MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
04.02.2016 Ne 65
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
peecTpaliito (repepeectpaliito), npoBefeHux [I1 «/lep)kaBHUN eKCHePTHUMN LI€HTP
MO3 Yxkpainu», BUCHOBKIB I110/10 e(heKTUBHOCTi, 6e3MeuHOCTi Ta AKOCTi TiIKapChKOTO
3aco0y (MemuuHOro imMyHobionoriuHOro Tpernapary), peKoMeHallii #oro o
Jlep)KaBHOI peecTpallii (repepeecTpallii) Ta BHECEeHHSI 3MiH [0 peeCTpaLjiiHUX
MaTepiasiB

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/iepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpaliiiHUX MaTepianiB Ta Jlep)kaBHOrO peecTpy JiiKapchbKuX 3acobiB YKpainu
JMiKapCcbKUX 3aco0iB 3rifiHO 3 TepetikoM (fogaTok 4).

5. KoHTpo/k 3a BUKOHAHHSM LIbOIO HakKa3y IMOK/IaCTH Ha 3acTynHUKa MiHicTpa
[Ta¢pancekoro B.B.

MiHicTp O. KBITAIIBIJII



Jopartok 1

po Hakasy MiHicTepcTBa OXOpPOHU
304,0POB’A YKpaiHu

04.02.2016 Ne 65

NMEPENIK
3APEECTPOBAHUX NNIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIONOTYHUX NPEMAPATIB), AKI BHOCATbLCH
4O AEP>XXABHOI'O PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

Ne Ha3ssa dopma BUnyCcKy 3asiBHUK Kpaina Bupo6HuUK KpaiHna PeecmpayitiHa Ymosu Pexknamy Howmep
n/n JliKapCcbKO20 npoyeadypa Bionycky BaHHS peecmpayitiHo
3acoby 20
nocsiO4YeHHs1
1. A3NTPOMILIVH- Tabs1eTKn, BKpUTI NAiBKOBOHD TOB "3eHTiBa" Uecbka TOB "3eHTiBa" Yecbka peecTpadis Ha 5 3a He UA/14881/01/01
3EHTIBA 06010HKOH, M0 500 Mr Ne 3 Pecny6nik Pecny6nika pokiB peyenmom | nionsieae
(3x1) y 6nictepax a
2, A3NTPOMILIUH- Tabn1eTkn, BKpUTI NNiBKOBOKO TOB "3eHTiBa" YUecbka TOB "3eHTiBa" Uecbka peecTpadia Ha 5 3a He UA/14881/01/02
3EHTIBA 060/10HKOt0, No 250 Mr Ne 3 Pecny6nik Pecny6nika pokiB peyenmowm | nidssieae
(3x1), Ne 6 (6x1) a
3. AMNoOAUNIH- Tabnetkn no 10 mr Ne 30 TOB "3eHTiBa" Yecbka TOB "3eHTiBa" Uecbka peecTpauis Ha 5 3a He UA/14882/01/01
3EHTIBA (10x3) y 6nicTepax Pecny6nik Pecny6nika pokiB peyenmom | niosseae
a
4, AMNIO4UMNIH- Tabnetk no 5 mr Ne 30 TOB "3eHTiBa" Yecbka TOB "3eHTiBa" Yecbka peecTpauis Ha 5 3a He UA/14882/01/02
3EHTIBA (10x3) y 6nictepax Pecny6nik Pecny6nika pokiB peyernmom | niossieae
a
5. APTPOKC PO34MH AaNns iH'ekuin, 100 ToBapucTso 3 YkpaiHa ToBapucTBo 3 YkpaiHa peecTpadis Ha 5 3a He UA/14883/01/01
Mr/mMn no 2 mn y cpnakoHax 06MEXEHHOI0 06MEXEHHOI0 pokiB peuyenmom | nidasieae
Ne 10 (5x2) Bi4NoOBiAa/IbHICT Bi4NOBiAA/TbHICTIO
10 chipma hipma "Hosoghapm-
"HoBodapm- BiocuHTes"
BiocnHTe3"
6. BI-PAMAI Kancynu teepai no 10 mr/5 MPOPAPMA ManbTa KOHTPO/b AIKOCTI, Monblua peecTpauis Ha 5 3a He UA/14848/01/01
mr Ne 28 (7x4) y 6nictepax IHTepHeLWHA BUMYCK Cepii: pokiB peyenmom | nionsieae
TpenguHr Mab'aHiybKnii
Nimitep, hapmaueBTUYHUIA
3aBop Monbga A.T.,
Monbua;
MOBHUIA LIMKN
BUPOGHULITBA,
BK/IOYAKOYM BUMYCK




Ne
n/n

Hassa
JliKapCcbKo20
3acoby

dopma BuUnyCcKy

3asBHUK

Kpaina

Bupo6HuUK

Kpaina

PeecmpayjitiHa
npoyeoypa

Ymosu
BionycKy

Pexknamy
BaHHs

Howmep
peecmpayitiHo
20
nocsiO4YeHHs1

cepii:
3aknapg
dapmMaLeBTUYHMIA
Apamvepn d®apma
C.A., Monbua

BI-PAMAI

Kancynu teepgi no 5 mr/5 mr
Ne2 8 (7x4) y 6nictepax

MPOBPAPMA
IHTepHeLwHN
TpeguHr
Nimitepq,

ManbTa

KOHTPO/b SIKOCTI,
BUNYCK cepil:
MNab'AHiLbKniA

hapmaueBTUYHNIA
3aBog Monbgha A.T.,
Monbuwa;
MOBHUIA LMK
BUPOGHULITBA,
BK/1HOHA0UM BUMYCK
cepil:
3aknapg
dapmaueBTUYHNIA

Apamvepn ®apva

C.A., MNonbuwa

Monbwa

peecTpadia Ha 5
pokiB

3a
peyenmom

He
nionsizae

UA/14849/01/01

BI-PAMAI

Kancynu teepgi no 10 mr/10
mr Ne2 8 (7x4) y 6nictepax

MPOBPAPMA
IHTepHeLwHA
TpeiguHr
Nimiten

ManbTa

KOHTPO/1b AKOCTI,
BUNYCK Cepil:
MNab6'AHiLbkni

thapmaueBTUYHUIA
3aBog Monbgpa A.T.,
MonbLwa,
MOBHUIA LMK
BMPOGHMLITBA,
BK/IOYAOYM BUMYCK
cepit:
3aknapg
dapmMaLeBTUUHWIA

Apavepn dapma

C.A,, Monbla

Monbuwa

peecTpadia Ha 5
pokiB

3a
peyenmom

He
nionsicae

UA/14849/01/02

BI-PAMAI

Kancynu TBepgi no 5 mr/10
Mmr Ne 28 (7x4) y 6nictepax

MPO®APMA
IHTepHeLwHN
TpengnHr
Nimiten

ManbTta

KOHTPO/b SKOCTI,
BUMYCK cepii:
Mab'aHiubKuin

thapmaueBTUYHNMIA
3aBof MNonbgpa A.T.,
MonbLa,

Monbuwa

peecTpauis Ha 5
pokiB

3a
peyenmom

He
nionsizae

UA/14850/01/01




Ne Ha3ssa dopma BuUnyCcKy 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayjitiHa Ymosu Pexknamy Howmep
n/n JliKapCcbKo20 npoyedypa BionycKy BaHHs peecmpayitiHo
3acoby 2o
nocsiO4YeHHs1
MOBHUI LIMKN
BUPOOHULITBA,
BK/IOYAOYM BUMYCK
cepil:
3aknapg
dapMaLeBTUYHWIA
Apavepn dapma
C.A, NosnbLuya
10. | AUBYKAIHY MOpPOLLIOK (CybCcTaHuis) y ToBapucTeo 3 YkpaiHa ToBapucTso 3 YkpaiHa peecTpadis Ha 5 - He UA/14898/01/01
rigpoxnoruna nakeTax NOABINHNX i3 NAIBKK [04aTKOBOH [04aTKOBOHO pokiB nionsizae
nonieTueHoBoT As BiANOBig4a/IbHICT BiANOBIA&/ILHICTIO
thapmaueBTUYHOTO 0 "IHTEPXIM" "IHTEPXIM"
3aCTOCYBaHHA
11. | AOLUETAKCEN KOHUEHTPAT 15 PO3UnHYy Amakca Papma Benvka KOHTPONb cepil, HimeuunHa/ | peecTtpauis Ha 5 3a He UA/14900/01/01
AMAKCA ANns iHdpysiid, 20 mr/mn no 1 pit BpuTtanis cepTtucpikayis Ta Pecny6nika pokiB peyenmom | niosnsieae
M, 4 Mn, 7 Mn, 8 Mny BMNYCK Cepil: Kopes
chnakoHax Ne 1 AkBiga 'mM6X,
HimeuunHa;
BTOPUHHE
nakyBaHHs:
Komdpacc Mm6X,
HimeuunHa,;
BMPOGHULTBO in bulk,
nepBuHHE Ta
BTOPUHHE
naxkyBaHHs,
KOHTPO/b cepii:
CamsHr
Biothapmac’ioTikens
KopnopeiiH,
Pecny6nika Kopes
12. KAPBIAOH-MR TabneTkn, BKPUTI NAIBKOBOIO Mikpo Jlabc IHais Mikpo Jla6c flimitepn, IHaisa peecTpadia Ha 5 3a He UA/14874/01/01
060/10HKOI0 3 Niviten pokKiB peuyenmom | nidnseae
MoAUikoBaHUM
BUBINIbHEHHSAM, No 35 Mr Ne
100 (10x10) y 6nictepax
13. | NATAcCoOoNT Kpansi 04Hi, po3ymH no 0,05 YOPN4 Benuka K.O. Pomdhapm PymyHis peecTpaLis Ha 5 3a He UA/14885/01/01




Ne Ha3ssa dopma BuUnyCcKy 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayjitiHa Ymosu Pexknamy Howmep
n/n JliKapCcbKo20 npoyedypa BionycKy BaHHs peecmpayitiHo
3acoby 2o
nocsiO4YeHHs1
mr/mn no 2,5 mn y donakoHi- MEAVUWH BpuTanis Komnani C.P.J1. pokiB peyenmom | nionsieae
KpanesnbHuui Ne 1 OPTA/IbBMIKC
NIMITEL
14. | NO3APTAH-H- TabneTkn, BKPUTI NAIBKOBOIO TOB "3eHTiBa" Yecbka TOB "3eHTiBa" Yecbka peecTpadia Ha 5 3a He UA/14886/01/01
3EHTIBA 06010HKO0, Mo 50 mMr/12,5 Pecny6nik Pecny6nika pokiB peyernmom | niossieae
mr Ne 10 (10x1), Ne 30 a
(10x3), Ne 90 (10x9) y
6nictepax
15. | NYBIHA Tab1eTKn, BKpUTI NAIBKOBOHD Jonin Nimiteg IHais onin Nimiteq IHaisa peecTpadis Ha 5 3a He UA/14875/01/01
060n10HKOt0, Ne 21 (21x1) y pokiB peyernmom | niossieae
6nictepax
16. | HimeHpukc™ | | niodpinizat ansa posunHy gns | FnakcoCmitKnsi Benvka nakcoCmiTKnsAiH Benbrisa PeecTtpauis 3a He UA/13089/01/01
Nimenrix™ iH'eKLii no 1 fo3i y dhakoHi H EkcnopTt BpuTanis Bionogxikans C.A. TepMmiHOM Ha 5 | peyenmom | nidnsieae
B KOMMNEKTI 3 PO3UYNHHWKOM Niviteq pokiB
BaKuqHa AnA (0,5 mn) B amnyni a6o y
NPOINAKTUKM | onepeaHbo  HaMOBHEHOMY
MEHIHTOKOKOBOI LUNpULi B KOMMNIEKTi 3 fBOMA
iHcpekuil ronkamm abo 6e3 ronok, Ne
ceporpyn A,C,W- | 1 a6o niocinisat ans
135 Ta Yy | po3uuHy ana iH'ekuiii no 1
nonicaxapugna, [osi 'y ¢maK0Hax Ne 10 B
\ KOMM/IEKTi 3 PO3YMHHMKOM
koH'torosaxa (0,5 mn) B amnynax a6o y
nonepeAHb0  HaroBHEHWX
wnpuuax 6e3 ronok Ne 10 B
OKpPeMUX KopobKax
17. | OPHIOA30N nopoLuokK (cybcTaHLin) y MAT "KuiBCcbkui YkpaiHa XyHaH DxunygiaH Kntait peecTpauis Ha 5 - He UA/14888/01/01
naketax noABinHMX BiTaMiHHWIA ®apmacsbloTikan Ko., pokiB niosnsieae
nonieTMNeHoBMX Ans 3asog” nra.
hapmaLeBTUYHOro
3aCTOCYBaHHSA
18. | XOnNIHY pignHa (cybcTaHuis) y Eytikan3 C.n.A. ITania Eytikan3 C.n.A. ITanis peecTpauis Ha 5 - He UA/14912/01/01
ANNb®OCLEEPAT KOHTeliHepax pokiB niosnsieae
noninponineHoBmx Ans
hapmaLeBTUYHOro

3aCTOCYBaHHS




B.o. HaYasnibHUKa YnpaBniHHA chapMmaueBTUYHOI .
[iSANIbHOCTI Ta AKOCTi (hapmaLeBTUUHOT NPOAYKLLi T.M. JiickoBcbKUM



MEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOIN4YHUX MPEMAPATIB), AKI BHOCATbLCA A0
AEP)XXABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

Aopatok 2

Ao Hakasy MiHicTepcTBa 0XOPOHU
300pOB’A YKpaiHu

04.02.2016 Ne 65

Ne
n/n

Hasga
NliKapCcbKO20
3acoby

dopma sunycKy

3asaBHUK

Kpaina

Bupo6HUK

Kpaina

PeecmpayitiHa
npoyedypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayitiHo20
nocsio4YeHHs

A3SUNTPOKC®
250

TabneTkn, BKpUTI
NNiBKOBOO
060/10HKOI0, MO
250 mr Ne 3, Ne 6
y 6nictepax

TOB
"3eHTiBa"

Yecbka
Pecny6nik
a

TOB "3eHTiBa"

Yecbka
Pecny6nika

nepepeecTpawis y 3B 3Ky
i3 3aKiHYEHHAM TepMiHy aji
peecTpauiiiHoro
NOCBIAYEHHS; 3MiHU
BHECEHO [0 iHCTPYKLUIT ANna
MeAMYHOro 3aCTOCYBaHHSA
npenapary Ao po3giny
"Moka3aHHSA", a TakoX A0
posgainy "Cnoci6
3acTocyBaHHsa Ta fosu';
NPUBEAEHHSA 3a3HavYeHHsA
KiNbKOCTI Ailo40i peyoBUHN
B po3gini «Cknaa» B MKA
N3y BignosigHiCTb A0
marepianis BUpoOHMKa,;
BiJOKPEM/IEHHS CKNagy
aapa Ta NNiBkoBOro
nokpuTTa Tabnetkn B MKA
N3 B po3gini «Cknag,
[onomMikHi peyoBUHNM» Ta,
AK HaCNifoK, NpuBeAeHHS
Ha3BM Nikapcbkoi hopmu
[0 MaTtepianis BUpoGHMKa

3a He
peyernmom nionsizae

UA/4822/01/01

A3NTPOKC®
500

TabneTkn, BKPUTI
nAiBKOBOIO
060/10HKOI0, MO
500 mr Ne 3y
6nictepax

TOB
"3eHTiBa"

Yecbka
Pecny6nik
a

TOB "3eHTiBa"

Yecbka
Pecny6nika

nepepeecTpawis y 38 3Ky
i3 3aKiIHYEHHAM TepMiHy gji
peecTpauiiHoro
NOCBIAYEHHS; 3MiHK
BHECEHO [0 iIHCTPYKLi ANnA
MEeAMYHOr0 3aCTOCYBaHHS

3a He
peyenmom niossizae

UA/4822/01/02




Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma BUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeodypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsBi0O4YeHHs

npenapary o po3giny
"Moka3aHHSA", a TakoX A0
posgainy "Cnoci6
3acTocyBaHHA Ta fo3u';
NpUBeLEHHS 3a3HAaYEHHS
KINIbKOCTI Ajl040T peqyoBuHN
B po3gini «Cknag» B MK
N3y BigNoBigHICTb A0
marepianis BUpOOHMKa,;
BiJOKpEM/IEHHS cKnagy
Aapa Ta naiBKoBOro
nokpuTTA Tabnetkn B MKA
N3 B po3gini «Cknag,.
[lonomixHi pe4yoBuHM» Ta,
AK HaCNifoK, MPUBEAEHHS
Ha3BW NiKapcbKoi hopmun
[0 marepianiB BUPOOGHUKA

AHANBIH
ANSA AITENA

cynosutopii
pekTanbHi no 0,25
r,no5
cyno3uTopiiB y
6nictepi, no 2
6nicTepun B nauui

AT "Jlekxim-
Xapkis"

YkpaiHa

AT "lekxim-
Xapkis"

YkpaiHa

nepepeecTpawis y 3B 3Ky
i3 3aKiHYEHHAM TEePMIHY i
peecTpaujiinHoro
NOCBIAYEHHS; 3MiHa
HaliMeHyBaHHs Ta/abo
MiCLLe3HaXOMKEHHS
3a5BHVKa/BMPOOHMKA,;
3MiHa napameTpis
cneuundikauin Ta/abo
[0NyCTUMUX MEX rOTOBOro
nikapcbKoro 3acoby;
nofaHHsA HOBOro abo
OHOBJ/IEHOr0 cepTuchikata
BiZNOBI4HOCTI
€Bponelicbkili hapmakonei
ansa A®l abo gitoyoi
peuoBUHU (cepTudpikat
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei) - OHOB/IEHUA
cepTudikaTt Bi4NOBIAHOCTI
Bif, Ait040ro BUPOGHMKA

3a
peyenmom

He
nionsi2cae

UA/4014/01/02

AHAMbBIH
ANSA AITENA

cynosutopii
pekTanbHi no 0,1
r,no5

AT "Jlekxim-
Xapkis"

YkpaiHa

AT "Nlekxim-
Xapkis"

YkpaiHa

nepepeecTpawis y 38 A3Ky
i3 3aKiHYEHHAM TepMiHy Aii
peecTpaLiiitHoro

3a
peuyenmom

He
nionsi2cae

UA/4014/01/01
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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

cynosuTopiiB y
6nicTepi, no 2
6nictepn B nayui

NOCBIAYEHHS; 3MiHa
HaliMeHyBaHHS Ta/abo
MiCLle3HaxXoKEHHS
3a8BHUKa/BUPOBHUKE,;
3MiHa napameTpiB
cneuudikauin Ta/abo
[0NyCTUMUX MEX rOTOBOIO
nikapcbKoro 3acoby;
noAaHHsa HOBOro abo
OHOBJIEHOr0 cepTudpikaTa
BiAMNOBIAHOCTI
€Bponelicbkiin thapmakonei
ans A®l abo pgitoyoi
peyoBuHM (cepTudikat
BiA4NOBIAHOCTI
€BponelicbKiii
papMakonei) - OHOB/EHWIA
cepTtudpikaT BignoBigHOCTI
Bif Ait040ro BUPOBGHMKaA

AHANBIH
NS JITEN

cynosuTopii
pektanbHino 0,1 r
in bulk: Ne 1000
(no 5
CynosuTopiiB y
6nictepi, no 200
6nictepiB y
SALYMKY)

AT "Nekxim-
Xapkis"

YkpaiHa

AT "Nekxim-
Xapkis"

YkpaiHa

nepepeecTpawis y 38 83Ky
i3 3aKiIHYEHHAM TepMiHy gji
peecTpauinHoro
NOCBIAYEHHS; 3MiHa
HaliMeHyBaHHS Ta/abo
MiCLLe3Hax04KEeHHS
3asBHVKa/BUPOOHMKA;
3MiHa napameTpiB
cneuudikauin Ta/abo
[0MNyCTUMUX MEX rOTOBOIO
nikapcbKoro 3acoby;
noAaHHsA HOBOro abo
OHOB/IEHOrO cepTucpikara
BifNOBIAHOCTI
€Bponelicbkilii hapmakonei
ans A®l abo pgitoyoi
peyoBuHM (cepTudikat
Bif4NOBIAHOCTI
€Bponelicbkiii
thapmMakonei) - OHOBEHWIA
cepTudikaT BigNOBIgHOCTI
Bif Ait040ro BMpo6HMKa

He
nionsizae

UA/13821/01/02

AHANbIH

cynosuntopii

AT "Nlekxim-

YKpaiHa

AT "Nlekxim-

YKpaiHa

nepepeecTpalLlis y 38°s13ky

He

UA/13821/01/01
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BK/IHO4auM Micue
NPOBEAEHHS KOHTPOSIO
AKOCTI; 3MiHa napameTpis
cneuundikauin Ta/abo
[0NyCTUMUX MEX roTOBOro
NiKapcbKoro 3acoby; 3amiHa

Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1
ANa QITEA pekTanbHi no 0,25 Xapkis" Xapkig" i3 3aKiHYEHHAM TepMiHy aji nionsizae
rin bulk: Ne 1000 peecTpaujiiHoro
(no5 NnocBifyYeHHs; 3MiHa
CynosuTopiie y HalilMeHyBaHHs Ta/abo
6nictepi, no 200 MiCLLe3HaxXoKEHHS
6nictepiB y 3a5BHMKa/BMPOOHUKA,;
ALLKKY) 3MiHa napameTpiB
cneyudpikauii Ta/abo
[0NyCTUMMX MEX rOTOBOrO
nikapcbKoro 3acoby;
nogaHHA HoBOro abo
OHOBJ/IEHOr0 cepTudpikara
BiAMNOBIAHOCTI
€Bponelicbkiin thapmakonei
onsa Adl abo gitoyoi
pevoBuHM (cepTudpikat
BiZANOBIAHOCTI
€Bponelicbkili
thapmakoner) - OHOBNEHWNI
cepTudikaT BifnNoBigHOCTI
Bif Ait040ro BUPOGHUKaA
7. BYrinnga NOPOLLIOK TOB Ykpaina CINKAPBOH HimeuunHa nepepeecTpawis y 3B 3Ky - He UA/11425/01/01
AKTUBOBAHE | (cybcTaHuis) y "BANAPTIH AxTiBKosie T'm6X i3 3aKiHYEHHAM TepMiHy aji nionsizae
"CIIKAPBOH" | wmiwkax ®APMA" peecTpauiiiHoro
noninponisieHoBMX NOCBiAYEHHS; NPUBELEHHSA
ona 3acTOCyBaHHSA cybcTaHUil y
hapmaueBTUYHOr BiANOBIAHICTbL 1O BUMOT
0 3acTocyBaHHA €Bponericbkoi hapmakonei
8. APOTABEPUH | Ta6netku, no 80 ToBapucTBo YkpaiHa ToBapucTeo 3 YkpaiHa nepepeecTpawis y 38 3Ky - He UA/12184/01/01
POPTE Mr in bulk no 3 06MEeXeHOot i3 3aKiIHYEHHAM TepMiHy gji niossizae
9000, no 15000 06MeXeHoH BiANOBig4a/IbHICT peecTpaujiiHoro
Tabnetok y Bignosiganb to "LdocnigHuin NOCBIAYEHHS; 3MiHa
KOHTeliHepax HicTI0 3asog "THU/1C" HalilMeHyBaHHs Ta/abo
"MocnigHuit MiCL,e3HaX0KEHHS
3aB0/, BMPOGHUKA rOTOBOro
"rHUNAC! nikapcbkoro 3acoby,
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AOinbHULI BUpO6HMUTBA ANA

Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa Bionycky aHHs peecmpayitiHo2o
3acoby noceio4YeHHs1
y MeTogax BunpobyBaHHSA
roTOBOrO J1iKapCbKOro
3acoby; BUnNpaBneHHA
TEXHIYHOI NOMW/IKM 3rigHO
(NpuBeAeHHs [0 BUMOT
HanmcaHHs AeknapyBaHHsA
yMOB 36epiraHHsi
BignoBigHoO Ao HactaHoBM
42-3.3:2004); 3miHa
YMOBHOBaXKEHOI 0co6M,
BiANOBIf&a/IbHOT 3a
hapmakoHarnsag; 3miHa B
KOHTaKTHUX JaHWX
YNOBHOBaXKEHOI 0cobu,
BigNoBiga/IbHOI 3a
hapmakoHarnsg,;
nepegaya npas iHLOMY
3asBHUKY
9. APOTABEPUH | Ta6netku, no 80 ToBapucTso YkpaiHa BCi cTagji YkpaiHa nepepeecTpavyis y 38 3Ky 6e3 niossizae UA/10344/01/02
POPTE mr, no 10 3 BMPOGHULITBA, i3 3aKiHYEeHHAM TepMiHy aii | peyenma
TabneToky 06MEeXeHoH KOHTPOS1b peecTpauinHoro
6nictepi, no 1 BignoBigasb SIKOCTi, BUNYCK noceigyveHHs; Frotosuii
6nictepy B HiCTIO cepii: nikapcbkuii 3aci6.
Kopob6ui; no 10 "focnigHwii ToBapucTBo 3 Bupo6HuuTBO. 3amiHa abo
Tabnetoky 3aB0[ obmexeHoto BBEJlEHHS1 f,0AaTKOBOT
6nictepi, no 2 "THLC BiANOBigaNbHICT AiNbHULI BUPOGHMLTBA AN
6nictepa B 10 "JocnigHunii YyacTuHu abo BCbOro
Kopob6ui; no 20 3asog "THLICY, BUPOGHUYOrO npouecy
TabneToky YKpaiHa; roTOBOTO JTIKAPCbKOTO
6nictepi, no 1 BCi cTagii 3acoby (4inbHUUSA, Ha SAKiiA
6nictepy B BMPOGHULITBA, NpoBOAATLCS Byab-AKi
KopooLi KOHTPO/b BMPOGHUYI cTagii, 3a
AKOCTI: BVHSAATKOM BUMNYCKY Cepil,
ToBapucTBO 3 KOHTPO/IHO AKOCTI,
06MeXeHo NepBUHHOIO Ta BTOPUHHOIO
BiANOBiAA/IbHICT nakyBaHHs, Ans
10 HECTEPWU/TbHUX JTIKAPCbKMX
"PapmaLeBTNYH 3aco6iB); MoToBui
a KoMnaHis nikapcbkuii 3aci6.
"3p0poB'a”, Bupo6HuuTBO. 3amiHa abo
YkpaiHa BBE[EHHSA A04aTKOBOT
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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
yacTuHu abo BCbOro
BMPOGHUYOrO nNpouecy
roTOBOrO J1iKAPCLKOro

3aco6y (gibHUUA Ans
BTOPWHHOIO NakyBaHHs);
[oTOBWIA Nikapcbknii 3aci6.
Bupo6HuuTBO. 3amiHa abo
BBeLleHHA [04aTKOBOI
AiNbHULI BUPOGHMLTBA AN
YyacTuHu abo BCbOro
BUPOGHNYOrO npouecy
roTOBOrO J1iKapCLKOro
3aco0y (ginbHUUA ans
NepPBUHHOIO NakyBaHHS);
3MiHu | TUny - FoToBUA
nikapcbknii 3aci6.
Bypo6HMLTBO. 3MiHW, LWO
CTOCYKOTLCS BUMYCKY cepil
Ta KOHTPOJIO AKOCTI
roTOBOrO J1iKapCLKOro
3acoby (3amiHa abo
[ofaBaHHA AiNbHUL, Ha
K 3AINCHI0ETBCA
KOHTPO/1b/BUNPOGYBaHHSA
cepii) — BBeieHHA
BMpPOGHMKa
BiANoBifaNbLHOrO 3a
KOHTPO/1b/BMNPOGYBaHHSA
cepii 3MiHa po3mipy cepii
roTOBOrO J1iKapCLKOro

PO3Mipy KOHTEeHepa un

(NepBWHHOT yrnakoBku),
BBE[lEHHA 104aTKOBOr0O

3MiHa HalilMeHyBaHHS
Ta/abo micLe3HaxomKeH
BMPOGHMKa rOTOBOr0

3acoby; 3miHa dhopmm abo
3aKynopoBasibHOr0 3acoby
TMnopo3mipy 6nictepy Ta

Kopo6ku: Ne 10 (10x1), Ne
20 (10x2), Ne 20 (20x1);

HA

nikapcbKoro 3acoby,
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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

BK/IlOYAKOUN Micue
NPOBEAEHHS KOHTPOSIO
AKOCTI; 3MiHa napameTpis
cneuudikauin Ta/abo
[0NYyCTUMMX MEX FTOTOBOTO
nikapcbKoro 3acoby; amiHa
y MeToAax B1npobyBaHHs
roTOBOTO JTiKAPCbKOro
3acoby; BUNpaBneHHS
TEXHIYHOT MOMWIIKK 3rigHO
(npvBegeHHs fo BUMor
HanncaHHa geknapyBaHHA
YMOB 36€epiraHHs
BiAgnoBigHO 0o HactaHoBK
42-3.3:2004); 3miHa
YNOBHOBaXKEHOT 0cobu,
Bi4noBigasbHOT 3a
(hapmakoHarnag,; 3miHa B
KOHTaKTHUX JaHnX
YNOBHOBaXeHOI ocobu,
BiANOBIJa/IbHOT 3a
hapmakoHarnsg,;
nepegadya npas iHLWOMY
3a51BHUKY

10.

