aCTOCYBaHHA Y po3ainu:
[Noka3aHHA,
MpoTunokasaHHs,
B3aemogisi 3 iHWNMKM
nikapcbkrMmn 3acobamu Ta
iHLWi BUAM B3aEMOSIiA,
Ocob6nmBocCTi
3acTocyBaHHs1, Cnoci6
3aCTOCYBaHHSA Ta [03n
3rigHo 3 iHthopmauieto
00 MEANYHOIO
3aCTOCYBaHHSA
pedepeHTHOro
(AYTMEHTUWH)
nikapcbKoro 3acoby; 3miHa
y MeToax B1npobyBaHHs
roTOBOrO J1iKapCbKOro
3aco0y; 3MiHW B iHCTPYKLUIT
ONna MeanyHoro

3aCTOCYBaHHS
4. BANNICAPTAH- TabneTkn, BKPUTI BAT YropwuHa TOB "l'efeoH Monbwa/ nepepeecTpawis y 3B 3Ky 3a He UA/10836/01/02
PIXTEP nNiBKOBOO "TeneoH PixTep YropwumHa i3 3aKiHYEHHAM TepMiHy gii | peyenmom niossizae
060/10HKO10, No 80 PixTep" MonbLua", peecTpauiiiHoro
mr Ne 30 (10x3) y Monbwa noceig4eHHst; 3miHn | Tuny
6nictepax (koHTpPO/b - Nikapcbki 3aco6u. 3MiHK
AKOCTI, [,O3BIN [0 iCHYH4OT cuctemu
Ha BMNycK cepit; thapmakoHarnsgy, sk
BUPOBHULTBO 3a3HayeHo B onuci
Hepo3acoBaHo cuctemu dpapmakoHarnagy
ro NpoAayKTy, (3MiHa ynoBHOBaXeHoI
nepsuvHHa ocobu, BignoBiganbLHOI 3a
ynakoBka, hapmakoHarnsg);
BTOPUHHA Nikapcbki 3aco6u. 3MiHn
ynakoBka); [0 iCHYH4OT cuctemu
BMNYCK cepil: thapmakoHarnsgy, sk
BAT "l"'epeoH 3a3HayeHo B onuci
Pixtep", cucteMu hapmakoHarnagy

YropumHa (3MiHa B KOHTaKTHWX AaHWX
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1
YMOBHOBaXXEHOI 0co6MU,

BifnoBifasbHOT 3a
thapmakoHarnsag); 3minu |
TUNy - 3MiHU 3 AKOCTI.
[oToBUIA NikapcbKunin 3aci6.
3MiHW Y BUPOOHULLTBI.
3amiHa abo BBeAEHHS
[04AaTKOBOT AiNbHNLL
BMPOBHULITBA A/15 YACTUHU
a60 BCbOro BUPOGHUYOTO
npouecy roToBoro
nikapcbKoro 3acoby
(BinbHMLA, Ha AKiA
NPoBOAATLCA By Ab-AKi
BMPOGHUYI cTagii, 3a
BWHATKOM BUMYCKY Cepiid,
KOHTPO/IHO AKOCTI,
NepBUHHOIO Ta BTOPUHHOIO
nakyBaHHs, 415
HeCTepPWU/IbHUX NTIKaPCbKMX
3aco6iB) (BBeEHHSA
AinbHyui TOB "T'egeoH
PixTep Monbwa", Monblua
(BMPOGHMLTBO
Hepo3acoBaHOro
NpPoAyKTY, NepBUHHA
yMnakoBKa, BTOPUHHA
ynakoBKa), Ta fK Hac/nifokK
3a3HaveHHs yHKLi ons
BXE 3aTBEPAXKEHNX
AiNbHMUB); 3MiHM 3 AKOCTI.
[oToBWIA Nikapcbkuii 3aci6.
3MiHV Y BUPOGHULTBI.
3amiHa abo BBeeHHS
[0[aTKOBOT AiNbHUL
BMPOGHULITBA AN18 YAaCTUHU
a60 BCbOro BUPOBGHMYOro
npouecy roToBoro
nikapcbKoro 3acoby
(@inbHMLA oNS BTOPUHHOIO
nakyBaHHs); 3MiHV 3
SKocTi. [oToBUiA

nikapcbkuii 3aci6. 3MiHN Yy
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1

BMPOGHULTBI. 3amiHa abo
BBeLeHHA [0AaTKOBOI
AinbHWLI BUpOGHMLTBA AN
YyacTuHu abo BCbOro
BUPOGHNYOrO npouecy
roTOBOrO J1iKapPCbKOro
3acoby (ginbHUUS ans
NepPBUHHOIO NakyBaHHS) B
po3gini «Cknag»
(sonomixHi pe4yoBuHU) —
BiZJOKPEM/IEHHA cknagy
NNiBKOBOI 060/10HKM; 3MiHU
| Tuny - Nikapcbki 3acobm.
BHeceHHs 3miH(1) Ha
BuMory MO3 3rigHo 3
pekomMeHgaLisimm
HauioHa/TbHUX
KOMMETEHTHMX OpraHis,
MiXXHAPOAHWX OpraHizauii,
perynsiTopHuX areHuji
HLLIMX KpaiH Nicns OLiHKM
HeranHoro 06MexXeHHs
wogo 6esnekn,
MapKyBaHHS,
XapaxkTepHoro A/ NesHoi
chapmakonoriyHoi Ta/abo
hapmakoTepanesTUYHOI
rpynu, perynspHo
OHOB/IOBAHOrO 3BITY 3
6e3neku, nnaHy
yNpaB/liHHA pU3ukamu,
KOHTPOJIbHNX
3axogis/cneuianbHux
30608B'A3aHb, 3MiH 415
BiJ0OGpaXXeHHA KOPOTKOT
XapakTepuUCTUKN
nikapcbKoro 3acoby Ta
IHCTPYKUIT AN MeguyHoro
3aCTOCYBaHHSA
(BNpoBamKEHHS
Y3rOKEHUX 3MiH Y
chopmytoBaHHi, Woa0
AKMX 3a5BHUK HE Hafae
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeodypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsBi0O4YeHHs

XOAHVX HOBUX A04aTKOBUX
[aHuXx) - 3MiHU 10
IHCTPYKUiT AN MeguyHoro
3aCTOCYBaHHA Y po3ainu:
"MpoTunokasaHHsa",
"Oco6NMBOCTI
3acTocyBaHHA" Ta
"3acTocyBaHHs y nepiog
BariTHOCTI abo rogyBaHHs
rpyanro” 3rifHo Hakasy
MO3 Ykpainm Ne1028 Big,
31.12.2014 poky LWwono
BnavBy BPA Il Ta
iHriGiTopis AMN® Ha
BariTHUX Ta naig,

BA/NNICAPTAH-
PIXTEP

TabneTku, BKPUTI
NNiBKOBOO
060/10HKOI0, MO
160 mr Ne 30
(10x3) y
6nictepax

BAT
"TeneoH
PixTep"

YropwmHa

TOB "TepfeoH
PixTep
Monbwa",
MonbLua
(koHTpO/b
SKOCTI, 403BiN
Ha BMNYyCcK cepil;
BMPOGHULTBO
Hepo3gacoBaHo
ro npoaykTy,
nepByHHA
ynakoBKa,
BTOPMHHA
ynakoBka);
BMNYCK cepil:
BAT "TepeoH
PixTep",
YropwuHa

MonbLa/
YropuwuHa

nepepeecTpawis y 3B 3Ky
i3 3aKiHYEHHAM TepMiHy aji
peecTpaujiiHoro
NocBigYeHHs; 3MiHu | Tuny
- Nlikapcbki 3acobu. 3MiHN
[0 ICHYHUOT cuctTemm
thapmakoHarnsgy, sk
3a3Ha4yeHo B ONKCI
cucTeMu hapmakoHarnsagy
(3MiHa ynoBHOBaXXeHOT
oco6u, BignoBiganbHOI 3a
hapmakoHarnsg);
Nikapcbki 3ac06U1. 3MiHM
[0 ICHYHUOT cuctTemm
thapmakoHarnsgy, sk
3a3Ha4yeHo B ONKCI
cucTeMu hapmakoHarnsagy
(3MiHa B KOHTaKTHUX AaHuX
YMOBHOBaXXEHOI 0co6MU,
BiANOBIA&/IbHOT 3a
hapmakoHarnsag); 3minu |
TMny - 3MiHN 3 SAKOCTI.
[oToBUIA NikapcbKunin 3aci6.
3MiHV Y BUPOBHULTBI.
3amiHa abo BBeAEHHS
[04aTKOBOT AiNbHULL
BMPOBHULITBA A/15 YACTUHU
a60 BCbOro BUPOBGHMYOro

3a
peyenmom

He
nionsieae

UA/10836/01/03
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1

npoLecy rotoBoro
NikapcbKoro 3acoby
(BinbHULA, Ha SKIRA
NPoBOAATLCA ByAb-AKi
BMPOOGHUYI cTagii, 3a
BVHATKOM BUMYCKY CepiiA,
KOHTPOS0 SIKOCTI,
NepBUHHOIO Ta BTOPUHHOIO
nakyBaHHs, 4ns
HEeCTepPWU/IbHUX JTIKapCbKMX
3aco6iB) (BBEEHHSA
AinbHyui TOB "TefeoH
PixTep Monbwa", Monbwa
(Bpo6HMLTBO
Hepo3acoBaHoro
NPOAYKTY, NepBUHHA
yNakoBKa, BTOPUHHA
ynakoBka), Ta K Hacnigok
3a3HaveHHs oyHKLin ans
BXeE 3aTBEPKEHUX
JiNbHWLb); 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6.
3MiHV Y BUPOOHULLTBI.
3amiHa abo BBeAEeHHSs
[0AaTKOBOI AifTbHNLL
BMPOBHULITBA 4715 YACTUHU
a60 BCbOro BUpO6GHMYOro
npouecy roToBoro
nikapcbKoro 3acoby
(8inbHVLA AN BTOPUHHOIO
nakyBaHHs); 3MiHu 3
AKocTi. FoToBWMiA
nikapcbknii 3aci6. 3MiHn y
BMPOGHULTBI. 3amiHa abo
BBe/leHHs [0[aTKOBOI
AinbHWLI BUpOGHMLTBA A1
yacTuHu abo BCbOro
BUPOGHNYOro npouecy
roTOBOrO JTiKAPCLKOr0
3aco0y (ginbHUUA Ans
NepBUHHOIO NakyBaHHs) B
po3gini «Cknag»
(4ONOMiXKHI pevoBUHM) —




Ne
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Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1

XOOHNX HOBUX O004aTKOBUX

IHCTPYKUiT AN MeguyHoro

BariTHOCTI abo rogyBaHHs

BiJOKDEM/IEHHA CKknagy
nNiBKOBOI 060/10HKU; 3MiHU
| Tuny - Nlikapcbki 3acobm.
BHeceHHs 3miH(1) Ha
BuMory MO3 3rigHo 3
pekomeHaaLisMu
HaUioHa/TbHNX
KOMMETEHTHUX OpraHis,
MiXXHapOOHWX OpraHizavii,
perynsiTopHuX areHujin
HLLIMX KpaiH NicNs OLiHKKW
HeranHoro 06MexXeHHs
woao 6esneku,
MapKyBaHHs,
XapaxkTepHoro A5 NeBHoi
hapmakonoriyHoi Ta/abo
thapmakoTepaneBTUYHOT
rpynu, perynispHo
OHOB/IOBAHOrO 3BITY 3
6e3nekn, nnady
YNpaBs/iHHA pyU3ukamu,
KOHTPONBHUX
3axogis/cnevjianbHnX
30060B’sA3aHb, 3MiH A4/15
Bi0GpaXeHHs KOPOTKOT

XapaKkTepuCTmKM
nikapcbKoro 3acoby Ta
IHCTPYKUiT AN MeguyHOro
3aCTOCYBaHHA
(BNpoBaKeHHs
Y3rO[KEHNX 3MiH Y
chopmMy/IHoBaHHi, Woa0
AKUX 3a59BHUK HE HaJae

[aHuXx) - 3MiH1 Jo

3aCTOCYBaHHA y po3ainu:
"MpoTnnokasaHHA",
"Oco6nMBOCTI
3acTocyBaHHsA" Ta
"3acTtocyBaHHs y nepiog

rpyaar” 3rifHo Hakasy
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AKOCTI, 403BiN
Ha BMNYyCK cepif;
BUPOGHULITBO
Hepo3gacoBaHo
ro npoaykty,
nepBnHHa
ynakoBKa,
BTOPUHHA
ynakoBka);
BUNYCK cepil:
BAT "lefieoH
PixTep",
YropuHa

[0 iCHyro4Oi cuctemm
hapmakoHarnsgy, sk
3a3HayeHo B ONKCI
cuctemu dhapmakoHarnagy
(3MiHa ynoBHOBaXeHOT
oco6wu, BignoBiganbHOI 3a
hapmakoHarnsag);
Nikapcbki 3aco6u. 3MiHK
[0 iCHyro4Oi cuctemm
thapmakoHarnsgy, sk
3a3HayeHo B ONKCI
cuctemu dhapmakoHarnagy
(3MiHa B KOHTaKTHUX AaHuX
YNOBHOBaXKEHOT 0Cco6M,
Bif4NoBiJa/IbHOI 3a
thapmakoHarnag); 3miHu |
TUNy - 3MiHW 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6.
3MiHN Y BUPOOHULTBI.
3amiHa abo BBeLeHHS
[0AaTKOBOI AiSTbHNLL
BMPOOHULITBA A4/15 YACTUHN
a60 BCbOro BUpO6HMYOro
npoLecy rotoBoro
nikapcbKoro 3acoby
(BinbHULA, Ha SAKIRA
npoBoAsATbLCA Byab-SiKi
BMPOOGHUYI cTagii, 3a
BWHATKOM BUMYCKY CepiiA,
KOHTPOJIO SIKOCTI,
NepBUHHOIO Ta BTOPUHHOIO
nakyBaHHs, 4ns
HEeCTepPUIbHUX NIKaPCbKNX

Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1
MO3 YkpaiHu Ne1028 Big
31.12.2014 poky wono
srivey BPA Il Ta
iHriGiTopis AN® Ha
BariTHMX Ta nnig,
6. BAJICAPTAH- TabneTkn, BKpUTI BAT YropwuHa TOB "l'egeoH Monbwa/ nepepeecTpavyis y 38 3Ky 3a He UA/10836/01/01
PIXTEP NNiBKOBOIO "T'epeoH PixTep YropLmHa i3 3aKiHYEeHHAM TepMiHy gji | peyenmom nionsizae
060/10HKO0, MO 40 PixTep" Monbla", peecTpauiiiHoro
mr Ne 30 (10x3) y MonbLya noceigvyeHHs; 3miHu | Tuny
6nictepax (KOHTpPONb - Nlikapcbki 3acobu. 3MiHN
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1

3acobiB) (BBeAEHHS
AinbHUUi TOB "TegeoH
PixTep Monba", MNonbwa
(BMpoGHMLTBO
Hepo3acoBaHoro
NpPoAyKTY, NepBUHHA
yrnakoBka, BTOPUHHA
ynakoBka), Ta siKk Hacnigok
3a3HayveHHs OyHKUil ons
BXE 3aTBEPIKEHNX
[iNbHULB); 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6.
3MiHW Y BUPOOHULLTBI.
3amiHa abo BBeLeHHS
[04AaTKOBOT AiNbHNL
BMPOGHULITBA /151 YACTUHN
ab60 BCbOro BUPOBHNYOTO
npoLecy rotoBoro
nikapcbKoro 3acoby
(AinbHMLA AN BTOPUHHOIO
nakyBaHHs); 3MiHu 3
AKocTi. FoToBWiA
nikapcbknii 3aci6. 3MiHn y
BMPOGHMLTBI. 3aMiHa abo
BBeLeHHA [04aTKOBOIT
OiNbHULI BUPOGHMLTBA 415
YyacTuHu abo BCbOro
BUPOBHNYOrO npouecy
roTOBOrO J1iKaPCbKOro
3aco0y (ginbHUUA ans
NepBYHHOIO NakyBaHHs) B
po3gini «Cknag»
(BonomixHi pe4yoBuHU) —
BiJOKPEM/IEHHA CKnagy
NNiBKOBOI 060/10HKM; 3MiHU
| Tuny - Nlikapcbki 3acobm.
BHeceHHs 3miH(1) Ha
BuMory MO3 3rigHo 3
pekomeHaaLisMu
HaUioHa/TbHNX
KOMMETEHTHMX OpraHis,
MiXXHapPOOHWX OpraHizavii,
perynsiTopHux areHuiin
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeodypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsBi0O4YeHHs

IHLIMX KpaiH nicns ouiHKN
HeraHOro 06MeXxeHHs
wono 6esneku,
MapKyBaHHs,
XapaxkTepHoro A nesHoi
thapmakonoriyHoi Ta/abo
hapmakoTepaneBTUYHOI
rpynu, perynspHo
OHOB/IOBAHOIO 3BITY 3
6e3neku, nnaxy
YNpaBs/liHHA pU3ukamu,
KOHTPONBHUX
3axogis/cnevjiasibHnX
3060B'A3aHb, 3MiH 415
BiOGPaXKeHHS KOPOTKOT
XapaKTepuUCTmKM
nikapcbKoro 3acoby Ta
IHCTPYKUiT 4519 MeguyHoro
3aCTOCYBaHHA
(BNpoBagKeHHsA
Y3rOKEHUX 3MiH Y
chopmy/ItoBaHHi, Woao
AKUX 3a59BHUK HE Hafae
XOAHUX HOBWX [J,08aTKOBUX
[aHuXx) - 3MiHU 10
IHCTPYKUiT 4519 MeguyHoro
3aCTOCYBaHHA Y po3ainu:
"MpoTnnokasaHHA",
"Oco61BOCTi
3acTocyBaHHA" Ta
"3acTocyBaHHS y nepiog,
BariTHOCTi ab0 rogyBaHHs
rpygnro” 3rifHo Hakasy
MO3 YkpaiHu Nel028 Big
31.12.2014 poky Lwofo
srivey BPA Il Ta
iHriGiTopis AMN® Ha
BariTHWUX Ta nnig,

BITPYM®
POPAN3
DOPTE

TabneTky, BKPUTI
o60s10HKot0, Ne 10
(10x1) y
6nictepax, Ne 30
abo Ne 60 y

FOHichapm,
IHK.

CWA

tOHichapm, IHK.

CLWA

nepepeecTpawis y 38 A3Ky
i3 3aKiHYEHHAM TEPMIHY i
peecTpaujiiHoro
noceigyeHHs; 3MiHu | Tuny:
0TOBWIA NTikapcbkunii 3acib.

6e3
peyenma

niosnsiecae

UA/0786/01/02
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1

dhnakoHax

KoHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii

Ta/abo AOonyCTUMUX MEX
roTOBOrO J1iKaPCbKOro
3aco06y (iHLWi 3MiHK) —

po3ain «KinbkicHe

BM3HAYEHHS Aitoumnx

PEeYOBMH» [OMOBHEHO
KpUTEPIMW NPUIAHATHOCTI
Ha TePMiH NPUAATHOCTI.
MeToaukv BUNpo6yBaHHS
He 3MiHUANCS; 3MiHun |
Tuny: FoToBWIA NiKapCbkuii
3aci6. KoHTponb rotoBoro
nNikapcbKkoro 3acoby. 3miHa
napameTpiB cneumdikawin
Ta/abo JonycTMmMmnx Mex
roTOBOrO J1iKAPCLKOro
3aco0y (3BY)XeHHSA

[ONYyCTUMUX MeX) —

3BY)XEHHS KpUTEPIiB

NPUIRHATHOCTI 3a
NoKasHNKOM «KinbkicHe
BM3HaYeHHs. CeneH.» Ha

MOMEHT BUMYCKY,

MeToauka BUnpobyBaHHS
He 3MiHunacs; 3minu |

Tuny: FOTOBUIA NikapCbKuMii

3aci6. KOHTpOsb rotoBoro
nikapcbKoro 3acoby. 3miHa
napamMeTpiB cneymqikauiin

Ta/abo JonycTummnx Mex
roTOBOrO J1iKapCbKOro

3aco06y (iHLi 3MiHN) -
po3gin «MikpobionoriyHa
yncToTa» NPUBELEHO Y
BiANOBIAHICTb 1O BUMOT
[Lit040ro BUAaHHs
€BponeiicbKoi
thapmakonei; 3miHu | Tuny:
[oTOBMIA NikapcbKuii 3aci6.
KoHTposb rotoBoro




36

Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeodypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsBi0O4YeHHs

nikapcbKoro 3acoby. 3MiHa
napameTpiB cneumdikawin
Ta/abo [onycTUMUX MeX
roTOBOrO J1iKapCLKOro
3aco0y (40NOBHEHHS
cneuuaikavii HOBUM
NMOKa3HMKOM 3 BiAMNOBIigHUM
MEeTOA0M BMNPOOYBaHHS)-
creyudikaLito AONOBHEHO
NOKa3HNKOM
«lpeHTndikauis Ta
KiNbKiCHe BU3HaYeHHSA
€KCTpaKTy YOPHULLi CyXOro
CTaHAapTU30BaHOro»;
BUMNPaB/IEHHS TEXHIYHNX
NMOMW/IOK: NPUBEAEHHSA
HanmcaHHsa AeknapyBaHHs
yMmoB 36epiraHHs M3y
BiANOBIAHICTbL 0
mMaTepianis BUPOBHUKa;
Has3By Ail040i peyoBUHU
EkCTpakTy YopHuLi cyxoro
cTaHgapTusosaHoro 8 MKA
N3 B po3gini «Cknag»
npvBeLeHo Yy BiANOBIAHICTb
[0 BUMOT [il040ro BUAaHHSA
€Bponelicbkoi hapmakonei
(3aranbHa cTtatTa
«EKCTpakTu»), 3a3Ha4€Ho -
€KCTPaKTy YOPHULLi CyXOro
CTaHAapTM30BaHOro
(Vaccinium myrtillus) (4:1)
(exkcTpareHT — eTaHon
96%); B po3aini «Cknag.
JonomikHi peqoBUHM»
KOHKpPETM30BaHO Ha3By
[0MNOMDKHOT PEYOBUHU
6apBHYK 3ani3a oKkenam Ta
rigpokenam (E 172)

JEHTOKIHA,

Tabnetkn Ne 150
y thnakoHax Ne 1

[Joiiue
Xomeonari-
YHioH OXY-

ApuHaiimiTTe

HimeuunHa

[Joiive
Xomeonari-
YHioH AXY-

ApuHavimiTTens

HimeuunHa

nepepeecTpawis y 3B 3Ky
i3 3aKiHYEHHAM TepMiHy aji
peecTpadjiinHoro
NoCBig4YeHHSA

6e3
peyenma

He
nionsieae

UA/5193/01/01
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1
nb M'v6X & v6X & Ko. KI
Ko. KI
9. AlOKCAnH NOPOLLOK ToBapucTso YkpaiHa ToBapucTso 3 YkpaiHa nepepeecTpauis Ha - He UA/11443/01/01
(cy6eTaHuin) y 3 06MeXeHo Heo6MeXeHUA TepMiH nionsizae
noABiiHMX 06MEeXeHoH Bi4NoOBiAa/IbHICT
nonieTuIeHoBUx Bignosigab 10 "OAPMXIM"
Millkax ans HICTIO
BMpPOGHMLTBA "OAPMXIM"
CTEPW/IbHUX Ta
HECTEePW/TbHMX
nikapcbkux hopm
10. EKOHA3O0/Y NOPOLLOK AT "Nlekxim - YkpaiHa Mycik IHais nepepeecTpais Ha - He UA/4879/01/01
HITPAT (cyb6eTaHuin) y Xapkis" BiocaiHcec HEeOOMeXeHUn TepMiH niossizae
noABiiHMX NimiTep,
nakertax 3
nonieTuneHy ons
BMPOGHULTBA
HECTEepPU/IbHMX
nikapcbkux hopm
11. EKCTPAKT eKCTpaKT piaKuii TOB Ykpaina FAC dawminis, CnoBaupbka nepepeecTpais Ha - He UA/5061/01/01
BIFOP (cybeTaHuis) y "AeTpa" c.p.o. Pecny6nika HeobMeXeHnii TepMiH nionsieae
60ouKax
nosieTUIEHOBUX
ANnst BUpo6HULTBA
HecTepubHUX
niKkapcbKux hopm
12. ETUNOBI piavHa NAT YkpaiHa XioaTan Kutaii nepepeecTpauis Ha - He UA/11784/01/01
E®IPU OMETA- | (cy6cTaHuif) y "KuiiBCbKmit Biochapm IHk. HeobMmeXeHuii TepMiH nionsieae
3 KUCnot cTanieBunx BiTaMiHHNIA
6apabaHax gns 3aBog”
BUPOGHULTBA
HECTEePW/TbHMX
nikapcbkux hopm
13. | IOPNATIN® TabneTkn, BKpUTI KYCYM IHaisa KYCYM IHais nepepeectpauis y 38°a3ky | Ne 10 - 6e3 Ne 10 — UA/7643/01/01
060/10HKOI, Ne 10 | XENTXKEP XENTXKEP MNBT i3 3aKiHYUEHHAM TEepMIHy A4ii | peyenma; nionsizae;
(10x1), Ne 100 MBT NTA nTa peecTpauinHoro Ne 100 - 3a Ne 100 —
(10x1x10) y noceigueHHs; 3miHu | Tuny: | peyenmom He
6nictepax abo 3MiHa HaliMeHyBaHHS nionsieae

ctpunax, Ne 100
(10x10) y
6nictepax

Ta/abo micLe3HaxoKeHHs
BMPOOGHMKa rOTOBOr0
nikapcbKoro 3acoby,

BK/IHOYaK0UM Micue
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1
NPOBeAEHHS KOHTPOSIO
AKOCTI — NpUBEAEHHS
agpecu BupobHuka y
BiANOBIAHICTbL 0
cepTudikaTty BifNOBIAHOCTI
Bumoram GMP, BugaHoro
Jepxnikcnyx6ot Ykpaiiu
14. | MYKANTWH NMOPOLLIOK TOB Ykpaina TOB Ykpaina nepepeecTpawis Ha - UA/5778/01/01
(cybeTaHuis) y "MocnigHuit "focnigHunii HeobMeXeHuiA TepMiH
noABiiHMX 3aBof 3asog "THUIC"
naketax i3 nsiBku "rHUAC
nonieTuneHoBol
ans
hapmaveBTUYHOr
0 3aCTOCYBaHHS
15. OPTOCU®DOHY | nucta MpAT YkpaiHa MpAT YkpaiHa nepepeecTpaia Ha - He UA/5683/01/01
TUHNHKOBOIT | (cybeTaHuis) y "Niktpasn” "Niktpasn" HeobMexeHuin TepMiH niosnsieae
O INCTHA MiLLIKax, THOKax,
Kinax gns
BMPOGHULTBA
HecTepusibHUX
NiKkapcbknx hopm
16. NMAHTOKAP® TabneTkn, BKPUTI Mikpo Jlabc IHaisA Mikpo Jlabc IHaisa nepepeecTpawis y 3B 3Ky 3a He UA/3559/01/01
060/T0HKOH, NimiTepq, NimiTepq, i3 3aKiHYEeHHAM TepMiHy gji | peyenmom niosisicae
KMLLKOBOPO34UNHHI peecTpauiiiHoro
no 40 mr Ne 30 noceigyeHHs; 3MiHu | Tuny:
(10x3) y Nikapcbki 3acobu. 3miHa 'y
6nictepax KOPOTKIll XapaKTepucTuLi

nikapcbKoro 3acoby,
IHCTPYKU,iT AN19 MeguyYHoro
3acTocyBaHHS abo
MapKyBaHHi ynakoBOK
(noTpebye BHECEHHS
BiANOBIAHO A0 iHdopMaLiT
pechbepeHTHOro/opuriHanbH
0ro NikapcbKoro 3acoby
6€e3 HaflaHHS XOAHUX
HOBUWX JOAATKOBUX AaHUX
3aABHUKOM) 3MiHU
BHECEHO [0 iHCTPYKLUIT ANnA
MeAMYHOro 3aCTOCYBaHHA
npenapary Ao posginy
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1

"Moka3aHHSA", a TaKoX A0
po3ainis "Cnoci6
3acTocyBaHHA Ta Ao3n"
(YTOYHEHHS [03YBaHHSA),
"[iTn" (BHECEHI YTOUYHEHHS,
BiANOBIAHO A0
pechepeHTHOro npenapary
KOHTPO/IOK®, TabneTku
racTpopesncTeHTHi no 40
Mr); 3miHu | Tuny: FoToBwMiA
nikapcbkuii 3aci6.
KoHTponb rotosoro
nikapcbKoro 3acoby. 3miHa
y MeTofax B1npobyBaHHs
roTOBOrO JTiKAPCLKOr0
3aco0y (iHLWWi 3MiHM Y
mMeTofax BunpobysaHb
(BrItovatouM 3amiHy abo
[OMNOBHEHHS); FOTOBUIA
nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOIO
nikapcbKoro 3acoby. 3miHa
napameTpiB cnevumdikawin
Ta/abo 4onycTMMMX Mex
rOTOBOrO J1iKapCbKOro
3aco0y (iHLWi 3MiHn) -
npvBefeHHs po3ainy
«Onuc» y BiANOBIAHICTbL A0
opuriHaIbHUX MaTepianis
BMPOOHUKA, a came -
3a3HayeHHs Konbopy
TabneTku; 3MiHa
nocuiaHHsA Ha MeToAVK/
BMNPOGYBaHHSA; 3MiHa
MeTOAMKM BUNPOOYBaHHSA
3a po3ginom
«lgeHTundpikavis. Tutany
Aiokeugy; cneumdikadio
[ONOBHEHO NOKa3HUKOM
«lpeHTngikauis. 3aniza
oKeua»; cneumaikadito
[ONOBHEHO NOKa3HMKOM
«3anuwkoBsa KiflbKicTb
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1

opraHiyHNX PO3UYNHHUKIB»;
npuBeAeHHA METOAVKN
BMNPO6YBaHHA 3a
MOKa3HWKOM
«PO3UNHEHHA» Y
BiANOBIAHICTb 1O BUMOT
MoHorpadii « Pantoprazole
Sodium Delayed-Release
Tablets» gjtoyoro BugaHHs
USP; kpuTepii
NPUAHATHOCTI He
3MiHUANCS; 3MiHa
MEeTO/AMKMN BUNPOOYBaHHSA
(3MiHX [0 NPUrOTYBaHHSA
PO34MHIB BUNPOGYBaHHS,
3MiHa po3paxyHKOBOI
dhopmyun, 3mMiHN A0
posgainy «lMpuaaTHicTb
XpomarorpagivHoi
CMCTEMU») Ta 3MiHa
KpuTepiiB NPUAHATHOCTI 3a
nokasHMKoM «CynpoBiaHi
OOMILKM» (NPUBELEHHS Y
BiAMOBIAHICTb 40 BMMOT
MOHorpadii « Pantoprazole
Sodium Delayed-Release
Tablets» gitoyoro BugaHHs
USP): 3MiHV [0 METOAMKN
BMNPOBYBaHHS 3a
nokasHukoMm «KinbkicHe
BU3HAUYEHHS» (3MiHW 0
NPUroTyBaHHA
CTaHAAPTHOrO PO3YMHY,
YTOYHEHHA pO3paxyHKOBOT
hopmynu); 3minm | Trny:
Nikapcbki 3aco6u. 3MiHK
[0 iCHyrouOi cuctemm
thapmakoHarnsgy, sk
3a3Ha4yeHo B ONKCI
cucteMu dpapmakoHarniagy
(3MiHa ynoBHOBaXXeHOT
ocobu, BignoBiganbHOI 3a
hapmakoHarnsag); 3minu |
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1

TMny: AgMiHICTpaTuBHI
3MiHW. 3MiHa Ha3BM
nikapcbkoro 3acoby -
3MiHa Ha3BW NikapCbKoro
3acoby. 3aTBepAXKeEHO:
MaHTOKap,
3arnponoHOBaHO:
MaHTokap®); 3MmiHun | TNy -
3MiHa HaliMeHyBaHHS
Ta/abo MicLle3HaX0mKEHHS
BMPOGHUKA rOTOBOro
nikapcbkoro 3acoby,
BK/IHOHaun Micue
NPOBeAEHHS KOHTPOSIO
AKOCTI(BUPOGHNYa
OiNbHMLA BUNYCKY cepii)
(npuBefeHHs
MiCLLe3HaX0MKEHHS
BMPOOHUKA Y BifNOBIAHICTb
[0 opuriHanbHUX
OOKyMeHTIB (40 Konii
BucHoBky wono
NiATBEPKEHHS
BiA4NOBIAHOCTI
BMPOGHULITBA JTiKaPCbKUX
3acobiB BMMoram
Ha1eXXHOT BUPOBHUNYOT
npaktukn (GMP), BugaHoro
JepxaBHoto cnyx60t0
YKpaiHu 3 Nikapcbkux
3acobis, 3 nepenikom J13),
6e3 3MiHN Micuys

BUPOGHULITBA)
17. POMALLKW piavHa ToBapucTso YkpaiHa ToBapucTso 3 YkpaiHa nepepeecTpaia Ha - He UA/11917/01/01

EKCTPAKT (cybeTaHuis) y 3 06MeXeHo HeobMeXeHuin TepMiH niosnsieae
PIAKWIA (6:10) MeTaneBux 06MmeXeHo BiANOBiAA/IbHICT

6oukax (kera) gna | Bignosigasib 0

BMPOGHULTBA HiCcTI0 "dapmaveBTNyH

HeCTepUIbHUX "®apmauesT a KomnaHis

nikapcbkux hopm N4Ha "3p0poB'a”

KOMNaHis

"3p0poB'a"
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no 10 mr Ne 10
(10x1), Ne 30
(10x3) y cTpunax

Nikapcbki 3ac06U. 3MiHK
[0 iCHyro4Oi cuctemm
thapmakoHarnsgy, sik

3a3Ha4veHo B ONuci
cucTeMu hapmakoHarnsgy
(3MiHa ynoBHOBaXeHOT
ocobw, BiANoBiAabHOT 3a
chapmakoHarnsg); 3miHu |
Tuny: FOTOBWUIA NikapCbkunit
3aci6. KOHTpOsb rotoBoro
nikapcbKoro 3acoby. 3miHa
napamMeTpiB cneumaqikadiin
Ta/abo AONyCTUMUX MEX
roTOBOrO JTiKAPCbKOTo
3aco06y (iHLi 3MiHNK)
(npvBeaeHHA po3sginy
«MikpobionoriyHa
yncToTa» A0 BUMOT
[iKY0ro BuaaHHs €o0);
3MiHu | Tuny:
AOMiHICTPaATUBHI 3MiHW.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NpoBaXeHHSA AiANbHOCTI
BUPOGHUKa/imnopTepa
roTOBOrO J1iKapCLKOro
3acoby, BkoYaoun
OiNbHULI BUNYCKY cepii abo
MicLle NpOBeAEHHS
KOHTPOJIO SIKOCTI.
(aisnbHICTB, 3a AKY
Bignosigae
BMpPOGHUK/iMnopTep,
BK/IOUAOUM BUMYCK CEepiid)
(npuBeaeHHs agpecu
BMPOGHMKA Y BiAMNOBIAHICTb
[0 BMICHOBKa, L0
nigTBEpAKYE BiANOBIAHICTbL

BMPOGHULITBA JiKAPCLKOr0

Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1
18. CEPOKC TabneTkn, BKPUTI Mikpo Jlabc IHaisA Mikpo Na6c IHaisa nepepeecTpawis y 3B 3Ky 3a He UA/1569/01/01
060/TOHKOH, NimiTepq, NimiTepq, i3 3aKiHYEeHHAM TepMiHy gji | peyenmom niosisicae
KMLLKOBOPO3UUHHI peecTpaujiiHoro
nocsigyeHHs; 3miHu | Tuny:
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeodypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsBi0O4YeHHs

3acoby Bumoram GMP,
BMAAHOIO
[Jepxnikcnyxo6oto
YKpaiHu); 3miHa
napameTpiB cnevmdikadii
Ta/abo 4onycTMMMX MeX
roTOBOrO JTiKAPCLKOTO
3aco0y (40NOBHEHHS
cneuudikaLii HOBUM
NOKa3HMKOM 3 BiZMOBiAHUM
MeToA0M BUMPOBYBaHHSA);
3MiHa napamMeTpiB
cneumndikauiin Ta/abo
[0NyCTUMUX MEX rOTOBOro
nikapcbKoro 3acoby
(3BYXXEHHS fOMYCTUMNX
Mex)

19.

