MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
15.12.2016 Ne 1345
Kuis

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

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

HAKA3YIO:

1. 3apeectpyBaTy Ta BHeCTH A0 [lep>KaBHOTO peECTPY JiKapChbKHX 3aco0iB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosnoriuHi mperrapaTv) 3rigHO 3
riepestikoMm (go#aTok 1).

2. [lepepeecTpyBaTH Ta BHECTH /10 Jlep>KaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
YKpaiHud JfiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTtd) 3riHO 3
riepesikoM (JJoAaToK 2).



3. BHectu 3MiHM [0 peecTpauliHUX MaTepianiB Ta [lepXKaBHOro peecTpy
MKapcbKUX 3aco0iB YKpaiHW Ha JiKapchkKi 3acobw (MeguuHi imyHOoOGiomoriuHi
riperiapaTH) 3TiJJHO 3 repesiikoM (JoAaTok 3).

4. KoHTpOJIb 38 BUKOHaHHSAM L[bOT'0 Haka3y IOK/IaCTU Ha 3acTyIrHuKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



NMEPENIK
3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIO/IOMNYHUX NPEMAPATIB), AKI BHOCATbLCH
40 AEP>XXABHOI'O PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

Jopartok 1

[0 Haka3y MiHicTepcTBa OXOPOHU
30,0pOB’A YKpaiHu

15.12.2016 Ne 1345

Ne Hassa dopma BUMyCKy 3asisHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapCcbKO20 (nikapcbka ¢hopma, 3asiBHUK BUPOGHUKA BIiOnycKy aHHs peecmpayitiH
3acoby ynakoska) a 020
nocsio4YeHHs
1. AOP30MNTUK Kpansi 04Hi, po3yvH dapmauestny | Monblia NOBHWI LMKN Mpeuis/ peecTpais Ha 5 poki.; 3a He UA/
KOMBI 20 mr/mn+5 mr/mn, no HWii 3aBO/ BMPOBHMLTBA: Monbwa 3060B A3aHHA Npy BUAAYI peyenmom nionsizae 15656/01/01
5 mn y donakoHi- "Monbchapma” damap A.B.E., peecTpavuiiHoro NoceigYeHHs
KpanenbHuui Ne 1 a6o C.A. Mpeuis; ONs NiKapcbKoro 3acoty
Ne 3 a/ibTepHaTBHe BIACYTHI.
MicL,e KOHTPO/II0 MepioAnyHICTb NoAaHHA
AKOCTIi, BTOPUHHOT perynsipHoO OHOB/1I0BAHOro
ynakoBKn Ta 3BiTy 3 6e3neku BigNoBiAHO 0
BUNYCKY cepii: Mopaaky 3aiACHEHHS Harnsay
®apmareH C.A,, 3a NoGiYHNMK peakuissMm
peuis; nikapcbkmx 3acobis,
albTepHaTMBHe [03BOJIEHNX [0 MELNYHOIO
MicLue BTOPUHOT 3aCTOCYBaHHS, 3aTBEPAKEHOI0
ynaxkoBKn Ta Haka3om MO3 Big 27 rpyaHs
BUMYCKY cepii: 2006 poky Ne898,
dapmaLeBTUUHNI 3apeecTpoBaHoro B
3aBof, MiHicTepcTBi FOCTULT YKpaiHn
"MONb®APMA" 29 ciyHa 2007 poky 3a
C.A., MNonbwa Ne73/13340, cTaHOBUTb:
Bi4MNOBIAHO A0 NEepPioANYHOCTI
CKNagaHHsa perynsipHo
OHOBJIIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby,
[,03BOJIEHOrO 10 MeANYHOIo
3aCTOCYyBaHHSA, Ha
LEeHTpa/IbHOMY PiBHI.
2. 30/IEAPOHOB | KpucTautivHWii leTepo /1a63 IHais letepo /1a63 IHaiA peecTpadia Ha 5 pokis - He UA/
A KUC/IOTA NOpPOLLOK JlimiTeq, Jlimiteq niossizae 15647/01/01




Ne
n/n

Hasga
JNliKapcbKo20
3acoby

dopma BuUMyCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asB8HUK
a

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BiOnycKy

Pexknamys
aHHs

Homep
peecmpayitiH
020
noceio4YeHHs1

MOHOrIAPAT

(cy6eTaHuis) y
NoABIHMX
nonieTnIeHoBNX
naketax ans
thapmaLeBTUYHOTO
3aCTOCYyBaHHSA

KNAPUTPOMIL,
NH

KpUCTasTiuHniA
NMOPOLLOK
(cybeTaHuin) y
NoABIHMX
nosnieTnIeHOBNX
MilLKax ans
thapmaLeBTUYHOTO
3acToCyBaHHSA

LI3iHbAIH
Nimiteq,

KuTait

HiHcsa LjtoaHb
PapmacboTikan
Ko., Nt

KuTait

peecTpadia Ha 5 pokis

He
niosnsizae

UA/
15648/01/01

NAMIXOMN-ET

TabneTku, BKpUTI
NiBKOBOIO
060/10HKOH, N2 30 y
drnakoHax

MAKNEOAC
®APMACHIOT
NKANC
NIMITEL

IHaisa

MAKNEOAC
®APMACBIOTVKA
NC NIMITEL,

IHaisA

peecTpadia Ha 5 pokis

3a
peyenmom

He
nionsieae

UA/
15652/01/01

NErKONAKC

NMOpOLLOK ANA
Opa/IbHOIo PO34MHY
no 4,0 r B naketax-
cale, no 10 a6o 20
nakeTiB-calle B naydi

MAT
"Knismegnpen
apat"

YkpaiHa

NAT
"Knismegnpenapart”

YkpaiHa

peecTpauis Ha 5 pokiB.
3060B’A3aHHSA Npu Buaaui
peecTpavuiiHOro NocBigYeHHS
ICHYIOTb — HaZlaHHSA
JeTasibHOro onncy cuctemu
yrnpaBniHHA pU3nKamn y
BUINAAI NNany ynpasniHHA
pusnkamn go 30.10.2017
BiANOBIAHO A0 nignyHkTy 1.8.2
nyHkTy 1.8 gogartky 5 MNopagky
NPOBEAEHHS eKCepTn3n
peecTpavuiiiHix MaTepianis Ha
nikapcbki 3aco6u, Lo
noJatoTbCA Ha fepXaBHy
peecTpadito
(nepepeecTpadito), a Takox
ekcnepTusn martepianis npo
BHECEHHS 3MiH 0
peecTpaliiiHux maTepianis
NpoTSArom Aii peecTpawiiiioro
NOCBIAYEHHSA, 3aTBEPKEHOrO
Haka3zom MO3 Big 26.08.2005
Ne 426 (y pefakuii Hakasy

6e3
peuyenma

niossi2cae

UA/
15646/01/01




Howmep

Ne
n/n

Hasga
JNliKapcbKo20
3acoby

dopma BuUMyCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asB8HUK
a

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BiOnycKy

Pexknamys
aHHs

peecmpayitiH
020
noceio4YeHHs1

MO3 Big, 23.07.2015 Ne 460).
MepioAnYHICTb NOAAHHA
perynsipHo OHOBJ/IHOBAHOIO
3BiTYy 3 6€3neku BignoBigHO A0
MopsaaxKy 34iACHEHHS Harnsay
3a NOGIYHUMK peakuisimn
nikapcbkmx 3acobis,
[03BO/IEHMX 0 MENYHOI0
3aCTOCYBaHHS, 3aTBEPIKEHOTO
Haka3zom MO3 Big 27 rpyaHsa
2006 poky Ne898,
3apeecTpoBaHoro B
MiHiCTepCTBI HOCTULT YKpaiHn
29 ciung 2007 poky 3a
Ne73/13340, cTaHOBUTB:
BiAMNOBIAHO A0 NepioANYHOCTI
AK 4119 NikapcbKoro 3acoby
nicnsa fepxasHOT peecTpalii B
YKpaliHi, K y nepLuiii kpaiHi
CBITy.

6e3

niosnsizcae

UA/

NErKONAKC

NopoLUOK ANA
OpasIbHOro PO34nHYy
no 10,0 r B naketax-
cate, no 10 a6o 20
nakeTiB-calle B nayui

MAT
"Kvismeanpen
apar"”

YkpaiHa

MAT
"KviBmegnpenapart"

YkpaiHa

peecTpadia Ha 5 pokis.
3060B’A3aHHA NpuU BUgadi
peecTpauiiiHOro NocBiAYeHHS
ICHYIOTb — HaZlaHHSA
JeTasnibHOro onncy cuctemu
ynpaBniHHA pU3nKamm y
BUIMIAAj NNaHy ynpaBniHHA
pusvkamn go 30.10.2017
Bi4NOBIAHO A0 NignyHKTy 1.8.2
nyHkty 1.8 gogatky 5 Mopsagky
NpOBeAEHHS eKCnepTn3n
peecTpavujiiHix MaTepianis Ha
nikapcbki 3aco6u, Lo
noJaloTbCA Ha fepxaBHy
peecTpadito
(nepepeecTpadito), a Takox
eKcnepTusy marepianis Npo
BHECEHHS 3MiH 10
peecTpaLiiiHux maTepianis
nNpoTSArom Aii peecTpawiiiHoro

peyenma

NOCBiAYEHHS, 3aTBEPAKEHOrO

15646/01/02




(10x10) y 6nictepax

OiNbHULSA, Ha AKI

Mopsiaky 3ailicHEeHHs Harnagy

NpPOBOAUTLCS 3a NOGIYHNMY peakuisiMm

nepBuHHe Ta niKkapcbkmx 3aco6is,
BTOPVIHHE [03BOJIEHVX O MEANYHOTO
nakyBaHHs: 3aCTOCYBaHHS, 3aTBEPAKEHOIO

Ne Hassa dopma Bunycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep

n/n JNliKapcbKo20 (nikapcbka gpopma, 3asBHUK BUPOGHUKa BiOnycKy aHHs peecmpayitiH

3acoby ynakoska) a 020
nocsio4YeHHs1
Haka3om MO3 Big 26.08.2005
Ne 426 (y pepakuii Hakasy
MO3 Big, 23.07.2015 Ne 460).
MepiognyHICTb NogaHHA
perynsipHo OHOBJ/IOBAHOIO
3BiTy 3 6e3neku BignoBiaHO 40
Mopsaaky 34iCHEeHHs Harnaay
3a NOGIYHNMYM peakUisMm
niKkapcbkmx 3aco6bis,
[,03BOJIEHVX 1O MEANYHOTO
3aCTOCYBaHHS, 3aTBEPKEHOTO
Hakazom MO3 Big 27 rpyaHs
2006 poky Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi oCcTULT YKpaiHu
29 ciuHa 2007 poky 3a
Ne73/13340, CTaHOBUTb:
BiZANOBIAHO A0 NEPIOANYHOCTI
SIK ANS NiKapcbKoro 3acoby
nicnsa fepxasHOT peecTpalii B
YKpaiHi, K y nepLuiii kpaiHi
CBITY.

7. MATHIO KpUCTasTiuHniA AT Yecbka TOB "Makko Yecbka peecTpadia Ha 5 pokis - He UA/
CYNb®AT NOpOLLOK "IMKo®apma" | Pecny6n OpraHikc" Pecny6nika nionsizae 15651/01/01
FENTATIAPAT (cybeTaHuis) y ika

nosnieTuNeHoBNxX
MilLKax ans
thapmaLeBTUYHOTO
3aCTOCYBaHHS

8. MIPIYM Tabnetkn no 20 mr Ne | AT "T'piHgekc"” Narsin BCi cTapgji Icnania/ peecTpadia Ha 5 pokis. 3a He UA/

10 (10x1), Ne 14 BMPOGHUYOTrO Bonrapis/ 3060B’A3aHHA Npu Bugadi peyenmom niossieae 15664/01/04
(7x2), Ne 28 (7x4), Ne npovecy: Yecbka peecTpauiiiHOro NocBigYeHHS

30 (10x3), Ne 49 CiHToH XicnaHig, C. | Pecny6nika/ BICYTHI.

(7x7), Ne 50 (10x5), N., IcnaHis; HimeuunHa MepioAnYHICTb NOAAHHA

Ne 56 (7x8), Ne 98 asbTepHaTMBHA perynsipHo OHOB/HOBAHOTO

(7x14), Ne 100 BNPOGHUYA 3BIiTy 3 6e3nekun BignoBiaHO 40




dapmacbloTikanc,
Nta, bonrapis;
anbTepHaTMBHa
BMpPOGHUYa
OiNbHULSA, Ha AKIN
3[iACHIOETLCA
KOHTPO/b
cepii/BunpobyBaHHSA

KBiHTa-AHaniTuKa

2006 poky Ne898,
3apeecTpoBaHoro B
MiHicTepcCTBi FOCTULT YKpaiHn
29 ciung 2007 poky 3a
Ne73/13340, CTaHOBUTbL:
BiANOBIAHO A0 NEPiIOANYHOCTI
CKNafaHHsa perynspHo
OHOBJ/IOBAHOTO 3BiTY 3 6e3nekn
NikapcbKoro 3acoby,
[03BOJIEHOr0 A0 MEANYHOro

C.p.o, Yecbka

3acCToCyBaHHA, Ha

Ne Hassa dopma Bunycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asBHUK BUPOGHUKa BiOnycKy aHHs peecmpayitiH
3acoby ynakoska) a 020
nocsio4YeHHs1
I | Hakaszom MO3 Big 27 rpyaHs
dapmacbloTikac, 2006 poky Ne898,
Ntp, Bonrapis; 3apeecTpoBaHoro B
asibTepHaTBHa MiHicTepcTBi IOCTULT YKpaiHn
BMpOGHUYa 29 ciyHsa 2007 poky 3a
OiNbHULSA, Ha SAKIN Ne73/13340, cTaHOBUTL:
3[iACHIOETLCSA Bi4NOBIAHO A0 NepioANYHOCTI
KOHTPO/b CKNagaHHsa perynspHo
cepii/BunpobyBaHHs OHOB/IOBAHOrO 3BITY 3 6e3nekn
: nikapcbKoro 3acoby,
KBiHTa-AHaniTka [,03BOJIEHOrO A0 MeAMUYHOro
C.p.o, Yecbka 3aCTOCYBaHHSA, Ha
Pecnyb6nika; LEeHTpasIbHOMY PIBHI.
Na6op N1+C AT,
Hime4yumHa;
ITECT nntoc, c.p.o.,
Yecbka Pecnybnika
9. MIPIYM TabneTtkn no 5 mr Ne AT "IpiHgekc" Narsin BCi cTagji IcnaHis/ peecTpadis Ha 5 pokis. 3a He UA/
10 (10x1), Ne 14 BUPOGHNYOrO Bonrapisi/ 3060B’A3aHHA Npu Buaadi peyenmom niossizae 15664/01/01
(7x2), Ne 28 (7x4), Ne npovecy: Yecbka peecTpauiiiHoro noceigyeHHs
30 (10x3), Ne 49 CiHToH XicnaHis, C. | Pecny6nika/ BIACYTHI.
(7x7), Ne 50 (10x5), 1., IcnaHis; HimeuunHa MepioAnyHICTb NOAAHHSA
Ne 56 (7x8), Ne 98 a/ibTepHaTUBHa perynspHo OHOBNHOBAHOIO
(7x14), Ne 100 BMpOGHUYa 3BiTY 3 6€3neKu BigNoBigHO A0
(10x10) y 6nictepax AiNbHMUA, Ha Kl MopsaKy 34iCHEHHs Harnaay
npoBOANTLCA 3a NobiYHNMK peakuissMu
nepBUHHE Ta NiKapcbKMx 3acobi.,
BTOPUHHE [03BOJIEHVX 1O MEANYHOTO
naKyBaHHs: 3aCTOCYBaHHS, 3aTBEPAKEHOIO
Loxi | Hakaszom MO3 Big 27 rpyaHs




Ne Hassa dopma Bunycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asBHUK BUPOGHUKa BiOnycKy aHHs peecmpayitiH
3acoby ynakoska) a 020
nocsio4YeHHs1
Pecny6nika; LEeHTpasIbHOMY PiBHI.
Nab6op N+C AT,
HimeuunHa,;
ITECT nntoc, c.p.o.,
Yecbka Pecnybnika
10. | MIPIYM Tabnetkn no 30 mr Ne | AT "T'piHgekc"” NaTtBis BCi cTagii Icnanis/ peecTpauis Ha 5 pokiB. 3a He UA/
10 (10x1), Ne 14 BUPOBHNYOTO Bonrapis/ 3060B’A3aHHA Npu BUAAYI peyernmom nionsizae 15664/01/05
(7x2), Ne 28 (7x4), Ne npowecy: Yecbka peecTpavuiiiHOro NocBiAYeHHS
30 (10x3), Ne 49 CiHToH XicnaHig, C. | Pecny6nika/ BIACYTHI.
(7x7), Ne 50 (10x5), N., IcnaHis; HimeuunHa MepioAnyHICTbL NOAAHHA
Ne 56 (7x8), Ne 98 anbTepHaTMBHA perynsipHo OHOB/IHOBAHOTO
(7x14), Ne 100 BUPOGHUYaA 3BiTy 3 6e3neku BignoBiaHO 40
(10x10) y 6nictepax AiNbHUUSA, Ha SKiR MopsaaKy 34iACHEHHS Harnsay
NPOBOAUTLCS 3a NOGIYHNMK peakuissMm
nepBuUHHE Ta niKkapcbkmx 3aco6bis,
BTOPUHHE [03BO/IEHMX A0 MENYHOT0
nakyBaHHS: 3aCTOCYBaHHS, 3aTBEPKEHOTO
I | Hakaszom MO3 Big 27 rpyaHs
dapmacbHoTikanc, 2006 poky Ne898,
Ntp, Bonrapis; 3apeecTpoBaHoro B
anbTepHaTMBHa MiHicTepcTBi OCTULT YKpaiHu
BMpOGHUYa 29 ciyHs 2007 poky 3a
AiNbHUUSA, Ha 5K Ne73/13340, cTaHOBUTB:
3[iACHIOETLCSA Bi4NOBIAHO A0 NepioANYHOCTI
KOHTPO/b CKNnafaHHs perynspHo
cepii/BunpobyBaHHs OHOB/IOBAHOrO 3BITY 3 6e3nekn
: nikapcbKoro 3acoby,
KBiHTa-AHaniTka [,03BOJIEHOrO A0 MeAMUYHOro
C.p.o, Yecbka 3aCTOCYBaHHS, Ha
Pecnyb6nika; LEeHTpasIbHOMY PIBHI.
Na6op N+C AT,
Hime4yuunHa,
ITECT nntoc, c.p.o.,
Yecbka Pecnybnika
11. MIPIYM Tabnetkm no 15 mr Ne | AT "I'piHgekc” Narsis BCi cTagji Icnanis/ peecTpauis Ha 5 pokis. 3a He UA/
10 (10x1), Ne 14 BUPOGHNYOrO Bonrapisi/ 3060B’A3aHHA Npu Buaadi peyenmom niossizae 15664/01/03
(7x2), Ne 28 (7x4), Ne npovecy: Yecbka peecTpauiiHOro NocBigYeHHS
30 (10x3), Ne 49 CiHToH XicnaHis, C. | Pecny6nika/ BIACYTHI.
(7x7), Ne 50 (10x5), N., IcnaHis; HimeuunHa MepioAnYHICTL NOAAHHA
Ne 56 (7x8), Ne 98 a/ibTepHaTUBHa perynspHo OHOBNHOBAHOIO
(7x14), Ne 100 BMPOGHUYA 3BiTY 3 6€e3neku BigNoBiAHO A0




Ne Hassa dopma Bunycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asBHUK BUPOGHUKa BiOnycKy aHHs peecmpayitiH
3acoby ynakoska) a 020
nocsio4YeHHs1
(10x10) y 6nictepax OiNbHMUA, Ha KN Mopsaky 34iCHEHHS Harnaay
npoBoOANTLCA 3a NoGIYHNMK peakLUisMu
nepBUHHE Ta niKkapcbKMx 3aco6bi.,
BTOPVHHE [03BOJIEHVX 1O MEANYHOTO
naxyBaHHs: 3aCTOCYBaHHS, 3aTBEPAKEHOIO
Loxi | Hakazom MO3 Big 27 rpyaHs
dapmacbHoTikanc, 2006 poky Ne898,
Nta, bonrapis; 3apeecTpoBaHoro B
asibTepHaTBHa MiHicTepCTBi FOCTULT YKpaiHn
BUPOGHUYA 29 ciung 2007 poky 3a
OiNbHULA, Ha AKIN Ne73/13340, cTaHOBUTL:
30jCHI0ETbLCA BiANOBIAHO [0 NEPIOANYHOCTI
KOHTPO/b CKNafaHHsa perynspHo
cepii/BunpobyBaHHs OHOB/IOBAHOrO 3BITY 3 6e3MneKkn
: NikapcbKoro 3acoby,
KBiHTa-AHanitmka [03BOJIEHOIO A0 MEANYHOrO
C.p.o, Yecbka 3aCTOCYBaHHA, Ha
Pecny6nika; LeHTpasIbHOMY PiBHi.
Nab6op N1+C AT,
HimeuunHa,;
ITECT nntoc, c.p.o.,
Yecbka Pecnybnika
12. MIPIYM Tabnetkn no 10 mr Ne | AT "IpiHgekc” Narsis BCi cTagji Icnanis/ peecTpadia Ha 5 pokis. 3a He UA/
10 (10x1), Ne 14 BMPOBGHUYOTO Bonrapis/ 3060B’A3aHHA NpU BUgadi peyernmom nionsizae 15664/01/02
(7x2), Ne 28 (7x4), Ne npotecy: Yecbka peecTpaLiiiHoro NocBig4eHHs
30 (10x3), Ne 49 CiHToH XicnaHig, C. | Pecny6nika/ BiICYTHI.
(7x7), Ne 50 (10x5), N1., IcnaHis; HimeuunHa MepiognyHICTb NogaHHSA
Ne 56 (7x8), Ne 98 anibTepHaTMBHa perynsipHo OHOB/HOBAHOTO
(7x14), Ne 100 BMpOGHUYa 3BiTYy 3 6€3neku BignoBigHO A0
(10x10) y 6nictepax OiNbHULSA, Ha SKI MopsaaxKy 34iACHEHHS Harnsay
npoBOAUTLCA 3a NOGIYHUMK peakLismn
nepBuHHE Ta nikapcbkmx 3acobis,
BTOPVHHE [03BOJIEHVX 1O MEANYHOTO
nakyBaHHS: 3aCTOCYBaHHS, 3aTBEPKEHOTO
Loxi | Hakazom MO3 Big 27 rpyaHs

dapmacbHoTikanc,
Nta, bonrapis;
anbTepHaTMBHa
BUPOGHUYaA
OiNbHULUSA, Ha AKIi
3MjACHIOETbCS

2006 poky Ne898,
3apEeecTpoBaHoro B
MiHiCTepCTBI HOCTULT YKpaiHn
29 ciuHg 2007 poky 3a
Ne73/13340, cTaHOBUTL:
BiANOBIAHO A0 NEPIOANYHOCTI




10

Ne Hassa dopma Bunycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asBHUK BUPOGHUKa BiOnycKy aHHs peecmpayitiH
3acoby ynakoska) a 020
MnocBiOYEHHS
KOHTPO/b CKNafaHHsa perynspHo
cepii/BunpobyBaHHs OHOB/IOBAHOrO 3BITY 3 6e3nekn
: nikapcbKoro 3acoby,
KBiHTa-AHaniTuka [,03BOJIEHOrO A0 MefMUYHOro
C.p.o, Yeckbka 3aCTOCYBaHHSA, Ha
Pecny6nika; LEHTpa/IbHOMY PiBHI.
Na6op N1+C AT,
Hime4yunHa,;
ITECT nntoc, c.p.o.,
Yecbka Pecnybnika
13. MOHTY/AP® TabneTkn, BKpUTI KYCYM IHais KYCYM XENTXKEP IHais peecTpadiis Ha 5 pokis 3a He UA/
nAiBKOBOHO XENTXKEP NBT NTL peyenmom nionsizae 15649/01/01
060/10HKO1O, Mo 10 mr NBT NTA,
Ne 30 (10x3) y
6nictepax
14. HA3O®EPOH® | cnpeii HazanbHWiA MAT "dapmak” | YkpaiHa MNAT "dapmak” YkpaiHa peecTpadia Ha 5 pokis; 6e3 nionsizae UA/
100 000 MO/mn no 5 3060B sA3aHHA Npy BUAAYI peyenma 15653/01/01