EHAMN®

Tabnetkm no 5 mr
Ne 20 (10x2) B
6nictepax

KPKA, g.4.,
HoBo mecTo

CnoBeHis

KPKA, o.4.,
HoBso mecTo

CnoBeHisi

nepepeecTpawis y 38 A3Ky
i3 3aKiHYEHHAM TepMiHy aji
peecTpaujiinHoro
NOCBIAYEHHS; HaAaHHSA
OHOB/eHnx CepTudikaTis
BignosigHocTi €P Ha pjtoui
peyoBVHM Big Ajto4oro
BMPOOGHUKa; 3MiHa
napameTpiB cnevumdikadii
Ta/abo gonycTummnx Mex
roTOBOrO J1iKaPCLKOro
3acoby

3a
peuerimom

He
niosnsieae

UA/4323/01/01

11.

EHAN®

Tabnetku no 10
mr Ne 20 (10x2),
Ne 60 (10x6), Ne
90 (10x9) B
6nictepax

KPKA, 8.4.,
HoBoO mecTo

CnoBeHis

KPKA, o.4.,
HoBo mecTo

CnoBeHis

nepepeecTpawis y 38 3Ky
i3 3aKiHYEHHAM TepMiHy gji
peecTpaujiiHoro
NOCBIAYEHHS; HAAAHHS
OHoBeHnx CepTtudikartis
BignNoBigHOCTI €D Ha ajtodi

3a
peuenmom

He
nionsizae

UA/4323/01/02
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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

peyoBVHM Big Ajto4oro
BMPOGHUKa; 3MiHa
napameTpiB cneuudikauii
Ta/abo AOonyCTUMUX MEX
roTOBOTO JIiKAPCbKOro
3acoby

12.

EHAM®

Tabnetkn no 20
mr Ne 20 (10x2) B
6nictepax

KPKA, a.4.,
HoBo mecTo

CnoBeHisi

KPKA, p.4.,
HoBso mecTo

CnoBeHis

nepepeecTpawis y 38 A3Ky
i3 3aKiHYEHHAM TEPMIHY i
peecTpaujiiHoro

nocBiguYeHHAHaJaHHS

OHoBMeHnx CepTtudikartis

BignosigHocTi €P Ha pjtoui
PEYOBMHM Bif, 4i04Oro

BMPOOHUKA; 3MiHa

napameTpiB cnevumdikawin

Ta/abo JoNyCTUMUX MEX
rOTOBOrO J1iKapCbKOro

3acoby

3a
peyenmom

He
niosnsi2cae

UA/4323/01/03

13.

KAG®ETIH
Kong®e

TabneTkn, BKpUTI
NiBKOBOIO
060/10HKOt0, Ne 10
(10x1) y
6nictepax

Ankanoig,
Al-Ckom’e

Pecny6nik
a
MakefoHis

Ankanoig AQ-
Ckon'e

Pecny6nika
MakefoHis

nepepeecTpawis y 3B A3Ky
i3 3aKiHYEHHAM TePMiHyY i
peecTpauiiHoro
NOCBIAYEHHS; 3MiHa
YMOBHOBaXKEHOI 0co6M,
BifnoBifasbHOT 3a
hapmakoHarnsag; smiHa B
KOHTaKTHUX AaHUX
YNOBHOBaXKEHOI 0cobu,
BiANOBIA&/IbHOT 3a
hapmakoHarnsg; amiHa
napamMeTpiB cneymaqikadiin
Ta/abo AoNyCTUMUX MEX
roTOBOrO JTiKAPCLKOTO
3acoby; 3miHa y MeToaax
BMNPOOGYBaHHSA rOTOBOr0
nikapcbKoro 3acoby (iHLwi
3MiHN y MeToAax
BUMPOOYBaHb); NoAaHHSA
HOBOro abo OHOB/IEHOIO
cepTudpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei
ana A®l abo gitoyoi
peyoBuHM (cepTudpikat

3a
peyenmom

He
nionsi2cae

UA/9711/01/01
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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
BiZANOBIAHOCTI
€Bponelicbkili
thapmakoner) - HOBWiA
cepTudikaT BifnNoBigHOCTI
Bi, HOBOrO BUPOOHMKA,;
3a3HavYeHHs cknagy
NNiBKOBOI 060/10HKM
Bi4NoBiAHO A0 MaTepianis
BMPOGHUKa (SIKICHMIA Ta
KinbKiCHWIA cknag He
3MiHMBCS)
14. | NIGOKAIHY PO3uUuH A8 NAT YkpaiHa NAT YkpaiHa nepepeecTpawis y 38 A3Ky 3a He UA/4364/01/01
FIAPOXNOPUA | iH'ekuinn, 20 mr/mn | "Tanndcbapm "Tannudhapm” i3 3aKiHYEHHAM TepMiHy gii | peyenmom niossizae
no 2 mn B amnyni, " peecTpauiiHoro
no 10 amnyny NOCBIAYEHHS; 3MiHU
KOHTYPHii BHECEHO A0 iIHCTPYKLi ans
YapyHKOBIl MeJMYHOro 3aCTOCYBaHHS
ynakosui, no 1 npenapary o po3giny
KOHTYPHIi "lMNoka3aHHA", a TakoX [0
YapyHKOBIl po3ainis "Cnoci6
ynakoBL,i B nauyj; 3acToCyBaHHs Ta Ao3un"
no 2 mna B amnyini, (YTOYHEHHS [03yBaHHSA, Y
no 10 amnyny T.4. gitam), "ditn"
KopooLi (pO3LWMpPEHO 3aCTOCYyBaHHS
nikapcbKoro 3acoby fitam)
BiANOBIAHO A0 aHaNOrYHUX
nikapcbkux 3acobiB; 3mMiHa
YNOBHOBaXeHOI ocobu,
Bi4NoBiga/IbHOI 3a
hapmakoHarnsag,; 3miHa y
mMeTofax BUNPOo6yBaHHSA
roTOBOrO JTiKAPCLKOr0
3acoby; 3miHa napameTpis
cneuundikauin Ta/abo
[0NyCTUMMX MEX FOTOBOrO
nikapcbKoro 3acoby
15. MYKANTUH EeKCTPaKT Cyxuii 3AT Pocilicbka | 3AT "BIDITEX" Pocilicbka nepepeecTpawis y 38 3Ky - He UA/10760/01/01
(cy6eTaHuin) y "BIPITEX" depepauis depepadis i3 3aKiHYEHHAM TepMiHy gji niossizae
nakeTax peecTpauiiHoro
nonieTnIeHoBmNx NnocBifYeHHs; 3MiHa y
ans napameTpax cneundikadi
thapmaueBTUYHOr Ta/abo AoNyCTUMUX MEX,
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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

0 3aCTOoCyBaHHA

BU3HAYEHNX Y
cneuudikayisx Ha A®l abo
Jitovy peyoBUHy; 3MiHa B
MeTofax BUNpobyBaHHA Ha
A®I; BUNpaBneHHA
TEXHIYHOT NOMUNKN Y
po3aini «Cknag»;
npvBeAEeHHS 3acTOCyBaHHS
cybcTaHLUil y BignoBigHICTb
[0 BMMOT €BpONencebKoi
Papmakonet
(3aTBEpXEHO: ANA
BMPOGHULTBA
HECTEPW/IbHUX NiKapCbKMX
chopm, 3anponoHOBaHO:
Ansa hapmaueBTUYHOTO
3aCTOCYyBaHHS)

16.

NMAPANEH®
EKCTPA

TabneTkn, BKPUTI
NiBKOBOIO
060/10HKOot0, Ne 12
(12x1), Ne 24
(12x2) y
6nictepax

TOB
"3eHTiBa"

Yecbka
Pecny6nik
a

TOB "3eHTiBa"

Yecbka
Pecny6nika

nepepeecTpawis y 38 A3Ky
i3 3aKiHYEHHAM TEePMIHY i
peecTpaujiinHoro
NOCBIJYEHHS; NOAAHHSA
HOBOro abo OHOBJ/IEHOIO
cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkili hapmakonei
ansa A®l abo gitoyoi
peuoBUHU (cepTudpikat
BiAMNOBIAHOCTI
€Bponelicbkili
thapmakonei) - OHOB/IEHUA
cepTudikaTt Bi4NOBIgHOCTI
Bif, Ait040ro BUPOGHUK

6e3
peuyenma

niosnsieae

UA/11455/01/01

17.

PAMI
CAH/03®
KOMMO3UTYM

TabneTkn no 5
mr/25 mr Ne 30
(10x3) y
6nictepax

CaHpos
PapmacbHoTi
Kans g.4.

CnoBeHisi

Jlek C. A.,
Monblua
(BUpOGHMLTBO
Hepo3acoBaHo
ro NPoAyKTy,
[03BIiN Ha
BUMYCK cepii;
nepBuHHa Ta
BTOPUHHA
ynakoBKa,
003BiN Ha

Monba/
HimeuunHa

nepepeecTpawis y 38 A3Ky
i3 3aKiHYEHHAM TepMiHy Aii
peecTpaujiiHoro
NoCBigYEHHSs; 3MiHa
HalilMeHyBaHHs Ta/abo
MiCL,e3HaXO4KEHHSI
BMPOGHNKA rOTOBOTO
nikapcbKoro 3acoby;
noAaHHsA HOBOro abo
OHOBJ/IEHOr0 cepTudpikara
BiZNOBIAHOCTI

3a
peuyenmom

He
nionsi2cae

UA/4259/01/02
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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

BUNYCK cepii);
Brpo6HMUTBO 3a
NMOBHUM LMKNOM:

Cantotac
dapma M'vbX,
HimeuuunHa

€Bponeiicbkili hapmakonei
ansa Adl abo gitouoi
peyoBuHM (cepTudikat
BiZNOBIAHOCTI
€BponelicbkKiii
thapmakonei) - OHOBNEHWIA
cepTudikaT BigNOBIgHOCTI
Bif, A4it0HOro BUPOOHNKA,;
3a3HaYeHHs OYHKLN
BMPOBHUKIB NiKapCbKoro
3acoby

18.

PEBIT

Apaxe, Ne 80 abo
Ne 100 B
KOHTenHepi; Ne 80
a6o Ne 100 B
KOHTelHepi, no 1
KOHTeliHepy B
naui

MAT
"BITAMIHIN"

YkpaiHa

MAT
"BITAMIHN"

YkpaiHa

nepepeecTpawis y 38 83Ky
i3 3aKiHYEHHAM TepMiHy gii
peecTpauiiHoro
NOCBIJYEHHS; BUTyYEHHS
ynakosku in bulk;
BBeAeHHs ynakosku Ne 80,
Ne 100 6e3 nauku;
BUTYYEHHS BUPOOHWUKIB
[il04nX PeyvoBUH; NoJaHHS
HOBOro abo OHOBJ/IEHOTO
cepTudikata BigNOBIAHOCTI
€Bponeiicbkili hapmakonei
ansa Adl abo gitoyoi
peyoBuHU (cepTudpikat
BiZANOBIAHOCTI
€Bponeiicbkili
thapmakoner) - HOBWiA
cepTtucpikaT BigNoOBIgHOCTI
Bif, 4it0HOro BUPOBHYIKE,;
BBE/}EHHA HOBOTO
BMpOGHMKa fjtouoi
pPeYOBUHM

6e3
peyenma

nionsi2cae

UA/4068/01/01

19.

CTPENCINC®
nnocC

cnpeii
OPOMYKO3HWIA N0
20 mny
hniakoHax 3
[03ylounm
npuctpoem Ne 1

PekkiTT
BeHkizep
Xenckep

IHTepHeLWwHN

Nimitep,

Benuka
BpuTaHis

Pamap
HigepnaHan
B.B.

HinepnaHamn

nepepeecTpawis y 3B 3Ky
i3 3aKiIHYEHHAM TEePMIHY i
peecTpadjiitHoro
NOCBIAYEHHST; 3MiHa
YNOBHOBaXKEHOI 0cobu,
BifnoBifasbHOT 3a
hapmakoHarnsg; 3miHa B
KOHTaKTHUX faHnX
YNOBHOBaXEHOT 0c0obu,

6e3
peyenma

nionsieae

UA/6372/01/01
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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

Bi4noBigasbHOT 3a
hapmakoHarnag,; amiHa y
MeTofax BUNPOGYBaHHS

roTOBOrO J1iKapCLKOro
3aco0y; nogaHHs HOBOro
a60 oHOBMEHOro
cepTudikata BignOBIAHOCTI
€BponelicbKiii hapmakonei
ansa Adl abo gitoyoi
peuoBuHU (cepTudpikat
BiAMNOBIAHOCTI
€Bponelicbkili
thapmakonei) - OHOBNEHWI
cepTudikaTt BiLNOBIAHOCTI
Bif, Ait040ro BUPOGHMKA

20.

YPOCENT

cynosuTopii no 0,2
rin bulk: Ne 1000
(no 5
CynosuTopiiB y
6nictepi, no 200
6nictepiB y
SALUMKY)

AT "Nlekxim-
Xapkis"

YkpaiHa

AT "Nekxim-
Xapkig"

YkpaiHa

nepepeecTpawis y 3B 3Ky
i3 3aKiHYEHHAM TepMiHy aji
peecTpaujiiHoro
NOCBIAYEHHS; 3MiHa Y
MeToax BUNPOGYBaHHS
roTOBOTO JTIKAPCbKOTO
3aco0y; 3MiHa napameTpiB
cneuundikauin Ta/abo
[0NyCTUMUX MEX rOTOBOIO
nikapcbKoro 3acoby; 3miHa
HaliMeHyBaHHS Ta/abo
MiCLle3HaxXoKEHHS
3a5BHMKa; 3MiHa
HalMeHyBaHHs1 Ta/abo
MiCLLe3HaxXoKEHHS
BMPOGHMKA rOTOBOTO
nikapcbKoro 3acoby,
BKJ/IHOHAUN MicLe
NPOBeAEHHS KOHTPOSIO
AKOCTI; BUNPaB/EHHS
TEXHIYHMX MOMMWMIOK
(MpuBeAEeHHs1 yMOB
36epiraHHsA [0 BUMOT
HanmcaHHsa AeknapyBaHHA
yMOB 36epiraHHs
NiKapcbKMx 3aco6iB)

He
nionsieae

UA/13908/01/01

21.

YPOCENT

cynosutopii no 0,2

AT "Nlekxim-

YKpaiHa

AT "Nlekxim-

YKpaiHa

nepepeecTpalLlis y 38°s13ky

3a

He

UA/3854/01/01
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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

rnosS
cynosuTopiiB y
6nictepi, no 2
6nictepun B nayui

Xapkis"

Xapkig"

i3 3aKiHYEHHAM TepMiHy aji
peecTpaujiiHoro
NOCBiAYEHHS; 3MiHa Y
MeToAax BUNpobyBaHHA
roTOBOrO J1iKaPCbKOro
3aco0y; 3MiHa napameTpiB
cneuundikauin Ta/abo
[0NyCTUMUX MEX rOTOBOIO
nikapcbKoro 3acoby; 3amiHa
HaliMeHyBaHHS Ta/abo
MiCLle3HaxXoKEHHS
3a5BHMKa; 3MiHa
HaliMeHyBaHHs Ta/abo
MiCLLe3HaxXoKEHHS
BMPOGHUKA rOTOBOr0
nikapcbKoro 3acoby,
BK/IlOYAKOUN Micue
NPOBeAEHHS KOHTPOSIO
AKOCTI; BUNPaB/EHHS
TEXHIYHMX MOMMWMIOK
(NpvBeaeHHs ymoB
36epiraHHsA [0 BUMOT
HanmcaHHs AeknapyBaHHA
YMOB 306€piraHHs
NiKapCbKMX 3ac06iB)

peuerimom

niosnsieae

22.

DEKCO®EH -
CAHOBE/b

TabneTkn, BKPUTI
NiBKOBOIO
060/10HKOH0, NO
180 mr Ne 10
(10x1), Ne 20
(10x2) y
6nictepax

CaHoBesb
Inay Canai
BE
Tupxapet
A.LL.

TypeuunHa

CaHoBesnb lngay
CaHai Be
Tupxapet A.LL.

TypeuunHa

nepepeecTpawis y 38 A3Ky
i3 3aKiHYEHHAM TePMiHyY i
peecTpaujiinHoro
NOCBIAYEHHS; 3MiHa
HaliMeHyBaHHs Ta/abo
MiCLLe3HaxX0MKEHHS
3asABHMKA; 3MiHA
HaliMeHyBaHHS Ta/abo
MiCLLe3Hax0MKeHHS
BMPOGHUKA rOTOBOro
nikapcbkoro 3acoby,
BK/IHOYAKUM Micue
NPOBEAEHHSI KOHTPOSIO
AKOCTI; 3MiHa napameTpis
cneuundikauin Ta/abo
[0NyCTUMMX MEX FOTOBOrO
NikapcbKoro 3acoby;

6e3
peuyenma

niosnsieae

UA/10632/01/02
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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

noAaHHsa HOBOro abo
OHOBJIEHOr0 cepTudpikata
BiAMNOBIAHOCTI
€Bponelicbkiin thapmakonei
ans A®l abo pgitoyoi
peyoBuHM (cepTudikat
Bif4NOBIAHOCTI
€BponelicbKiii
papMakonei) - HoBUiA
cepTtudpikaT BignoBigHOCTI
Bif, 4it0HOro BUPOBHKIKa,;
(BMNpaBNEHHS TEXHIYHNX
nomMunnok, 3rigHo n.4.2.3 (r)
Hakaly MO3 YkpaiHu Big
26.08.2005p. Ne 426 (y
peaakuii Hakazy MO3
Ykpainu Big 04.01.2013 Ne
3), a came BifoOKpeM/IEHHSA
cknagy nniBkoBOro
NoKpuTTA

23.

PEKCOPEH -
CAHOBE/b

TabneTKn, BKPUTI
NiBKOBOIO
060/10HKOI0, MO
120 mr Ne 10
(10x1), Ne 20
(10x2) y
6nictepax

CaHoBesb
Inay Canai
BE
Tuoxapet
AL

TypeuunHa

CaHoBernb Insay
CaHai Be
Tuoxapet A.LL.

TypeyunHa

nepepeecTpayis y 38 3Ky
i3 3aKiHYEHHAM TEepMiHY i
peecTpauiiHoro
NOCBIAYEHHS; 3MiHa
HaliMeHyBaHHS Ta/abo
MiCLLe3Hax0MKeHHS
3a5BHMKa; 3MiHa
HalilMeHyBaHHs Ta/abo
MiCLLe3HAXO4KEHHSI
BMPOGHUKA rOTOBOro
NikapcbKoro 3acoby,
BK/IOUAKUM Micue
NPOBeAEHHS KOHTPOSIO
AKOCTI; 3MiHa napameTpis
cneuudikauin Ta/abo
[0NyCTUMMX MEX FOTOBOrO
nikapcbKoro 3acoby;
nofaHHSA HOBOro abo
OHOBJIEHOr0 cepTudpikata
BiA4NOBIAHOCTI
€Bponelicbkili hapmakonei
ansa Al abo gitoyoi

6e3
peyenma

nionsizae

UA/10632/01/01
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Ne Hassa dopma BUMYCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 npoyeoypa BiOnycKy aHHs peecmpayiliHo2o
3acoby noceio4YeHHs1

peuvoBuHU (cepTudpikat
BiZNOBIAHOCTI
€Bponelicbkili
thapmakoner) - HOBWiA
cepTudikaTt BigNOBIAHOCTI
Bif, 4it0HOro BUPOBHKIKA;
(BNpaBNeHHS TEXHIYHNX
nomMunok, 3rigHo n.4.2.3 (r)
Hakasy MO3 YkpaiHu Big
26.08.2005p. Ne 426 (y
pefakuii Hakazy MO3
Ykpainu Big 04.01.2013 Ne
3), a came BILOKPEM/IEHHSA
cknagy nniBKOBOro
NOKpUTTS

B.o. HayanbHUKa YnpasniHHA dpapMmaleBTUUYHOT

BIANBHOCTI Ta AAKOCTI (papmMaueBTUYHOT NpoAYKUiT

T.M. IAacKOBCbKUA




AopaTtok 3

Ao Hakasy MiHicTepcTBa 0XOPOHU
300pOB’A YKpaiHu

04.02.2016 Ne 65

NMEPENIK
NIKAPCbKUX 3ACOBIB (MEAUYHNX IMYHOBIOJTIONYHUX NPENAPATIB), LLOAO AKUX BY/N
BHECEHI 3MIH 4O PEECTPALIMHUX MATEPIANIB, AKI BHOCATbLCA A0 AEP>XXABHOIO PEECTPY
NIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BiOnycKy peecmpayitiHo20
3acoby noceio4YeHHs
1. 5- KOHLeHTpaT ans EBEBE ABCTpia EBEBE dapma ABCTpIA BHECEHHS 3MiH 40 peecTpauiiHnX 3a UA/6058/01/01
PTOPYPALIAN PO34YnHy ANs iHdya3ii, Papma Fec.m.6.X. MaTepianis: peyenmom
"EBEBE" 50 mr/mn no 5 mn Fec.m.6.X. Hdor . Kr". BUNPAaB/IEHHA TEXHIYHMX NMOMUIIOK B
(250 wmr), 10 mn (500 Hdor.KTI. MeToAax KOHTPOJI0 SKOCTI
mr) B amnynax Ne 5 B
kopobui, no 5 mn (250
mr), 10 mn (500 mr),
20 mn (1000 mr) y
onakoHax Ne 1 B
Kopobui
2, L-NISUHY PO34MH ANA iH'EKLN, MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [0 peecTpaLinHnx 3a UA/2131/01/01
ECUNHAT® 1mr/mnno5wmns "Tannudpapm "Tannudpapm"” MaTepianis: peyenmom
amnynax Ne 10 (5x2) " 3MiHa YNOBHOBaXXEHOT 0cobwu,
y bnictepax Bi4NOBif&/IbHOI 3a thapmakoHarnsag
3. L-NISUHY PO34YMH ANS iH'EKLN, MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiinHnX - UA/9507/01/01
ECUNHAT® 1 mr/mn in bulk: no 5 "Tannudpapm "Tannudpapm" MaTepianis:
M B amnynax Ne 462 " 3MiHa YNnoBHOBaXeHOT ocobu,
B KOPOGi KAPTOHHOMY BigNOBifa/IbHOI 3a (hapmakoHarnsag
4. L-NIBNHY PO34MH ANA iH'EKLN, MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 peecTpavlinHnx UA/2131/01/01
ECUNHAT® 1 mr/mnno5wmn B "Tanuudapm "Tanuuchapm" marepianis: [OTOBWIA Nikapcbkunii 3aci6.
amnynax Ne 10 (5x2) " Curctema ynakoBkalykynopka. 3miHa po3mipy
y briictepax, yMakoBKU FOTOBOIO NiKapCbKoro 3acoby
MOKPUTKX M/IIBKO, Y (BWTyYEHHS YNAKOBKX MEBHOr0 PO3Mipy) -
nayui BWU/TyYEHHS YIAKOBKM Y B/1icTepi, SIKUiA He
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chnakoHi cknsiHomy Ne
1y nayuj; no 100 mn
y thrakoHi
nonimepHomy Ne 1y
nayui; no 200 mny

Onwc Ta cknag. 3miHa y cknagi (4onoMkHUX
peyvoBrHax) roToBOro /ikapCbKoro 3acoby
(iHWi 3MiHW) - 3miHa go p. "Cknag"
BUYYEHHA KOHCEPBAHTIB —
nponinnaparigpokcubeH3oaTy 1a eTaHony y

Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs
NOKPUTUIA NNIBKOK. TEPMIH BBEAEHHS 3MiH -
NPOTArOM 6-TK MiCALIB NicNs 3aTBEPAKEHHS.
5. ABPO/I® SR TabneTkn TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHnX 6e3 UA/9928/03/01
NpOJIOHroBaHoI Aii no "KYCYM DPAPM" MaTepianis: 3MiHa MiCLLe3Hax04KeHHS peuyenma
75 mr NelO (10x1), PAPM" (agpecn) 3anBHMKA, 6€3 3MiHN IOPUANYHOT
Ne20 (10x2) y 0c0o6M (3MiHa NOLUTOBOrO IHAEKCY); 3MiHA
6nictepax MiCLe3Hax0MKEHHS (agpecu) BUPO6HMKa,
6e3 3MiHM Micus BUpO6GHULTBA (MpUBEAEHHS
y BIANOBIAHICTb 4O OHOBMEHOT NiLeHsil Ha
BMpo6HMLUTBO Ta CepTtuddikaty GMP); 3miHa
napameTpiB cneyudikauii Ta/abo
O0NYyCTUMUX MEX roTOBOro NiKapcbKoro
3acoby
6. AB''OPEH TabneTtkn no 400 mr Na6opartopii dpaHuis Nab6oparopii dpaHuis BHECEHHS 3MiH [0 peecTpauinHmnx 6e3 UA/5702/01/01
Ne 30 (15x2) y Bywapa BYLIAPA MaTepianis: peyenma
6nictepax Pekopparti PEKOPOATI 3MiHa YNOBHOBaXXEHOI 0co6w,
BiANoBifabHOT 3a thapmakoHarnag,;
CYMYTHS 3MiHa: 3MiHa B KOHTAKTHUX AaHWX
YNOBHOBaXeHOI 0cobu, BiANOBIAaILHOT 3a
hapmakoHarnsg
7. AEPTAN® MOPOLUOK A1 BAT YropwmHa BWMNYCK cepil: YropwmHa/ BHECEHHS 3MiH 40 peecTpauiinHnX 3a UA/13910/02/01
OopaibHOT cycneHsii "TegeoH BAT "TegeoH IcnaHis MaTepianis: peyenmom
no 100 mr B nakeTax PixTep" PixTep", 3MiHa YNnoBHOBaXeHOT 0cobu,
Ne 20 YropwuHa; BiANOBifa/IbHOI 3a (hapMakoHarnag;
BMPOBHULITBO CYNyTHS 3MiHA: 3MiHa B KOHTAKTHUX JaHNX
Hepo3gacoBaHO YNOBHOBaXeHOI 0cobu, BiANOBifaLHOT 3a
T npoaykuji, hapmakoHarnsag,
nepBuHHA
yrnakoBka,
BTOPVHHA
yrnakoBKa:
IHaycTpiac
dapmaceyTikac
Anwmipan, C.A,,
Icnanis
8. ANTENKA cupon no 100 mny MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmnx 6e3 UA/8800/01/01
6aHLi cknsHin abo "Tanuudapm "Tanmuchapm” mMarepianis: [0TOBWUIA Nikapcbkuii 3aci6. peuyenma
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs
oNaKoHi CKISAHOMY
abo nonimepHomy Ne

1y nauuj

3B"A3Ky 3 3aCTOCYBaHHSIM npenapary B
neAjiaTpyYHIli NpakTuLi, SK HacnifoK
BiANOBIAHI 3MiHW B IHCTPYKLUIT An1A
MeMYHOro 3aCTOCYBaHHA Y po3ainax

3[aTHICTb BNAMBATU Ha LUBUAKICTb peakwi
npu KepyBaHHi aBTOTpaHCNopTom abo
HLUMMK MexXaHi3aMaMu; [oToBWIA NiKapCbKuii
3aci6. KoHTposib roToBOro fikapcbkoro
3aco6y. 3miHa y meTodax BUNpobyBaHHs
rOTOBOIO JIiKAPCLKOro 3acoby (iHwWi 3MiHn y
MeTofax BUNpobyBaHb (BKIHOYaoUW 3amiHy
a60 [ONOBHEHHS)) - 3MiHa A0
p."laeHTudikauis”, "KinbkicHe BU3HauyeHHs",
BU/IyYEHHS TECTY eTaHoN Ta
nponinnaparigpokcmoeHsoat"; MegunuHi
npucTpoi. 3MiHa NPUCTPOIB AN
BMMIPIOBaHHA 1031 260 BBeEHHS
nikapcbKoro 3acoby (aogaBaHHA abo 3amiHa
NPUCTPOLIO, SKUIA HE € HEBIZ EMHOLO
4acTMHO NEPBUHHOT YNAaKoBKK) - MPUCTPIiA,
AKkniA mae CE-mapkyBaHHS - BBELEHHS
[04,aTKOBOTO NPUCTPOR JIOXKM MipHOT A1s
[101aTKOBOr0 CTYMNEHI0 3aXUCTY Bif
hanbeudpikayii 6peHoBOro NpoayKTy, a
TaKOX Y 3B 3Ky 3 NOKpaLLEHHAM
30BHILLUHBOrO BUINSAAY CMOXMBYOTO
nakyBaHHs, K HaCcNifoK BiANOBIAHI 3MiHN B
IHCTPYKUIT A/19 MEANYHOr0 3aCTOCYBaHHSA y
posginax YnakoBka, Cnocié 3actocyBaHHs
Ta go3un, [itn, 3aaTHiCTb BNIMBATU Ha
LWBUAKICTb peakuii npy kepyBaHHi
aBTOTpaHCcnopTom abo iHWnuMK
MexaHiaMmamu; FoToBMIA nikapcbkuii 3acio.
Curctema ynakoskalykynopka. 3miHa y
NepPBWHHIA yNakoBL,ji rOTOBOrO J1ikapCbkKoro
3aco0y (iHwWi 3miHW) - BBEA,EHHSA [04aTKOBOI
KPULLIKM 3 KOHTPOJIEM MEPLLIOrO PO3KPUTTA Ta
3axMCTOM Bif, AiTein ons 4oAaTkoBOro
CTYMEHI0 3axMCTy Bif hanbcuguikauii
6peH0BOro NPOAYKTY, & TakoX Yy 3B"A3Ky 3

Cknag, Cnocib 3acTocyBaHHsA Ta 403w, [iTn,

MOKPALLEHHSM 30BHILLHLOIO BUMSAY




26

Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs
CMOXWBYOro nakyBaHHs. BBegeHHs 3MiH
NPOTArOM 6-TK MiCALIB NicNs 3aTBEPAKEHHS.
9. ANTENKA cupon in bulk no 100 MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHnX - UA/9508/01/01
My 6aHKax cKNaHux, | "Tanuudapm "Tanuuchapm" matepianis: FOTOBWIA Nikapcbknii 3aci6.
abo y hnakoHax " Onuc Ta cknag. 3miHa y cknagi (4ONoMiKHUX
CK/ISIHKX, abo y peyvoBMHaXx) roTOBOroO /iKapCbKoro 3acoby
donakoHax (iHWi 3MiHW) - 3miHa go p. "Cknag"
nonimepHux Ne 48; no BUTYYEHHSI KOHCEPBAHTIB —
200 mn 'y hnakoHax nponinnaparigpokcubeHsoaTy Ta eTaHony y
CKNsAHMX abo y 3B"513KYy 3 3aCTOCYBaHHAM npenapaTty B
thnakoHax negjiatpuyHii npakTuui; FOTOBWIA Nikapcbkuii
nonimepHux Ne 30 3aci6. KOHTpOs1b rOTOBOrO /liKapCbKoro
3aco0y. 3miHa y meTogax BUnpobyBaHHs
rOTOBOIO JIiKAPCLKOro 3acoby (iHLWi 3MiHK y
mMeTofax BMNpo6yBaHb (BK/IHOHAKOUMN 3aMiHY
ab0 O0MOBHEHHS)) - 3MiHa A0
p."laeHTudikauis", "KinbkicHe BU3Ha4YeHHS",
BW/IyYEHHA TECTY eTaHoN Ta
nponinnaparigpokcméeHsoat"; FoToBwiA
nikapcbkuit 3aci6. Cuctema
ynakoBka/ykynopka. 3mMiHa y NepBuHHIi
yNakoBL{i FOTOBOro NikapCbKoro 3acoby (iHwi
3MiHW) - - BBEEHHA A04aTKOBOI KPULLKA 3
KOHTPO/IEM NEPLLOro PO3KpUTTA Ta
3axMCTOM Bif AjTelt ANa AO4ATKOBOroO
CTYMEHI0 3axUCTy Bif thanbcudikauii
6peHA0BOro NPOAYKTY, & TakoX y 3B"A3KY 3
NoOKpaLLLEHHAM 30BHILLHLOrO BUrNAay
CMOXWBYOro NakyBaHHs. BBefeHHs 3MiH
NPOTAroM 6-TW MICALIB NiCNSA 3aTBEPKEHHS.
10. | ANIb®PAPEKIH® | niodinisaT ana TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHnX - UA/13044/01/05
/ pO34nHy ANA iH'EKUil "BANAPTIH BMPOGHMYA mMaTepianis: BUNpPaBfeHHA TEXHIYHOT
ALPHAREKIN® | no 18 maiH MOy DPAPMA" KOMIMaHis NOMW/IKW Y PO34iNi peecTpauiitHoro
IHTEP®EPOH onakoHax in bulk: Ne "IHTepdapmbioT noceigvyeHHs "Bug i po3mip ynakoBku
ANMb®A-2B 50, Ne 500, Ne 1000 ex"
PEKOMBIHAHT
HUN N0 ANHN
11. | AJIbPAPEKIH® | niodinisat gns TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [0 peecTpauinHnx - UA/13044/01/04
I pO34nHy 4NN iH'eKUil "BANAPTIH BMPOBHMYA MaTepianis: BUNpPaBieHHA TEXHIYHOT
ALPHAREKIN® | no 9 mnH MOy PAPMA" KOMIMaHis NOMWIKW Y PO34i/i peecTpauiiniHoro
IHTEP®EPOH onakoHax in bulk: Ne "IHTepdapmbioT noceigvyeHHs "Bug i po3mip ynakoBku
ANMb®A-2B 50, Ne 500, Ne 1000 ex"




27

Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BiOnycKy peecmpayitiHo20
3acoby noceio4YeHHs
PEKOMBIHAHT
HUIA N0 ANHN
12. | AJIb®APEKIH® | niodhinizat ans TOB YkpaiHa TOB "HaykoBo- Ykpaina BHECEHHS 3MiH 0 peecTpaLinHnx UA/13044/01/03
/ pO34nHy ANA iH'eKLi "BANAPTIH BMPOGHUYa marepianis: BUNPaB/IEHHA TEXHIYHOT
ALPHAREKIN® | no5 maH MOy SAPMA" KOMMaHis NOMWJIKM Y PO3A4iNi peecTpauiiHoro
IHTEP®EPOH onakoHax in bulk: Ne "IHTepdhapmbioT nocBeig4YeHHs "Bug i po3mip ynakoBku
ANMb®A-2B 50, Ne 500, Ne 1000 eK"
PEKOMBIHAHT
HUIA N0 ANHN
13. | ANIb®PAPEKIH® | niodinizat ans TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH 0 peecTpauiiitHnX UA/13044/01/02
I PO34nHYy 4NA iH'eKLi "BANAPTIH BMpOGHUYa marepianis: BUNPaBAEHHA TEXHIYHOT
ALPHAREKIN® | no 3 maH MOy PAPMA" KOMMaHis NOMWIKW Y PO34ini peecTpaujiitHoro
IHTEP®EPOH onakoHax in bulk: Ne "IHTepdhapmbioT nocBig4YeHHs "Bug i po3mip ynakoBku
AlMb®dA-2B 50, Ne 500, Ne 1000 eK"
PEKOMBIHAHT
HUN N0 ANHN
14. | ANIb®APEKIH® | niodhinizat ans TOB Ykpaina TOB "HaykoBo- Ykpaina BHECEHHS 3MiH 0 peecTpavlinHnx UA/13044/01/05
1 pO34nHy 4NN iH'eKLi "BANAPTIH BMpOGHUYa marepianis: 3MmiHa TOprosefibHOI Ha3BYU
ALPHAREKIN® | no 18 msiH MOy SAPMA" KOMMaHis nikapcbkoro 3acoby (6yno - AnbgapekiH® /
IHTEP®EPOH onakoHax in bulk: Ne "IHTepdapmbioT Alpharekin® IHTepdepoH ansa-2b
AlNMb®A-2B 50, Ne 500, Ne 1000 eK" PEKOMOIHaHTHUIA NtoauHK, in bulk)
PEKOMBIHAHT
HUIA N0 ANHN
15. | ANIb®APEKIH® | niodinisaT ans TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH 0 peecTpauinHnX - UA/13044/01/04
I pO34nHy 4NA iH'eKLi "BANAPTIH BMpOGHUYa marepianis: 3MiHa TOproseibHOI Ha3BU
ALPHAREKIN® | no 9 mnH MOy SAPMA" KOMMaHis nikapcbkoro 3acoby (6yno - AnbapekiH® /
IHTEP®EPOH onakoHax in bulk: Ne "IHTepdhapmbioT Alpharekin® IHTepdepoH anbta-2b
ANNb®A-2B 50, Ne 500, Ne 1000 ex" PEKOMOIHaHTHUIA NtoauHK, in bulk)
PEKOMBIHAHT
HUN N0 ANHN
16. | AJIb®APEKIH® | niodhinizar ans TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH 40 peecTpavinHnx - UA/13044/01/03
/ pO34nHy ANA iH'eKUil "BANAPTIH BMPOGHUYa mMaTepianis: 3MiHa TOproeesibHOI Ha3Bu
ALPHAREKIN® | no5 maH MOy SAPMA" KOMMaHis nikapcbkoro 3acoby (6yno - AnbgapekiH® /
IHTEP®EPOH onakoHax in bulk: Ne "IHTepdapmbioT Alpharekin® IHTepdepoH ansa-2b
ATb®A-2B 50, Ne 500, Ne 1000 ex" PEKOMOBIHaHTHWIA NtoanHuK, in bulk)
PEKOMBIHAHT
HUIA N0 ANHN
17. | ANIb®APEKIH® | niodinisaT ana TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHnX - UA/13044/01/02
/ pO34nHy ANA iH'eKLi "BANAPTIH BMpPOGHUYa marepianis: 3MmiHa TOprosesibHOI Ha3BYU
ALPHAREKIN® | no 3 mnH MOy DPAPMA" KOMIMaHis nikapcbkoro 3acoby (6yno - AnbapekiH® /
IHTEP®EPOH onakoHax in bulk: Ne "IHTepdhapmbioT Alpharekin® IHTepdepoH ansa-2b
ANNb®A-2B 50, Ne 500, Ne 1000 ex" PEKOMOIHaHTHWIA NtoauHu, in bulk)
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs
PEKOMBIHAHT
HUIA N0 ANHN
18. | AM/1IOAUNIH- Tabnetku no 5 mr/4 BAT YropumHa TOB "l'epeoH Monba BHECEHHS 3MiH 0 peecTpauiiiHnX 3a UA/13159/01/01
NEPUHAOMNPU mr Ne 30 (10x3) y "lefeoH PixTep MonbLua" mMartepianis: peyenmom
N-PIXTEP 6nictepax PixTep" 3MiHa YNOBHOBaXXEHOT 0cobwu,
BiANOBiAabHOI 3a (hapmakoHarnag,;
CYNyTHS 3MiHA: 3MiHa B KOHTAKTHUX JaHNX
YNOBHOBaXKEHOI 0CO6MU, BiAMNOBIAa/ILHOT 3a
thapmakoHarniag
19. | AMOAUNIH- Tabnetku no 10 mr/8 BAT YropLmHa TOB "TepneoH MonbLa BHECEHHS 3MiH 0 peecTpauiiitHnX 3a UA/13159/01/02
NEPNHAOMNPU mr Ne 30 (10x3) y "lefeoH PixTep MonbLua" martepianis: peyenmom
N-PIXTEP 6nictepax PixTep" 3MiHa YNOBHOBaXEHOI 0cobw,
Bi4MNoOBiga/IbHOI 3a (hapmakoHarnag;
CYMNyTHA 3MiHa: 3MiHa B KOHTAKTHUX AaHUX
yMOBHOBaXXEHOT 0Cc06W, BiAMOBIAA/ILHOT 3a
hapmakoHarniag,
20. | APAHECHN PO34MH ANA iH'EKLN, AmaKeH HigepnaHg | AMaxeH €spona | HigepnaHau BHECEHHS 3MiH 0 peecTpauiiHu X 3a UA/11437/01/01
25 mkr/mn no 0,4 mn €spona b.B. " B.B., /CLUA mMartepianis: 3mMiHa y TepMiHax npuaaTHocCTi peyenmom
y nonepeaHbL0 HigepnaHau; abo ymoBax 36epiraHHsi roTOBOro
HanoBHEHUX AmOKeEH nikapcbKoro 3acoby (3MiHa 3aTBepaKeHOro
wnpuyax 3 MaHydhekuypiHr NPOTOKOJ/Ty CTabiNIbHOCTI, 3MEHLLYIOUN
aBTOMaTUYHUM Nimiten, MyepTo 4acToTy TeCTyBaHHS Ta METOAN B
3anob6idXHMKOM T0/IKU Piko, CLLA NPOMDKHMX TOYkax yacy) (TepmiH BBeL,eHHs

Ne 1; no 0,4 mny
nonepeaHsL0
HanoBHEHUX
wnpuuax Ne 1; no 0,4
M/1Yy nonepegHsL0
HanoBHEHUX
wnpuyax Ne 1y
6nicTepi

3MiH NPOTArom 6-TW MicALiB nicns
3aTBEPKEHHS); 3MiHa PO3MIpY YNaKoBKM
rOTOBOrO NiIKAPCLKOro 3acoby (BBeAEHHSA

[04aTKOBOT yNakoBKu) 6e3 3MiHN NepBUHHOT

ynakoBKW, BiANOBiAHI 3MiHW B iHCTPYKUT 41
MEeAMNYHOrO 3aCTOCYBaHHSA Y po3Aini
"YnakoBka"; 36iNbLUEHHS TEPMIHY
npuaatHocTi M3 (3 2 -x Ao 3-x pokiB) npu
36epiranHi Big 2 °C go 8 °C, BignoBigHi
3MiHW B IHCTPYKUIT 415 MEAUYHOTO
3acTocyBaHHA y po3gini "TepmiH
nNpuaaTHoOCTI"; 3MiHW B IHCTPYKLIT AnA
MEeMYHOro 3aCTOCYBaHHSA Y po3aisiax
"MpoTmnokasaHHs", "Cnoci6 3acTocyBaHHSA
Ta go3n”, "OcobnmBsi 3axoan 6e3nekn”,
"papmakonoriyHi BactTmeocTi”,
"HecyMiCHICTb"; BU/TyYEHHA 003YBaHHSA
06YyMOB/IEHO MAPKETUHIOBOIO MOITUKOIO

BMpoGHMKa 40 MKr/m, 200 MKr/mn,
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs
BiA4NOBIAHI 3MiHW B iHCTPYKLUIT ANA
Me[MYHOro 3acTocyBaHHA y po3gini "Ckniag”
(TepMmiH BBEAEHHSA 3MiH - NPOTArOM 3-X
MicALiB Nic/1a 3aTBEPKEHHS)
21. | APAHECH PO34UH ANS iH'EKLiNA, AMOKEH HigepnaHg | AmgxeH €spona | HigepnaHgn BHECEHHS 3MiH 10 peecTpaLiiHn X 3a UA/11437/01/03
100 mkr/mn no 0,3 mn | €spona B.B. [ b.B., /CLLA MaTepianis: 3MiHa y TepMiHax NpuaaTHoOCTI peyenmom
y nonepegHb0 HigepnaHngu; abo ymoBax 36epiraHHsi roTOBOro
HanoBHEHUX AmMIXeH nikapcbKoro 3acoby (3miHa 3aTBepaKeHOoro
wnpuuax 3 MaHyhekuypiHr NPOTOKO/1y CTabiNIbHOCTI, 3MEHLLYOYN
aBTOMaTUYHUM Nimiten, MyepTo 4yacToTy TeCTyBaHHS Ta METOAN B
3ano6iXXHVKOM rOKu Piko, CLLA NPOMDKHMX TOYKax Yacy) (TepmiH BBeAEeHHSA
Ne 1;no 0,3 mn y 3MiH NpoTAroM 6-Tn micAuis nicns
nonepeaHsL0 3aTBEPAKEHHS); 3MiHA PO3Mipy YNaKoBK/
HanoBHEHUX rOTOBOrO NiKapCbKOro 3acoby (BBEAEHHS
wnpuuax Ne 1; no 0,3 [04aTKOBOI yNakoBKu) 6e3 3MiHVM NepBUHHOT
M/ y nonepeaHbo ynakoBKa, BifnoBigHi 3MiHW B iHCTPYKLi 415
HarnoBHEHNX MeAMYHOro 3aCTOCYBaHHS y po3aini
wnpuuax Ne 1y "YnakoBka"; 36iNbLUEHHA TEPMIHY
6nictepi npugatHocTi M3 (3 2 -x 40 3-X pokiB) nNpu
36epiraHHi Big 2 °C go 8 °C, BignosiaHi
3MiHW B IHCTPYKUIT 418 MeANYHOro
3acTocyBaHHA y po3aini "TepmiH
npuaaTHoCTI"; 3MiHa pPo3Mipy ynakoBku
roTOBOrO JIiKAPCLKOro 3acoby (BUIy4eHHs
YNakoBKU NEBHOro po3Mmipy), BiAnoBigHi
3MiHW B IHCTPYKLUIT AN MeANYHOro
3acTocyBaHHA y po3aini "Ynakoska"; 3mMiHM B
IHCTPYKUIT A1 MeanyYHOro 3acToCcyBaHHA y
posginax "lMpoTnnokasaHHs", "Cnocio
3acTocyBaHHsA Ta go3n", "Ocobnmsi 3axoam
6e3nekn”, "dapmakooriyHi BNacTmBocCTi",
"HecyMiCHICTb"; BU/TyYEHHSI [O3YBaHHSA
06yMOB/1IEHO MapPKETUHIOBOI NOMITUKOLO
BMpo6HMKa 40 Mkr/ms, 200 MKr/mn,
BIANOBIAHI 3MiHW B IHCTPYKLUIT AnA
MeAMYHOro 3acToCyBaHHs y po3gini "Cknag"
(TepmiH BBEAEHHS 3MiH - NPOTAroM 3-X
MiCALB Nic/sa 3aTBEPKEHHS)
22. APAHECH PO34YMH ANS iH'EKLN, AMIXeH HigepnaHg | AMapxeH €spona | HigepnaHan BHECEHHS 3MiH 0 peecTpauiiiHm X 3a UA/11437/01/05
500 mkr/mn no 1,0 mn | €spona b.B. " B.B., / NyepTo MaTepianis: 3MiHa y TepMiHax NpuaaTHoOCTI peyernmom
y nonepeaHL0 HigepnaHaw; Piko, CLLA a6o ymoBax 36epiraHHA roToBOro

HanoOBHEHUX

AMDKEH

NikapcbKoro 3acoby (3miHa 3aTBEPAXEHOTO
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs
wnpuuax 3 MaHyhekuypiHr NPOTOKO/Ty CTabiNIbHOCTI, 3MEHLLYOUN
aBTOMAaTUYHUM Nimiten, MyepTo 4yacToTy TeCTyBaHHS Ta METOAW B
3ano6iKHUKOM T0/IKN Piko, CLLA NPOMDKHUX TOuKax Yacy) (TepmiH BBefeHHSA
Ne 1;no 1,0 mny 3MiH NpoTAroM 6-Tm micAuiB nicns
nonepeaHL0 3aTBEPKEHHS); 3MiHa PO3MipY YNakoBKM
HanoBHEHUX rOTOBOrO /iIKAPCbKOro 3acoby (BBEAEHHS
wnpuyax Ne 1; no 1,0 [04aTKOBOT yNakoBkn) 6e3 3MiHVM NepBUHHOT
M/1Yy nonepegHsLo ynakoBKa, BiAMOBiAHI 3MiHN B iHCTPYKL,ii Ans
HanoBHEHNX MeMYHOro 3aCTOCYBaHHS y po3gini
wnpuuax Ne 1y "YnakoBka"; 36i/TbLUEHHS TEPMiHY
6nictepi npugartHocTi M3 (3 2 -x 40 3-X pokiB) npu
36epiraHHi Big 2 °C go 8 °C, BignosiaHi
3MiHW B IHCTPYKUIT 415 MEANYHOTO
3acTocyBaHHA y po3gini "TepmiH
npugatHocTi"; 3MiHa pPO3Mipy ynakoBKu
rOTOBOrO JIiKAPCbKOro 3ac00y (BUIYYEHHs
YNakoBKW NMEBHOro po3Mmipy), BiANoBigHi
3MiHW B IHCTPYKLUIT 4N MeANYHOro
3acTocyBaHHA y po3ini "Ynakoska'"; 3mMiHU B
IHCTPYKUiT AN MeQnyYHOro 3acTocyBaHHA y
po3ainax "MpoTtunokasaHHs", "Cnocio
3acTocyBaHHsA Ta go3n", "Ocobnmsi 3axoam
6e3nekn”, "dapmakooriyHi BNacTmBocCTi",
"HecyMiCHICTb"; BU/TyYEHHS [03YBaHHS
06yMOB/IEHO MapKETNHIOBOK NOSTITUKOLD
BMpo6HMKa 40 mMkr/ms, 200 MKr/mn,
BiANOBIAHI 3MiHW B IHCTPYKLUIT 4115
MeAMYHOro 3acTocyBaHHs y po3gini "Ckniag”
(TepMmiH BBEAEHHSA 3MiH - NPOTArOM 3-X
MiCALiB Nic/1a 3aTBEPKEHHS)
23. | ATOPOANIH TabneTkn, BKpUTI Kpka-®apma, | XopsarTis KPKA, o.4., CnoseHis BHECEHHS 3MiH 40 peecTpauiiHnX 3a UA/14542/01/01
nAiBKOBOK 4.0.0. HoBo mecTo mMarepianis: peuenmom

o06010HKo, 10 Mr/10
mr Ne 10 (10x1), Ne
20 (10x2), Ne 30
(10x3), Ne 50 (10x5),
Ne 60 (10x6), Ne 90
(10x9), Ne 100
(10x10), Ne 14
(14x1), Ne 28 (14x2),
Ne 56 (14x4) y
6nicrepax