CUHYMNPET®

TabneTkn, BKPUTI
060n10HKOot, Ne 50
(25x2) y
6nictepax

BioHopuka
CE

HimeuunHa

BioHopuka CE

HimeuunHa

nepepeecTpawis y 38 A3Ky
i3 3aKiHYEHHAM TEePMIHY i
peecTpaujiinHoro
NOCBiAYEHHSs

6e3
peuyenma

niosnsieae

UA/4373/01/01

20.

CKIH-KAN

Kpem 0,2 % no 15
r, no 50 r y Ty6ax
Ne 1

XEMITPYN
®PAHC

dpaHuisa

b. BPAYH
MELIKANT C.A.

Icnanis

nepepeecTpayis y 38 3Ky
i3 3aKiHYEHHAM TepMiHy aji
peecTpauiiHoro
nocsigyeHHs; 3miHu | Tuny:
BunyyeHHs BUPOBHUYOT
AOiNbHULi (BKNKOYaOUn
AinbHuLi ana A®l abo
[it0Y0i pevoBMHM,
NMPOMDKHOro NPOAYKTY abo
rOTOBOrO J1iKapCbKOro
3acoby, AinbHULi Ans
NpoBeeHHA NakyBaHHS,
BUPOGHUKA,
BiANOBIA&/ILHOTO 3a BUMYCK
cepiid, micue NnpoBefeHHs
KOHTPO/O cepil) abo
nocrtavasibHvKa BUXiAHOro
marepiany, peareHty abo
[OMOMDKHOT peYOBUHY;
3MiHu | Tuny: 3miHu 3
sIKoCTi. [oToBUIA

6e3
peyenma

nionsizae

UA/3789/02/01
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1

nikapcbkuii 3aci6.
KOHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa
y MeTogax BunpobyBaHHS
roTOBOrO J1iKaPCbKOro
3aco0y (iHLWi 3MiHN y
mMeTogax BunpobyBaHb
(BKNtOYAKOUM 3aMiHy abo
[OMOBHEHHSA) — 3aMiHa
mMeToay BMNpobyBaHHA 3a
MOKa3HNKOM
«lpeHTndikaLisa uHKy»
(konbopoBa peakuist) Ha
mMeTog PX; 3miHum | Tuny:
3MiHu 3 aKocTi. FoToBWMi
nikapcbknii 3aci6.
KoHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii
Ta/abo AOonyCTUMUX MEX
roTOBOrO J1iKaPCbKOro
3ac00y (BHECEHHS 3MiH A0
[0CbE MiCNSA OHOBNEHHSA
3arasibHOi CTaTTi Ha roToBY
nikapcbky popmy y
[oY/EBponeiicbkiii
thapmakoner) —
npvBeaeHHs po3ainy
«MikpobionoriyHa
YnCTOTa» y BiAMNOBIAHICTb
[0 BUMOT [il040ro BUAaHHS
€BponeiicbKoi
thapmakonei; 3miHu | Tuny:
3MiHu 3 aKocTi. FoToBwMiA
nikapcbkuii 3aci6.
CrabinbHictb. 3MiHa y
TepmiHax npugaTtHocTi abo
ymoBax 36epiraHHs
roTOBOrO JTiKAPCLKOr0
3aco0by (3miHa B ymoBax
36epiraHHs rotToBoro
nikapcbkoro 3acoby abo
nicns
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1
PO3UYMHEHHSA/BIAHOBNEHHS)
— 3MiHW po3giny «YMoBHU
36epiraHHa» B MKA 13
21. cnopPuLly TpaBa MpAT YkpaiHa MpAT YkpaiHa nepepeecTpadis Ha He UA/5487/01/01
TPABA (cy6eTaHuin) y "NikTpasn" "NikTpasn" HEOOMEXEHU TepMIH niossizae
MillKax, ToKax,
Kinax gns
BMpPOGHMLTBA
HECTEepPU/IbHMX
Nikapcbknx dopm
22. TAMCY/IO3UH | nopoLuok MpAT YkpaiHa Pa Yem dapma IHais nepepeecTpais Ha - He UA/11421/01/01
Yy (cy6eTaHuin) y "TexHonor" Nimitep, HeobMeXeHuiA TepMiH niossizae
FIAPOXNTIOPUA | noagiiHmx
nonieTuIeHoBUX
naketax gns
BMPOGHMLTBA
HecTepuIbHUX
Nikapcbknx dopm
23. | YPONNECAH® Kpanni opanbHi in NAT Ykpaina MAT YkpaiHa nepepeecTpavyis y 38 3Ky - He UA/9517/01/01
bulk: no 25 mny "ranuudapm "Tanuucapm" i3 3aKiIHYEHHAM TEePMIHY i nionsieae
dhNakoHi- " peecTpauiiiHoro
KpanenbHuui abo nocBigyeHHst; 3miHu | Tuny:
no25mny BBefieHHs1 abo 3MiHKN A0
donakoHi- y3ara/isHeHUX faHux npo
KpanesnbHuL, cucTemy chapmakoHarnagy;
3aKpuTOMy MpriBeAEHHA HA3B Ailoumnx
KPWLLKOIO 3 peyoBwuH (B po3gaini
KOHTpONem «Cknag» B MKA 'y
nepLuoro BiAMOBIAHICTb 40 BMMOT
po3KpUTTH, Nno 88 3arajibHoI cTaTTi
h1akoHiB- "EKCTpakTn" aitoyoro
KpanesibHuLb Yy BUAaHHA JdY)
KOpoo6i
24. | YPONNECAH® Kpanni opanbHi no NAT YkpaiHa MAT YkpaiHa nepepeecTpawis y 38 3Ky 6e3 nionsizae UA/2727/02/01
25 mn y dhnakoHi- | "Fanuudgapm "Tannudhapm” i3 3aKiHYEHHAM TEPMIHY A4ii | peyenma

KpanesibHuuj, no 1
donakoHy-
KpanesibHuLi B
nauui; no 25 mny
dhnakoHi-
KpanesibHUL,
3aKpuTOMy

peecTpadiiHoro
noceigyeHHs; 3MiHu | Tuny:
BBeaeHHs1 abo 3MiHK A0
y3araslbHeHUX AaHnx Npo
cucTemy papmakoHarisgy;
MpnBeAeHHA Ha3B Aitounx
peyoBwuH (B po3gini
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1
KPULLKOIO 3 «Cknag» B MKA y
KOHTpO/1IEM Bi4NoBIAHICTb A0 BUMOT
nepLuoro 3arasibHOI cTaTTi
po3kpuTTA, no 1 "EKCTpakTn" fjtoyoro
hnakoHy- BUAAHHA JPY)
KpanesbHULi B
nayui
25. | XBOLWA TpaBa MpAT Ykpaina MpAT Ykpaina nepepeecTpawis Ha - He UA/5491/01/01
nonboBOIro (cy6eTaHuin) y "NikTpasn" "NikTpasn” HeobMeXeHuiA TepMiH nionsizae
TPABA MiLLKaXx, y ToKax
ANns BUpPOGHULTBA
HecTepuIbHUX
niKkapcbknx hopm
26. LEPAKCOH® PO34uH Ans deppep Icnanis deppep Icnanis nepepeecTpayis y 38 3Ky 3a He UA/4464/01/02
iH'ekuiin, 1000 mr/4 | IHTepHaLioH IHTepHauioHasb, i3 3aKiHYEeHHAM TepMiHy gji | peyenmom nionsizae
M1 M0 4 MN B anb, C.A. C.A. peecTpauiiHoro

amnynax Ne 5, Ne
10

noceig4yeHHs; 3MiHu | Tuny
- AQMiHICTPaTUBHI 3MiHW.
3MiHa HaliMeHyBaHHs
Ta/abo agpecu micuys
NpoBaXeHHS AisNIbHOCTI
BUPOGHUKa/imnopTepa
rOTOBOrO J1iKapCbKOro
3aco06y, BKIOYawum
AinbHULI BUMYCKy cepii abo
MicLe NnpoBeAeHHs
KOHTPOSO SAKOCTI.
(BisNbHICTB, 3a AKY
BignoBigae
BUPOGHUK/iIMIopTep,
BK/1HOHA0UM BUMYCK Cepii) -
YTOYHEHHS agpecu
MiCLle3HaX0KEHHS
BUPO6HUKA; 3MiHK | TUNY -
3MiHu 3 aKkocTi. FoToBWMiA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibH
wii 3aci6. 3miHa
napameTpiB cneumdikawin
Ta/abo fonycTMMmnX Mex
NepBUHHOT YNakoBKN
roTOBOrO J1iKapCbKOro
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1

3aco6y (4ONOBHEHHS
crneuudikaLii HOBUM
NOKa3HWKOM 3 BiAMOBIAHUM
MeToA0M BUNPoByBaHHSA) -
BU/TYYEHHS YNakoBKM No 3
amnynu; 3miHn | Tiny -
3MiHM 3 aKocTi. AdI.
Bupo6HuLTBO. 3MiHa
BMPO6HMKa
BUXiHOro/npomi>KHOro
npoaykTy/peareHTy, LWo
BMKOPWUCTOBYIOTBLCA Y
BUPOGHMYOMY NpOLLeCi
Adl, abo 3miHa BMpPO6GHMKa
(BKNtovaroum, ge
HeobxigHo, micue
NPOBeAEHHS KOHTPOSIO
aKocTi) A®I (3a BigCyTHOCTI
cepTudikarta BiAnoBiAHOCTI
€Bponelicbkiin thapmakonei
y 3aTBEPXEHOMY [10CbE)
(iHWi 3MiHKW) - BUNYyYeHHA
BMpO6HUKa AdI deppep
IHTepHauioHanb, C.A.,
IcnaHis; 3MmiHun 1l TUNY -
3MiHM 3 aKkocTi. ADL.
Brpo6HMuTBO. 3MiHa
BUPOGHMKA
BWXiZAHOrO/NPOMIXXHOIO
npoayKTy/peareHTy, Wo
BMKOPUCTOBYHOTLCA Y
BUPOBGHNYOMY MPOLIECI
Adl, abo 3miHa BUpO6OHUKa
(BKNtouaroun, e
HeobXxigHo, Micue
NpoBefEeHHA KOHTPOSIO
akocTi) AP (3a BigCyTHOCTI
cepTudikata BiANoBIAHOCTI
€Bponelicbkili hapmakonei
y 3aTBEpPAXEHOMY [OCbE)
(BBEAEHHSA HOBOIO
BMPO6HUKa AdI 3
HafaHHAM MacTep-chaiina




Ne

Hassa
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n/n

JliKapcbKo20
3acoby

dopma BUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeodypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsBi0O4YeHHs

27.

LIEPAKCOH®

Ha A®I) - BBEjEHHSA HOBUX
BMPOGHUKIB ADI; 3MiHum I
TUNy - 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6.
KOHTpO/1b rOTOBOIO
nikapcbKoro 3acoby. 3miHa
napameTpiB cnevumdikawin
Ta/abo 4onycTMMMX Mex
roTOBOrO J1iKapCbKOro
3aco0y (iHLWi 3MiHn) -
[ONOBHEHHA crneundikaL,i
MOKa3HWKOM
«lgeHTndikawis
LUTUKOSIHY Y P-
CNeKTpohOTOMETPISA»;
3MiHW KpUTEpIiB
NpURHATHOCTI (oNA
[o3yBaHHA 1000 mr) 3a
nokasHWKOM «CynpoBiaHi
OOMILLIKN»

pPOo34nH ans
iH'exuin, 500 mr/4
M1 M0 4 M B
amnynax Ne 5, Ne
10

deppep
IHTepHavjioH
anb, C.A.

Icnanis

deppep
IHTepHauioHanb,
C.A.

Icnanis

nepepeecTpayis y 38 3Ky
i3 3aKiHYEHHAM TEepMiHY i
peecTpauiiHoro
nocCBigYeHHs; 3MiHu | Tuny
- AQMiHICTPaTUBHI 3MiHW.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu micuys
NPOBaKEHHS AiANbHOCTI
BUPOGHUKa/imnopTepa
roTOBOrO J1iKaPCbKOro
3acoby, BkHoYaun
AinbHUUI BUNycKy cepii abo
MicLle NpoBeAEHHS
KOHTPOJIO SIKOCTI.
(BisNbHICTB, 3a AKY
Bignosigae
BUPOGHUK/iIMIopTep,
BK/1HOHAI0UM BUMNYCK Cepiit) -
YTOYHEHHS agpecu
MiCLLe3HAXO4)KEHHSI
BUPO6HUKA; 3MiHK | TUNY -
3MiHu 3 aKocTi. FoToBwMiA

3a
peyenmom

nikapcbkuii 3aci6. Cuctema

He
nionsizae

UA/4464/01/01




49

Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1

KOHTeliHep/3akynopoBasibH
i 3aci6. 3miHa
napameTpiB cneuudikauii
Ta/abo AOonyCTUMUX MEX
NepBMHHOT YNaKoBKU
roTOBOrO J1iKapPCbKOro
3acoby (40NOBHEHHS
cneyudikauii HoBUM
NOKa3HMKOM 3 BiAMOBIAHNM
MeTOLOM BUNPODOYBaHHS) -
BU/TYYEHHS YNaKoBKM Mo 3
amnynu; 3miHn | Tiny -
3MiHuM 3 aKocTi. AdL.
Brpo6HuuTBO. 3MiHa
BMpPOGHMKa
BUXi4HOro/npoMi>KHOro
npoaykTy/peareHTy, Wwo
BMKOPUCTOBYHOTLCA Y
BUPOGHMYOMY NPOLLECI
A®l, abo 3miHa BUpPO6GHMKa
(BKNtovaroun, ge
HeobXxifgHo, Micue
NPOBefEHHsS KOHTPOSO
skocTi) A®I (3a BigCyTHOCTI
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkili hapmakonei
y 3aTBEPXEHOMY [10CLE)
(iHWi 3miHK) - BUNYyYeHHA
BMPOOHUKa AdD| deppep
IHTepHauioHanb, C.A.,
IcnaHis; 3miHu Il Trny -
3MiHM 3 aKocTi. AdI.
Brpo6HMuTBO. 3MiHa
BMPOGHMKa
BWXiZHOrO/NPOMIXXHOTO
NpoAayKTy/peareHTy, Wo
BMKOPWUCTOBYIOTBLCA Y
BUPOGHMYOMY NPOLLECi
A, abo 3miHa BUpoOHUKa
(BKNtOYaroun, ge
HeobxigHo, Micue
NPOBeAEHHS KOHTPOSIO
AKOCTI) A®PI (3a BifCYTHOCTI
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeodypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsBi0O4YeHHs

cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkili hapmakonei
y 3aTBEPXEHOMY [10CLE)
(BBEAEHHA HOBOTO
BMPOOHUKa AdI 3
HafaHHAM MacTep-thaiina
Ha AdI) - BBEAEHHSI HOBUX
BUPOGHUKIB API; 3MiHn I
TMNy - 3MiHW 3 AKOCTI.
[oTOBMIA NikapcbKMii 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cnevmdikadii
Ta/abo 4onycTMMMX MeX
roTOBOrO JTiKAPCLKOr0
3aco0y (iHLWi 3MiHN) -
[ONOBHEHHS cneundikauii
NOKa3HNKOM
«lpeHTundikawis
LUTUKOMIHY Y P-
CNEeKTPOdOTOMETPISA»;
3MiHW KpUTEPITB
NPURHATHOCTI (oNA
[o3yBaHHs 1000 mr) 3a
nokasHukoM «CynpoBigHi
[LOMILLIKN»

28.

LIEPAKCOH®

pO34MH AN
nepopasibHoro
3acTocyBaHHA,
100 mr/mn no 30
My donakoHax Ne
ltanol0mny
cauwe Ne 10

deppep
IHTEepHaLjioH
anb, C.A.

IcnaHin

deppep
IHTEepHauioHanb,
C.A.

IcnaHis

nepepeecTpawis y 3B A3Ky
i3 3aKiHYEHHAM TepMiHy i
peecTpauinHoro
NOCBigYeHHs; 3MiHu | Tuny:
3MiHu 3 aKocTi. FoToBwMiA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibH
niA 3aci6. 3miHa po3mipy
ynaKoBKN rOTOBOro
nikapcbKoro 3acoby
(BUTyYEHHS ynaKkoBKu
NeBHOro po3Mipy) -
BunyyeHHsA cawe Ne6;
3MiHu | Tuny:
AOMiHICTPaATUBHI 3MiHW.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus

3a
peyenmom

He
nionsi2cae

UA/4464/02/01
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1
NpoBaXeHHSA AiANbHOCTI

BMpoGHUKa/imMnopTepa
roTOBOrO JIiKAPCLKOro
3aco0by, Bk/Iovarun

MicLie NpoBefEeHHSA
KOHTPOJIO SKOCTI.
(BisNbHICTb, 3a AKY
Bignosigae
BMpOGHUK/iMnopTep,

YTOUYHEHHS agpecu
MiCLLe3Hax0KEHHS
BUPOGHUKa; 3MiHW | Tvny:
3MiHu 3 aKocTi. FoToBWMi
nikapcbknii 3aci6.
CTabinbHicTb. 3MiHa y

ymoBax 36epiraHHs
roTOBOrO J1iKapCLKOro
3aco0by (3miHa B ymoBax
36epiraHHs rotToBOro
nikapcbkoro 3acoby abo
nicns
PO34YMHEHHSA/BIAHOBNEHHS);
3MiHu | Tuny: 3MiHK 3
AKocTi. A®l. BUpo6GHMLTBO.
3MiHa BMPOOHUKa
BWXiZAHOrO/NPOMIXXHOIO
npoayKTy/peareHTy, Wo
BMKOPUCTOBYHOTLCA Y
BUPOBGHNYOMY MPOLIECI
Adl, abo 3miHa BUpO6OHUKa
(BKNtouaroun, e
HeobXxigHo, Micue
NpoBefEeHHA KOHTPOSIO
akocTi) AP (3a BigCyTHOCTI
cepTudikata BiANoBIAHOCTI
€Bponelicbkili hapmakonei
y 3aTBEpPAXEHOMY [OCbE)
(iHWWi 3MiHW) - BUYYEHHSA
BMpO6HUKa Adl deppep

AinbHULI BUNycKy cepii abo

BK/IHOYAOUM BUMYCK Cepiid) -

TepMiHax npugaTHocTi abo

IHTepHauioHanb, C.A,,
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1
Icnanis; 3MiHu 1l TMny:

3MiHM 3 aKkocTi. ADL.
Brpo6H1uTBO. 3MiHa
BUPOGHMKA
BWXiZAHOrO/NPOMIXXHOIO
npoayKTy/peareHTy, Wo
BMKOPUCTOBYHOTLCA Y
BUPOBGHNYOMY MPOLIECI
Adl, abo 3miHa BUpO6OHUKa
(BKNtouaroun, e
HeobXxigHo, Micue
NpoBefEeHHA KOHTPOSIO
akocTi) AP (3a BigCyTHOCTI
cepTudikata BiANoBIAHOCTI
€Bponelicbkili hapmakonei
y 3aTBEPAXEHOMY [OCbE)
(BBEAEHHSA HOBOIO
BMPO6HUKa AdI 3
HagaHHAM mMacTep-caiina
Ha A®l) - BBEJEHHSA HOBUX
BMPOOHUKIB AD| —
INTERQUIM S.A. Icnanis;
KYOWA HAKKO BIO CO.,
LTD, SAAnoHis; 3miHwn 11
TMny: 3MiHM 3 AKOCTI.
[oTOBMIA NikapcbKuii 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cnevmdikadii
Ta/abo 4onycTMMMX MeX
roTOBOrO JTiKAPCLKOr0
3aco0y (iHLwWi 3MiHK) - 3MiHa
napameTpiB cneuuaqikadii:
BUJTyYEHHS MOKA3HWKIB
«WinbHicTb» Ta
«HoMiHanbHWii 06’eM>»,
OCKINbKM flaHHi NOKa3HUKM
KOHTPOJOKTLCA B NpoLeci
BMPOGHULTBE; A,0AAHO
NoKasHUK «FepMeTUYHICTb
ynakoBKu». MpuBEAEHHS Y
Bi4NOBIAHICTb A0

OpUriHaJIbHUX JOKYMEHTIB
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeodypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsBi0O4YeHHs

Ta BUMMoOr €® rnokasHuka
«MikpobionoriyHa
yncrtoTa»

29.

LUMNTPAMOH
HOBUN

Kancynm Ne 6
(6x1), Ne 30 (6x5),
Ne 30 (10x3) y
6nictepax

TOB "dapma
Crapt"

YkpaiHa

TOB "dapma
Crapt"

YkpaiHa

nepepeecTpawis y 38 83Ky
i3 3aKiIHYEHHAM TepMiHy gji
peecTpauiiHoro
noceigyeHHs; 3MiHu | Tuny:
3miHa napameTpiB
cneuundikauin Ta/abo
[0NyCTUMMX MEX rOTOBOrO
niKapcbKoro 3acoby; 3MiHn
| Tuny: 3miHa y metogax
BMNPOOYBaHHSA rOTOBOMO
niKapcbKoro 3acoby; 3MiHn
| TMny: 3miHa po3mipy
yNakoBK1 rOTOBOTO
nikapcbKoro 3acoby;
3a3HayeHHs cknagy
kancynuy posgini «Cknag,.
JlonoMiXHI peqoBUHN.»,
Bif4NoOBIAHO A0 MaTepianis
BYpPOGHMKA

6e3
peyenma

nionsi2cae

UA/11460/01/01

30.

LUMTPAMOH
HOBUU

Kancynu in bulk:
no 3 Kr y naketax

TOB "dapma
Crapt"

YkpaiHa

TOB "dapma
Crapt"

YkpaiHa

nepepeecTpawis y 38 A3Ky
i3 3aKiHYEHHAM TepMiHy aji
peecTpaujiinHoro
noceigyeHHs; 3MiHu | Trny:
3MiHa napameTpis
cneuudikauin Ta/abo
[0NyCTUMUX MEX rOTOBOIO
nNikapcbKoro 3acoby; 3MiHn
| Tvny: 3miHa y meTtogax
BMNPO6YBaHHSA roTOBOro
niKkapcbKoro 3acoby; 3miHn
| TMny: 3miHa po3mipy
ynakoBKU rOTOBOro
nikapcbKoro 3acoby;
3a3HayeHHsa cknagy
kancynu y posgini «Cknag,.
JonomMiXkHi peyoBUHN. »,
BifNOBIAHO 4,0 MaTepianiB
BYPOGHMKA

UA/11461/01/01
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B.o. HayanibHUKa YnpaBniHHA hapmaueBTUYHOI .
AiANbLHOCTI Ta AKOCTI (hapmaLeBTUYHOT NPOAYKLil T.M. NlackoBcbkum



MEPENIK
NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONOTIYHUX MPEMAPATIB), LLIOAO AKUX BY/IN BHECEHI 3MIHW A0
PEECTPALIVHNX MATEPIANIB, AAKI BHOCATLCA A0 AEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

06.04.2016 Ne 320

nonieTUIEHOBUX

IHAis

Ne Hassa dopma BUMYyCKY 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 BiOnycKy peecmpayitiHo2o
3acoby noceio4YeHHsi

1. ABUN®J/TIOKC® TabneTkn, BKPUTI Abpun IHais AypobiHao IHaiA BHECEHHS 3MiH 40 peecTpavliliHnX 3a UA/14416/01/02

nAiBKOBOK dopmyneiw dapma marepianis: peyenmom

060/10HKOI0, NO H3 MBT. /IT4 Nimitep BUMNpPAaB/IEHHA TEXHIYHUX MOMUIIOK Y

500 mr Ne 10 cneuncpikayii B MeTogax KOHTPOSHO SIKOCTI:

(10x1) y n. «Onuc» Ta B IHCTPYKLT AN MeAUYHOro

6nictepax 3aCcTOCyBaHHSA y p. «®PapmaLeBTUYHI

XapaKkTepUCTUKN»

2. ABAMIC™ cnpeii HazanbHWiA, | FnakcoCMmiTK Benuka naxkco Benuka BHECEHHS 3MiH [0 peecTpauiliHnX 3a UA/9306/01/01

CycneHsis, NSANH BpuTtaHis OnepeiiHe BpuTaHis MaTepianis: peyenmom

[030BaHwit, 27,5 Exkcnopt IOK NimiTeq, 3MiHM B IHCTPYKUIT AN MeanyHoro

MKr/po3y no 30 NimiTen 3acTOCyBaHHs. BBeAeHHA 3MiH

003 a6o no 120 npoTsarom 3-x MicauiB nicna

003y dhniakoHi 3 3aTBepPAKEHHA

[03y4nm

NPUCTPOEM Ta

po3nusitoBayem i

KoBrnaykom Ne 1
3. AFANYPUH® TabneTkn, BKpUTI AT "3eHTiBa" CnoBaupka AT "CaHeka CnoBaupbka BHECEHHS 3MiH 0 peecTpaLinHnX 3a UA/3412/02/01

060/10HKOI0, NO Pecny6nika dapmacbloTika | Pecny6nika martepianis: peuyenmom

100 mr Ne 60 y n3" nofaHHs HOBOro cepTudikaTa

onakoHax Ne 1y Bi4NoOBIAHOCTI €Bponelickkin hapmakonel

KapTOHHIA Kopoobui ONA [ito4oT pevoBMHN Bif HOBOTO

BMPOOHMKA; BBEEHHS nepiogy
NMOBTOPHOTrO BUNPOBYBaHHA 5 pokiB ANs
Lit040T peHOBMHN PEUYOBUHN
NEeHTOKCUADINiH B4 HOBOTO BUPOBHMKA

4, A3SUTPOMILUWMH | nopotuok [xy6inaHt IHAiA [xy6inaHt IHais BHECEHHS 3MiH [0 peecTpaLiiHnX - UA/12355/01/01

(cybeTaHuis) y IxeHepikc [xeHepikc maTepianis: 3miHu | Tuny - 3miHa

noAaBiiHNX Nimitep, Nimitepq, HaliMeHyBaHHA Ta/abo MicLe3HaxXOMKeHHS

3asBHMKA (B/lACHUKA peecTpaLliiiHoro
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
nakeTax gns NOCBiAYEHHS) (3MiHA HalMEHYBaHHS Ta
BMPOBHMLTBA MiCLLe3HaxXOMKEHHS 3aABHUKa; 3MiHN |
CTEPUNBHUX Ta Tuny - Ceptudikat BignoBigHOCTI
HecTepuIbHUX €Bponeiicbkili hapmakonei/CepTtudikat
nikapcbknx chopm BiANOBIAHOCTI €Bponeiickkin hapmakonei
Loao ryéuaroi eHuedanonarii. MogaHHsA
HOBOro abo OHOB/IEHOrO cepTudikaTa
Bi4NoOBIAHOCTI €Bponelickkin hapmakonel
ans A®l abo gitouoi peyoBuHU/Ans
BUXiAHOrO
MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOOHMLTBI AD| abo pjtoyoi
peyvoBUHW/oNA [LONOMIXKHOI pEYOBUHU
(cepTudpikaT BiZNOBIAHOCTI EBpONENCHKIiA
chapmakonei) - OHOBNEHWI cepTudpikat
BifNOBIAHOCTI Bif, Ail0HOro BUPOBGHUKa
(nopaHHs oHosrieHoro CEP (Ne R1-CEP
2007-119-Rev 02) Big, Ajto40ro BUpo6HMKa
[xy6inaHT OxeHepikc flimites, IHais (y
3B’A3KY 3 TWM, LWO Bigbynacsa 3MiHa Ha3Bu
BMPOGHUKa AD| 6e3 3MiHM MicLA
BUPOGHNLITBA)
5. ANNEPHOBA Tabnetkn, Wo AnBoreH IMokcembypr BignoBigae 3a Mpeuis BHECEHHS 3MiH 4O peecTpavliiHnX 6e3 UA/13614/01/01
OMCnepryoTbLea B IMKo C.ap.n. NPOMiXHNI MaTepianis: peyenma
poToBiii KOHTPO/b BBE/IEHHS HOBOTO BUPO6HMKa A®I abo
NOPOXHMWHI, No 2,5 BUNYLLEHUX [it040i pevoBUHM 3 HA@HHAM MaTepianis
mr Ne 10 (10x1) y cepii: peecTpauiiiHoro gocke (Mactep-caiina)
6nictepax BepiHrep Ha [ilo4vy peyoBUHy
IHrenbxanm
Ennac A.E.,
Mpeuis;
NOBHWIA LMK
BMPOGHMLTBA:
FeHedhapm
CA, lpeuis
6. ANNEPHOBA Tabnetkn, Wo AnBoreH Jiokcembypr BignoBigae 3a Mpeuis BHECEHHS 3MiH 0 peecTpaLitHnX 6e3 UA/13614/01/02
ONCNEepPryoTbes B INKo C.ap.n. NPOMIDXHUIA MaTepianis: peyenma
poTOoBiii KOHTPO/b BBE/EHHS HOBOrO BUPO6HMKa A®I abo
NOPOXHWHI, Mo 5 BUNYLLEHUX Jiro40i pevoBMHU 3 HAJaHHAM Matepianis
Mr Ne 10 (10x1), cepii: peecTpadiiiHoro gocke (Mactep-gaiina)
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
Ne 30 (10x3) y BepiHrep Ha [ito4vy peyoBuHy
6nictepax IHrenbxanm
Ennac A.E.,
Mpeuis;
NOBHUI LMK
BMpOOHMULTBA:
eHedhapm
CA, peuist
7. ANMATENb® cycneHsis BankaHdap Bonrapis BankaHdapma Bonrapis BHECEHHS 3MiH 0 peecTpavliliHnX 6e3 UA/3264/01/01
opasibHa no 170 Ma-TposH -TposH AT MaTepianis: peyenma
My chnakoHax Ne AT 3MiHa y MeToax B1npobyBaHHSA roTOBOIO
1,no10 mny nikapcbKoro 3acoby (iHwWi 3MiHK y MeToaax
nakeTunkax Ne 10, BUMNPOBYBaHb (BK/IKOUAKUM 3amMiHy abo
Ne 20 [JONOBHEHHS)
8. Anoxon TabneTkn, BKPUTI My6niuHe YkpaiHa My6nivHe YkpaiHa BHECEHHS 3MiH [0 peecTpaliliHnX - UA/1643/01/01
NNiBKOBOKO akuioHepHe akuioHepHe mMaTepianis: NpUMBeAEeHHA Y
060/10HKOIO, iN TOBapUCTBO TOBapUCTBO Bi4NoOBiAHICTb A0 peecTpauiiiHNX
bulk no 1 kr B "HaykoBo- "HaykoBo- marepiasniB HanucaHHs BUPOOHUKIB B
nakeTax BMPOGHWYNIA BMPOGHNUNIA NpoLeci BHECEHHS 3MiH (3MiHa
LUeHTp LeHTp HaliMeHyBaHHS BUPOOHWKa Ajto4oi
"bopLyariscb "BopLyariBCbku pPeYoBMHM 6€3 3MiHM MiCUA BUPOOHMLTBA.
KW XiMiKo- i XiMiko- BBefeHHs 3MiH NPOTArom 6-Tn MicsiLiB
hapmaueBTu thapmaueBTny nicnsa 3arteepmXeHHs) B Hakasi MO3
YHUI 3aBoA" HWi1 3aBOA" YkpaiHu Big 17.02.2016 Ne 104 (6ys10 -
ly6niyHe akyioHepHe mosapucmso
"HaykoB80-8UpobHu4Ul YeHmp
"bopuwjaziscbKuli XiMiKo-
hapmayesmuyHuli 3a800", YKpaiHa;
ghacysaHHs1 ma nakysaHHsi. TOB
"Azpohapm”, YkpaiHa)
9. ANTENKA cvpon rno 100 mn MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 peecTpavliliHnX 6e3 UA/8800/01/01
y 6aHUi CKsHIN "Tannudpapm "Tanunudpapm” MaTepianis: peyernma
abo hnakoHi " 3MiHa YNOBHOBaXeHOT ocobu,
ckisaHomy Ne 1y BiANOBIAANLHOI 3a 34iliCHEHHSA
nauui; no 100 mn thapmakoHarnagy
y thnakoHi
nosnimepHomy Ne 1
y nauuj; no 200
M1y dh1aKkoHi
cknsHomy abo
nosnimepHomy Ne 1