MY donakoHax
CKNAHMX Ne 1

peecTpaLiiiHoro NocBig4eHHs
ONs NikapcbKoro 3acoty
BiACYTHI.
MepioAnyHICTb NoAaHHA
perysisipHoO OHOBJIHOBAHOTIO
3BiTy 3 6e3neku BigNoBiAHO 0
MopsaKy 3[iACHEHHS Harnsay
3a NoGiYHNMK peakuissMm
niKkapcbkMx 3aco6is,
[03BOJIEHVX 1O MEANYHOTO
3aCTOCYBaHHS, 3aTBEPKEHOTO
Haka3om MOS3 Big 27 rpyaHs
2006 poky Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi oCTULT YKpaiHu
29 ciyng 2007 poky 3a
Ne73/13340, CTaHOBUTb:
Bi4MNOBIAHO A0 NEepPioANYHOCTI
CKNafaHHs perynsipHo
OHOBJ/IOBAHOTO 3BiTYy 3 6e3nekn
nikapcbKoro 3acoby,
[,03BOJIEHOrO 10 MeANYHOIo
3aCTOCYBaHHS, Ha
LEeHTpa/IbHOMY PiBHI.
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Ne Hassa dopma Bunycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asBHUK BUPOGHUKa BiOnycKy aHHs peecmpayitiH
3acoby ynakoska) a 020
MnocBiOYEHHS
niossieae UA/
15653/02/01

15. | HABO®PEPOH® | kpanni Ha3asbHi 100 MAT "®apmak” | YkpaiHa MAT "®dapmak” YkpaiHa peecTpauisf Ha 5 poki.; 6e3
000 MO/mMn no 5 mny 30608 A3aHHA Npy BUAAdi peyenma
chnakoHax CKIsHNX peecTpauiiiHoro noceigyeHHs
Ne 1 A5 nikapcbKoro 3acoby
BIACYTHI.
MepiognyHICTb NogaHHA
perynsipHoO OHOBJ/IOBAHOIO
3BiTYy 3 6€3neKku BignoBigHO A0
Mopsaky 34iCHEHHS Harnaay
3a NoGIYHNMK peakuUissMu
niKkapcbkMx 3acobi.,
[03BOJIEHVX 1O MEANYHOTO
3aCTOCYBaHHS, 3aTBEPIKEHOIO
Hakazom MO3 Big 27 rpyaHs
2006 poky Ne898,
3apeecTpoBaHoro B
MiHicTepCTBI HOCTULT YKpaiHn
29 ciung 2007 poky 3a
Ne73/13340, cTaHOBUTb:
BiZANOBIAHO A0 NEPIOANYHOCTI
CKNafaHHsa perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3MeKkn
NikapcbKoro 3acoby,
[03BOJIEHOIO A0 MEANYHOrO
3aCTOCYBaHHA, Ha
LeHTpa/IbHOMY PiBHi.
YkpaiHa peecTpauis Ha 5 pokis; 3a
3060B’A3aHHA Npu BUaadi peyenmom nionsieae

He UA/
15657/01/01

PO34NH ANS iH EKUi TOB "Teonik YkpaiHa MpuBaTtHe
250 mr/2 mn B dapm akujioHepHe
amnynax no 2 ms, no MapkeTuHr TOBapuUCTBO peecTpaLiiiHoro nNocBig4yeHHs
5 amnyn B 6nictepi, Mpyn" "Nlekxim-Xapkis" iICHYIOTb — HaJlaHHS
no 1 6nictepy B nauuj JeTaslbHOro onucy cuctemu
ynpas/iiHHA pUsnkamm y
BUINAAI NNany ynpasniHHA
pusnkamn go 30.10.2017
BiANoOBIAHO A0 NignyHKTy 1.8.2
nyHkty 1.8 gogartky 5 Mopagky
NPOBEAEHHS EKCEPTU3N
peecTpavuiiiHix MaTepianis Ha
nikapcbki 3acobu, Lo
noAatnTbCs Ha AepxaBHy
peecTpadiito

16. | OBEPIH®
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Ne
n/n

Hasga
JNliKapcbKo20
3acoby

dopma BuUMyCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asB8HUK
a

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BiOnycKy

Pexknamys
aHHs

Homep
peecmpayitiH
020
noceio4YeHHs1

(nepepeecTpadito), a Takox
ekcnepTusn martepianis Npo
BHECEHHS 3MiH [0
peecTpaLiiiHmx matepianis
NpoTArom Aii peecTpawiiioro
NOCBIfYEHHS, 3aTBEP)KEHOrO
Hakaszom MO3 Big 26.08.2005
Ne 426 (y pefakuii Hakasy
MO3 Big, 23.07.2015 Ne 460).
MepioAnYHICTL NOAAHHA
perynsipHo OHOBJ/IHOBAHOIO
3BiTYy 3 6€3neku BignoBigHO A0
MopsaaxKy 34iACHEHHS Harnsay
3a NOGIYHUMK peakLisimn
nikapcbkmx 3acobis,
[03BOJIEHMX A0 MENYHOI0
3aCTOCYBaHHS, 3aTBEPKEHOTO
Hakaszom MO3 Big 27 rpyaHsa
2006 poky Ne898,
3apeecTpoBaHoro B
MiHiCTepCTBI HOCTULT YKpaiHn
29 ciung 2007 poky 3a
Ne73/13340, cTaHOBUTB:
BiAMNOBIAHO A0 NepioANYHOCTI
AK 4119 NikapcbKoro 3acoby
nicnsa fepxasHOT peecTpalii B
YKpaliHi, K y nepLuiii kpaiHi
CBITy.

UA/

17.

PAMASIA H

Tabnetku, 2,5 mr/12,5
mr Ne30 (10x3), Ne
100 (10x10) y
6nicTepax

"KcaHTic
dapma
Nimiteq"

Kinp

AkTtasic T4

ManbTa

peecTpadia Ha 5 pokis;
3060B’A3aHHA NpuU BUgadi
peecTpavuiiiHOro NocBiAYeHHS
ICHYIOTb — HaZlaHHSA
JeTasnibHOro onncy cuctemu
ynpaBniHHA pU3nKamm y
BUIMIAAj NNaHy ynpaBniHHA
pusvkamn go 30.10.2017
Bi4NOBIAHO A0 NignyHKTy 1.8.2
nyHkty 1.8 gogatky 5 Mopsagky
NpOBeAEHHS eKCnepTn3n
peecTpavujiiHix MaTepianis Ha

nikapcbki 3aco6u, Lo

3a
peyenmom

He
niossi2cae

15654/01/01
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Ymosu Pexknamys Homep

Ne Ha3ssa dopma BuUMyCKY 3asiBHUK Kpaina Bupo6HuK Kpaina
3asBHUK BUPOGHUKa BiOnycKy aHHs peecmpayitiH
020
MnocBiOYEHHS

n/n JNliKapcbKo20 (nikapcbka gpopma,
3acoby ynakoska) a
noJalTbCA Ha flepXaBHy
peecTpadiito
(nepepeecTpadito), a Takox
ekcnepTusn martepianis npo
BHECEHHS 3MiH 10
peecTpaLiiiHnx maTepianis
NpoTSArom Aii peecTpawiiiioro
NOCBIJYEHHS, 3aTBEPA)KEHOrO
Haka3om MO3 Big 26.08.2005
Ne 426 (y pepakuii Hakasy
MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NogaHHA
perynsipHo OHOBJ/IOBAHOTO
3BiTy 3 6e3neku BignoBiaHO 40
Mopsaaky 34iCHEeHHs Harnaay
3a NOGIYHNMK peakuisiMm
niKkapcbkmx 3aco6bis,
[,03BOJIEHVX 1O MEANYHOTO
3aCTOCYBaHHS, 3aTBEPKEHOTO
Haka3zom MO3 Big 27 rpyaHs
2006 poky Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi oCcTULT YKpaiHu
29 ciuHa 2007 poky 3a
Ne73/13340, CTaHOBUTb:
BiZANOBIAHO A0 NEPIOANYHOCTI
CKNnafaHHs perynspHo
OHOBJ/IOBAHOT O 3BITY 3 6e3neku
nikapcbKoro 3acoby,
[103BOJIEHOIO 0 MENYHOro
3aCTOCYBaHHS, Ha
LEeHTPa/IbHOMY PiBHi.
18. PAMA3IA H Tabnetku, 5 mr/25 mr "KcaHTic Kinp AxTasic 1T ManbTa peecTpadis Ha 5 pokis; 3a He UA/
Ne30 (10x3), Ne 100 dPapma 3060B’A3aHHA Npu BUAAYi peyenmom nionsizae 15654/01/02
(10x10) y 6nicTepax Nimiteq" peecTpaLiiiHoro NocBig4YEeHHS
iCHYIOTb — Ha[laHHS
[JeTanbHOro onucy cucTemm
ynpas/liHHA pUsnkammn y
BUINAALI NNaHy ynpasniHHA
pu3sukamn go 30.10.2017
BiANoBiAHO A0 nignyHKTy 1.8.2

PeecmpayjitiHa npoyedypa




14

Ne
n/n

Hasga
JNliKapcbKo20
3acoby

dopma BuUMyCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asB8HUK
a

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BiOnycKy

Pexknamys
aHHs

Homep
peecmpayitiH
020
noceio4YeHHs1

nyHkTy 1.8 gopatky 5 Nopagky
NpoBefEeHHA ekcnepTusn
peecTpavuiiiHix maTepianis Ha
nikapcbki 3aco6bu, LWo
NnoAalnTbCs Ha AepxaBHy
peecTpadito
(nepepeecTpadito), a Takox
eKkcnepTusn marepianis nNpo
BHECEHHS 3MiH [0
peecTpaLiiiHux maTepianis
nNpoTArom Aii peectpawiiHoro
NOCBIQYEHHS, 3aTBEPKEHOIO
Hakazom MO3 Big 26.08.2005
Ne 426 (y pefakuii Hakasy
MO3 Big 23.07.2015 Ne 460).
MepioAnyHICTb NoJaHHA
perynsapHo OHOB/HOBAHOIO
3BiTy 3 6e3neku BigNoBiAHO 0
Mopaaky 34iACHEHHS Harnsay
3a NoGiYHNMK peakuissMm
nikapcbkMx 3acobis,
[03BOJIEHNX [0 MELNYHOIO
3aCTOCYBaHHS, 3aTBEPAKEHOr0
Haka3om MOS3 Big 27 rpyaHs
2006 poky Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi FOCTULT YKpaiHn
29 ciyng 2007 poky 3a
Ne73/13340, cTaHOBUTb:
Bi4MNOBIAHO A0 NEepPioANYHOCTI
CKNagaHHsa perynsipHo
OHOBJIIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby,
[,03BOJIEHOrO 10 MeANYHOro
3aCTOCyBaHHSA, Ha
LEeHTpa/IbHOMY PiBHI.

19.

PAMASIA H

Tabnetkn, 5 mr/12,5
mr Ne 30 (10x3), Ne
100 (10x10) y
6nicTepax

"KcaHTic
dapma
Nimiteq"

Kinp

AkTtasic T4

ManbTa

peecTpadia Ha 5 pokis;
3060B’A3aHHA NpuU BUgadi
peecTpavuiiiHOro NocBiAYeHHS
ICHYIOTb — HaZlaHHSA
JeTasIbHOro onucy cucTemu

3a
peyenmom

He
niossi2cae

UA/
15655/01/01
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Ne
n/n

Hasga
JNliKapcbKo20
3acoby

dopma BuUMyCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asB8HUK
a

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BiOnycKy

Pexknamys
aHHs

Homep
peecmpayitiH
020
noceio4YeHHs1

ynpaBniHHA pyU3nKamn y
BUINAAI NNaHy ynpasniHHA
pusvkamn go 30.10.2017
BiANOBIAHO A0 NignyHKTy 1.8.2
nyHkty 1.8 gogatky 5 Mopsagky
NPOBELEHHS EKCMEPTU3N
peecTpavuiiHix MaTepianis Ha
nikapcbki 3acobu, LWo
noJatoTbCs Ha fepxaBHy
peecTpadiito
(nepepeecTpadito), a Takox
ekcnepTusn martepianis npo
BHECEHHS 3MiH 10
peecTpaLiiiHnx maTepianis
NpoTSArom Aii peecTpawiiiHoro
NOCBIgYEHHS, 3aTBEP)KEHOrO
Haka3om MO3 Big 26.08.2005
Ne 426 (y pepakuii Hakasy
MO3 Big, 23.07.2015 Ne 460).
MepiognyHICTb NogaHHA
perynsipHo OHOBJ/IOBAHOIO
3BiTy 3 6e3neku BignoBiaHO 40
Mopsaaky 34iCHEeHHs Harnaay
3a NOGIYHNMK peakuisiMm
niKkapcbkmx 3aco6bis,
[,03BOJIEHVX 1O MEANYHOTO
3aCTOCYBaHHS, 3aTBEPKEHOTO
Hakazom MO3 Big 27 rpyaHs
2006 poky Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi oCcTULT YKpaiHu
29 ciuHa 2007 poky 3a
Ne73/13340, CTaHOBUTb:
BiZANOBIAHO A0 NEPIOANYHOCTI
CKNnafaHHs perynspHo
OHOBJ/IOBAHOT O 3BITY 3 6e3neku
nikapcbKoro 3acoby,
[103BOJIEHOIO 0 MENYHOro
3aCTOCYBaHHS, Ha
LEeHTPa/IbHOMY PiBHi.

Tab/1eTKW, BKPUTI

CKAH BIOTEK

IHais

BacHa

IHais

peecTpadiis Ha 5 pokis

3a

He

UA/

20.

PO3Y®PACT




16

Ne Hassa dopma Bunycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asBHUK BUPOGHUKa BiOnycKy aHHs peecmpayitiH
3acoby ynakoska) a 020
nocsio4YeHHs1
nNiBKOBOKO nTa dapmacbloTikasic peyenmom niossieae 15659/01/01
060/10HKO0, No 10 Mr Nta.
Ne 30 (10x3) y
6nictepax
21. PO3Y®ACT TabneTtku, BKpUTI CKAH BIOTEK IHais BadHa IHaiA peecTpadia Ha 5 pokis 3a He UA/
nAiBKOBOK nTa dapmacbloTikasic peyenmom nionsieae 15659/01/02
060/10HKOIO, 1Mo 20 Mr nra,.
Ne 30 (10x3) y
6nictepax
22. ®PEHIHAIOH KpucTtanu ToBapucTeo 3 | YKpaiHa "MEAMPO IHK." NaTtBis peecTpaduis Ha 5 pokis - He UA/
(cybeTaHuin) y 06MEeXeHOo0 CIA nionsizae 15650/01/01
noABiiHNX BigNoBiga/bHi
nonieTneHoBmX CTiO
nakeTtax gsis "®apmaueBTuy
thapmaLeBTUYHOTO Ha KoMMaHis
3acTocyBaHHA "3p0poB'a"

HauyanbHuK YnpaBniHHA hapmaleBTUYHOI
AIANBHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT

T.M. IAacKOBCbKUu




DEP>XABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

NEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOI4YHUX MPEMAPATIB), AKI BHOCATbLCA A0

Aopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

15.12.2016 Ne 1345

25 1y 1y6i; no 1 Ty6i
y nauui

o0
6e3nekn/edpeKkTBHOCTI
Ta thapmakoHarnsgy.
3MiHa y KOpoTkili
XapakrepucTumui
nikapcbKoro 3acoby,
TEKCTi MapkyBaHHS Ta
IHCTPYKLii Ans
MeAnYHOro
3acTocyBaHHA Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo AoCiAKeHb
3 6e3nekn 3acToCcyBaHHs
NiKapcbkoro 3acoby B

Ne Hassa ®dopma sunycky 3asasHUK KpaiHa Bupo6HuK KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapCcbKo20 npoyeoypa BionycKy HHS peecmpayitiHo20
3acoby nocgio4eHHs
1. BE/NNAJOHU eKCTpaKT ryctuii My6niyHe YkpaiHa My6niyHe YkpaiHa nepepeecTpawis Ha - He nidnisi2ae UA/6518/01/01
EKCTPAKT (cybcTaHuis) y akuioHepHe akuioHepHe HeobMeXeHWi TepMiH
rycrtum 6aHKax, y noABiiHNX TOBapuUCTBO TOBapuUCTBO
nosieTUIeHoBMX "HaykoBo- "HaykoBo-
naketax gns BMPOGHUYUIA BMPOGHUYNIA
hapmaLeBTUYHOro LEeHTp LeHTp
3aCcTOCyBaHHS "BopLuariBcbk "BopLuariBcbkuii
uiA Ximiko- Ximiko-
thapmaveBTuy dhapmaLeBTNYHWMIA
HWiA 3aBog” 3aBog"
2. BOPHOI pO34MH ons MpAT YkpaiHa MpAT YkpaiHa nepepeecTpawis Ha 6e3 niosnsieae UA/6661/01/01
KUCNOTU 30BHILUHLOIO PapmaueBTny dPapmaueBTMYHA HEe0bMeXeHW TepMiH peyenma
PO34UMH 3acToCyBaHHs, Ha chabpuka habpvka "Biona"
CMNUPTOBWIA 3 % | cnupTosuii 3 % no "Biona"
20 mn a6o no 25 mn
y donakoHi; no 1
dhnakoHy y nauui; no
20 mn a6o no 25 mn
y dhriakoHax
3. BA3E/NIH Masb 41 TOB "AKnN YkpaiHa TOB "AKnN YkpaiHa nepepeecTpawis Ha 6e3 niosnsieae UA/5363/01/01
MEANYHWIA 30BHILLHLOIO "®bapmaueBTu "®apmMaueBTNYHa HeobMexeHui TepMIH; peyenma
3acTOCyBaHHs, Mo yHa habpuka" habpmka" 3miHu | Trny: 3MiHn
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs

nicnsipeecTpauiiHnii
nepiog, abo sk
pesynbTaT OLiHK/ 3BTy 3
L0CNiIKEHD,
npoBefeHnX BignoBigHO
[0 nnaHy neajiatpuyHnx
pocnigpkens (PIP) (3MiHy
Y3rofKeHo 3
KOMMNETEHTHUM
YNOBHOBaXXEHUM
opraHom) - 3miHu
BHECEHO [0 IHCTPYKL,i
ANA MegnyHoro
3acToCyBaHHSA
npenapary go posginy
"Mo6iuHI peakuii”
BignosigHo o0
iHchopmawii 3 6e3neku
Ljir040i pevyoBUHN
NiKapcbKoro 3acoby.
30608B’A3aHHA Npn
BMZaui peecTpawiiHoro
NnocBifYEeHHs
BiACyTHi.MepioAnNYHICTb
nofaHHsA perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNOBIAHO [0
Mopsiaky 34iiCHEHHS
Harnsgy 3a no6iyHuMmn
peakuisiMun flikapcbKux
3aco6iB, f03BOSIEHNX A0
MeAnYHOro
3acTOCyBaHHS,
3aTBEPKEHOIO HakasoM
MO3 Big 27 rpygHs
2006 poky Ne898,
3apeEcTPoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne73/13340,
CTaHOBWTb: BigNoBigHO
[0 nepiognyHocCTI
CKnafiaHHa perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [103BOIEHOTO [0
MeAnYHOro
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Ne

nakyBaHHS, BUNYCK
cepii)

peecTpadujiiiHoro
NOCBIAYEHHST; 3MiHM |
TMny - 3MiHKU Woa0
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy.
BBegeHHs1 abo 3MiHu A0
y3arasibHeHUX AaHNX
npo cucTemy
thapmakoHarnsgy
(BEOEHHS y3ara/lbHEHNX
AaHuX Npo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0Cco6M,
BignoBigasibHOI 3a
34iACHEeHHS
hapmakoHarnagy;
KOHTaKTHOI 0cobu 3
thapmakoHarnsgy
3asBHUKA AN
3[iACHEHHS
chapmakoHarnsgy B
YkpaiHi, AKLLO BOHA
BiAMIHHA Bif
YMOBHOBaXeHOT 0cobum,
BiANOBIAa/ILHOI 3a
3[iACHEHHS
thapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHi
[AaHi) Ta/abo 3miHn y
pO3MiLLeHHI MacTep-
thaiina cuctemm
thapmakoHarnagy);
3MiHu | TUnNYy - 3MiHK 3
akocTi. CepTucpikar
BignosigHOCTI/TE-
ceptuagikat
BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadii
. MopaHHa HoBoro abo
OHOBJIEHOTO
cepTuguikata

Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs
3aCTOCyBaHHS, Ha
LLeHTPa/IbHOMY PiBHi.
4. rnipung Tabnetkn no 2 mr Ne CaHpos CnoBeHis Nex C. A MonbLia nepepeecTpavis Ha 5 3a He nidniseae UA/5824/01/02

30 (10x3) y dapmachbioTika (BMpPOGHMLTBO 3a pOKIiB y 3B AA3KY i3 peyenmom
6nictepax n3 a.a. NOBHUM LMK/IOM; 3aKiHYEHHSAM TepMiHy ail
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs

BiAMoBiAHOCTI abo
BWUJTyYEHHS cepTudiikaTa
BiANOBIAHOCTI
€Bponelicbkiii
hapmakonei: ana Adl,
NS BUXigHOro
MaTepiany/peareHTy/npo
MiXXHOTO MPOAYKTY, L0
BUKOPWCTOBYHOTHCS Y
BUpPO6HMUTBI ADI; ans
[0MOMDKHOT peYOBUHU
(ceptuchikat
BigMNoBigHOCTI
€Bponeiicbkii
hapmakoner) -
OHoBneHunin cepTudikat
Bif y)Xe 3aTBepKEHOro
BMPOGHMKA — NOAAHO
OHOBEHMI cepTudikat
BignoBigHOCTI EP anA
LYol pevyoBuHU
rnimenipuay Big,
3aTBEPAXKEHOr0
BMpo6HMKa Glenmark
Pharmaceuticals
Limited, IHgis; USV
LIMITED, IHgis; 3miHun |
TMNYy - 3MiHK 3 AKOCTI.
[OTOBMIA NiKapCbKuii
3aci6. 3MiHM Yy
BMPOBGHMLTBI. 3amiHa
abo BBeAEHHS
[04aTKOBOT AiNbHUL
BMPOGHMLTBA AN
YacTvHM abo BCbOro
BMPOBHUYOro npouecy
rOTOBOrO JliKapCbKOro
3aco6y (iHLi 3MiHK) —
3a3HaueHHs hyHKLii
BMPOBOHNYMX OiNTbHUL;
3MinHu 1l TUny - 3MiHu 3
AKocTi. FoToBUIA
nikapcbkuii 3aci6.
KoHTposb rotoBoro
nikapcbKoro 3acoby.
3MiHa napameTpiB
cneundikauii Ta/abo
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayjitiHo2o
nocsioYyeHHs1

[OMYyCTUMUX MeX
roTOBOrO /iKapCbKOro
3acoby (3miHa
3HaxoAWTbCA No3a
3aTBEPMKEHNMU
[0NYyCTUMUMKN MeXamu
crneundikayii) — 3miHa
KpUTEpIiB NPUAHATHOCTI
nokasHuka «CynpoBigHi
LOMILLKN» Y
crneundikavii Ha TepMiH
npugaTtHocTi. HagaHo
OLJiHKY 3 60Ky
KOHCYNbTaTUBHO
eKkcnepTHoI KoMicii no
TOKCHKOOrii. 3MiHN
3aTBepKeHi B KpaiHi
BMPOGHMKA

rAIPL,

Tabnetkn no 3 mr Ne
30 (10x3) y
6nictepax

CaHpo3
dapmacbioTika

n3 a.4a.