BUMNPaB/IEHHS TEXHIYHOI NOMWU/IKMA B METOAaX
KOHTPOJIt0 SKOCTi (Y MapKyBaHHi NepBUHHOI
yNakoBKW 00 403U NIKapCbKOro 3acoby)
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs
24. | ATOPOANIH TabneTkn, BKPUTI Kpka-®apma, | XopsarTis KPKA, o.4., CnoseHis BHECEHHS 3MiH 0 peecTpauiinHnX 3a UA/14543/01/01
NNiBKOBOIO 4.o.0. HoBo mecTo MaTepianis: peyernmom
060/10HKOI0, 5 Mr/10 BUNPAaB/IEHHA TEXHIYHOT MOMWUIIKN B METOAAX
mr Ne 10 (10x1), Ne KOHTPOJIt0 SIKOCTI (Y MapKyBaHHi NepBUHHOI
20 (10x2), Ne 30 YyNakoBKM LLOA0 [03M1 NIKAPCbKOro 3acoby)
(10x3), Ne 50 (10x5),
Ne 60 (10x6), Ne 90
(10x9), Ne 100
(10x10), Ne 14
(14x1), Ne 28 (14x2),
Ne 56 (14x4)y
6nictepax
25. BIKAPA® TabneTkn, BKpUTI MPOG®APMA ManbTa Na6opatopioc IcnaHis BHECEHHS 3MiH [0 peecTpauinHmnx 3a UA/12927/01/01
nAiBKOBOHO IHTEepHeLHN HopmoH C.A. MaTepianis: peyenmom
060/10HKOI0, N0 5 Mr TpelguHr BUMNPAaB/IEHHSA TEXHIYHUX NOMUIIOK B
Ne 30 (15x2) B NimiTepq, IHCTPYKUiT 415 MeANYHOro 3acTOCyBaHHS
6nictepax BBegeHHA 3MiH NpoTarom 3-x MicsiliB
nicns saTtBepAXeHHs
26. BIKAPA® TabneTkn, BKPUTI MPO®APMA ManbTa Na6opaTtopioc IcnaHis BHECEHHS 3MiH [0 peecTpavliinHnx 3a UA/12927/01/02
nAiBKOBOIO IHTEepHeLwHN HopmoH C.A. MaTepianis: peyenmom
06010HKO0, M0 10 mr TpeanHr BUMPAaB/IEHHS TEXHIYHUX MOMMU/IOK B
Ne 30 (15x2) B NimiTepq, IHCTPYKUIT 415 MEANYHOr0 3aCTOCYyBaHHS
6nictepax BBegeHHA 3MiH NpoTArom 3-x MicsiliB
nicns sarBepAKeHHs
27. | BNIOKIYM B12 niogpinizat ana Na6opaTtopia | ApreHTuHa Na6opaTopis ApreHTtuHa BHECEHHS 3MiH 0 peecTpavlinHnx 3a UA/13253/01/01
pO34nHy 415 iH EKLR Kacacko Kacacko marepianis: BUNPaBIEHHA TEXHIYHNX peyenmom
no 10 mr y cpnakoHax ATLT.T. ANT.T. nomunok B MKA 13y p. "Cocrtas",
Ne 3, Ne5 3 "Cneumdmkauus Ha Bbinyck npenaparta
PO3YMHHMKOM M0 2 Mn (nmodpunuzar)”, "Cneumdmkanmsa Ha Cpok
B amnynax Ne 3, Ne 5 rogHocTu (nnodgmnusar)” Ta "MeToabl
KOHTPO/1A KayecTsa" 3a n.
"aeHTudpmkaumsa”, "KonmyectseHHoe
onpejeneHne rmapokcmkobanamMmmHa' Ta
"ConyTcTBYyloLMe npumecu”, a came:
NOMWKM NPU Nepeknagi B HasBax Ajiymnx 1a
[LONOMDKHUX PEYOBWH — NPUBELEHHSA Y
BiAMOBIAHICTb 40 peecTpauiinHmX (apXiBHUX)
MaTepianis Ta IHCTPYKUIT 4N MeanyYHOro
3acTocyBaHHs y p. «Cknag»
28. BOHOPOHAT® | koHUeHTparT ans P. LLiseliyapis Poww HimeuunHa/ BHECEHHS 3MiH 0 peecTpauinHnX 3a UA/5557/01/01
NpUroTyBaHHA XohdhmaHH- JiarHocTuke Lseiiuapis mMartepianis: peyenmom
po3unHy Ana iHdysiii, | J1a Pow Jitg vo6X, 3MiHa YNOBHOBaXEHOI 0cobw,
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs
6 Mr/6 mnno 6 mny HimeuunHa ans BigNoOBifa/IbHOI 3a (hapmakoHarnsag;
onakoHax Ne 1, Ne 5 ®. XothdpmaHH- CYNYTHA 3MiHa: 3MiHa B KOHTAKTHUX AaHUX
Na Pow Nt/ YrNOBHOBaXeHOI 0cobw, BiAMNOBIA&/ILHOT 3a
Lseiyapis hapmakoHarnag,
29. BPOHXOCTOIM | po34nH opasnbHWiA No Kgizga ABCTpIs Kgizga ®apma ABCTpIs BHECEHHS 3MiH [0 peecTpauinHmnx 6e3 UA/13470/01/01
® PO34YH 150 mn y conakoHi Ne | dapma M'moX X martepianis: peyenma
1y KOMMeKTi 3 3MiHa nocTavyasibHuKa nakyBasbHMX
MipH/M CTakaH4MKOM marepianis a60 KOMMIEKTYHOUUX (SKLLO
3a3HayeHo B 00CbE) (3aMiHa abo foaaBaHHSA
nocrtayasibHuKa); CynyTHs 3miHa: 3MiHa
chopmy abo po3Mipy KOHTeliHepa umn
3aKynoprBa/IbHOro 3acoby (NepBUHHOI
ynakoBKK) (HECTepPUbHI NikapCcbki 3aco6u)
30. BPOHXOCTON | cupon no 120 mny Kgizga ABCTpIs Kgizga ®apma ABCTpIs BHECEHHS 3MiH [0 peecTpauinHmnx 6e3 UA/9915/02/01
® cupPon onakoHax Ne 1 dapma M'vbX v6X MaTepianis: peyenma
3MiHa nocTavyasibHuKa nakyBasbHMX
marepianis a6o KOMMIEKTYHUUX (AKLLO
3a3HayeHo B 00CLE) (3aMiHa abo foaaBaHHSA
noctavasibHuKa); CynyTHA 3MiHa: 3MiHa
chopmy abo po3Mipy KOHTeliHepa umn
3aKynopHBa/IbHOro 3acoby (NepBUHHOI
ynakoBKK) (HECTepPUbHI NikapCcbki 3aco6u)
31. BANEPIAHN HacToiika no 25 mny [JouipHe YkpaiHa [JouipHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnX 6e3 UA/6718/01/01
HACTOWKA onakoHax- nignpuemMcTs nigNpuemMcTBO mMartepianis: 0TOBWIA NlikapcbKuii 3aci6. peyenma
KpanensHuuax; no 30 o] "Arpocpipma Curctema ynakoskalykynopka. 3miHa po3mipy
M/1Y donakoHax "Arpocpipma "An" yNakoBKW1 rOTOBOI0 NiKapCbKoro 3acoby (iHwi
A" npuBaTHOro 3MiHW) - LOAATKOBO BHOCUTHLCSA BTOPUHHE
npuBaTHOIO nignpuemcraea nakyBaHHs dof1akoHy; 3MiHa Y KOPOTKiit
nignpuemcTs "AR" XapakTepucTuLi nikapcbkoro 3acoby,
a"dAn" IHCTPYKUIT 418 MEANYHOro 3aCTOCYyBaHHS

abo MapkyBaHHI ynakoBoK (iHLi 3MiHW) -
3MiHa MapKyBaHHS NepPBUHHOT YNakoBKM y
chnakoHax no 25 mn, a6o 30 mn 6e3
BKNafaHHsA B Nayky (4ONOBHEHHSA
iHhopMalii woao 3actocyBaHHs J13).
BBeaeHHA 3MiH npoTArom 3-x micsauis
nicnsa 3arBeppkKeHHA. [0TOBWI NiKapcbknii
3aci6. KOHTpO/1b rOTOBOrO /likapCbKoro
3aco6y. 3MiHa y meTodax BUNpo6yBaHHS
rOTOBOTO JIiKaPCbKOro 3acoby (iHLWi 3MiHW y
MeTofax BunpobyBaHb (BKIKOYAKOUM 3aMiHy
a60 [10MOBHEHHSA)) - BHECEHHA 3MiH A0
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Ne
n/n

Ha3ssa
JliKapcbKO20
3acoby

Popma sUnycKy

3asiBHUK

Kpaina

Bupo6HuUk

KpaiHa

PeecmpayitiHva npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsi0OYeHHs

MeTofiB BunNpobysaHHsa N3 y n. «ETaHo»
[JONOBHEHO HOBOK METOAMKOK BU3HAYEHHS
MeTO/L0M ra3oBoi xpomarorpadii, 4onycTumi
MeXi BMICTY eTaHo/y 3a/mLieHi 6e3 3MiH; M.
«Badki meTanin» fONOBHEHO METOAMNKOH
BW3HAYEHHS NOKa3HWKa; M. «Cyxuii
3a/IMLLIOK» YTOYHEHA Ki/TbKICTb npenapaTty
119 BU3HAYEHHS NOKa3HKKa Ta HOPMYBaHHS;
T. «O6‘€M BMICTY YNakoBKu» YTOUHEHA
KINIbKICTb (hr1akoHiB, Ski BigbypatTbea ons
npoBeeHHs BUNpobyBaHHS; T.
"Mikpo6iosnoriyHa yncrtoTa" npuBefeHoO A0
BMMOT il04oro BugaHHs dY; rotoswuii
nikapcbkuii 3aci6. Cuctema
ynakoBka/ykynopka. 3miHa chbopmu abo
PO3Mipy KOHTEeHepa Y1 3aKynoproBa/IbHOro
3acoby (NepBUHHOT YNaKkoBKN) (HECTEPUbHI
nikapcbki 3aco6u) - 4OMOBHEHO HOBVM
TUNOM o1aKoHIB (Mo 30 M/T) 3 iHLLUM
JdiameTpom ropna, yKynopeHux npookamm-
KpanesbHUUAMMW Ta KpULLIKaMmM YKYNOpOYHO-
HarBMH4YyBaHUMW, 3 KOHTPOJIEM PO3KPUTTSA
3aTBEPKEHNX BUPOOHUKIB; MeanyHi
npucTpoi. 3MiHa NpUCTPOIB ANns
BUMIpIOBaHHS 031 abo BBeleHHS
nikapcbKoro 3acoby (goaaBaHHS abo 3amiHa
NPUCTPOIO, AKUIA € HEBIZ'EMHOIO YaCTUHO
NepBUHHOT YyNaKoBKW) - A0AATKOBO
BHOCUTbLCSA NPo6Ka-kpanenbHULA
nonieTuaeHosa A5 gpaakoHy no 30 mn

32.

BANEMBIK 10

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKOI0, Ne 8
(8x1) y 6nicTepi

AneEMBIK
dapmac’oTik
enc Nimitep,

IHAjs

Anembik
dapmac’toTikesnc
Nimiteq,

IHAiA

BHECEHHS 3MiH 40 peecTpauiiHnX
mMarepianis: 36iNbLUEHHS TEPMIHY
npuaaTHocTi M3 (3 2-x Ao 3-x pokiB)

3a
peyenmom

UA/14332/01/01

33.

BANEMBIK 10

TabneTkn, BKpUTI
NNiBKOBOK
0060/10HKOH, in bulk
Ne 1000 y 6aHLui

Anemo6ik
dapmac’toTik
enc Jlimitepq,

IHais

Anemo6ik
dapmac’toTikenc
Nimiteq,

IHais

BHECEHHS 3MiH [0 peecTpavliinHnx
mMartepianis: 36iNbLUEHHA TEPMIHY
npuaaTtHocTi M3 (3 2-x Ao 3-X pokiB)

UA/14333/01/01

34.

BANNEMBIK 5

TabneTkn, BKPUTI
N1iBKOBOIO
060/10HKOt0, Ne 8
(8x1) y 6nicTepi

Anemoik
dapmac’toTiK
enc Nimiten,

IHAjs

ANeMBIK
dapmac’toTikenc
Nivitep,

IHAiA

BHECEHHS 3MiH 0 peecTpauinHnX
Martepianis: 36iNbLIEHHS TEPMIHY
npugarHocTi M3 (3 2-x 40 3-X PokiB)

3a
peuerimom

UA/14334/01/01
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby nocsio4YeHHs1
35. BANEMBIK 5 TabneTkn, BKPUTI Anemo6ik IHAjs Anemoik IHAiA BHECEHHS 3MiH 0 peecTpauiinHnX - UA/14335/01/01
NNiBKOBOIO dapmac’toTiK dapmac’toTikenc Martepianis: 36iNbLIEHHS TEPMiHY
060/10HKoH, in bulk enc Nimiten, Nivitep, npugarHocTi M3 (3 2-x 40 3-X PokiB)
Ne 1000 y 6aHu
36. BISTPEKCAT PO34UH ANS iH'EKLiNA, M-IHBECT Kinp BeHyc Pemegic IHaisa BHECEHHS 3MiH [0 peecTpauinHmnx 3a UA/11276/01/01
25 Mr/mn no 2 mny NIMITEL, Nivitep martepianis: peyernmom
chnakoHax Ne 1 BUMPAaB/IEHHSA TEXHIYHUX NOMUIIOK Y
MeToAax KOHTPOJIK0 SKOCTI
37. BISTPEKCAT PO34MH ANA iH'EKLN, M-IHBECT Kinp BeHyc Pemegic IHais BHECEHHS 3MiH 40 peecTpavinHnx 3a UA/11276/01/02
100 mr/Mano 5 mny NIMITEL, Nimiteq, MaTepianis: peyenmom
thnakoHax Ne 1 BUNPAaB/IEHHA TEXHIYHMX MOMUIIOK Y
MeTo[aX KOHTPOJIK0 AKOCTI
38. | BIC-HON® kancynu no 120 mr Ne MAT YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnX 6es UA/5192/01/01
30 (10x3), Ne 100 "dpapmak” MaTepianis: peyenma
(10x10) y 6nictepax y 3MiHa y napameTpax cneyudikauii Ta/abo
nau JOMYCTUMUX MEX, BUSHAYEHUX Y
cneuunadikauisax Ha A®|l abo aitody pevyoBuHy,
ab0 BUXIQHWA/NPOMDKHUIA NPOAYKT/peareHT,
LLIO BUKOPUCTOBYIOTBLCS Y MPOLLECI
BMpo6HULTBA A®| ab0o Ailoyoi peyoBUHUY;
BBEJEHHS A,0AATKOBOI BUPOOHNYOT AiNbHWL
AdI
39. FA3IBA® KOHLeHTpaT a1 & . XohcpmaH | Lseiiuapis BUPOGHULTBO HimeuunHa/ BHECEHHS 3MiH 0 peecTpauiiitHnX 3a UA/14232/01/01
pO34unHy A5 iHya3iit H-J1a PoLwu Hepo3dgacoBaHo | LBeiiuapis MaTepianis: peyenmom
no 1000 mr/40 mn y nTp T npoayKuii, 3MiHa YNOBHOBaXeHOT 0cobu,
thnakoHax Ne 1 nepeuHHe BiANoOBifabHOT 3a thapmakoHarnag,;
nakyBaHHS, CYNyTHS 3MiHA: 3MiHa B KOHTAKTHUX JaHNX
BMNPOOYBaHHSA yNOBHOBaXeHOI 0cobw, BIANOBIAA/ILHOT 3a
KOHTPO/I0 thapmakoHarnsg,
AKOCTI: Pow
[LiarHocTuke
6X,
HimeyunHa;
BTOpPUHE
naxkyBaHHs:
®.XohhmaHH-
Na Pow Jitg,
Lseliyapis;
BUNYCK cepil:
®. XohdhmaHH-
Na Pow Nta,

LBeiiuapis
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs
40. FANONEPUAO PO34YMH ANS iH'EKLN, BAT YropLmHa BAT "lepeoH YropwuHa BHECEHHS 3MiH 0 peecTpauiinHnX 3a UA/7271/01/02
N AEKAHOAT 50 mr/mn no 1 mn B "leneoH PixTep" MaTepianis: peyernmom
amnynax Ne 5 PixTep" 3MiHa YNOBHOBaXEHOI 0cobw,
BiANoBifabHOT 3a thapmakoHarnag,;
CYMNyTHA 3MiHa: 3MiHa B KOHTAKTHUX AaHUX
YNOBHOBaXeHOI 0cobu, BiANOBIAaILHOT 3a
dhapmakoHarnsg
41. FANTONEPUAO TabneTtkn no 5 mr Ne BAT YropwmHa BAT "TegeoH YropimHa BHECEHHS 3MiH 40 peecTpauiinHnX 3a UA/7271/02/02
N ®OPTE 50 (25x2) y 6nicTepax "leneoH PixTep" MaTepianis: peyenmom
PixTep" 3MiHa YNoBHOBaXeHOT 0cobu,
BiANoOBifabHOI 3a (hapmakoHarnag,;
CYNYTHA 3MiHa: 3MiHa B KOHTaKTHUX AaHuX
YNOBHOBaXKEHOI 0CO6MU, BiANOBIAaIbHOT 3a
thapmakoHarnsg
42. FANONEPUAO PO34YMH ANS iH'EKLN, BAT YropLmHa BAT "lepeoH YropLmHa BHECEHHS 3MiH 40 peecTpauiiiHnX 3a UA/7271/01/01
N-PIXTEP 5wmr/mnno 1 mnB "leneoH PixTep" MaTepianis: peyenmom
amnynax Ne 5 PixTep" 3MiHa YNOBHOBaXEHOI 0cobw,
BigNOBifa/IbHOI 3a (hapmakoHarnsag;
CYNYTHSA 3MiHa: 3MiHa B KOHTaKTHUX AaHnX
YNOBHOBaXXeHOI 0cobu, BiANOBIAaLHOT 3a
dhapmakoHarnsg
43. FANONEPUAO TabneTtkm no 1,5 mr BAT YropuwmHa BAT "TegeoH YropwuHa BHECEHHS 3MiH [0 peecTpauinHnx 3a UA/7271/02/01
N-PIXTEP Ne 50 (25x2) y "leneoH PixTep" MaTepianis: peyenmom
6nictepax Pixtep" 3MiHa YNOBHOBaXXEHOI 0co6w,
BiANoOBifaIbHOT 3a thapmakoHarnag,;
CYNYTHA 3MiHa: 3MiHa B KOHTaKTHUX AaHWX
YNOBHOBaXXEHOI 0CcO6MU, BiANOBIAaILHOT 3a
thapmakoHarnsg,
44. FNHO®POPT Kpem BariHasibHuiA, 20 BAT YropLmHa BAT "TepeoH YropwuHa BHECEHHS 3MiH 40 peecTpauiiHnX 3a UA/3420/01/01
mr/rno5ry "T'epfeoH PixTep" mMarepianis: peuenmom
annikatopax Ne 1 PixTep" 3MiHa YNoBHOBaXeHOT ocobu,
BigNoOBifa/IbHOI 3a (hapmakoHarnsag;
CYNYTHSA 3MiHa: 3MiHa B KOHTaKTHUX AaHuX
YNOBHOBaXeHOI 0cobu, BiANOBIAaILHOT 38
hapmakoHarnsg,
45, rMEHCNPEN 3 crnpei HasanbHuiA, neHmapk IHais neHmapk IHaisa BHECEHHS 3MH [0 PeecTpauiinHmnx 3a UA/14550/01/01
A3EJIACTUHO [030BaHui, dapmacbioT dapmacbloTuKa mMaTepianis: npuBeLeHHA peyenmom
M cycneHsia no 150 o3 vkans fitg. n3 Jita,. MicLie3HaxoMKeHHS BUpobHuka M3y
y thnakoHax Ne 1 BignosigHicTb Ao Ceptudpikaty GMP, 6e3
3MiHN Micus BUPOBGHMLTBA
46. | TNYTAPIIH KOHLleHTpaT ans ToBapucTBo YkpaiHa ToBapucTeo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauinHux 3a UA/4022/03/01
po34nHy A4N0s iHdysil, 3 06MeXeHo Martepianis: 36iNbLIEHHA TEPMIHY peyenmom
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs
400 mr/mn no 5 mn B 06MeXeHot Bif4NoBifasIbHICT npuaaTtHocTi M3 (3 2-x Ao 4-x pokiB)
amnynax Ne 10 (5x2) Bignosifasib 10 (TepmiH BBEAEHHSA 3MiH - NPOTATOM 3-X
y 6nictepax B HiCTIO "papmavueBTNyH MiCALiB Nicna 3aTBEPKEHHS)
Kopobui; B amnynax "®GapmauesT a KomnaHis
Ne 10 B Kopobui nyHa "3popos's”
KoMnaHis
"3p0poB's"
47. | TNYTAPIH PO34YMH ANS iH'EKLIN, ToBapucTBo YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiinHnX 3a UA/4022/01/01
40 mr/ mn, no 5 mn B 3 06MexeHo MaTepianis: 36iNbLUEHHA TEPMIHY peyenmom
amnynax Ne 10 B 06MeXeHot Bif4NoBifasIbHICT NpUAAaTHOCTI TOTOBOrO J1iKapCbKOro 3acoby
kopobui, Ne 5 (5x1), Bignosiganb 10 (3 2-x po 4-x pokiB) (TepMiH BBELEHHS 3MiH -
Ne 10 (5x2) y HiCTIO "papmavueBTNyH NPOTArom 3-x MicALiB MiCNA 3aTBEPIKEHHS)
6nictepax B KOpooLi "dbapmaueBT a KoMnMaHis
nyHa "3popos's”
KoMnaHis
"3p0poB's"
48. FNYTAPIH Tabnetkm no 0,25 r Ne | ToBapucTso YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpavlinHnx 6es UA/4022/02/01
30 (10x3), Ne 60 3 06MexeHo MaTepianis: 36iNbLUEHHA TEPMIHY peyenma
(10x6), Ne 30 (30x1), 06MeXeHo BiANOBiJabHICT NPUAATHOCTI rOTOBOrO NikapCbkoro 3acoby
Ne 60 (30x2) y Bignosiganb 10 (3 2-x go 5-T1 pokis) (TepmiH BBEEHHS 3MiH
6nictepax HiCTIO "hapmaueBTUYH - MpoTsAromM 3-x Micsayis nicns
"dbapmaueBT a KoMMaHis 3aTBEPAKEHHS)
nyHa "3popos'a”
KoMnaHis
"3p0opos'a”
49. FNYTAPIIH Tabnetkm no 0,751 Ne | ToBapucTso YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpavinHnx 6es UA/4022/02/03
30 (10x3), Ne 50 3 06MeXeHo mMartepianis: 36iNbLIEHHA TEPMIHY peuyenma
(10x5) y 6nictepax 06MeXeHo BiANOBiabHICT NPUAATHOCTI rOTOBOrO NMikapCbKoro 3acoby
BignoBigasib 10 (3 2-x go 5-T1 pokiB) (TepmiH BBeLEHHS 3MiH
HiCTIO "hapmaueBTUYH - MpoTsArom 3-x micsayis nicns
"®apmaueBT a KoMnaHis 3aTBEPKEHHS)
nyHa "3popos'a”
KoMnaHis
"3p0opos'a”
50. FPUNEKC TabneTtkm Ne 4x1, Ne KOHina6, Nnn CWA CiHmeguk IHaisa BHECEHHS 3MiH [0 peecTpauinHnx 6e3 UA/11428/01/01
AKTUB 10x1, Ne 12x1, Ne 20 Na6opatopis, MaTepianis: peyenma
(10x2), Ne 24 (12x2) y IHaia; OnTimMyc 3MiHW B IHCTPYKLUIT 4N MeANYHOro
6nictepax [bxeHepikc 3aCcTOCyBaHHSA. BBegeHHS 3MiH NpoTAroMm 3-x
Nimiten, IHAjA MicsLiB nicns 3aTBepaXeHHs
51. rPMnounTPO NMOPOLLIOK AN ToBapucTso YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauinHnX 6e3 UA/1470/01/02
H ®POPTE OpPaJIbHOTO PO34YUHY 3 06MEXEHO MaTepianis: 36iNbLUEHHS TEPMiHY peyenma
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs
no 4,0 r B naketax No | o6MexeHot Bif4NoBifasIbHICT NpUAAaTHOCTI TOTOBOrO JiKapCbKOro 3acoby
10 Bignosifasib 10 (3 2-x o 3-x pokiB) (TepMiH BBEleHHS 3MiH -
HiCTIO "papmavueBTNyH NPOTAroMm 3-x MicALiB MiCNA 3aTBEPIKEHHS)
"PapmaLeBT a KoMnaHis
nyHa "3popos's”
KoMnaHis
"3p0poB's"
52. | AAPIIA TabneTku, BKpUTI BAT YropwmHa BAT "TegeoH YropimHa BHECEHHS 3MiH 40 peecTpauiinHnX 3a UA/11801/01/01
nNiBKOBOIO "leneoH PixTep" MaTepianis: peyenmom
obonoHkotro, 3 mr/0,02 PixTep" 3MiHa YNoBHOBaXeHOT 0cobu,
Mr Ne 28 (1x24+4), Ne BiANoOBifabHOI 3a (hapmakoHarnag,;
84 (3x24+4)y CYNYTHA 3MiHa: 3MiHa B KOHTaKTHUX AaHuX
6nictepax pasom 3 YNOBHOBaXKEHOI 0CO6MU, BiANOBIAaIbHOT 3a
NAacknM KapTOHHUM hapmakoHarnsag,
dyTnApom ans
36epiraHHA 6rictepa
B KAPTOHHIli ynakoBLi
53. | ABENNA Tabnetkm no 30 mr Ne BAT YropLmHa CEHEKCI, ®paHuis/ BHECEHHS 3MiH 0 peecTpauiiHmX 3a UA/12179/01/01
1y 6nictepax "lefeoH PpaHuis; IcnaHis mMartepianis: peyenmom
PixTep" NABOPATOPIO 3MiHa YNOBHOBaXEHOI 0cobw,
C NNEOH Bi4MNOBiga/IbHOI 3a (hapmakoHarnag;
®APMA, C.A., CYMNyTHA 3MiHa: 3MiHa B KOHTAKTHUX AaHUX
Icnanis yMOBHOBaXXeHOT 0C06W, BiAMOBIAA/ILHOT 3a
hapmakoHarniag,
54. | AE3STPOH KOHLeHTpaT ansd AKTaBic rpyn IcnaHgis AkTasic ITanis ITania BHECEHHS 3MiH 0 peecTpavlinHnx 3a UA/12864/01/01
po3unHy 4N1s iHdysil AT C.n.A. martepianis: peyenmom
no 0,8 mr/mny BUNPAB/IEHHS TEXHIYHMX NOMUOK B
hnakoHax Ne 1 MeTo[aX KOHTPOJIK0 AKOCTI
55. ANPOTOH® TabneTtkn no 2,5 mr BAT YropLmHa BAT "lepeoH YropwuHa BHECEHHS 3MiH 40 peecTpauiiHnX 3a UA/7679/01/01
Ne 14 (14x1), Ne 28 "T'egeoH PixTep" mMarepianis: peuenmom
(14x2), Ne 56 (14x4) y PixTep" 3MiHa YNoBHOBaXeHOT ocobu,
6nictepax BigNoOBifa/IbHOI 3a (hapmakoHarnsag;
CYNYTHSA 3MiHa: 3MiHa B KOHTaKTHUX AaHuX
YNOBHOBaXeHOI 0cobu, BiANOBIAaILHOT 38
hapmakoHarnsg,
56. | AUPOTOH® TabneTtkn no 5 mr Ne BAT YropuwmHa BAT "legeoH YropwuHa BHECEHHS 3MiH [0 peecTpauinHmnx 3a UA/7679/01/02
14 (14x1), Ne 28 "leneoH PixTep" MaTepianis: peyernmom
(14x2), Ne 56 (14x4) y PixTep" 3MiHa YNOBHOBaXEHOI 0co6w,