58

Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
y nayui
10. | ANTEWKA cupon in bulk no MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 peecTpavliliHnX - UA/9508/01/01
100 mn y 6aHkax "rannudapm "ranuudapm" marepianis:
CKIAAHUX, abo y " 3MiHa YNOBHOBaXeHOT ocobu,
onakoHax BiANOBIAa/IbHOI 3a 34iCHEHHS
CKNSAHUX, abo 'y thapmakoHarnsgy
donakoHax
nonimepHnx Ne
48; no 200 mny
donakoHax
CKAHNX abo y
donakoHax
nonimepHnx Ne 30
11. | ANTEVKA Tabnetkn MAT YkpaiHa MAT YKpaiHa BHECEHHS 3MiH 0 peecTpaLinHnX 6e3 UA/12480/02/01
FTATN4Y®APM XyBaUibHi no 100 "Tannudpapm "Knismegnpen MaTepianis: peyernma
mr Ne 20 (10x2), " apat” 3MiHa yNOBHOBaXEHOT 0cobu,
Ne 100 (10x10) y BiANOBIAANLHOI 3a 34iliCHEHHSA
6nicTepax y nayui dhapmakoHarnsagy
12. | ANTENKA cvpon no 100 mn MAT YkpaiHa MAT YKpaiHa BHECEHHS 3MiH 0 peecTpaLinHnxX 6e3 UA/12480/01/01
FTAINM4H®APM y 6aHLj cksHii "rannudapm "ranuudapm" marepianis: peyenma
a6o gonakoHi " 3MiHa YyNOBHOBaXEHOT 0cobu,
CK/IIHOMY Y nauuy; BiAMNOBiAa/IbHOI 3a 34iCHEHHS
no 100 mny hapmakoHarnagy
donakoHi
noniMmepHomy y
nauui; no 200 mn
y dhnakoHi
CKIsiHOMY ab0
nosiMepHoMy B
nayui
13. | ANTTEMKA cupon no 100 mn MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpavliliHnX - UA/12481/01/01
rTANN4Y®APM in bulk y 6aHkax "Tannudpapm "Tannudpapm” MaTepianis:
CKNAAHMX Ne 48, " 3MiHa YNOBHOBaXXeHOT ocobu,
a6o in bulk y BiANOBIAANLHOI 3a 34iiCHEHHS
onakoHax cthapmakoHarnsgy
CKIAHMX Neo 48,
a6o in bulk y
chnakoHax
nonimepHunx Ne
48; no 200 mn in
bulk y donakoHax
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
cknaHmx Ne 30; in
bulk y donakoHax
nonimepHmx Ne 30
14. | AMIHA3VH po34uH AN TOB Ykpaina BCi cTagil Ykpaina BHECEHHS 3MiH A0 peecTpaLitHmx 3a UA/3562/01/01
iH'ekui, 25 mr/mn "XapkiBCbke BUPOGHUNLTBA, MaTepianis: 3miHu | TMny - FoTOBMIA peyenmom
no 2 mn B hapmaueBTn KOHTPO/b nikapcbkuii 3aci6. Cuctema
amnynax Ne 10 y yHe AKOCTi, BUNYCK ynakoBka/ykyrnopka. 3miHa po3mipy
Kopobui, Ne 10 nignpruemMcTs cepil: yNakoBKM rOTOBOrO NiKapCbKoro 3acoby
(5x2), Ne 10 0 "310poB'Aa TOB (3miHa KiIbKOCTI 0AMHULL (Hanpuknag,
(10x1) y Hapogay" "XapkiBcbke TabneTokK, amny/ Ta iH.) B ynakoBLi:) -
6nictepax y thapmaueBTny 3MiHa y fAiana3oHi 3aTBepKEHUX po3MmipiB
Kopooui He yrnakoBKW (BBELEHHA A0AaTKOBOT yaKoBKu
nigNpPMeEMCTBO ONA [OAAaTKOBOro aMyJsibHOro Liexy
"300poB'a BMPOGHUYOI AinbHWLI TOB
Hapopay", PapmaueBTUYHA kOMNaHisA "3a0pos'a");
YkpaiHa IoToBMIA Nikapcbkuii 3aci6. Cuctema
BCi cTagii ynakoBka/ykyrnopka. 3miHa po3mipy
BMPOGHMLITBA, yMakoBKM FOTOBOTO NiKapCbKoro 3acoby
KOHTPOS1b (iHWi 3MiHW) (OONOBHEHHSA
AKOCTI: anbTepHaTMBHOTO 6NicTepy 3 NiBKK
TOB NoNIBIHINX/TOPUAHOT A4Ns 404ATKOBOro
"PpapmaueBTny amnysibHOro Liexy BUpOOHUYOT AiNbHULL
Ha KoMnaHis TOB ®apmaLeBTUYHA KOMMNaHIA
"3p0pos'a", "3popos'a"); 3miHn | Trny - FoToBUIA
YkpaiHa nikapcbkuii 3aci6. BupobHuuTBO. 3amiHa
ab0 BBeAEHHS 404aTKOBOI AiNbHULUI
BMPOGHMLTBA 718 YaCTVHU ab0 BCbOro
BMPOBGHNYOro NpoL,ecy roToBoro
nikapcbKoro 3acoby (iHwi 3miHn); FoToBuiA
nikapcbkuii 3aci6. BUpobHMLTBO. 3MiHa
po3Mmipy cepii (BK/OYaOUKN gianasoH
po3Mmipy cepil) roTOBOro NiKapcbKoro
3aco06y (iHLWi 3MiHK) (BBEAEHHS
JoaaTkoBoro amnynsHoro uexy TOB
"®apmaueBTMYHa komnaHis "3gopos'a”
Ykpaina (Bci cTagii BUpoOHULITBA,
KOHTPOJ1b SIKOCTi) A0 BUPOBHMYOT AiNbHML
TOB "XapkiBcbke (hapmareBTuyHe
nignpremcTso "340p0oB'A Hapoay", LWo
BiANOBigaE BuNycKk cepii; BBeaeHHs
HOBOr0 po3Mipy cepii npenapary ans
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
BMPOGHULITBA Ha [04ATKOBI BUPOGHUYIi
AinbHuui TOB "®apMaLeBTuyHa KoMMaHis
"3p0opos'sa")
15. | APTPOH® TabneTku, BKPUTI FOHidhapm, CLIA tOHichapm, IHK. CLLIA BHECEHHS 3MiH A0 peecTpaLitHmx 6e3 UA/12960/01/01
KOMMJIEKC 060710HKOH Ne 10 IHK. MaTepianis: peyenma
y 6nictepax, Ne 3MiHa KOHTaKTHOT 0co6u 3
30, Ne 60, Ne 100, thapmakoHarnsaay 3asaBHuKa ans
Ne 120 y 3ilicHeHHS chapMakoHarnsay B YkpaiHi,
onakoHax SKLLO BOHA BigMiHHA Bif, yNOBHOBaXKEHOI
oco6wu, BigNoBigasbHOI 3a 3[ilCHEHHS
hapmakoHarnagy (BKNYarum KOHTaKTHi
[JaHi) Ta/abo 3MiHM y PO3MiLLLEHHI MacTep-
dharina cuctemm papmakoHarnsgy
16. | APTPOH® TabneTKn, BKPUTI FOHichapm, CWA KOHichapm, IHK. CWA BHECEHHS 3MiH 0 peecTpaLinHnX 6e3 UA/4016/01/01
TPNAKTUB 060/10HKOH, Ne 10 IHK. MaTepianis: peyenma
y 6nictepax, Ne 3MiHa KOHTaKTHOT 0cobm 3
30, Ne 60, Ne 100, hapmakoHarnagy 3asBHvKa a1
Ne 120y 3filicCHEHHS hapMakoHarnsay B YkpaiHi,
hnakoHax AKLWO BOHA BiMIHHA Bif, yNOBHOBaXEHOT
oco6w, BiANOBiAa/IbHOT 3a 3[iICHEHHS
hapmakoHarnagy (BKNYarum KOHTaKTHi
AaHi) Ta/abo 3MiHM Y PO3MiLLLEHHI MacTep-
dharina cucteMu papmakoHarnsgy
17. | APTPOH® TabneTkn, BKPUTI FOHichapm, CWA lOHichapm, IHK. CWA BHECEHHS 3MiH [0 peecTpavliliHnX 6e3 UA/4016/01/02
TPNAKTUB 060/10HKO10, Ne 10 IHK. MaTepianis: peyenma
POPTE y 6nictepax; Ne 3MiHa KOHTaKTHOT 0Co6M 3
30, Ne 60, Ne 120 hapmakoHarnsgy 3asBHvKa ans
y chnakoHax 3[jiicHeHHSs hapmakoHarnagy B Ykpaii,
AKLO BOHA BiAMIHHA Bif, yNOBHOBaXEHOT
0co6wu, BigNoBigasibHOI 3a 34iNCHEHHS
hapmakoHarnagy (Bknovaroum KOHTaKTHi
[AaHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
dhaiina cuctemun doapmakoHarangy
18. | APTPOH® TabneTku, BKPUTI FOHidhapm, CLIA tOHichapm, IHK. CLLIA BHECEHHS 3MiH A0 peecTpaLitHnx 6e3 UA/12859/01/01
®JIEKC 0060/10HKOHD, MO IHK. MaTepianis: peyenma
750 mr Ne 15y 3MiHa KOHTaKTHOI 0cobm 3
6nictepax, Ne 30, thapmakoHarnsaay 3asaBHuKa ans
Ne 60, Ne 120 y 3ilicHeHHS chapMakoHarnsay B YkpaiHi,
onakoHax SKLLO BOHA BigMiHHA Bif, yNOBHOBaXKEHOI
oco6wu, BigNoBigasbHOI 3a 3[ilNCHEHHS
hapmakoHarnagy (BKNHYarum KOHTaKTHi
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
[AaHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
dharina cuctemu papmakoHarnsgy
19. | APTPOH® TabneTkn, BKPUTI FOHidhapm, CLIA tOHichapm, IHK. CLUA BHECEHHS 3MiH A0 peecTpaLitHnx 6e3 UA/12825/01/01
XOHAPEKC 0060/10HKOHD, MO IHK. MaTepianis: peyenma
750 mr Ne 15y 3MiHa KOHTaKTHOT 0Cco6U 3
6nictepax, Ne 30, hapmakoHarnsgy 3asBHvKa anis
Ne 60, Ne 120 y 3ilicHeHHs chapMakoHarnsay B YkpaiHi,
chnakoHax AKLO BOHA BiAMIHHA Bif, yNOBHOBaXEHOT
0ocobw, BiANOBIAa/IbHOT 3a 3[iCHEHHS
hapmakoHarnagy (Bknovarum KOHTaKTHi
JaHi) Ta/abo 3MiHM y PO3MiLLLEHHI MacTep-
dhaiina cuctemun doapmakoHarangy
20. | ACKOPBIHOBA | po3uvH ans TOB YkpaiHa BCi cTagii YKpaiHa BHECEHHS 3MiH 0 peecTpaLitHnX 3a UA/6255/01/01
KNCNOTA iH'ekyid, 50 mr/mn "focnigHnii BUPOGHUNLTBA, MaTepianis: 3miHu | TMny - FoTOBMIA peyenmom
no 1 mn abo 2 mn 3aB0[ KOHTPO/1b nikapcbknii 3aci6. Cuctema
B amnynax Ne 10 "rHUNC" AKOCTI, BUNYCK ynakoBka/ykyrnopka. 3miHa po3mipy
y nauyui; Ne 10 cepit: yMaKoBKW rOTOBOr0 NiKapCbKoro 3acoby
(10x1), Ne 10 ToBapucTBo 3 (3miHa KilbKOCTI 0AMHULL (Hanpuknag,
(5%2), Ne 5 (5x1) y 06MeXeHHOoI TabneTok, amnys Ta iH.) B ynakoBsLi - 3MiHa
6nictepax y nayui BiANOBiJaNbHI y fdiana3oHi 3aTBepAKeHNX po3MmipiB
CTo yNakoBKkM (BBEAEHHS A0AATKOBOIO BUAY
"focnigHuni nakyBaHHs1 ans BupobHuka TOB
3aBo/, "®apmaueBTnyHa komnaHis "340pos'a");
"THLNCY, 3MmiHm | TUny - FoTOBWIA NiKapcbkuii 3aci6.
YKkpaiHa; Brpo6HunuTBO. 3MiHa po3mipy cepii
BCi cTagii (BKNtOYaKOUM Aiana3oH po3mipy cepir)
BMPOOHULTBA, rOTOBOIO J1iKaPCbKOro 3acoby (iHLi 3MiHW)
KOHTPO/1b (BBEAEHHA [0OAATKOBOrO po3mipy cepii
AKOCTI, BUMYCK npenapary y 3B’13ky 3 BBE[eHHSAM
cepii: amMnynbHOro uexy A0 AoAaTKoBol
ToBapucTso 3 BMPOGHUYOT AinbHuLi TOB
06MEXEHHOI "®apmaueBTnyHa komnaHis "340pos'a");
BiANOBigaNbHi 3miHu | TUNY - FoTOBWMIA Nikapcbkuii 3aci6.
CTi0 B1pOo6HMLTBO. 3MiHK, LLLO CTOCYHOTbCA
"papmaueBTny BWMYCKY Cepii Ta KOHTPOJIKO AKOCTI
Ha KoMnNaHis roTOBOrO JliKapCbKOro 3acoby (3amiHa abo
"3popos's”, [oJaBaHHA BUPOOHYMKa, BiANOBIAANLHOIO
YkpaiHa 3a BUNYCK cepii) - BKIHOYarum

KOHTPOb/BUNPOGYBaHHS cepil (4oAaHHs
JOYHKLUIT - BUNYCK Cepii 40 BUKOHYBaHUX
dbyHKLUil (BCi cTagii BUPO6HMLTBA,
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
KOHTPO/b AKOCTI) AN BUpo6Hmka TOB
"papmaleBTnYHa koMnaHisa "3go0pos's”,
YkpaiHa); 3miHu | Tuny - FoToBwMi
nikapcbknin 3aci6. BupobHuuTeo. 3amiHa
a60 BBeEHHSA [OAATKOBOI AiNTbHUL
BMPOGHMLTBA 715 YaCTUHU ab0o BCbOro
BMPOGHMYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (iHLi 3miHn)
(BBEAEHHSA [0 AoaaTKoBOI AinbHuui TOB
"papmaleBTnYHa koMnaHisa "3aopos's”,
YKpaiHa amnysibHOro Lexy 3 Tpboma
BUAAMW NakyBaHHA); 3MiHu | Tuny -
roTOBWMIA NiKapcbkuii 3aci6. BUpoBHULITBO.
3MiHM y nNpoLeci BUPO6HMLTBA rOTOBOTO
nikapcbKoro 3acoby (iHLWi 3MiHW) (3MiHa Ha
cTagii HanoBHEHHS amny1 PO34YMHOM Ta
3anatBaHHsA amnyn: 3MiHa rasoBoro
3axXMCTy - 3aMiHa iIHepTHOro rasy 3
BYI/IEKUC/IOTU Ha a30T)
21. | ACNAPKAM po34uH AN MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH A0 peecTpaLitHmx 3a UA/1309/01/01
iH'ekyii no 5 mn B | "Tanuudapm "Tannucpapm" MaTepianis: peyenmom
amnynax Ne 10y " 3MiHa YNOBHOBaXXEHOT 0cobu,
Kopobui, Ne 10 BiAMNOBiAa/IbHOI 3a 3[iCHEHHS
(5x2) y 6nictepax hapmakoHarnsagy
y nauui; no 10 mn
B amnyniax Ne 10
(5x2) y 6nictepax
y nauui
22. | AYTMEHTUH™ | nopowlok anis nakcoCmitK Benuka CmiTKnainH Benuka BHECEHHS 3MiH 0 peecTpaLitHnX 3a UA/0987/01/01
PO34UNHY AN NS BpuTtaHis Biuem BpuTtaHis MaTepianis: peyenmom
iH'ekuin no 1000 Ekcnopt PapmacbloTUK 3MiHW B iHCTPYKLUIT 4N MeAnYHOro
Mr/200 Mry Nimitep, asnc 3acTocyBaHHs. BBefeHHA 3MiH
thnakoHax Ne 10 npotarom 3-x micsauiB nicnsa
3aTBEpPMAKEHHSs
23. | AYFMEHTUH™ | nopoLwlok agns nakcoCmitK Benuka CmiTKnAnH Benuka BHECEHHS 3MiH 0 peecTpaLinHnX 3a UA/0987/01/02
pPO34YunHYy AnA NAAH BpuTaHis Biuem BpuTaHis marepianis: peyenmom
iH'exuii no 500 Ekcnopt dapmMacbTHK 3MiHW B iHCTPYKUIT 415 MEANYHOTO
Mr/100 mry Nimitep, anc 3acTocyBaHHs. BBegeHHsA 3MiH
onakoHax Ne 10 npoTsarom 3-x MicsLiB nicna
3aTBEpPAKEHHSs
24. | AUETUNCANIL | TabneTtkn no 500 MNAT YkpaiHa MNAT YKpaiHa BHECEHHS 3MiH 10 peeCTpaLiiHNX )e3 peyenma UA/7529/01/01
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
MNNOBA Mr Ne 10 y "Tannudpapm «[anmudapm» MaTepianis:
KUCNOTA ctpunax; Ne 10 y " , YKpaiHa, 3MiHa YNOBHOBaXXeHOi 0cobu,
6nictepax; Ne 20 MAT BiANOBIAANLHOI 3a 34iiCHEHHS
(A0x2) y «KuniBmegnpen hapmakoHarnsagy
6nictepax apar»,
YkpaiHa
25. BETATICTUH- Tabnetkn no 16 Megokemi Kinp Mepokewmi 1T/, Kinp/ BHECEHHS 3MiH [0 peecTpaliliHNX 3a UA/6552/01/02
MEOOKEMI mr Ne 30 (10x3) y nTa (UeHTpanbHuin | HigepnaHam mMartepianis: 3miHa HaliMeHyBaHHA Ta/abo | peyernmom
6nictepax 3aBsop), Kinp; MiCL,e3HaX0)KEHHSI BUPOBHMKA rOTOBOr0
PapmaueBTiLl nikapcbKoro 3acoby, BK/IUaK4m Micue
AHaniTiw NpoBeAEHHS KOHTPO/IKO AKOCTI(BUPOGHNYA
Na6opaTtopiym AiNbHMLA BUMYCKY cepil) - 3MiHa
[JyiseH B.B., HaiMeHyBaHHS Ta NPUBEAEHHS
Higepnangu MiCLLe3HaxX0MKEHHS BUPOOHUKIB y
BignoBigHICTb A0 BucHoskiB GMP (TepmiH
BBEJEHHS 3MiH - MPOTAroM 3-X MiCALiB
nicns 3aTBepaKeHHs)
26. BIHOKPUT® pPO34uH AnA CaHpo3 ABcTpia BignoBsiganbHn | HimeuunHa/ BHECEHHS 3MiH 0 peecTpavliliHnX 3a UA/12383/01/02
iH'exuin, 16,8 m6X n3a ABcTpis/ MaTepianis: 3MiHW B iIHCTPYKLUIT AN peyenmom
MKr/mn no 0,5 mn ( BMPOGHULTBO, HimeyunHa MeMYHOro 3aCTOCYBaHHSA Y po3ginax:
1000 MO) ab6o no nakyBaHHs1, "MokasaHHs", "MpoTrnokasaHHA",
1 mn (2000 MO) KOHTPOS1b "B3aeMOAist 3 iHLLIMMK NiKapCbKUMMn
pO34unHYy ons cepii: 3acob6amMu Ta iHLWi BUAW B3aemMogii",
iH'eKUi B An Oi Ti "Oco06/1MBOCTi 3aCTOCYBaHHS",
nonepeaHsL0 Bionorika "3acTocyBaHHA y nepiof BariTHOCTi abo
3arnoBHEHOMY, rm6X, rogyBaHHs rpyaar”, "Mo6iyHi peaxuir™
rpagyvioBaHomy HimeuunHa; 3rigHO 3 iHthopMaLi€elo Woa0 MefNYHOro
Lwnpuj, BifgnoBifanbHN 3acToCyBaHHS pehepeHTHOro NikapcbKoro
ocHallleHoMy 1 3a BUNycK 3aco06y (TepMmiH BBEAEHHS 3MiH -
NOpPLUHEM, cepii: npoTArom 3-x micsyiB nics
iH'eKUiHOMO CaHpo3 'm6X, 3aTBEPAKEHHS)
roJIKOHo, ABCTpiIS;
KOBMaykom Ta BiANOBiAa/IbHM
3aXNCHUM 1 32 BTOPUHHY
NPUCTPOEM A/15 ynakoBKy:
3anobiraHHs M 'peHyax
NOLUKOLXXEHHIO [poaakLuH3
roJIKoH0 nicns rM6X,
3aCTOCyBaHHS, HimeuunHa
abo 6e3 HbOoro; no
3 wnpuuay
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
KOHTYpHii
6nicTepHii
ynakosLi; no 2
KOHTYPHi
6nicTepHi
yNakoBKMN y
KapPTOHHI KopooUi
27. BIHOKPUT® p34vH ons CaHpos ABCTpis BignoBiganbHN | HimeuyunHa/ BHECEHHS 3MiH 4O peecTpavliiHnX 3a UA/12383/01/01
iH'ekUin, 84 r6X 3a ABcTpis/ MaTepianis: 3MiHW B iIHCTPYKLUIT Ans peyenmom
Mkr/mn no 0,8 mn BMPOGHMLITBO, HimeuunHa MeZLMYHOro 3aCTOCYBaHHA y po3ginax:
(8000 MO) a6o 1 nakyBaHHS1, "MokaszaHHs", "MpoTnnokasaHHA",
M (10000 MO) KOHTPOSb "B3aemMogjsl 3 iHLLIMMW NiKapCbKMMK
PO34UNHY AN cepii: 3aco6amm Ta iHWi BUAM B3aemogii",
iH€EKLi B Al fi Ti "Oco6/1MBOCTI 3aCTOCYBaHHS",
nonepenHL0 Bionorika "3acTocyBaHHS y nepiog, BaritTHoOCTi abo
3arnoBHEHOMY, rvbX, rofyBaHHs rpyaato”, "ro6iyHi peakyii"
rpagylioBaHoMy HimeuunHa; 3riHO 3 iHCpopMauieto LWoa0 MeanyHoro
Lwnpui, BifnoBifanbHN 3acTocyBaHHA pedyepeHTHOro J1ikapcbKoro
ocHallleHoMy 1 3a BMNYCK 3acoby (TepMiH BBEAEHHS 3MiH -
nopLuHemM, cepit: npoTarom 3-x Micauis nicns
iH'eKLiHO CaHpgos 'm6X, 3aTBEPOKEHHS)
roJIKoHo, ABCTpiIs;
KOBMaykoM T1a BiANOBiAaIbHU
3aXNCHUM 1 38 BTOPUHHY
NPUCTPOEM A5 yMaKoBKY:
3anobiraHHsA "M 'peHyax
MOLLKOAKEHHIO MpogakwH3
ro/iKoto nicnsi m6X,
3acToCyBaHHs, HimeuunHa
a60o 6e3 HbOoro; no
1 wnpuuy y
KOHTYPHIi
GnicTepHii
ynakosL,i; no 1
KOHTYPHIi
6nicTepHil
ynakoBL,i y
KapTOHHIi
kopobui; no 0,4
mn (4000 MO),
a6o 0,6 mn (6000
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo2o
nocBiO4YeHHs

MO), a6o no 0,8
M1 (8000 MO),
a6o 1 mn (10000
MO) po3unHy ans
iH€EKLi B
nonepegHbo
3arnoBHEHOMY,
rpagynoBaHomy
Lwnpui,
OCHalleHoMy
nopLuHemMm,
iH’EKLiliHOO
ro/IKOH0,
KOBNaykoMm Ta
3aXNCHUM
NPUCTPOEM A5
3anobiraHHsA
MOLUKOAKEHHIO
rosikoto nicns
3aCcTOCyBaHHA,
a60o 6e3 HbOoro; no
3 wnpuuay
KOHTYPHIi
GnicTepHii
ynakosL; no 2
KOHTYpHi
6nicTepHi
ynakoBKu B
KapTOHHI Kopoo6Li

28.

BIHOKPUT®

PO34nH ANns
iH'ekUili, 336
Mkr/mn no 0,5 mn (
20000 MO) a6o
no 0,75 mn
(30000 MO), a6bo
no 1 mn (40000
MO) po3unHy ans
iH€EKLi B
nonepegHsL0
3arnoBHEHOMY,
rpagyinoBaHomMy

CaHpo3
meX

ABCTpis

BiANOBIAA/TbHM
n3a
BMPOBHMLTBO,
nakyBaHHs1,
KOHTPO/b
cepil:

AR i Ti
Bionorika
m6X,
Hime4yunHa,
Bi4NoBiAabHN
i1 3a BUNycK

HimeyunHa/
ABcTpis/
HimeuyunHa

BHECEHHS 3MiH [0 peecTpaLiiHnX
MaTepianis: 3MiHW B iIHCTPYKLUIT 4NnA
MeLMYHOro 3aCTOCYBaHHS y po3ginax:
"lMokasaHHA", "TIpoTnnokasaHHa",
"B3aemMOopis 3 iHLMMU NiKapCbKUMMn
3aco6amu Ta iHLWi BUAK B3aemogiii",
"Oc061MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rofyBaHHs rpyaato”, "rMo6iyHi peaky,ii"
3riHO 3 iHCpopMauieto Woa0 MeanyHoOro
3acTOCyBaHHA peddepPEeHTHOr0 NiKapCbKoro
3acoby (TepMiH BBEIEHHS 3MiH -

3a
peuerimom

UA/12383/01/03
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
Lwnpui, cepii: npoTArom 3-x Micauis nicns
ocHatleHomy CaHnpos 'vbX, 3aTBEepOKEHHS)
nopLuHemMm, ABCTPIS;
iH’EKLiliHOO BiANOBiAa/IbHM
rOJIKOH0, 1 3a BTOPUHHY
KOBNaykoMm Ta ynakoBKy:
3axXNCHUM T F'peHuax
NPUCTPOEM AN [poaakLuH3
3anobiraHHsA r6X,
MOLLKOKEHHIO HimeuyunHa
rosikoto nicns
3aCTOCYyBaHHA,
a60o 6e3 HbOoro; no
la6ono3
nonepeaHs0
3anoBHEHMX
wnpuua y
KOHTYpHii
6nicTepHil
ynakosui; no 1 (1
LUNPWL, Y KOXHIiA)
abono?2 (3
LINprLA Y KOXHIlA)
KOHTYPHi
6nicTepHi
ynakoBKu B
KapTOHHI kopobui
29. BO/-PAH® Tabnetkn Ne 10 CKAH IHais BacHa IHaisA BHECEHHS 3MiH [0 peecTpauiliHnX Ne 10 - 6e3 UA/10268/01/01
HEO (10x1), Ne 100 BIOTEK NTA4 dapmacbloTika maTepianis: 3miHu Il Tuny - FotoBuiA peyenma;
(10x10) B nc nra. nikapcbkuii 3aci6. Onuc Ta cknag. 3miHay | Ne 100 - 3a
6nictepax cknagi (4ONOMKHUX peyoBUHax) rotoBoro | peyernmom
nNiKapcbKoro 3acoby (iHLWi JONOMiXHI
peyvoBUHM) - AKICHI aB0 KiNbKICHI 3MiHN
00 OAHIET ab0 AEKINbKOX AOMOMIKHUX
PEeYOBUH, SKi MOXYTb 3HAYHO BNVHYTW Ha
6e3neky, AKicTb abo e(peKTUBHICTb
roTOBOrO JIiKAPCbKOro 3acoby (foAaHHA o
cknagy J13 Kpoxmaso KyKypyA3saHoro
NnpexenaTunHi30BaHoro Ta He3HavHa 3miHa
KINIbKICHOTO Cknagy BCiX AOMOMKHUX
peyoBMH 6€3 3MiHN cepeHbOI MacK
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo2o
nocBiO4YeHHs

TabneTkn)

30.

BO/1-PAH®
HEO

Tabnetkn in bulk
Ne 1000 y
KOHTelHepax

CKAH
BIOTEK NTA

IHAjs

BadHa
dapmacbloTika
nc nra.

IHAis

BHECEHHS 3MiH 40 peecTpavliliHnX
matepianis: 3miHu Il Tvny - FoToBUIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y
cknagi ([ONOMDKHMX PeyYOBUHAX) rOTOBOr0O
niKapcbKoro 3acoby (iHLWi JONOMiXHI
PEeYOBUHM) - AKICHI @60 KiSTbKICHI 3MiHN
LLLOAO0 OAHIET ab0 AEKINbKOX AOMOMDKHUX
PEeYOBUH, SKi MOXYTb 3HAYHO BNIVHYTW Ha
6e3neky, SKicTb abo e(heKTUBHICTb
roTOBOrO NiKApPCbKOro 3acoby (fogaHHA o
cknagy J13 Kpoxmasto KyKypyAa3saHoro
npexenaTnHi30BaHOro Ta He3HayHa 3MiHa
KiNbKICHOTO cknagy BCiX AONOMDKHUX
peyoBuH 6€3 3MiHN cepeHbOI MacK
TabneTkn)

Ne 10 - 6e3
peyenma;
Ne 100 - 3a
peyenmom

UA/10269/01/01

31.

BO/1-PAH®
NMPEMIYM

Tabnetku in bulk
Ne 1000 y
KOHTeliHepax

CKAH
BIOTEK NT/,

IHais

BadHa
dapmacbloTika
nc nra.

IHaifA

BHECEHHS 3MiH 40 peecTpaLitHmnx
matepianis: 3MiHu Il Tuny - FoToBWI
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y
cknagi (4ONOMDKHUX pevyoBMHaXx) roToBOro
NikapcbKoro 3acoby (iHWi 4ONOMIXHI
PEYOBUHM) - SAKICHI @B0 KiNbKICHI 3MiHN
LLI00 OAHIET ab0 AEKINbKOX AOMOMDKHUX
PEYOBUH, AKi MOXYTb 3HAYHO BNIVHYTW Ha
6e3neky, AKicTb abo e(peKTUBHICTb
roTOBOrO JliKapCbKOro 3acoby (fogaHHA [0
cknagy /13 Kpoxmaso KyKypyA3saHoro
npexenaTnHi30BaHoro,
ri4poKCMNPONINLENtONI03M Ta He3HAYHA
3MiHa KifIbKICHOro cknagy BCiX A4OMOMDKHUX
peyoBuH 6€e3 3MiHN cepeHbOI MacK
TabneTkn)

UA/10271/01/01

32.

BO/1-PAH®
NMPEMIYM

Tabnetkn Ne 10
(10x1), Ne 100
(10x10) B
6nictepax

CKAH
BIOTEK NTA,

IHais

BacHa
dapmacbloTika
nc nra.