CnoBeHisi

Nexk C. A.
(BMpOGHMLTBO 3a
NMOBHUM LMK/IOM;

nakyBaHHS, BUNYCK
cepii)

Monba

nepepeecTpaujis Ha 5
pOKiB y 3B 53Ky i3
3aKiHYEHHAM TepMiHy Ail
peecTpaujiiHoro
nocBigYeHHs; 3MiHn |
TMny - 3MiHKU Woao0
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy.
BBefeHHst abo 3MiHN f0
y3araslbHeHNX AaHnx
npo cucTemy
thapmakoHarnagy
(BefeHHs y3arasibHeHnX
AaHuX Npo cuctemy

hapmakoHarnsgy, 3amiHa

YMOBHOBaXeHOT 0cobwm,
BignoBiganbHoOI 3a
3[jiiCHEHHS!
chapmakoHarnsgy;
KOHTaKTHOI ocobu 3
thapmakoHarnagy
3asaBHUKa 415
34iACHEeHHS
thapmakoHarnsgy B
YkpaiHi, SKLLO BOHA
BiAMiHHA Bif
YNOBHOBaXEHOI 0Cco6M,
BignoBiga/IbHOI 3a
3[iACHEHHS

3a
peyenmom

He nidnsieae

UA/5824/01/03
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs
dhapmakoHarnsgy
(BKTHOYAKOYM KOHTAKTHi

fAaHi) Ta/abo 3MiHW y
PO3MiLLEHHI MacTep-
thaiina cuctemm
thapmakoHarnsgy);
3MiHu | TUny - 3MiHK 3
fAKocTi. CepTudikar
BignosigHocTi/lE-
cepTugikat
BifnoBigHOCTI
€Bponelicbkiit
hapmakonei/MoHorpadii
. MogaHHA HoBOrO @260
OHOB/IEHOTO
cepTugikata
BignoBigHoCTi abo
BU/yYEHHs cepTudikara
BigNoBigHOCTI
€Bponeiicbkii
hapmakonei: ana Adl;
0151 BUXIZHOTO
mMaTepiany/peareHTy/npo
MiXXHOTO NMPOAYKTY, L0
BUKOPVCTOBYHOTLCS Y
BMPOGHMLTBI A®I; ans
[0MOMDKHOT pEYOBUHM
(cepTtudpikat
BignoBigHOCTI
€Bponelicbkiit
cthapmakonei) -
OHoBNeHwWit cepTudikat
Bifl y)e 3aTBepKeHOoro
BUPOGHMKa — NOAAHO
OHOBJ/IEHMIA cepTUdpikat
BignosigHocTi E® ans
Lir040i pevyoBUHN
rnimenipuay Big,
3aTBEPAKEHOr0
BMpo6HMKa Glenmark
Pharmaceuticals
Limited, Ingia; USV
LIMITED, IHgjst; 3miHn |
TMNY - 3MiHW 3 AKOCTI.
FOTOBWIA nikapcbKuii
3aci6. 3mMiHn y

BMPO6GHULTBI. 3amiHa
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayjitiHo2o
nocsioYyeHHs1

a60 BBeAEHHS
[04aTKOBOI Ai/TbHULL
BMPOGHMLTBA AN
4acTuHM abo BCbLOroO
BMPOGHMYOro npoLecy
rOTOBOrO /iKapCbKOro
3aco6y (iHWi 3MiHK) —
3a3HaYeHHs OyHKL
BUPOOHUYMNX [iNTbHULb;
3MinHun Il TUny - 3MiHu 3
AKocTi. [oToBWMiA
nikapcbkuii 3aci6.
KOHTposb roToBOro
niKapcbKoro 3acoby.
3MiHa napameTpis
cneundikauii Ta/abo
[OMyCTUMUX MEX
rOTOBOrO /iKapCbKOro
3acoby (3miHa
3HaxoAWTbCA No3a
3aTBEPLXKEHNMU
[OMNyCTUMUMMN Mexammn
cneyudikaLin) — 3miHa
KpUTepiiB NPUAHATHOCTI
nokasHuka «CynpoBigHi
OOMILLKM» Y
cneuudikavii Ha TepMiH
npugaTtHocTi. HagaHo
OLLiHKY 3 60Ky
KOHCYNbTaTUBHO
eKCMepTHOI KoMicii no
TOKCUKONOTIT. 3MiHN
3aTBepKEHi B KpaiHi
BMPOBHMKA

rAIPUA,

Tabnetkn no 4 mr Ne
30 (10x3) y
6nictepax

CaHpo3
dapmachbioTika
n3 a.ga.

CnoseHis

Nek C. A.
(BMPOGHMLTBO 3a
MOBHUM LMK/IOM;

nakyBaHHs, BUMYCK
cepii)

MonbLua

nepepeecTpaujis Ha 5
POKiB y 3B AA3KY i3
3aKiHYEHHAM TepMiHy ail
peecTpadjiiiHoro
NocBiAYEHHS; 3MiHN |
TMny - 3MiHN WoA0
6e3nekun/edeKkTBHOCTI
Ta thapmakoHarnsgy.
BBegeHHs1 abo 3MiHN A0
y3arasibHeHUX AaHux
npo cucTemy
dhapmakoHarnsgy
(BeAeHHs y3araibHeHNX

3a
peyenmom

He nionsicae

UA/5824/01/04
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs

[aHyX Npo cuctemy
thapmakoHarnagy, 3miHa
YNOBHOBaXEHOI 0co6M,
BignoBigasIbHOI 3a
34iACHEeHHS
hapmakoHarnagy;
KOHTaKTHOI 0co6u 3
thapmakoHarnsgy
3asBHUKa ANA
3[iACHEHHS
hapmakoHarnsgy B
YkpaiHi, KLLO BOHa
BiAMIHHA Big
yNOBHOBaXeHOT ocobwm,
BiANOBIAA/ILHOI 3a
3[iACHEHHS
thapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHi
AaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-
thaiina cuctemum
hapmakoHarnsgy);
3MiHu | TUny - 3MiHKn 3
aKocTi. CepTudpikar
BignosigHOCTI/TE-
ceptugikar
BiANOBIAHOCTI
€Bponelicbkiii
thapmakonei/MoHorpaii
. MopaHHa Hosoro abo
OHOB/IEHOTO
ceptugikata
BignosigHocTi abo
BUTyYEHHS cepTugiikaTa
BifNoBigHOCTI
€Bponelicbkiit
thapmakonei: gnia Adl;
4N BUXiAHOTO
MaTepiany/peareHTy/npo
MiXXHOTO MPOAYKTY, L0
BMKOPUCTOBYHOTLCS Y
BUPOGHMLTBI A®I; ans
[L,0MOMIDKHOT PEUYOBUHU
(cepTudpikar
BiANOBIAHOCTI
€Bponelicbkiii
hapmakoner) -
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs
OHoBneHuin cepTudikat

Bif y)Xe 3aTBepKEHOro
BMPOGHMKA — NOAAHO
OHOBEHMI cepTudikat
BignoBigHOCTI EP anA
LYol pevyoBuHU
rnimenipuay Big,
3aTBEPAXKEHOr0
BMpo6HMKa Glenmark
Pharmaceuticals
Limited, IHgis; USV
LIMITED, IHgis; 3miHn |
TMNYy - 3MiHK 3 AKOCTI.
[OTOBMIA NiKapCbKuii
3aci6. 3MiHN Yy
BMPOBGHMLTBI. 3amiHa
abo BBeEHHS
[04aTKOBOT AiNbHUL
BMPOGHMLTBA AN
YacTvHM abo BCbOro
BMPOBHUYOro npouecy
rOTOBOrO JliKapCbKOro
3aco6y (iHLi 3MiHK) —
3a3HaueHHs pyHKLii
BMPOBOHNYMX OiNTbHULb;
3MinHu 1l TUny - 3MiHu 3
AKocTi. FoToBUIA
nikapcbkuii 3aci6.
KoHTposb rotoBoro
nikapcbKoro 3acoby.
3MiHa napameTpis
cneuudikayin Ta/abo
[OMYyCTUMUX MEX
rOTOBOrO JliKapCbKOro
3acoby (3miHa
3HaxXoANTbCA No3a
3aTBEPAKEHUMY
[0NYyCTUMUMU Mexamu
cneumdikauiii) — 3miHa
KpUTepiiB NPUIAHSATHOCTI
nokasHuka «CynpoBigHi
OOMILLKN» Y
crneungikauii Ha TepMiH
npugaTHocTi. HagaHo
OLIiHKY 3 60Ky
KOHCY/TIbTATUBHO
eKcnepTHOI KoMicii no




26

ansiikatopamu B
KopooLi

o0
6e3nekun/edeKkTBHOCTI
Ta thapmakoHarnsgy.
3MiHa y KOpOoTkKili
XapaxkTepucTuui
nikapcbKoro 3acoby,
TEKCTi MapKyBaHHA Ta
IHCTPYKUiT aNns
MeanYHOro
3acToCyBaHHA Ha
nigcTasi perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3nekun NikapcbKoro
3acoby, abo focnigxeHb
3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3aco6y B
nicnsapeecTpauiiiHnii
nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITy 3
LocnimpKeHb,
npoBefeHnxX BifnoBiAHO
[0 NNaHy negiatpuiHnx
pocnimpkeHs (PIP) (3MiHy
Y3ropKeHo 3
KOMMNETEHTHUM
YNOBHOBaXXEHUM
opraHom) - 3miHu
BHECEHO A0 iHCTPYKL,i
AN MegnyHoro
3acTOCyBaHHSA
npenapary A0 po3ainis
«Mo6iuHI peakujii»,
«3p4aTHICTb BNIMBATK Ha
LIBMAKICTb peakuii npu
KepyBaHHi
aBTOTPaHCNOPTOM abo
po60Ti 3 IHWNMK
MexaHisMamu»,
«Oco6mBOCTi
3aCTOCyBaHHS»,
«B3aemogis 3 iHWnMun

Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs
TOKCHKOOrii. 3MiHN
3aTBepKeHi B KpaiHi
BMPOGHMKA
7. AANAUVH Kpem BariHanbHWin 2 Mdpaiizep IHK. CLIA dapmavis i CLIA nepepeecTpauis Ha 3a He nidnisg2ae UA/1903/03/01
MIXBOBWUI KPEM | % o 20 r y Ty6ax AngpxoH KomnaHi HeobMeXeHuli TepMiH; peyenmom
Ne 1 pasom 3 3 nnc 3MmiHn | Trny: 3MiHn
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs
nikapcbknmy 3acobamu

Ta iHWi BUan
B3AEMOS;ii»,
«3acTocyBaHHs y nepiog
BariTHocTi abo
rofyBaHHS rpyaLH0»,
«[iTn» (He
3aCTOCOBYIOTb AiTAM)
BiANoBIgHO A0
OHOB/EHOT iHChopMmaLii 3
6e3neku gjtoyoi
peyoBuHN
"KniHgamiuymH".
3060B’s13aHHSA Npyn
BMAaui peecTpauiiHoro
NOCBI4YEHHST iICHYIOTb —
HaZjaHHA AOMNOBHEHHS
[0 ornsagy KNiHIYHUX
paHunx go 30.10.2017,
BiAMNOBIAHO A0 NiANYHKTY
2.3 nyHKTY 2 gogartky 15
0o MNopsagky
NpOBELEHHS eKCnepTu3mn
peecTpauinHux
MaTepianie Ha Nikapcbki
3aco6u, Lo noaarTbes
Ha JepXaBHy
peecTpauiio
(nepepeecTpaliio), a
TaKoX eKCnepTu3mn
MaTtepianis npo
BHECEHHS 3MiH O
peecTpauinHux
mMartepianis NpoTsArom Aii
peecTpadujiiHoro
NOCBiJYEHHS,
3aTBEPIXEHOr0 Haka3oMm
MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy
MO3 Big 23.07.2015 Ne
460).
MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IHOBAHOrO 3BITY 3
6e3neku BigNOBIAHO [0
Mopsiaky 34iiCHEHHS

Harnsay 3a no6iyHMMm




28

Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayjitiHo2o
nocsioYyeHHs1

peakuisiMn likapcbKnx
3ac006iB, AO3BOJSIEHNX A0
Meau4Horo
3acToCyBaHHS,
3aTBEPXEHOr0 Hakas3oMm
MO3 Bif 27 rpygHsa
2006 poky Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
YKpainu 29 ciuna 2007
poky 3a Ne73/13340,
CTaHOBWTbL: BifNOBIAHO
[0 NepiognyHoCTI
CKnafaHHsi perynsipHo
OHOB/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, 03BOJIEHOT0 A0
MeAnYHOro
3aCTOCYBaHHS, Ha
LeHTpa/IbHOMY piBHi

NOLIETAKCEN

KpUCTaniuHuiA
MOPOLLIOK
(cybcTaHuis) y
6aHkax ans
BMPOGHMLTBA
CTEPUNbHUX
Nikapcbknx hopm

TOB "CiHbiac
dapmva”

YkpaiHa

TOB "CiHbiac
Papma”

YkpaiHa

nepepeecTpauis Ha
HeobMeXeHW TepMiH

He nionsi2cae

UA/11593/01/01

ECBEPITOKC

TabneTku no 3,2 wr,
no 20 TabneTok y
6nictepi; no 2, abo
no 3, abo no 5, abo
no 10 6nicTepis y
KapTOHHI Kopoo6Li

Wanep &
Bprommep
M6X & Ko. KI

HimeuunHa

LWanep &
Bptommep M6X &
Ko. KI

HimeuunHa

nepepeecTpauis Ha
HeobMeXeHuli TepMiH;
3minn | Trny: 3MiHn
oo
6e3nekun/edeKkTBHOCTI
Ta thapmakoHarnsgy.
3MmiHa y KOpoTkili
XapaxkTepucTuui
nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta
IHCTPYKUiT ANns
MeaNYHOro
3acToCyBaHHA Ha
nigcTasi perynsipHo
OHOBJ/1OBAHOTO 3BITY 3
6e3nekun NikapcbKoro
3acoby, abo focnifgxeHb
3 6e3nekn 3acToCcyBaHHs
nikapcbkoro 3aco6y B
nicnspeecTpauiiHuii

6e3
peyenma

niossieae

UA/11978/01/01
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs

nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3
LOCNiopKeHDb,
npoBeAeHNX BignoBigHO
[0 NnaHy negiatpuyHmx
pocnigkeHb (PIP) (iHwi
3MiHK), (3MiHM BHECEHO
00 IHCTPYKLUiT Ans
MeAu4Horo
3aCTOCyBaHHSA
npenapary [i0 po3ainis
"Mo6iuHI peakuii”,
"B3aemogis 3 iHWMMKN
nikapcbkMn 3acobamu
abo iHwWi Buan
B3aemMogijin",
"Oco6nMBOCTi
3acTocyBaHHA"
BigMNoBigHO Ao
OHOB/EHOT iHthopMaLi 3
6e3neku gjtoyol
pPEYOBUHM).

30608B’3aHHA Npun
BMAaui peecTpawiiHoro
NOCBIAYEHHS iICHYIOTb —
HafjlaHHA [AOMNOBHEHHS
00 ornsgy KAiHIYHUX
paHunx oo 30.10.2017,
BiZANOBIAHO A0 MigNYHKTY
2.3 NyHKTY 2 fopatky 15
[0 Nopsaaky
NpoBefleHHS eKcnepTusmn
peecTpauiiHnx
mMartepianis Ha nikapcbki
3aco6wu, Lo nogarTbes
Ha AepXaBHy
peecTpadito
(nepepeecTpaliio), a
TakoX eKkcnepTusm
mMartepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
mMartepianis NpoTArom Aji
peecTpadujiiiHoro
MOCBIgYEHHS,
3aTBEPKEHOr0 Haka3oMm
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayjitiHo2o
nocsioYyeHHs1

MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy
MO3 Big 23.07.2015 Ne
460).
MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNOBIAHO f0
Mopsaaky 34iiCHeHHs
Harfagy 3a noGivyHMMmn
peakuisiMn NikapCbKnx
3ac06iB, 40O3BOSIEHNX A0
MeAnYHOro
3aCTOCYBaHHS,
3aTBEPKEHOr0 Haka3oMm
MO3 Big 27 rpygHs
2006 poky Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne73/13340,
CTaHOBWTb: BigMNoBigHO
[0 nepiognyHoCTI
CKnafaHHs perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekn Nikapcbkoro
3aco0y, [103BO/1IEHOrO [10
MeAnYHOro
3aCTOCyBaHHS, Ha
LLEHTPa/IbHOMY piBHi.

10.

ETAHON 70

pPO34MH ons
30BHILUHLOIO
3actocyBaHHsA 70 %
no 100 mny
donakoHax

NN "Kinadpdp"

Ykpaina

MM "Kinaddp”

YkpaiHa

nepepeecTpauis Ha
HeobMeXeHW TepMiH

3a
peyenmom

He nidnsieae

UA/12012/01/01

11.

NAHOTAH®

Kpanni oyHi, 0,05
mr/mn, no 2,5 mny
donakoHi 3
KpanesibHuueto, no 1
hnakoHy B navi

MAT "®apmak”

YkpaiHa

MAT "®apmak”

Ykpaina

nepepeecTpauis Ha
HeobMeXeHul TepMiH;
3MiHY | TUNY: 3MiHK
o0
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy.
3MiHN Y KOPOTKili
XapakTepucTumui
nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta
IHCTpYKLiT ANns
MeAn4yHoro

3a
peyerimom

He nionsi2ae

UA/11416/01/01
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs
3aCTOCyBaHHSA

reHepuyYHuX/ribpuaHnx/6
ionoAibHNX NiKapcbKnx
3ac06iB nicNsi BHECEHHS
Tiel camol 3MiHM Ha
pecbepeHTHUIA Nnpenapar
(3miHa He nNoTpebye
HaJaHHS XXOAHMNX HOBUX
[0[aTKOBUX AaHWX)
(B.l.2. (a),IB), 3miHn
BHECEHO A0 IHCTPYKLT
AN MegnyHoro
3acToCyBaHHS
npenapary [10 po3ainis
"®apMaKonorivHi
B/acTmMBocCTi",
"MMoka3zaHHA",
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMKN
nikapcbknMmn 3acobamm
Ta iHWi BUan
B3aemMogijin",
"Oco6nMBOCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
rogysaHHs rpyaanro”,
"3paTHiCTb BNMBaTU Ha
LWBWUAKICTb peakuii npu
KepyBaHHi
aBTOTpaHcrnopToM abo
po6OTi 3 iHWNMK
mexaHismamu", "Cnocié
3acTocyBaHHA Ta gosu',
"OiTn" (YTOYHEHHSA
dhopmy oBaHHS),
"MNepepo3syBaHHsA",
"Mo6iuHi peakwyii”
BiAANOBIAHO A0 IHCTPYKLT
pedoepeHTHOro
npenapary
KCANATAH®, kpanni
OYHi, po3unH 0,005 %).
3060B’s13aHHSA Npyn
BMAaui peecTpauiiHoro
NOCBIAYEHHS BiACYTHI.
MepiognyHICTb NogaHHSA
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Ymosu

Peknamysa

Homep

Ne
n/n

Hassa
JliKapcbKO20

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeoypa

Bionycky

HHA

peecmpayjitiHo2o
nocsioYyeHHs1

3acoby

perynsipHo
OHOB/IHOBAHOrO 3BITY 3
6e3neku BigNOBIAHO [0
Mopsiaky 34iiCHEHHS
Harnsgy 3a nobivyHuMun
peakuisiMun flikapcbKux
3aco6iB, f03BOSIEHNX A0
MeNYHOro
3acTOCyBaHHs,
3aTBEPIXEHOr0 Haka3oMm
MO3 Big 27 rpygHs
2006 poky Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne73/13340,
CTaHOBWTb: BigNOBIgHO
[0 nepiognyHocCTI
CKNnafaHHs perynspHo
OHOB/IHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3aco6y, J03BOJIEHOTO A0
MeNYHOro
3aCTOCYBaHHS, Ha
LEHTPa/TIbHOMY PiBHi.

He nionsicae

UA/4935/01/01

12.

JNIAOKAIH-
OAPHNUS

PO3YUH ANS iH'EKLN,
20 mr/mn, no 2 Mn B
amnyrni, no 5 amnyn
Y KOHTYpHIiA
YapyHKOBIli
ynakoBLij; no 2
KOHTYPHI YapyHKOBI
yNakoBKM B nauLli

MpAT
"dapmaueBTu
YyHa hipma
"fapHuus"

YkpaiHa

MpAT
"®apmMaueBTnYHa
thipma "AapHuus"

YKpaiHa

nepepeecTpauis Ha
HeobMeXeHy KinbKicTb
pokiB; 3miHu | Tuny:
3MiHV Wwoao
6e3nekn/edpeKTUBHOCTI
Ta thapmakoHarnsgy.
3MmiHa y KOpoTkili
XapakrepucTumui
nikapcbKoro 3acoby,
TEKCTi MapkyBaHHS Ta
IHCTPYKUii Ans
MeAnYHOro
3aCTOCYBaHHA Ha
nigctasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo AoCniAXKeHb
3 6esnekn 3acToCyBaHHs
niKapcbkoro 3acoby B
nicnspeecTpaviiHnii
nepiog, abo sk

pesy/bTaT OLiHKM 3BITY 3

3a
peyenmom
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayjitiHo2o
nocsioYyeHHs1

L0CNiIKEHD,
npoBefeHnX BignoBigHO
[0 nnaHy negjiatpuyHnx
pocnigpkens (PIP) (3MiHy

Y3rofKeHo 3

KOMMNETEHTHUM
YMNOBHOBaXKEHUM
opraHom) - 3miHu

BHECEHO [0 IHCTPYKL,i
Ana MeauyHoro
3acTOCyBaHHsA
npenapary A0 po3ainis
"MpoTnnokasaHHA",
"Cnocib 3acTtocyBaHHs
Ta Ao3n" (YTOYHEHHSA
iHhopmawii), «Mo6iyHi
peakuii», «OcobmBocCTi
3aCTOCYBaHHA»

BigMNoBigHO Ao
OHOB/EHOT iHthopMaLi 3

6e3neku gjtoyol

pevoBUHM "NigoKaiH".
3rigHo 3 n.1.13 tan.2.3
popartky 15 Hakasy MO3
Ykpainu Big 23.07.2015
Ne460 HapaHo
rapaHTiiiHi McTu Big,
3asBHVKa LLOA0
HagaHHa MYP Ta
[OMNOBHEHHA A0 ornsagy
KAiHIYHUX AaHux Ao
30.10.2017 p.

13.

NIHE3ONIANH

pO34nH AaNns iHdysild,
2 mr/mn no 300 mny
nnsawuyi, no 1
NAAWL B nayui

MNAT
"Tannucapm"

YkpaiHa

TOB dipma
"Hosodhapm-
BiocuHTes",
YKpaiHa;

NAT "Tannucapm”
YKpaiHa

YkpaiHa

nepepeecTpauis Ha
HeobMeXeHui TepMiH;
3MiHY | TUNY: 3MiHK
o0
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy.
3MiHa y KopoTKili
XapakTepucTumui
nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta
IHCTPYKLii ANns
MeAnYHOro
3acTOCyBaHHS Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3

3a
peyerimom

He nionsizae

UA/11948/01/01
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs

6e3nekun nikapcbkoro
3acoby, abo focnioxeHb
3 6e3nekn 3acTocyBaHHs
NiKapcbKoro 3acoby B
nicnsapeecTpauiiiHnii
nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3
LocniopKeHb,
npoBefeHnxX BifnoBiAHO
[0 NNaHy negiatpuiHmnx
pocnigpkeHb (PIP) (iHwwi
3MiHW) -3MiHM BHECEHO
00 IHCTPYKUiT ans
MeAnYHOro
3aCTOCyBaHHSA
npenapary A0 po3giny
"Oco6nMBOCTi
3acTocyBaHHA"
BigMNoBigHO Ao
OHOB/EHOT iHthopMaLi 3
6e3neku gjtoyol
peyoBUHM “niHe3oniay".
3060B’s13aHHSA Npyn
BMAaui peecTpauiiHoro
nocBigYeHHs gns
nikapcbKoro 3acoby
ICHYIOTb - HafaHHSA
fAeTasIbHOro onucy
cucTeMu ynpassiHHSA
pu3nkamu y BUrNsgi
nnaHy ynpassiHHA
pr3nkamm Ta
[IOMOBHEHHSA A0 ornsay
KNiHIYHUX AaHux Ao
30.10.2017 BignoBigHO
Ao nignyHkry 1.13
NyHKTY 1, nignyHkTy 2.3
NyHKTY 2 gogatky 15 no
Mopsigky NpoBeAeHHS
eKcnepTnsmn
peecTpauinHux
marepianis Ha nikapcbki
3aco6u, L0 NoAarTLCA
Ha JepXaBHy
peecTpaviio
(nepepeecTpaluiio), a
TaKoX eKCnepTn3mn
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Ymosu

Peknamysa

Homep

Ne
n/n

Hassa
JliKapcbKO20

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeoypa

Bionycky

HHA

peecmpayjitiHo2o
nocsioYyeHHs1

3acoby

3aTBep>KeHOro Haka3som

mMaTtepianis npo
BHECEHHS 3MiH O

peecTpauinHux
mMartepianis npoTsArom Aji
peecTpadujiiHoro

NOCBiJYEHHS,

MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy
MO3 Big 23.07.2015 Ne
460). MNepiognyHicTb
noAaHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNOBIAHO f0
Mopsaaky 34iiCHeHHs
Harfagy 3a noGivyHMMmn
peakuisiMu NikapCbKux
3ac06iB, 4O3BOSIEHNX A0
MeAnYHOro
3aCTOCYyBaHHS,
3aTBEPKEHOr0 Haka3oMm
MO3 Big 27 rpygHs
2006 poky Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne73/13340,
CTaHOBWTb: BigMNoBigHO
[0 nepiognyHoCTI
CKNafaHHs perynsapHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekn Nikapcbkoro
3aco6y, [03BO/IEHOT0 A0
MeAnYHOro
3aCTOCyBaHHS, Ha
LEHTPasIbHOMY PiBHI)
nepepeecTpauis Ha

3a

He nidnsi2ae

UA/7795/01/02

14.