6nictepax

BiANoBifabHOT 3a thapmakoHarnag,;
CYMYTHS 3MiHa: 3MiHa B KOHTAKTHUX AaHWX
YNOBHOBaXeHOI 0cobu, BiANOBIAaILHOT 3a

hapmakoHarnsg
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs
57. ANPOTOH® TabneTtkn no 10 mr Ne BAT YropLmHa BAT "lepeoH YropwuHa BHECEHHS 3MiH 0 peecTpauiinHnX 3a UA/7679/01/03
14 (14x1), Ne 28 "leneoH PixTep" MaTepianis: peyernmom
(14x2), Ne 56 (14x4) y PixTep" 3MiHa YNOBHOBaXEHOI 0cobw,
6nictepax BiANoBifabHOT 3a thapmakoHarnag,;
CYMNyTHA 3MiHa: 3MiHa B KOHTAKTHUX AaHUX
YNOBHOBaXeHOI 0cobu, BiANOBIAaILHOT 3a
dhapmakoHarnsg
58. | AUPOTOH® TabneTtkm no 20 mr Ne BAT YropwmHa BAT "TegeoH YropimHa BHECEHHS 3MiH 40 peecTpauiinHnX 3a UA/7679/01/04
14 (14x1), Ne 28 "leneoH PixTep" MaTepianis: peyenmom
(14x2), Ne 56 (14x4) y PixTep" 3MiHa YNoBHOBaXeHOT 0cobu,
6nictepax BiANoOBifabHOI 3a (hapmakoHarnag,;
CYNYTHA 3MiHa: 3MiHa B KOHTaKTHUX AaHuX
YNOBHOBaXKEHOI 0CO6MU, BiANOBIAaIbHOT 3a
thapmakoHarnsg
59. ANCIMNOPT® NnopoLUoK AN INCEH ®paHLin INMCEH Benuka BHECEHHS 3MiH 40 peecTpauiiiHnX 3a UA/13719/01/01
PO34YMHY A8 iH'EKLIA PAPMA BIO®APM BpuTaHis MaTepianis: peyenmom
no 500 O y NIMITEL, 3MiHa YNOBHOBaXEHOI 0cobw,
hnakoHax Ne 1 BigNOBifa/IbHOI 3a (hapmakoHarnsag;
CYNYTHSA 3MiHa: 3MiHa B KOHTaKTHUX AaHnX
YNOBHOBaXXeHOI 0cobu, BiANOBIAaLHOT 3a
dhapmakoHarnsg
60. | AUTUNIH- PO34NH ANS iH'EKLiNA, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauinHnx 3a UA/2995/01/01
AAPHULUA 20 mr/mn no 5 mn B "®apmaueBT "®apmaueBTUyH MaTepianis: peyenmom
amnynax Ne 10 y nyHa dhipma a hipma BUNPaB/IEHHA TEXHIYHMX MOMUMOK Y PO3Aini:
Kopobu,i, Ne 5 (5x1), "NapHuusa" "NapHuua” "Cnocib 3acTocyBaHHS Ta A03K" IHCTPYKLUIT
Ne 10 (5x2) y 01 MeINYHOro 3aCTOCyBaHHA
KOHTYPHUX
YyapyHKOBUX
ynakoBKax y nauuj
61. | EBITEKC cynosuTopii MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 peecTpauinHnX 6es UA/12185/01/01
BariHasibHi no 18,9 mr | "MoHgapm” "MoHcpapm" MaTepianis: 3MiHW [0 IHCTPYKUIT Ans peyenma

Nel0 (5x2) y cTpunax
y nauuj

MeJMYHOro 3aCTOCYBaHHS y PO34inu:
"lMokasaHHa", PapmakoTepaneBTUYHa
rpyna" (wono hapmMakonoriyHnx
BnactmBocTelt), "MpoTmunokasaHHsa",
"B3aemogjs 3 iHWMMW NikapCbKMMu
3acobamu Ta iHWi BUAW B3aemogiii",
"Oc06/MBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHA y nepiof BariTHOCTi abo
rofyBaHHs rpyaar”, "Cnocié 3actocyBaHHs
Ta posun”, "MepepnosyBaHHa", "Mo6IYHI
edekTn" 3rigHo 3 iHhopmalLiieto Wwoao
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs
MeLMYHOro 3aCTOCyBaHHsA pedhepeHTHOro
NikapcbKoro 3acoby
62. EKBATOP Tabnetku, 10 mr/5 mr BAT YropwuHa BAT "lepeoH YropwumHa BHECEHHS 3MiH 0 peecTpauiiiHnX 3a UA/3211/01/01
Ne 10 (10x1), Ne 30 "lefeoH PixTep" mMartepianis: peyenmom
(10x3), Ne 60 (10x6) y PixTep" 3MiHa YNOBHOBaXXEHOT 0cobwu,
6nictepax BiANOBiAabHOI 3a (hapmakoHarnag,;
CYNyTHS 3MiHA: 3MiHa B KOHTAKTHUX JaHNX
YNOBHOBaXKEHOI 0CO6MU, BiAMNOBIAa/ILHOT 3a
thapmakoHarniag
63. EKBATOP Tabnetku, 20 mr/5 mr BAT YropLmHa BAT "TegeoH YropwuHa BHECEHHS 3MiH 0 peecTpauiiitHnX 3a UA/3211/01/03
Ne 10 (10x1), Ne 30 "lefeoH PixTep" martepianis: peyenmom
(10x3), Ne 60 (10x6) B PixTep" 3MiHa YNOBHOBaXEHOI 0cobw,
6nictepax Bi4MNoOBiga/IbHOI 3a (hapmakoHarnag;
CYMNyTHA 3MiHa: 3MiHa B KOHTAKTHUX AaHUX
yMOBHOBaXXEHOT 0Cc06W, BiAMOBIAA/ILHOT 3a
hapmakoHarniag,
64. | EHAN® Tabnetku no 2,5 mr KPKA, a.4., CnoBeHis KPKA, o.4., CnoseHis BHECEHHS 3MiH 0 peecTpavlinHnx 3a UA/4323/01/04
Ne 20 (10x2) y HoBo mecTo HoBo mecTo mMarepianis: 3MiH1 [0 IHCTPYKLIT ANns peyenmom
6nictepaxy MeAUYHOro 3acTocyBaHHS npenapary 4o
KapTOHHI KopooLi po3ainy "Mo6ivHi peakuii” (iHchopmauisa 3
6e3neku, NpeacTaBieHa B iIHCTPYKLUIT A5
Me[MYHOro 3aCToCyBaHHs pediepeHTHOro
npenaparty (PeHiTek), y KOpPOTKiii
XapakTepucTuui Ha npenapar)
65. EnIBIP™ PO34MH opasibHuii 10 BiiB Benuka nakcoCmiTKns KaHapa BHECEHHS 3MiH 0 peecTpauiiiHnX 3a UA/7473/02/01
Mmr/mMn no 240 mny Xenckep HOK BpuTtaHis MH IHK. martepianis: peyenmom
onakoHax Ne 1 B NimiTepq, 3MiHM B npoueci BupobHuyTtea APl gns
KOMNekTi 3 BMpo6Huka Astrix Laboratories Limited, IHgjs
noninponisieHoBMM OO NPOMDKHOIO NPOAYKTY
Lnpuuem Ta
nonieTuneHoBMM
afantepom y
KapTOHHI Kopoo6Lli
66. | EPIYC® cupon, 0,5 mr/mn no Baiiep LLBeuapis LepiHr-Mnay Benbris BHECEHHS 3MiH 0 peecTpavlinHnx 6es UA/5827/02/01
60 mn a6o no 120 mn KoHcblomep Na6o H.B. MaTepianis: 3aMiHa rpacdivyHOro 306paxeHHst peyenma
y thnakoHax Ne 1 Kep Al YMNaKOBKN Ha TEKCT MapKyBaHHA a1

pa3om 3 MipHOH
NoXe4kor abo
[03Y0UMM LINPULLOM

NepBYHHOI Ta BTOPUHHOI YNakoBKU
NiKapCbKOro 3acoby y 3B'A3KY 3
NpuBEAEHHAM Y BifNoBIAHICTb [0 Haka3y
MO3 Ykpainu Ne3 Big 04.01.2013 p. Ta
3a3HaveHHs iHhopMaLlii Ha BTOPUHHIN
YNakoBLi L0100 TOProBe/bHOI MapKu; 3MiHa
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby nocsio4YeHHs1
3aaBHMKa (TepMiH BBEleHHS 3MiH -
NpoTArom 6-Tu MicsAUiB nicns
3aTBEPLKEHHS)
67. | EPIYC® TabneTkn, BKPUTI Baiiep LLBenuapis LepiHr-Mnay Benbris BHECEHHS 3MiH 0 peecTpavlinHnx 6es UA/5827/01/01
NAiBKOBOH KoHcblomep Na6o H.B. MaTepianis: 3aMiHa rpacdivyHOro 306paxeHHs peyenma
060/10HKOI0, N0 5 Mr Kep Al YNakKoBKWN Ha TEKCT MapKyBaHHA AN
Ne 7 (7x1), Ne 10 NepBUYHHOI Ta BTOPUHHOI YNakoBKU
(10x1), Ne 30 (15x2) y nikapcbKoro 3acoby y 3B'A3Ky 3
6nictepax npvBeneHHAM Y BignoBiAHICTb 40 Hakasy
MO3 YkpaiHu Ne3 Big 04.01.2013 p. Ta
3a3HayeHHs iHhopMaLlii Ha BTOPUHHIN
ynakoBLi WoA0 TOProBebHoI Mapku; 3MiHa
3asBHMKa (TepMiH BBEAEHHS 3MiH -
NpoTArom 6-Tn micsauis nicns
3aTBepPKEHHS)
68. €EBPO3NANM NMOPOLUOK A1 iH'EKLN €Bpo Benvka dakTa ITanis BHECEHHS 3MiH 40 peecTpauiHnX 3a UA/14073/01/01
no 1,0 r y conakoHax Navidkep BpuTaHis dapmacbloTidi martepianis: peyenmom
Ne 1, Ne 10 nta C.n.A. BUNPaB/IEHHS TEXHIYHMUX NOMUOK B pO34ini
"CneumdpikaLis" meTofiB KOHTPOH SAKOCTI
69. | BEPPIKC™ TabneTkn, BKpUTI "nakcoCmiTK Benuka [nakco Benvka BHECEHHS 3MiH [0 peecTpauiiiHnX 3a UA/10590/02/01
nAiBKOBOK NAVH BpuTaHnia | OnepeiiwHc KOK BpwuTanisa/ mMarepianis: peuenmom
06010HKOH0, Mo 100 Ekcnopt NimiTen, Benuka Monbla He3HayHa 3MiHa y npoLeci BUpo6bHMLTBA
Mr Ne 28 (14x2) y Nimitep, BpuTaHis; A®| NPOMiXXHOro NPoAyKTy ANs1 BUPOOHMKA
6nictepax nakcoCmiTKnsa Astrix Laboratories Limited, IHais
H
dapmacbloTuka
n3C.A,,
Monblua
70. | BUNPEKCA® TabneTkn, BKpUTI ninni C. A. IcnaHis BMPOGHULITBO MyepTo-Piko BHECEHHS 3MiH 40 peecTpauiiHnX 3a UA/7871/01/01
NAiBKOBOH roToBoi (CLUA)/ mMarepianis: peuenmom
0060/10HKOI0, N0 5 Mr NikapcbKoi Icnanis BMMNPAaB/IEHHSA TEXHIYHUX NOMUIIOK B
Ne 28 (7x4) y copmu: flinni cneumdikayii roToBOro Nikapcbkoro 3acoby
6nictepax aenb Kapi6e
IHK., MyepTO-
Piko (CLLA);
BMPOOGHMLTBO 3a
MOBHVM LVK/IOM:
Ninni C. A.,
Icnanis
71. | BUNPEKCA® TabneTkn, BKpUTI ninni C. A. IcnaHis BUPOGHULTBO MyepTo-Piko BHECEHHS 3MiH 0 peecTpauiiiHmX 3a UA/7871/01/02
nAiBKOBOIO roToBoil (CLUA)/ MaTepianis: peyenmom
060/10HKO10, No 10 Mr nikapcbKoi IcnaHis BUNPAaB/IEHHS TEXHIYHMX NOMUIIOK B
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs
Ne 28 (7x4) y dopmu: flinni cneumdikayii roToBOro Nikapcbkoro 3acoby
6nictepax benb Kapibe
IHK., MyepTO-
Piko (CLUA);
BUPOGHMLTBO 3a
NMOBHUM LIVK/IOM:
Ninni C. A.,
Icnanis
72. IBYNPOM TabneTkn, BKpUTI FOHinab, Nnn CWA TOB tOC MonbLa BHECEHHS 3MiH 0 peecTpauiiiHnX 6e3 UA/6045/01/01
o060n0oHkot, no 200 dapmadis MaTepianis: peyernma
mMr Ne 2 y cawe, Ne 10 3MiHa y MeTogax BUNpobyBaHHA rOTOBOMO
(10x1) y 6nicTepax, nikapcbKoro 3acoby
Ne 50 y chriakoHax
73. IBOPPA crnpei HasanbHuiA, Na6opartopii dpaHuis CochapTtekc dpaHuis BHECEHHS 3MiH [0 peecTpauinHmnx 3a UA/2830/01/01
po3unH, 8000 MO/Mn Bywapa MaTepianis: peyernmom
no 15 mn y dpnakoHi 3 Pekopparti 3MiHa YNOBHOBaXXEHOI 0co6w,
posnuntoBayem Ne 1 BiANoBifabHOT 3a thapmakoHarnag,;
Y KapTOHHili kopobu,i CYNyTHA 3MiHa: 3MiHa B KOHTAKTHUX aHUX
YNOBHOBaXeHOI 0cobu, BiANOBIAaILHOT 3a
hapmakoHarnsg
74. | IMOBAH® TabneTku, BKpUTI TOB YkpaiHa CaHodpi BiHTpon dpaHuis BHECEHHS 3MiH 40 peecTpauiinHnX 3a UA/5634/01/01
060/10HKOI0, M0 7,5 Mr "CaHodi- IHaacTpia MaTepianis: peyenmom
Ne 20 (20x1) y ABeHTIC 3MiHW B IHCTPYKLUIT AN MeANYHOro
6nicrepax YkpaiHa" 3aCToCcyBaHHA
75. | IH-TEP®EPOH niogpinisat ans TOB YkpaiHa TOB "HaykoBo- Ykpaina BHECEHHS 3MiH [0 peecTpaLinHnx - UA/13044/01/01
ANNb®A-2B pO34nHy ANA iH'eKLi "BANAPTIH BMpPOGHUYa marepianis: BUNPaB/EHHA TEXHIYHOT
PEKOMBIHAHT | no 1 maH MOy SAPMA" KOMMaHis NOMWJIKM Y PO3A4iNi peecTpauiiHoro
HWIA N AVHN thnakoHax in bulk: Ne "IHTeptapmbioT nocBigYeHHs "Bug i po3mip ynakosku"
50, Ne 500, Ne 1000 eK"
76. | IHTEP®EPOH niogpinizat ans TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH 40 peecTpauinHnX - UA/13044/01/01
ATb®A-2B PO34UNHY ANs iH'eKLil "BANAPTIH BMPOGHUYA MaTepiasniB: 3MiHa TOProBesibHOT Ha3BM
PEKOMBIHAHT | no 1 mnH MOy SAPMA" KOMIMaHis nikapcbkoro 3acoby (6yno - IH-TEP®EPOH
HWIA MO ANHA onakoHax in bulk: Ne "IHTepdapmbioT ANTb®A-2B PEKOMBIHAHTHWN NIOAMNHWN,
50, Ne 500, Ne 1000 ex" IN BULK)
77. IHPAHPUKC cycneHsia (DTPa- FnakcoCmiTK | Benukobpu | nakcoCmiTKnsa Benbrisa BHECEHHS 3MiH 40 peecTpavinHnx 3a 333/12-
FEKCA™I/INFAN | HBV-IPV) ana NARH TaHis H mMartepianis: peyenmom 300200000
RIX HEXA™ iH'EKLLIA Y ExkcnopTt Bionogxikans 3MiHM 0 TEKCTY MapKyBaHHS NEePBUHHOI Ta
KOMBIHOBAHA | nonepefHb0 Nimitepq, C.A. BTOPMHHOI YNaKoOBOK YKPaiHCLKOK MOBOIO
BAKUWHA ONA | HanoBHeHOMY Ana ynakoBku Ne 1
MPO®PINAKTUK | ogHopaszoBomy
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs
N BUDTEPII, LUNPULL Y KOMI/IEKTI 3
NPABLA, [BOMa rosikamu ta
KALUHOKY niogpinizat (Hib) y
(ALENONAPH hNaKoHi, Lo
nn 3MiLLYIOTLCA nepeq,
KOMMOHEHT), BUKOpPUCTaHHAM, Ne 1
FENATUTY B, ab6o Ne 10
noniomienity
TA
3AXBOPHOBAH
b, 3BYAHNKOM
AKNX €
HAEMOPHILUS
INFLUENZAE
TNy B
78. | KAHTAB NNKOC | Ta6netku, 32 mr/12,5 HOBEN TypeyunHa HOBEN INAY TypeuunHa BHECEHHS 3MiH 40 peecTpauiiHnX 3a UA/14434/01/01
mr Ne 28 (14x2), Ne INAY CAHAI CAHAI BE martepianis: peyenmom
84 (14x6) y 6nicTtepax BE TIDKAPET 3MiHW B IHCTPYKLUIT AN MeANYHOro
TIOAXKAPET AL 3acTocyBaHHA
ALl
79. KAHTAB N/IKIOC | ta6netku, 16 mr/12,5 HOBEN TypeuunHa HOBE IJ1AY TypeuunHa BHECEHHS 3MiH 40 peecTpavlinHnx 3a UA/14433/01/01
mr Ne 28 (14x2), Ne IIAY CAHAI CAHAI BE maTtepianis: peyenmom
84 (14x6) y 6nictepax BE TIIKAPET 3MiHW B IHCTPYKUIT 415 MEANYHOTO
TIOIKAPET A.LL. 3acTocyBaHHA
ALl
80. KAPBO/JEPM- Kpem, 100 mr/r no 30 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmnx 6e3 UA/2351/01/02
AAPHUUA® ryTy6i Ne 1 "®apmaueBT "®apmaueBTUyH MaTepianis: peuyenma
nyHa dhipma a hipma BBe/leHHs nepioy NoBTOPHOIO
"fapHuya” "OapHuua” BUNPOGYBaHHA Ha 5 POKIB 3 HACTYMHUM
nepekoHTposieM. BBegeHHA 3MiH
npoTArom 6-Tm MicALiB nicnsa
3aTBepPAKEHHSA
81. KBETIANIHY NMOPOLLIOK [xy6inaHTt IHais Ibxy6inaHt IHaisa BHECEHHS 3MiH 40 peecTpauiinHnX - UA/7309/01/01
DPYMAPAT (cybeTaHuin) y bxeHepikc Naligy CaeHcis MaTepiasniB: 3MiHa 3asiBHUKa
noaBiiHMX NimiTeq, Nimiteq,
nonieTuneHoBmx
naketax ans
BMPOGHULTBA
HeCTepuIbHUX

nikapcbkmx dropm
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs
82. KNOME30n cynosuTtopii TOB Pecny6nik TOB Pecny6nika BHECEHHS 3MiH 0 peecTpauiinHnX 3a UA/12886/01/01
BariHanbHi Ne 10 «®APMAIMPI | a MongoBa | «®APMATPIM» Monpgosa MaTepianis: 3MiHa MiCLie3Haxo4XeHHSA peyenmom
(5x2) y cTpmnax M> 3as8BHUKa
83. KNOMNIAOrPEN- | TabneTtku, BKPUTI ANOTEKC IHK. KaHapa AnoTekc IHK. KaHapa BHECEHHS 3MiH 0 peecTpavlinHnx 3a UA/6237/01/01
AMNOTEKC NAiBKOBOH mMaTepianis: 3MiHW B iHCTPYKLUiT Ans peyenmom
060/10HKOI0, N0 75 Mr MEeAMYHOIo 3aCTOCYBaHHSA Y PO3Aiu:
Ne 14, Ne 28 B 6aHUj, "Moka3aHHs", "OcobMBOCTi 3aCTOCYBaHHS",
Ne 14 (14x1), Ne 28 "3acTocyBaHHS y nepiog, BaritTHoCTi abo
(28x1) y 6aHui y rogyBaHHs rpyaar”, "Cnocié 3actocyBaHHA
Kopobui; Ne 14 Ta go3un","lMobivHi peakuii” 3rigHo 3
(14x1), Ne 28 (14x2) y iHhopmaLieto LWoa0 MeanyHoro
6nicTepax 3aCTOCYBaHHA pedhepeHTHOro NiKkapcbKoro
3aco0y (TepMiH BBEAEHHS 3MiH - MPOTSTOM
3-x MicsLiB nicns 3aTBepAKEHHS)
84. KNOMIAOrPEN- | TabneTtku, BKpUTI TeBa I3painb TeBa I13painb BHECEHHS 3MiH 40 peecTpauiiiHnX 3a UA/14007/01/01
TEBA NNiBKOBOIO PapmaueBTi ®apmaueBTikan MaTepianis: peyenmom
060/10HKOI0, N0 75 Mr Kan IHpacTpi3 1714. 3MiHa y MeTofax BunpobysaHHAa Ad®| abo
Ne 30 (10x3), Ne 90 IHaacTpi3 4ito4oi pevoBrHU abo BUXiZHOTO/NPOMIXXHOIO
(10x9) y 6nicTepax Nntp. nNpoayKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BupobHuLTBa A®Il a6o gitoyoi
peyvyoBuHU; NnogaHHA Hosoro CEP gns Adl
Bif, Ail040r0 BUPOGHMKA
85. KOAE®EMOJ/ H | cupon no 100 mn a6o TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnX 3a UA/12779/01/01
no 200 mny "XapkiBcbke "XapkiBcbke MaTepianis: peyernmom
thnakoHax Ne 1 3 thapmaueBTu thapmaueBTnYH 3MiHW [0 IHCTPYKUiT 415 MeAUYHOro
MipHOIO NTOXKOI0 abo YHe e nianpuemMcTeo 3acTocyBaHHsA. TepmiH BBeieHHS 3MiH -
CTakaH4nKoM Yy nignpuemcTs "300poB'a npotAarom 3-x micauis nicna
Kopoo6ui 0 "3p0poB'Aa Hapogy" 3aTBepPAKEHHA
Hapoay”
86. KO-QUPOTOH® | tabnetku, 20 mr/12,5 BAT YropwmHa NMOBHUIA LMK Monbua/ BHECEHHS 3MiH 40 peecTpauinHnX 3a UA/8634/01/02
mr Ne 10 (10x1), Ne "leneoH BUPOGHULTBA YropwuHa MaTepianis: peyenmom
30 (10x3) y 6nicTepax PixTep" roToBOro 3MiHa YNnoBHOBaXeHOT ocobu,
nikapcbKoro BiANoBifabHOI 3a (hapmakoHarnag,;
3acoby, CYNYTHSA 3MiHa: 3MiHa B KOHTaKTHUX AaHuX

KOHTPOJ1b SIKOCTI
Ta BUNYCK cepii:
TOB "TepneoH
PixTep
MonbLa",
Monbuwa;
Jopatkose
MicLie BUMYCKY

YNOBHOBaXKEHOI 0CO6MU, BiAMNOBIAa/IbHOT 32
thapmakoHarnsg,




44

Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs
cepii: BAT
"epeoH
PixTep",
YropwuHa
87. KOMBIrPun NopoLLOK ANns OpraHocuH IHais OnTimyc IHaisa BHECEHHS 3MiH [0 peecTpauinHmnx 6e3 UA/11504/01/01
XOT CIn® Opa/IbHOTO PO3UUHY 3 Naiidh [hxeHepikc MaTepianis: 3MiHa po3mipy cepii peyenma
Ma/IMHOBUM CMakKoMm CaeHcus Nimiteq, (BKNHOYaKOUM Aiana3oH po3Mmipy cepii)
no 5ry cawe Ne 5, MeTt. /114, roTOBOrO JTIKAPCLKOr0 3aco0y; BUTYYEHHS
Ne 10, Ne 20 BUPOBHUYOT AiNbHULI; 3MiHA Y cknagi
(BonomixXHMX pevyoBMHaXxX) roToBOro
nikapcbKoro 3acoby; 3MiHU y npoLeci
BMPOGHULITBA FOTOBOTO JTIKAPCHKOro 3acoby
88. KOMBIrPun NMopoLLOK Ans OpraHocuH IHais OnTimyc IHaisa BHECEHHS 3MiH [0 peecTpauinHnx 6e3 UA/11503/01/01
XOT CIN® OpaIbHOrO PO34MHY 3 Naiidh [xeHepikc MaTepianis: 3mMiHa po3mipy cepii peyenma
NIMMOHHUM CMakKoMm CaeHcus Nimiteq, (BKNHOYarOUM Aiana3oH po3Mmipy cepii)
no 5ry cawe Ne 5, MeTt. /114, roTOBOTO JTIKAPCLKOro 3aco0by; BUTyYEHHS
Ne 10, Ne 20 BUPOGHUYOT AiNbHUL; 3MiHAa Y cknagi
(BonomixXHUX pevyoBMHaXxX) roTOBOro
nikapcbKoro 3acoby; 3MiHW y npoveci
BMPOGHULITBA FOTOBOTO JTIKAPCHKOro 3acoby
89. | KOMNNEBIT® kancynu tBepgi Ne 20 MAT YkpaiHa MAT "KniBCbkuit YkpaiHa BHECEHHS 3MiH 40 peecTpauiinHnX 6es UA/2090/01/01
(10x2) y 6nicTepi B "KuniBcbkuii BiTaMiHHWI MaTepianis: peyenma
nayui BiTAMiHHWIA 3aBoq" 3MiHa HallMeHyBaHHs BUPOGHWKa Aitoyoi
3aBof" peyoBuHW, 6e3 3MiHM Micus BUPOBHULTBA
90. KOHBY/EKC cupon, 50 mr/mn no TOB YkpaiHa I.J1. dapma ABCTpiIs BHECEHHS 3MiH 0 peecTpauiiiHnX 3a UA/6595/02/01
100 mn y chnakoHax "BAJIEAHT m6X, ABCTpig; martepianis: peyenmom
Ne 1 pa3om 3i Wwnpuu- SAPMACH BigNoBiga/IbHUIA 3MiHW B iHCTPYKUIT A1 MeANYHOro
Jo3aTopoMm IOTIKANS" 3a BUMYyCK cepii: 3acTocyBaHHs. TepmiH BBeeHHSA 3MiH -
I.J1. dapma npotsirom 3-x micsiliB nicnA
'm6X, ABCTpIs 3aTBepPAKEHHA
91. KOHBYJIEKC TabneTku, BKPUTI TOB YkpaiHa [.J1. dapma ABCTpIA BHECEHHS 3MiH 40 peecTpavinHnx 3a UA/6671/01/02
500 MI NNiBKOBOIO "BAJIEAHT r6X MaTepianis: 3MiHW [0 IHCTPYKUIT Ans peyenmom
PETAP/ 060/10HKOI0, PAPMACH MEeAMYHOro 3aCTOCYBaHHS Y PO34inn:
NPO/IOHIroBaHoI Ail no IOTIKAN3" Moka3aHHs. B3aemopisi 3 iHLWIMMM