IHaisA

BHECEHHS 3MiH A0 peecTpaLintHnx
matepianis: 3miHu Il Tuny - FoToBUIA
nikapcbkuii 3aci6. Onuc Ta cknag,. 3miHa y
cknagi (4ONOMDKHMX pevyoBMHaXx) roToBoro
nNiKapcbKoro 3acoby (iHLWi JONOMiXHI
PEYOBUHM) - AKICHI @B0 KiNbKICHI 3MiHN
00 OAHIET ab0 AEKINbKOX AOMOMIKHUX
PEeYOBUH, SKi MOXYTb 3HAYHO BNIVHYTW Ha
6e3neky, SKicTb abo e(peKTUBHICTb

Ne 10 - 6e3
peuyenma;
Neo 100 - 3a
peyenmom

UA/10270/01/01
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
roTOBOrO JliKapCcbKoro 3acoby (4oAaHHA A0
cknagy J13 Kpoxmauo KyKypyasstHoro
npexenaTnHi30BaHoro,
rigpoKCUNPONINILENtoI03n Ta He3HavYHa
3MiHa KiJIbKICHOTO cKnazy BCiX [OMOMDKHUX
peyoBuH 6€e3 3MiHN cepesHbOi Macu
TabneTkn)
33. | BPUIbAHTOB | po3uvH Ans MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 4O peecTpavliiHnX 6e3 UA/8011/01/01
VI 3ENEHNIA 30BHILLHBLOIO "rannudpapm "rannudpapm" MaTepianis: peyernma
3acTocyBaHH4, " 3MiHa YNOBHOBaXXKEHOI 0cobu,
cnupToBuii 1 % no BiANOBIAANLHOI 3a 3/iiCHEHHS
25mny hapmakoHarnsagy
donakoHax-
KpanesibHUUsAX Y
nauui abo 6e3
navku
34. BPOMOKPUMNT | nopoLuok BE3 Xopsaris TeBa Yex Yecbka BHECEHHS 3MiH 40 peecTpaLitHmnx - UA/4876/01/01
NHY ME3UNAT | (cy6eTaHuis) y dapmaxem IHoacTpi3 Pecnyb6nika MaTepianis: 3miHa 3asBHVKa (Nepefaya
nonieTnneHoBnx [.0.0. c.p.o. npas iHLWOMY 3asBHUKY)
naketax gns
BMPOOHNLTBA
HeCTepuIbHUX
Nikapcbknx doopm
35. BANEPIAHU TabneTkn, BKPUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpavliliHnX 6e3 UA/0265/02/02
EKCTPAKT 060/10HKOO, M0 20 | "Tanuucapm "rannucpapm" MaTepianis: peyenma
Mmr Ne 50 (10x5), " 3MiHa YNOBHOBaXEHOT 0coou,
Ne 50 y 6nicTepax BiANOBIAA/ILHOT 38 34iCHEHHSA
hapmakoHarnsaay
36. BA/ICAPTAH NOPOLLOK [xy6inaHt IHAjs Ixy6inaHt IHAis BHECEHHS 3MiH 4O peecTpaliliHnX - UA/9468/01/01
(cybeTaHuis) y [bxeHepikc [hxeHepikc marepianis: 3mMiHu | Tuny - 3miHa
nakeTax Nimitep, Nimitepq, HaliMeHyBaHHSA Ta/abo MicL,e3HaxX0mKEHHS
NoABIAHMX 3asBHMKa (BNacHVKa peecTpauiinHoro

nonieTUNeHoBUX
[ANs BUpo6HULTBA
HECTEPU/TbHNX
nikapcbknx chopm

NoCBigYeHHS) (3MiHa HaliMeHyBaHHS
3adaBHMKa); 3MiHu | Tuny - Ceptudpikar
Bi4NOBIAHOCTI €BpONECHKiIi
thapmakonei/CepTudikart BignoBigHOCTI
€Bponeiicbkili hapmakonei woao ryéyaToi
eHuedanonartii. NMogaHHs HOBOro abo
OHOBJ/IEHOrO cepTudikaTa BiANOBIAHOCTI
€Bponelicbkili hapmakonei ans Ad®l abo
JitoY0i pevoBUHW/gNs BUXIAHOIO
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
MaTepiany/peareHTy/npoMixHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHULTBI AD| abo fjtoyoi
peyoBUHW/aNA [ONOMIKHOT pEHOBUHU
(cepTudpikaT BigNoOBIAHOCTI €BPONENCHKIN
thapmakonei) - OHoBMeHW cepTudikaT
BiAMOBIAHOCTI Bif Ail04Oro BUPO6HMKa
(nogaHHst oHoBieHoro CEP (Ne RO-CEP
2011-110-Rev 02) Big ajto4oro BupobHuKa
(y 3B’A3Ky 3 TVM, LU0 Bigbynacs 3miHa
Ha3Bu BUPOOHMKa APl 6e3 3MiHM MicuA
BMPOGHULITBA)
37. BEHOPUH TabneTKn, BKpUTI CninbHe YkpaiHa KEPH IcnaHis BHECEHHS 3MiH 0 peecTpaLinHnX 6e3 UA/13619/01/01
nNiBKOBOIO YKpaiHCbKO- DPAPMA, C.N. MaTepianis: 3MiHa HalilMeHyBaHHS Ta/abo peyenma
060/10HKOI0, NO icnaHcbke MiCLie3Haxo4KeHHs1 BUPOOHMKA rOTOBOrO
500 mr Ne 30 nignpruemMcTs nikapcbKoro 3acoby, BKIYauu Micue
(10x3) y o "CMNEPKO NpoBeAEHHSA KOHTPOJIKO AKOCTI(BUPOGHNYA
6nictepax YKPAIHA" OiNbHULA BUNYCKY cepii) - NpyBeAeHHS
MicLie3HaxoKeHHs BUPOOHUKka M3y
BiANOBIAHICTL [0 BrcHOBKY WoA0
NigTBEPAKEHHS BigNOBIAHOCTI
BMPOOHULITBA /iKapCbKUX 3ac06iB
BVMMOraM Ha/1IeXHOi BUPOBHUYOT NPaKTUKK
(GMP)
38. BEHOPWH TabneTku, BKPUTI CninbHe YkpaiHa KepH ®apma, IcnaHis BHECEHHS 3MiH 40 peecTpaLitHnx 6e3 UA/13619/01/01
NNiBKOBOIO YKpaIHCbKO- C.N. MaTepianis: peyernma
060/10HKOI0, NO icnaHcbke BUNPAaB/IEHHA TEXHIYHOT MOMW/IKA B
500 mr Ne 30 nigNpuemMcTB MeToAax KOHTPOJ/I0 AKOCTI NiKapCbKoro
(10x3) y 0 "CMNEPKO 3aco0by y p. "MapkyBaHHS"
6nicTepax YKPAIHA"
39. BEHTONIH™ aeposo/ib AN nakcoCmitK Benuka "nakco ®paHuis/ BHECEHHS 3MiH 40 peecTpavliliHnX 3a UA/2563/01/01
EBOXANEP™ iHranauin, NANH BpuTtaHis Bennkom IcnaHis MaTepianis: peyenmom
[o3oBaHwuii, 100 Excnopt MpoakLuH, 3MiHW B IHCTPYKLUIT AN MeAnyHOro
MKr/po3y no 200 NimiTen dpaHLis; 3acToCyBaHHs. BBeAeHHA 3MiH
[03y 6anoHax Ne "nakco npotarom 3-x micauis nicns
1 Bennkom C.A,, 3aTBepAKeHHA
Icnanis
40. | BECTIBO Tabnetku no 24 AxTasBic rpyn IcnaHgis NOBHWIA LWKN: HimeuunHa/ BHECEHHS 3MiH [0 peecTpavliiHnX 3a UA/4059/01/03
mr Ne 20 (10x2), AT KataneHT Bonrapis mMaTepianis: 3miHu | Tuny - 3miHK 3 AKOCTI. | peyernmom
Ne 60 (15x4), Ne xepmaHi IoToBMIA Nikapcbkuii 3aci6. Cuctema
60 (10x6) y LLiopHaopd KOHTeliHep/3aKkynopoBa/ibHWii 3aci6.
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
6nictepax rv6X, 3MiHa po3Mipy ynakoBK/ roTOBOIO
HimeuunHa; nikapcbKoro 3acoby (3miHa KinibKoCTi
nepsuHHe, oanHULL (Hanpuknag Tabnetok, amnyn
BTOPUHHE TOLLIO) B yNakKoBLi - 3MiHa y fiana3oHi
nakyBaHHs, 3aTBEPKEHMX PO3MIPIB YNaKoBKU
BUNYCK cepil: (BBepeHHA ynakoskun Ne 60(10x6) ans
BankaHdapma BMpo6Huka BankaHapma-AynHuus AT,
-AynHnus AT, Bonrapis, 3 BigNoOBigHNMN 3MiHAMK Yy p.
Bonrapis «YnakoBka». MepBUHHUI NaKkyBasIbHUIA
mMaTepian He 3MiHUBCS)
(TepMiH BBEAEHHSA - 3MiH NPOTArOM 6-Tn
MicALiB Nic/1A 3aTBEePAXEHHS)
41. BIHMNOUETUH NOpPOLLOK Kbtoag IHais Kbtoag, IHais BHECEHHS 3MiH 0 peecTpaLinHnX - UA/14483/01/01
KpUCTauTivyHUin NalidhcaeHce NalidpcaeHcec MaTepianis:
(cybeTaHuis) B c Net. 114, MeT. Nita. 3MiHa y MeToAax BunpobyBaHHs ADI abo
NoABINHMX BMXiAHOrO MaTepiany/npomiKHOro
nonieTnIeHoBMX npoayKTy/peareHTy, WO
MilLKax Ans BMKOPUCTOBYETBCA Y NPOLIECI
hapmaueBTUYHOT BMPOOHULUTBA ADI (HE3HAYHI 3MIHN Y
0 3aCTOCYBaHHSA 3aTBEPKEHMX METOAaX BUNPOGYBaHHS)
42. BITPYM® TabeTKn, BKPUTI FOHichapm, CWA KOHichapm, IHK. CWA BHECEHHS 3MiH 0 peecTpaLitHnX 6e3 UA/3281/01/01
060/10HKOH, Ne IHK. MaTepianis: peyenma
30, Ne 60, Ne 100, 3MiHa KOHTaKTHOT ocobu 3
Ne 130y thapmakoHarnsaay 3asaBHuKa ans
hnakoHax 3[jiicHeHHs hapmakoHarnagy B Ykpaii,
SKLLO BOHA BigMiHHA Bif, yNOBHOBaXKEHOI
oco6w, BiANOBiAa/IbHOI 3a 3[iiCHEHHS
hapmakoHarnagy (BKNYarum KOHTaKTHi
AaHi) Ta/abo 3MiHM Y PO3MiLLLEHHI MacTep-
dharina cuctemm papmakoHarnsgy
43. BITPYM® Q10 TabneTkn, BKPUTI FOHichapm, CWA lOHichapm, IHK. CWA BHECEHHS 3MiH 40 peecTpavliliHnX 6e3 UA/6575/01/01
060/10HKOH, Ne 10 IHK. MaTepianis: peyenma
y 6nictepax; Ne 3MiHa KOHTaKTHOT 0co6M 3
30, Ne 60 y hapmakoHarnagy 3asBHvKa a1
thnakoHax Ne 1 3/iliCHEeHHS chapMakoHarnsaay B YkpaiHi,
AKLWO BOHA BiMIHHA Bif, yNOBHOBaXEHOT
0co6wu, BigNoBigasIbHOI 3a 34iCHEHHS
hapmakoHarnagy (BKN4varum KOHTaKTHi
[AaHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
dharina cuctemu papmakoHarnsgy
44. | BITPYM® TabNETKN, BKPUTI FOHidhapm, CLIA tOHidhapm, IHK. CLUA BHECEHHS 3MiH A0 peecTpaLiitHmx 6e3 UA/12898/01/01
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
B'FOTI 060/10HKOH, Ne 10 IHK. MaTepianis: peyenma
(10x1) y 3MiHa KOHTaKTHOT 0co6m 3
6nictepax B hapmakoHarnagy 3asBHvKa a1
Kopo6ui, Ne 30, Ne 3[jiicHeHHs hapmakoHarnagy B Ykpaii,
60 y chnakoHax B AKLWO BOHA BiMIHHA Bif, YyNOBHOBaXEHOT
Kopooui 0cobu, BiANOBIAA/IbHOI 3a 34iICHEHHS
thapmakoHarnsgy (BKIYaUM KOHTaKTHI
AaHi) Ta/abo 3MiHM Y PO3MiLLLEHHI MacTep-
dharina cuctemu oapmakoHarnsay
45. BITPYM® Kancynm m'siki no FOHichapm, CWA lOHichapm, IHK. CWA BHECEHHS 3MiH 40 peecTpavliliHnX 6e3 UA/8506/01/01
BITAMIH E 400 mr Ne 12 IHK. MaTepianis: peyenma
(12x1), Ne 24 3MiHa KOHTaKTHOT 0co6M 3
(12x2) y thapmakoHarnsgy 3asiBHuKa ansi
6nictepax, Ne 60 3/iliCHEeHHS chapMakoHarnsaay B YkpaiHi,
y thnakoHax AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKEHO|
0co6wu, BigNoBigasIbHOI 3a 34iCHEHHS
hapmakoHarnagy (Bknovarum KOHTaKTHi
[AaHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
dhaiina cuctemun doapmakoHaringy
46. | BITPYM® TabneTkn, BKPUTI FOHidhapm, CLIA tOHichapm, IHK. CLUA BHECEHHS 3MiH A0 peecTpaLitHnx 6e3 UA/12959/01/01
EHEPO)XU 060/10HKO0, Ne 10 IHK. MaTepianis: peyenma
y 6nictepax, Ne 3MiHa KOHTaKTHOT 0Cco6MU 3
30, Ne 60 y thapmakoHarnsaay 3asaBHuKa ans
donakoHax 3ilicHeHHS chapMakoHarnsay B YkpaiHi,
AKWO BOHA BiMiHHA Bif, yNOBHOBaXXeHOT
0ocobw, BiANOBIAa/IbHOT 3a 3[iCHEHHS
hapmakoHarnagy (BKNYarum KOHTaKTHi
JaHi) Ta/abo 3MiHM y PO3MiLLLEHHI MacTep-
dharina cuctemu papmakoHarnsgy
47. BITPYM® TabeTKn, BKPUTI FOHichapm, CWA KOHichapm, IHK. CWA BHECEHHS 3MiH 0 peecTpaLitHnX 6e3 UA/1721/01/01
KANbUIYM 060/10HKOH, Ne 15 IHK. MaTepianis: peyenma
600+D400 (15x1) y 3MiHa KOHTaKTHOI 0cobu 3
6nictepax; Ne 30 hapmakoHarnagy 3asBHvKa a1
(30x1), Ne 60 3[jiicHeHHs hapmakoHarnagy B Ykpaii,
(60x1), Ne 100 AKLWO BOHA BiMIHHA Bif, yNOBHOBaXEHOT
(100x1) y 0cobu, BiANOBIAA/IbHOI 3a 34iICHEHHS
chnakoHax thapmakoHarnsgy (BKIYaum KOHTaKTHI
AaHi) Ta/abo 3MiHM Y PO3MiLLLEHHI MacTep-
dharina cucteMu papmakoHarnsay
48. BITPYM® TabneTkn, BKPUTI FOHichapm, CWA lOHichapm, IHK. CWA BHECEHHS 3MiH 40 peecTpavliliHnX 6e3 UA/12708/01/01
KANbUIYM 3 060/10HKOH, Ne IHK. MaTepianis: peyenma
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
BITAMIHOM D3 | 30, Ne 60y 3MiHa KOHTaKTHOT ocobu 3
donakoHax; Ne 15 thapmakoHarnsaay 3asaBHuKa ans
(15x1) y 3[jiicHeHHs1 hapmakoHarnagy B Ykpaii,
6nictepax AKWO BOHA BiMiHHA Bif, yNOBHOBaXXeHOT
0co6wu, BiANoBigasIbHOI 3a 34iNCHEHHS
hapmakoHarnagy (BKNYarum KOHTaKTHi
[aHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
dharina cuctemu papmakoHarnsgy
49. BITPYM® TabneTkn, BKPUTI FOHichapm, CWA lOHichapm, IHK. CWA BHECEHHS 3MiH 0 peecTpavliliHnX 6e3 UA/12788/01/01
KAPAIO 060/10HKOD, No IHK. MaTepianis: peyenma
60, Ne 100 y 3MiHa KOHTaKTHOT 0co6u 3
hnakoHax hapmakoHarnagy 3asBHvKa a1
34iICHEHHS thapmakoHarnsay B YKpaiHi,
AKLWO BOHA BiMIHHA Bif, yNOBHOBaXEHOT
oco6wu, BigNoBigasbHOI 3a 3[iCHEHHS
thapmakoHarnsgy (BKIYaUM KOHTaKTHI
OaHi) Ta/abo 3MiHM Y PO3MiLLleHHI MacTep-
dharina cuctemu oapmakoHarnsay
50. | BITPYM® Kancynu m'saki Ne FOHidhapm, CLIA tOHichapm, IHK. CLIA BHECEHHS 3MiH A0 peecTpaLiitHnx 6e3 UA/4642/01/01
KAPAIO 10y 6nicTepax, IHK. marepianis: peyenma
OMETlA-3 Ne 30, Ne 60 y 3MiHa napameTpiB cneundikauin Ta/abo
onakoHax [ONyCTUMUX MEX rOTOBOrO NiKapCbKoro
3acoby
51. BITPYM® Kancynm m'ski Ne FOHichapm, CWA lOHichapm, IHK. CWA BHECEHHS 3MiH [0 peecTpavliliHnX 6e3 UA/4642/01/01
KAPAIO 10y 6nicTepax, IHK. marepianis: peyenma
OMETA-3 Ne 30, Ne 60 y 3MiHa KOHTaKTHOT ocobu 3
hnakoHax hapmakoHarnsgy 3asBHvKa ans
3[jiicHeHHSs hapmakoHarnagy B Ykpaii,
AKLO BOHA BiAMIHHA Bif, yNOBHOBaXEHOT
0co6wu, BigNoBigasibHOI 3a 34iNCHEHHS
hapmakoHarnagy (Bknovaroum KOHTaKTHi
[AaHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
dhaiina cuctemun doapmakoHarangy
52. | BITPYM®KIA3 | TabneTku FOHidhapm, CLIA tOHichapm, IHK. CLLIA BHECEHHS 3MiH A0 peecTpaLitHnx 6e3 UA/1576/01/01
XyBauibHi Ne 30, IHK. MaTepianis: peyenma

Ne 60, Ne 100 y
donakoHax

3MiHa KOHTaKTHOI 0cobm 3
hapMakoHarnsgy 3asBHvKa ass
3ilicHeHHS chapMakoHarnsay B YkpaiHi,
SKLLO BOHA BigMiHHA Bif, yNOBHOBaXKEHOI
oco6wu, BigNoBigasbHOI 3a 3[ilNCHEHHS
hapmakoHarnagy (BKNHYarum KOHTaKTHi
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
[AaHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
dharina cuctemu papmakoHarnsgy
53. | BITPYM® TabneTkn, BKPUTI FOHidhapm, CLIA tOHichapm, IHK. CLUA BHECEHHS 3MiH A0 peecTpaLitHnx 6e3 UA/5749/01/01
MEMOPI 060/10HKO010, Ne 30 IHK. MaTepianis: peyenma
(30x1), Ne 60 3MiHa KOHTaKTHOT 0Cco6U 3
(30x2), Ne 90 hapmakoHarnsgy 3asBHvKa anis
(30x3) y 3ilicHeHHs chapMakoHarnsay B YkpaiHi,
6nictepax AKLO BOHA BiAMIHHA Bif, yNOBHOBaXEHOT
0ocobw, BiANOBIAa/IbHOT 3a 3[iCHEHHS
hapmakoHarnagy (Bknovarum KOHTaKTHi
JaHi) Ta/abo 3MiHM y PO3MiLLLEHHI MacTep-
dhaiina cuctemun doapmakoHarangy
54. BITPYM® TabneTkn, BKpUTI FOHichapm, CWA KOHichapm, IHK. CWA BHECEHHS 3MiH 0 peecTpaLitHnX 6e3 UA/12838/01/01
OCTEOMAI 0060/10HKO0, Ne 15 IHK. MaTepianis: peyenma
y 6nictepax; Ne 3MiHa KOHTaKTHOT 0co6m 3
30, Ne 60 y thapmakoHarnsaay 3asaBHuKa ans
hnakoHax 3[jiicHeHHs hapmakoHarnagy B Ykpaii,
SKLLO BOHA BigMiHHA Bif, yNOBHOBaXKEHOI
oco6w, BiANoBiAa/IbHOI 3a 3[iICHEHHS
hapmakoHarnagy (BKNYarum KOHTaKTHi
AaHi) Ta/abo 3MiHM Y PO3MiLLLEHHI MacTep-
dharina cuctemm papmakoHarnsgy
55. BITPYM® TabneTkn, BKPUTI FOHichapm, CWA lOHichapm, IHK. CWA BHECEHHS 3MiH 40 peecTpavliliHnX 6e3 UA/6070/01/01
DOJIKYM 060/10HKOH0, MO IHK. MaTepianis: peyenma
400 mkr Ne 30 3MiHa KOHTaKTHOI 0co6M 3
(30x1), Ne 60 hapmakoHarnagy 3asBHvKa a1
(30x2), Ne 90 3/iliCHEeHHS chapMakoHarnsaay B YkpaiHi,
(30x3) y AKLWO BOHA BiMIHHA Bif, yNOBHOBaXEHOT
6nictepax 0co6wu, BigNoBigasIbHOI 3a 34iCHEHHS
hapmakoHarnagy (BKNYarum KOHTaKTHi
[AaHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
dharina cuctemu papmakoHarnsgy
56. | BITPYM® TabneTkn, BKPUTI FOHidhapm, CLIA tOHichapm, IHK. CLLIA BHECEHHS 3MiH A0 peecTpaLitHnx 6e3 UA/0786/01/01
®OPAIN3 060s10HKOH0 Ne 30, IHK. MaTepianis: peyenma

Ne 60 y chnakoHax

3MiHa KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asBHvKa an1s
3ilicHeHHS chapMakoHarnsay B YkpaiHi,
AKLO BOHA BiAMIHHA Bif, yNOBHOBaXEHOT
0ocobw, BiANoBiAa/IbHOT 3a 34iCHEHHS
hapmakoHarnagy (Bknovarum KOHTaKTHi
JaHi) Ta/abo 3MiHM Yy pO3MiLLIEHHI MacTep-
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
dharina cucteMu papmakoHarnsgy
57. BITPYM® TabneTkn, BKPUTI FOHichapm, CWA lOHichapm, IHK. CWA BHECEHHS 3MiH 40 peecTpavliliHnX 6e3 UA/6461/01/01
®OPAIN3 50+ nNiBKOBOK IHK. marepianis: peyenma
060/10HKOo0, Ne 30 3MiHa KOHTaKTHOI 0co6M 3
(30x1), Ne 60 thapmakoHarnsgy 3asiBHuKa ansi
(30x2), Ne 90 3/ilicCHEeHHS chapMakoHarnsaay B YkpaiHi,
(30x3) y AKLLO BOHA BigMiHHA Bif, YNOBHOBaXKEHO|
6nictepax 0co6wu, BigNoBigasIbHOI 3a 34iCHEHHS
hapmakoHarnagy (Bknovarum KOHTaKTHi
[AaHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
dhaiina cuctemun doapmakoHarangy
58. | BITPYM® TabneTkn, BKPUTI FOHidhapm, CLIA tOHichapm, IHK. CLUA BHECEHHS 3MiH A0 peecTpaLitHnx 6e3 UA/0786/01/02
®OPAN3 060/10HKO0, Ne 10 IHK. MaTepianis: peyenma
POPTE y 6nictepax; Ne 3MiHa KOHTaKTHOT 0Cco6U 3
30, Ne 60 y thapmakoHarnsaay 3asaBHuKa ans
donakoHax 3ilicHeHHS chapMakoHarnsay B YkpaiHi,
AKWO BOHA BiMiHHA Bif, yNOBHOBaXXeHOT
0ocobw, BiANOBIAa/IbHOT 3a 3[iCHEHHS
hapmakoHarnagy (BKN4Yarum KOHTaKTHi
JaHi) Ta/abo 3MiHM y PO3MiLLLEHHI MacTep-
dharina cuctemu papmakoHarnsgy
59. BITPYM® TabeTKn, BKPUTI FOHichapm, CWA KOHichapm, IHK. CWA BHECEHHS 3MiH 0 peecTpaLitHnX 6e3 UA/12786/01/01
LLEHTYPI 060/10HKOD, No IHK. MaTepianis: peyenma
30, Ne 100 y 3MiHa KOHTaKTHOT ocobu 3
hnakoHax hapmakoHarnagy 3asBHvKa a1
3[jiicHeHHs hapmakoHarnagy B Ykpaii,
AKLWO BOHA BiMIHHA Bif, yNOBHOBaXEHOT
oco6w, BiANOBiAa/IbHOI 3a 3[iiCHEHHS
thapmakoHarnsgy (BKIYaum KOHTaKTHI
AaHi) Ta/abo 3MiHM Y PO3MiLLLEHHI MacTep-
dharina cucteMu papmakoHarnsay
60. BITPYM® TabneTtkn FOHichapm, CWA lOHichapm, IHK. CWA BHECEHHS 3MiH 40 peecTpavliliHnX 6e3 UA/12826/01/01
LUNPKYC 3 XyBauibHi Ne 30, IHK. MaTepianis: peyenma
3ANI3OM Ne 100y 3MiHa KOHTaKTHOT 0co6M 3

onakoHax Ne 1

thapmakoHarnsgy 3asiBHuka s
3/iliCHEeHHS chapMakoHarnsaay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKEHO|

0co6wu, BigNoBigasIbHOI 3a 34iNCHEHHS
hapmakoHarnagy (Bknovaroum KOHTaKTHi
[AaHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
dhaiina cuctemun doapmakoHarisgy
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
61. BITPYM® TabneTtkn FOHichapm, CWA tOHichapm, IHK. CWA BHECEHHS 3MiH 40 peecTpavliliHnX 6e3 UA/3282/01/01
FOHIOP XyBauibHi Ne 30, IHK. MaTepianis: peyernma
Ne 60 y chnakoHax 3MiHa KOHTaKTHOI 0co6M 3
hapmakoHarnagy 3asBHvKa a1
3/iliCHEeHHS chapMakoHarnsaay B YkpaiHi,
AKLWO BOHA BiMIHHA Bif, yNOBHOBaXeEHOT
0co6wu, BigNoBigasIbHOI 3a 34iNCHEHHS
hapmakoHarnagy (BKN4varum KOHTaKTHi
[aHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
dharina cuctemu papmakoHarnsgy
62. FENAQN®® kancynu Ne 10, Ne TOB YkpaiHa CenntpioH Pecnyb6nika BHECEHHS 3MiH [0 peecTpauiliHnX 3a UA/5324/02/01
30 (10x3), Ne 50 "BANNAPTIH ®apm. IHK., KaszaxcTan/ mMarepianis: peyenmom
(10x5), Ne 100 PAPMA" Kopes; YKpaiHa 3MiHa BUpo6HUKa APl PrubodhnasiHy
(10x10) y ynakoBaHo:
6nictepax TOB"CN
rno6an
Papm"”,
Pecny6nika
KasaxcTtaH;
yrnakoBaHo:
TOB
"YHIBEPCAN
bHE
ATEHTCTBO
"MPO-
PAPMA",
YkpaiHa
63. | FTENATO®IT 36ipnol,5ry TOB Ykpaina TOB Ykpaina BHECEHHS 3MiH A0 peecTpaLitHnx 6e3 UA/3550/01/01
GinbTp-nakeTi Ne "HaykoBo- "HaykoBo- mMaTepiasnis: NPUBeAEHHA Y peyenma
20a6ono 100ry BNPOGHNYA BUPOGHNYA BiANOBIgHICTL A0 peecTpauiiHuX
nakeri, hapmaueBTu thapmaueBTny martepianiB HanncaHHA peknamMmyBaHHs B
BK/1aZleHOMY B YyHa Ha KoMnaHis npoueci nepepeectpauii (6yno - nignsrae;
nauky KOMnaHis "EAM" BipHa pedakyisi - He nidsisi2za€) B HaKasi
"ENM" MO3 Ykpaiuu Big 14.12.2015 Ne 853
64. | MNAPOKCUCEM | kancynu no 500 Mepak HimeuunHa BUPOGHMK, LLO HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiHnX 3a UA/6720/01/01
OBUHA mr Ne 100 (10x10) | lesenbwadpt Bignosigae 3a marepianis: peyenmom
MEAAK y 6nictepax chrop KiHiwe BTOPVIHHE 3MiHa y MeTofax BUNpo6yBaHHs rOTOBOTO
Wneujanbnp nakyBaHHs1, NiKapcbKoro 3acoby; BUTyYEHHS
enapaTte MapKyBaHHS BMPOGHWYOT AinbHUL (BKIHOYAOUM
M6X NnepBUHHOI AinbHuui ana Al abo Ajoyoi pevyoBrHH,

YNaKoBKK,

NPOMIXHOro NPOAYKTY a6o roToBOro
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
KOHTpPO/b/BUN nikapcbkoro 3acoby, AinbHuLi ana
pob6yBaHHs NpoBeLEeHHS NaKyBaHHSA, BUPOOHMKA,
cepii Ta 3a BiNOBIAaNbHOrO 3a BUMYCK Cepiid, micue
BUNYCK cepil: NpoBefEeHHS KOHTPOIO cepii) abo
Mepak nocrtayasibHuKa BUXigHOro matepiany,
lesenbwadTt peareHTy abo [,0MOMDKHOI PEHOBUHM
chrop KiHiwe (AKWO 3a3HaYeHO y peecTpauiiHomy
Lneyianbnpen [OCbE); NOJaHHA HOBOro cepTuquikaTty
apare M6X, BignosigHOCTI € Big Ait04Oro BUpobHMKa
HimeuumnHa; Ans Ailyoi peyoBMHW; NOAaHHSA HOBOTO
BUPOGHUK, LLO cepTudikaty BignosigHocTi €E® ana
BignoBsigae 3a [0NOMDKHOT PeYOBUHH Bif, HOBUX
BUPOBGHULITBO BUPOGHUKIB; NOAAHHSA OHOBIEHUX
nikapcbKoro cepTudikaTisB BignosigHoOCTI EP anA
3acooby, [OMNOMDKHOT pEYOBUWHY Bif, 3aTBEPLKEHOrO
nepBUHHE, BUPOGHUKA; 3MiHa NapameTpiB
BTOPUHHE cneuvdikauiii Ta/abo fonycTUMUX MeX
naxkyBaHHs, AN JONOMDKHOT PEYOBWHW (3BYXXEHHS
MapKyBaHHs, JonycTMUX Mex); 3MiHa napameTpis
KOHTPONb/BYN cneuudikauin Ta/abo gonycTuMmx mex
po6yBaHHs rOTOBOTO J1iKAPCLKOro 3ac06y (3BY)XXEHHS
cepii: Xaynt O0NYyCTUMUX MEX)
dapma
Awmaper 'm6X,
HimeuynHa
65. rnoay HacTolika no 25 [JouipHe YkpaiHa [JouipHe YkpaiHa BHECEHHS 3MiH 40 peecTpavliliHnX 6e3 UA/6880/01/01
HACTOMKA My hnakoHax- nignprUeEMCTs nignpuemMcTeo marepianis: 3miHa y metogax peyenma
KpanesibHUUSAX; No o] "Arpocpipma BUNPOGYBaHHA rOTOBOr0 NiKapCLKOro
25 M, no 40 mn, "Arpochipma "AH" 3aco0y; 3MiHa pPo3Mipy ynakoBKM rOTOBOr0o
no 100 mn y "AR" npmBaTHOro nikapcbKoro 3acoby (4,04aTKoBO
thnakoHax; no 25 npuBaTHOro nignprvemcrea BHOCUTbCS BTOPUHHE NMakyBaHHSA (h/1akoHY
M/, no 40 mn, no nignpruemMcTs "AH" (kOXHWMIA dhnakoH BKNaAaeTbCa y nadky i3
100 mny a"dAn" KapTOHY); 3MiHa chopmu abo po3mipy

onakoHax Ne 1

KOHTENHepa 4n 3aKynoprBasibHOro
3aco0y (NepBUHHOT YyNakoBKM)
(HecTepunbHI Nikapcbki 3acobu) —
[OMOBHEHO HOBUM TUMOM (/1AKOHIB 3
iHLWIMM giameTpoM ropna, yKynopeHumx
KOpKamu nonieTUIeHOBNMM Ta KpULLIKaMMm,
L0 HarBuH4yoTbCA (hrakoHn no 25 mn)
Ta KpULKamW, L0 HarBMHYYTbLCS, abo
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
KpULIKaMmn yKYNopoYHO-HarBUH4YyBaHMM ,
3 KOHTpONeM po3kpuTTA (hnakoHn no 40
M Ta no 100 M) 3aTBEPKEHNX
BMPOOGHUKIB; 3MiHa MapKyBaHHSA NepBUHHOI
yNakoBKN y thnakoHax 6e3 BklafaHHs B
nayky (LONoBHEHHs iHdopMauii Wwoao
3actocyBaHHs J13); 3miHa NpUCTPOiB ANs
BMMIptOBaHHS1 4031 ab0 BBeAEHHS
NiKapcbKoro 3acoby
66. FMHOKO3A pOo34uH AnA MNAT YkpaiHa TOB dhipma YkpaiHa BHECEHHS 3MiH 40 peecTpavliliHnX 3a UA/12539/01/01
iHdpysild, 50 mr/mn | "Tanuudhapm "Hosochapm- MaTepianis: peyenmom
no 200 mny " BiocuHTes", 3MiHa YNOBHOBaXeHOT ocobu,
nAswKax Ykpaina; MAT BiAMNOBiAa/IbHOI 3a 34iNCHEHHS
"Tanuuchapm", hapmakoHarnsagy
YKpaiHa
67. | AOEKCKETONP NOPOLLOK MAT YkpaiHa Caypas IHaiA BHECEHHS 3MiH [0 peecTpaliliHNX - UA/14041/01/01
O®DEHY (cybeTaHuis) B "papmak” Kewmikanc marepianis: 3MiHu | Tuny - 3miHa
TPOMETAMOJ | miwwkax Nimitepq, HaliMeHyBaHHSA Ta/abo MicLe3HaxX0mKEHHS
nonieTnneHoBnx (AinbHMULA-11) BMPOOGHUKa (BKNHOYaOUX 3a HEOOXIAHOCTI
AN BUpobHMuTBa MicLe NpoBeAEHHS KOHTPOIO SIKOCTI) abo
CTEPUNBbHKX i noctayasibHuka A®l abo gitoyoi
HECTEPU/TbHUX pPEeYOBUHW/BUXIQHOIO
nikapcbknx hopm MaTepiany/peareHTy/npoMixHOro
NPOAYKTY, L0 3aCTOCOBYHOTLCSH Y
BMPOGHULTBI AD| ab0o Ailo40T peyoBuHN
(3a BigcyTHOCTI cepTucpikata
BiZANOBIAHOCTI E€Bponeiickkili hapmakonei
y 3aTBEPXEHOMY PEECTPALiNHOMY [OCLE)
(NprBeAeHHS HaliMeHyBaHHSA Ta
MiCLLe3HaXOMKEHHS1 BUPOOHMKa Al y
Bi4NOBIAHICTb 40 OPUTiHANIBHUX
[JOKYMEHTIB)
68. | AENOC cycneHsia gns MAT YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH A0 peecTpaLintHnx 3a UA/13142/01/01
iH'ekuin no 1 mn B "papmak” marepianis: peyernmom
amnynax Ne 1, Ne 3MiHW A0 IHCTPYKUIT 4158 MeguyHoro
5 B 6nicTepi B 3acTOCyBaHHs. BBeAeHHA 3MiH
nauui npotarom 3-x micsauiB nicns
3aTBepAKEHHs
69. | AUKNOBEPN® | cyno3utopii no 50 BEP/IH- HimeuunHa BEPIH-XEMI HimeuunHa BHECEHHS 3MiH 0 peecTpavliliHnX 3a UA/9701/02/02
50 Mr Ne 5 (5x1), Ne XEMI Al Al MaTepianis: peyenmom
10 (5x2) y 3MiHa y MeTofax BUnpobyBaHHSA rOTOBOrO
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
6nictepax nikapcbKoro 3acoby; 3miHa napameTpis
cneuvdikauiii Ta/abo fonyCcTUMUX MeX
roTOBOrO J1iKapCbKoro 3acoby; 3amiHa y
meTogax BunpobysaHHA APl abo aitoyoi
peyoBuHM abo BMXiAHOrO/MPOMIKHOIO
npoayKkTy/peareHTy, Lo
BMKOPUCTOBYETHCA Y NPOLIEC]
BUpPOoGHULUTBa APl abo Aitouoi peyoBUuHY;
3MiHa nepiogy NOBTOPHUX
BMNPOGYBaHb/TEPMiHY NPUAATHOCTI abo
ymoB 36epiraHHsa A®l abo gitoyoi
pevoBuHKM; NnodaHHsA HoBoro CEP Ha AdI
Bifl HOBOIO BMPOGHMKA; BUNYYEHHS
anbTepHaTMBHOrO BMPo6bHUka APl ARCH
PHARMALABS LIMITED
70. | ANDPNHO30/I® | po3unH ANns MAT YkpaiHa TOB thipma YkpaiHa BHECEHHS 3MiH O peecTpaLiiHnX 3a UA/11674/01/01
iHdhy3ili, 2 mr/mn "rannudpapm "Hosodhapm- MaTepianis: peyenmom
no 100 mny " BiocuHTes", 3MiHa YNOBHOBaXXEHOI 0cobu,
NAALWKaX CKNAHUX Ykpaina; MNAT BiANOBIAANLHOI 3@ 3/iiCHEHHS
Ne 1 B nauui "Fannudapm", hapmakoHarnagy
YKpaiHa
71. | AONAPEH® Tabnetkn Ne 4 Habpoc IHais Ha6poc IHais BHECEHHS 3MiH 0 peecTpavinHnx 3a UA/1004/02/01
(4x1), Ne 200 ®apma MeT. ®apma MeT. MaTepianis: peyenmom
(4x50), Ne 10, Ne nra. nrp. 3MiHM Y MapKyBaHHi yNakoBOK NikapCbKoro
10 (10x1), Ne 100 3acoby
((10x1)x10), Ne
100 (10x10) y
6nictepax
72. | OONMIH KOHLeHTpaT ans OpioH diHAAHAIA OpioH diHNAHAIA BHECEHHS 3MiH [0 peecTpaliiHnX 3a UA/0486/01/01
PO34UNHYy ans KopnopeiwH KopnopeiwH MaTepianis: 3miHu | TMny - FoTOBWIA peyenmom
iHdhysiii (40 nikapcbkuii 3aci6. KOHTposb roToBoro
Mr/mi) no 5 mny nikapcbKoro 3acoby. 3miHa napameTpis
amnynax Ne 5 cneuudikauin Ta/abo 4oNycTUMUX MeX
rOTOBOIO JiKAPCLKOro 3ac0o0y (3BYXEHHSA
JONYyCTUMUX MeX) (3BY)XXEHHSA MeX
nokasHvika cneuuaikayii «bakrepiasbHi
eHAO0TOKCKMHU» 3 500 EO/mn go 66 EO/mn
3 BifNOBIAHO 3MIHOK Y MeToAax
KOHTPOJItO AKOCTI); 3MiHK | Tuny - FoToBWiA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa Y
TepMiHax npuaaTHocTi abo ymoBax
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Ne Hassa 3asiBHUK

n/n JliKapcbKo20

dopma BUMyCKY Kpaina Bupo6Huk KpaiHa Ymosu

Bionycky

PeecmpayitiHa npoyedypa Howmep

peecmpayitiHo2o

3acoby

nocsio4YeHHs

36epiraHHsA roToBOro JlikapcbKoro 3acooy -
3MEHLUEHHA TepMiHy NpUAAaTHOCTI
roTOBOrO JliKapCbKOro 3acoby - ans
TOProBesibHOI ynakosku (3 5-Tn Ao 3-Xx
pokiB)

73.