MET®OPMIH-
TEBA

Tabnetku no 850 wr,
no 10 TabneTtok y
6nictepi, no 3
6nictepm y kopobuj

TeBa

dapmaLeBTika

N lHpacTpi3
nra.

I13painb

TOB TeBa
OnepeiiwH3
MonaHg

Monba

HeobMeXeHuli TepMiH;
30608B’A3aHHA Npn
BMAAYi peecTpaviiiHoro
NOCBIAYEHHS iICHYIOTb —
HafaHHA feTaslbHOro
onuncy cuctemmu
ynpasniHHA pyU3nkammn y
BUINAAI NNaxy
ynpasAiHHA pusnKamu

0o 30.10.2017

peyenmom
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs

BIAMOBIAHO A0 MigNYHKTY
1.13 nyHkTy 1 goaarky
15 po Mopsagxy
NPOBEfEHHA ekcnepTnsn
peecTpauinHux
mMarepianis Ha nikapcbki
3aco6u, L0 NoAarTLCA
Ha JepXaBHy
peecTpaviio
(nepepeecTpaluiio), a
TaKoX eKcrnepTn3mn
marepianis npo
BHECEHHS 3MiH [0
peecTpauinHux
marepianis NpoTArom fii
peecTpaujiiHoro
NoCBiAYEHHS,
3aTBEPKEHOr0 Haka3oMm
MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy
MO3 Big 23.07.2015 Ne
460).
MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNOBIAHO f0
Mopsaaky 34iiCHeHHs
Harfagy 3a noGivyHMMmn
peakuisiMu NikapcbKux
3ac06iB, 4O3BOSIEHNX A0
MeAnYHOro
3aCTOCYyBaHHS,
3aTBEPKEHOr0 Haka3oMm
MO3 Big 27 rpygHs
2006 poky Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne73/13340,
CTaHOBWTb: BigMNoBigHO
[0 nepiognyHoCTI
CKNnafaHHs perynsapHo

OHOB/IIOBAHOTO 3BITY 3
6e3nekn Nikapcbkoro
3aco0y, [103BO/IEHOrO [10
MeAnYHOro
3aCTOCyBaHHs, Ha




Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs
LEHTPa/TIbHOMY PiBHi.
15. HEBIPAMNIH NOpPOLLOK dapmaxem CA | LUseiiuapis MaiinaH IHais nepepeecTpaLiin Ha - He nidnisieae UA/6603/01/01
(cybeTaHuin) y M&M Nab6opaTopi3 HEe0bMeXeHW TepMiH
noABINHNX NimiTeq
nonieTNeHoBux
nakeTtax gns
BMPOGHMLTBA
HecTepuIbHNX
Nikapcbknx opm
16. OBNINNXOBA cynosuTopii AT Pocilicbka AT "Huxdpapm" Pocilicbka nepepeecTpauis Ha 5 6e3 nionsizae UA/4982/01/01
onid pekTasibHi no 0,5 1 "Hwxdapm" depepauis bepepauis pOKiB y 3B 5A3KY i3 peuenma

Ne 10 (5x2) y
6nictepax

3aKiHYEHHAM TepMiHy Ail
peecTpaujiiHoro
nocBigYeHHs; 3MiHu |
TUny: AOMIHICTpaTUBHI
3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo
afipecu 3asBHUKa
(BnacHuka
peecTpadjiiiHoro
nocsigyeHHs). 3minu |
TUny: AOMiHICTpaTUBHI
3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo
agpecu micus
NpoBaXEHHS
OiSSTbHOCTI
BMPOGHMKa/imnopTepa
roTOBOrO fiKapCbKOro
3acoby, BKIYaKuu
AinbHULI BUNYCKy cepii
abo micue npoBefeHHs
KOHTPO/IO SKOCTI.
(misnbHICTb, 3a AKy
Bignosigae
BMPOGHMK/iMNopTep,
BK/THOHAI0UN BUNYCK
cepiii) (NpvBeaEeHHS
Ha3BuW Ta agpecu
BMPOGHMKA Y
BIANOBIAHICTb A0
niueHsii Ha
BVMPOGHMLTBO
nikapcbKoro 3acoby Ta
BWCHOBKY LLOAO
niaTBEPIAKEHHS
BignoBigHOCTI
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs
BMPOGHMLTBA

nikapcbKoro 3acoby
sumoram GMP,
BWAAHOrO
Lepxnikcnyx6oto
Ykpainu. 3miHum | Tuny:
3MiHu 3 sKocTi. [oToBWMIA
nikapcbkuii 3aci6.
KOHTpO/b roToBOro
niKapcbKoro 3acooby.
3miHa napameTpis
cneumdikauii Ta/abo
[OMYyCTUMUX MeX
roTOBOrO /iKapCbKOro
3aco6y (iHLWi 3MiHK) -
KpUTEpIi NPUIAHATHOCTI
nokasHuka
«MikpobionoriyHa
yncToTa» NPUBEAEHO y
BiANOBIAHICTb 40 BUMOT
Aito4oro BuaaHHa €0,
3MiHM | TMNY: 3MiHK 3
AKocTi. [oToBWMiA
nikapcbkuii 3aci6.
KOHTpo/b roToBoro
NiKapcbKoro 3acoby.
3miHa y meTofax
BUMNPOOYBaHHA rOTOBOIO
nikapcbKoro 3acoby
(iHLWi 3MiHM y MeTogax
BMNPOOYBaHb
(BkntOYarOUM 3amiHy abo
[ONOBHEHHS) - PO34in
«MikpobionoriyHa
yncToTa» NPMBEAEHO Y
BiANOBIAHICTL 4,0 BUMOT
LiH0Y0ro BUgaHHa €,
BunpaBneHHs1 TeXHIYHOI
noMWsKY 3rigHo n.2.4
po3giny VI Hakazy MO3
YKpainu Big
26.08.2005p. Ne 426 (y
pegakuii Hakasy MO3
Ykpainu Big 23.07.2015
Ne 460) npuBefeHHs
HanMcaHHs 4ONOMIKHOT
PeYoBMHM rniLepuay
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayjitiHo2o
nocsioYyeHHs1

MOHOCTeapar y
BiANOBIAHICTb A0
marepianis BUPOOHMKA.
BunpaBneHHs1 TEXHIYHOI
NOMUIIKK BignoBigae
MaTepianam
peecTpavujinHoro, ki
npeacTas/ieHi B apxiBi

17.

OPHIAA30/1-KB

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKOH0, Mo 500
Mmr no 10 TabneTok y
6nictepi; no 1
6nictepy B nayui

MNAT
"KuiBcbkuii
BiTaMiHHWIA

3aBof”

YkpaiHa

MAT "KuiBcbkuii
BiTaMiHHMIA 3aBoA"

YkpaiHa

nepepeecTpauis Ha
HeobMeXeHui TepMiH;
3MiHY | TUNY: 3MiHK
o0
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy.
3MiHa y KopoTKili
XapakTepucTuui
nikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta
IHCTPYKLii Ans
MeAnYHOro
3acToCcyBaHHSA Ha
nigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo focnigxeHb
3 6e3nekn 3aCToCyBaHHSA
nikapcbKoro 3acoby B
nicnsapeecTpauiiiHnii
nepiog, abo sk
pesynbTar OLiHK/ 3BITY 3
LOCNiIKEHD,
nposefeHnX BignoBigHO
[0 nnaHy negiatpuyHnx
pocnipxeHs (PIP) (3miHy
Y3rO[KeHo 3
KOMNETEHTHUM
YNOBHOBaXXEHUM
opraHom) - 3MiHu
BHECEHO [0 iIHCTPYKL,i
ANA MegnyHoro
3acTOCyBaHHSA
npenapary A0 po3ainis
«B3aemogisi 3 iHWnMKn
nikapcbknmy 3acobamu
Ta iHWi BUan
B3aEMOSjN»,
«Oc06MBOCTI

3a
peyerimom

He nionsi2cae

UA/6109/01/01
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayjitiHo2o
nocsioYyeHHs1

3aCTOCYBaHHA»,
«3acTocyBaHHSA y nepiog
BariTHocTi abo
roflyBaHHs rpyaaro»,
«[iTn»,
«[epenosyBaHHsA»,
«[M06IYHI peakuyii»
BignosigHoO A0
OHOB/IEHOI iHdopMaLii 3
6e3nekun gjryoi
peyoBuHM "opHigasony".

3060B’s13aHHSA Npyn
BMAaui peecTpauiiHoro
NOCBIAYEHHS BiACYTHI.
MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNOBIAHO A0
Mopsaaky 34iiCHeHHs
Harnagy 3a noGivyHMMM
peakuisiMu NikapcbKnx
3ac06iB, 40O3BOSIEHNX A0
MeAnYHOro
3aCTOCYyBaHHS,
3aTBEPKEHOr0 Haka3oMm
MO3 Big 27 rpygHs
2006 poky Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne73/13340,
CTaHOBWTb: BigMNoBigHO
[0 nepiognyHoCTI
CKNafaHHs perynsapHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekn Nikapcbkoro
3aco0y, [103BO/IEHOrO [10
MeAnYHOro
3aCTOCyBaHHS, Ha
LLEHTPa/IbHOMY piBHi.

18.

MAPALIETAMON

MOPOLLOK
KpucTanivyHuii
(cybeTaHuis) y
nakeTax nogginHmx
nosieTMNeHoBUX

MpAT
"GapmaueBTu
YHa hipma
"OapHnua"

Ykpaina

AHKI0 Jly'aH
dapmac'ioTuka
Ko., 114,

Kutaii

nepepeecTpauis Ha
HeobMeXeHW TepMiH

He nidnsi2ae

UA/5783/01/01
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs
ans
chapmaLeBTUYHOro
3acToCyBaHHs
19. CEOABIT® eKCTpaKT piakunii MAT YkpaiHa NAT "Tannucapm” YkpaiHa nepepeecTpauis Ha - He nidnisg2ae UA/12508/01/01
EKCTPAKT (cybcTaHuis) y "Fanuudapm" HeobMeXeHW TepMiH
PIAKWUIA 60uKax noniMepHUX
ANs BUpobHULTBA
HecTepuIbHNX
Nikapcbknx opm
20. CEHAJEKCWUH- Tabnetku no 70 mr, ToBapucTBo 3 YkpaiHa ToBapucTBoO 3 YkpaiHa nepepeecTpauis Ha 6e3 He nidns2ae UA/5692/01/01
340POB'A no 10 TabneTtok y 06MEXEHO 06MeXeHo HeobMeXeHuli TepMiH; peuenma
6nictepi, no 2 BiANOBiAaNbHI BIANOBIAA/LHICTIO 3minn | Trny: 3MiHn
6nictepu y CTIO "®apmaueBTnyHa Lozao
KapTOHHI kopobuyj; "®bapmaueBTu KOMnNaHis 6e3nekun/edeKkTBHOCTI
no 10 TabneTok y YyHa KoMnaHis "3p0pos'a” Ta thapmakoHarnsgy.
6nictepi "3popos'a” 3MmiHa y KOpoTkili

XapakTepuctui
nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta
IHCTPYKUiT ANns
MeANYHOro
3acToCcyBaHHA Ha
nigcTasi perynsipHo
OHOB/1OBAHOTO 3BITY 3
6e3nekun NikapcbKoro
3acoby, abo focnifgxeHb
3 6e3nekn 3acToCcyBaHHs
nikapcbkoro 3aco6y B
nicnsapeecTpauiiiHnii
nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITYy 3
LocnimpKeHb,
npoBefeHnX BifNoBIAHO
[0 NnaHy negiatpuiHmnx
pocnipkeHs (PIP) (3MiHYy
Y3rOKEHO 3
KOMMNETEHTHUM
YNOBHOBaXXEHUM
OpraHom) - 3miHu
BHECEHO A0 iHCTPYKL,i
AN MegnyHoro
3aCcTOCyBaHHS
npenapary A0 po3ainis
«MpoTunoKasaHHs»,
«MobiuHi peakwii»,
«Oco6nmnBocCTi
3acTOCyBaHHS»,
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs
«3acTocyBaHHs y nepiog,
BariTHoOCTi abo
rofyBaHHs rpyaaro»
3rigHo 3 iHchopmalieto
Loao 6e3neku aitoyoi
peyoBnHU "ceHa",
TabneTku
3rigHo 3 n.1.13 popatky
15 Haka3y MO3 YkpaiHu
Big 23.07.2015 Ne460
HaZaHo rapaHTilHi
NINCTU Bif 3asBHMKA
woAo HagaHHsa MNYP
NPOTAroM 2 POKiB Bif,
[aTu BBELEHHS B A0
Hakasy
21. CUMBACTATUH NOPOLLOK ToBapucTBo 3 YkpaiHa letepo Nabec IHais nepepeecTpawis Ha - He nidnisieae UA/12413/01/01
(cybeTaHuin) y 06MEXEHO0 NimiTen HeobMeXeHWi TepMiH
noABINHNX BiANOBIAA/TbHI
nonieTuneHoBmx CTIO
nakeTtax gnsa "dapmaueBTu
hapmaneBTUYHOro YyHa KOMMaHis
3aCTOCYBaHHsA "3a0pos's"”
22. CnupPT po3unH ansa MpAT YkpaiHa MpAT YkpaiHa nepepeecTpauis Ha 6es nionsi2ae UA/6546/01/01
MYPALLUVHUIA 30BHILUHLOIO dapmaueBTny dapmaueBTnyHa HeobMeXeHW TepMiH peyenma
3acTOCyBaHHSA Ha habpuka thabpuka "Biona"
cnupToBwii, no 40 "Biona"
M abo 50 mny
donakoHax; no 40 mn
a6o 50 mny
chnakoHi, no 1
donakoHy B nauvuj 3
KapToHY
23. TU3NH® KCNNo Kpanni HasasibHi, MakHin Cnony4yeHe SAMAP OPJIEAH PpaHuis nepepeecTpawis Ha 6e3 He nidnsieae UA/4817/01/01
po3umnH 0,05 % no Mpopaxtc KoponiscTBo HeobMeXeHul TepMiH; peyenma
10 mMn y dhnakoHax NimiTen 3MiHn | TMNY: 3MiHK

Ne 1

wono
6e3nekun/edeKkTUBHOCTI
Ta thapmakoHarnsgy.
BeegeHHs1 abo 3MiHu A0
y3araJlbHeHuX AaHnx
npo cuctemy
thapmakoHarnagy
(BEfieHHs y3arasibHEHUX
[aHvX Npo cuctemy
thapmakoHarnagy, 3miHa
YNOBHOBAXEHOI 0cobH,
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs
BignoBigasIbHOI 3a
34iACHEeHHS

hapmakoHarnagy;
KOHTaKTHOI 0co6u 3
thapmakoHarnagy
3asBHUKA ANA
3[iACHEHHS
hapmakoHarnsgy B
YkpaiHi, KLLO0 BOHaA
BiAMIHHA Big
yNOBHOBaXeHOT ocobwm,
BiANOBIAA/ILHOI 3a
3[iACHEHHS
thapmakoHarnagy
(BK/IHOYAKOYM KOHTAKTHi
AaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-
thaiina cuctemm
hapmakoHarnsgy),
[itova pepakuis:
KoHTakTHa ocoba B
YkpaiHi [itoua pegakuisi:
Mpyaves feHnc
AmutpoBsuy.
MponoHoBaHa pepakuis:
ApHayTtoBsa tOnis
NeoHigisHa;. 3miHu 11
TMny: 3MiHW Woa0
6e3nekn/edheKTUBHOCTI
Ta thapmakoHarnsgy.
3MiHW Y KOpPOTKili
XapaxkTepucTuui
nikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta
IHCTPYKUiT ANns
MeaNYHOro
3aCTOCYBaHHS Y 3B'A3KY
i3 HOBUMM A@HVMU 3
AKOCTI, JOKNIHIYHUMMU,
KNHIYHUMW JaHMK Ta
AaHumu 3
hapmakoHarnsagy(B.1.4.,
1), 3miHNM BHeCeHOo A0
IHCTPYKUiT aNns
MeaNYHOro
3acTOCyBaHHSA
npenapary Ao posginy
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs

"MokasaHHs" (BHECEHI
YTOYHEHHS [10 TEKCTY 3
MeTot 6e3neyHoro
3aCTOCYBaHHs), a Takox
o po3ainis "Oitn"
(6yno:TnsnH® Kewno
0,05 % npu3HayeHunii
Ans nikyBaHHS fiTei
BIKOM Bif 2 A0 6 poKiB.
Tu3nH® Kcuno 0,1 %
npusHaveHun ans
nNiKyBaHHSA [OPOCANX i
LiTeli BikoM Bif 6 pokiB.;
cTtasio: TusnH® Kcunio
0,05 % npusHayeHwuit
0151 NikyBaHHA AiTen
BiKOM Big, 2 0 12 pokiB.
Tu3nH® Kcuno 0,1 %
npu3HaveHnii gns
NiKyBaHHA JOPOCANX i
AiTein Bikom Big 12
pokiB.), "Cnoci6
3aCTOoCyBaHHA Ta Ao3n"
(YTOUHeHO f03yBaHHSA
aiTam),
«lMpoTrnokasaHHs»,
«Mob6iyHI peakLyii»,
«[epepno3yBaHHsA»,
«OcobnnBoCTi
3aCTOCYBaHHA»
Bi4MOBIAHO 40 KOPOTKOT
XapaKTepUCTUKM
nikapcbKoro 3acoby Ta
BMCHOBKIB
KOHCY/IbTaTUBHO-
eKCMepTHUX rpyn
"MegpiaTpis. Jlikapcbki
3acobu” Ta
"OTonapuHronoris.
Nikapcbki 3acoon’).
3060B’s13aHHSA Npyn
BMAaui peecTpauiiHoro
NOCBIAYEHHS BiACYTHI.
MepioAnyHICTb NOAAHHSA
perynsipHo
OHOBJIHOBAHOrO 3BITY 3
6e3nekun BiANoBiaAHO A0
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KpaiHa

PeecmpayitiHa

Ymosu

Peknamysa
HHS

Homep
peecmpayjitiHo2o

Ne
n/n

Hassa
JliKapcbKO20

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

Mopsiaky 34iiCHEHHS

npoyeoypa Bionycky

nocsBi0YeHHs

3acoby

PpaHuis

Harnsgy 3a nobivyHuMun
peakuisiMun flikapcbKux
3aco6iB, f03BOSIEHNX A0
MeNYHOro
3aCcTOCyBaHHS,
3aTBEPIXEHOr0 Haka3oMm
MO3 Big 27 rpygHs
2006 poky Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne73/13340,
CTaHOBWTb: BiAgNoBigHO
[0 nepiognyHocCTI
CKNnafaHHs perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3aco6y, J03BOJIEHOTO A0
MeNYHOro
3aCTOCYBaHHS, Ha
LeHTpa/IbHOMY piBHi
nepepeecTpais Ha

6e3

nionsieae

UA/4817/01/02

24.

TU3NH® KCNNo

Kpanni HasasibHi,
po3umnH 0,1 % no 10
My chnakoHax Ne 1

MakHin
Mpopaxtc
NimiTen

CnonyyeHe
KoponiscTeo

OAMAP OPJIEAH

HeobMeXeHuli TepMiH;
3miHu | Trny: 3MiHn
wono
6e3nekn/edpeKTUBHOCTI
Ta thapmakoHarnsgy.
BBefieHHs1 ab0 3MiHU f0
y3arasibHeHUX AaHnX
npo cuctemy
thapmakoHarnagy
(BEOEHHS y3ara/lbHEHNX
[OaHyX Npo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0Cco6M,
BignoBiga/IbHOI 3a
34iACHEeHHS
thapmakoHarnagy;
KOHTaKTHOI 0cobu 3
thapmakoHarnagy
3asBHUKA ANA
3[iACHEHHS
hapmakoHarnsgy B
YkpaiHi, AKLLO BOHA
BiAMIHHA Bif

peyenma

YNOBHOBaXXEHOT 0cobu,
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs
BignoBigasIbHOI 3a
34iACHEeHHS
thapmakoHarnagy

(BK/THOYAKOYM KOHTAKTHi
[aHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-
tpaiina cuctemu
hapmakoHarnsgy),
[itoua pepakuis:
KoHTakTHa ocoba B
YkpaiHi [itoya pefakuis:
Mpyaves [leHnc
AmutpoBuy.
MponoHoBaHa peaakuis:
ApHayTosa HOnis
JeoHigjBHa;. 3miHn Il
TMny: 3MiHY Woao
6e3nekun/edpeKkTUBHOCTI
Ta thapmakoHarnsgy.
3MiHU Y KOpOTKili
XapaxkrepucTumLi
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta
IHCTPYKUiT Ans
MeAnYHOro
3aCTOCyBaHHS Y 3B’A3Ky
i3 HOBMMMW AaHUMK 3
SIKOCTi, AOKTIHIYHMM,
KNiHIYHUMY flaHMK Ta
JaHumm 3
thapmakoHarnagy(B.1.4.,
1), 3miHW BHeceHo A0
IHCTPYKUiT Ans
MeAnYHOro
3acToCyBaHHSA
npenapary Ao posginy
"MokasaHHs" (BHECEHI
YTOYHEHHS [0 TEKCTY 3
MeTot 6e3neyHoro
3aCTOCyBaHHS), a Takox
o po3ainis "Oitn"
(6yno:TnsnH® Kewno
0,05 % npu3HayeHunii
Ansa nikyBaHHS fiTei
BIKOM Bif 2 A0 6 poKiB.
Tu3nH® Kcuno 0,1 %

npusHadeHuii ans
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Ne

Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs

NiKyBaHHA AOPOCANX i
niTei Bikom Big, 6 pokiB.;
ctano: TusuH® Kcuno
0,05 % npu3HayeHunit
Ansa nikyBaHHS fiTei
BikOM Big, 2 o 12 pokis.
Tu3nH® Kcuno 0,1 %
npusHaveHun ans
NiKyBaHHSA [OPOCANX i
niTeli Bikom Big 12
pokiB.), "Cnoci6
3acTocyBaHHA Ta 4o3un”
(YTOYHEHO [03yBaHHs
aitam),
«[poTnnokasaHHsA»,
«[M06IYHI peakujii»,
«lMepeno3yBaHHsA»,
«OcobnnBoCTi
3aCTOCYBaHHA»
BiANOBIAHO 4O KOPOTKOT
XapaKTepUCTUKM
nikapcbKkoro 3acoby Ta
BVCHOBKIB
KOHCY/IbTaTUBHO-
eKCnepTHUX rpyn
"MepjaTpis. Nikapcbki
3acobn” Ta
"OTonapuHronoris.
Nikapcbki 3aco6n”).
30608B’A3aHHA Npn
BMAaui peecTpauiiHoro
NOCBIJYEHHS BiACYTHI.
MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IHOBAHOrO 3BITY 3
6e3neku BigNOBIAHO [0
Mopsiaky 34iiCHEHHS
Harnsgy 3a nobivyHuMun
peakuisiMun flikapcbKux
3aco6iB, f03BOSIEHNX A0
MeNYHOro
3acTOCyBaHHS,
3aTBEPIXEHOr0 Haka3oMm
MO3 Big 27 rpygHs
2006 poky Ne898,
3apeecTpoBaHoro B

MiHicTepcTBi roCTUU,i
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KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
npoyeoypa Bionycky HHS peecmpayjitiHo2o

Ne Hassa Popma sunycky 3assHUK
nocsioYyeHHs1

n/n JliKapcbKo20
3acoby
YKpainu 29 ciuna 2007
poky 3a Ne73/13340,
CTaHOBWTbL: BifNOBIAHO
[0 NepioguyHoCTI
CKnafaHHs perynsipHo
OHOB/1OBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, 03BOJIEHOT0 A0
MeAu4Horo
3aCTOCYBaHHS, Ha
LeHTpa/IbHOMY piBHi

UA/8179/01/01

cnpeii HasaslbHUiA, MakHin Cnony4yeHe SAMAP OPJIEAH PpaHuin nepepeecTpawis Ha 6e3 He nidnsieae
HeobMeXeHWi TepMiH; peyenma

po3uuH 0,05 % no MpoaakTc KoponiscTeo
10 mMn y chnakoHax NimiTen 3MiHY | TUNY: 3MiHK
o0