500 mr Ne 50 y
KOHTeiHepax

nikapcbKMMK 3acobamu Ta iHWi BUAN
B3aemogiii. Ocob6MBOCTi 3aCTOCYBaHHS.
3acTocyBaHHSA y nepiog BariTHOCTi abo
rogyBsaHHs rpyaato. Cnocié 3actocyBaHHS
Ta go3u. fitn. Nepeno3sysaHHA. Mo6GiyHI
peaxuji, 3rigHo 3 iHhopmMaLieto Woao
MeMYHOro 3aCTOCYBaHHA pethepeHTHOro
nikapcbKoro 3acoby (TepmiH BBEAEHHS 3MiH
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby nocsio4YeHHs1
- npoTAarom 3-x Micauis nicns
3aTBEPIKEHHS)
92. KOPOHA/® 10 | TabneTku, BKpUTI AT "3eHTiBa" | CnosaLbka AT "CaHeka CnoBaupbka BHECEHHS 3MiH 0 peecTpauiiiHnX 3a UA/3117/01/01
nAiBKOBOIO Pecny6nik | ®apmacbioTikan | Pecnybnika MaTepianis: peyenmom
06010HKO, M0 10 Mr a 3" nogaHHs oHosneHoro CEP gna Al
Ne 30 (10x3), Ne 60 6iconponony hymaparty Big AitoHoro
(10x6), Ne 30 (15x2), BMPOGHUKaA
Ne 60 (15x4) y
6nicTepax
93. KOPOHAN® 5 TabneTkn, BKpUTI AT "3eHTiBa" | CnosaLbka AT "CaHeka CnoBaupbka BHECEHHS 3MiH 0 peecTpauiiitHnX 3a UA/3117/01/02
nAiBKOBOIO Pecny6nik | ®apmacbioTikan | Pecnybnika MaTepianis: peyenmom
060/10HKOI0, N0 5 Mr a 3" nofaHHsa oHossieHoro CEP gna Adl
Ne 30 (10x3), Ne 60 6iconponony ymaparty Big AitoHoro
(10x6), Ne 30 (15x2), BMPOBGHMKA
Ne 60 (15x4) y
6nicrepax
94. | TAMOTPUH Tabnetky no 100 mr TOB "dapma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 0 peecTpavlinHnx 3a UA/2112/01/02
100 Ne 10 (10x1), Ne 30 Crapt" Crapt" martepianis: peyenmom
(10x3), Ne 60 (10x6) y OHOBJIEHUIA cepTudikaT BiANOBIAHOCTI €D
6nictepax Bif, AitoHoro BUpo6HMKa APl — 3miHa Ha3BK
BMPO6HUKa AdI 6e3 3miHW agpecu
BUPOGHNYMX AiNbHULB
95. | TIAMOTPU/H Tabnetkm no 100 mr TOB "dapma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 0 peecTpauiiitHnX - UA/3999/01/02
100 in bulk: no 7 «r Crapt" Crapt" MaTepianis:
TabneTok y naketax OHOBJ/IEHWIA cepTuddikaT BiANOBIAHOCTI ED
Bif, AitoHoro BUpo6HMKa APl — 3miHa Ha3BK
BUPOGHMKa APl 6e3 3MiHM agpecu
BMPOBHUYMX AiNbHULb
96. | IAMOTPUH 25 | Tabnetku no 25 mr Ne | TOB "dapma YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnX 3a UA/2112/01/03
10 (10x1), Ne 30 Crapt" Crapt" MaTepianis: peyernmom
(10x3), Ne 60 (10x6) y OHOBJ/IEHWIA cepTuddikaT BiANOBIgHOCTI ED
6nictepax Bif, Ajitoyoro BUpo6HUKa APl — 3MiHa Ha3BM
BUPO6HMKa APl 6e3 3mMiHM agpecu
BMPOGHUYMX AiNbHULb
97. | NTAMOTPUH 25 | Tabnetkn no 25 mrin | TOB "dapma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 40 peecTpauinHnX - UA/3999/01/03
bulk: no 7 kr Crapt" Crapt" MaTepianis:
TabneTok y naketax OHOBJIEHWIA cepTudikaT BigNoOBIgHOCTI E®
Bif, Aito4oro BMpo6Huka APl — 3miHa Ha3Bu
BUPO6HMKa APl 6e3 3MiHM agpecu
BUPOGHUYMX AiNbHULb
98. | IAMOTPUH 50 | tabnetkn no 50 mr Ne | TOB "dapma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmnx 3a UA/2112/01/01
10 (10x1), Ne 30 Crapt" Crapt” MaTepianis: peyenmom
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs
(10x3), Ne 60 (10x6) y OHOBJIEHWIA cepTudikaT BigNoOBigHOCTI E®
6nictepax Bif, Aito4oro BMpo6Huka APl — 3miHa Ha3Bu
BUPO6HMKa A®I 6e3 3MiHM agpecu
BMPOGHUYMX AiNbHULb
99. | IAMOTPUH 50 | tabnetkn no 50 mrin | TOB "dapma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmnx - UA/3999/01/01
bulk: no 7 kr Crapt" Crapt" martepianis:
TabneTok y naketax OHOBJIEHUIA cepTudikaT BigNOBIgHOCTI €D
Bif, AitoHoro BMpo6Hrka APl — 3miHa Ha3Bu
BUpPO6HMKa APl 6e3 3MiHM afpecu
BMPOGHNYMX AiNTbHULIb
100. | NIBATIH-M® necapii no 400 mr Ne MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHnX 6e3 UA/13883/01/01
5 (5x1), Ne 10 (5x2) y "MoHchapm" "MoHdapm" marepianis: 3MiHa TOproseibHOI Ha3BY peyenma
cTpunax nikapcbKoro 3acoby (6yno —
KETOKOHASO/1: BHeCEHHS 3MiH B
MapKyBaHHSA BTOPUHHOT YNakoBKW NOB'A3aHO
3 0A4aBaHHAM [0 TeCTy MapKyBaHHS
iHhopmauii wopao auctpmnb'totopa, cnocoby
BBE/EHHA Ta NOKa3aHHsA A0 3aCTOCyBaHHSA
BiANOBIAHO A0 IHCTPYKLT ANA MeAUYHOro
3acTocyBaHHA (TepMiH BBEAEHHA 3MiH -
npoTsrom 3-x micauiB nicna
3aTBepPAKEHHA)
101. | NIHKAC cupon no 90 mn, 120 XepbioH MaknctaH XepbioH MakuctaH BHECEHHS 3MiH 0 peecTpauiiHnX 6e3 UA/7815/01/01
M, 150 mn y MaknctaH MaknctaH MaTepianis: peuyenma
thnakoHax Ne 1 MpaiBeT MpaiiBeT 3MiHa Y TeKCTi MapKyBaHHS NepBUHHOT Ta
Niviten Niviten BTOPWHHOI YNakoBKu
102. | MAKMIPOP KpeM BariHa/lbHWUiA No Monikem ITanis Jonnenb ITanis BHECEHHS 3MiH [0 peecTpauinHnx 3a UA/3934/01/01
KOMMN/NEKC® 30 ry Ty6i, no 1 Ty6i C.p.n. PapmaveyTiui mMartepianis: peyernmom
B KOMMJIEKTI 3 C.p.n. 3MiHa YNOBHOBaXXEHOI 0co6w,
rpagynoBaHum BiANOBiAa/IbHOT 3a (hapmakoHarnag,;
LINPULLOM CYNyTHSA 3MiHA: 3MiHa B KOHTAKTHUX JaHnX
yMOBHOBaXXEHOT 0CO6W, BiAMOBIAA/ILHOT 32
hapmakoHarnsg
103. | MAKPOMEH® rpaHynu ana 115 mn KPKA, a.4., CnoBeHis KPKA, o.4., CnoseHis BHECEHHS 3MiH 0 peecTpavlinHnx 3a UA/1963/01/01
OopaibHOT cycneHsii HoBo mecTo HoBo mecTo MaTepiasniB: 3MiHa TOProBesibHOT Ha3BM peyenmom

(275 mr/ 5 Mmn) y
onakoHi Ne 1

nikapcbkoro 3acoby (6yno - MAKPOIMEH)
(TepmiH BBEAEHHSA 3MiH - NPOTATOM 6-Tn
MicALIB NicNs 3aTBepPOXKEHHSA); 3MiHa
NPUCTPOIB A719 BUMIPIOBaHHSA 1,031 abo
BBEeEHHSA NikapCbKoro 3acoby (fofaBaHHSA
ab0o 3amiHa NpUCTPoHo, AKNIA He €
HEeBiJ'€EMHOI YaCTUHOI NEePBUHHOT
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby nocsio4YeHHs1
yNakoBKW) - NPUCTPIN, saknii mae CE-
MapKyBaHHs
(3MiHa KO1bOPY MIPHOT J1I0XKM)
104. | MAKCUIT'AH® Tabnetkm Ne 10x10 y lOHikeM IHaisa tOHikem IHais BHECEHHS 3MiH 0 peecTpauiiitHnX 3a UA/5643/01/01
6nictepax Nabopartopi3 Nab6opaTtopis MaTepianis: peyenmom
Nimitepq, Nimitepq, 3MiHa napameTpiB cneundikadin Ta/abo
[ONyCTUMMX MEX rOTOBOrO NiKapCbKOro
3acoby; CynyTHS 3MiHa: 3MiHa y MeTogax
BMMPOGYBaHHSA rOTOBOTO JIiKapCbKOro
3acoby; cynyTHs 3MiHa: 3MiHa NapameTpiB
cneumndikauin Ta/abo gonycTUMNX Mex
rOTOBOrO JiKAPCLKOro 3acoby; 3miHa
HaliMeHyBaHHs BUPO6HMKa AdI
105. | METUNNPEAHI | TabneTtkn no 8 mr Ne TOB "dapma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmnx 3a UA/3183/01/02
30/10H-dC 30 (10x3) y 6nicTepax Crapt" Crapt" marepianis: 3MiHa y MeTofax BUNpobyBaHHsA | peyernmom
rOTOBOrO /iKapCbKOro 3acoby
106. | METUNMNPEQHI | Tabnetku no 4 mr Ne TOB "®apma YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnX 3a UA/3183/01/01
30/10H-dC 30 (10x3) y 6nicTepax Crapt" Crapt" marepianis: 3MiHa y MeTofax BUNpobyBaHHsA | peyernmom
rOTOBOIO JIIKAPCLKOro 3acoby; 3miHa y
cknagi (4oNOMKHMX peyoBUHAxX) rOTOBOrO
nikapcbKoro 3acoby
107. | MIPEHA BHYTpILLHbOMAaTKOBa Baiiep Oy PiHNAHAjA Baiiep Oy PiHNAHAjA BHECEHHS 3MiH [0 peecTpavliinHnx 3a UA/8614/01/01
cuctema 3 mMarepianis: peuenmom
NleBOHOprecTpesnom, 3MiHM 40 IHCTPYKLIi A/19 MEeANYHOTO
52 mr (20 mkr/24 3acTocyBaHHsA
rofVHN) Ta NPUCTpIi
NS BBeEHHS
(3anasHuii B okpemmia
6nictep), 3anakoBaHi
B CTEPU/ILHUIA,
3anastHuii MiLLeYoK,
LLIO NOMILAETHLCS B
KapTOHHY nayky
108. | MOAENNb TabneTkn, BKPUTI TOB "TeBa YkpaiHa BMPOGHULITBO HimeuunHa/ BHECEHHS 3MiH 0 peecTpauinHnX 3a UA/14091/01/01
NbOP 06010HKOD, Ne 21y YkpaiHa" Hepo3dgacoBaHO Xopsaris MaTepianis: peyenmom
6nictepi T npoayku;i, 3MiHW B IHCTPYKUIT 415 MEAUYHOTO
nepBuHHA Ta 3acTocyBaHHs. TepmiH BBe4EHHA 3MiH -
BTOPUHHA npoTtarom 3-x micauis nicna
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby nocsio4YeHHs1
ynakoBka, 3aTBepAKEHHA
KOHTPO/1b
AKOCTI: XaynT
dapma
MtioHcTep T'm6X,
HimeyunHa;
[03Bi/N Ha
BUNYCK cepil:
MNAIBA
XpBartcka A.0.0.,
XopsarTis
109. | HEMPOBIOH pO34MH ANA iH'eKUi Mepk Kr'aA | HimeuyuunHa Mepk Klr'aA HimeyunHa BHECEHHS 3MiH 0 peecTpaLinHnx 3a UA/5409/02/01
no 3,0 mn B amnynax MaTepianis: peyenmom
Ne 3 nofaHHsA OHOB/IEHOTO cepTudikata
BiAMOBIAHOCTI EBponeiickkin hapmakonei
AN [io40T pevyoBrHA Bif, 4j040ro
BUPOGHMKaA
110. | HEOIFABIH 150 | kancynv no 150 mr Ne | TOB "dapma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHmX 3a UA/13702/01/01
30 (10x3), Ne 60 Crapt" Crapt” MaTepianis: 36iNbLIEHHSA TEPMiHY peyenmom
(10x6) y 6nictepax npugartHocTi N3 (3 1-ro fo 2-x pokiB)
111. | HEOI'ABIH 75 Kancynu no 75 mr Ne TOB "®apma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 40 peecTpauinHux 3a UA/13702/01/02
30 (10x3), Ne 60 Crapt" Crapt" Marepianis: 36iNbLIEHHS TEPMIHY peyenmom
(10x6) y 6nictepax npugatHocTi N3 (3 1-ro fo 2-x pokiB)
112. | HIKOPETTE® rymMka xysasibHa MakHin Ab Lseuis MakHin Ab Lseuis BHECEHHS 3MiH 40 peecTpauiiHnX 6e3 UA/10734/01/01
3MMOBA nikyBasibHa no 2 mr MaTepianis: peuyenma
M'ATA Ne 30 (15x2) y 3MiHa y MeTofax BUNpoOYyBaHHS roTOBOIO
6nictepax niKkapcbKoro 3acoby
113. | HIKOPETTE® 3l | rymka xyBasibHa MakHin Ab LBewis MakHin Ab Liseuis BHECEHHS 3MiH 0 peecTpauinHmx 6es UA/8921/01/01
CMAKOM nikyBasibHa no 2 mr MaTepianis: peyenma
CBDKUX Ne 30 y 6nicTepax 3MiHa y MeToAax BUnpobyBaHHS roTOBOro
PPYKTIB NiKapcbKOro 3acoby
114. | HIKOPETTE® 3l | rymka xyBaJsibHa MakHin Ab Lseuis MakHin Ab Lseuis BHECEHHS 3MiH 0 peecTpauiiHmX 6e3 UA/8878/01/01
CMAKOM nikyBasibHa no 4 mr MaTepianis: peuyenma
CBDKOI M'ATU Ne 30 (15x2) y 3MiHa y MeToax BUNpo6yBaHHS roToBOro
onictepi niKkapcbKoro 3acoby
115. | HOBAIPA 100 TabneTkn, BKpUTI €Bpo Benuka MapkcaHc IHaisa BHECEHHS 3MiH [0 peecTpauinHnxX 3a UA/9740/01/02
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs
NniBKOBOIO Naidkep BpuTaHis ®apma 14 MaTepianis: peyenmom
060110HKO10, No 100 nTo 3MiHa napameTpiB cneuucikauii Ta/abo
Mr Ne 1x1, Ne 2x1, Ne O0NyCTUMUX MEX roTOBOro NiKapcbKoro
4x1 'y 6nicTepi 3acoby; 3miHa y MeTofax BUNpobyBaHHA
rOTOBOrO JIiKapCbKOro 3acoby
116. | HOBATPA 25 TabneTkn, BKPUTI €Bpo Benvka MapkcaHc IHais BHECEHHS 3MiH 40 peecTpauinHnx 3a UA/9740/01/01
NNiBKOBOIO Naidkep BpuTaHis ®apma 14 MaTepianis: peyernmom
060/10HKOI0, N0 25 Mr nto 3MiHa napameTpiB cneuudikauii Ta/abo
Ne 1x1, Ne 2x1, Ne [OMyCTUMUX MeX rOTOBOr0 NiKapCbKoro
4x1 'y 6nicTepi 3acoby; 3miHa y MeToax BUNpoOyBaHHS
rOTOBOrO JIiKapCbKOro 3acoby
117. | HOBAI'PA 50 TabneTkn, BKpUTI €Bpo Benuka MapkcaHc IHaisa BHECEHHS 3MiH 0 peecTpauiiiHnX 3a UA/9740/01/03
NNiBKOBOI Nalidkep BpuTanis dapma N11a MaTepianis: peyenmom
06010HKOH, M0 50 Mr nta 3MiHa napameTpiB cneundikain Ta/abo
Ne 1x1, Ne 2x1, Ne [OMyCTUMUX MeX rOTOBOr0 NiKapCbKoro
4x1y 6nicTepi 3acoby; 3miHa y MeToax BUNpobyBaHHS
roTOBOIO JIiKApPCbKOro 3acoby
118. | HOBOKAIH cynosuTopii MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 peecTpavinHnx 3a UA/7586/01/01
pekTasnibHi no 0,1 r Ne "MoHcpapm" "MoHdapm" martepianis: peyernmom
10 (5x2) y cTpunax y 3MiHa y MeTogax BUNpobyBaHHSA rOTOBOMO
naui nikapcbKoro 3acoby; 3MiHa napameTpis
cneyudpikauii Ta/abo gonycTMmMmx Mex
rOTOBOrO J1iKapCbKOro 3acoby; BBe4EHHS
[04aTKOBOr0 BUPOBHMKA 415 AiHoYOoi
peyoBUHM NPOKATHY rigpoxnopuay
119. | HOKCMPEN Kpanni Ha3asnbHi 0,01 CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHnX 6e3 UA/12781/01/01
MAJTIOK % no5mnB YKpaiHCbKO- YKpaiHCbKO- MaTepianis: peyenma
KOHTelHepi 3 icnaHcbke icnaHcbke 3MiHa Y NepPBUHHII yNnakoBL,i rOTOBOro
KPWLLKOK-NINeTKo nignpuemMcTs nignpuemMcTBo nikapcbKoro 3acoby
Ne 1 0 "Cnepko "Cnepko
YkpaiHa" YkpaiHa"
120. | HOTAKE/Ib D5 | kpanni gns CAHYM- HimeuunHa CAHYM- HimeuunHa BHECEHHS 3MiH 0 peecTpauiiiHmX 6e3 UA/11521/01/01
nepopasibHoro Ta Kenbbek Kenbbek Mv6X i MaTepianis: peuyenma
MicL,eBOro rv6X i Ko. Ko. KI 3MiHa YNOBHOBaXEHOI 0cobw,
3acTocyBaHHs no 10 KIr BiAMNOBiga/IbHOI 3a (hapmakoHarnag;
MYy donakoHax Ne 1 CYMNyTHA 3MiHa: 3MiHa B KOHTAKTHUX AaHUX
yMOBHOBaXXeHOI 0Cc06W, BiAMOBIAA/ILHOT 3a
hapmakoHarnsg,; 3mMiHn o iCHyt4oi
cucTemu chapmakoHarnsagy (agMiHictpaTusHi
3MiHK)
121. | HYPO®PEH® CyCrneH3ia opasibHa 3 PekkiTT CnonyuyeHe | BUPO6GHMLUTBO in | Cnony4yeHe BHECEHHS 3MiH 40 peecTpauinHux 6es UA/8233/01/01
Ans JITENA anesibCMHOBUM BeHkizep KoponisctB | bulk, nakyBaHHs1, | KoponiBcTBO | martepiasiB: 3MiHU, L0 CTOCYOTLCSA BUMYCKY peuyenma
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BiOnycKy peecmpayitiHo20
3acoby noceio4YeHHs
cmakom, 100 mr/5 mn Xenckep 0 Benwkoi KOHTPO/1b Benukoi cepii Ta KOHTPO/IO AKOCTi FOTOBOro
no 100 mn, 200 mny IHTepHeLwHN BpuTaHii AKOCTi, BUNYCK BpwuTaHii Ta | nikapcbkoro 3acoby (3amiHa abo foaaBaHHA
thnakoHax Ne 1 B Niviteq, Ta cepil: MiBHiYHOI JiNbHULI, Ha SKIA 34JACHI0ETLCA
KOMMNIEKTi 3 MiBHiYHOT PekkiTT Ipnangji KOHTPO/b/BUNPOGYBaHHA cepii) - BBEAEHHSA
LINPULLOM-403aTOPOM Ipnangii BeHkizep (kopoTka [04aTKOBOT AibHULI BUPOOHMLTBA; 3aMiHa
y KopooLi (kopoTka Xenckep (KOkelih) Ha3Ba ab0 BBEAEHHS [,0AATKOBOI AiNbHULL
Has3Ba Nimiteq, KpaiHu: BMPOGHULTBA A/18 YaCTMHM abo BCbOro
KpaiHu: CnonyyeHe Benvka BMPOGHNYOrO MPOLLECY FOTOBOrO J1iKApPCbKOro
Benuka KoponiscTBo BputaHifa)/IH 3acoby (AinbHNULSA, Ha SKi NpoBOAATLCSA
BpuTaHis) Benwkoi nis 6yOb-SiKi BUPOGHWYI CTagii, 38 BUHATKOM
BpuTtaHii Ta BUMYCKY Cepiid, KOHTPOIO SKOCTI,
MiBHiYHOI NepPBUHHOIO Ta BTOPUHHOIO NakyBaHHSA, A1
Ipnangji HecTepuIbHUX NiKapCbKunx 3acobiB) -
(kopoTka Ha3Ba BBE[EHHSA [0AaTKOBOT AiNbHULL
KpaiHn: Benuka BMPOOHULTBA; 3aMiHa ab0 BBEAEHHS
BpuTaHis); [04AaTKOBOT AiNbHULI BUPOOHMLTBA ANs
BMPOGHMLTBO in 4acTMHM abo BCbOro BUPOBHMYOro npotiecy
bulk, nakyBaHHs, roTOBOrO JIiKaPCbKOTro 3acoby (AiNbHULA ANns
KOHTPO/1b BTOPUHHOrO NakyBaHHS); 3amiHa abo
AKOCTI: BBEJIEHHA [0AATKOBOT AiNbHULL
PekkiTT BUPOGHMLTBA A1 YaCTUHM abo BCbOro
BeHkizep BMPOGHNYOrO NPOLLECY FOTOBOrO J1iKapCbKOro
Xenckep IHgjs 3acoby (ginbHUUS 4158 NEPBUHHOIO
Nimiteq, LA nakyBaHHs1) - BBE4EHHS 40AATKOBOT
OiNbHULI BUPOBHMLUTBA
122. | HYTPUDIEKC emynbCeis gns iHdysii B.BpayH HimeuunHa B.BpayH HimeuunHa BHECEHHS 3MiH 0 peecTpauinHnX 3a UA/13209/01/01
ninig nnc no 1250 mn (500 mn Menb3yHreH Menb3yHreH Al MaTepianis: peyenmom
PO34YUHY aMiHOKUCOT Al 3MiHa rpacpiyHoro oopMIEHHS NEPBUHHOT

+ 250 MmN xunposoi
emynbcii + 500 mn
PO34YMHY [/10KO31) B
MiLLKax M1acTUKOBUX
TpUKamepHux; no 1
MILLKY B
n1acTMKOBOMY
3aXMCHOMY MiLLKY; MO
5 3aXMCHNX MILLKIB B
KapTOHHI KopooLi;
no 1875 mn (750 mn
PO34MHY aMiHOKMCIOT
+ 375 MN X1posoi
emynbcii + 750 mn

Ta BTOPUHHOI YNakKoBKM HAa MapKyBaHHA Ha
NEePBUHHI Ta BTOPUHHIN ynakoBLi
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs
PO3YMHY [/110K03N) B
MiLLKax Mi1acTUKOBUX
TpUKamepHux; no 1
MILLKY B
NAacTUKOBOMY
3aXUCHOMY MiLLKY; No
5 3aXMCHMX MILLKIB B
KapTOHHI KOpoo6Ui
123. | HYTPUDIIEKC emynbcis ans iHdysii B.BpayH HimeuunHa B.BpayH HimeuunHa BHECEHHS 3MiH 0 peecTpauiiiHnX 3a UA/13297/01/01
ninig no 625 mn, abo no Menb3yHreH Menb3yHreH Al MaTepianis: peyenmom
CMNELIANIBHUIA | 1250 mn, a6o no Al 3MiHa rpadiyHoro ohopmaIEHHS NEPBUHHOT
1875 Mn y Milkax Ta BTOPUHHOT YNakoBKN HA MapKyBaHHSA Ha
TpukamepHux Ne 5y NepPBUHHI Ta BTOPWHHI ynakoBLji
Kopobui
124. | OKOPEPOH® Kpanni o4Hi, NopoLLOK TOB "®3 YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHnX 6e3 UA/6206/01/01
no 1 000 000 MOy "BIODPAPMA "BIO®APMA", MaTepianis: peyenma
hnakoHax y " YkpaiHa; TOB 3MiHM Y MeToZax KOHTPOJO AKOCTI
KOMM/EKTi 3 "®3 nikapcbKoro 3acoby p. «YnakoBka»
PO34YMHHMKOM ANA "BIOPAPMA",
po34nHy nNo 5 mny YkpaiHa
donakoHax
125. | OSIMECAP 20 TabneTkn, BKpUTI Makneoac IHais Makneogc IHaisa BHECEHHS 3MiH [0 peecTpauinHnx 3a UA/9977/01/01
060n0Hko10, Mo 20 Mr dapmacbioT dPapmacbloTuKa MaTepianis: peyenmom
Ne 7 (7x1), Ne 28 nKasc nc Nimiteq 3MiHW B IHCTPYKLUIT 418 MeANYHOro
(7x4) y 6nictepax Niviteq, 3aCTOCYBaHHA. TepMiH BEAEHHSA 3MiH
npoTsArom 3-x micsAuiB 3 AaTN 3aTBEPLKEHHSA
126. | ONTAP® 1 MI Tabnetkm no 1 mr Ne MeHapiHi NMokcemby | BMpPo6HMLTBO "in | IHAis/ ITanis BHECEHHS 3MiH [0 peecTpauinHnx 3a UA/6108/01/01
30 (30x1), Ne 60 IHTEepHEeLUOoH pr bulk": YCB MaTepianis: peyenmom
(30x2) y 6nictepax an Nimitepn, IHAjs; nofiaHHA OHOB/IEHOTO cepTudikarta
OnepeiiLoH BMPOGHMLTBO "in BiANOBIAHOCTI €Bponeiickkin hapmakonei
c bulk", kiHueBe ONA [il4oT pevoBuHK Bif Ait04Oro
INokcembypr nakyBaHHs, BMPOOGHUKA; NOAAaHHS HOBOro cepTudpikara
C.A. BUMYCK cepiii: A. BifNoBigHOCTI EBponeiickkiin hapmakonei
MeHapiHi ANns firovol peqyoBrHY Bif, HOBOTO BUPOOHMKa
MaHychakTypiHr
NoricTikc eHp,
Cepsicec
C.p.J1., ITanis;
KOHTPO/b cepii:
A. MeHapiHi
MaHyakTypiHr