EBKABAN®
cupon

cupon, 3r/15r1B

100 r no 100 mny

thnakoHax Ne 1 B

KapTOHHIA KopoobUi

Ecnapma
6X

HimeyunHa

Papma
BepHirepopge
M6X

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiHnX
mMaTepianis: 3miHu | Tuny - 3miHa
HaliMeHyBaHHA Ta/abo MicLe3HaxXOm4KeHHS
3asBHMKa (BNacHyKa peecTpauinHoro
nocBigYeHHs) (3MiHa MicLle3HaxX0MKeHHS
3asBHMKa); 3MiHK | TUNY - 3miHa
HaliMeHyBaHHs Ta/abo MiCLe3HaX0MKEHHS
BMPOGHMKA rOTOBOr0 /IiKAPCbKOro 3aco0y,
BK/1HOHA0UM MiCLLe NMPOBEAEHHS KOHTPOSIO
AKOCTi (BMPOGHMYA AiNbHULSA BUMYCKY
cepii) (NpYBeAEHHS MiCLEe3HAXOMKEHHS
BUpO6HMKa /13 y BIANOBIAHICTL A0
BrCHOBKy W00 NigTBEPAKEHHS
BiANOBIAHOCTI BUPOGHULTBA /13 BUMOram
GMP (depxnikcnyxba Ykpainu), 6e3
3MiHM MicuUs BUPOGHMLTBA); 3MiHKM | Tnny -
Nikapcbki 3acobu. 3miHa y KOPOTKili
XapakTepucTuLi Nikapcbkoro 3acoby,
IHCTPYKUIT 419 MeAUYHOro 3acToCyBaHHS
abo MapkyBaHHI ynakoBoK (iHLUi 3MiHW)
(MpoekT MapKyBaHHS ynakoBKM Bifnosigae
BuMoram po3giny XVIII Mopsaky
NpoBefEHHA ekcnepTu3n MaTepianis Ha
nikapcbki 3acobu, Wo nogatTbCs Ha
JepXaBHy peecTpauito (nepepeecTpadis),
a TaKkoX eKkcrnepTusn mMatepiasis npo
BHECEHHS 3MiH 4O peecTpavliiHnX
marepianis NpoTArom Aii peecTpauiiHoro
NOCBiJYEHHS, 3aTBEPAKEHOrO HaKasam
MO3 Ykpainu Big 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 YkpaiHu Bij
04.01.2013 Ne 3)

6e3
peyenma

UA/5754/01/01

74.

EBPUSAM

Kancynu no 400
Mmr/25 mr Ne 20
(10x2), Ne 60
(10x6) y

MAT
"®apmak”

YkpaiHa

MAT "®Papmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpavinHnx
MaTepianis:
BBE/EHHS HOBOro B1pPo6HMKa A®I abo
[it040i pe4oBUHM 3 HalaHHSAM MaTepianis

3a
peuerimom

UA/2247/01/01
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
6nictepax peecTpauiiiHoro focke (Mactep-caiina)
Ha [itoyvy peyqyoBuHY; CynyTHA 3MiHa: 3MiHa
y napameTpax cneuudikauiin Ta/abo
LONYyCTUMUX MeX, BUSHAYEHUX Y
cneuuadikauisx Ha A®l abo gitouy
peyoBuUHY, ab0 BUXiZHWNIA/MPOMIXKHMIA
NPOAYKT/peareHT, L0 BUKOPUCTOBYOTHCS
y npoueci BupobHmytea A®l abo gjroyor
PeYOBUHM
75. EOAPBI™ Tabnetkn no 20 Takega [JaHis BMPOGHULITBO AnoHisa/ BHECEHHS 3MiH 40 peecTpavliliHnX 3a UA/13312/01/01
Mmr Ne 14 (14x1), dapma A/C Hepo3dgocoBa IpnaHgais marepianis: peyenmom
Ne 28 (14x2), Ne HOI NpoayKu,ii: 3MiHW B iHCTPYKUiT ANA MEANYHOT0o
56 (14x4) y Takepa 3acTocyBaHHs. BBegeHHsA 3MiH
6nictepax dapmacbloTika npotarom 3-x micauis nicns
n Komnari 3aTBepPKEHHsA
Nimitep,
Ocaka lNnaHT,
AnoHis;
BUPOGHULITBO
3a MOBHUM
LMKIOM:
Takega
Ipnangisa N1a,
IpnaHgis
76. EOAPBI™ Tabnetku no 40 Takega [JaHis BUPOGHULITBO AnoHis/ BHECEHHS 3MiH 40 peecTpaLitHnx 3a UA/13312/01/02
mr Ne 14 (14x1), dapma A/IC Hepo3sgocoBa IpnaHpis MaTepianis: peyenmom
Ne 28 (14x2), Ne HOI NpoayKu,i: 3MiHW B iHCTPYKUIT ANS MeANYHOTro
56 (14x4) y Takepa 3acTOCyBaHHs. BBeAeHHA 3MiH
6nictepax dapmacbloTika npoTsarom 3-x MicsauiB nicna
n KomnaHi 3aTBepAKEHHA
NimiTen,
Ocaka lNnaHT,
AnoHis;
BUPOBHULTBO
3a MOBHUM
LUK/IOM:
Takega
IpnaHgis N14,
Ipnanais
77. EOAPBI™ Tabnetkn no 80 Takega [JaHis BMPOGHULITBO AnoHisa/ BHECEHHS 3MiH [0 peecTpavliliHnX 3a UA/13312/01/03
Mr Ne 14 (14x1), dapma A/C Hepo3giocoBa IpnaHgais mMarepianis: peyenmom
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
Ne 28 (14x2), Ne HOT NpoAYyKLUiT: 3MiHW B IHCTPYKLUIT 4N MeAnyHOro
56 (14x4) y Takepa 3acTocyBaHHs. BBegeHHA 3MiH
6nictepax dapmacbloTika npotarom 3-x micsauiB nicnsa
N KomnaHi 3aTBepPAKEHHSA
Nimitep,
Ocaka NnaHT,
AnoHis;
BUPOGHULITBO
3a NOBHUM
LMKIOM:
Takepa
Ipnangis nTa,
IpnaHgais
78. E3OJ/IOHI®-20 | Tabnetku, BKPUTI OpraHocuH IHAiA OonTimyc IHais BHECEHHS 3MiH [0 peecTpaLiiHnX 3a UA/11328/01/01
NNiBKOBOIO Naindp [xeHepikc mMaTepianis: NpUMBeAEeHHA Y peyernmom
060/10HKOH, Mo 20 CaeHcus Nimitepq, BiAANOBIAHICTb A0 peecTpauiiiHNX
Mr Ne 7, Ne 14 MeT. NiTA. marepiasiiB HanMcaHHA NiKapcbKol
(7x2) y bnictepax c¢hopmu B npoueci nepepeectpalii (Hakas
MO3 YkpaiHu Big 14.12.2015 Ne 853)
(6yno - TabneTkun, BKPUTI O/iBKOKO
060/10HKOH0)
79. E3O0JIOHI®-20 | Tabnetku, BKPUTI OpraHocuH IHais OnTimyc IHais BHECEHHS 3MiH 0 peecTpavinHnx - UA/11329/01/01
NNiBKOBOIO Naidp IbxeHepikc mMaTepianis: NpuBeAeHHA Y
060/10HKOH, Mo 20 CaeHcus NimiTepq, BiANOBIgHICTb A0 peecTpayiiiHNX
Mr in bulk Ne 2500 MeT. itA. MaTepianiB HanMcaHHA NnikapcbKol
y naketax c¢hopmu B npoueci nepepeectpalii (Hakas
MO3 YkpaiHu Big 14.12.2015 Ne 853)
(6yno - TabneTkn, BKPUTI OAIBKOKO
060/10HKOH0)
80. E3O0JIOHI®-40 | Tabnetku, BKPUTI OpraHocuH IHais OnTimyc IHais BHECEHHS 3MiH 0 peecTpaLitHnX 3a UA/11328/01/02
NNiBKOBOIO Naidp IbxeHepikc mMaTepianis: NpuBeAeHHA Y peyernmom
060/10HKOH, M0 40 CaeHcus NimiTepq, BiANOBiIgHICTb A0 peecTpauiiiHNX
mr Ne 7, Ne 14 MeT. /itA. MaTepianis HanMcaHHsA NikapcbKol
(7x2) y 6nictepax c¢hopmu B npoueci nepepeectpalii (Hakas
MO3 YkpaiHu Big 14.12.2015 Ne 853)
(6yno - TabneTkn, BKPUTI NAIBKOKO
060/10HKOH0)
81. | EBOJIOHI'®-40 | TabneTku, BKpUTI OpraHocuH IHAis OnTimyc IHais BHECEHHS 3MiH [0 peecTpavliiHnX - UA/11329/01/02
NNiBKOBOIO Naidp LxeHepikc mMaTepianis: NpMBeAeHHA Y
060/10HKOH, M0 40 CaeHcus NimiTepq, BiANOBiIgHICTb A0 peecTpauiliHNX
Mr in bulk Ne 2500 MeT. JITA. Martepianis HanMcaHHsA nikapcbKol
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
y nakeTtax c¢hopmu B npoueci nepepeectpalii (Hakas
MOS3 YkpaiHu Big 14.12.2015 Ne 853)
(6yno - TabneTkun, BKPUTI O/iBKOKO
060/10HKOI0)
82. EHBPEN | PO34uH AN Mdcpaiizep CWA BepuHrep HimeuunHa/ BHECEHHS 3MiH 0 peecTpaLinHnX 3a UA/13011/01/01
ENBREL® iH'ekuin, 50 mr/mn Eny.Ci.Mi. IHrenbxanm Benuvka MaTepianis: peyenmom
y nonepesHb0 KopnopeiiwH dapma N'v6X BputaHisa/ 3MiHa napameTpiB cneyudikauin Ta/abo
HanoBHEHMX & Ko KT, IpnaHgis [0NyCTYMMX MEX rOTOBOrO NiKapCbKoro
wnpuuax no 1 mn HimeuunHa; 3aco6y. BBefieHHs 3MiH NPOTArom 6-Tun
(50 mr) Ne 4, no Baet micAuiB nicnsa 3aTBepaXeHHs
0,5 mn (25 mr) Ne dapmaceyTuk
4 aboy asc, Benuka
nonepegHsLo BpwuTaHis;
HanoBHEHMX Betep ®apma-
pyykax no 1 mn depTUryHr
(50 Mr) Ne 4y rveX & Ko.
Nn1acTUKOBOMY K,
KOHTENHepi HimeuyuunHa,
Mdoaiizep
IpneHg,
PapmaceyTnk
aunc, lpnaHgis
83. EPAOMEL NopoLUOK AN1A Mepgikom Yecbka BTOPUHHE Yecbka BHECEHHS 3MiH [0 peecTpaliliHnX 3a UA/14153/01/01
opanbHoT IHTepHeLwHN Pecny6nika nakyBaHHS, Pecnyb6nika/ MaTepianis: peyernmom
cycneHsii, 175 c.p.o. BUNYCK cepil: ITanisa BUNPAaB/IEHHA TEXHIYHOT MOMW/IKA B
Mr/5 mny Megikom MeToAax KOHTPOJIK0 AKOCTI NiKapCbKoro
thnakoHax Ne 1 IHTepHeLwHN 3aco0by Ta B iHCTPYKLUii 418 MeauyHOro
C.p.0., Yecbka 3aCTOCyBaHHA y p. "YnakoBka"
Pecnyb6nika;
BUPOGHULTBO
Hepo3sdgacosa
HOT NpPOAYKLUT,
nepsuHHE
nakyBaHHs,
KOHTPO/b
cepii/tectyBaH
HA
HanoBHEHNX
oNaKoHiB:
®ynToH

MeauunHani
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
C.n.A., Itanis;
[04aTKOBUIA
KOHTpONb cepii
/TecTyBaHHA
HanoBHEHUX
oNaKoHiB:
EamoHg,
dapma C.p.a.,
ITanis
84. ECKYBIT® Kpanni no 15 mn MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 peecTpavliliHnX 6e3 UA/3298/02/01
abo no 25 mny "rannudapm "ranuudapm" marepianis: peyenma
donakoHax- " 3MiHa YNOBHOBaXeHOT ocobu,
KpanenobHmysax Ne BiAMNOBiAa/IbHOI 3a 34iNCHEHHS
1y nauuyj; no 25 thapmakoHarnsgy
My donakoHax-
KpanesibHUUsX,
3aKpUTMX
KPULLIKOHO 3
KOHTpONem
nepLuoro
po3KpuTTA Ne 1y
nayui
85. ECKYBIT® Kpanni no 15 mn MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaliliHnX - UA/9510/01/01
a6o no 25 mnin "Tannudpapm "Tanunudpapm” MaTepianis:
bulk y donakoHax- " 3MiHa YNOBHOBaXeHOT ocobu,
KpanensbHuuax Ne BiANOBIAA/ILHOT 3a 3[iACHEHHS
88 y Kopo6i; no 25 cthapmakoHarnsagy
M in bulk y
donakoHax-
KpanesibHUUsX,
3aKpUTMX
KPULLIKOHO 3
KOHTpONem
nepLuoro
po3kpnTTA Ne 88 y
KOpoo6i
86. | IMYHOPUKC PO34MH OpasibHUIA, Monixem IMokcembypr Jonnenb ITanis BHECEHHS 3MiH [0 peecTpaliiHnX 3a UA/9638/01/01
400 mr/7 mnno 7 C.A. dapmaueyTiuji MaTepianis: peyenmom
My donakoHax Ne Cpn 3MiHW B IHCTPYKLUIT 4N MeAMYHOro
10 3acTocyBaHHs. BBefeHHA 3MiH
npotarom 3-x micauis nicnsa
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
3aTBepPAKEHHs
87. IMYHO-TOH® cvpon rno 100 mn MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 peecTpavliliHnX 6e3 UA/2179/01/01
y 6aHui Ne 1; no "rannudapm "ranuudapm" marepianis: peyenma
100 mn a6o 200 " 3MiHa YNOBHOBaXeHOT ocobu,
My donakoHi Ne 1 BiANOBIAa/IbHOI 3a 34iCHEHHS
dhapmakoHarnsaay
88. IMYHO-TOH® cupon in bulk: no MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaliliHnX - UA/9511/01/01
100 mn y 6aHkax "Tannudpapm "Tanunudpapm” MaTepianis:
Ne 48 y kopob6i; no " 3MiHa YNOBHOBaXEHOT 0coou,
200 mny BiANOBIAA/ILHOT 3a 34iICHEHHS
gonakoHax Ne 30 y hapmakoHarnagy
KOpoo6i
89. | IHCMIPOH cupon, 2 mr/mn no MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peecTpaLiiHnX 3a UA/9922/01/01
150 mny "Tannudhapm "Tannudcpapm" MaTepianis: peyenmom
onakoHax Ne 1 B " 3MiHa YNOBHOBaXXEHOI 0cobu,
naui BiANOBiAa/IbHOI 3a 3[iCHEHHS
hapmakoHarnsagy
90. KANIO NMOpPOLLOK [xy6inaHT IHAiA [xy6inaHT IHais BHECEHHS 3MiH A0 peecTpaLitHnx - UA/8250/01/01
NO3APTAH (cyb6eTaHuin) y [bxeHepikc LbxeHepikc maTepianis: 3miHu | Tuny - 3miHa
NoABINHMX NimiTen NimiTeq HaliMeHyBaHHSA Ta/abo MicLe3HaxXO4KeHHs
nonieTMIeHoBMX 3asBHVKa (BNacHvKa peecTpauiinHoro
nakeTax gns NOCBigYeHHS) (3MiHa HalMeHyBaHHS
BUPOGHULTBA 3aaBHMKA); 3MiHuM | TUny - CepTudikat
HeCTepUIbHNUX Bi4MOBIAHOCTI €BPONENCHKIi

nikapcbknx chopm

thapmakonei/CepTudikart BignoBigHOCTI
€Bponeiickkiin hapmakonei woao ryéuaToi
eHuecpanonarii. NMogaHHA HOBOro abo
OHOBJIEHOTO cepTudikaTa BignoBiAHOCTI
€Bponelicbkili hapmakonei ansa Adl abo
Lit040i pevoBUHW/gNsA BUXIQHOTO
MaTepiany/peareHTy/npoMixHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y
BMPOGHMLTBI AD| abo fjtoyoi
peyoBMHW/ANA AONOMIKHOT PEHOBUHU
(cepTudpikaT BigNoOBIAHOCTI €BPONENCHKIN
chapmakoner) - OHOBNeHWA cepTudpikaT
BIAMOBIAHOCTI Bif Ai04Oro BUpobHMKa (
nogaHHs oHoeneHoro CEP (Ne RO-CEP
2009-374-Rev 02) Big Aito4oro BupobHMKa
(y 3B’3Ky 3 TVM, LLIO Bigbynacs 3miHa
Ha3Bu BUPOOHUKa AP| 6e3 3MiHM Micus
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
BMPOGHMNLITBA)
91. KANbLIA -A3 TabneTkn Takega ABCTpia Takepga AC Hopseria BHECEHHS 3MiH 40 peecTpavliliHnX 6e3 UA/3541/01/01
HIKOME[ 3 XyBauibHi Ne 20, ABcTpis maTepianis: 3miHu | Tuny - 3miHa peyenma
AMENbCUHOB | Ne 50, Ne 100y v6X HallMeHyBaHHs Ta/abo MiCLe3HaxX0MKEeHHS
M CMAKOM onakoHax Ne 1 BMPOGHMKA rOTOBOr0 /1iKAPCbKOro 3aco0y,
BK/1IOHA0UM MiCLLe NMPOBEAEHHS KOHTPOSIO
AKOCTi (BUPOGHMYA AiNbHULSA BUMYCKY
cepii) (3MiHa HalilMeHyBaHHS BUPOOHMKa
N3, 6e3 3MiHK MicLs BUPOBHULTBA)
(TepmiH BBEAEHHSA 3MiH - NPOTATOM 6-Tn
MicALiB Nic/1A 3aTBEPKEHHS)
92. | KANMbLWIN -A43 Tabnetkn Takepa ABCTpis Takepa AC Hopseris BHECEHHS 3MiH A0 peecTpaLitHnx 6e3 UA/10610/01/01
HIKOME[, 3 XyBauibHi Ne 30, ABCTpIs maTepianis: 3miHu | Tuny - 3miHa peyenma
M'ATHUM Ne 100y m6X HaiMeHyBaHHs1 Ta/abo MiCLe3HaxX04KEeHHS
CMAKOM onakoHax Ne 1 BMPOGHUKA rOTOBOIO /iKapCbKoro 3acoby,
BK/IOYAOYM MiCLLe MPOBEAEHHS KOHTPOSIO
AKOCTi (BUPOBHMYA AiNbHULA BUMYCKY
cepii) (3MiHa HaliMeHyBaHHS1 BUPOBHMKa
N3, 6e3 3miHWM Micus BUPOBHULITBA)
(TepMmiH BBEAEHHSA 3MiH - NPOTArOM 6-Tn
MicsILiB nicnsi 3aTBePAKEHHS)
93. KANbLIKO Tabnetkn no 500 NAT YKpaiHa MAT YKpaiHa BHECEHHS 3MiH 0 peecTpaLitHnX 6e3 UA/8542/01/01
FNMIOKOHAT Mr Ne 10 y "Tannudpapm "Fannudpapm", MaTepianis: peyernma
crtpunax, Ne 10 " Ykpaina; NAT 3MiHa YNOBHOBaXKeHOi 0cobu,
(10x1) y "Knismegnpen BiANOBIAANLHOI 3a 34iiCHEHHS
6nictepax y nayui apar”, YkpaiHa hapmakoHarnsagy
94, KAPOOHAT kancynm Ne 30, Ne CninbHe YkpaiHa CninbHe YKpaiHa BHECEHHS 3MiH 0 peecTpavinHnx 6e3 UA/6386/01/01
60 y KOHTeliHepax | YKpaiHCbKo- YKpaiHCbKO- marepianis: peyenma
y nayui; Ne 30 icnaHcbke icnaHcbke BUNPABJ/IEHHS TEXHIYHOT NOMWUIKN B MKHA,
(10x3), Ne 60 nignpruemMcTs nignpuemMcTBo po3ain «MikpobiosioriyHa ynctoTa»
(10x6) y 0 "Cnepko "Cnepko
6nictepax y YkpaiHa" YkpaiHa"
Kopoo6ui
95. KEMMPA® TabneTkn, BKpUTI KOCB dapma Benebris HOCB dapma Benebris BHECEHHS 3MiH [0 peecTpauiliHnX 3a UA/9155/01/01
0060/10HKOHD, MO C.A. C.A. MaTepianis: peyenmom
250 mr Ne 30 noAaHHs HOBOro cepTudiikara
(10x3), Ne 60 BiAMOBIAHOCTI €Bponeiickkiin hapmakonei
(10x6) y ans A®l abo filoyoi pevoBUHM Bif HOBOTO
6nictepax BMPOGHUKA; 3MiHa y MeToAax
BUNpobyBaHHA ADI| abo Aitoyoi pevyoBuHU
a60 BMXigHOro/npoMiXKHOro
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
npoayKTy/peareHTy, Wo
BMKOPUCTOBYETBCA Y NPOLIECI
BMPOGHULTBa A®| ab0 Ailoyoi peyoBUHN
(iHWi 3MiHM y meTogax BUNpPoByBaHHSA
(BKKOYaKUYM 3aMiHy abo AONOBHEHHS))
96. KEMNMPA® TabneTkn, BKpUTI KOCB dapma Benbris KOCB dapma Benebris BHECEHHS 3MiH 0 peecTpaLinHnX 3a UA/9155/01/02
060/10HKOI0, MO C.A. C.A. MaTepianis: peyenmom
500 mr Ne 30 nofaHHs HOBOro cepTudikaTa
(10x3), Ne 60 BiANOBIAHOCTI €Bponeiickkiin hapmakonei
(10x6) y ans A®l abo fitoyoi peyoBUHM Bif HOBOTO
6nictepax BMPOGHUKA; 3MiHa y MeToAax
BUNPo6yBaHHA A®| a60 Aito4oi peyoBrHN
ab0 BMXiAHOro/MpoOMiKHOro
NpoAyKTy/peareHTy, LWo
BMKOPUCTOBYETBLCH Y NPOLIECI
BMpOo6HULUTBa A®l ab0 Ait0H0i peyoBUNHM
(iHWi 3MiHM y MeTofax BUNPOBYBaHHSA
(BK/IKOYAKUYM 3aMiHy ab0 AO0MOBHEHHS))
97. KEMMPA® TabneTkn, BKpUTI KOCB dapma Benebris HOCB dapma Benebris BHECEHHS 3MiH [0 peecTpauiliHnX 3a UA/9155/01/03
060/10HKOI0, NO C.A. C.A. marepianis: peyenmom
1000 mr Ne 30 noAaHHs HOBOro cepTudiikara
(10x3), Ne 60 Bi4NOBIAHOCTI €Bponelickkin hapmakonel
(10x6) y ans A®l abo aitoyoi peyoBUHM Bif HOBOTO
6nictepax BMPOBHMKA; 3MiHa Y MeTofax
BUNPo6yBaHHA A®I a60o Ailo4oi peyoBrHN
ab0 BMXigHOro/NPoOMiKHOro
npoayKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NPOLECI
BUPOGHNLTBa ADI abo Aitoy0i pevyoBuHU
(iHWi 3MiHM y MeTogax BMNPOOGYBaHHS
(BKNKHOYAKYM 3aMiHY ab60 AOMOBHEHHS))
98. KNABAMITUH TabneTkn, BKPUTI AHaHTa CnosnyyeHe Extomc [parc IHaiA BHECEHHS 3MiH [0 peecTpavliliHnX 3a UA/11415/01/01
375 nNiBKOBOIO Megikeap KoponiBcTBo eHf MaTepianis: peyenmom
060/10HKOM0, 250 Nrp. dapmacbloTUK 3MiH [0 IHCTPYKLi N8 MeguyHoro
Mr/125 mr Ne 10 y anc Ji1g,. 3aCTOCyBaHHA
6nictepax
99. KNABAMITUH TabneTtkn, BKPUTI AHaHTa CnonyyeHe Extomc [parc IHaiA BHECEHHS 3MiH 4O peecTpaliliHnX 3a UA/11415/01/02
625 nAiBKOBO Mepikeap KoponiscTBO eHf marepianis: peuenmom
o060n0Hkot0, 500 nra. PapmacbloTUK 3MiH [0 IHCTPYKUii 4519 MegnuyHoro
Mr/125 mr Ne 10 y anc 114, 3acTocyBaHHA

6nictepax
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 BiOnycKy peecmpayitiHo2o
3acoby noceio4YeHHsi
100. | KONIOMIUVH NopoLLOK A/1A dopect Benuka Kcenis [Oanis/ BHECEHHS 3MiH 40 peecTpavliliHnX 3a UA/7533/01/02
IH'EKUIA pO34unHy onA Na6opaTtopi3 BpuTtaHis PapmacbloTike Benuka mMaTepianis: 3miHu | Tuny - Jlikapcbki peyenmom
iH'eKUiR, iHdy3ii FOK Nimites, n3 AnC, flanis BpuTaHis 3ac0o6u. 3MiHa Y KOpPOTKIll XxapakTepucTuLi
abo iHransauin no BignosigasnbH nikapcbKoro 3acoby, iHCTPYKLi Ans
2 000 000 MOy WiA 3a BUMYCK MeAMYHOr0o 3aCTOCYBaHHA ab0 MapKyBaHHI
thnakoHax Ne 10 cepil: ynakoBOK (iHLLi 3MiHK) (3amiHa rpadiyHoro
MeH 300paXeHHs yNakoBKW Ha TeKCT
dapmacbloTika MapKyBaHHA ANA NePBUHHOT Ta BTOPUHHOT
n Cepsices YMNakoBKM Y 3B’AA3KY 3 NPUBEAEHHAM Y
NimiTen, BignoBigHicTb Ao Hakazy MO3 YkpaiHu
Benvika Ne3 Big 04.01.2013 p. Ta 3a3Ha4€HHA Ha
BpuTaHis BTOPWHHI ynakoBL,i /13 OHOB/EHY
iHhopMaLito WwoA0 agpecu 3asiBHUKAY);
3MiHu | TUNY - 3MiHa HaliMeHyBaHHS
Ta/abo MicLe3HaxXoMKEHHS 3asiBHMKA
(BNacHuKa peecTpaLliiiHoro nocBig4YeHHs)
(3miHa MicLe3HaxoMKeHHS 3aABHUKA)
(TepmiH BBEAEHHSA 3MiH - NPOTATOM 5-Tn
MicALiB Nic/1A 3aTBEPXKEHHS)
101. | KONOMIUWVH NopoLUOK A/1A dopect Benuka Kcenis Danis/ BHECEHHS 3MiH [0 peecTpauiliHnX 3a UA/7533/01/01
IH'EKLUIA PO34UNHY AN Nlabopatopis BpuTtaHis dapmacbloTike Benuka maTepianis: 3miHu | Tuny - Jlikapcbki peyenmom
iH'EKUIR, iHdy3ili FOK Nimites, n3 AnC, flanis BpuTaHis 3acobu. 3MiHa y KOPOTKili xapakTepucTuui
abo iHranaui no BignosiganoH nikapcbKoro 3acoby, IHCTPYKL,i Ans
1 000 000 MOy WiA 3a BUMYCK MEAMNYHOr0o 3aCTOCYBaHHSA ab0 MapKyBaHHi
onakoHax Ne 10 cepii: ynakoBOK (iHLWi 3miHK) (3aMiHa rpacpiuHoro
MeH 306paXeHHs yNakoBKW Ha TeKCT
dapmacbloTika MapKyBaHHA A5 NEPBUHHOT Ta BTOPUHHOT
n Cepsices YNaKoBKW Y 3B’A3KY 3 NPUBEAEHHAM Y
Nimitep, BignoBigHICTb A0 Hakazy MO3 Ykpainu
Benuka Ne3 Big 04.01.2013 p. Ta 3a3HaY€HHA Ha
BpuTaHis BTOPWHHI ynakoBLi /13 OHOB/IEHY
iHcbopmaLio Woao agpecy 3asiBHUKAY);
3MmiHu | TUNy - 3miHa HaliMeHyBaHHS
Ta/abo MicLe3HaxoMKEHHS 3asBHMKA
(BNacHWKa peecTpauiiHoro nocBigyeHHs)
(3MiHa Micue3Haxo4KeHHs 3aABHUKA)
(TepmiH BBEAEHHS 3MiH - NPOTATOM 5-Tn
MicALiB Nicsa 3aTBEPAKEHHS)
102. | KONMNOTPO®I Kancynm TOB "TeBa YkpaiHa Bupo6HMUTBO ®paHuis/ BHECEHHS 3MiH [0 peecTpaliliHnX 3a UA/3481/03/01
H BariHasibHi M'AKi YkpaiHa" Heposdacosa | HigepnaHau MaTepianis: 3miHa 3asBHVKa (Nepefaya peyernmom
no 10 mr Ne 10 HOI NpoAyKui, npas iHLWOMY 3asBHUKY)
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo2o
nocBiO4YeHHs

(10x1) y
6nictepax

KOHTPO/b
cepii:
Kancyxenb
[noepmens,
dpaHLis;
MepBrHHa Ta
BTOPVHHA
yrnakoBKa:
Naganb
EnatocTpi,
®paHLis;
KoHTponb
cepii (Tinbkn
MiKpO6ionoriuH
€ TeCTyBaHHs):
KoHthapma
®paHc,
PpaHLis;
[o3Bin Ha
BUNYCK cepil:
TeBa
dapmacbloTUK
an3 Koepon
B.B.,,
HinepnaHau

103.

KOIMJ/IABIKC®

TabneTkn, BKPUTI
060/10HKO, 75
Mr/75 mr Ne 28 'y
6nictepax B
Kopoo6ui

TOB
"CaHodi-
ABEHTIC
YkpaiHa"

YkpaiHa

CaHoi
BiHTpon
IHpacTpia

®paHuif

BHECEHHS 3MiH 40 peecTpavliliHnX

matepianis: 3MiHu Il Tuny - 3miHa

3asBHVKa (Nepefaya npas iHWOMY
3as51BHUKY)

3a
peyenmom

UA/11680/01/02

104.

KCE/NOAA®

TabneTkn, BKPUTI
MiBKOBOIO
060/10HKOH0, NO
150 mr Ne 60
(10x6) y
6nictepax

©

XothpmaH
H-/1a Pow
nTa.