Ne 1
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy.
BBefeHHst abo 3MiHN f0
y3araslbHeHUX AaHnx
npo cucTemy
thapmakoHarnagy
(BefeHHs y3arasibHeHnX
AaHuX Npo cuctemy
hapmakoHarnsgy, 3miHa
YMOBHOBaXeHOT 0cobwm,
BignoBiganbHoOI 3a
3[jiiCHEHHS!
chapmakoHarnsgy;
KOHTaKTHOI ocobu 3
thapmakoHarnagy
3asBHUKa 4N1A
34iACHEeHHS
thapmakoHarnsgy B
YkpaiHi, SKLLO BOHA
BiAMiHHA Bif
YNOBHOBaXEHOI 0Cco6M,
BignoBiga/IbHOI 3a
34iACHEeHHS
thapmakoHarnagy
(BKIOHAKOUN KOHTAKTHI
[AaHi) Ta/abo 3MiHW Y
pO3MilLEeHHI MacTep-
thaiina cuctemm
thapmakoHarnsgy),
KoHTakTHa ocoba B
YkpaiHi [itoua pegaxuis:
Mpyanes feHnc

25. TU3NH® KCUNo
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs
AmuTpoBuny.

MponoHoBaHa pepakLis:
ApHayTosa HOnis
JeoHigjBHa;. 3miHn Il
TMny: 3MiHY Woao
6e3nekun/edpeKkTUBHOCTI
Ta thapmakoHarnsgy.
3MiHU Y KOpOTKili
XapaxkrepucTumLi
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta
IHCTPYKLiT Ans
MeNYHOro
3aCTOCYBaHHS Y 3B’13KY
i3 HOBMMMW JaHUMK 3
SIKOCTi, AOKTIHIYHMM,
KNiHIYHUMY flaHMK Ta
JaHumm 3
thapmakoHarnagy(B.1.4.,
1), 3miHM BHeceHo 0
IHCTPYKUiT Ans
MeaNYHOro
3acTOCyBaHHS
npenapary o posginy
"MokasaHHs" (BHECEHI
YTOYHEHHS [10 TEKCTY 3
MeTot 6e3neyHoro
3aCTOCyBaHHs), a Takox
0o posginis "Crnoci6
3acTocyBaHHA Ta 4o3un”
(YTOYHEHHS1 f,03yBaHHSA
aitam), "ditn" (6yno:
Tu3nH® Kcuno 0,05 %
npusHaveHnii gns
nNiKyBaHHSA fiTeli Bikom
Bifl 2 [0 6 pokiB. TU3NH®
Kcuno 0,1 %
npusHayeHun ans
NiKyBaHHSA [OPOCANX i
LiTeli BikoM Bif 6 pokiB.;
crtasio: TusnH® Kcunio
0,05 % npusHayeHwuit
ONs1 NikyBaHHA AiTen
BiKOM Big, 2 10 12 pokiB.
Tu3nH® Kcuno 0,1 %
npusHaveHnii gns
NiKyBaHHA AOPOCAUX i
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayjitiHo2o
nocsioYyeHHs1

niTeli Bikom Big 12
pokiB.),
«[poTnnokasaHHsA»,
«[M06IYHI peakujii»,
«Mepefo3yBaHHs»,
«OcobnnBoCTi
3aCTOCyBaHHSA»
BignosigHoO A0
OHOB/IEHOI iHdopMaLii 3
6e3nekn B KOPOTKili
XapaxkTepucTuui
nikapcbKoro 3acoby Ta
BMCHOBKIB
KOHCY/IbTaTNBHO-
eKCMepTHUX rpyn
"OTOPUHONAPVIHTOIOTIS.
Nikapcbki 3aco6u” Ta
«Mepiatpis. Jlikapcbki
3aco6m»).
3060B’s13aHHSA Npun
BMAaui peecTpauiiHoro
NOCBIAYEHHS BiACYTHI.
MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNOBIAHO f0
Mopsaaky 34iiCHeHHs
Harfagy 3a noGivyHMMmn
peakuisiMu NikapcbKux
3ac06iB, 4O3BOSIEHNX A0
MeAnYHOro
3aCTOCYyBaHHS,
3aTBEPKEHOr0 Haka3oMm
MO3 Big 27 rpygHs
2006 poky Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne73/13340,
CTaHOBWTb: BigMNoBigHO
[0 nepiognyHoCTI
CKNnafaHHs perynsapHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekn Nikapcbkoro
3aco6y, [03BO/IEHOT0 A0
MeAnYHOro
3aCTOCyBaHHs, Ha
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs
LeHTpa/IbHOMY piBHi
26. TU3NH® KCnNo cnpeii HasaslbHUiA, MakHin Cnony4yeHe SAMAP OPJIEAH PpaHuis nepepeecTpawis Ha 6e3 niosnsieae UA/8179/01/02
po3umnH 0,1 % no 10 Mpopaxtc KoponiscTBo HeobMeXeHuli TepMiH; peyenma
My chnakoHax Ne 1 Niviteq 3miHu | Trny: 3MiHn
oo
6e3nekn/edpeKTUBHOCTI

Ta thapmakoHarnsgy.
BBegeHHs1 abo 3MiHu A0
y3arasibHEHUX AaHnX
npo cuctemy
thapmakoHarnsgy
(BEeOEHHS y3araslbHEHNX
AaHuX Npo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0CcOo6M,
BignoBiga/IbHOI 3a
3iACHEHHS
thapmakoHarnagy;
KOHTaKTHOi 0cobm 3
thapmakoHarnsgy
3asBHUKA ANA
3[iACHEHHS
chapmakoHarnsgy B
YkpaiHi, AKLLO BOHA
BiAMIHHA Bif
YNOBHOBaXeEHOT 0cobM,
BiANOBIAa/ILHOI 3a
3[iACHEHHS
thapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHi
[AaHi) Ta/abo 3miHn y
pO3MiLLEeHHI MacTep-
thaiina cuctemm
thapmakoHarnagy),
KoHTakTHa ocoba B
YkpaiHi [itoua pegaxuis:
Mpyaves JeHnc
OmuTposuy.
MponoHoBaHa pegakuis:
ApHayToBa tOnis
NeoHigisHa;. 3miHu 11
TUny: 3miHn Wwoao
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy.
3MiHW y KOpPOTKili
XapakTepucTumui
nikapcbKoro 3acoby,
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs
TEKCTi MapKyBaHHS Ta
IHCTPYKUiT aNns
MeNYHOro

3aCTOCYBaHHS Y 3B'A3KY
i3 HOBUMM A@HVMK 3
AKOCTI, JOKNIHIYHUMMU,
KNHIYHUMW JaHMK Ta
AaHumu 3
hapmakoHarnsagy(B.1.4.,
1), 3miHNM BHeCeHOo Ao
IHCTPYKUiT aNns
MeAn4Horo
3acToCyBaHHS
npenapary Ao po3giny
"MokasaHHA" (BHeCeHi
YTOYHEHHS [0 TEKCTY 3
METO 6e3MneyHoro
3aCTOCYBaHHS), a TakoxX
[0 posgainis "Cnocio
3aCToCyBaHHA Ta Ao3n"
(YTOYHEHHs 103yBaHHS
airam), "Aitn" (6yno:
Tu3nH® Kenno 0,05 %
npv3HadeHuii ans
NiKyBaHHSA AiTei Bikom
Big 2 fo0 6 pokiB. TU3NH®
Kcunno 0,1 %
npusHaveHnii gns
NiKyBaHHA JOPOCANX i
niTeli Bikom Bif, 6 pokiB.;
ctano: TusuH® Kcuno
0,05 % npusHayeHwuit
Ans nikyBaHHA AiTei
BiKOM Big, 2 f0 12 pokiB.
Tu3nH® Kemno 0,1 %
npu3HadeHuii ans
NiKyBaHHA AOPOCANX i
Aiteii Bikom Big 12
pokiB.),
«lMpoTrnokasaHHs»,
«Mo6iyHI peakujii»,
«[epenosyBaHHs»,
«OcobnnBoCTI
3aCTOCYBaHHS»
BiANoBIgHO A0
OHOB/EHOT iHChopMmaLii 3
6e3nekn B KOPOTKil
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayjitiHo2o
nocsioYyeHHs1

XapakTepucTuui
nikapcbKoro 3acoby Ta
BMCHOBKIB
KOHCY/IbTaTUBHO-
eKcnepTHUX rpyn
"OTOPUHONAPUHTOMOTISA.
Jlikapcbki 3acobn” Ta
«[epiaTpis. Nikapcbki
3acobu»).
3060B’s13aHHS Npn
BMAaui peecTpaviiiHoro
NnocBiAYEHHSA BiACYTHI.
MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/IOBAHOTO 3BITY 3
6e3nekun BiAMOBIAHO A0
Mopsaky 34iACHEeHHS
Harnsagy 3a nobivyHumu
peakuisiMn flikapcbKnx
3ac006iB, AO3BOJSIEHNX A0
Meau4Horo
3acToCyBaHHS,
3aTBEPXEHOr0 Hakas3oMm
MO3 Bif 27 rpygHsa
2006 poky Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne73/13340,
CTaHOBWTbL: BifNOBIAHO
[0 NepiognyHoCTI
CKnafaHHs perynsipHo
OHOB/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, 03BOJIEHOT0 A0
MeAnYHOro
3aCTOCYBaHHS, Ha
LeHTpa/IbHOMY piBHi

27.

TONIPAMAT

KpUCTaiuHWiA
MOPOLLOK
(cybcTaHuis) y
noABINHNX
nonieTNIeHOBNX
naketax ans
hapmaueBTUYHOro
3acToCyBaHHs

ToBapucTso 3
obmexeHo
BiANOBIAA/IbHI
CTiO
"®bapmaueBTu
YHa KoMMaHis
"3p0pos'a”

YkpaiHa

FOHimapk Pemegic
nro.

IHais

nepepeecTpavis,Ha
HeobMeXeHW TepMiH

He nionsiecae

UA/12522/01/01

28.

TPUMETA3NAVH

NOopoLUOK

MAT

YKpaiHa

LLlapoH Bio-

IHAis

nepepeecTpauisi Ha

He nidssicae

UA/6122/01/01
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs
Yy (cybeTaHuisn) y "KuiBcbkuii MegiuiHe /14. HEOOMEXeHU TePMIH
AUTIAPOXNMOPU | nakeTax NoAagiliHux BiTaMiHHUI
A nonieTuNeHoBunx 3asof”
0151 BUpO6HMUTBA
HecTepuIbHNX
Nikapcbknx hopm
29. TPOKCEPYTUH- renb, 20 mr/rno 30 1 MpAT YkpaiHa MpAT YkpaiHa nepepeecTpauis Ha 6e3 nionsizae UA/4933/01/01
AAPHULA a6o 50 r B Ty6i, no 1 "GapmaueBTu "®apmaueBTnyHa HeobMeXeHuli TepMiH; peyenma
Ty6i y nauui YHa hipma tipma "AapHuug" 3MmiHn | Trny: 3MiHn
"OapHnua" o0
6e3nekun/edeKkTBHOCTI

Ta thapmakoHarnsgy.
3MiHa y KOpOoTKili
XapaxkTepucTuui

nikapcbKoro 3acoby,

TEKCTi MapKyBaHHS Ta

IHCTPYKUiT aNns
Mean4HOro
3aCcTOCyBaHHA Ha
nigcTasi perynsipHo

OHOB/1OBAHOTO 3BITY 3

6e3nekn NikapcbKoro

3acoby, abo focnigxeHb
3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3aco6y B
nicnsapeecTpauiiiHnii
nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITYy 3
LocnimpKeHb,
npoBefeHnxX BifNoBiAHO
[0 NNaHy negiatpuiHnx
pocnimpkeHs (PIP) (3MiHYy
Y3ropKeHo 3
KOMMNETEHTHUM
YNOBHOBaXXEHUM
OopraHom) - 3miHu
BHECEHO A0 iHCTPYKL,i
AN MeguyHoro
3acTOCyBaHHSA
npenapary A0 po3ainis
"®apMaKonorivHi
BNacTMBOCTI"
(yTOYHeHHs iHdhopmauii),
"TMpoTunokasaHHa",
"Mo6iuHI peakuii”,
"Ocob6nvBocCTi
3acTocyBaHHsA",
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs

"3acTocyBaHHs y nepiog
BariTHocTi abo
roflysaHHs rpyaato”
BigMNoBigHO A0
OHOB/EHOT iHthopMaLi 3
6e3nekun gjtoyol
peyoBUHN.

30608B’A3aHHA Npun
BMAaui peecTpauiiHoro
NOCBIAYEHHS iICHYIOTb -
HafiaHHA AeTanbHoro
onuncy cuctemu
ynpasniHHA py3nkammn y
BUINAAI NNaxy
yrpasniHHA pusnKamu
Ta [ONOBHEHHS A0
ornagy KNiHiYHMX AaHnx
00 30.10.2017
BiAMNOBIAHO A0 NiANYHKTY
1.13 nyHkTy 1, NiANYHKTY
2.3 NyHKTY 2 fopatky 15
0o Nopsaaky
NpoBefeHHS eKcnepTusmn
peecTpauiiHnx
mMartepianis Ha nikapcbki
3acobu, Lo noAarTbes
Ha flepXXaBHy
peecTpadito
(nepepeecTpaliio), a
TaKOX eKCrnepTu3mn
mMartepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
mMartepianis NpoTArom Aji
peecTpadujiiiHoro
MOCBIgYEHHS,
3aTBEPAKEHOIO HakasoMm
MO3 Big 26.08.2005 Ne
426 (y pepakuji Hakasy
MO3 Big 23.07.2015 Ne
460).
MepioAnYHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3nekun BiAMOBIAHO A0
MNopsaaky 34iCHeHHS
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayjitiHo2o
nocsioYyeHHs1

Harnsgy 3a noGivyHMMmn
peakuisiMu NikapcbKux
3ac06iB, 40O3BOSIEHNX A0
MeNYHOro
3acToCcyBaHHS,
3aTBEPKEHOr0 Haka3oMm
MO3 Big 27 rpygHs
2006 poky Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne73/13340,
CTaHOBWUTL:!
BignosigHo oo
nepioguyHocTi
CKNnafaHHs perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3aco6y, J03BOJIEHOTO A0
MeNYHOro
3aCTOCYBaHHS, Ha
LEHTPa/IbHOMY PiBHi.

30.

TPOMICETPOHY

rigpoxnoprung

NMOPOLLIOK
(cy6ceTaHuis) Big 10
r 0o 100 r nopoLuky
B 6aHkax MICTKICTIO
100 mn a6o 250 mn
ANs BUpo6HMLTBA
CTEpPUIbHUX Ta
HeCTepUsIbHUX
NiKapcbknx hopm

ToBapucTso 3
obmexeHoro
BiANOBIAA/TbHI
cTto "CiHbiac
Papma”

YkpaiHa

ToBapucTso 3
06MexeHo
BiANOBIAA/IbHICTIO
"Cinbiac ®apma"

YKpaiHa

nepepeecTpauis Ha
HeobMexeHuii TepMiH

He nionsicae

UA/11775/01/01

31.

DAHUTAH®
DACT

renb no 30 r abo
100 r y antoMiHieBiin
abo namiHoBaHiM
Ty6i ; no 1 Ty6i y
KapTOHHI ynakosLi

KYCYM
XENTXKEP
NBT T4

IHais

Kycym Xentxkep
et /114

IHais

nepepeecTpavis Ha
HEOOMEXEHUI TEPMIH;
3miHu | Trny: 3MiHK
o0
6e3nekn/edpeKkTBHOCTI
Ta thapmakoHarnsgy.
3MiHa y KOpoTkili
XapakrepucTumui
nikapcbKoro 3acoby,
TEKCTi MapkyBaHHS Ta
IHCTPYKUii Ans
MeAnYHOro
3aCTOCYBaHHA Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun Nikapcbkoro

6e3
peuyenma

nionsieae

UA/7665/01/01
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs

3acoby, abo AoC/iAKeHb
3 6e3nekun 3acToCyBaHHSA
nikapcbKoro 3acoby B
nicnsipeecTpauiiHnii
nepiog, abo sk
pesynbTaT OLiHK/ 3BTy 3
L0CNiIKEHD,
npoBefeHnX BignoBigHO
[0 nnaHy neaiatpuyHnx
pocnigkens (PIP) (3MiHy
Y3ro[KeHo 3
KOMMNETEHTHUM
YNOBHOBaXXEHUM
opraHom), 3miHu
BHECEHO [0 IHCTPYKL,ii
AN MegnyHoro
3acToCyBaHHSA
npenapary A0 po3ainis
«B3aemogisi 3 iHWnMKn
nikapcbkMu 3acobamu
Ta iHWi BUan
B3aEMOSji», «[M06iuHi
peaxuii» BignoBigHO [0
iHchopmawii cTocoBHO
6e3nekun gjryoi
PeYOoBVHM NiKapCbKOro
3acoby). 3060B'A3aHHSA
npu Buaadi
peecTpadjiiHoro
MOCBiAYEHHS ICHYIOTb -
HaflaHHA [eTasIbHOro
onuncy cuctemmu
ynpasniHHA pyU3nKammn y
BUINAAI N1aHy
ynpasniHHA pusnkamu
Ta [ONOBHEHHS A0
ornsagy KNiHIYHUX AaHnX
80 30.10.2017
BiANOBIAHO [0 MigNYHKTY
1.13 nyHKTY 1, NignyHKTY
2.3 NyHKTY 2 fopatky 15
o MNopsaaky
NPOBEfieHHA ekcnepTnsn
peecTpauinHux
marepianis Ha nikapcbki
3aco6u, L0 NoAarTLCA
Ha fepXaBHy
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Homep

Ne
n/n

Hassa
JliKapcbKO20

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

peecmpayjitiHo2o
nocsioYyeHHs1

3acoby

peecTpauiio
(nepepeecTpaliio), a
TaKoX eKCnepTu3mn
MaTtepianis npo
BHECEHHS 3MiH [0
peecTpauinHux
mMartepianis NpoTsArom Aji
peecTpadjiiHoro
NOCBiJYEHHS,
3aTBEPKEHOIO HakasoM
MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy
MO3 Big 23.07.2015 Ne
460). MNepiognyHicTb
nofaHHsa perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNOBIAHO A0
Mopsaaky 34iiCHeHHs
Harnsgy 3a noGivyHMMmn
peakuisiMu NikapcbKux
3ac06iB, 4O3BOSIEHNX A0
MeAnYHOro
3aCTOCYyBaHHS,
3aTBEPKEHOr0 Haka3oMm
MO3 Big 27 rpygHs
2006 poky Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne73/13340,
CTaHOBWTb: BigMNoBigHO
[0 nepiognyHoCTI
CKNnafaHHs perynsapHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekn Nikapcbkoro
3aco6y, [03BO/IEHOT0 A0
MeAnYHOro
3aCTOCyBaHHS, Ha
LLEHTPa/IbHOMY piBHi.

He nidnsieae

UA/11997/01/01

32,

DPAHUTAH®
DACT

renb in bulk: no 30 r
y NamiHoBaHili Ty6i;
no 200 Ty6 y
KapTOHHI ynakoBLi;
no100ry
NlaMiHoBaHii Ty6i; no
100 Ty6 y KapTOHHIl

KYCYM
XENTXKEP
MBT NTA

IHais

Kycym Xentxkep
ret /114

IHais

nepepeecTpauis Ha
HeobMeXeHuli TepMiH;
3MmiHn | Trny: 3MiHn
o0
6e3nekun/edeKkTBHOCTI
Ta thapmakoHarnsgy.
3MiHa y KOpOoTKili

XapaKkTepucTuui

ynakoBLii
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs

nikapcbKoro 3acooby,
TEKCTi MapkyBaHHS Ta
IHCTPYKUiT Ans
MeAnYHOro
3aCTOCyBaHHA Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekn Nikapcbkoro
3acoby, abo AocnigxeHb
3 6esnekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpaviiHnii
nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3
LoCniopKeHDb,
npoBeAeHNX BignoBigHO
[0 NnaHy negiatpuyHmx
pocnipxeHb (PIP) (3MiHy
Y3rO[KEHO 3
KOMNETEHTHUM
YNOBHOBaXEHUM
opraHom), 3miHu
BHECEHO A0 IHCTPYKLT
AN MegnyHoro
3acToCyBaHHSA
npenapary [i0 po3ginis
«B3aemogis 3 iHWKMK
nikapcbknmy 3acobamu
Ta iHWi BUan
B3aEMOgji», «MMo6iuHi
peakuii» BigNoBiAHO A0
iHbopmaLii cToCoBHO
6e3neku gjtoyol
PEYOoBMHM NiKapCbKOro
3aco6y). 3060B’A3aHHs
npu sugavi
peecTpaujiiHoro
NOCBIAYEHHS ICHYIOTb -
HafiaHHA AeTanbHoro
onuncy cuctemu
ynpasniHHA py3nkammn y
BUINAAI NNaxy
yrpasniHHA pusnKamu
Ta [ONOBHEHHS A0
ornagy KNiHiYHWX AaHnx
00 30.10.2017
Bi4NOBIAHO A0 NiANYHKTY
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs
1.13 nyHKTY 1, NignyHKTY

2.3 NyHKTY 2 fopatky 15
o MNopsaaky
NPOBEfEHHA ekcnepTnsn
peecTpauinHux
mMarepianis Ha nikapcbki
3aco6u, L0 NoAarTLCA
Ha JepXaBHy
peecTpaviio
(nepepeecTpaluiio), a
TaKoX eKcrnepTn3mn
marepianis npo
BHECEHHS 3MiH [0
peecTpauinHux
marepianis NpoTArom fii
peecTpaujiiHoro
NoCBiAYEHHS,
3aTBEPKEHOr0 Haka3oMm
MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy
MO3 Big 23.07.2015 Ne
460). MNepiognuHicTb
nofaHHsa perynspHo
OHOB/1OBAHOTO 3BITY 3
6e3nekun BiAMOBIAHO A0
Mopaaky 34iCHeHHA
Harnsagy 3a nobivyHumu
peakuisiMn likapcbKnx
3aco06iB, 403BONEHNX A0
Meau4Horo
3aCTOCYyBaHHS,
3aTBEPAKEHOIO HakasoMm
MO3 Bif 27 rpygHsa
2006 poky Ne898,
3apPEeECTPOBaHOro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne73/13340,
CTaHOBWTbL: BifNOBIAHO
[0 NepiognyHoCTI
cKnafaHHa perynsapHo
OHOB/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3aco0by, 03BOIEHOTO 0
MeAn4Horo
3aCTOCyBaHHS, Ha

LLeHTPa/IbHOMY PiBHi.
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs
33. ®PIHACTEPUA KpucTasliyHa TBepaa ToBapucTBo 3 YkpaiHa leTepo Nabe IHais nepepeecTpawis Ha - He nidnisi2ae UA/12405/01/01
peyoBuHa 06MexeHo Nimiteq HeobMeXeHWin TepMiH
(cybeTaHuis) y BiANOBIAA/IbHI
noABINHNX cTHO
nosieTuIeHoBMX "GapmaueBTu
nakeTtax gns YHa KOMMaHis
hapMaLeBTUYHOTO "3popos's"”
3aCcTOCyBaHHSA
34. ®IHACTEPU], KpUCTaniuHuiA ToBapucTso 3 YkpaiHa UyHuiH Belikom KnTaii nepepeecTpauis Ha - He nionsieae UA/12417/01/01
MOPOLLIOK obmexeHo dapmachbloTikan HeoOMeXeHHUI TepMiH
(cybcTaHuis) y BiANOBIAA/IbHI Ko., NTo,.
nonieTuneHoBmx cTIO
naketax ans "®bapmaueBTu
hapmMaueBTUYHOIO YHa KoMMaHis
3aCTOCYBaHHA "3p0pos'a"
35. POKOPT®- kpem, 1 mr/rno 15t MpAT YkpaiHa MpAT YkpaiHa nepepeecTpauis Ha 3a He nidns2ae UA/4936/01/01
AAPHULA y Ty6ax Ne 1 B nauyu,i "GapmaueBTu "®apmaueBTnyHa HeobMeXeHuli TepMiH; peyenmom
YyHa hipma thipma "AapHuug" 3minn | Trny: 3MiHn
"OapHnua" oA0
6e3nekun/edeKkTBHOCTI

Ta thapmakoHarnsgy.
3MiHU Y KOPOTKili
XapakTepuctuui

nikapcbKoro 3acoby,

TEKCTi MapKyBaHHS Ta

IHCTPYKUiT aNns
MeaNYHOro
3acToCyBaHHSA
reHepUYHUX/TiopuaHux/6
ionoAibHNX Nikapcbknx
3ac06iB Nicns BHECEHHSA
Tiei camoTi 3MiHU Ha
pedepeHTHWIN npenapat
(3miHa He noTpebye
Ha/jaHHS XXOAHMX HOBUX

[0[ATKOBUX AaHWX),

3MiHV BHECeHOo Ao
IHCTPYKUiT ANns
MeaNYHOro
3aCcTOCyBaHHSA
npenapary A0 po3giny

"lMoka3aHHA", a TakoxX

0o posginis "Croci6
3acToCyBaHHA Ta Ao3n"
(YTOUYHEHHS1 f03yBaHHS),

"[iTn" (yTouHeHo
hopMy/ItOBaHHSA
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs
posginy),
«poTunokasaHHs»,

«B3aemogis 3 iHWKMK
nikapcbknmy 3acobamu
Ta iHWi BUan
B3AEMOS;ii»,
«OcobnnBOCTI
3aCTOCYBaHHS»,
«3acTocyBaHHA y nepiog
BariTHocTi abo
roflyBaHHs rpyaam»,
«3paTHICTb BNIMBATK Ha
LWIBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHCNopTOM abo
po6OTi 3 IHWMMK
MexaHiaMamu»,
«[epenosyBaHHs»,
«[M06iuHI peakyii»
BignosigHoO A0
pedyepeHTHoro
npenapary ®TopokopT®
3 [il0400 PEYOBHHOK
TpramumHonoH 1 mr/1r).
3060B’s13aHHS Npn
BMAaui peecTpaviiHoro
MOCBiAYEHHS ICHYIOTb -
HaZiaHHSA AeTa/lbHOro
onucy cuctemm
ynpasniHHA pyU3nKkammn y
BUINAAI N1aHy
ynpaBniHHA pU3nKamu
Ta [ONOBHEHHA A0
ornsagy KNiHIYHUX AaHnX
0o 30.10.2017
BiZANOBIAHO [0 MigNYHKTY
1.13 nyHKTY 1, NignyHKTY
2.3 NyHKTY 2 fopatky 15
o MNopsaaky
NpoBeSEHHS eKCrepTusmn
peecTpauinHux
marepianis Ha nikapcbki
3aco6u, Lo nogarTbes
Ha AepXaBHy
peecTpaviio
(nepepeecTpaluiio), a
TaK0X eKcnepTusmn
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Ne
n/n

Hassa
JliKapcbKO20

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayjitiHo2o
nocsioYyeHHs1

3acoby

mMaTtepianis npo
BHECEHHS 3MiH O
peecTpauinHux
mMartepianis npoTsArom Aji
peecTpadujiiHoro
NOCBiJYEHHS,
3aTBEPIXEHOr0 Haka3oMm
MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy
MO3 Big 23.07.2015 Ne
460).
MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IHOBAHOrO 3BITY 3
6e3neku BigNOBIAHO [0
Mopsiaky 34iiCHEHHS
Harnsgy 3a nobivyHuMun
peakuisiMun flikapcbKux
3aco6iB, f03BOSIEHNX A0
MeNYHOro
3acTOCyBaHHS,
3aTBEPIXEHOr0 Hakasom
MO3 Big 27 rpygHs
2006 poky Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne73/13340,
CTaHOBWTb: BigNoBigHO
[0 nepiognyHocCTI
CKNnafaHHs perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3aco6y, J03BOJIEHOTO A0
MeNYHOro
3aCTOCYBaHHS, Ha
LEHTPa/TIbHOMY PiBHi.