JoricTike eHp
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby nocsio4YeHHs1
Cepsicec
C.p.J1., ITanis
127. | ONTAP® 3 MI' Tabnetkm no 3 mr Ne MeHapiHi NMokcemby | BUpoGHMLTBO "in | IHAis/ ITania BHECEHHS 3MiH 0 peecTpaLinHnx 3a UA/6108/01/03
30 (30x1), Ne 60 IHTEepHeLUOoH pr bulk": YCB MaTepianis: peyenmom
(30x2) y 6nicTtepax B an Nimitepq, HAjs; nogaHHs oHosneHoro CEP gnsa Adl Big
KapTOHHI KOpooLi OnepeiiLoH BMPOGHULTBO "in Jitoyoro BMpo6HMKa; nogaHHa Hosoro CEP
C bulk”, kiHLEBE Ans A®l Big HOBOro BUpo6HMKa
IMokcembypr nakyBaHHS,
C.A. BUMYCK cepiii: A.
MeHapiHi
MaHyakTypiHr
NoricTikc eHp,
Cepsicec
C.p.N1., Itanis;
KOHTPO/b cepii:
A. MeHapiHi
MaHychakTypiHr
NoricTikc eHA
Cepsicec
C.p.J1, ITanisa
128. | OME3® niocpinizar ans M.BIOTEK Benuka HAMPO/ TAVN® IHaisa BHECEHHS 3MiH [0 peecTpauinHnxX 3a UA/11787/01/01
PO34UNHY AN iH'eKLi nTa BpuTanis CAEHCEC MaTepianiB: 3MiHa TOProBesibHOT Ha3BM peyenmom
no 40 mr y dpnakoHax NBT. NTA nikapcbKoro 3acoby (6yno - OMEMPA30/
Ne 1 E€BPO)
129. | OTODA Kpansi ByLLUHi, Na6opatopii ®paHujis Na6opartopii ®paHuis BHECEHHS 3MiH 0 peecTpavlinHnx 3a UA/2690/01/01
PO34uH, 26 Mr/mn Bywapa Bywapa MaTepianis: peyenmom
(20000 MO/mn) no 10 Pekoppari Pekoppari 3MiHa YNOBHOBaXeHOI 0cobw,
MmNy chnakoHax Ne 1 BiANoBifabHOI 3a (hapmakoHarnag,;
CYNyTHS 3MiHa: 3MiHa B KOHTAKTHUX AaHUX
YNOBHOBaXKEHOI 0CO6MU, BiANOBIAaIbHOT 3a
thapmakoHarniag
130. | NAHAHIH KOHLeHTpaT N BAT YropLmHa BAT "lepeoH YropwuHa BHECEHHS 3MiH 0 peecTpauinHnX 3a UA/7315/02/01
po3unHy 411 iHdy3il "lefeoH PixTep" mMartepianis: peyenmom
no 10 mn B amnynax PixTep" 3MiHa YNOBHOBaXEHOI 0cobw,
Ne 5 Bi4MNOBiga/IbHOI 3a (hapmakoHarnsag;
CYMNyTHA 3MiHa: 3MiHA B KOHTAKTHUX AaHUX
yMOBHOBaXXeHOI 0Cc0obw, BiAMOBIAA/ILHOT 38
dhapmakoHarnsg
131. | MAHAHTIH TabneTku, BKPUTI BAT YropuwmHa BAT "TepneoH YropuuHa BHECEHHS 3MiH 40 peecTpavinHnx 6es UA/7315/01/01
NNiBKOBOIO "leneoH Pixtep" MaTepianis: peyenma
06010HKO, Ne 50 y PixTep" 3MiHa YNOBHOBaXeHOT 0cobu,
hnakoHi Ne 1 BiANoOBifa/IbHOI 3a (hapmakoHarnag,




53

Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs
CYNyTHSA 3MiHA: 3MiHa B KOHTAKTHUX JaHnX
yMOBHOBaXXEHOT 0Cc06W, BiAMOBIAA/ILHOT 3a
hapmakoHarnss
132. | MONIAEKCA 3 cnpeii HasasbHWIA, Na6opatopii ®paHujis CodhapTekc ®paHuis BHECEHHS 3MiH 0 peecTpavlinHnx 3a UA/2831/01/01
PEHINE®PUHO | po3unH no 15 mny Bywapa MaTepianis: peyenmom
M thnakoHax 3 Pekoppari 3MiHa YNOBHOBaXeHOI 0cobw,
po3nunosayem Ne 1 Bi4NOBifa/IbHOI 3a (hapmakoHarnsag;
CYNyTHS 3MiHa: 3MiHa B KOHTAKTHUX AaHUX
YNOBHOBaXeHOI 0cobu, BiANOBifaLHOT 3a
thapmakoHarniag
133. | MIPAJAKCA® Kancynu teepai no 75 BepiHrep HimeyunHa BepiHrep HimeyunHa BHECEHHS 3MiH [0 peecTpavliinHnx 3a UA/10626/01/01
mr Ne 10 (10x1), Ne IHrenbxanm IHrenbxam MaTepianis: peyenmom
30 (10x3), Ne 60 IHTepHeLWwHN dapma N'vbX i 3MiHM B npoueci BupobHuutea A®l abo
(10x6) y 6nicTepax; 6X Ko. KI [jir0Y0i PeYOBMHU; 3MiHA Y MeTogax
Ne 60 y chnakoHax Ne BMNPObyBaHHA ADI abo Aitovoi peyoBrHY;
1 3MiHa y MeTogax BUnpobyBaHHA roTOBOr0
niKkapcbKoro 3acoby
134. | NIPAJAKCA® Kancynu Teepgi no BepiHrep HimeuunHa BepiHrep HimeyunHa BHECEHHS 3MiH 40 peecTpavinHnx 3a UA/10626/01/02
110 mr Ne 10 (10x1), IHrenbxaim IHrenbxanm MaTepianis: peyenmom
Ne 30 (10x3), Ne 60 IHTepHeLwHN ®apma M'm6X i 3MiHKW B npoueci BupobHuuTBa A®| abo
(10x6) y 6nicTepax; m6X Ko. KI Lil040i pevoBUHM; 3MiHa Yy MeTogax
Ne 60 y chriakoHax Ne BMNPo6yBaHHA Ad| abo Aito40i pe4oBUHY;
1 3MiHa y MeTogax BUnpobyBaHHA roTOBOr0
NikapcbKoro 3acoby
135. | MIPAJAKCA® Kancynu Teepgi no BepiHrep HimeyunHa BepiHrep HimeyunHa BHECEHHS 3MiH [0 peecTpaLinHnx 3a UA/10626/01/03
150 mr Ne 30 (10x3), IHrenbxaim IHrenbxanmv martepianis: peyenmom
Ne 60 (10x6) y IHTepHeLWwHA dapma NvbeX i 3MiHM B npoueci BupobHuutea A®l abo
6nictepax 6X Ko. KI Jit040i pevoBUHM; 3MiHa y MeTogax
BMNPo6yBaHHA ADI abo Aito4oi peyoBrHY;
3MiHa y MeToAax BUnpobyBaHHS roToOBOro
NiKapcbKOro 3acoby
136. | NPEAHIKAPB- Masb no 15 r y Ty6ax MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHmX 3a UA/6024/01/01
AAPHNLUA Ne 1 "®papmauesT "papmavreBTNyH mMartepianis: peyenmom
nyHa hipma a hipma BBEJEHHS nepiofy NOBTOPHOTO
"dapHuus" "dapHuua" BUMPOOYBaHHA Ha 5 pokKiB 3 HACTYNMHUM
nepekoHTposiemM. BBeeHHA 3MiH
npoTArom 6-Tn MicsAUiB nicnsa
3aTBepAKEHHSA
137. | IPUNAMIA Tabnetku, 2 mr/0,625 CaHpo3 CnoBeHia | BUPOBGHULTBO "in CnoseHis BHECEHHS 3MiH 0 peecTpaLinHnx 3a UA/14225/01/01
Mr Ne 20 (10x2), Ne dapmacbloTi bulk", martepianis: peyenmom
30 (10x3), Ne 60 Kan3 g.A4. nakyBaHHS, BUMPAaB/IEHHS TEXHIYHOT NOMUIKM B METOAaX

(10x6) y 6nicTepax

KOHTPOJ1b Ta

KOHTPOJ110 AKOCTI
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby nocsio4YeHHs1
BWMYCK Cepiii:
Nek
dapmaueBTUYHa
KoMnaHisa a.4.,
CnoBeHist;
nakyBaHHs: Jlek
dPapmaLieBTUYHa
KoMnMaHisa g.4,.,
CnoseHist
138. | NIPUNAMIA, TabneTku, 4 mr/1,25 CaHpo3 CnoBeHis | BMPOGHMLTBO "in CnoBeHisi BHECEHHS 3MiH 0 peecTpauiiHnX 3a UA/14225/01/02
Mmr Ne 20 (10x2), Ne dapmacbloTi bulk", mMartepianis: peyenmom
30 (10x3), Ne 60 Kan3 a.a. nakyBaHHS, BUMpPaB/IEHHSA TEXHIYHOT NOMUIKM B METOAaX
(10x6) y 6nicTepax KOHTPO/1b Ta KOHTPO/IO SKOCTI
BUWMYCK Cepii:
Nek
dPapmaLieBTUYHa
KoMnMaHisa 4.4.,
CnoBeHis;
nakyBaHHs: Jlek
dapmaueBTUYHa
KOMMaHisa g.4,.,
CnoseHist
139. | NIPUNAMIA, Tabnetku, 2 mr/0,625 CaHpo3 CnoBeHiss | BUPOGHMLTBO "in CnoBeHisi BHECEHHS 3MiH 40 peecTpauiiiHnX 3a UA/14225/01/01
Mr Ne 20 (10x2), Ne PapmacbHoTi bulk", MaTepianis: peyernmom
30 (10x3), Ne 60 Kans a.4a. nakyBaHHs, 3MiHa y MeTofax BunpobysaHHAa Ad®| abo
(10x6) y 6nicTepax KOHTPO/b Ta 4ito4oi pevoBrHU abo BUXiZHOTO/NPOMIXXHOIO
BUMYCK Cepiii: NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
Nexk npoueci BupobHuLTBa A®Il a6o gitoyoi
dapmaLeBTMyHa PeyYoBUHW; BBEEHHS a/lbTEPHATUBHOIO
KOMMaHisa g.4,., BMPOGHNYOrO NpoLecy A/1s1 MPOMiIXKHOIo
CnoBeHis; NPOAYKTY, KV BUKOPUCTOBYETLCS B
nakyBaHHs: Jlek npoeci BUpobHMLTBA Ai0UOT PEHOBUHN
dapmaueBTUYHa
KoMnMaHisa 4.4.,
CnoseHist
140. | NIPUNAMIA Tabnetku, 4 mr/1,25 CaHpo3 CnoBeHis | BUPOBHULTBO "in CnoseHis BHECEHHS 3MiH [0 peecTpavliinHnx 3a UA/14225/01/02
mr Ne 20 (10x2), Ne dapmacbloTi bulk", mMarepianis: peuenmom
30 (10x3), Ne 60 Kans a.a. nakyBaHHs1, 3MiHa y MeTogax BunpobysaHHA AdI abo

(10x6) y bnictepax

KOHTpPO/b Ta
BUWMYCK Cepiii:
Nexk
dapmaueBTUYHa

[ito40i peyoBUHM abo BMXiAHOrO/MPOMIXXHOIO
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuyTBa A®I a6o gitoyoi
peyoBWHK; BBEAIEHHSA a/lbTEPHATUBHOIO




55

Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs
KomMaHia a.4,., BMPOGHMYOro Npouecy A5 MPOMiXHOro
CnoBeHis; NPOAYKTY, KV BUKOPUCTOBYETLCS B
nakyBaHHs: Jlek npoueci BUPOGHULITBA Ail040T PeYOBUHN
dapmaueBTUYHa
KoMnaHis a.4.,
CnoseHis

141. | NPIOPUKC niogoinizoBaHwni FnakcoCmiTK | Benukobpu | nakcoCmitKns Benebris BHECEHHS 3MiH 40 peecTpauiHnX 3a 843/11-

TETPA™ | NOPOLUOK ANS iH'EKLLR NAVH TaHis H mMarepianis: peuenmom 300200000

PRIORIX Yy MOHO/1030BMX EkcnopT Bionoaxikans 3MiHW [0 IHCTPYKUiT A/19 MegNYHOro

TETRA™ hnakoHax y Nimitep, C.A. 3acTocyBaHHsA

KOMBIHOBAHA | komnnekTi 3

BAKUWHA A/1A | pO3YMHHUKOM Y

MNPO®INAKTUK | nonepefHbL0

N KOPY, HanoBHEHNX

ENIAEMIYHOI Lwnpuuax y KOMniekTi

O NAPOTUTY, 3 ABoMa rosikamu Ne

KPACHYXUTA | 1,Ne 10,y

BITPAHOI nonepeHL0

BICNN, XKUBA HanoBHEHNX

ATEHYNOBAH wnpuuax Ne 1, Ne 10,

A Ne 20, Ne 50 a60

amnynax Ne 1, Ne 10,
Ne 100

142. | MPIOPUKC™ | niogpinisar ana nakcoCmiTK Benuka nakcoCwmiTKns Bernbris BHECEHHS 3MiH 0 peecTpaLintHnx 3a UA/13694/01/01

PRIORIX™ pO34nHy ANA iH'eKLi NARH BpuTtaHis H martepianis: peyenmom

KOMBIHOBAHA | y moHoz0308BMX (1 EkcnopT Bionoaxikans 3MiHa y MeTofax BUNpobyBaHHA rOTOBOrO

BAKUWHA ONA | posa) chnakoHax y Niviteq C.A. nikapcbKoro 3acoby

APO®DINAKTUK | komnnekTi 3

1N KOPY, PO34YMHHMKOM Y

ENIAEMIMHOI nonepeaHsL0

O NAPOTUTY HarnoBHEHOMY LUMpPUL

TA KPACHYXU

Ne 1y koMnekTi 3
[ABOMa rosikamu;
MOHoA030BUX ( (1
[03a) chnakoHax Ne
100 y komMnekTi 3
PO34YMHHMKOM B
amnynax Ne 100 B
OKpEeMiil ynakoBLi;
My/IbTUA030BUX (2
[o3u) chnakoHax Ne
100 y KomniekTi 3
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs
PO34YMHHMKOM B
amnynax Ne 100 B
OKpeMili ynakoBLi
143. | MPOKCIYM® TabneTkn, BKpUTI MPO®APMA ManbTa Nab6opatopioc IcnaHis BHECEHHS 3MiH 0 peecTpauiiitHnX 3a UA/13996/01/01
060/10HKOI0, IHTepHeLWwHA HopmoH C.A. MaTepianis: 36ibLUEHHS TEPMIHY peyenmom
KMLLKOBOPO34MHHI, N0 TpegnHr NpVAATHOCTI FOTOBOrO JliKapCbKOro 3acoby
40 mr Ne 32 (8x4) y Nimitep, (3 30-T1 MmicauUiB A0 3-X POKiB); 3MiHU B
6nictepax IHCTPYKUIT 418 MeQUYHOro 3acTocyBaHHA y
po3gainu: "MokasaHHA",
"papmakoTepaneBTUYHa rpyna” (YTOUHEHHSA
Ha3BW), "®apmakonoriyHi BNacTnusBocTi",
"B3aemMogis 3 iHLIMMW NiKapCbKMMU
3acobamm Ta iHWI BUAM B3aemogiii",
"Oco6/1MBOCTi 3aCTOCYBaHHSA", "34aTHICTb
BN/MBaTV Ha LWBWAKICTb peakLii npu
KepyBaHHi aBTOTPaHCNOpPTOM ab0 iHLWMMK
MexaHizamamu'", "Cnocib 3actocyBaHHs Ta
nosu", "Oitn", "Mepeno3yBaHHS", "Mo6iuHI
peakuii" 3rigHo 3 iHdhopMaLjieto Woao
MeMYHOro 3aCTOCyBaHHA pethepeHTHOro
nikapcbkoro 3acoby (TepMiH BBEAEHHS 3MiH
- NPOTArom 3-X MicALiB nicns
3aTBEPKEHHS)
144. | NIYNbMO3NM® | po3uvH A1 ® . XohcpmaH | Lseiiuapisa BMPOGHULITBO cuwaA/ BHECEHHS 3MiH 40 peecTpauiiHnX 3a UA/12438/01/01
iHranauin, 2,5 mr/2,5 H-J1a PoLu Hepo3dhacoBaHo | LUseiuapis/ martepianis: peyenmom
M B amnynax Ne 6 y ntg T npooyKuii: HimeuunHa 3MiHa YNoBHOBaXeHOT ocobu,

KOHTelHepi mo Ne 1
KOHTeliHepy B
KapTOHHI ynakoBL,i

xeHeHTek IHK.,
CLWA; nepBuHHe
naxkyBaHHS:
KeTteneHt
dapma
ConoLH3,
CLUA; BTOpUHHE
nakysaHHs: ®.
XothdpmaHH-/15
Pow Nta,
Lseiuapis;
BMNPOGYBaHHSA
KOHTPOJI0
AKOCTI: Poww
dapma Al,
HimevyuunHa;

BiANoBifabHOI 3a (hapmakoHarnag,;
CYNyTHS 3MiHA: 3MiHa B KOHTAKTHUX JaHNX
YNOBHOBaXKEHOI 0CO6MU, BiANOBIAaIbHOT 3a

thapmakoHarnsg,
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby nocsio4YeHHs1
BUNyckK cepii: ®.
XohdpmaHH-11a
Pow Nta,
Lseiyapis
145. | PEFYIOH® TabneTkn, BKpUTI BAT YropuwmHa BAT "T'egeoH YropwuHa BHECEHHS 3MiH [0 peecTpauinHmnx 3a UA/7293/01/01
o06onoHkoto, 0,15 "T'epfeoH PixTep" martepianis: peuyenmom
mr/0,03 mr Ne 21 PixTep" 3MiHa YNOBHOBaXXEHOI 0co6w,
(21x1), Ne 63 (21x3) y BiANOBiAa/IbHOT 3a (hapmakoHarnag,;
6nictepax B ynakosLi CYNyTHA 3MiHa: 3MiHa B KOHTAKTHUX aHUX
yMOBHOBaXXEHOT 0C06W, BiAMOBIAA/ILHOT 3a
hapmakoHarnsg
146. | PEKOPMOH® PO34MH ANA iH'eKLil ®.XothcpmaH | Lselinapis BMPOBGHULITBO HimeuuunHa/ BHECEHHS 3MiH [0 peecTpaLinHnx 3a UA/5146/01/02
no 2000 MO/0,3 mn y H-J1s Powwu Hepo3dacoBaHo | LUsenuapis MaTepianis: peyenmom
wnpuu-Tio6mnkax Ne 3 NTa. T npoaykuji: Powwu 3MiHa YNOBHOBaXXEHOT 0cobwu,
pasom 3 3 rosikamu [LiarHocTtumkc BiANOBifa/IbHOI 3a (hapmakoHarnag;
Ans iH'ekuin 27G1/2 m6X, CYNYyTHA 3MiHa: 3MiHa B KOHTAKTHUX aHKX
(ronka nomiwieHa 'y HimeuunHa; YNOBHOBaXeHOT 0co6Y, BiAMNOBIAa/ILHOT 3a

n1acTMacoBy
yrnakoBKy) B
KOHTYPHIli YapyHKOBIN
ynakoBL,i, Lo
cknagaeTtbea 3 3
OKpPeMmnx
N1aCTUKOBUX
KOoHTeliHepiB (1
Lwnpuu-TIo6MK Ta 1
rosika B 0HOMy
n1acTMKOBOMY
KOHTeiHepi); no 2
KOHTYPHI YapyHKOBI
ynakoBku (6 Lwnpuu-
TIO6VKIB Ta 6 roMoK) y
KapTOHHI nayui

BeTTtep ®apma-
®epTuryHr N6 x
i Ko KT,
HimeuunHa;
BTOPVHHE
nakysaHHsA: PoLu
[JiarHoctumkc
m6X,
HimevyumnHa;
BUNPOOYBaHHSA
KOHTPO/O
AKOCTI: Pow
[LiarHocTmke
6X,
HimevyuunHa,
®.XohhmaHH-
Na Pow Nta,
Lseiiyapis;
®.XohhmaHH-
Na Pow Jita,
Lseiuapis;
BUNYCK cepii:
Pow
JiarHocTuke
'M6X,

thapmakoHarnsz,
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs
HimeyunHa
147. | PEKOPMOH® PO34YMH ANS iH'eKL,ili ® . XopcpmaH | Lseiiuapis BMPOGHULITBO HimeuunHa/ BHECEHHS 3MiH 0 peecTpauinHnX 3a UA/5146/01/03
no 5000 MO/0,3 mn y H-/19 Pow Hepo3dhacoBaHo | LBeiiuapis martepianis: peyenmom
wnpuy-Trobrkax Ne 3 Nrp. T npoaykuii: Pow 3MiHa YNOBHOBaXEHOI 0cobw,
pa3om 3 3 rosikamu [LiarHocTumke Bi4MNOBiga/IbHOI 3a (hapmakoHarnsag;
Ans iH'ekuini 27G1/2 vbX, CYNYTHS 3MiHa: 3MiHa B KOHTaKTHUX AaHuX
(ronka nomiweHa y HimeuunHa,; yMOBHOBaXXeHOI 0c0obw, BiAMOBIAA/ILHOT 3a
nnacTmacoBy BeTTtep dapma- thapmakoHarnsag
ynakoBKy) B ®epTuryHr rméx
KOHTYPHIli YapyHKOBIi i Ko KT,
ynakosLj, Lo HimeyunHa;
CKnapaeTbes 3 3 BTOPUHHE
OKpPeMUX nakyBaHHs: PoLu
NAacTUKOBMX [iarHocTuke
KoHTelHepiB (1 vb6X,
wnpuy-TIo6rk Ta 1 HimeuunHa;
ronka B ogHoOMy BMMPOGYBaHHSA
N1acTMKOBOMY KOHTPO/0
KOHTEeHepi); no 2 AaKocTi: Poww
KOHTYPHi YapyHKOBI JiarHocTuke
ynakoBku (6 wnpu- m6X,
TIO6VKIB Ta 6 roNnokK) y HimeyunHa;
KapTOHHIi navuj &.XohdhmaHH-
Na Pow Jitg,
Lseliyapis;
&.XohhmaHH-
Na Pow Nta,
Lseiyapis;
BUNYCK cepil:
Pouw
[JiarHoctumkc
6X,
HimeyunHa
148. | PEKOPMOH® PO34YMH ANs iH'eKw,ili & . XodhcpmaH | Lseiiuapis BUPOGHULTBO HimeuunHa/ BHECEHHS 3MiH 0 peecTpauiiHmX 3a UA/5146/01/04
no 30000 MO/0,6 mn H-/19 Pow Hepo3dhacoBaHo | LBeiiuapis mMartepianis: peuyenmom
y winpuu-Tro6rkax Ne nrp. T npoaykuii: Poww 3MiHa YNOBHOBaXEHOI 0cobw,
1 pa3om 3 rosikot [LiarHocTumke Bi4MNOBiga/IbHOI 3a (hapmakoHarnag;
AN iHexuin 27G1/2 m6X, CYMNyTHA 3MiHa: 3MiHa B KOHTAKTHUX AaHUX
(ronka nomiweHa y HimeuunHa,; yMOBHOBaXXEHOT 0Cc06W, BiAMOBIAA/ILHOT 3a
N1acTMKOBY BTOPUHHE thapmakoHarnsg,
ynakoBKy) y nakyBaHHs: PoLu
N/1aCTUKOBOMY JiarHocTumkc
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby nocsio4YeHHs1
KOHTelHepi; no 1 abo 6X,
Mo 4 ni1acTUKOBUX HimevyuunHa,
KOHTElHepW y BUNPOOYBaHHSA
KapTOHHIM nayui KOHTPO/1t0
AKOCTI: Pow
[LiarHocTumke
6X,
HimeuunHa;
®. XohdhmaHH-
Na Pow Jita,
LBeiiyapis;
®.XohhmaHH-
Na Pow Jita,
Lseiiyapis;
BUMNYCK cepil:
Poww
[JiarHoctumkc
6X,
HimeuyunHa
149. | PETABONIN PO34MH ANA iH'EKLN, BAT YropwmHa BAT "TepneoH YropuuHa BHECEHHS 3MiH 0 peecTpavlinHnx 3a UA/7501/01/01
50 mr/mnno 1 mn B "TegeoH PixTep" MaTepianis: peyenmom
amnynax Ne 1 PixTep" 3MiHa YNOBHOBaXEHOT 0cobu,
Bi4NOBifa/IbHOI 3a (hapmakoHarnsag;
CYNyTHS 3MiHa: 3MiHa B KOHTAKTHUX AaHUX
YNOBHOBaXeHOI 0cobu, BiANOBifaILHOT 3a
thapmMakoHarniag
150. | PUTEBIAOH TabneTkn, BKPUTI BAT YropumHa BAT "l'epneoH YropwuHa BHECEHHS 3MiH [0 peecTpavliinHnx 3a UA/2778/01/01
060110HKO0, Ne 21 "lefeoH PixTep" mMartepianis: peyenmom
(21x1), Ne 63 (21x3) y PixTep" 3MiHa YNOBHOBaXEHOT 0cobu,
6nictepax Bi4MNOBiga/IbHOI 3a (hapmakoHarnsag;
CYMYTHS 3MiHa: 3MiHa B KOHTaKTHUX AaHWX
yMOBHOBaXXeHOI 0Cc0obw, BiAMOBIAA/ILHOT 3a
thapmakoHarnss
151. | PIHTEPA po3unH A4NA iHdysili 3AT YkpaiHa 3AT "IHcy3ia" YkpaiHa BHECEHHS 3MiH 40 peecTpavinHnx 3a UA/5121/01/01
PO341H no 200 mn a6o no "IHdpy3isn" mMartepianis: BunyyeHHs BUPOOGHMYOT peyernmom