LLiseliyapis

MpogykToc
Pow C.A. ge
C.B., Mekcuka
ana
®.XohdpmaHH-
Na Pow NTa,
Lsenuapis
nakyBaHHS,
BMNPOGYBaHHS
KOHTPO/I0
SAKOCTi, BUNYCK

Mexkcuka/
Lseruapis/
HimeyunHa

BHECEHHS 3MiH [0 peecTpaliliHnX
mMaTepianis: NpUMBeAEeHHA Y
Bi4NoOBiAHICTb A0 peecTpauiiiHnX
marepiasiiB HanMcaHHA NiKapcbKol
c¢hopmu B Npoveci BHECEHHA 3MiH (Haka3un
MOS3 YkpaiHu Big, 15.01.2015 Ne 11 Ta
Big 04.12.2015 Ne 821) (6yn10 - TabneTKy,
BKPUTi 060/10HKOI0)

3a
peuerimom

UA/5142/01/01
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi

cepii:
®.XothdpmaHH-
Na Pow Nta,
LWsewiuapis
nakyBaHHs,
BUNPOGYBaHHsA
KOHTPO/O
SIKOCTi, BUNYCK
cepii:
MpogykToc
Pow C.A. ge
C.B., Mekcuka
BunpobysaHH
A1 KOHTPOJSTHO
AKOCTI:
Pow ®apma
Al', HimeyunHa

105. | KCENOAA® TabneTkn, BKPUTI ®.XothpmaH Lseliyapis Mpoaykroc Mekcuka/ BHECEHHS 3MiH 40 peecTpavliliHnX 3a UA/5142/01/02
NNiBKOBOIO H-/1a Pow Pow C.A. pe LBeiiuapis/ mMaTepianis: NpMBeAeHHA Y peyenmom
060/10HKOI0, NO Nta. C.B., Mekcuka HimeyunHa BignoBigHICTb A0 peecTpauiiiHNX
500 mr Ne 120 ans martepiasiiB HanMCaHHA NiKapCcbKoi
(10x12) y ®.XohpmaHH- chopmu B npoLieci BHECEHHA 3MiH (Hakasun
6nictepax Na Pow N1ga, MO3 Ykpainu Big 15.01.2015 Ne 11 Ta
LBeiuapis Big 04.12.2015 Ne 821) (6yno - TabneTku,
nakyBaHHs, BKPUTi 060/10HKOI0)
BMNPOGYBaHHS
KOHTPO/I0
SAKOCTI, BUNYCK
cepii:
®.XohpmaHH-
Na Pow Nta,
LBeiuapis
nakyBaHHs,
BMNPOGYBaHHS
KOHTPO/I0
SAKOCTi, BUNYCK
cepii:
MNpoaykToc
Pow C.A. ge
C.B., Mekcuka
Bunpo6yBaHH
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
A1 KOHTPOSIO
AKOCTI:
Pow dapma
Al', HimeuyunHa
106. | IAKTUHET®- TabneTKn, BKPUTI BAT YropuwmHa BAT "l'egeoH YropwuHa BHECEHHS 3MiH 0 peecTpaLinHnX 3a UA/9036/01/01
PIXTEP nNiBKOBOIO "TeneoH PixTep" mMaTepianis: 3miHu | Tuny: 3miHa peyenmom
060/10HKOI0, MO PixTep" TOProBesIbHOT HAa3BU NMiKapCbKOro 3acoby
0,075 mr Ne 28 (3miHa TopriBeNbHOI Ha3BY JiKAPCLKOTO
(28x1), Ne 84 3aco6y (6byno - TAKTUHET®); Nikapcbki
(28x3) y 3acobu. 3MiHa y KOPOTKili xapakTepucTuu;i
6nictepax nikapcbKoro 3acoby, IHCTPYKLi Ans

MeMYHOro 3acToCyBaHHA abo MapKyBaHHi
ynakoBoK (iHwWi 3miHK)( 3MiHM BHECEHO
00 TOprosesibHOI Ha3BwW. MNpoekT
MapKyBaHHS ynakoBKM Bignosigae
BuMmoram po3giny XVIII Mopsaky
NpoBeAEHHS eKCnepTn3n MaTepiasis Ha
nikapcbki 3aco6u, L0 NoJarTbCa Ha
JepxaBHy peecTpalito (nepepeecTpadis),
a TakoX ekcnepTusn marepianis npo
BHECEHHS 3MiH 0 peecTpaLinHnX
marepianis NpoOTArom fAii peecTpaviiHoro
NOCBIJYEHHS, 3aTBEPAKEHOIO HaKasam
MO3 Ykpainu Big 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 YkpaiHu Bif
04.01.2013 Ne 3) (TepMiH BBEEHHSA 3MiH -
npoTarom 3-x micauis nicns
3aTBEPAXEHHS); 3MiHM | Tuny: FoToBuiA
nikapcbknii 3aci6. Onuc Ta cknag. 3miHa
chopmu abo po3mipiB Nikapcbkoi hopmMm
(TabneTkv 3 HeraiH1M BUBISTbBHEHHAM,
Kancynu, cynosuTopii Ta necapii)
(Bigbynacs 3miHa po3mipy nikapcbKoTl
dhopmu , a caMe 3MEHLUNBCS AiaMeTp
Tabnetkm 3 6 MM A0 5,5 MM Wwo
06YyMOBEHO 3MIHOKO CKady AONOMDKHUX
peyoBVH Ta macu Tabnetku 3 81,0 go
66,0 mr); 3miHu Il Trny: FoToBwMiA
nikapcekuii 3aci6. Onuc Ta cknag,. 3miHa y
cknagi (4OMOMDKHMX pevyoBMHaXxX) roTOBOro
NikapcbKoro 3acoby (iHLWi 4oNOMKHI
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi

PEYOBUHM) - AKICHI @060 KiSTbKICHI 3MiHN
00 OAHIET ab0 AEKINbKOX AOMOMKHUX
PeYOBUH, SKi MOXYTb 3HAYHO BNIVHYTW Ha
6e3neky, AKicTb abo e(peKTUBHICTb
rOTOBOrO JliKapCbKOro 3acoby (3aranbHa
mMaca TabneTtku, BKpUTOT 060/10HKO, Byna
3HMXeHa Ao 66,0 Mr, a marHiii cteapart
OyB BMK/HOYEHWIA 3i Cklagy. 3 TOUKM 30py
Macwu i cknagy, HoBa fikapcbka hopma
cTana 6inblue cxoxa Ha pedyepeHTHUA
npenapart. KinbKicTb AOMNOMIXHNX
pPeYoBUH, 38 BUHATKOM J1TaKTO3M
MOHorigparty i anbha-tTokodepony (all-
rac-0-Tokocpepony), 6yn0 3HMKEHO TaknM
YMHOM, LLIO TX NPONOPLsA B Maci TabneTtku
3anumwmiacsa He3MiHHOH.); Jlikapcbki
3aco6u. 3MiHa y KOPOTKili xapakTepucTuuj
nikapcbKoro 3acoby, IHCTPYKL,i Ans
MeMYHOro 3aCTOCyBaHHSA abo MapKyBaHHI
yNaKoBOK (iHLWi 3MiHW)(3MiHM BHECEHO
oo cknagy. NpoekT MapKyBaHHA
yrnakoBKW BifnoBifae Bumoram posgainy
XVIII Mopagky npoBefeHHs ekcrnepTusn
MaTepianiB Ha /likapcbki 3acobu, Wo
NoAalTbCA Ha AepxaBHy peecTpawio
(nepepeecTpadist), a Takox ekcnepTusu
MaTepianis NPo BHECEHHS 3MiH 40
peecTpauiiiHux MaTepianis NPoTAroM aji
peecTpaLiiHOro NocBiAYEHHs,
3aTBepxeHoro Hakasam MO3 YkpaiHu
Bif 26.08.2005 Ne 426 (y pepakuii Hakasy
MO3 Ykpainu Big 04.01.2013 Ne 3); 3MiHu
Il TMNy: FOTOBWIA NiKapPCbKWiA 3aci6.
Brpo6HMUTBO. 3MiHM Y Npoueci
BMPOGHMLTBA rOTOBOrO NiKapCbKoro
3acoby (3MiHa y npoueci BUpo6HULTBA,
AKa MOXe MaTu iICTOTHUIA BNIMB Ha SIKICTb,
6e3neky Ta eeKTUBHICTb NiKapCbKoro
3aco0y) (Li/I/110 BHECEHHS 3MiH nonsaranae
y mogucpikyBaHHI cknagy Ta TeXHooril
BMpo6HUTUBA N13. 3amicTb 96 % eTaHony
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi

B AKOCTi PO3UMHHMKA Ai0UOT PEYOBUHN
BUKOPUCTOBYETLCA aLeToH); 3MiHu Il Tny:
loToBUIA NiKapcbkuid 3aci6. BUpo6HMULTBO.
3MiHa po3mipy cepii (BKOYaoum giana3oH
PO3Mipy cepii) roTOBOro NiKapCbKoro
3aco0y (3MiHa CTOCYETbLCS BCiX IHLWNX
nNikapcbkmx hopm CyKyrnHOro
(koMNNEeKCHOro) BUPOGHNYOro nNpoLecy)
(3miHa po3mipy cepii roToBOro NpoayKTy,
00 10 pasiB y NOPiBHAHHI 3 MOYATKOBO
3aTBEpPKEHM PO3MIpOM cepii - B
MacLuTabi npoMocoBoro Ta AoCNigHOro
BMPOGHULTBA); 3MiHW Il Tuny:FoToBwMit
nikapcbkuii 3aci6. BUpobHULTBO. 3MiHN
BMNPOGYBaHb ab0 AOMYCTUMUX MEX,
BCTAHOB/IEHMX Y crneyudpikayisx, nig yac
BMPOGHMLTBA rOTOBOTO /1iKapCbKOro
3ac06y (PO3LWMPEHHS 3aTBEPIKEHNX
[ONYCTUMMX MeX AN NOKa3HWKIB, AKi
MOXYTb MaTy iCTOTHWIA BN/IMB Ha 3araibHy
SKICTb FOTOBOTO MiKapCbKOro 3acoby)
(KpuTepii NPUAHATHOCTI NOKa3HKKa
"CrTiiikicTb Ta6N1€eTOK 40 pO34aBntoBaHHS",
LLIO NPOBOAMTLCS B MPOLEC BUPOGHULTBA
6yNu po3LIMpPEHi BHACNIAOK 3MiHW ckiagy i
po3mipy TabneTku. [laHa 3miHa Bignosigae
Bumoram €®); 3mium | Trny: FoToBwMIA
nikapcbkuii 3aci6. BUpobHULTBO. 3MiHN
BMNPO6YBaHb ab0 AOMYCTUMUX MEX,
BCTAHOB/IEHUX Y crieyndikaLisx, nig vac
BMPOGHMLTBA FOTOBOrO NiKapCbKoro
3aco0y (iHLWi 3MiHM) (3MiHM NOKa3HWKIB SKi
KOHTPO/IIOTHLCA NPU BUPOBGHULTBI:
«Teky4yecTb», «CpefHAas macca»,
OpfHopoaHoCTb Macchl» BHACIA0K 3MiHU
cknagy i po3mipy TabneTku (gianasoHu
BignosigaTb BUMoram €®); 3minu | Trny:
[OTOBMIA Nikapcbkuii 3aci6. KoHTposb
rOTOBOrO /iIKAPCbKOro 3acoby. 3miHa
napameTpiB cneundikauin Ta/abo
JOMYyCTUMMX MEX rOTOBOT0 NiKapCbKOro
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
3aco6y (3BY)XEHHSI [,OMYCTUMUX MEX)

(3BYXXEHHSA 4ONYCTUMUX MEX 3a
nokasHukamu: "CTOPOHi AOMILLKN" - MeXi
Ans ineHTuikoBaHX NPOAYKTIB
po3KnafaHHs | 3ara/ibHOro BMICTY YCiX
NPOAYKTIB 6yNn 3HWKEHI y cneundikaw,i
A5 BUMNYCKY Ta Ha TepMiH NpuaaTHOCTI
Bi4NOBIAHO A0 pe3y bTaTiB AOCMIAKEHHS
cTabinbHocTi. "KinibkicHe BU3HAYEeHHS
Lito40i pevyoBMHUN" - HXKHA JONyCTUMA
MexXa BMICTy AitoH0i peqoBUHM Npu
BUnNycky 6yna 3HmkeHa 3 95 % 1o 98 %
3riAHO A0 pe3ynbTaTiB AOCAIAKEHHS
cTabinbHOCTI. "PO34YMHEHHS" - KpUTEPIT
NPUIAHATHOCTI 415 BUNYCKY | KiHUS TEPMiHY
npuaaTHocTi 6yB niagBumLLeHWin 3 75 % / 30
XBUNNH Ao 80% /15 XBWVH 3rigHO A0
pe3ynbTaTtiB AOCNifKEHHS CTabiNbHOCTI);
3MiHn | TUNYy: FOTOBWMIA Nikapcbkuii 3acio.
KOHTpOs1b FOTOBOIO NiKapCbKoro 3acooby.
3MmiHa napameTpiB cneyudikauii Ta/abo
[0NyCTMMX MEX roTOBOro NikapCbKoro
3acoby (4ONOBHEHHS cneumdikaLii HOBUM
NOKa3HMKOM 3 BiAMOBIAHNM METOAOM
BMNPOGYBaHHS)(BBEAEHHS Y
crneyudikaLito HOBOro napameTpy 3
BiZNOBIAHO METOAMKOI: A0AAHO
BUNPOGYBaHHA Ha BMICT aL,eToHY 3
rPaHN4YHOI0 HOPMOLO He Ginbie 5000 ppm
BignoBsigHO Ao KepisHuyTBa ICH
«Impurities: Guideline For Residual
Solvents Q3C(R5)», oCKiNbku y
BMPOBGHUYOMY MpOLLECi B SIKOCTI
PO34YMHHVKA BUKOPUCTOBYETHLCS aL,eTOH);
3MiHn | TUNYy: FOTOBWIA Nikapcbkuii 3acio.
KOHTpOs1b FOTOBOIO NiKapCbKoro 3acooby.
3MmiHa napameTpiB cneyudikauii Ta/abo
[ONyCTMMX MEX roTOBOro NikapCbKoro
3aco0by (BMYyYEHHS HE3HAYHOTO
nokasHuka (Hanpuknag, BUiy4YeHHs

3acTapinoro nokasHuka)(BuayyeHHs 3i
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi

cneuudikayii nokasHuka "OgHopPIAHICTb
Macu" 1a "Po3nagaHHs"); 3miHu |
TUNy:FOTOBUIA Nikapcbkuii 3aci6. KOHTPosIb
rOTOBOrO /iIKAPCLKOro 3acoby. 3miHa
napameTpis crneuudikauii Ta/abo
[0NyCTMMX MEX roTOBOro NikapCbKoro
3aco6y (iHLWi 3MiHW)(BUTYyYEHHS
napameTtpy "CepegHsi maca" 3i
cneumdikayii Ha nigcTasi TOro, Lo Moro
npoBefeHHs1 He 060B’A3KoBE [A/1A
TabneTok 3rigHo €EP 3arasibHOI CTaTTI
«Tablets»); 3MiHn | TUNY:F0TOBMIA
nikapcbkuii 3aci6. KOHTpPob roToBoro
nikapcbKoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHSA rOTOBOTO /iKAPCbKOro
3aco0y (He3HayHa 3MiHa y 3aTBEpPAXEHUX
MeTofax BUnpobyBaHHS)(HE3HAYHA 3MiHa
y 3aTBEPAKEHOMY MeTOAj BUNpoByBaHHS
TUTaHy giokcuay. MpuHumn
BMNPOGYBaHHS, BUKOPUCTaHI peareHTu Ta
OLjiHKa pe3ynbTarTiB Taki X, SK i B paHiwe
3aTBEPKEHOMY METO/i BUNPOOYBaHHS.
MeToz B1UNpo6yBaHHA TPOXM 3MIHEHHWI B
YacTMHI NPUroTyBaHHSA BMNPOOYBAHOrO i
CTaHAaPTHOro PO34MHIB, & KOHTPObHWI
PO34YMH HEe BUKOPUCTOBYETHCS.
OG6rpyHTyBaHHA A1 BIiAMOBN
BMKOPUCTaHHA KOHTPO/IbHOTO PO3UYUNHY €
Te, LWO B paMkax Banigauii 6yna
nigTBepxeHa cneuundiyHictb metoay. Y
Xopj Banigauii 6ynu npoBeaeHi
BUNPOOGYBaHHSA 3 BUKOPUCTAHHS PO3UNHY
TabneTok 6e3 NOKPUTTS | KOHTPOSIbHOTO
PO34MHY PO3UKHY; 06MaBa PO3UNHU
3anvwnnmcsa 6e3bapBHUMU, TOMY
BBaXKAETbCA HENOTPIGHNM 3aCTOCOBYBATU
KOHTPO/IbHOTO PO34YMHY B XOJi
KOHTPONbHUX BUNPOOYBaHb); 3MiHu | Tuny:
roToBMIA NikapCbkuii 3aci6. KoHTposb
rOTOBOrO JliKapCbKOro 3acoby. 3miHa y

MeToaax BI/II'IpO6yBaHHF| roToBoro
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi

nikapcbKoro 3acoby (iHLWi 3MiHKM y MeTogax
B/MNpoGYyBaHb (BK/IOUaOUM 3amiHy abo
[ONOBHEHHS)(3MiHa METO/,B
BUNPoOyBaHHA /13 3a NoKasHWKamu:
"laeHTrdikauia Ta KinbKicHe BU3HAYEeHHS
aKTUBHOI peYoBUHU, BUNPOOYBaHHA Ha
OHOPIAHICTb [O3YBaHHSA": BBELEHO HOBUIA
BaslifoBaHUn BHYTPILLHI meTog BEPX 3
Jiog-matpudHum getektopom (OMA) 3
iHWMK XpomMatorpadivyHMm
napameTpamMmu 3aMiCTb paHilue
3aCTOCOBAHOro MeToAy BUNPOGYBaHHS.
«lgeHTndikaLia Ta KinbkKicHe BU3HaYeHHS
anbha-Tokogepony (all-rac-a-
TOKODepOny)»: BBEAEHO HOBWIA
BaslifoBaHUn BHYTPILWLHI meTog BEPX 3
Jiog-matpuyHum getektopom (OMA) 3
iHLWMK XpomMatorpadivyHMm
napameTpamMu 3aMiCTb paHille
3aCTOCOBaHOro MeToAy BMNPOOGYBaHHS);
BBEEHO HOBUIA BaNif0BaHNA BHYTPILLHIN
meTog BEPX 3 iHWMMK
XpomartorpadiyHnMy napameTpamu
3aMiCTb paHille 3aCTOCOBaHOro Metoay
BMNPOOYBaHHs. «MikpobionoriyHa
yucToTa»: NPUBELeHHS Y BiANOBIAHICTb A0
Bumor €®); 3miHu | Tuny: FoToBwMiA
nikapcbknii 3aci6. Cuctema
ynakoBka/ykynopka. 3miHa coopmu abo
pO3Mipy KOHTelHepa un
3aKyNnopoBa/IbHOTO 3aC06y (NepPBUHHOI
yNakoBKn) (HeCcTepwsbHi Nlikapcbki 3aco6u)
(3miHa po3mipy 61iCTEPHUX AYIAOK
06yMOB/iEHA 3MIHOIO Macu Ta po3mipy
Tabnetkn); 3MiHn | TUNY: FoTOBMIA
nikapcbknii 3aci6. Cuctema
ynakoBka/ykynopka. 3miHa 6yab-aKoi
YaCTUHW martepiasty nepBUHHOI YNakoBKy,
LLIO HE KOHTaKTY€E 3 TOTOBUM JliKapCbKUM
3aco60m (Hanpukiag, Koip KpULeYvok 3

KOHTPOJIEM MEPLLOro BiAKPUTTS, KOIp
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi

KOAOBYX Kifeub Ha amnyrnax, KoHTelHepa
Ana ronok (pisHi Buau nnactmacu) (3miHa,
AKa BMN/IMBAE Ha KOPOTKY XapaKkTepucTuky
NiKapcbKoro 3acoby) (MPUAHATO PiLLEeHHS
npo 3MiHy YNakoBK/ Tab/1eToK, BKPUTUX
NiBKOBOK 060/10HKO. Tun 61icTepHOT
NAIBKW Ta iX SIKICHWI | KINbKICHWIA cknag,
(MepBMHHOI YNakoBKM) 3anmwmnnncs 6e3
3MiH, asie Tenep KoXxHuii bnictep
YNakoBYETbCSA Y NakeTUK 3 lamiHOBaHOT
antoMiHieBol honbrn ana 3abecneyeHHs
KpaLLoro 3axucTy npenapary Bif, BONOIM);
Nikapcbki 3acobu. 3miHa y KOPOTKili
XapakTepucTuLi ikapcbkoro 3acoby,
IHCTPYKUIT 419 MeAUYHOro 3acToCyBaHHS
ab0 MapKyBaHHI ynakoBoOK (iHLi 3MiHK)
(3.1.1. (r),IA) MpoekT mapkyBaHHs
yNakoBKW BiAMNOBIAAE BUMOram po3sgainy
XVIII Mopagky npoBefeHHs ekcnepTusn
marepianis Ha slikapcbki 3acobu, Lo
NOAAtOTLCA Ha iepXXaBHy peecTpaLiio
(nepepeecTpauist), a TakoX ekcnepTusn
marepianis Npo BHECEHHS 3MiH A0
peecTpaLiiiHnx maTepianiB NpoTarom gji
peeCTpaLiiHOro NoCBifYEHHS,
3arBepaxeHoro Hakasam MO3 YkpaiHu
Big 26.08.2005 Ne 426 (y pepakuii Hakasy
MO3 Ykpainu Big 04.01.2013 Ne 3)
(BBefeHHs 3MiH NpoTArom 3-x micsuis
nicns 3atBepaykeHHs); 3miHu 1l Tuny:
IoToBUIA NikapCbkuii 3aci6. CTabinbHICTb.
3MiHa y TepMiHax npugaTtHocTi abo
ymoBax 36epiraHHsi rOTOBOr0 /iKapCbKoro
3acoby: (iHwWi 3mMiHW) (3 NONIMWEHHAM
cknagy i TexHonorieto Bupo6Huytea M3 i
BMKOPWUCTaHHA 404ATKOBOrO 3axXuUCTy Yy
BUINAAI NakeTmka 3 NaMiHoOBaHOI
aNIOMIHIEBOT (hONbIY ANa ynakoBaHux y
6nicTepn TabneTok, 3anpornoHOBaHO
3MIHUTX YMOBW 36€epiraHHs Ha nigcrasi
[JOKYMEHTOBaHWX pe3ybTaTiB
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo2o
nocBiO4YeHHs

[OCNiMKeHHs1 cTabiNbHOCTI BiANOBIAHO A0
Q1E ICH); Nikapcbki 3acobun. 3miHa y
KOPOTKIll XapakTepuCTuLi NikapCbKoro

3aco0y, IHCTPYKLi AN MeguyHoro
3aCTOCYBaHHA ab0 MapKyBaHHi yNakoBOK
(iHWi 3MiHW)(3MiHK BHECEHO LLIOL0 YMOB
36epiraHHsA. MPoeKT MapKyBaHHS YNaKkoBKu
Bignosigae Bumoram po3giny XVIli
Mopsaky NpoBeAeHHs ekcnepTran
marepianiB Ha Jslikapcbki 3acobu, Lo
NoAatoTLCA Ha fiepXaBHy peecTpadiio
(nepepeecTpauist), a Takox ekcnepTusn
mMaTepianiB NPO BHECEHHS 3MiH A0
peecTpavuiiiHux MaTepianis NPoTAroM aji
peecTpavLiiHoro NocBigyYeHHs,
3aTBepakeHoro Hakazam MO3 YkpaiHu

Big 26.08.2005 Ne 426 (y penakuii Hakasy

MO3 Ykpainu Big 04.01.2013 Ne 3)
(TepMiH BBEEHHSA 3MiH — MPOTATOM 3-X
MicALiB Nic/1A 3aTBEePAXKEHHS)

107.

NATAHOMNPOC
T

cybcTaHuis (onis)
ANns BUpoGHULTBA
CTEPUSIBHUX
nikapcbknx chopm
y thnakoHax

A3A[ daiitH
Kemikanc Al

LLisenuapis

WoHcaHr daiix
Kewmikanc Ko.,
nrp.

Pecnyb6nika
Kopes

BHECEHHS 3MiH 0 peecTpaLinHnX
marepianis: 3miHu | Tuny - 3miHa
HalilMeHyBaHHsA Ta/abo MiCLe3Hax0MKeHHS
BMPOGHUKa (BKHOYaOUM 3a HEOBOXIAHOCTI
MicLe NpoBefieHHS KOHTPOIO SKOCTi) abo
noctavyasnbHuka A®l abo gitoyoi
peyoBUHU/BUXiLHOTO
MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, WO 3aCTOCOBYHOTLCS Y
BMPOOHULTBI AD| ab0o Ailo40T peyoBmHN
(3a BigcyTHOCTI cepTudpikata
BiAMNOBIAHOCTI €Bponeiickkin dhapmakonei
y 3aTBEPKEHOMY PEECTPALiMHOMY [OCLE)
(3miHa Ha3BM KpaiHu Ta
MiCLe3HaxX0KEHHS BUPOOHUKa AdI, 6e3
3MiHU MicufA BUPOGHMUTBA - 3MiHa
HaliMeHyBaHHS1 By/IULb Ta paiioHiB B
Kope)

UA/11417/01/01

108.

NEBOMEKO/1b

Masb no 25ry
KOHTeHepax; no
30rabono40ry

MpAT
hapmaueBTu
YyHa

YkpaiHa

MpAT
thapmaueBTny

Ha habpvika

YkpaiHa

BHECEHHS 3MiH [0 peecTpaliliHnX
MaTepianis:
BBEJIEHHA [0aTKOBOIo BUPOo6HMKa AdI

6e3
peyenma

UA/0867/01/01
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
Tybax B nauui abo thabpuka "Biona"
6€3 nayku "Biona"
109. | IEBOMIUETUH | tabnetkn no 250 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiliHnX 3a UA/3470/01/01
-AAPHULA mMr Ne 10 y "®papmaueBT "®papmaueBTny mMarepianis: peuenmom
KOHTYPHUX n4yHa chipma Ha hipma 3MiHa y MeTogax BunpobysaHHsA Ad| abo
YyapyHKOBUX "fapHuua® "fapHuua® BMXiAHOrO MaTepiany/npomiKHOro
ynakoskax, Ne 20 NPoAyKTy/peareHTy, Lo
(10x2) y BMKOPUCTOBYETLCH Y NPOLECI
KOHTYPHUX BMpO6HMLTBA ADI; BEAEHHS A04ATKOBOIO
YapyHKOBMX BMpPOo6HMKa ADI Ta BHECEHHS 3MiH Y
ynakoBkax B nauui cneymdikauito BXiAHOro kKoHTpoo Adl 3a
TECTOM «3a/INLWIKOBI Ki/IbKOCTi OpraHiyHmx
PO34YMHHUKIB» A/151 HOBOrO BMpPo6HuKa ADI
110. | IEBOMIUETUH | tabnetkn no 500 MpAT YkpaiHa MpAT YKpaiHa BHECEHHS 3MiH 0 peecTpaLinHnX 3a UA/3470/01/02
-0APHNLUA mr Ne 10 y "®apmaueBT "®apmaueBTuy MaTepianis: peyenmom
KOHTYPHUX n4yHa thipma Ha hipma 3MiHa y MeToax BunpobyBaHHs Ad®Il abo
YapyHKOBUX "fapHuua” "fapHuua” BMXiZIHOTO MaTepiany/npomixKHOro
ynakoskax, Ne 20 NpoAyKTy/peareHTy, Lo
(10x2) y BMKOPUCTOBYETLCSA Y MPOLECI
KOHTYPHUX BMPOGHULTBA A®Il; BEIEHHA [,04aTKOBOIO
YapyHKOBUX BNPOGHUKA AP| Ta BHECEHHS 3MiH Y
ynakoBKkax B nauui cneymdikauito BXigHOro KOHTpoat Adl 3a
TeCTOM «3aJIMLLKOBI Ki/IbKOCTi OpraHiyHmx
PO34MHHMKIB» /151 HOBOTO BMpo6HMKa ADI
111. | NIBA3O TabneTkn, BKPUTI Pekoppari IpnaHgais BUPOGHUK ®paHuis/ BHECEHHS 3MiH A0 peecTpaLitHmx 3a UA/11963/01/01
nniBKOBOKO Ainenp Ntp, Hepo3acosa ITanisa marepianis: peyernmom
060/10HKO10, No 1 Horo 3MiHW A0 IHCTPYKUIT 4158 MeguyHoro
Mr Ne 7 (7x1), Ne npoaykty: M'ep 3acTocyBaHHsA. TepmiH BBeieHHSA 3MiH
28 (14x2), Ne 30 dabpe PEKOMEHA0BaHO CKOPOTUTU A0 3-X
(15x2) y MegikamaH micauis
6nictepax IMpOAIOKCOH,
PpaHLis;
BUPOGHUK,
AKWIA 34jACHIOE
nepBuHHE Ta
BTOPVHHE
naxkyBaHHs,
BignoBigae 3a
KOHTPO/1b
AKOCTI Ta
BUNYCK cepii:
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
Pekopparti
IHoacTpia
Ximika e
dapmaceBTika
C.n.A., Itania
112. | NIBA30O TabneTku, BKPUTI Pekoppari IpnaHgais BMPOBHUK ®paHuis/ BHECEHHS 3MiH [0 peecTpaLiiHnX 3a UA/11963/01/02
NNiBKOBOIO Aineng Ntp Hepo3sdgacosa ITania MaTepianis: peyernmom
0060/10HKOHO, MO 2 HOro 3MiHW A0 IHCTPYKUIi 415 MegUYHOro
Mr Ne 7 (7x1), Ne npoaykty: M'ep 3acTocyBaHHs. TepmiH BBeleHHS 3MiH
28 (14x2), Ne 30 dabpe peKkoMeHA0BaHO CKOPOTUTU A0 3-X
(15x2), Ne 100 MepikamaH Micsuis
(20x5) y MpoatoKCoH,
6nictepax dpaHUis;
BUPOGHUK,
SKUIA 3AiACHIOE
nepBuHHEe Ta
BTOPUHHE
nakyBaHHs,
Bignosigae 3a
KOHTPO/b
AKOCTI Ta
BUNYCK cepil:
Pekopparti
IHpacTpia
Ximika e
dapmaceBTika
C.n.A., Itania
113. | NMNIBA30O TabneTkn, BKPUTI Pekoppari Ipnangais BUPOBHUK ®paHuis/ BHECEHHS 3MiH A0 peecTpaLitHnx 3a UA/11963/01/03
NNiBKOBOIO Ainenpg Nitg Hepo3dacosa ITania MaTepianis: peyenmom
0060/10HKO10, M0 4 HOro 3MiHW 40 iIHCTPYKL,iT AS151 MeAUYHOro
Mr Ne 7 (7x1), Ne npoaykty: M'ep 3acTocyBaHHs. TepMmiH BBeleHHS 3MiH
28 (14x2), Ne 30 dabpe peKkoMeHA0BaHO CKOPOTUTU A0 3-X
(15x2) y MepgikamaH Micsuis
6nictepaxax MpoAOKCOH,
®paHLis;
BUPOGHUK,

SKUIA 34iACHIOE
nepBuHHe Ta
BTOPUHHE
naxkyBaHHs,
BifgnoBsifae 3a
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
KOHTPO/1b
AKOCTI Ta
BUNYCK cepil:
Pekoppari
IHpacTpia
Ximika e
dapmaceBTika
C.n.A., ltanis
114. | NIHE3ONIANH pPO34uH AnA MAT YkpaiHa TOB dhipma YkpaiHa BHECEHHS 3MiH 0 peecTpavliliHnX 3a UA/11948/01/01
iHdhy3ili, 2 mr/mn "Tannudpapm "Hosodpapm- MaTepianis: peyernmom
no 300 mny " BiocuHTes", 3MiHa YNOBHOBaXXeHOT ocobu,
nnswkax Ne 1 8 Ykpaina; MNAT BiANOBIAANLHOI 3a 34iiCHEHHS
nauu,i "Tanunudhapm", hapmakoHarnagy
YkpaiHa
115. | METAMI3ONY KpUCTaUTivHWiA My6niuHe YkpaiHa XKEDDKIAHT Kutai BHECEHHS 3MiH [0 peecTpaliliHnX - UA/12299/01/01
HATPIEBA NOPOLLOK akuioHepHe XANCEH mMaTepianis: 3miHu | Tuny -
Cinb (cybeTaHuis) y TOBapUCTBO ®APMACBLIOT AIMiHICTpaTMBHI 3MiHKN. 3MiHa
(AHANDbIIH) ABOLIApOBUX "HaykoBo- IKAN KO. NTA. HaliMeHyBaHHS Ta/abo agpecy 3asiBHMKA
NNacTUKOBUX BMPOGHWYNIA (BnacHvKa peecTpaLiiHoro NocBigYeHHs)
naketax gns LUeHTp (3MiHa HaliMeHyBaHHA 3asiBHUKA
BMPOOHNLTBA "bopLyariscb (NpuBeAeHHs aisnbHOCTI ToBapucTea y
HECTEPU/TbHUX KW XiMiKo- Bi4MOBIAHICTb A0 BMMOT 3aKOHY YKpaiHu
nikapcbknx hopm | hapmauesTm "Mpo akuioHepHi ToBapucTea" Ne514-VI
YHUI 3aBoA" Bif, 17.09.2008 poky Yy 3B’A3KY i3 3MiHOIO
dhopmu BNacHOCTI NignpuemMcTsa)
116. | METUNYPALUW | cynosuTtopii TOB Ykpaina TOB Ykpaina BHECEHHS 3MiH 40 peecTpaLitHmx 6e3 UA/11698/01/01
N-®APMEKC pekTanbHi, 500 mr "®PAPMEKC "®APMEKC MaTepianis: peyenma
Ne 10 (5x2) B reyn: reyn: 3MiHa YyNOBHOBaXEHOT ocoou,
cTpunax BiAMNOBiAa/IbHOI 3a 3[iCHEHHS
dhapmakoHarnagy
117. | METUNPEQL TabneTku no 4 mr OpioH PiHNAHAIA OpioH ®iHnangia/ BHECEHHS 3MiH 0 peecTpavliliHnX 3a UA/0934/01/01
Ne 30, Ne 100 y KopnopeiiwH KopnopeiiiwH, YkpaiHa MaTepianis: peyenmom
hNaKkoHi ®iHNAHAIA; BUNPAaB/IEHHA TEXHIYHMX MOMUIIOK B
anbTepHaTBH IHCTPYKUT AN MeAUYHOro 3acToCyBaHHSA
N1 BUPOBHUIK,
LLIO 3AiACHI0E
BTOPUHHE
naxkyBaHHs,
KOHTPO/1b
AKOCTI | BUMYCK
cepil:
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
TosapucTso 3
06MEXeHOo
BiANoBigaNbHi
cTio "KYCYM
PAPM",
YkpaiHa
118. | METUNPEL Tabnetkn no 16 OpioH PiHNaHaiA OpioH ®PiHNaHainA BHECEHHS 3MiH [0 peecTpaliliHNX 3a UA/0934/01/02
mr Ne 30 y KopnopeiwH KopnopeiwH marepianis: peuenmom
o1akoHi BUMPAaB/IEHHS TEXHIYHUX MOMU/IOK B
IHCTPYKLT 415 MeANYHOr0 3aCTOCYBaHHS
119. | ME®PEHAMIHK | TabneTtku, BKpUTI MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 40 peecTpaLiitHnx 6e3 UA/14487/01/01
A® 060/10HKOI0, NO "papmaueBT "®papmaueBTny matepianis: 3miHu | TNy - FoToBMIA peyenma
500 mr Ne 10 n4yHa chipma Ha hipma nikapcbkuii 3aci6. Cuctema
(10x1), Ne 20 "NapHuys" "NapHuya” ynakoBka/yKynopka. 3miHa po3mipy
(10x2) y yNaKoBKU FOTOBOrO NiKapCbKoro 3acoby
KOHTYPHii (3miHa KiIbKOCTi 0AMHULL (Hanpukiag,
YapyHKOBIl TabneTok, amnys Ta iH.) B ynakoBsLi - 3MiHa
ynakoBLi nosa fliana3oHoM 3aTBepKEHUX PO3MIpiB
ynakoBKW (BBEEHHS [OAATKOBOI
ynakosku) (TepmiH BBeeHHS 3MiH -
nNpoTArom 6-Tn MicsUiB nicns
3aTBEPAKEHHS)
120. | MIHIPUH MENT | nioginisat ®eppiHr Lseliyapis BMPOGHULTBO, | Benukobput BHECEHHS 3MiH 40 peecTpavliliHnX 3a UA/5118/02/03
opasibHWiA no 240 IHTEepHeLwHN nepsuHHe aHia/ Martepianis: BUIy4eHHSI BUPOOHUYOT peyenmom
MKr Ne 10 (10x1), CeHtep CA nakyBaHHs, Weewiuapis/ AinbHYU (BKoYatoum ginbHuui ansa Al
Ne 30 (10x3), Ne KOHTPOS1b HimeyunHa abo [filo4oi peyoBMHU, NPOMIKHOTO
100 (10x10) y SAKOCTI: NpoAyKTy abo roToBOro NikapcbKoro
6nictepax KataneHt 3aco0y, AiNbHULi ANA NPOBeAEHHSA
1O.K. CBiHAOH nakyBaHHs1, BUPOOHVKa, BIANOBIA&/IbLHOTO
3igic NMimiten, 3a BUMYCK Cepili, MiCLie NPoBeAEeHHsI
BenvkobpuTtaH KOHTpOJO cepil) abo nocTavyanibHUKa
is; BMXiZHOrO MaTepiasny, peareHTy abo
BTOPVHHE [0NOMDKHOT PEYOBUHM (SIKLLO 3a3HaYEHO Y
naxkyBaHHS: peecTpauiiiHoMy A0CLE) (BUNYYEHHS
PeppiHr BMPOGHUYOI AinbHULi KaTaneHT HO.K.
IHTepHeLwHN MekepxiHr Nimiten, BennkobputaHisa
CenTtep CA, (anbTepHaTVBHWI BUPOGHWK
LLsenuapis; BiANoBiAa/IbHWIA 32 BTOPMHHE NakKyBaHHS)
BiANOBiAaIbHN