UA/11851/01/01

36.

LUUMNPOJIET® A

TabneTkn, BKpUTI
NNiBKOBOO
060/10HKO0, M0 10
TabneTok y 6nictepi;
no 1 6nictepy B
Kopoo6ui

O-p Peppi'c
Nab6opaTtopic
nrg,

IHais

f-p Peppi'c
Na6opaTopic /T4,
Bupo6Huya
OinbHuus - 11

IHais

nepepeecTpavis Ha
HeobMeXeHul TepMIH;
3miHu | Trny: 3MiHn
oo
6e3nekn/edpeKTUBHOCTI
Ta thapmakoHarnsgy.
3MmiHa y KOpoTkili
XapaktepucTumui
nikapcbKoro 3acoby,

TEKCTi MapKyBaHHs Ta

3a
peyenmom

He nionsicae
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs
IHCTPYKUii gns
MeANYHOTo

3acTocyBaHHA Ha
nigcTasi perynsipHo
OHOBJIHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo AoC/iAKeHb
3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B
nicnsipeecTpauiiHnii
nepiog, abo sk
pesynbTar OLiHK/ 3BTy 3
L0CNiIKEHD,
npoBefeHnX BignoBigHO
[0 nnaHy neaiatpuyHnx
pocnigkens (PIP) (3MiHy
Y3rofIXEHO 3
KOMMNETEHTHUM
YMOBHOB&XXEHNM
opraHom) - 3miHu
BHECEHO [0 IHCTPYKL,i
ANns MegnyHoro
3acTOCyBaHHS
npenapary A0 po3ainis
"MoGiuHI peakui”,
"Oco61MBOCTi
3acTocyBaHHA",
"B3aemogis 3 iHWMMKN
nikapcbknMmn 3acobamm
abo iHWi Buan
B3a€EMOZji" BigNOBigHO
[,0 OHOBNEHOI
iHchopmawii 3 6e3neku
LiH0UNX PEYOBMH.

30608B’A3aHHA Npn
BMAaui peecTpauiiHoro
NOCBIAYEHHS iICHYIOTb —
HafiaHHA AeTanbHoro
onuncy cuctemu
ynpasniHHA py3nkammn y
BUINAAI NNaxy
yrpasniHHA pusnKamu
Ta [ONOBHEHHS A0
ornagy KNiHiYHWX AaHnx
00 30.10.2017
Bi4NOBIAHO A0 NiANYHKTY
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs

1.13 nyHKTY 1, NignyHKTY
2.3 NyHKTY 2 fopatky 15
o MNopsaaky
NPOBEfEHHA ekcnepTnsn
peecTpauinHux
mMarepianis Ha nikapcbki
3aco6u, L0 NoAarTLCA
Ha JepXaBHy
peecTpaviio
(nepepeecTpaluiio), a
TaKoX eKcrnepTn3mn
marepianis npo
BHECEHHS 3MiH [0
peecTpauinHux
marepianis NpoTArom fii
peecTpaujiiHoro
NoCBiAYEHHS,
3aTBEPKEHOr0 Haka3oMm
MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy
MO3 Big 23.07.2015 Ne
460).
MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNOBIAHO f0
Mopsaaky 34iiCHeHHs
Harfagy 3a noGivyHMMmn
peakuisiMu NikapcbKux
3ac06iB, 4O3BOSIEHNX A0
MeAnYHOro
3aCTOCYyBaHHS,
3aTBEPKEHOr0 Haka3oMm
MO3 Big 27 rpygHs
2006 poky Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne73/13340,
CTaHOBWTb: BigMNoBigHO
[0 nepiognyHoCTI
CKNnafaHHs perynsapHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekn Nikapcbkoro
3aco0y, [103BO/IEHOrO [10
MeAnYHOro

3aCTOCyBaHHs, Ha
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs
LeHTpa/IbHOMY PiBHI)
37. LUUCTUHON TabneTkn, BKpUTI LWanep & HimeyunHa LWanep & HimeyunHa nepepeecTpawis,Ha 6e3 niosnsieae UA/12007/01/01
AKYT 060/10HKO10, Mo 15 Bptommep Bptommep M6X & HeobMeXeHuli TepMiH; peuyenma
Tabnetok y 6nictepi; | Mm6X & Ko. KI Ko. KI 3miHu | Trny: 3MiHn

no 2 6nictepay
KapTOHHiiA Kopobulj,
no 20 TabneTok y
6nictepi, no 2 a6o 3,
abo 5 6nicTepiB y
KapTOHHI KOpoo6Li

oo
6e3nekn/edpeKTUBHOCTI
Ta thapmakoHarnsgy.
3MmiHa y KOpOoTkili
XapaktepucTumui
nikapcbKoro 3acoby,
TEKCTi MapkyBaHHS Ta
IHCTPYKUii Ans
MeAnYHOro
3aCTOCYBaHHA Ha
nigctasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo AOoCNiAXKEeHb
3 6e3nekn 3acToCyBaHHs
niKapcbkoro 3acoby B
nicnspeecTpaviiHnii
nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3
LOCNioKEHD,
npoBefeHNX BifNoBigHO
[0 NnaHy negiatpuyHmx
pocnipxeHb (PIP) (3MiHy
Y3rO[KEHO 3
KOMNETEHTHUM
YMNOBHOBaXEHUM
OpraHom) - 3miHu
BHECEHO A0 IHCTPYKLT
AN MeguyHoro
3aCTOCyBaHHSA
npenapary A0 po3giny
"Mo6iuHi peakwii"
BignoBigHO Ao
iHdhopmauii woao
6e3nekun gjtoyoi
peyvoBuHM "NNCTA
MyUHUL".

30608B’s13aHHA Npn
BMAaui peecTpaviiHoro
NOCBIAYEHHS ICHYIOTb —
HaflaHHA [JOMOBHEHHSA
00 ornsagy KNiHiYHUX
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby noceioYeHHs

paHunx go 30.10.2017,
BiAMNOBIAHO A0 NiANYHKTY
2.3 nyHKTY 2 gogartky 15

0o MNopsagky
NpOBELEHHS eKCnepTu3mn
peecTpauinHux
MaTepianie Ha Nikapcbki
3aco6u, Lo noaarTbes
Ha fiepXXaBHy
peecTpauiio
(nepepeecTpalijio), a
TakoX ekcnepTusm
MaTtepianis npo
BHECEHHS 3MiH 0
peecTpauinHux
mMartepianis NpoTsArom Aii
peecTpadjiiHoro
NOCBiJYEHHS,
3aTBEPIXEHOr0 Hakas3oMm

MO3 Big 26.08.2005 Ne

426 (y pepakuii Hakasy

MO3 Big 23.07.2015 Ne

460).

MepioAnyHICTb NOAAHHSA

perynspHo

OHOB/IHOBAHOrO 3BITY 3

6e3neku BigNOBIAHO [0

Mopsiaky 34iiCHEHHS
Harnsgy 3a nobivyHuMun
peakuisiMun flikapcbKux
3aco6iB, f03BOSIEHNX A0
MeNYHOro
3acTOCyBaHHS,
3aTBEPIXEHOr0 Haka3oMm
MO3 Big 27 rpygHs
2006 poky Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii

Ykpainu 29 ciuns 2007

poky 3a Ne73/13340,

CTaHOBWTb: BigNoBigHO

[0 nepiognyHocCTI
CKNnafaHHs perynspHo
OHOB/IHOBAHOrO 3BITY 3

6e3nekun nikapcbkoro
3aco6y, J03BOJIEHOTO A0

MeanyHoro
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 npoyeodypa BionycKky HHS peecmpayjitiHo2o
3acoby nocsio4yeHHs
3aCTOCyBaHHS, Ha

LEHTpa/IbHOMY PiBHI)

HavyanbHUK YnpaBniHHA
thapmaneBTUYHOT AiANBHOCTI Ta

AKOCTI (hapmaueBTUYHOI NPOAYKLi

T.M. IacKOBCbKUu




MEPENIK

Joparok 3

/0 Haka3zy MiHicTepcTBa 0X0poHH

300pOB’A YKpaiHu
15.12.2016 Ne 1345

NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONONYHUX NPEMNAPATIB), LLLOAO AKUX BY/IN BHECEHI 3MIHN A0 PEECTPALINHNX MATEPIANIB, AKI
BHOCATbLCA A0 AEP>XXABHOI'O PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHA

KOpPOO6Lii 3 KapTOHY;
no 50 mn a6o no
100 mn y hnakoHax
3 KlanaHoMm-
Hacocom,
Ha3anbHOW abo
opasibHOK
HacafKoto-
po3nuoBayem; no
1 donakoHy B
KOpOOGLii 3 KApTOHY;
no 50 mn, no 100
M, no 150 mny
6as1oHi 3 K1TanaHoM-
nakeTom,
Hasa/IbHO
HacafKoto-
po3nusoBaYem Ta
3aXUCHUM
KOBMaykom; no 1
6anoHy B KOpo6Li 3
KapTOHYy

MicsLiB nicns 3aTBepaykKeHHs) CynyTHS 3MiHa - 3MiHU 3 SKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa NnocTavasibHMKa
nakyBa/lbHUX maTtepianiB abo KOMNAEKTYHOUMNX (SIKLLO 3a3HAYEHO
B [,0CbE) (3aMiHa abo fofaBaHHs nocTtavyasibHuka) -(TepmiH
BBEJEHHS 3MiH NPOTAroM 3-X MicsILiB MiCNs 3aTBEPKEHHS)
3MiHM 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. KOHTPOb roToBOro
nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikauii Ta/abo
[0NyCTUMMUX MEX FOTOBOIO J1iKapCbKOro 3acoby (iHLWi 3mMiHM)
(monoBHeHHS NokasHuka «BrnpobyBaHHS ynakoBKW: Nepe.ipka
yNakoBKN Ha repMeTUYHICTb 4151 6a/loHiB», «BunpobyBaHHs
YNaKoBKMN: BU3HAYEHHS BifiCOTKY BUXOAY BMICTY YNaKkoBKU»,
«BurnpobyBaHHs ynakoBku: TUCK B 6a10Hi») (TepMiH BBeAEHHS
3MiH NPOTAroM 3-X MicAUIB NiCNA 3aTBEPKEHHSA) —
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOro
nikapcbkoro 3acoby. 3miHa y MeToAax BUNpobyBaHHSA roTOBOro
nikapcbKoro 3acoby (iHwWi 3MiHM y MeTogax BUNpobyBaHb
(BKKOYAOUM 3aMiHy ab60 A0NOBHEHHS) (TepMiH BBEAEHHS 3MiH
NpoOTArom 3-x MicALIB NiCNA 3aTBEPAKEHHS);
3MmiHu | TNy - 3MiHKW 3 AKOCTIi. F0TOBUIA Nikapcbkuii 3aci6.
CTabinbHicTb. 3MiHa y TepMiHax NpuAaTHOCTI abo ymoBax
36epiraHHsa roTOBOrO NiKapCbKOro 3acoby (36i/bLUeHHS TEPMiIHY
NPVAATHOCTI FOTOBOTO NiKapCbKOro 3acoby) - [11A Toprosoi
ynakoBku (NigTBEPAXYETLCA AaHMMUN peasibHOro vacy) (3 2-x Ao
3-x pokiB) (TepMiH BBEAEHHS 3MiH MPOTArOM 3-X MicsiLiB micns
3aTBEpPAKEHHS); 3MiHM | TNy - AAMiHICTpaTUBHI 3MiHW. 3MiHa

Ne Hassa dopma sunycky 3asasHuUK KpaiHa Bupo6HuK KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | siKkapcbko20 Bionycky | peecmpayiliH
3acoby 020
nocsio4YeHHs1

1. AKBAMAKC cnpeli HaszaNbHUI ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiinux matepianis: 3MiHun | Tuny - 6e3 UA/12832/02/01

0,65 %, no 20 MmNy o6MexeHo 0bMexeHot 3MiHM 3 SKoCTi. FoToBUIA Nikapcbkuii 3acib. Cuctema peyenma

donakoHax 3 BiANOBIAA/IbHI BiANOBIAAILHICTIO KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa Y NepBUHHIl ynakoBLi

KnanaHoM-HacoCcoM, CTiO "®apmavueBTUyHa rOTOBOrO /liKapCbKoro 3acoby (Tun koHTeliHepa abo AoAaBaHHS

HasasibHo abo "®apmaueBTu KOMnNaHis HOBOrO KOHTelHepa) - TBepAi, M’k Ta HECTePU/IbHI pifki

opasibHOo YHa KOMMaHis "3popos'a” nikapcbki hopmn (BBEAEHHA A0AATKOBUX YNakoBok no 50 mn, no

HacafKoto- "3p0pos'a” 100 mn, no 150 mn 'y 6as10HI 3 K1anaHOM-MakeToM, Ha3asTbHOK

posnunoBayem; no Haca/Kolo-po3nuoBadYemM Ta 3aX1CHUM KoBNaykom; no 1 6as1oHy

1 chnakoHy B B KOpOOL 3 kKapToHy) (TepMmiH BBeAEHHS 3MiH NPOTArom 3-X
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiH
020
MocBiOYEeHHs

HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa (BlacHMKa
peecTpauiiiHoro nocsigueHHs) (3miHa agpecw) (TepmiH BBEAEHHSA
3MiH NPOTArom 3-X MICALB NicNA 3aTBepKeHHSR); 3MiHu | Tuny -

AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
MiCLiA NMPOBaKEHHSA AiS/IbHOCTI BUPOOHMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIOUauy AinbHULi BUNYycKy cepii abo
MicLie NpoBeAEeHHSA KOHTPOSIIO AKOCTI. (LiANbHICTb, 3a AKY
BiANOBiAae BUPOGHMK/IMNOPTEpP, BKOYAOUM BUMYCK Cepiid)
(3miHa agpecn) (TepMiH BBEAEHHSA 3MiH NPOTAroM 3-X MicALiB
nicns 3aTBepmXeHHst); 3MiHu | Tuny - 3MiHK 3 siKoCTi. FOTOBWMA
nikapcbkuii 3aci6. Onuc Ta cknad. 3miHa y cknagi (40noMiKHNX
peyoBMHAaX) rOTOBOTO Jlikapcbkoro 3acoby (iHLLi 3MiHW)

( BUyYEHO [ONOMIKHY PEYOBUHY CNPT 6eH3nNoBuiA. Ak
Hacnigok, Bigdynucsa amiHn y cneuudikadlii Ta MeTogax KOHTPOsIo
AKocTi 113 3a nokasHvkamy "Onuc") (TepMiH BBEAEHHS 3MiH
npoTarom 3-x micsuiB nicns 3aTBepixeHHs); CynyTHA 3MiHa -
3MiHM 3 sKoCTi. [oTOBWMIA Nikapcbkuii 3aci6. KOHTPOb roToBOro
nikapcbkoro 3acoby. 3miHa napameTpiB cneyudikauii Ta/abo
O0NYyCTUMUX MEX rOTOBOrO /iKapCbKOro 3acoby (iHLi 3MiHu) -
3MiHM Y cneumdikauii Ta meTogax KOHTposto AkocTi 13 3a
nokasHukamm «Onucs», «laeHTndikauis: cnmpTt 6eH3noBuii» Ta
«KinbKicHe BU3HAYEHHS: CUPT 6eH3UN0BMIA» (BUIyYeHo) (TepMiH
BBEJEHHS 3MiH MPOTAroM 3-X MicsLiB NiCNsA 3aTBEPAKEHHS); -
3MiHu 3 siKoCTi. [oTOBWMIA Nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbKoro 3acoby. 3mMiHa y MeToax BUNpobyBaHHS rOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHM y MmeTogax BUnpobysaHb
(BKNHOUAKOUM 3aMiHY @60 JOMOBHEHHS)); 3MiHW | TUMy - 3MiHK 3
sikocTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWii 3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO Jlikapcbkoro 3acoby (3miHa macu/06'emMy BMICTY
KOHTeliHepa 6araTo030BOro Nikapcbkoro 3acoby Ans
HenapeHTepasibHOro 3acTocyBaHHs (abo 04HOL030BOrO0,
4aCcTKOBOrO BUKOPUCTaHHS)) (404aTKOBUI BUA, NaKyBaHHS
(macu/o6emy) no 150 mn); 3MiHn | TUNY - 3MiHK 3 siKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTPONb roToBOrO /iKapCcbKoro 3acoby. 3miHa
y MeToAax BUNpobyBaHHSA roTOBOro MikapcbKoro 3acoby (iHLwi
3MiHM y MeToAax BUNpobyBaHb (BKIoYakoum 3amiHy abo
[ONOBHEHHS)) ( 3MiHM B METOAji BUNPOBYBaHHS 3a NMOKA3HNKOM
«KinbkicHe BU3HaYeHHs: 6eH3asKoHito xopug») (TepmiH
BBEEHHS 3MiH NPOTAroM 3-X MicsILiB MiCNs 3aTBEPKEHHS)

AKBAMAKC

Kpansi HasasibHi
0,65 %, no 20 mny
dhnakoHax 3
KPULLIKOIO
KpanenbHuueto 3i
CK/ISIHOIO NINeTKOl;
no 1 cpakoHy B
KOpOOLii 3 KApTOHY

ToBapucTtso 3
06MexeHo
BiANOBiAabHI
CTIO
"GapmaueBTu
YHa KOMMaHis
"3popos's"”

YKpaiHa

ToBapucTso 3
06MexeHo
BiANOBIAA/LHICTIO
"®apmaueBTnyHa
KOMnNaHis
"3p0pos'a”

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHun | Tuny -
3MiHM 3 siKocTi. [oTOBWMIA Nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbkoro 3acoby. 3MiHa y MeToAax BUNpobyBaHHSA roToBOro

niKkapcbkoro 3acoby (iHwWi 3MiHM y MeToAax BUNpobyBaHb
(BKItOYatOUM 3aMiHy ab0 JONOBHEHHS) (3MiHW B METOA
BUNPOOBYBaHHA 3a NoKasHUKOM «KinbKicCHe BU3HAYEHHS:
6GEeH3asIKOHII0 X/10pua», MEeTOZ, aHanily 3a/mLieHo 6e3 3MiH (4dY,
2.2.29, 2.2.46); 3MiHu | TMny - 3MiHK 3 sikocTi. FoTOBUIA

6e3
peyenma

UA/12832/01/01
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiH
020
MocBiOYEeHHs

nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax NnpuaaTHoCTI
a60 ymoBax 36epiraHHs FOTOBOTO J1iKapCbKOro 3acoby
(36iNbLUEHHA TEPMiHY NMPUAATHOCTI FOTOBOrO JliKapCbKOro 3acoby)
- Ans ToproBoi ynakoBkn (NiATBEPMAKYETLCA AAHUMU PeasibHOro
yacy) (36inbLueHHs TepMiHy npugatHocTi 13 3 2-x Ao 3-X pokiB)
(TepMiH BBEAEHHS 3MiH MPOTAroM 3-X MicsLiB nicns
3aTBEPMKEHHS); 3MiHM | TUny - 3MiHK 3 AKOCTi. [OTOBWIA
nikapcbkuii 3aci6. Onuc Ta cknad. 3miHa y cknagi (40NnoMiKHNX
peyoBMHAaX) rOTOBOrO JlikapcbKoro 3acoby (iHLLi 3MiHWM)
(BBeAeHHs 3MiH NPOTAroM 3-X MiCALIB MiCNs 3aTBEPAKEHHS)
CynyTHS 3MiHa - 3MiHK 3 AKOCTIi. FOTOBUIA NiKapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa napameTpis
cneuudikauii Ta/abo AONYCTUMMX MEX FOTOBOrO /iKapCbKOro
3aco06y (iHwi 3MiHKn) (TepMiH BBEAEHHS 3MiH NPOTArom 3-X
MicALIB MicnsA 3aTBEPLKEHHS); - 3MiHM 3 skoCTi. [oToBWIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO fikapCcbKoro 3acoby. 3miHa
y MeToAax BUNpobyBaHHS rOTOBOro NiKapCbKoro 3acoby (iHLi
3MiHM y MeTogax BunpobyBaHb (BK/1OUaruy 3aMiHy abo
[OMOBHEHHS) (3MiHa Y cknagi (4oNoMiXHUX pevosuH) N3,
30Kpema: BUy4YeHO [OMOMKHY PeYOBUHY CMPT BEH3UN0BWIA, SK
Hacnigok, Bigbynucsa 3amiHn y cneuudikauii Ta MeTogax KOHTPOsI
AKocTi /13 3a nokasHukamun «Onuc», «laeHTudikauis: cnupt
6eH3nnoBuii» Ta «KinbKicHe BU3HAYEHHS: CMPT 6eH3UI0BUIA»
(BunyuyeHo) BeefeHHA nocunaHHA Ha gitoyy pegakuio 4Py y
cneumdikalilo Ta MeTOAMN KOHTPOAO AKOCTI /13 6e3 3MiHu
KpUTEpIiiB NPUAHATHOCTI Ta aHaNiTUYHUX METOAMK 3a
nokasHukamu «lgeHTudikauis. HaTpii», «lgeHTudikauis.
Xnopuamn», «lgeHTudikalis. beHsankoHito xnopugy», «pH»,
«[lMpo3opicTb», «CTyniHb 3a6apBneHHs», «BigHOCHa rycTuHa,
«MBUY», «KinbkicHe BU3HauYeHHs. HaTpito xsiopua». Ta 5K
HacnNigoK 3MiHW A0 IHCTPYKUIT ANS MEAVYHOIO 3aCTOCYBaHHSA Y p.
«Cknap nikapcbkoro 3acoby», «/likapcbka thopma, sik Hacifok
BifNOBiAHI 3MiHW B TEKCTI MapKyBaHHA ynakoBokK) (TepMiH
BBEEHHS 3MiH NPOTAroM 3-X MicsILiB MiCNs 3aTBEPIKEHHS)