400 MmN y nasLwkax

AinbHUUI (BKNOYatoum AinbHULi ans A®l abo
Lil040i pevoBUHM, MPOMDKHOIO NPOAyKTy abo
rOTOBOrO /liKapCbKOro 3acoby, AinbHULI Ans
NPOBefEHHS NaKyBaHHS, BUPOOHNKA,
BiAMOBIAa/ILHOTO 3a BUMYCK Cepiii, Micue
npoBeAeHHA KOHTPOO cepil) abo
noctavajibHUKa BUXiAHOTO martepiany,
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs

peareHTy abo JOMNOMKHOI PEYOBWHM (SIKLLO
3a3Hay4yeHo y peecTpauiliHoMy AOCbE) -
BunyyeHHs BupobHuka A®I Kanito xnopuay
BAT «BocToksiT» Pociiicbka ®egepauis,
BU/TyYEHHS BUPOOHUKa HaTpito xnopuay “CG
Chemikalien GmbH & Co. KG”, Hime4yuuHa;
CepTudpikaT BigNOBIAHOCTI €Bponeiichbkili
hapmakonei/CepTudikaT BignoBigHOCTI
€Bponelicbkili hapmakonei woao ryéyaroi
eHuedasionartii. MoaaHHSA HoBoro abo
OHOBJIEHOTO cepTudpikata BiANOBIAHOCTI
€sponelicbkin thapmakonei ana A®l abo
AitoY0i pevyoBMHW/ANA BUXIGHOTO
marepiany/peareHTy/npoMiXHOro NpoayKTy,
LLIO BUKOPUCTOBYIOTLCS Y BUPOGHULTBI ADI
abo Aitoy0i pevyoBnHW/ANa [OMNOMIKHOT
peyvoBuHM (CepTudikat BignNoBiAHOCTI
€Bponelicbkili hhapmakoner) - HoBUiA
cepTudikaT BiZNOBIAHOCTI Bif, Ait040ro
BMpPOGHUKA - 3aMiHa BUPOOHMKa ADI
KanbLito xnopug rekcarigpat Ha AdI
KauibLito Xiopug aurigpart. 3aTtBepoKeHo:
KauibLito x/10pug rekcarigpaT (BUPOOHUKK:
BAT «Xim3aBog im. /1.9.Kapnosa»,
Pociiicbka ®epepauis; WITEC GmbH,
Germany); 3anponoHOBaHO: KaslbLiito
xnopuga avrigpart (BupobHuk: Macco
Organiques, s.r.o., Czech Republic, CEP Ne
R1-CEP 2006-263-Rev 00); A®l abo gitova
peyoBuHa. KoHTponb A®I abo gitoyoi
peyoBuHU. 3MiHa Yy napameTpax
cneyudpikayii Ta/abo gonycTumMmnx Mex,
BM3HAYEHUX y crneundikalisx Ha A®l abo
[itouy peyvyoByrHy, abo BUXigHWNIA/NPOMIKHNI
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y
npoueci BupobHuLTBa A®I a6o gitoyoi
peyoBuHM (iHLWIi 3MiHK); AD| abo pitova
peyoBuHa. KoHTponb A®I abo gitoyoi
peyoBuHM. 3MiHa Y MeToZax BUNpobyBaHHS
A®l abo gjtoyoi peyoBuHn abo
BUXiHOro/NpoOMXXHOro NPoAyKTy/peareHTy,

L0 BUKOPUCTOBYETLCA Y Npoueci
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs
BMpo6HULTBa APl abo AitoHoi pevoBUHK
(iHWi 3MiHKW) - cneundikauia Ta aHaniTUYHI
MEeTOAMNKN N5 KOHTPoo APl kanbLito
xnopuay aurigpat npuBefeHo y
BIANOBIAHICTb A0 BMMOT €D Ta A0
[oKyMeHTaL,i hipmu-BUpo6HUKA); FoTOBWMIA
nikapcbkuii 3aci6. BUpo6HULTBO. 3MiHU Y
npoueci BUPo6HMLTBA rOTOBOrO fliKapCbKOro
3acoby (iHWi 3mMiHW) - 3aMiHa Ka/bLjito
xnopuay rekcarigpary - 0,048 r, BUpOOHMK:
BAT «Xim3aBog, im. J1.4. Kaprosa»,
Pociiicbka ®efepauis Ha KasbLito X10pyg,
avrigpart - 0,0322r Bupo6Huk: Macco
Organiques, s.r.o., Czech Republic 3
BIAMOBIAHUM KOPUTyBaHHAM Macy pe4yoBUHN
(thakTMyHOI 3MiHM Aito4oT peyoBUHN B
PO34MHi He BiAOYyBa€ETLCSA)
152. | PO3APT TabneTkn, BKPUTI AkTasic rpyn IcnaHgis AxTasic 1T/, ManbTa BHECEHHS 3MiH 0 peecTpauinHnX 3a UA/11647/01/01
nAiBKOBOIO AT MaTepianis: peyenmom
06010HKOID, N0 5 Mr 3MiHa napameTpiB cneyudikauii Ta/abo
Ne 30 (10x3), Ne 90 [OMYCTUMNX MEX FOTOBOTrO NikapCbKoro
(10x9) y 6nicTepax 3acoby
153. | PO3APT TabneTkn, BKpUTI AkTasic rpyn IcnaHgis AxTasic 1T, ManbTa BHECEHHS 3MiH 40 peecTpauiiiHnX 3a UA/11647/01/02
NNiBKOBOIO AT MaTepianis: peyernmom
060/10HKO0, No 10 Mr 3MiHa napameTpiB cneuudikauiii Ta/abo
Ne 30 (10x3), Ne 90 [OOMyCTUMUX MeX rOTOBOr0 NiKapCbKoro
(10x9) y 6nicTepax 3acoby
154. | PO3APT TabneTkn, BKPUTI AkTasic rpyn IcnaHgis AkTasic 1T[, MasnbTa BHECEHHS 3MiH [0 peecTpaLiinHnx 3a UA/11647/01/03
nAiBKOBOK AT mMarepianis: peuenmom
06010HKOH0, M0 20 Mr 3MiHa napameTpiB cneundikadin Ta/abo
Ne 30 (10x3), Ne 90 [OMyCTUMUX MeX rOTOBOr0 NiKapCcbKoro
(10x9) y 6nicTepax 3acoby
155. | PO3APT TabneTkn, BKPUTI AkTaBic rpyn Icnangis AkTasic 1T[, MasnbTa BHECEHHS 3MiH [0 peecTpaLinHnx 3a UA/11647/01/04
nAiBKOBOIO AT MaTepianis: peyenmom
06010HKOH, M0 40 Mr 3MiHa napameTpiB cneundikain Ta/abo
Ne 30 (10x3), Ne 90 [OMYCTUMUX MEX FOTOBOTrO NikapCbKoro
(10x9) y 6nicTepax 3acoby
156. | POLEE®IH® NnopoLUoK AN ® . XohcpmaH | Lseiiuapis BMPOGHULITBO LBeliuapis BHECEHHS 3MiH 40 peecTpauiiHnX 3a UA/10561/01/01
pO34nHy 4NN iH'eKLi H-J1a PoLu Hepo3dhacoBaHo martepianis: peyenmom
no 1 ry dpnakoHi Ne 1 nta T npoayKui, 3MiHa YNoBHOBaXeHOT ocobu,
nakyBaHHs, BiANoOBifabHOI 3a (hapmakoHarnag,;

BMNPOGYBaHHSA

CynyTHA 3MiHa: 3MiHa B KOHTaKTHMX AaHnX
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs
KOHTpO/1t0 YyMOBHOBaXXEHOT 0C06W, BiAMOBIAA/ILHOT 3a
AKOCTI: thapmakoHarnsz,
®.XohhmaHH-
Na Pow Nta,
Lseliyapis;
BUNPOOYBaHHSA
KOHTPO/O
SIKOCTI, BUMNYCK
cepii:
&.XohhmaHH-
Na Pow Nta,
Lsewuapis
157. | PATIBHUK® Kpem no 15 ra6o 30 r MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmnx 6e3 UA/5062/01/01
y Ty6i antomiHieii Ne | "KuiBmegnpe "Kuismegnpenap mMartepianis: peyenma
1 B nauui napart" ar" 3amiHa rpaguiyHoro 306paXkeHHs1 ynakoBKu
Ha TEeKCT MapKyBaHHA A9 NePBUHHOT Ta
BTOPUHHOI yNakoBk1. BBegeHHA 3MiH
npoTArom 6-Tn MicsAUiB nicnsa
3aTBepPAKEHHSA
158. | CIMMNOHI® PO34MH ANA iH e TOB Pociiicbka Bakctep CLIA/ BHECEHHS 3MiH [0 peecTpaLinHnx 3a UA/13065/01/01
50mr/0,5mny «[PKOHCOH & | depepauia | PapmacbloTyka Lsenuapis marepianis: 3MiHV B IHCTPYKLIii Ans peyernmom
nonepegHL0 JDKOHCOH» N COnoLUNHS, MeZIMYHOro 3aCTOCYBaHHA [0 PO3finy
HanoBHEHUX CLUA; "MokasaHHA", "B3aemogis 3 iHW1MKn
wnpuuax 3 Cinar AT, nikapcbkMMKM 3acobamu Ta iHLWi Buan
npucTtpoem UltraSafe Lseiyapis B3aemogiin", "OcobmBoCTi 3acTocyBaHHA",
Ne 1 abo Ne 3;y "3acTocyBaHHA y nepiof BariTHOCTi abo
nonepeaHL0 roflyBaHHs rpyaar”, "3aaTHicTb BNAMBaTtu
HanoBHEHNX pyyKax 3 Ha LWIBMIKICTb peakuii Npy KepyBaHHi
aBTOiH ekTOopom Ne 1 aBTOTPAHCMOPTOM abo iHWNUMK
a6o Ne 3 MexaHiamammn" "Cnocib 3acTocyBaHHS Ta
£o3n", "Mo6iuHi peakuii”, "IMyHONOrIYHi i
6ionoriyHi BNacTMBocCTi"
159. | CNA3BMA/TTOH | Ta6netku Ne 10 Bankandap Bonrapis BankaHtapma- Bonrapis/ BHECEHHS 3MiH 0 peecTpaLinHnx 6es UA/7059/01/01
® (10x1), Ne 20 (10x2), Ma-AynHuua AynHuua AT, Cepbis martepianis: peyenma
Ne 20 (20x1), Ne 50 AT Bonrapis; 3MiHa y napameTpax cneyucpikauii Ta/abo
(10x5) y 6nictepax y dapmaLeBTMyHaA [ONYyCTUMUX MEX, BUSHAYEHUX Y
Kopobui i XimiuHa cneundikauisx Ha A®l abo filody peqyoBuHy
IHaycCTpIs, (3BY)XEHHS ONYCTUMUX MEX, BUSHAUYEHUX Y
3apasne AT, cneuudikayii; LONOBHEHHA cnevuudikauii
Cepbis HOBMM MOKa3HUKOM AKOCTI Ta BignoBigHUM
MEeTO/0M BMNPOOGYBaHHS)
160. | TANBEPB™ TabneTkn, BKPUTI HosapTic LLBenuapis nakco Benuka BHECEHHS 3MiH 0 peecTpaLinHnx 3a UA/8847/01/01
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs
NniBKOBOIO dapma Al OnepeiiwHc HOK Bputanisa/ MaTepianis: 3MiHa 3asBHMKa peyenmom
060/10HKOI0, MO NimiTeq, Benvka Icnania
250 mr Ne 70 (10x7), BpuTtaHis;
Ne 84 (12x7)y [Jopatkosuii
6nictepax, Ne 70, Ne BMPOGHUK AN
84 y dhnakoHax Ne 1 nakyBaHHA Ta
BMMNYCKY cepil:
[nakco
Bennkom C.A.,
Icnanig
161. | TAHAKAH® pO34MH opasnbHuii, 40 INCEH ®paHuis BODYP INCEH PpaHuis BHECEHHS 3MiH [0 peecTpaLinHnx 3a UA/9843/01/01
mr/mn no 30 mny PAPMA IHOYCTPI MaTepianis: 3MiHa y MapkyBaHHi 3 peyenmom

onakoHax Ne 1y
KOMMNNEKTi 3
Jo3atopom

YTOUYHEHHAM p. «Cknag» (girova pevyoBrHa)
y MeToax KOHTPOJI0 AKOCTi 3rigHO
marepianiB peecTpauiiiHoro 4ocbe 3

BIAMOBIAHUMW 3MiHAMW B IHCTPYKLIT An1A
MeJMYHOro 3acToCcyBaHHs, BBeeHHs 3MiH
NPOTAroM 6-Tu MicALIB MicNsA 3aTBEPKEHHS.
CepTudpikaT BignoBigHoCTi €Bponeiicbkili
thapmakonei/CepTtudikat BifgnosigHOCTI
€Bponelicbkiin hapmakonei woao ryéyatoi
eHuedanonarii. 3MiHK, NoB’A3aHi 3
HeOobXigHICTIO NPYBEAEHHS Y BiANOBIAHICTb
[0 MoHorpadii JepxaBHoi hapmakonei
YkpaiHn abo €Bponelicbkoi hapmakonei
(3miHa y cneumdikauisix, nos’a3aHa 3i
3MiHamu B [lepxasHiii hapmakonei YkpaiHu
abo €sponelicbkiii hapmakonel) -
dapmakoneiiHi pe4oBUHM HATPID caxapuH
Ta BOAA OuuLLeHa NPOXoaAThb

BMNPOOYBaHHSA BiANOBIAHO A0 BUMOT Lit04Oi
€. MocunaHHA nonepeHix Bepcii

3aMiHEHO Ha NOCMNAHHAMY Ha gitody EP.

HaiimeHyBaHHs eTaHosy 6ys1o "Alcohol Ph.

Fr. Xth edition". 3rigHO 3a3Ha4yeHOT
MOHorpadii AKiCTb HE KOHTPOIHOETLCA.

MocTavasibHuK 3amiHue "Alcohol Ph. Fr. Xth

edition" Ha eTaHon 96% 06/06, 3rigHO BUMOT

nitoyoi €E®; Ceptudikart BignoBigHOCTI
€ponelicbkili apmakonei/Ceptudikart
BiANOBiAHOCTI €Bponeiickkiin hapmakonei

Loao rybyaroi eHuedanonatii. 3MiHu,
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs

NnoB’s3aHi 3 HeOOXiAHICTIO NPUBEAEHHS Y

BifNOBIAHICTb A0 MOHOrpadii AepxaBHoi

thapmakonei YkpaiHu abo €Bponeincbkoi

thapmakonei (3miHa y cneumdikaui

HedhapmMakoneliHoi A®l abo aitoyoi
peyoBunHU NS NPUBEAEHHS Y BiANOBIAHICTb
o Bumor [lepxaBHoi thapmakonei YkpaiHu
abo €sponeiicbkoi thapmakonei) - Adl abo
Jitoya peyoBuHa - NpuBefeHHs 10 EP
[O0MOMDKHOT pe4yoBMHU a30T.
-3MiHKM | TMNy - FOTOBUIA NiKapcbKuii 3acio.
Brpo6HMLUTBO. 3MiHM BUNPO6YBaHbL abo
O0ONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneumdikayisx, nig yac BUPoGHULTBA
roTOBOrO JIIKAPCbKOro 3acoby (BUyYeHHs
HECyTTEBOro BUNPO6YBaHHSA) — BUAANEHHS
BMNPOBYBaHHA Ha NUTOMY
€/1eKTPONpPOBIAHICTb 4719 BOAU OYULLEHOI,
BUAASIEHHS NEPEBIPKM PiBHA B pe3epsyapi,
BUAAIEHHS NEPEBIPKM HA KOJTIbOPOBICTb |
NPO30PICTb PO3UMHY, BUAAIEHHSA NEPEBIPKN
TpuBanocTi inbTpavii; FoToBUiA Nikapcbkuii
3aci6. KOHTponb roToBOro JlikapCbKoro
3aco0y. 3miHa napameTpiB cneundikadi
Ta/abo fonyCTMMNX MEX roTOBOro
niKapcbKoro 3acoby (40NOBHEHHS
cneumdikavii HOBUM NOKa3HUKOM 3
BiANOBIAHMM METOA0M BUMPOBYBaHHSA) -

ifeHTudikauis Ailoyoi peyoBUHU METOAOM
BEPX, 3 BignoBigH1M MeTO40M

BUTAralOTbCA i3 6ararof030BMX
KOHTeliHepiB; BunpobyBaHHsAM MBY;
[ONOBHEHHSA cneuudikauii TepmiHy
NpUAaTHOCTI — BU3HAYEHHSIM BMICTY
eTaHony, BunpobysaHHsM MBY (3

nikapcbkuii 3aci6. KOHTpo/ib roToBOro

cneumdikayis Ha BUNYCK AOMOBHEHA APYrot0

OHOB/IEHHAIM hopmaTy A0Cbe); [OTOBWMIA

nikapcbkoro 3acoby. 3miHa napamMmeTpis

BMMNPOOYBaHHS; OAHOPIAHICTb MacK A03, Lo

TOTOBOIO JIiKapCbKOro 3acoby (BuUyYeH

cneumndikauin Ta/abo fonyCcTUMNX MeX

HA
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs

He3Ha4YHOro nokasHuka (Hanpvknag,
BWU/TyYEHHS 3aCTapifioro nokasHukay)) -
BUNYYEHHS i3 cneuudikaLii Ha TepMiH

npuaartHocTi "laeHTudikauis FiHrko 6inoba
CYXWUIA eKCTPaKT Ta HaTpito caxapuH" (3
OHOB/IEHHAM hopmaTy A0Cbe); [0TOBWMIA
nikapcbkuii 3aci6. KOHTposib roToBOro
nikapcbkoro 3acoby. 3miHa napamMmeTpis
cneumndikauin Ta/abo fonyCcTUMNX MeX
rOTOBOrO J1iKapCbKOro 3acoby (3BY)XXEHHS

JONYCTUMMX MEX) - 3BYXKEHHS AONYCTUMMX

MeX riHkro 6inoba y cneuudikauii TepMiHy
npuaatHocTi (3 oHOBMEHHAM chopmaTy

[ocbe); FoTOBUIA NikapCbkuii 3aci6.

KOHTpO/1b rOTOBOrO Nikapcbkoro 3acoby.
3miHa napameTpiB cneyucpikauiii Ta/abo
[ONyCTUMMX MEX FOTOBOrO NiKapCbKOro

3aco6y (gonoBHeHHs1 abo 3amiHa NokasHuKa

crneyudpikauii 3a pesynbTatamu 4OCNioKeHb

3 6e3nekn abo AKOCTI (38 BUHATKOM
nikapcbknx 3acobis

6i0N10riYHOro/iMyHONOTNYHOrO MOXOAXEHHS))
- 3aMiHa NokKasHWKa «BU3Ha4YeHHs1 cymu

TepneHiB» y cneundikawii Ha TepMiH

npuaaTtHocTi (3 OHOBNEHHAM hopmMaTty
[ocCbe); FoTOBUIA NiKapCbKMii 3aci6.
KOHTpOonb roToBOro nikapcbkoro 3acoby.
3MiHa y meToax BUNpo6yBaHHS rOTOBOrO
NikapcbKoro 3acoby (iHwi 3MiHM Yy MeTogax
BMNPOBYBaHb (BK/IHOYaoUn 3amiHy abo
[OOMNOBHEHHS)) — BU3HAYEHHS TEPNEHOBUX
NaKTOHIB NPOTArom TepMiHy npuaaTHocTi (3
OHOBJ/IEHHAM hopmarty A0Cbe); FOTOBWIA
nikapcbkuii 3aci6. KOHTPO1b AOMNOMDKHMX
peyoBuH. 3MiHa y MeTogax BUNpobyBaHHSA
[ONOMDKHOT PeyoBUHN (JONOBHEHHS a60
3aMiHa nokasHuka cneuugikauii 3a
pe3ynbTaTamm AocnigkeHb 3 6e3nekn abo
AKOCTI (IHLWi 3MiHM y MeToAax BUNpPobyBaHHS
(BKNtOYaOUM 3aMiHy abo gogaBaHHs)) —
3MiHa y MeTogax BUNpobyBaHHA AOMNOMIDKHOT
PEYOBMHM eCeHLis anesibCUHOBAa PO3YMHHA
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BionycKy peecmpayiliHo2o
3acoby noceio4YeHHs
Ta [OMNOMDKHOI PEYOBWHMW €CeHLList IMMOHHA
PO34MHHA, iHLi 3MiHW Y MeTofax
BMNPOOYBaHHA — razosa xpomartorpacdis (3
OHOBJ/IEHHSAM hopMaTy [10CbE)
162. | TEPXKMHAH TabneTkn BariHa/bHi Na6opartopii dpaHuis CochapTtekc dpaHuis BHECEHHS 3MiH [0 peecTpauinHmnx 3a UA/8116/01/01
Ne 6, Ne 10 y cTpunax Bywapa martepianis: peyernmom
Pekopparti 3MiHa YNOBHOBaXXEHOI 0co6w,
BiANOBiAa/IbHOT 3a (hapmakoHarnag,;
CYNyTHSA 3MiHA: 3MiHa B KOHTAKTHUX JaHnX
yMOBHOBaXXEHOT 0C06W, BiAMOBIAA/ILHOT 3a
hapmakoHarnsg
163. | TIO-NINOH- po34nH 4Na iHdysil, ToBapucTBo YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLinHnx 3a UA/13320/01/01
HOBO®APM 30 mr/mn no 10 mn 3 06MEeXeHo MaTepianis: peyenmom
abo no 20 mny 06MEeXeHOo Bi4NoOBiAa/IbHICT BHECEHHS1 HOBOr0O BMPOGHKMKA AjitoYoi
onakoHax Ne 5, Ne 10 | Bignosigasib 10 chipma peyvoBVHM [0 BXE 3aTBEepKEHOrO.
HiCTIO chipma "Hosodhapm- BBegeHHA 3MiH NpoTArom 3-X MicsiliB
"HosBodapm- BiocuHTe3" nicns saTtBepKeHHA
BiocnHTe3"
164. TOMNAMAKC® kancynu no 25 mr Ne TOB Pociiicbka Bupo6HULTBO CLWA/ITanis BHECEHHS 3MiH [0 peecTpauinHmnx 3a UA/4144/01/02
28 y thnakoHi "[DKOHCOH & | Pepepauis | Hepo3hacoBaHO MaTepianis: peyenmom
J>KOHCOH" ro NPOAYKTY: BUMPAaB/IEHHS TEXHIYHOT NOMWU/IKN B HaKasi
AHcceH OpTo MO3 Ykpainu Big 11.01.2016 Ne 6 won0
NNC, CUWA; HanucaHHs BUPOOHMKIB B NPOLECI
MepBrHHa Ta nepepeectpauii (byno - Axccen-Cinar
BTOPUHHA C.n.A. Bia C.AHcceH, ITanis)
yrnakoBkKa,
[03BifN Ha
BUMNYCK cepil:
AHcceH-Cinar
C.n.A., Itanis
165. | YHOEBIT® apaxe Ne 50 y MAT YkpaiHa MAT "KniBcbkuit YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHmX 6e3 UA/7922/01/01
KOHTenHepax "KuiBcbkunii BiTaMiHHUIA MaTepianis: peyernma
(6aHoukax); Ne 50x1y | BiTamiHHWMIA 3asof” 3MiHa HaliMeHyBaHHs BUPOOHWMKa Ajro4oi
KOHTelHepax 3asof” peyvoBuHK, 6e3 3MiHM Micusa BUPOGHULTBA
(6aHoukax) y nayui
166. | ®APIHITOH TabneTtkn ans MAT YkpaiHa MAT "KuniBcbkuii YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmnx 6e3 UA/7230/01/01
cMOKTaHHA Ne 20 "Kuiscbkunii BiTaMiHHUIA MaTepianis: peyenma
(10x2) y 6nictepax BITaMiHHWI 3ason” 3MiHa HallMeHyBaHHS BUPOGHWKa AitoyOi
3asog" peyoBMHM ackopbiHoBa kucnoTa, 6e3 3MiHu
Micus BUPOBHMLITBA
167. | ®YPALUUNIH® TabneTtkn ans MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmnx 6e3 UA/5187/01/01
NpUroTyBaHHsA "lannudpapm "ranuudapm”, mMartepianis: peyenma
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Ne Hassa Popma sUnycKy 3asisBHUK Kpaina Bupo6HuUk KpaiHa PeecmpayitiHva npoyedypa Ymosu Homep
n/n JliKapCcbKo20 BiOnycKy peecmpayitiHo20
3acoby noceio4YeHHs
pOo34rHy 41A Ykpaina; MNMAT 3amiHa rpaguiyHoro 306paXkeHHs1 ynakoBKu
30BHILLHBLOTO "KvuiBmeanpenap Ha TEeKCT MapKyBaHHSA O19 NEePBUHHOT Ta
3acTtocyBaHHs no 20 at", YkpaiHa BTOPVHHOT yNakoBku. BBegeHHA 3MiH
mr Ne 10 y cTpunax, npotsArom 6-Tu micAwiB nicnsa
Ne 10, Ne 20 (10x2) y 3aTBepPAKEHHA
6nictepax
168. | ®YPOCEMIA- Tabnetkm no 40 mr Ne MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiHnX 3a UA/2353/01/01
AAPHNUA 50 (10x5) y "®apmauesT "®apmaueBTNYH mMarepianis: peuenmom
KOHTYPHUX nyHa tipma a hipma 3MiHW B IHCTPYKLUIT 4N MeANYHOro
YapyHKOBUX "NapHuusa" "NapHuua" 3acTtocyBaHHs. (TepMiH BBeAe€HHS 3MiH -

ynakoBKax y naullj

npotAarom 3-x micauis nicna
3aTBepPAKEHHS)

B.o. HaYanbHUKa YnpasniHHA dpapMaueBTUYHOT
OIANBHOCTI Ta AKOCTiI (papmavueBTUYHOT NPOAYKLiT

T.M. IacKkoBCbKUn
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MEPENIK

Aopatok 4

A0 Hakasy MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHn
04.02.2016 Ne 65

NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONOTIYHUX NMPEMAPATIB), AKUM BIAMOBJ/IEHO Y OEP)XXABHIN PEECTPALII,
NEPEPEECTPALYI TA BHECEHHI 3MIH 4O PEECTPALIMHNX MATEPIA/IB
TA OEPXXABHOI'O PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHA

Ne Hassa dopma suUnycKy 3asiBHUK KpaiHna Bupo6Huk KpaiHna riocmasa lMpoyedypa
n/n JNliKapCcbKO20
3acoby
1. SENTON Tabnetkv no 200 mr Ne 100 CaH IHais CaH IHais 3acifaHHa TEK Ne 01 | BigMoBUTM y  3aTBEepKEHHi
(10x10) y cTpunax PapmacboTrKasl PapmacbloThK Big 12.01.2016 3MiHU - BUMNPaBAEHHSA TEXHIYHOI
IHgacTpis /Ta,. an lHgactpis NOMWIKA B MeTOoAax KOHTPOJIO
ntg AKOCTI /IiKapCbKOro 3acoby y p.
"KinbkicHe BU3HAYEHHS"
MpupatHicTe  xpomatorpaddivHoi
CMUCTEMW, OCKI/IbKM  3a3HayeHe
BUMpaB/IEHHA  He  Bignosigae
opuriHasIbHYM MaTepiasiam
2. PECNIBPOH | | TabneTtku cybniHreanbHi Ne | SlannemaHp, LWseliLapis BpyLeTTiHi ITanis 3acifaHHa HTP Ne 17 | BigMoBUTU Yy 3aTBEpPKEHHi
RESPIBRON 10, Ne 30 dapma C.pJ. Big 24.09.2015 3MiHM, Ha nigcTaBi pilleHHs
IHTepHauioHan 3acigaHHa HayKoBO-TeXHiuHOT
pagun 24.09.2015 POKY,
nportokon Ne 17 - 3MmiHuK | TUny -
3MiHa onucy Tabnetku (2.2.1.1. (B)
1B

B.o. HayanbHUKa YnpaBniHHA papMaueBTUYHOI

AIANBHOCTI Ta AKOCTI (hapmaueBTUYHOT NPoAYKLUil
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T.M. IacKkoBCbKuUu
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