1 32 KOHTPO/Ib
SAKOCTi, BUNYCK
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
cepii:
®eppiHr TM6X,
HimeyunHa
121. | MYKANTUH® Tabnetkn NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiliHnX 6e3 UA/1982/01/01
POPTE XyBautbHi Mo 100 "Tannudchapm "KniBmegnpen MaTepianis: peyenma
mr Ne 20 (10x2), " apar" 3MiHa yNOBHOBaXeEHOT ocobu,
Ne 100 (10x10) y BiAMNOBIAA/IbHOT 3a 34iICHEHHS
6nictepax y nayui dhapmakoHarnagy
122. | HATPIIO NMOPOLLOK [xy6inaHT IHAin [xy6inaHT IHais BHECEHHS 3MiH 40 peecTpaLitHmx - UA/9413/01/01
MAHTOMPA30O | (cy6ecTaHuis) y IxeHepikc LxeHepikc MaTepianis: 3miHu | Tuny - Ceptudikat
n nakeTax NimiTep Nimitep BiANOBIAHOCTI E€BpONENChbkili
NoABiiHMX thapmakonei/CepTudikart BignoBigHOCTI
nonieTNIeHoBNX €Bponelicbkiin hapmakonei woao ryéyaToi
AN BUpobHMuTBa eHuecpanonarii. NMogaHHA HOBOro abo
HeCTepUIbHUX OHOBJ/IEHOI0 cepTudpikaTa BiANoOBIAHOCTI
nikapcbknx hopm €Bponelicbkili hapmakonei ansa Adl abo
Aitoyoi pevoBUHW/gNsA BUXIQHOTO
MaTepiany/peareHTy/npoMixHOro
NPOAYKTY, LLO BUKOPUCTOBYIOTLCA Y
BMPOGHULTBI AD| abo fjtoyoi
pPeyvoBNHW/AN1A [ONOMIDKHOI pe4YOBUHMN
(cepTudpikaT BigNoOBIAHOCTI €BPONENCHKIN
chapmakoner) - OHOBNEeHWIA cepTudikaT
BiAMOBIAHOCTI Bif Ail04Oro BUpO6HMKa
(MogaHHsa oHoeneHoro CEP(RO-CEP 2009
- 272 - Rev 01) gna A®I HaTpito
naHTonpasosy Bif, 3aTBEPIKEHOTO
BMPOBHMKA 3i 3MIHOI Ha3BW, 6€3 3MiHN
Micust BUPOOGHMLTBA); 3MiHK | Tuny - 3miHa
HaiMeHyBaHHs1 Ta/abo MiCLe3HaxX04KEeHHS
3asBHVKa (BNacHvKa peecTpauiinHoro
noceigyeHHs) (3miHa HaliMeHyBaHHS
3a51BHUKA)
123. | HATPIIO pOo34unH AnA MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLitHmx 3a UA/4131/02/01
xnoeupa iHdpy3ili, 9 mr/mn "rannudapm "Tanuuchapm", marepianis: peyernmom
no 200 mn a6o " YkpaiHa; TOB 3MiHa YNOBHOBaXXEHOT 0cobu,
400 mn B thipma BiAMNOBiAa/IbHOI 3a 3[iCHEHHS
NASAWKax CKASHNX "HoBochapm- hapmakoHarnagy
BiocuHTes",
YKpaiHa
124. | HENPOBIOH TabNETKN, BKPUTI Mepk Kl'aA HimeyuunHa Mepk KraA i ABCTpis BHECEHHS 3MiH A0 peecTpaLiitHmx 3a UA/5409/01/01
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
060/10HKOH, Ne 20 Ko. Bepk MaTepianis: peyenmom
(10x2) y LWnittans 3MiHa YNOBHOBaXXeHOi 0cobu,
6nictepax BiANOBIAa/ILHOT 3a thapmakoHarnag,;
CYNyTHA 3MiHa: 3MiHa B KOHTaKTHUX JaHUX
YNOBHOBaXEHOI 0CO6MU, BiANOBIAANLHOT 3a
dhapmakoHarnsg,
125. | HEMPOKCOH® | po3uuH gns MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaliliHNX 3a UA/12114/01/01
iH'exuin, 500 mr/4 "Tanunudpapm "Tanuudapm” marepianis: peuenmom
M Mo 4 MmN B " 3MiHa YNOBHOBaXeHOT ocobu,
amnynax Ne 10 BiAMNOBiAa/IbHOI 3a 3[ilCHEHHS
(5x2) y 6nictepax hapmakoHarnsagy
y nauui
126. | HEMPOKCOH® | posunH gns NAT YkpaiHa MAT YKpaiHa BHECEHHS 3MiH 0 peecTpaLitHnX 3a UA/12114/01/02
iH'ekyii, 1000 mr/4 | "Tanuudapm "Tannucpapm" MaTepianis: peyenmom
M 1Mo 4 mn B " 3MiHa YNOBHOBaXXeHOi 0cobu,
amnynax Ne 10 BiAMNOBiAa/IbHOI 3a 3[iCHEHHS
(5x2) y 6nictepax hapmakoHarnsagy
y nayui
127. | HEMPOKCOH® | posuuH gns MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHnX 3a UA/12114/02/01
nepopasibHoOro "Mannudhapm "lannucpapm" MaTepianis: peyenmom
3aCTOCyBaHHS, " 3MiHa YNOBHOBaXXEHOT 0cobu,
100 mr/mn no 45 BiAMNOBiAa/IbHOI 3a 34iCHEHHS
My donakoHax Ne hapmakoHarnagy
1 pa3om 3
[03aTopoM y
nayli
128. | HEOFEK® 6% PO34uH AN MAT YkpaiHa TOB chipma YKpaiHa BHECEHHS 3MiH 0 peecTpavinHnx 3a UA/13386/01/01
iHpy3i no 500 mn | "Tanuudapm "Hosochapm- MaTepianis: peyenmom
y NNsALWKax " BiocuHTes", 3MiHa YyNOBHOBaXEHOT 0co6bu,
Ykpaina; NAT BiAMNOBiAa/IbHOI 3a 3[iCHEHHS
"Fannudpapm", hapmakoHarnagy
YkpaiHa
129. | HILEProniH TabneTkn, BKpUTI NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiliHnX 3a UA/5252/01/01
060/10HKOO, M0 10 | "Tanuucapm "rannucpapm" MaTepianis: peyenmom
mr Ne 30 (10x3) y " 3MiHa YNOBHOBaXXEHOT 0cobu,
6nictepax y nauui BiANOBiAa/IbHOI 3a 34iNCHEHHS
dapmakoHarnsagy
130. | HOBOKCUKAM | po3yuH ans TosapucTso YkpaiHa TosBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaliliHnX 3a UA/12940/01/01
iH'exuii, 10 mr/mn 3 06MeXeHo mMaTepianis: 3miHu | Tuny - 3miHa peyenmom
nol1,5mny o6MmexeHol BiANOBigaNbHi TOProBesIbHOT Ha3BM NikapCbKoro 3acoby
hnakoHax Ne 5y Bignosigab CTH0 dpipma (6yno - MEJTOKCMKAM-HOBO®APM);
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
KOHTYpHii HicTIo chipma "Hosodpapm- 3MiHu | TNy - 3MiHK Wonao
YapyHKOBIi "HoBodapm- BiocnHTes" 6e3nekn/edeKTUBHOCTI Ta
ynakoBL,i y naudi BiocuHTe3" hapmakoHarnsgy (iHwi 3miHn) - 3amiHa
rpachiyHoOro 306paxeHHs yrnakoBku Ha
TEKCT MapKyBaHHA A/14 NepBUHHOI Ta
BTOPVHHOI YNaKoBKMN Y 3B’'A3KY 3
NpVBELEHHAM Y BifNOBIAHICTE A0 BUMOT
Haka3y MO3 YkpaiHm Ne426 Big
26.08.2005 (y pegakuii Hakasy MO3
YkpaiHn Ne 460 Big 23.07.15 p.) (TepmiH
BBEJEHHSA 3MiH NPOTAroM - 3-X MicAL,iB
nicns 3aTBepkKeHHs)
131. | ONISIO® kancynu no 150 TOB Pocilicbka Anccen-Cinar ITania BHECEHHS 3MiH 0 peecTpaLinHnX 3a UA/14244/01/01
Mmr Ne 7 (7x1), Ne "[I>KOHCOH & depepauis C.n.A. marepianis: peyernmom
28 (7x4)y J>KOHCOH" 3MiHa y MeTofax BUNpo6yBaHHs rOTOBOTO
6nictepax nikapcbKoro 3acoby; 3miHa napameTpis
cneundikauiii Ta/abo fonycTUMUX Mex
rOTOBOrO JliKapCbkoro 3acoby
132. | OP/IOKCUH® pO34uH AN TOB Yecbka BupobHuk, wjo Yecbka BHECEHHS 3MiH A0 peecTpaLiitHnx 3a UA/8147/01/01
IH® iHdpysili, 200 "3eHTiBa" Pecnybnika gionosioae 3a Pecny6nika/ mMaTepianis: NpMBeAeHHA Y peyenmom
Mr/100 mn no 100 KOHMpoib/sun ABCTpis BiANOBIgHICTbL A0 peecTpauiiHuX

My donakoHax Ne
1, Ne 10

pobysaHHs ma
Bunyck cepii:
TOB
"3eHTiBa",
Yecbka
Pecnyb6nika;
BupobHuymso
JliKapcbKo20
npenapamy,
rnepsuHHe
rnakysaHHs,
KOHMpo/ib/Burn
pobyBaHHs
cepiti:
dpeseHiyc
Kabi ABcTpisi
m6X, (Mpaw),
ABCTpiIS;
BmopuHHe
rnakysaHHs1

martepiasiiB HanucaHHs TEPMiHY
BBeEeHHS 3MiH B NPOLLECi BHECEHHSA 3MiH
(3MiHa po3mipy ynakoBK1 roToBoro
nikapcbKoro 3acoby - BBeLeHHA
[04aTKOBOT yNakoBKN 6e3 3MiHW
nakyBasibHOro marepiasy; 3MiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOIO
SIKOCTi FOTOBOIO J1iKapCbKOro 3aco0y
(3amiHa abo goAaBaHHs AiNbHALL, Ha AKin
3[iICHIOETLCA KOHTPO/Ib/BUNPOGYBAHHSA
cepii) - YTOYHEHHS ONunCy BUKOHYBaHUX
dhyHKLli; 3amiHa @60 BBeEHHS
[04aTKOBOT Ai/IbHUL BUPOGHULTBA AN
4yacTuHM abo BCbOro BUPOBHNYOro
npoLecy rotToBoro Nikapcbkoro 3acoby
(@iNbHMLA oNS BTOPUHHOTO NaKyBaHHS) B
Hakasi MO3 YkpaiHu Big 16.03.2016 Ne
195 (MoTpi6HO gopatu - TepmiH
BBeAEHHA 3MiH - MPOTArom 6-Tn MicsiliB
nicns sarBepKeHHs).
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
(¢bnakoHu Ne
1):
dpeseHiyc
Kabi ABcTpis
m6X, (NiHu),
ABCTpiIs;
BmopuHHe
rnakyBsaHHs1
(¢bnakoHu Ne
10):
dpeseHiyc
Kabi ABcTpis
m6X,
(BepH,u,opqo),
ABCTpIA
133. | MAHKPEATWUH | TabneTtku, BKpUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH O peecTpaLiiHnX 6e3 UA/0337/01/03
060/10HKOI0, "BiTamiHn" "BiTamiHn" MaTepianis: peyernma
KMLLKOBOPO3YUWHHI 3MiHa napameTpiB cneymdikauin Ta/abo
no 250 mr Ne 10 [ONyCTUMUX MEX rOTOBOrO NiKapCbKoro
(10x1), Ne 20 3acoby
(10x2), Ne 50
(10x5), Ne 60
(10x6) y
6rictepax
134. | NAHTOKANbL, | Tabnetku no 250 BAT Pociiicbka BAT "BaneHta Pociiicbka BHECEHHS 3MiH [0 peecTpauiliHnX 3a UA/8940/01/01
NH® Mr Ne 50 y "BaneHta Pepepadin dapmaueBTUK depnepadis MaTepianis: peyenmom
6aHkax, Ne 50 PapmaueBTn a" 3MiHa y MeToax B1NpobyBaHHS rOTOBOIO
(10x5) y Ka" nikapcbKoro 3acoby (iHwWi 3MiHK y MeToaax
6nictepax y nauui BUMNPOBYBaHb (BK/IKOUAKUM 3amMiHy abo
[OMOBHEHHS)
135. | MAHTOKA/bL, | Tabnetkn no 500 BAT Pocilicbka BAT "BaneHta Pocilicbka BHECEHHS 3MiH 40 peecTpavliliHnX 3a UA/8940/01/02
NH® mr Ne 50 (10x5) y "BaneHta Pepepadin PapmaueBTUK depnepadis MaTepianis: peyenmom
6nictepax dapmaueBTn a" 3MiHa y MeToax B1MNpobyBaHHSA roTOBOIO
Ka" nikapcbKoro 3acoby (iHLi 3MiHWM Yy MeTogax
BMNPOGYBaHb (BK/IOYa0UMN 3amiHy abo
[JONOBHEHHS)
136. | NTAPOKCETUH NOPOLLOK [xy6inaHt IHAjs Ixy6inaHt IHAis BHECEHHS 3MiH 4O peecTpaliliHnX - UA/12375/01/01
Yy (cybeTaHuis) B [bxeHepikc [hxeHepikc marepianis: 3MiHu | Tuny - 3miHa
FIAPOXNOPUA, | noagiiHux Nimitep, Nimitepq, HaliMeHyBaHHSA Ta/abo MicL,e3HaxX0mKEHHS
Yy nonieTnIeHoBMX 3asBHVKa (BNacHvKa peecTpauinHoro
HANIBrigPAT nakertax ass NocCBigYeHHs) (3MiHA HalMEHYBaHHS Ta




106

Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo2o
nocBiO4YeHHs

BMPOGHULTBA
HecTepuIbHUX
nikapcbkux hopm

MiCL,e3HaXO[KEeHHS 3asABHUKA); 3MiHN |
Tvny - Ceptudikar BignoBigHOCTI
€Bponelicbkiin thapmakonei/CepTudikat
BiANOBIAHOCTI EBponeiichbkili hapmakonei
oo ryéuartoi eHuedanonarii. MogaHHsA
HOBOro abo OHOB/EHOro cepTudiikata
BiAMOBIAHOCTI €Bponeiickkin hapmakonei
onsa Adl abo gjtoyoi pevoBnHW/gnis
BUXiAHOrO
MaTepiany/peareHTy/npoMixHOro
NPOAYKTY, LLO BUKOPUCTOBYIOTLCA Y
BMPOGHULTBI AD| abo fjtoyoi
peyvoBUHW/gNA LONOMIXKHOI pEYOBUHM
(cepTudpikaT BigNOBIAHOCTI €BpONEchKiii
chapmakoner) - OHOBNEeHUA cepTudikaT
BiA4MNOBIAHOCTI Bif, Ait04Oro BUPOGHMKa
(nopaHHA oHoBneHoro Ceptudikaty
BignosigHocTi €E® RO-CEP 2009-204-Rev
01 ana A®| napokceTuHy rigpoxiopuay
Hanisrigpar Bif, 3aTBEPKEHOT0
BMPOBGHMKA 3i 3MIHOI Ha3BW, 6€3 3MiHN
MicLS BUPOBHULITBA)

137.

NMPALAKCA®

Kancynu TBepgi no
75 mr Ne 10
(10x1), Ne 30
(10x3), Ne 60
(10x6) y
6nictepax; Ne 60
y thnakoHax Ne 1

BepiHrep
IHrenbxanmv
IHTEepHeLWwHN

6X

HimeuunHa

BepiHrep
IHrenbxainm
dPapma Mv6X i
Ko. KI

HimeuunHa

BHECEHHS 3MiH [0 peecTpaliliHNX
marepianis:
3MiHa HaliMeHyBaHHS nocTadasibHMKa
BMXigHOro maTepiany, LWo
3aCTOCOBYIOTLCA Y BUPOOHULTBI APl abo
Ajito4oi pevyoBuHY (3a BiACYTHOCTI
cepTucpikaTa BiANOBIAHOCTI EBPONENCHKIl
thapmakonei y 3aTBepaKeHoMy
peecTpauiiiHoMy A0CbE); 3MiHa
HalilMeHyBaHHA Ta [ONOBHEHHA agpecu
MiCLLe3HaxX0MKEHHS nocTavasibHMKa
BUXiZHOrO Matepiany 6e3 3mMiHu Micus
BUPOGHULITBA; BUSTYYEHHS NOCTaYasbHMKa
BUXigHOro Matepiany (AKLWO 3a3HAYEHO Y
peecTpaLiiHoMy A0CbE)

3a
peyenmom

UA/10626/01/01

138.

NMPALAKCA®

Kancynm Teepgi no
110 mr Ne 10
(10x1), Ne 30
(10x3), Ne 60

BepiHrep
IHrenbxam
IHTEepHeLwHN

m6X

HimeuunHa

BepiHrep
IHrenbxaim
dapma 'mbX i
Ko. KI

HimeuyunHa

BHECEHHS 3MiH 0 peecTpavinHnx
MaTepianis:
3MiHa HaiMeHyBaHHs NMocTavasibHMKa
BMXigHOro MaTepiany, LWo

3a
peuerimom

UA/10626/01/02




107

Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayitiHo2o

nocsio4YeHHs

(10x6) y
6nictepax; Ne 60
y thnakoHax Ne 1

3aCTOCOBYHTbCS Yy BUPOGHULTBI APl abo
LitoY4oi pevyoBUHM (3a BiOCYTHOCTI
cepTudikaTa BignoBiAHOCTI EBpoNeichKii
hapmakonei y 3aTBeppKeHomy
peecTpaLiiiHoMy AOCbE); 3MiHa
HalilMeHyBaHHA Ta JONOBHEHHS agpecu
MiCLLe3HaxXOMKEHHS nocTavasibHuKa
BMXiQHOro MaTepiasnly 6e3 3MiHM Micus
BMPOGHMLTBA; BUTYYEHHS NOCTavasibHMKa
BUXigHOro Matepiany (AKLWLO 3a3HAYEHO Y
pPeECTpaLiiiHOMY A0ChE)

139.

NMPALAKCA®

Kancynu Teepgi no
150 mr Ne 30
(10x3), Ne 60
(10x6) y
6nictepax

BepiHrep
IHrenbxanm
IHTEepHeLwHN

6X

HimeuunHa

BepiHrep
IHrenbxanm
dapma MvbX i
Ko. KI

HimeyunHa

BHECEHHS 3MiH A0 peecTpaLintHnx
MaTepianis:
3MiHa HaliMeHyBaHHSA nocTavasibHuKa
BMXigHOro maTepiany, LWo
3aCTOCOBYHOTbCA Y BUPOOHULTBI ADI abo
Lito4oi pevyoBrHM (3a BiOCYTHOCTI
cepTudikaTa BignoBiAHOCTI EBpoNeNichKii
thapmakonei y 3aTBepaXeHoMy
peecTpauiiiHoMy 40CbE); 3MiHa
HalilMeHyBaHHA Ta [ONOBHEHHA agpecu
MiCLIe3HaxXOKEeHHS nocTavasibHyKa
BMXiZHOrO Matepiany 6e3 3miHu micus
BMPOGHULITBA; BUTYYEHHS NOCTaYa/lbHMKa
BUXigHOro Matepiany (AKLWO 3a3HAYEHO Y
peecTpaLjiiHoMy A0CbE)

3a
peuyenmom

UA/10626/01/03

140.

PEKYTAH

po3urH no 100 mn
y thnakoHax

TOB
"focnigHnii
3aBop,
"rHUNC"

YkpaiHa

BCi cTagii
BMPOGHULTBA,
KOHTPO/1b
AKOCTI, BUMYCK
cepii: ToBapuc
TBO 3
06MexeHoto
BiANOBIAa/TbHI
CTIO
"OocnigHnin
3aB0[,
"rHyaC,
YKkpaiHa; BCi
cragii
BMPOGHULTBA,

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiitHnx
marepianis:

BBEAEHHS 0AaTKOBOI hopMu Ta po3Mmipy
NepPBUHHOT yNakoBKU (GN1aKOHY CKASIHOTO
06°emom 100 mn Ta 125 mn), i Ak Hacigok
[0[aTKOBOrO po3Mipy BTOPUHHOI YNakoBK/
roToOBOrO J1iKapCcbKoro 3acoby; 3amiHa y
NEepPBYHHII yNakoBL,i rOTOBOrO J/liKapCbKOro
3aco0y; cynyTHA 3MiHa: 3MiHa napameTpis
cneuvdikauiii Ta/abo fonycTUMUX MeX
NepBUHHOT YNaKOBKN FOTOBOrO /iKapCbKoro
3aco0y; 3MiHa y MeTogax BUnpobyBaHHSA
NepBWHHOT YMaKOBKU FOTOBOIO NiKapCbKOro
3acoby; 3miHa nocTavyasibHUKa
nakyBa/ibH1X MaTepiasiis abo

6e3
peuyenma

UA/5120/01/01
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
KOHTPO/1b KOMMNEKTYHOUNX
AKOCTI:
TosBapucTso 3
06MexXeHo
BiANOBigaNbHI
CTIO
"PapmaueBTuy
Ha KoMnaHis
"3popos'a",
YkpaiHa
141. | PECNIBPOH / Tabnetkn NannemaHp, Lseiuapis BpycueTTiHi ITanis BHECEHHS 3MiH A0 peecTpaLitHnx 6e3 UA/13025/01/01
RESPIBRON cy6niHrsanbHi Ne dapma C.pJL. marepianis: peyenma
10, Ne 30 IHTepHaLuioH BUMPAB/IEHHS TEXHIYHOT NOMWIIKK, SKa
al 6yna gonylieHa npv nepeknagi 3
aHININCbKOT MOBY Ha3BM pipMn BUPOGHMKA
142. | PUMEKOP TabneTkn, BKPUTI BAT Pociicbka 3AT "Maki3- Pociiicbka BHECEHHS 3MiH [0 peecTpaliliHNX 3a UA/12234/01/01
060/10HKO0, N0 20 | "Hwuxchapm” Pepepadis dapma” Pepepauis marepianis: NpUBeAEHHs Y peyenmom
Mr Ne 30 (30x1) y BiANOBigHICTb A0 peecTpauiliHNX
6nictepax Marepianis HanMcaHHA BUPOGHUKA B
npoLeci BHECEHHA 3MiH (Hakas MO3
YKpainu Big 04.12.2015 Ne 821) (6yno -
TOB "Maki3-dapma", Pocilicbka
Pepgepauis)
143. | PUCNEPUNAOH | nopoluok [xy6inaHt IHAjs [xy6inaHt IHAis BHECEHHS 3MiH [0 peecTpavliliHnX - UA/13475/01/01
(cy6eTaHuin) y xeHepikc LxeHepikc mMaTepianis: 3miHu | Tuny - 3miHa
noABiliHMX NimiTen Nimiteq HallMeHyBaHHA Ta/abo MiCLe3HaxX0MKEeHHS
nonieTNIeHOBNX 3as1BHUKa (B1acHMKa peecTpauiiHoro
naketax gns NoCBigYeHHS) (3MiHa HaliMeHyBaHHS
BMPOGHULTBA 3asaBHMKa); 3MiHu | Tuny - CepTtucpikart
HECTEPU/bHUX Bi4NOBIAHOCTI €BpONEiChKii
nikapcbknx hopm thapmakonei/CepTtudikar BignoBigHOCTI
€Bponeiicbkili hapmakonei woao ryéuaToi
eHuecpanonarii. NMogaHHA HOBOro abo
OHOBJIEHOTO cepTudikarta BifnoBiAHOCTI
€Bponelicbkili hapmakonei ansa Ad®l abo
[ito4oi pevoBUHW/gNsa BUXIAHOTO
marepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y
BMPO6HULTBI ADI abo gjtouoi
peyoBMHW/ANA AONOMDKHOT PEHOBUHU
(cepTudpikaT BiANOBIAHOCTI EBpPONENChKIiA
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
chapmakonei) - OHOBNEeHWIA cepTudikaT
BiAMOBIAHOCTI Bif Ail04Oro BUpoO6HMKa
(nogaHHs oHoBneHoro CEP (Ne R1-CEP
2006-046-Rev 01) Big, Ajto4oro BUpo6HMKa
(y 3B’A3Ky 3 TvM, LU0 Bigbynacs 3miHa
Ha3Bu BUPOOHUKa AD| 6e3 3mMiHM Micus
BUPOGHNLITBA)
144. | CAIbBYTAMO | aeposonb A5 nakcoCmiTK Benvka nakco ®paHuis BHECEHHS 3MiH 4O peecTpavliiHnX 3a UA/2032/01/01
n iHranauin, NSANH BpuTtaHis Bennkom MaTepianis: peyenmom
[o3oBaHuit, 100 Excnopt MpogakLiH 3MiHW B IHCTPYKLUIT 4N MeAnyHOro
MKr/po3y no 200 NimiTen 3acTOCyBaHHs. BBeAeHHA 3MiH
[03 'y 6anoHax Ne npotarom 3-x micsauiB nicnsa
1 3aTBepKeHHA
145. | CEAABIT® EeKCTPaKT rycTui MAT YkpaiHa MAT YKpaiHa BHECEHHS 3MiH 0 peecTpauiHmX - UA/9342/01/01
EKCTPAKT (cybeTaHuis) y "Tannudpapm "Tanunudpapm” Matepiaing: 3miHu | Tuny - A®l abo girova
ryctum 60uKax " peyoBMHa. CucTema ynakoBka/ykyrnopka.
nonimMepHux ans 3miHa y 6e3nocepeHili ynakosui APl abo
BUPOGHULTBA Aito4oi pevoBMHU (iHLWi 3MiHKW) (3MiHKX A0 p.
HecTepuIbHUX «YnakoBKa»)
nikapcbkux hopm
146. | CIANIIC® TabneTtkn, BKPUTI Ninni Alikoc | BenvnkobputaH | BuMpo6HMUTBO | Myepto Piko/ BHECEHHS 3MiH [0 peecTpaliiHnX 3a UA/7881/01/01
NNiBKOBOIO Nimitepq, is roToBoi IcnaHis MaTepianis: peyenmom
060/10HKO1O, Mo 20 nikapcbKoi 3MiHa YNOBHOBaXXKEHOI 0cobu,
Mr Ne 1 (1x1), Ne chopmu: Mlinni BiANOBifa/IbHOT 3a thapmakoHarnsaz
2 (2x1), Ne 4 Aenb Kapi6e
(2x2), Ne 8 (2x4) y IHK., MyepTO
6nicTepax Piko;
nepsBuHHa Ta
BTOPUHHA
yrnakoBka,
[03BiN Ha
BUMYCK cepii:
Ninni C.A.,
IcnaHis
147. | CNABIIAKC- Tabnetkn no 7,5 ToBapucTBo YkpaiHa ToBapucTeo 3 YKpaiHa BHECEHHS 3MiH 0 peecTpavinHnx 6e3 UA/12465/01/01
340POB'A mMr Ne 10 y 3 06MeXeHOo marepianis: peyenma
6nictepax, Ne 10 06MEeXEeHO BignoBigasbHi 3MiHW [0 iIHCTPYKLiT A1 MegnuyHoro
(10x1), Ne 20 BignoBigasib CTHo 3acTocyBaHHs. BBeAeHHA 3MiH
(10x2) y HiCTIO "papmaveBTny npotsrom 3-x MicaLiB nicna
6nictepax B "®apmaueBT Ha KoMnaHis 3aTBepKEHHS
Kopobui nyHa "3g0pos'a"
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
KOMIMaHis
"3p0poB'a"”
148. | CMEKTA® NOpPOLLOK ANA INCEH ®paHuis Bodyp Incen ®paHLis BHECEHHS 3MiH A0 peecTpaLitHnx 6e3 UA/7660/01/01
ANENbCUH- opanbHoi SAPMA IHaycTpi mMarepianis: peyenma
BAHI/Ib cycneHsiino 3r 3MiHa y napameTpax cneuudikauii Ta/abo
(no 3,76 1)y OOMYCTUMUX MEX, BU3HAUYEHUX Y
naketmkax Ne 10, cneundikayisx Ha A®l abo gitouy
Ne 30 peyoBuHy, abo BMXiAHWA/NPOMDKHUIA
NpoAyKT/peareHT, L0 BUKOPUCTOBYIOTbLCS
y npoueci BupobHmuTtea A®I abo gjtouoi
peyoBUHY; 3MiHa y meTogax
BUNPo6yBaHHA A®| a60 Aito4oi peyoBrHN
ab0 BMXiAHOro/MpoOMiKHOro
NpoAyKTy/peareHTy, LWo
BMKOPUCTOBYETBLCH Y NPOLIECI
BNPOGHMLUTBa ADI abo Ai40i pevyoBuHU
149. | cnPTON po34uH AN MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH 40 peecTpaLitHmnx 3a UA/12877/01/01
30BHILLHBLOIO "®itocpapm” "®itocpapm"” MaTepianis: peyenmom
3acTocyBaHHA 96 3MiHa YyNOBHOBaXeEHOT ocobu,
% no 100 mny BiANOBIAANLHOI 3a 3/iiCHEHHS
donakoHax dhapmakoHarnagy
150. | CTIOPAKCO/ kancynu no 100 3AT JlntoBcbka Nab6opaTtopioc IcnaHis BHECEHHS 3MiH 0 peecTpaLitHnX 3a UA/13899/01/01
Mr Ne 10 (5x2), Ne | «®APMIICA Pecny6nika NikoHca, C.A. marepianis: 3MiHu | Tuny - 3MiHK 3 AKOCTI. | peyenmom
30 (6x5), Ne 6 » IoToBWMIA Nikapcbkuii 3aci6. Cuctema
(6x1) B cTpunax y KOHTelHep/3aKynopoBasibHWIA 3aci6.
nauui 3MiHa po3Mipy ynakoBKu roTOBOrO
niKkapcbKoro 3acoby (3MiHa KisibKOCTi
oaMHUUb (Hanpuknag TabneTok, amnysn
TOLLO) B yNakoBLi - 3miHa nosa
[ianasoHoM 3aTBepAKEHNX PO3MIpiB
ynakoBku (BBEAEHHS [04ATKOBOro po3Mipy
yNakoBKW) 3 BiAMNOBIAHUMUN 3MiHAMU B P.
«YnakoBKa»
151. | CTPATTEPA kancynu no 10 mr Ninni C.A. IcnaHis BUpo6GHULTBO | MyepTo-PiKo, BHECEHHS 3MiH A0 peecTpaLitHnx 3a UA/9415/01/01
Ne 7 (7x1) y roToBoi (CLWA)/ MaTepianis: peyenmom
6nicTtepax niKapcbKoi IcnaHis 3MiHa YyNOBHOBaXEHOT 0cobu,
chopmu: flinni BiANOBiga/IbHOT 3a thapmakoHarnsaz
Aenb Kapibe
IHK., MyepTO-
Piko, (CLUA);
nepBuHHA Ta
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo2o
nocBiO4YeHHs

BTOPUHHA
ynakoBKa,
[03BiNn Ha

BUNYCK cepil:
Ninni C.A.,

IcnaHis

152.

CTPATTEPA

Kancynv no 18 mr
Ne 7 (7x1) y
6nictepax

Ninni C.A.

IcnaHia

BMPOBGHULITBO
roToBol
niKkapcbKoi
chopmu: Mlinni
Aenb Kapi6e
IHK., MyepTO-
Piko, (CLUA);
nepBrHHA Ta
BTOPUHHA
ynakoBka,
[003Bifn Ha
BUMYCK cepii:
Ninni C.A.,
IcnaHis

MyepTo-Piko,
(CWA)/
IcnaHis

BHECEHHS 3MiH [0 peecTpaliliHNX
marepianis:
3MiHa YNOBHOBaXeHOT ocobu,
BiANOBiga/IbHOT 3a thapmakoHarnsaz

3a
peyenmom

UA/9415/01/02

153.

CTPATTEPA

Kancynm no 25 mr
Ne 7 (7x1) y
6nictepax

Ninni C.A.

Icnanis

BUPOGHULITBO
rotoBof
nikapcbKoi
chopmu: flinni
nenb Kapi6e
IHK., MyepTO-
Piko, (CLUA);
nepsBuHHA Ta
BTOPVHHA
ynakoBKa,
[03BiN Ha
BUMYCK cepii:
Ninni C.A.,
IcnaHig

MyepTo-Piko,
(CLWA)/
Icnania

BHECEHHS 3MiH 0 peecTpaLitHnX
MaTepianis:
3MiHa YNoBHOBaXKeHOi 0cobu,
BiANOBiga/IbHOT 3a thapmakoHarnsaz

3a
peuenmom

UA/9415/01/03

154.