ANbrA MEA
onyig,

PO3YMH HaLLKipHWI
no 100 mn a6o 250
mn abo 500 mn abo
1000 mn y
nonieTuIeHoBKX
nnsilkax B
KapTOHHI KOpoOLj

[Op. Taiicc
HarypsapeH
6X

HimeuunHa

[p. Taiicc
HatypBapeH 'm6X

HimeuunHa

BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasliB: BUNPaB/I€HHS
HeBignosigHocTel B Haka3i MO3 Ykpaitu Big 16.03.2016 Ne
197 wopno peknaMmyBaHHS B npoLieci nepepeecTpadiii -
no 100 mn — «nigaisrae», no 250 mna, 500 ma, 1000 ma — «He
nignarae»

100 mn —
6e3
peuenma;
250 mn,
500 mn,
1000 mn —
3a
peyernmom

UA/10820/01/01

ANb®A-
TOKO®EPONY
ALETAT
(BITAMIH E)

PO34UH oniliHwniA
opanbHuii, 50 mMr/mn
no 20 mn y donakoHi

MpAT
"TexHosor"

YkpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHSA 3MiH 10 peecTpavliiiHux maTepianis:
3MiHM | TURY - 3MiHa NapameTpiB crneumdikayin Ta/abo
[OMYCTUMMUX MEX rOTOBOTO JliKapCbKOro 3acoby (BHECEHHS 3MiH
[0 AOCBE NiCNsi OHOBMIEHHSA 3arasibHOI CTaTTi HA FOTOBY NiKapCbKy
dopmy y AdY/EBponeiickkiii hapmakonei); CynyTHS 3MiHa: 3MiHa
y MeTogax BUnpobyBaHHS rOTOBOrO NiKapCbKoro 3acoby (415

6e3
peyenma

UA/6656/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
npuBELEHHS Y BiANOBIAHICTL 3 AdY abo EBponelicbkoo
hapMakoneeto Ta BUy4YEHHS MOCUIAHHS Ha 3acTapisinii
BHYTPILLHI MeTo4 BUNpo6yBaHHS i Koro Homep)
5. ANb®A- PO34MH ONiHWIA MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHSA 3MiH [0 peecTpayiiiHux maTepianis: 6e3 UA/6656/01/02
TOKO®DEPO/TY | opasbHuii, 100 "TexHonor" 3MiHM | TUNY - 3MiHa NapameTpiB cneumdikauiii Ta/abo peyenma
ALETAT mr/mn no 20 mny [0MNYCTUMUX MEX FOTOBOrO /iKapCbKOro 3acoby (BHECEHHS 3MiH
(BITAMIH E) hnaKoHi [0 AOCLE NiCNsi OHOBMIEHHSA 3araslbHOI CTaTTi HA FOTOBY NiKapCbKy
thopmy y ldY/EBponeiickkiin hapmakonei); CynyTHS 3MiHa: 3MiHa
y MeTofax BMnpobyBaHHA rOTOBOrO NikapCbKoro 3acoby (ans
npvBeAeHHs y BiANoBigHICTL 3 APY abo EBponelicbkoro
chapmakoneeto Ta BUyYeHHs MOCUIaHHA Ha 3acTapinui
BHYTPILLHI MeToA BUNpo6yBaHHS i 1oro Homep)
6. ANNb®dA- PO34UH oniliHwniA MpAT YkpaiHa MpAT "TexHonor" Ykpaina BHECEHHS 3MiH [J0 peecTpauiliHix maTepianis: 6e3 UA/6656/01/03
TOKO®EPO/NY | opanbHuii, 300 "TexHonor" 3MiHM | TURY - 3MiHa NapameTpiB cneumdikayin Ta/abo peyenma
ALETAT mr/mn no 20 mny LOMYCTUMMUX MEX rOTOBOTO JliKapCbKOro 3acoby (BHECEHHS 3MiH
(BITAMIH E) hnaKoHi [0 AOCLE NiCNsi OHOBMIEHHS 3arasibHOI CTaTTi HA FOTOBY NiKapCbKy
dopmy y AdY/EBponeiickkiii hapmakonei); CynyTHSA 3MiHa: 3MiHa
y MeTogax BunpobyBaHHSA roTOBOro NiKapcbkoro 3acoby (a1
npvBeAeHHs y BiANOBigHICTL 3 APY abo EBponelicbkoro
chapmakoneeto Ta BUyYeHHs MOCUIaHHA Ha 3acTapinui
BHYTPILLHI MeToA BUNPOBYBaHHS i H0oro Homep)
7. AMBPOBEHE Tabnetkn no 30 mr patiochapm HimeyunHa Mepknie MmeX HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/1611/01/01
no 10 TabneTok y v6X (BPOGHMLTBO 3MiHM | TUMY - 3MiHW [0 IHCTPYKLiT 418 MeAMYHOro 3acTOCyBaHHS peyenma
6nictepi; no 2 Hepo3chacoBaHor y po3ginu: OcobnBOCTI 3aCTOCYBaHHA. 34aTHICTb BN/IMBATU Ha
6nictepmn y kopobuj 0 MPOAYKTY, LUBMAKICTb peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM abo0 iHLWMMK
[03BiN Ha BUMYCK MexaHisMamu. Mo6iyHi peakuii, 3rigHo 3 iHhopMmavieto Wwoao
cepii, NnepBnHHa Ta 6e3nekn 3acToCyBaHHA [il040T pe4YoBMHY aMBPOKCONY
BTOPVHHA rigpoxnopuz. BeegeHHA 3miH npoTsarom 3-x MicAuiB nicns
yrnakoBka, 3aTBepAKEHHA
KOHTPO/b cepii)
8. AMBPOBEHE Kancysm paTiodhapm Himeuunna Mepkne Mv6X HimeuunHa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 6e3 UA/1853/01/01
NPOMIOHroBaHoI Aii 6X (nepBuHHa Ta 3MiHKM | TUNY - 3MiHW 0 IHCTPYKUIT 415 MeAWYHOro 3aCTOCyBaHHSA peyenma
TBEpAi No 75 mr no BTOPVHHA y po3ginu: Ocob6anBOCTI 3acTocyBaHHs. MobiuHi peakuil, 3rigHo 3
10 kancyny yMnaKoBKa, iHchopmauieto Woa0 6e3nekn 3acTocyBaHHs AitoUol peHOBUHN
6nictepi; no 1 KOHTPO/b Cepil; ambpokcony rigpoxnopus. BBefeHHA 3mMiH npoTsarom 3-x
6nictepy y kopoobLii [03BiN Ha BUMNYCK MicauiB nicnA 3aTBepAKeHHsA
cepii); AumHO
dapma Arl,
LLiBeiiuapis
(BMPOGHMLTBO
Hepo3dhacoBaHO|
npoayKuii)
9. AMIAKY pO34MH ons NAT YkpaiHa MAT "®iTodpapm” YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/0407/01/01
PO34UNH 30BHILUHLOIO "®iTochapm” 3MiHM | TUNY - 3MiHa NapameTpiB cneuudikauiin Ta/abo peuyenma

3actocyBaHHs 10 %
no 40 mn, a6o no
100 mn, a6o no 200
M1y hiakoHax

[OMNYCTUMMX MEX FOTOBOrO /iKapCbKoro 3acoby. BBeeHHs1 3MiH
MPOTArom 3-X MicsILiB nicns 3aTBepAKeHHA
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
CKNAHKMX; no 40 mn,
a6o no 100 mn, abo
no 200 mny
dhnakoHax
noniMepHuX 3
KOHTpONIEM NepLIOro
BigKpUTTA
10. AMOAUNIH- Tabnetkn no 10 mr ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: - UA/11197/01/01
3400POB'A in bulk: no 1000 06MexeHo 06MexeHo 3MiHuM | TUNY - 3MiHa po3Mipy cepii (BKtoYatouy Aiana3oH po3mMipy
TabneTok y nakeri BiANOBiAabHI BiANOBIAA/LHICTIO cepii) roToBOro NikapCbKoro 3acoby (iHLi 3MiHW) - BBEAEHHS
noslieTuIeEHOBOMY Y cTH0 "hapMaueBTUYHA [04aTKOBMX PO3MIpIiB cepiii npenapaty Ans gitoumx uexis 13 Ta
KOHTeliHepi "®GapmaueBTu KOMnNaHis 'N® BupobHKKa ToBapUCTBO 3 06MEXEHOH BiAMNOBiAaBHICTIO
nnactMacosomy YyHa KoMnaHis "3popos'a”, "®apmaleBTMYHa KomnaHia "340pos'a”, YkpaiHa Ta BUKI1afeHHs
"3popoB'a” YkpaiHa; TOB 3aTBEPKEHNX PO3MIPIB Cepiil y Kilorpamax Ta 'y TUC. yNakoBOK Y
"®APMEKC TEOPUTUYHOMY PO3PaxyHKY
FPYI", YkpaiHa
11. AMNoAuNIH- Tabnetkn no 5 mrin ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: - UA/11197/01/02
3400POB'A bulk: no 4000 06MeXeHo 06MeXeHOo 3MiHuM | TUNY - 3MiHa po3Mipy cepii (BKtoYatouy fianasoH po3Mipy
TabneTok y nakeri BiANOBiAabHI BIANOBIAA/LHICTIO cepii) roToBOro NikapCbkoro 3acoby (iHLi 3MiHW) - BBEAEHHS
nonieTuneHoBoMy y CTIO "®dapmaueBTUYHa [04aTKOBMX PO3MIpIB cepiii npenaparty Ans girounx uexis M3 Ta
KOHTelHepi "®PapmaueBTu KOMnNaHis NP BpobHUKa ToBapmnCTBO 3 0OMEXEHOI0 BiNOBIAANBHICTIO
nnactMacosomy YyHa KoMnaHis "3popos'a”, "®apmaneBTMYHa KomnaHia "340poB'a”, YkpaiHa Ta BUKIafeHHs
"3p0pos'a” Ykpaina; TOB 3aTBEPAKEHNX PO3MIpIB Cepili y KilorpaMax Ta 'y TUC. yNnakoBOK Y
"®APMEKC TEOPUTUYHOMY PO3PaxyHKY
FPYI", YkpaiHa
12. AMNOoOAUNIH- Tabnetku no 10 mr ToBapucTBo 3 YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/1538/01/01
3400POB'A no 10 TabneTtok y 06MEXEHO 06MeXeHo 3MiHuM | TUNY - 3MiHa po3Mipy cepil (BKNoYatoun dianasoH po3Mipy | peuyernmom
6nictepi; no 2 a6o 3 BiANOBiAabHI BIANOBIAA/LHICTIO cepil) roToBOro NikapCbKoro 3acoby (iHLi 3MiHW) - BBEAEHHS
6nictepu y CTIO "®apmaueBTUYHa [04aTKOBMX PO3MIpiB cepii npenaparty Ans girounx uexis M3 ta
KapTOHHIA KOpooLi "®bapmaueBTu KOMnNaHis 1P B1po6HUKa TOBapmnCTBO 3 OOMEXEHOID BiNOBILaNBHICTIO
YyHa KOMMaHis "3popos'a” "hapmaueBT1YHaA KOMNaHia "340poB'a", YkpaiHa Ta BUKNIageHHs
"3popos'a” 3aTBEpIXEHUX PO3MIpIB Cepili y KilorpaMax Ta 'y TUC. yNakoBOK Y
TEOPUTUHHOMY PO3paxyHKY
13. AMMOAUNIH- Tabnetkm no 5 mrno | ToBapucTeo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/1538/01/02
3400POB'A 10 TabneTtoky o6MexeHo 0bMexeHot 3MiHuM | TUNY - 3MiHa po3Mipy cepil (BKNoYatoun dianasoH po3Mipy | peyernmom
6nictepi; no 2 a6o 3 BiANOBIAA/IbHI BiANOBIAAILHICTIO cepii) roToBOro nikapcbKoro 3acoby (iHLWi 3MiHW) - BBEAEHHSA
6nictepu y cTHO "®apmMaueBTNYHa [04aTKOBMX PO3MIpIB cepiii Nnpenaparty Ans girouvx uexis M3 ta
KapTOHHI KopooLi "®apmaueBTu KOMnNaHis 'N® B1pobHKKa ToBapUCTBO 3 06MEXEHOHD BiAMNOBiAabHICTIO
YHa KOMMaHis "3popos'a” "papmaueBT1YHaA KOMNaHia "340poB'a", YkpaiHa Ta BUKNa4eHHs
"3p0pos'a” 3aTBEPMAKEHNX PO3MIpIB Cepili y kilorpamax Ta 'y TUC. ynakoBOK Y
TEOPUTUYHOMY PO3paxyHKY
14. AHTI3AP TabneTkun, BKPUTI Mikpo labc IHAis Mikpo la6c IHAiA BHECEHHSA 3MiH [0 peecTpayiiiHux maTepianis: 3a UA/3252/01/01
NNiBKOBOIO NimiTen Nimiteq 3MiHK | TUNY - 3MiHa TEKCTY MapKyBaHHS NEPBUHHOI Ta BTOPUHHOT | peyenmom

060/10HKOI0, N0 25
Mr no 10 TabneTok y
6nictepi; no 3
6nictepu y
KapTOHHiii Kopo6Lli

ynakoBOK
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
15. AHTI3AP TabneTkn, BKpUTI Mikpo Jlabc IHais Mikpo la6c IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/3252/01/02
NAiBKOBOO Nimiteq Nimiteq 3MiHM | TUMNY - 3MiHa TEKCTY MapKyBaHHS NEPBVHHOI Ta BTOPUHHOI | peyernmom
060/10HKO0, M0 50 ynakoBOK
Mr no 10 TabneTok y
6nictepi; no 3
6nictepu y
KapTOHHI KOopoo6Lli
16. ACIHIC® Kpansi opasibHi No Pixapa ABCTpIst Pixapg BittHep Al ABCTpist BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu | Tuny - 6e3 UA/6406/01/01
20 mn, abo no 50 BitTHep Al 3MiHu 3 siKocTi. [0TOBWIA Nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa peuyenma
M, abo no 100 mny y cknagi (4oNoMiXHMX peyoBUHAaX) rOTOBOrO NiKapCbKoro 3acoby
cdnakoHax- (iHWi 3miHW) (BunpaBneHHs NOMW/IK B peecTpaLiiHnx
KpanenbHuuAx; no 1 [OKyMeHTax: BBEAEHHS AOMOMIKHOT pEYOBUHM BOAA OUMLLEHa,
dhnakoHy B sika 3aBX/Au O6yna 3a3HayeHa B MaTepiasiax peecTpauyiiHoro
KapTOHHI ynakosLi [0Cbe, a Takox byna 3a3HadyeHa B AH/L, 3aTBepgkeHomy B 2007
p., ane NOMUIKOBO He Byna 3a3HayeHa B NOAabLUNX
peecTpaLiiHix fokymeHTax) (TepMiH BBeAEHHSI 3MiH NPOTSArom
6-TN MicsAUIB Nicns 3aTBEPAKEHHS)
17. BEHIMEN® Kpem no 50 r y Ty6i; MakHin Cnony4yeHe AHcceH-Cinar PpaHuin BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/7834/02/01
nol1lty6iy Mpopaxtc KoponiscTBo 3MiHK | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenma
KapTOHHIA KOpoo6Li Niviteq thapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3arasibHeHVX faHux
npo cucTemy cdhapmakoHarnsgy; 3mMiHa KOHTakTHOi 0cobm 3
thapmMakoHarnsay 3asBHUKa 418 34iicCHeHHs hapmakoHarnaay B
YKpaiHi
18. BEP/NITIOH® KOHUEHTpaT ans BEPNIH-XEMI HimeuunHa Bupo6bHMLTBO «in HimeuuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/6426/01/01
300 04 pO3UMHYy AN Al bulk», nepsuHHe 3MiHu 3 aKkocTi. A®Il. CtabinbHicTb. 3MiHa nepiogy NOBTOPHMX peyenmom

iHcpysiid, 300 OJ,
(300 mr)/12 mn, no
12 mn B amnyni, No
5 a6o no 10 amnyn y
KapTOHHIA KOpooLi

nakyBaHHs,
KOHTPO/b Ccepili:
EBEP dapma
Mena rm6X,
HimeuuunHa;
BTopuHHe
nakyBaHHs,
KOHTpONb Ta
BWMYCK Cepiii:
BEPIIH-XEMI AT,
HimeuuunHa;
BTopuiHHe
nakyBaHHS:
YHiTakc-
dapmanoricTik
'm6X, HimeuunHa;
BTopuHHe
nakyBaHHs:
Asryct dannep
K, HimeuuuHa;
BTopuiHHe
nakyBaHHs (Tiflbku
MapKyBaHHS

BMNpo6yBaHb/nepiody 36epiraHHs abo yMoB 36epiraHHs A®I (3a
BiiICYTHOCTI Y 3aTBepKEHOMY [0CbE cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei, Lo BKIoYae nepiog nOBTOPHOTO
BMNpo6yBaHHS) (Nepiog NOBTOPHOrO BUMPOGYBaHHs/Nepiog,
36epiraHHs) - 3miHa ymoB 36epiraHHa A®I (3miHa ymoB
36epiraHHa A®l); 3minu | Tvny - 3miHn 3 AKocTi. FoToBUIA
nikapcbknii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa abo BBEAEHHS
[0[aTKOBOT AiNbHULL BUPOBHMLTBA A/19 YACTUHN ab0 BCbOro
BMPOBHMYOrO NPOLECy rOTOBOTO /iKapCbKOro 3acoby (AinbHUUS
[N BTOPMHHOTO NakyBaHHs) (BBeAEHHS [OAATKOBUX AiNTbHULbB
[N BTOPMHHOTO nakyBaHHs J13); 3miHa chopMy loBaHHSA Ha3Bu
BMPOGHMYOT hyHKLT «KiHLEBE nakyBaHHSA» Ha «BTOpyHHE
nakyBaHHs» Ans BupobHuka BEP/IIH-XEMI Al', HimeyunHa Ta
YHiTakc-®apmnoricTik TM6X, HimeuunHa. 3miHa agpecu Micus
NpOBaKEHHS AisS/IbHOCTI BUPO6HUKA, BiAMNOBIAA/IbHOIO 3a
BTOPUHHE NakyBaHHs /13 YHiTakc-®apmoricTik FTM6X,
HimeuunHa. 3miHn | Tuny - 3MiHK Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) (3MiHU B TEKCTi MapKyaHHs
NepBUHHOI Ta BTOPUHHOI YNakKoBKW, 30KpemMa: 3a3HaveHHsA
iHchopMmalii, sika BignoBigae KopoTkiil xapaktepucTuyi /13 Ta €
KOPVCHOIO /19 NaujeHTa, BUTYyYeHHS NPOMDKHUX BUPOGHYKIB /13,
3i 306epexeHHAM iHdhopMalLii oA BUPOGHKMKA, BiAnoBigasbHOro
3a Bunyck cepii /13, npuBeeHHA BUMOT Y BIANOBIAHICTb A0
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n/n

JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiH
020
MocBiOYEeHHs

19.

BICOnPOON

amnyn):
EBEP ®apma
Mena Mm6X,
HimeyunHa

Haka3y MO3 Ykpainu Ne426 (y pegakuii Hakasy MO3 YkpaiHu
Bif 23 nunHa 2015 poky Ne460) (TepMiH BBEAEHHS 3MiH
NPOTArom 3-X MiICALB Nicna 3aTBepAXeHHS); 3MiHK | TUny - 3MiHK
3 sikocTi. A®Il. KoHTponb A®Il. 3MiHa y napameTpax crneuudikaiii
Ta/abo fonycTMMUX MeX, BU3HaYeHNX Y cneundikauisx Ha Adl,
a60 BMXigHWIA/NPOMDKHUIA NpoAYKT/peareHT, LWo
BMKOPVCTOBYIOTbCS y Npoueci BUpobHuuTBa A®| (40NOBHEHHS
cneumdikaii HOBUM NOKA3HUKOM SIKOCTI Ta BiAMOBIAHUM
MeToA0M BUMPOOGYBaHHS) (A0NOBHEHHSA crieumdikalii AdI
nofaTtkoBuM TectoM «MikpobionoriyHa unctota» Ta
«BbakTepianibHi eHAOTOKCUMHW» 3 BigNOBIAHUMY KpUTEpPIAMN
NPUAHATHOCTI Ta MeToA4aMun BUNPOGYBaHHS); 3MiHW | Tuny - 3MiHK
3 AkocTi. A®l. KoHTponb APl. 3miHa y MeTogax BUNPOGYBaHHS
A®| abo BMXigHOrO Matepiany/npomMiKHOTO NPOAYKTY/peareHTy,
LL|O0 BUKOPUCTOBYETLCA Y Npoueci BUpo6HMLUTBa AD| (BUTYYEHHS
MeToAy BUNpo6yBaHHA Ans Adl/peareHTy/npoMKHOIO NPOAYKTY,
AKLLO a/TbTEPHATVBHUIA METOZ, BXEe 3aTBEPMAKEHWI) (BUYyUYEHHS
anbTepHaTUBHOIO MeTody BUNpPobyBaHHA Ad| 3a NOKa3HUKOM
«lgeHTudpikauis», 3rifHo BuMor MoHorpadii EP 3aTBepapxeHo:
identification by IR or NIR;
3anpornoHoBaHo: identification by IR); 3miHu | Tuny - 3MiHK 3
akocTi. CepTudpikaT BignosigHocTI/IE-cepTudikaT BiANOBIAHOCTI
€Bponeiicbkii thapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOrO cepTudpikaTa BiANoOBIAHOCTI @60 BUMYYEHHS
cepTudpikaTa BignoBigHOCTI EBponeiickbkiit hapmakonei: ans Adl;
051 BUXIAHOTO MaTepiany/peareHTy/MpoMKHOIo NPOAyKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ANns AONOMDKHOT
peyoBuHM (cepTudikat BignoBiAHOCTI EBpoNeiiChKiii
hapmakonei) - OHoBMeHUIA cepTudikaT Bif YXXe 3aTBepAKEHOro
BUPOGHMKa (NogaHHA oHosneHoro CEP Big 3aTBepaXeHoro
Bupo6Huka Olon S.p.A. R1-CEP 2007-269-Rev 00 (nonepegHs
Bepcis RO-CEP 2007-269-Rev 01); 3miHu | Tvny - 3MiHK 3 AKOCTI.
loTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHNLTBI. 3aMiHa abo
BBEJEHHSA 404AaTKOBOI AiIbHULi BUPOOHMLUTBA ANS YacTuHU abo
BCbOr0 BMPOBHNYOrO NPOLECY FOTOBOTO /iKAPCbKOro 3acoby
(8iNbHWLA 0N NEPBUHHOMO NakyBaHHSA) ( 3a3HayYeHHs y MKA
BUPOBHNYOT (PYHKLT NnepBYHHE NakyBaHHA AN BUpobHuKa EBEP
dapma Viena MM6X. HiMeuunHa, 6e3 3MiHN hakTuiHuX
BUPOBGHNUMNX PYHKLIT AN AaHOr0 BUPOBHMKA NikapCbKoro

3acoby)

CAHAO3®

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKOI0, N0 5 Mr
no 10 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHI kopooLj;

no 15 TabneTtok y

CaHpo3
dPapmacbioTika

n3 a.a.