CTPATTEPA

Kancynu no 40 mr
Ne 7 (7x1) y
6nictepax

Ninni C.A.

Icnania

BUPOBGHULITBO
rotoBol
niKapcbKoi
copmu: flinni
Aenb Kapibe
IHK., MyepTO-
Piko, (CLUA);

MyepTo-Piko,
(CLLA)/
IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiHnX
marepianis:
3MiHa YyNOBHOBaXEHOT 0cobu,
BiAMNOBiga/IbHOI 3a thapmakoHarnsag

3a
peyenmom

UA/9415/01/04
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
nepBuHHA Ta
BTOPUHHA
yrnaKoBKa,
[03Bin Ha
BUNYCK cepil:
Ninni C.A.,
Icnanis
155. | CTPATTEPA kancynu no 60 mr Ninni C.A. IcnaHis BMpo6HULTBO | MyepTo-PiKko, BHECEHHS 3MiH 4O peecTpavliiHnX 3a UA/9415/01/05
Ne 7 (7x1) y roToBoi (CLA)/ MaTepianis: peyenmom
6nictepax nikapcbKoi IcnaHis 3MiHa YNOBHOBaXXKEHOI 0cobu,
copmu: flinni BiANOBiAaNbLHOI 3a thapmakoHarnag,
Aenb Kapi6e
IHK., MNyepTO-
Piko, (CLUA);
nepBuHHA Ta
BTOPUHHA
ynakoBKa,
[03BiN Ha
BUNYCK cepil:
Ninni C.A.,
Icnanis
156. | CTPYKTYM® Kancynv TBepdi no | €Bpomenekc dpaHuis M'ep d®abp dpaHuis BHECEHHS 3MiH 0 peecTpavinHnx 3a UA/7504/01/01
500 mr Ne 60 MegukameHT MaTepianis: peyenmom
(12x5) y MpoaaxiuH nogaHHsA Hoeoro CEP ana A®l Big HoBoro
6nictepax BMPOGHUKA; 3MiHM B NpoLEeci BUPOOGHULTBA
A®I abo pitoyoi pevyoBuHU (3MiHa
cTocyeTbea AdP| abo Aitovoi pevyoBrHN
6i0N10rYHOro/iMyHO/OMNYHOr0 NOXOMKEHHS
ab0 BMKOPUCTaHHSA XiMiYHNX CyOCTaHL,i y
BMPOGHULITBI JTIKAPCLKOrO 3ac0o0y
6i0N0rYHOro/iMyHO/TIONYHOrO MOXOMPKEHHS
i He BigHOCUTbLCA [0 NPOTOKONY
BMPOGHULITBA)
157. | TEOTAP/ Kancynm KPKA, 8.4., CnoBeHis BUPOGHULITBO CnoseHisa/ BHECEHHS 3MiH 40 peecTpaLitHmx 3a UA/4377/01/01
nponoHrosaHoi 4jii | Hoeo mecTo (nennet Ta Ipnangis/ marepianis: peyernmom
no 200 mr Ne 40 KancyoBaHHA HimeuunHa | 3miHa po3Mipy cepii (Bktouatoun giana3oH
(10x4) y ), NepBUHHE Ta po3Mmipy cepil) roTOBOro NiKapcbKoro
6nictepax BTOPUHHE 3aco0y; 3MiHa napameTpiB cneymdikauin
nakyBaHHs, Ta/abo foNyCTUMMUX MEX roTOBOrO
KOHTPO/b Ta NiKapcbKOro 3acoby (BUyYeHHS
BUMYCK Cepili: HEe3Ha4YHOro NokasHuka (Hanpuknag,




113

Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
KPKA, o.4., BUJTyYEHHS 3aCTapifioro NokasHuka);
HoBo mecTo, CyNyTHS 3MiHa: 3MiHa y MeToax
CnoseHis; BUNPOGYBaHHA rOTOBOrO NiKaPCLKOro
BUPOGHULITBO 3acoby (Buny4eHHA meToay
(nennet Ta BMNPOBYBaHHS, AKLLO BXe 3aTBEP)KEHO
KancynioBaHHs anbTepHaTMBHWI MeTos). BBefeHHA 3MiH
) Ta KOHTpONb NpPoTArom 6-tu MicAuiB nicns
cepii: Temnep 3aTBepPKEHHS; 3MiHa napameTpis
Ipnangia NTg., cneundikauiii Ta/abo fonycTUMUX MeX
IpnaHais; rOTOBOrO J1iKapCbKOro 3acoby (po3nogin
nepsuHHe Ta cneuuaikauii Ha cnevumdikadiio npu
BTOPUHHE BUNYCKY Ta crneundikaLito TepMiHy
nakyBaHHS: NPUAATHOCTI)
Csic Kanc
rm6X,
HimeyunHa
158. | TIOLUETAM® TabneTkn, BKPUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 peecTpavliliHnX 3a UA/0693/01/01
060/10HKOW, Ne 30 | "Fanuudapm "KviBmegnpen MaTepianis: peyenmom
(10x3), Ne 60 " apar" 3MiHa YyNOBHOBaXEHOT ocobu,
(10x6) y BiANOBIAANLHOI 3a 34iiCHEHHS
6nictepax B navdi dhapmakoHarnagy
159. | TPAXICAH TabneTtkn gns EHrenbrapg HimeuyunHa EHrenbrapg HimeuyunHa BHECEHHS 3MiH 0 peecTpavinHnx 6e3 UA/6121/01/01
CMOKTaHHsA Ne 20 ApuHaiimiTTe ApuHaiimitren MaTepianis: peyernma
(10x2) y nb MM6X & b 'M6X & 3MiHa napameTpiB cneyudikauin Ta/abo
6nictepax Ko.KI Ko.KI [ONyCTUMMX MeX roTOBOro NikapCbKoro
3acoby
160. | YBICTE3VH pO34uH AN 3M HimeuunHa 3M Joiunanp, HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiHnX 3a UA/10196/01/01
iH'ekuin no 1,7 mn Joiunang v6X marepianis: peyenmom
y kapTpumxax Ne 6X 3MiHa y MeTofax BUNpo6yBaHHs rOTOBOTO
50 NikapcbKoro 3acoby (BK/I0HaoUn 3aMiHy
ab0 JONOBHEHHS); BUTyYEHHA MeToay
BMNPOGYBaHHS, SKLO BXe 3aTBEPIKEHO
aflbTepHaTUBHWI MeToA; NofaHHS HOBOTO
cepTudikaTa BignoBiAHOCTI EBpoNeichKii
thapmakonei gnsa A®l Big HoBoro
BMPOOHUKa; 3MiHa NapameTpis
cneuvdikauiin Ta/abo foNyCTUMUX MeX
roTOBOrO J1iKapCbKOro 3acoby
161. | YPOJIECAH® cvpon rno 90 mn y MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpavliliHnX 6e3 UA/2727/01/01
6aHkax Ne 1; no "Tannudpapm "Tannudpapm” MaTepianis: peyernma

90 mn a6o 180 mn

BUMNpaB/IEHHA TEXHIYHOI NOMUIKM B
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
y tpnakoHax Ne 1 cneyndikayii 3a nokasHMKOM «KinbkicHe
BM3HAYEHHA»
162. | YPOJIECAH® cupon in bulk: no MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiliHnX - UA/9518/01/01
90 mn y 6aHkax Ne | "Fanuycapm "ranuudapm" mMarepianis:
48; 1o 180 mny " BUMPAB/IEHHS TEXHIYHOT NOMWU/IKN B
thnakoHax Ne 30 cneumdikalii 3a nokasHnkom «KisbkicHe
BW3HAYEHHSA»
163. | YPOHE®POH® | Tabnetku, BKpUTI MAT YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH 4O peecTpaliliHnX 6e3 UA/14570/01/01
NNiBKOBOIO "®apmak” mMaTepianis: 3MiHa Ha3su A®Il abo aitoyoi peyenma
060n10Hko10, Mo 10 peuosuHu (MprBEeEHHA HA3BU
TabneTok B KOMMOHEHTIB Ailo40i peyoBuHN Cyxuii
6nictepi no 3 abo eKCTpakT 3 9 POC/IMH Y BiANOBIAHICTb A0
6 6nicTepiB y BuMoOr 1dY Ta opuriHasibHNX AOKYMEHTIB
nayui BMPOGHUKa API)
164. | YPCOCAH® Kancynu no 250 MPO.MEA.L], Yecbka 8ci cmadir Yecbka BHECEHHS 3MiH 40 peecTpavliliHnX 3a UA/3636/01/01
mr Ne 10 (10x1), C Mpara a.T. Pecny6nika supobHuymsa. | Pecnybnika/ MaTepianis: NpUBeAeHHA Y peyenmom
Ne 50 (10x5), Ne KOHMpPO/1b HimeyunHa BignoBigHICTb A0 peecTpauiiiHNX
100 (10x10) y sKkocmi ma marepiasniB HanucaHHs BUPOOHUKIB B
6nicTtepax BUIMYCK cepii: NpoLEeCi BHECEHHS 3MiH (BUNPaB/IeHHSA
MPO.MEA.LIC TEXHIYHUX MOMUSIOK LLOA0 HOMEpPY
Mpara a.T., CepTudikaTy BiANOBIZHOCTI EBpONENChHKii
Yecbka (hapmakonei Ta Ha3Bu [ito4oT peHoBMHN) B
Pecny6nika; Haka3i MO3 Ykpainu Big 13.01.2016 Ne
BUPOGHUYMBO 14 (6ysno - NMPO.ME/A.LC lNpaza a.m.,
POMDKHO20 Yecbka Pecnybika)
npooykmy,
KOHMPO/1b
sKocmi:
XeHHir
ApuHaimitTen
b TM6X i KT,
Hime4yumnHa;
rnepsuHHe i
BMOPUHHE
rnaxkysaHHsi:
CBYC dapma
a.c., Yecbka
Pecnyb6nika;
rnepsuHHe i
BMOPUHHE

nakyBaHHs.
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
KOO®APMA
cnon. c.p.o.,
Yecbka
Pecny6nika
165. | PAPMAJUNIH | kpanni opanbHi 2 MAT YkpaiHa MAT "dapmak” YKpaiHa BHECEHHS 3MiH 0 peecTpaLinHnX 3a UA/2556/01/01
® % no 5 mn abo no "papmak” marepianis: peyernmom
25 mny 3MiHa napameTpiB cneyudikauin Ta/abo
hnakoHax Ne 1y [0NyCTYMMX MEX rOTOBOrO NiKapCbKoro
nayii 3acoby
166. | PAPMAJUNIH | kpanni opasibHi 2 MAT YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH 40 peecTpaviliHnX - UA/8119/01/01
® % in bulk: no 420 "papmak” marepianis:
Kr Y KOHTeliHepax 3MiHa napameTpiB cneyudikauiin Ta/abo
abo no 120 kry AONyCTUMUX MeX rOTOBOrO NiKapCbKoro
6ouKax 3acoby
167. | ®EHOTPOMNWUA | Tabnetkn no 100 BAT Pociiicbka BAT "BaneHta Pociiicbka BHECEHHS 3MiH 40 peecTpavliliHnX 6e3 UA/8945/01/01
® mr Ne 10, Ne 30 "BasieHTa Pepepadin PapmaueBTUK depnepadis MaTepianis: peyenma -
(10x3) y dapmaueBTn a" 3MiHa y MeTofax BUNpobyBaHHA roToBoro Ne 10, 3a
6nictepax Ka" nikapcbKoro 3acoby peyenmom
- Ne 30
168. | PITOKAH- piavHa no 50 mn, TOB YkpaiHa BCi cTagii YKpaiHa BHECEHHS 3MiH 0 peecTpaLinHnX 6e3 UA/9880/01/01
rHU/C 100 mny "[ocnigHnii BMPOGHMLTBA, MaTepianis: peyernma
chnakoHax Ne 1 3aB0/, KOHTPO/b 3MiHa y MEePBUHHII ynakoBLi FOTOBOro
"rTHUNC" AKOCTi, BUNYCK nikapcbkoro 3acoby; cynyTHs 3MiHa: 3MiHa
cepil: napameTpiB cneungikauiii Ta/abo
ToBapucTBo 3 [0NyCTUMUX MEX NEPBUHHOI YNaKOBKM
06MeXeHo roTOBOrO J1iKApPCbKOro 3acoby
BiANOBigaUTbHI (aonoBHeHHs1 cneuudikaLii HOBUM
CTIo NOKa3HWKOM 3 BIAMNOBIAHUM METOA0M
"NocnigHuin BMNPOBOYBaHHS); 3MiHa y MeTogax
3aBo/, BMNPOGYBaHHS NEPBUHHOT YNaKOBKM
"THUNC", roTOBOrO JliKapCbKOro 3acoby; 3MiHa
YKkpaiHa; BCi nocrtavyasibH1Ka nakyBasibHUX maTepianis
cragji a60 KOMMNNEKTYIOUNX; BBEL,EHHSA
BMPOGHULTBA, AofaTkoBoi (hopMu Ta po3Mipy NEPBUHHOT
KOHTPOS1b YyNakoBKK (0N1aKOHY CKASIHOro 06 EMOM
AKOCTI: 100 mn Ta 125 mn) i, Ak HacnigoK
ToBapucTBO 3 [04AaTKOBOrO PO3Mipy BTOPUHHOI YMaKkoBKM
06MeXeHo roTOBOrO JIiKAPCbKOro 3acoby 6e3 3MiHu
BiANOBIAa/TbHI Ki/TbKOCTi O4MHUL O1IaKOHIB B YNaKOBLI
CTio
"PapmauesTny
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo2o
nocBiO4YeHHs

Ha KOMMaHis

"3popos'a",
YkpaiHa

169.

®DITOMIKC-12

€KCTpaKT piakuii
(cyb6eTaHuin) y
KOHTenHepax
nonieTMIeHoBMX
ANns BUpoGHULTBA
HecTepuIbHUX
nikapcbknx hopm

TOB
"BupobHuye
06 eHaHHA

"TeTepis”

YkpaiHa

TOB
"BupobHuye
06°efgHaHHA

"TeTepis”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLitHmx
maTepianis: 3miHu | Tuny - 3miHa
HaliMeHyBaHHSA Ta/abo MicLe3HaxXO4KeHHs
3asBHVKa (BNacHvKa peecTpauiinHoro
NOCBigYeHHS) (3MiHa HalMeHyBaHHS
3anBHVIKa Ta NpUBEeLEHHS
MiCLle3HaXOKeHHS Y BiANOBIAHICTb A0
OpUriHaNbHNUX JOKYMEHTIB); 3MiHM | TUny -
3MiHa HalimeHyBaHHs Ta/abo
MiCL,e3HaxX04KEHHST BUPOOHMKaA
(BKNtOYAKOUM 3a HEOOXIAHOCTI Micue
NpoBeAEeHHS KOHTPOJTH SKOCTI) abo
noctadasisHuka A®l abo gitoyoi
peyvoBUHW/BUXIGHOTO
mMaTepiany/peareHTy/npoMixHOro
NPOAYKTY, LLLO 3aCTOCOBYIOTLCSA Y
BMPOGHULTBI AD| ab0o Ailo40T peyoBrHN
(3a BigcyTHOCTI cepTuchikata
BiANOBIAHOCTI €Bponeiickkin hapmakonei
y 3aTBEPKEHOMY PEECTPALiNHOMY [OCLE)
(3MiHa HalimeHyBaHHs BMPOOHUKa AdI Ta
NpYBEAEHHS MICLLe3HAXOMKEHHS Y
Bi4NOBIAHICTb A0 AjtYOoT NiLeH3sil Ha
BMPOGHULITBO)

UA/11909/01/01

170.

DIIKC

cnpeii HazaslbHWIA,
cycneH3isi 0,05 %
nol8rabono9r
y thnakoHax 3
Hacocom-
Aosatopom Ne 1

Jensta
Megiken
[pomoyLuH3
Al

Lseiuapis

ABJl IBPAXIM
lnay CaHai Be
TigxapeT A.LL.

TypeuunHa

BHECEHHS 3MiH A0 peecTpaLitHnx
maTepianis: 3miHu | TMNy - 3MiHKU 3 AKOCTI.
[oToBwWiA Nnikapcbkuin 3aci6. CTabifbHICTb.

3miHa y TepmiHax npugaTHOCTi abo
ymMoBax 36epiraHHs rotToBOro NikapcbKoro
3aco0y (36inbLlUeHHsA TepMiHY NPUAATHOCTI
roTOBOrO JlikapcbKoro 3acoby) - Ans
TOProBOi yNakoBkuM (NigTBEPAXYETLCA
JaHnMU peasibHOro Yacy) (36i/bLeHHs
TepMiHy NpuaaTHOCTI FOTOBOrO
niKkapcbKoro 3acoby y 3aTBepaXeHil
ynakosLi no 18 r) (TepMiH BBeAEHHS 3MiH -
NpoTArom 6-Tn MicsLiB nicna
3aTBEPKEHHSA)

3a
peuenmom

UA/13463/01/01
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
171. | ®NTYBOKCAMI TabneTkn, BKPUTI CaHpo3 CnoBeHis CantoTac HimeuunHa BHECEHHS 3MiH 40 peecTpavliliHnX 3a UA/6785/01/01
H CAHOO3® NNiBKOBOIO PapmacbHoTi dapma M'v6X MaTepianis: peyenmom
060/10HKO0, No 50 Kans a.a. 3MiH [0 IHCTPYKLUiT ANA MeguyHoro
Mmr Ne 20 (10x2) y 3acToCyBaHHs. BBeAeHHA 3MiH
6nictepax npotarom 3-x micauis nicns
3aTBepPAKEHHS
172. | ®NTYBOKCAMI TabneTkn, BKPUTI CaHpo3s CnoBeHis Cantotac HimeuyunHa BHECEHHS 3MiH [0 peecTpaliliHNX 3a UA/6785/01/02
H CAHAO3® nAiBKOBO dapmacbHoTi dapma M6 X marepianis: peuenmom
060/10HKO10, MO Kans a.a. 3MiH [0 IHCTPYKUii 419 MegnuyHoro
100 mr Ne 20 3acTocyBaHHs. BBegeHHA 3MiH
(10x2) y npotsarom 3-x micauis nicna
6nictepax 3aTBepPAKEHHSA
173. | ®TYKOHA3O0/T | po3uvH ans 3akpute YkpaiHa 3akpute YKpaiHa BHECEHHS 3MiH 0 peecTpaLitHnX 3a UA/14390/01/01
iHoy3in 0,2 % no akuioHepHe akuioHepHe MaTepianis: peyenmom
50 mn, 100 mny TOBapuUCTBO TOBapuUCTBO nogaHHsA oHosneHoro CEP A®I Big
nnsawui, no 1 "IHdpy3ia” "IHdpy3isg” 3aTBEPKEHOr0 BUPOOHKMKA 3i 3MIHO
NAALWL Y nay Ha3BW BMPOOHUKa, 6e3 3MiHn micuA
BUPOBHMLITBA
174. | ®YPOCEMI], Tabnetkn no 40 MAT YkpaiHa MAT YKpaiHa BHECEHHS 3MiH 0 peecTpaLinHnxX 3a UA/0187/01/01
Mr Ne 10x5 y "rannudapm "Knismegnpen marepianis: peyenmom
6nictepax " apar” 3MiHa YyNOBHOBaXEHOT 0cobu,
BiAMNOBiAa/IbHOI 3a 34iCHEHHS
dhapmakoHarnagy
175. | LE®ACE/b Tabnetkn no 100 Lledhak KI HimeuunHa ApTesaH HimeuunHa BHECEHHS 3MiH 40 peecTpavliliHnX 6e3 UA/8891/01/02
MKr Ne 20 (10x2) dapma M'voX i mMatepianis: 3mitu | Tuny - FoToBUiA peyenma
Ko. KT, nikapcbkuii 3aci6. BUpobHMLTBO. 3amiHa
HimeuunHa ab0 BBEAEHHSA A0AATKOBOI AiTbHULL
(Bunyck BMPOGHMLTBA 4715 YaCTVHU ab0o BCbOro
naxkyBasIbHWNX BMPOGHMYOro NpoLecy rotoBoro
Martepianis; nikapcbkoro 3acoby (AinbHUUS, Ha SKii
BUPOBHULTBO npoBoAATbLCA 6yab-AKi BUPOOHUYI cTagil,
TabneTtok 6e3 3a BUHATKOM BUMYCKY CEpIiA, KOHTPO/IO
yNaKoBKu; AKOCTI, NEPBMHHOIO Ta BTOPUHHOTO
BHYTPILLUHLOBM nakyBaHHS, /11 HECTEPUNBHUX NiKapPCbKNX
pPo6HWUMIA 3ac006iB) (BBeAEHHS A0A4ATKOBOI AiNbHULL
KOHTPO/b; BMpO6GHMLTBA); MOTOBWIA NiKapcbkuii 3aci6.
BMPOGHULITBO Brpo6HuuTBO. 3amiHa abo BBeAEHHS
rotToBOro [04aTKOBOI AiNbHMLI BUPO6HMLUTBA AN
npenapary, YyacTuHy abo BCbOro BUPOGHUYOTOo
BK/IHO4A0YUM npoLiecy rotToBoro Nikapcbkoro 3acoby
YMaKoBKy; (4iNbHMUA ANS BTOPUHHOTO NakyBaHHS);
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo2o
3acoby noceio4YeHHsi
3a6e3neyveHHs oTOBWMIA Nikapcbkuii 3aci6. BUpoBbHULITBO.
36epiraHHs 3amiHa abo BBeAEHHSA 00AaTKOBOI
3paskiB) OinbHULI BUPOGHMLTBA A1 YacTuHM abo
Lledhak KT, BCbOro BMPOGHMYOro npoLecy rotosBoro
HimeuunHa nikapcbkoro 3acoby (ginsHuuUsa ans
(NoBHMIA LKKN NepBMHHOIO NakyBaHHs) (BBEAEHHSA
BUPOGHULITBA) [04AaTKOBOT AiNbHNLI BUPOOHNLITBA)
176. | LE®ACE/b Tabnetkn no 300 Lledhak KI HimeuuunHa ApTesaH HimeyuunHa BHECEHHS 3MiH 4O peecTpavliiHnX 6e3 UA/8891/01/03
MKr Ne 20 (10x2) dPapma MvoX i Matepianis: 3miHu | Tuny - FoToBuii peyernma
Ko. KT, nikapcbkumii 3aci6. BupobHuLTBO. 3amMiHa
HimeuunHa a60 BBEEHHSA [04ATKOBOI AiNTbHUL
(Bunyck BMPOGHMLTBA 718 YaCTUHN ab0o BCbOro
naxyBasibHWNX BMPOGHMYOro NpoLecy rotoBoro
martepianis; nikapcbkoro 3acoby (AinbHUUSA, Ha SAKii
BMPOGHULITBO npoBOAATLCA Byab-SKi BUPOGHWYI cTagii,
Tabnetok 6e3 3a BUHATKOM BUMYCKY CEpiA, KOHTPO/IO
yNakoBKu; AKOCTI, NEPBUHHOIO Ta BTOPUHHOIO
BHYTPILLUHLOBWM nakyBaHHs, AN51 HECTEPWTbHNX JTiKapCbKNX
poGHNUNIA 3aco6iB) (BBEEHHSA 00AATKOBOT AiNbHNLL
KOHTPO/1b; BMPOGHMLTBA); [0TOBWIA NNikapcbkunii 3acib.
BUPOGHULTBO Bunpo6HULUTBO. 3amiHa abo BBeAEHHS
roToBOro [04aTKOBOI AiNbHULI BUPOGHMLUTBA ANS
npenapary, YyacTuHy abo BCbOro BUPOGHNYOTO
BK/IIOHa0UN npoLecy roToBoro nikapcbkoro 3acoby
yNakoBKy; (BinbHMUA ANA BTOPMHHOIO NakyBaHHS);
3a6e3neyveHHs oToBWMIA Nikapcbkuii 3aci6. BUpoBbHULITBO.
36epiraHHn 3amiHa abo BBeLeHHA 404aTKOBOT
3paskiB) OinbHULI BUPO6HMLTBA 415 YacTuHM abo
Llechak KT, BCbOro BMPOGHMYOro nNpoLecy rotoBoro
HimeuunHa nikapcbkoro 3acoby (ginsHuuUsa ans
(noBHWMIA UKKN NepBUHHOIO NakyBaHHSA) (BBeAEHHA
BMPOGHULITBA) [04AaTKOBOT AiNbHNLI BUPOOHNLITBA)
177. | ULE®TPUAKCO | nopoliok ans Anemoik IHAin 3eiicc IHais BHECEHHS 3MiH 40 peecTpaLiitHmx 3a UA/11230/01/01
H pPO34unHy ons Papmac'toTik Papmac'toTike MaTepianis: 3MiHW [0 IHCTPYKUiT AN peyenmom
iH'eKUin no 2ry enc Niviteq nc nNet itg Me[MNYHOro 3aCTOCYBaHHS Y po34inu:

gonakoHax Ne 1,
Ne 10

"lMoka3aHHa", "dapmakoTepanesTnyHa
rpyna”, "®apmakooriyHi BnacTmeocTi",
"MpoTunokasaHHs", "B3aemogis 3 iHWmnmun
nikapcbknMuy 3acobamu Ta iHWi BUau
B3aemMogii", "Oco6/MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepioj BaritTHocTi abo
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Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo2o
nocBiO4YeHHs

rogyBaHHs rpyaar”, "Cnocié
3acTocyBaHHsA Ta 4osn",
"Mepepno3ysaHHA", "Mo6GIYHI peakuji”,
IHCTPYKLitO [ONOBHEHO po3dinamu
"3asaBHuK" Ta "MicLe3HaxomKeHHS
3aaBHMKA"

178.

LEDPTPUAKCO

H

NMOpPOLLOK AN1s
pO34rHy NS
iH'ekUinno1ry
onakoHax Ne 1,
Ne 10

ANEMOIK
dapmac'toTik
enc Niviteq

IHAjs

3eiicc
dapmac'toTike
nc MNet g

IHAis

BHECEHHS 3MiH [0 peecTpaliliHNX
mMartepianis: 3MiHX [0 IHCTPYKUiT oNs
MeMNYHOro 3aCTOCYBaHHSA Y PO3AiNu:

"TNokasaHHA", "dapmakoTepanesTnyHa
rpyna“, "®apmakonoriyHi BnactmBocTi",
"MpoTunokasaHHA", "B3aemogis 3 iHWNMK
nikapcbkMK 3acobamu Ta iHWi BUAN
B3aemMogiin", "Oco6/MBOCTi 3aCTOCyBaHHA"
"3acTocyBaHHS y nepiog, BaritTHoOCTi abo
rogyBaHHs rpygato”, "Cnocié
3acTocyBaHHA Ta osn",
"Mepepno3yBaHHA", "Mo6IYHI peakw,ii”,

IHCTPYKL,i0 AONOBHEHO po34inamu

"3asaBHuK" Ta "Micue3HaxomKeHHs

3asBHMKA"

3a
peyenmom

UA/6158/01/01

179.

LIKNO 3®
®OPT

kancynu Teepai Ne
30 (10x3) y
6nictepax

€Bpomenexc

dpaHuis

M'ep d®abp
MegnkameHT
MpogakLH

dpaHuis

BHECEHHS 3MiH 0 peecTpavinHnx
MaTepianis:
3MiHa y MeTofax BUNpo6yBaHHs rOTOBOTO
nikapcbKoro 3acoby (OHOB/IEHHS
npoueaypu BunpobyBaHHs ans
NpUBELEHHS Y BIANOBIAHICTb 3i 3MIHEHOO
3arasibHoto ctatTeto AdY abo
€BponelicbKoi dhapmakonei)

3a
peuerimom

UA/7550/01/01

180.

LUNTANOMNPAM

Yy
rl

JPOBPOMI/,

MOPOLLIOK
(cybeTaHuis) y
noaBiiHMX
nonieTnIeHoBnxX
naketax ans
BMPOGHULTBA
HecTepuIbHUX
nikapcbknx chopm

Lxy6inanT
IbxeHepikc
NimiTepq,

IHais

Lxy6inaHT
IbxeHepikc
NimiTepq,

IHais

BHECEHHS 3MiH 0 peecTpaLitHnX
mMaTepianis: 3miHu | Tuny - 3miHa
HallMeHyBaHHsA Ta/abo MiCLe3HaX0MKeHHS
3asBHVKa (BNacHyKa peecTpauinHoro
NocBigYeHHs) (3MiHa HaliMeHyBaHHS Ta
MiCLLe3HaXOMKEHHS 3asBHUKA); 3MiHN |
Tuny - Ceptucpikat BignosigHOCTI
€Bponelicbkili hapmakonei/CepTtudikat
Bi4NoOBIAHOCTI €Bponelickkin hapmakonel
wopno ryéyaroi eHuedanonarii. MogaHHA
HOBOro abo OHOB/IEHOTO cepTudikara
BiANOBIAHOCTI €Bponeiichbkili hapmakonei

UA/8186/01/01
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Ne Hassa dopma BUMyCKY 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 BiOnycKy peecmpayitiHo2o
3acoby noceio4YeHHsi

ans A®l abo gitouoi peyoBuHU/Ans
BUXiAHOrO
MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOOHMLTBI AD| abo pjtouoi
peyoBUHW/oNA [LONOMIXKHOI pEHOBUHU
(cepTudpikaT BiANOBIAHOCTI EBpONENCHKIiA
thapmakonei) - OHOBNEHWI cepTudpikat
BifNOBIAHOCTI Bif, Ail0HOro BUPOBGHUKa
(nopaHHa oHoBneHoro CEP(RO-CEP 2009
- 175 - Rev 04) ana A®| uutanonpamy
rigpobpomiagy Bif 3aTBEPOKEHOTO
BMPOBGHMKA 3i 3MIHOI Ha3BW, 6€3 3MiHN
MicLS BUPOBHULTBA)

B.o. HayanbHuka YnpaBniHHA chapmaleBTUYHOT

OIANBHOCTI Ta AKOCTI (papmavueBTUYHOT NPOAYKLiT

T.M. JIacKOBCbKUM




MEPENIK

Aopatok 4

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

06.04.2016 Ne 320

NIKAPCbKMX 3ACOBIB (MEANYHUX IMYHOBIOJTIOMNYHUX MPEMAPATIB), AKUM BIAMOBJ/IEHO ¥ AEPXXABHIN PEECTPALI,
NEPEPEECTPALJI TA BHECEHHI 3MIH A0 PEECTPALINHNX MATEPIAIB
TA LEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Ha3ssa ®dopma 3assHuK KpaiHa Bupo6Huk Kpaina riocmasa lNpoyeodypa
n/n | nikapcbkoa BUMYCKY
0 3aco6y
1. PECTACIC™ emynbcig ovHa, 0,5 | AnnepraH, IHk. | CLUA AnnepraH Ceiinc 1/1IC CWA 3acigaHHa TEK Ne 9 BiaMOBUTM y 3aTBEPKEHHI 3MiHM -
mr/mn no 0,4 mn y Big 15.03.2016 TexHIYHOI noMunku (3rigHo Hakasy MO3 Big
thnakoHi Ne 30 23.07.2015 Ne 460), B iHCTPYKLUiT onA
MeMYHOro 3aCTOCYBaHHSA B po3/ini
"B3aemogji 3 iHWMMKN NiKapCbKnMun
3acobamu Ta iHWi BUAM B3aEMogiin",
OCKIi/TbKM 3rifHO YNHHOroO 3aKOHOA4AaBCTBA,
3anponoHoBaHi 3MiHWN He nignagatTb Nig
BU3HAYEHHS TEXHIYHOT MOMWUIKW, BHECEHHS
3MiH MOx/vBe 3a n.B.1.4 1l Tun
2, XAPTUN® Tabnetkm no 2,5 3AT YropwuHa AkTasic ita, MansTa ManbTa | 3acigaHHs TEK (Ne 8 BigmoBUTY y 3aTBEepAXKEHHi 3MiHU -
mr, no 5 mr, no 10 dapmaueBTUY (BignoBiganbHNUIA 32 NOBHUIA Big 01.03.2016 BUMPAB/IEHHS TEXHIYHOI NOMWUSIKM B
mr Ne 14 (7x2), Ne HWi1 3aBO, LMK BUPOOHULITBA, BKIOYAOUn MeToAax KOHTPOJSIK0 AKOCTi FOTOBOro
28 (7x4)y Eric BUNyckK cepii); 3AT nikapcbKoro 3acoby (TEKCT MapKyBaHHS
6nictepax dapmMaveBTUYHMIA 3aBog, ETIC, BTOPUHHOI YNakOBKM rOTOBOr0 /1iKapCbKOro

YropwuHa (BignosiganbHuii 3a
MOBHUIA LMK BUPOOHNLITBA,
BK/1H0HA0UM BUNYCK cepil (aNs
[03yBaHHa 5 mr, 10 mr),
BiANOBIAa/IbHUIA 32 BUMYCK cepii
(ans posyBaHHA 2,5 Mr))

3acoby), OCKifibku He BignoBigae BMMoram
n.4.2.3. po3giny IV Hakazy MO3 YkpaiHu Big,
26.08.2005p. Ne 426 (y pefaxuii Hakazy
MO3 Ykpainu Big 04.01.2013 Ne 3). 3rigHo
HafaHol JOKyMeHTaLT Bif 3asBHUKA
Bigbynacb 3MiHa Ha3BM NiKapCbKoro 3acoby

B.o. HaYanbHUKa YnpaBniHHA dpapMmaleBTUYHOIT
OIANBHOCTI Ta AKOCTI (papmaueBTUYHOT NPOAYKLiT

T.M. IacKoBCbKuin




122

122



	МІНІСТЕРСТВО ОХОРОНИ ЗДОРОВ’Я УКРАЇНИ
	Н А К А З
	Додаток 1
	до наказу Міністерства охорони

	ПЕРЕЛІК
	зареєстрованих ЛІКАРСЬКИХ ЗАСОБІВ (медичних імунобіологічних препаратів), які вносяться до державного реєстру лікарських засобів УКРАЇНи
	Додаток 2
	до наказу Міністерства охорони

	ПЕРЕЛІК
	ПЕРЕреєстрованих ЛІКАРСЬКИХ ЗАСОБІВ (медичних імунобіологічних препаратів), які вносяться до державного реєстру лікарських засобів УКРАЇНи
	Додаток 3
	до наказу Міністерства охорони
	Додаток 4
	до наказу Міністерства охорони