CnoBeHisi

BMPOGHMLTBO 3a
NOBHUM LMK/IOM:
Cantotac dapma
v6X, HimeuunHa;
anbTepHaTUBHWI
BMPOGHUK-

BMPOGHMLTBO 3a
NOBHUM LIMK/IOM;

HimeuunHa/
MonbLa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:
3MiHM | TUNY - 3MiHW [0 IHCTPYKUIT 415 MEeAWYHOro 3aCTOCYBaHHSA
y po3ginu: "B3aemogis 3 iHWMMK NikapCbKUMK 3aco6amMm Ta iHLUi
BMAM B3aemMogiin”, "Ocob/IMBOCTI 3aCTOCyBaHHS", "3acToCyBaHHs
y nepioa BariTHOCTi abo rofyBaHHs rpyaar”, "3aatHicTb
BNMBATW Ha LWBUAKICTb peakuii Npu kepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHWMMK MexaHismamn”, "Cnocié
3aCcTOCyBaHHSA Ta A03K" (pedaryBaHHs po3ainy),

3a
peyenmom

UA/4401/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
6nictepi; no 2, abo nepBuHHE i "Mepeno3yBaHHsa", "MoBGIYHI peakuii™ 3rifHO 3 OHOBEHO
no 4 a6o no 6 BTOPWHHE iHchopmavieto 3 6e3nekn 3acTocyBaHHA Giconponony dymapary.
6nictepiB y nakyBaHHs, TepMiH BBeieHHA 3MiH npoTsiroM 3-X MicALiB nicns
KapTOHHiA KOopooLi KOHTPO/b Ta 3aTBepPAKEHHS.
BUMYCK cepii: Jlek
C.A., MonbLa
20. BIconrPonon TabneTkn, BKpUTI CaHpo3 CnoBeHis BMPOBHULTBO 3a HimeuunHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/4401/01/02
CAHAO3® NMiBKOBOIO dapmacbioTika MOBHUM LIK/IOM: Monblya 3MiHW | TUNY - 3MiHK 0O IHCTPYKLT 4719 MEAUYHOro 3aCTOCYBaHHA | peyernmom
060/10HKOI0, No 10 n3 a.a. Canotac ®apma y po3ainu: "B3aemogis 3 iHWMMU flikapCbKMMK 3acobamm Ta iHLWi
Mr no 10 TabneTok y v6X, HimeuunHa; BMAM B3aemogiii", "OcobMBOCTI 3acTocyBaHHNA", "3acTocyBaHHs
6nictepi; no 3 aNlbTepHATUBHUNA y nepiog BariTHOCTi abo rogyBaHHs rpyaato”, "34aTHicTb
6nictepu B BUPOBOHUK- BMNMBATK Ha LUBUAKICTb peakLii Npu kepyBaHHi
KapTOHHiiA Kopo6L; BMPOGHULITBO 3a aBToTpaHcnopToM abo iHWMMK MexaHismamu', "Cnocié
no 15 Tabnetok y MOBHUM LWIK/IOM; 3aCTOCyBaHHA Ta A03n" (pefarysaHHsa posginy),
6nicTepi; no 2, abo nepBuHHE i "Mepepo3yBaHHs", "Mo6iYHI peakwii” 3rifHO 3 OHOB/IEHOD
no 4 a6o no 6 BTOPUHHE iHchopMmaviieto 3 6e3nekn 3acTocyBaHHsA Giconponony dymapary.
6nictepiB y nakyBaHHs1, TepMiH BBeAeHHS 3MiH NpoTsAroM 3-x MicALiB nicns
KapTOHHiiA Kopo6Li KOHTpO/b Ta 3aTBEPAKEHHS.
BUMYCK cepii: Jlek
C.A., NonbLia
21. BPY®EH® CyCneHsisi opasibHa, AG6OTT HimeyunHa BUPOBHMLTBO in- IcnaHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/14371/01/01
DPOPTE 200 mr/5 mn no 150 NabopaTtopis bulk, nepsuHHe Ta 3MiHuM | TMNY - 3MiHKM [0 IHCTPYKUiT A1 MEAMYHOTO 3aCTOCYBaHHSA peyenma
My chnakoHi Ne 1 6X BTOPWHHE y po3ginu: ®apmakosioriyHi BAacTuBoCTi. MpoTunokasaHHs.
nakyBaHHs, BUMYCK B3aemopis 3 iHWMMK nikapcbknumy 3acobamu Ta iHLWi BUAN
cepii: B3aeMOoZjii. OcobMBOCTi 3aCTOCyBaHHSA. 3acTOCyBaHHS y nepiog,
dapmacieppa BariTHOCTi abo rogyBaHHs rpyaato. NepenosysaHHs. Mo6ivHi
MaHyakTypiHr, peakuii. Cnoci6 3acTocyBaHHs Ta f03u. [iTn. BBegeHHsA 3MiH
C.J1., IcnaHis; npoTtarom 3-x MicaLiB NicnA 3aTBepAKEHHSA
KOHTpO/b cepii:
dapmanigep,
C.A,, IcnaHis
22, BEHO®EP® po3uuH ans Bichop LLiBefiuapis BTOpPMHHA LBeiuapis/ BHECEHHS 3MiH IO peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/8015/01/01
BHYTPILLHbOBEHHUX (IHTepHewwHn) ynakoBKa, [03BiN ABcTpisi/ [oTOBWIA NikapcbkuMii 3aci6. BupobHMLTBO. 3aMiHa abo BBEAEHHST | peyenmom
iH'ekuiin, 20 mr/mn no IHK. Ha BUMYCK cepii: HimeuunHa [04aTKOBOT AiNbHUL BUPOBHMLTBA A/18 YaCTMHN abo BCbOro

5 mn B amnynax Ne
5

Bichop
(IHTEepHeLwHN) IHK.,
LLseiuapis;
BVPOGHMLTBO
Hepo3dhacoBaHOl
npoayKuii,
nepBuHHA Ta
BTOPWHHA
ynakoBka:
Takepa ABCTpIst
'M6X, ABCTpist;
Takega M'm6X,
Himeuunha;
IAT Bionorika

BVMPOGHMYOr0 MPOLECY rOTOBOrO NiKapCbKoro 3acoby (AinbHULS,
Ha SKili NpoBOAATLCS By Ab-Ki BUPOOHUYI CTagil, 38 BUHSITKOM
BUMYCKY Cepii, KOHTPO/IKO AIKOCTi Ta BTOPUHHOIO NakyBaHHA A1
CTEPWUIbHUX NiKapCbKMX 3aco6iB, L0 BUPO6GIEHi 3
BMKOPWUCTAHHSIM acenTUYHOro MeToAy, 3a BUHSTKOM /TiKapCbKux
3ac06iB 6i0N10ri4YHOro/iMyHONOMNYHOTO NOXOKEHHS) (BBEAEHHS
[04aTKOBOI AiNbHULI BifMNoBiga/1bHOT 38 BUPOGHMLTBO
Hepo3hacoBaHOro NPoAyKTYy Ta NepBUHHE NakyBaHHA - Takena
AscTpia FTM6X, ABCTPISt); 3MiHW | TUMy - FOTOBWIA NikapcbKmii
3aci6. Bupo6HmuTBO. 3amiHa abo BBeAEHHS A0AATKOBOT AiNMbHULL
BMPOBHMLTBA /151 YACTWHM abo BCbOro BUPOGHMYOro npoLecy
rOTOBOrO /1iKapCbKOro 3acoby (AiNbHULSA 4715 BTOPUHHOMO
nakyBaHHs) (BBEAEHHS A0AaTKOBUX AiNbHWLG BiANOBIAA/IbHNX 3@
BTOPVHHe nakyBaHHs (Takefa AscTpis TM6X, ABcTpig; BANIOA,




77

Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
'M6X, HimeuunHa; HaByanibHO-BMPOGHMYA MaiCTepHS ANs Nofel 3 0OMEXEHUMMN
BTOPVHHA MoxnunBocTAMK, LLseliuapis; Bidop (IHTepHewHn) IHK.
ynakoBka: LLBeiiuapis); 3miHW | TUNY - FOTOBWIA NikapcbKuii 3acio.
BANIOA, BupobHMLTBO. 3amiHa abo BBeAEHHS f0AATKOBOI AifbHULI
HasuasbHo- BMPOBHMLUTBA A/151 YacTNHM abo BCbOro BUPOGHNYOro npoLecy
BMPOGHMYaA roTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHW) (BUHECEHHS
MalicTepHs ans 3aTBEPAKEHNX BUPOBHUKIB Ta onucy ix dpyHkuiin y MKA N3);
nogen 3 3miHu | TUNYy - FoToBWMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
obMexeHMn nikapcbkoro 3acoby. 3miHa y meToAax BUNpobyBaHHSA roTOBOro
MOX/IMBOCTAMU, nikapcbKoro 3acoby (iHLWi 3MiHW y MeToAax BunpobyBaHb
LLIBeliLapis (BKKOYAOUM 3aMiHy ab0 LOMNOBHEHHS)) (BBEAEHHS HOBOrO
MeToAy BUNPOOYBaHHSA «BidyasibHuli KOHTPOb»(MeToAMKa
thipmmn PV — 1951/E06); 3miHu Il Trny - FToTOBWUIA NiKapCbKuii
3aci6. KoHTposib roTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX FOTOBOr0
nNikapcbkoro 3acoby (iHLWi 3MiHM) (3BY>KEHHS AONYCTUMUX MEX
nokasHukiB cneuudikaLii Ha rotToBuiA nikapcbkuii 3aci6:
«MonekynspHa Maca», «l30enekTpuyHa Touka», «KinbkicHe
BU3HAYEHHS». BBEAEHHA HOBOro NokasHuka «BisdyanbHuii
KOHTPO/b»)
23. BIBAPCVH® TabneTku, BKPUTI KPKA, a.4., CnoBeHis KPKA, a.4., HoBo CnoseHis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/12601/01/01
NNiBKOBOIO HoBso mecTo MecTo 3MiHK | TUNY - BUNYy4YeHHs BUPOGHMYOI AinbHuui Cadila peyenmom
060/10HKO10, Mo 25 Pharmaceuticals Ltd., IHgis ans A®l CungeHadoiny. BBegeHHsA
Mrno 1, 2 a6o 4 3MiH NPOTArom 3-X MicAiLiB Nicns 3aTBepAKeHHS; 3MiHN | Tuny
TabneTkun B Gnictepi; - 3MiHa y cneuydikauii HechapmakoneliHoro A®| Ansa npuBeaeHHs
no 1 6nictepy B y BiANOBigHICTb 40 BUMor dY abo €Bponeiicbkoi hapmakoner,
KapTOHHI kopobuyj; ab0 iHLWOT HauioHas1bHOI hapmakonei Aepxasn EC
no 4 TabneTtku B
6nictepi; no 2
6nictepu B
KapTOHHiiA Kopo6L;
no 4 TabneTku B
6nictepi; no 3
6nictepu B
KapPTOHHI KOpooL;i
24. BIBAPCVH® TabneTkn, BKpUTI KPKA, a.4., CnoBeHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3a UA/12601/01/02
NNiBKOBOIO HoBso mecTo MecTo 3MiHK | TUNY - BUNYy4YeHHS BUPOGHMYOI AinbHuyi Cadila peyenmom

060/10HKOI0, Mo 50
mrno 1, 2 abo 4
TabneTtku B 6nicTepi;
no 1 6nictepy B
KapTOHHI kopobuyj;
no 4 TabneTtku B
6nictepi; no 2
6nictepu B
KapTOHHiiA Kopo6L;
no 4 TabneTtku B
6nictepi; no 3

Pharmaceuticals Ltd., IHgis ana A®l CungeHadiny. BBegeHHA
3MiH npoTsrom 3-x MicauiB NicnA 3aTBepAXeHHs; 3MiHU | Tuny
- 3MiHa y cneuydikauii HecpapmakoneliHoro A®| Ansa NnpuBeaeHHs

y BignoBigHicTb fo Bumor JdY abo €sponeiicbkoi thapmakoneri,

ab0 iHLWOT HauioHa/IbHOI thapmakonei aepxasu EC
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
6nictepu B
KapTOHHI KopoobLli
25. BIBAPCVH® TabneTku, BKPUTI KPKA, a.4., CnoBeHis KPKA, a.4., HoBo CnoseHis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/12601/01/03
NNiBKOBOIO HoBso mecTo MecTo 3MiHK | TUNY - BUNYy4YeHHs BUPOGHMYOI AinbHuui Cadila peyenmom
060/10HKOH0, Mo 100 Pharmaceuticals Ltd., IHgia ans A®l CungeHadiny. BBegeHHsA
Mrno 1, 2 a6o 4 3MiH NPOTArom 3-X MicAiLiB Nicns 3aTBepAKeHHS; 3MiHN | Tuny
TabneTkun B Gnictepi; - 3MiHa y cneuydikauii HechapmakoneliHoro A®| Ansa npuBeaeHHs
no 1 6nictepy B y BiANOBigHICTb 40 BUMor dY abo €Bponeiicbkoi hapmakoner,
KapTOHHI kopobuyj; ab0 iHLWOT HauioHas1bHOI hapmakonei Aepxasn EC
no 4 TabneTtku B
6nictepi; no 2
6nictepu B
KapTOHHiiA Kopo6L;
no 4 TabneTku B
6nictepi; no 3
6nictepu B
KapPTOHHI KOpooLj
26. BIBVUH® Kpansi O4Hi, po3unH MakHin Benvka AHCCceH Benbris BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/11541/01/01
KNACUYHWIA 0,05% no 15 mny Mpopaxtc BpuTaHis PapmaueBTmKa 3MiHK | TUNY - BBEAEHHA 260 3MiHM [0 y3ara/lbHEHUX AaHUX MPO peyenma
chnakoHax Ne 1 Niviteq HB cucTemy chapmakoHarnsgy (BkIOYaKUM KOHTaKTHI faHi) Ta/abo
3MiHM Y pO3MilLEeHHI MacTep-halina cuctemu dpapmakoHarisgy
27. BIHOPE/NBIHY NOPOLLOK TOB "Cinbiac Ykpaina TOB "CiHbiac YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHun | Tuny - - UA/11867/01/01
TAPTPAT (cybeTaHuis) y dapma" Papma” AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
6aHKax ans MiCLsi NPOBaMKEHHS AiANbHOCTI BUPOGHMKA (BK/IOHAOUM, 3a
BMPOGHMLTBA HEeOobXiAHOCTI, MicLe NPOBEAEHHST KOHTPOIO SIKOCTI), a6o
CTEPUNbHUX BNacHvka mactep-taiina Ha A®l, abo noctavasibHMKa
nikapcbknx hopm AdI/BUXiAHOrO MaTepiany/peareHTy/NMPOMKHOIO NPOAYKTY, LLO
3aCTOCOBYHOTbCA Y BUPOOHULTBI AD| (AKLLO 3a3HAYEHO Y AOCHE
Ha nikapcbkuid 3acib) 3a BiACYTHOCTI cepTudikaTa BifnoBigHOCTI
€sponelicbkili hapmakonei y 3aTBepkeHoMy [0Cbe, abo
BMPOBHMKA HOBOI LOMOMIXHOI PEYOBUHM (SIKLLO 3a3HAYEHO Y
[0cbe) (3MiHa toprANYHOT agpecy BUpo6HuKa AdI, sika
3a3HayeHa B peecTpauiiiHoMy NocBifgyeHHi); 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
3asBHMKa (BNacHvKa peecTpauiiiHoro noceig4eHHs) (3mMiHa
opuanyHoi agpecu 3aasHuka A®I, ska 3a3HavyeHa B
peecTpauiiiHoMy NOCcBiAYEHHI)
28. BIHNOLEETUH KOHUEHTpaT ans ToBapucTBO 3 YkpaiHa KOHTPO/b AKOCTI, Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/1272/01/01
pPO34MHYy ANs 06MEXEHO BUNYCK cepil: AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo aapecu peyenmom
iHcpysiin 5 Mr/mnno 2 | BignosiganbHi ToBapucTBo 3 3asBHVIKa (BNacHWKa peecTpauiliHoro nocBigYeHHs) (YTOUHEHHS Y
M B amnyni; no 5 CTIO 0bMexeHoto BUKNAEHHI MiCLEe3HaxX0MKEHHSA Ta HaliMeHyBaHHS 3asBHUKa
ab6o no 10 amnyn y "focnigHnii BiANOBIAAILHICTIO (BnacHvika peecTpauiiiHoro nocBigYeHHs1) roTOBOrO JlikapCbKOro
nauuj 3 KapToHy; No 3aB0/, "AocnigHnii 3aBog, 3acoby) (TepmiH BBeAEHHS 3MiH NPOTAroM 3-X MicALiB nicns
2 mn B amnyni; no "rHUnNC" "rTHUICY, 3aTBepKeHHs); 3MiHu | Tuny - AMiHICTpaTUBHI 3MiHU. 3MiHa
10 amnyn y 6nictepi; YkpaiHa,; HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHS Ais/IbHOCTI
no 1 6nictepy y BCi cTagii BMPOGHUKa/iMnopTepa roToBOro JlikapCbKoro 3acoby, BKIKYatoum
naJui 3 KapToHY; No BMPOGHMLITBA, AinbHULI BUNYCKy cepii abo MicLe NpoBeAeHHS KOHTPO/IH SKOCTI.

2 M B amnyni; no 5

KOHTPO/1b SKOCTI,

(aisnbHICTb, 3a AKYy BiANOBIAAE BUPOBHUK/IMNOPTEP, BK/IKOYAUN
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
amnyn y 6nictepi; no BUNYCK cepil: BUMNYCK Cepiii) (YTOUHEHHS Y BUKNAAEHHI MiCLLe3HAX0MKEHHS Ta
1 6nicTepy B nauui 3 ToBapucTBo 3 HalilmeHyBaHHs BMpO6HMKIB rOTOBOrO NikapCbKoro 3acoby
KapToHy 0bMexeHot (NpvBeeHo y BiANOBIAHICTb A0 NiLEH3il Ha BUPOOHMLITBO
BiANOBIAAILHICTIO nikapcbKoro 3acoby) (TepMiH BBEAEHHS 3MiH MPOTATrOM 3-X
"®apmMaueBTNYHa MicsLiB nicnsA 3aTBepAYKEHHS); 3MiHW | TMNy - 3MiHW 3 AKOCTI.
KOMMaHis [oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHMLTBI. 3MiHa
"3popos'sa”, iMnopTepa/3miHu, L0 CTOCYTLCS BUNYCKY Cepil Ta KOHTPOIO
Ykpaina

AIKOCTi FOTOBOTO JIiKapCbKOro 3acoby (3amiHa abo foAaBaHHS
BMPOGHMKa, L0 BiANOBIAAE 3a BBE3EHHS Ta/abo BMMNYCK cepil) -
Bkitouatoumn KOHTPObL/BUNPOBYBaHHSA cepii (BHECEHHS PyHKLUIT -
BUMYCK Cepii [0 BUKOHYyBaHUX OyHKLUIl (BCi cTagii BUpo6HMLTBa,

KOHTPO/b AKOCTI) AN51 BUPOOHMKA TOBApUCTBO 3 0OMEXEHO

BignoBigabHICTIO "®apmaleBTMyYHa KoMNaHis "340poB's",
YkpaiHa) (TepMiH BBEAEHHS 3MiH NPOTAroM 3-X MicAILiB nicas
3aTBepKeHHs); 3MiHun | Tuny - AOMIHICTpaTVBHI 3MiHW.
BunyuyeHHs BUPOGHMYOI AinbHULI (BKIOYAOUM AinbHULU ansa Adl,
NPOMDKHOro NPOAYKTYy abo roToBOro fikapcbkoro 3acoby,
AiNbHUL ANA NPOBeEHHA NakyBaHHS, BUPOOHUKA,
BiANOBiA@ILHOIO 3a BUMNYCK Cepiii, MiCLie NPOBEAEHHS KOHTPOJIHO
cepii) abo nocTavyanbHUKa BMXiAHOrO MaTepiany, peareHty abo
[ONOMDKHOT peqyoBMHN (SIKLLLO 3a3HAYEHO Y A0CbE) (BUNYyYEeHHS
hyHKLii — BCi cTaii BUPOGHMLTBA — 3 BUKOHYBaHMX (DYHKLi (BCi
cTagii BUpO6GHMLTBA, KOHTPO/b SIKOCTI, BUNYCK cepii) Ans
BMPOGHMKa TOBapNCTBO 3 0OMEXEHOI0 BifNOBIAA/IbHICTIO
"OocnigHnii 3aBog «FTHUJ/IC», YkpaiHa (agpeca: Xapkiscbka 0611.,
MicTo Xapkis, Bynuus Bopob6iiosa, byauHok 8). 3miHu | Tuny -
3MiHM 3 sKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHMLTBI.
3MiHa po3Mipy cepii (Bk/toUatoun AianaszoH po3mipy cepii)
rOTOBOrO /likapcbkoro 3acoby (iHLwi 3miHW) (BBEAEHHS
[0AaTKOBOro po3Mipy cepii npenaparty y 38'A3Ky 3 BBEEHHAM
amMnynbHOro uexy A0 A0AATKOBOI BUPOOHMYOT AifTbHULL
ToBapnCTBO 3 0GMEXEHOI0 BiANOBIAA/ILHICTIO "PapmaleBTnyHa
KomnaHis "3gopos'a”: Po3mip cepii cknagae: 2 mn (55 n abo
27500 amnyn)(200 n a6o 100000 amnyn)(800 n a6o 400000
amnys); 3miHu | Tuny - 3miHK 3 AKocTi. FOTOBWIA NikapCbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3amiHa abo BBeAEHHS 40AaTKOBOI
OiNbHULI BUPOBHMLTBA A1 YaCTUHM ab0 BCbOro BUPOBHUYOrO
npoLiecy rotToBOro Nikapcbkoro 3acoby (AinbHULA, Ha ki
npoBOAATLCA Oy Ab-AKi BUPOBGHWUI CTagii, 38 BUHATKOM BUMYCKY
cepii, KOHTPO/II0 AKOCTI Ta BTOPUHHOIO NakyBaHHA A1
CTEpPUbHUX NiKapCbKMX 3acobiB (BK/IOYaOUM BUPOOIEHI
acenTMYHYM METOAOM), KpiM Mikapcbkux 3acobis
6i0noriyHOro/iMyHONOrYHOrO NOXOKEHHS) (BBEAEHHS HOBOIO
amnynbHOro Lexy 3 TpboMa Buaamu nakyBaHb: Mo 5 amnyn B
nauuj; no 5 amnyn y 6nictepi, no 1 6nictepy B nauyui; no 10
amnyn y 6nictepi, no 1 6nictepy B nauui, 40AaTKOBO A0
3arBepxeHoro uexy MNe (gna BMpo6bHWYOT AinbHNL
ToBapuCTBO 3 0OMEXEHOK BiANOBIAA/LHICTIO "PapmaleBTMyHa
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiH
020
MocBiOYEeHHs

komnaHia "3g0poB'sa"). CynyTHst 3MiHa - 3MiHU 3 IKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM Y BUPO6HMLTBI. 3amiHa abo BBEAEHHSA
[08aTKOBOI AiNIbHNL BUPOGHULITBA A1 YaCTUHM abo BCbOro
BMPOBHMYOro NpoLecy roToBOrO JlikapCbKoro 3acoby (AinbHUUSA
AN BTOPMHHOrO NakyBaHHs) (BBEAEHHS HOBOTO aMy/IbHOTO Liexy
3 TpbOMa BMAaMM NakyBaHb: No 5 amnyn B nadui; no 5 amnyn y
6nictepi, no 1 6nictepy B nayyi; no 10 amnyn y 6aictepi, no 1
6nicTepy B nauui, 4O4ATKOBO A0 3aTBEPAXEHOrO Lexy [P (ans
BMPOBHUYOI AiNbHML TOBApUCTBO 3 0OMEXEHOH
BignoBigasbHICTIO "®apmaLleBTMyHa KoMNaHisa "340poB'a"); 3MiHu
| TMny - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbkuii 3acib. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBKu
roTOBOrO NiKApPCbKOro 3acoby (BUTyYEeHHS yNakoBKU NEBHOTO
po3mipy) (BUly4eHHS ynakoBOK: No 2 M B aMmnyi; no 5 amnyn y
6nicTepi; no 2 6nictepu y Naywi 3 kapToHy; - in bulk: no 2 mn B
amnyni, no 100 amnyn y kopobL,i 3 KapTOHy 3 Neperopoakamu; -
in bulk: no 2 mn B amnyni, no 10 amnyn y 6nictepi, no 10
6nicTtepiB y kopobuj 3 kapToHy) (TepMiH BBEAEHHS 3MiH NPOTArOM
3-x MicsUiB nicns 3aTBEPXEHHS)

29,

BIHMOLETUH

KOHLieHTpaT Ans
pO34nHY AnA
iHdy3iid, 5 mr/mn in
bulk: no 2 mn B
amnyni Ne 100 B
Kopo6ui, Ne 100
(10x10) y 6nicTepax

TOB
"OocnigHnii
3aBof,
"rHUNC"

YKpaiHa

TOB "[ocnigHnii
3asog "rHUIC"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu | Tuny -
3MiHK 3 sKoCTi. FoTOBUIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWIA 3aci6. 3MiHa po3Mipy ynakoBKu
rOTOBOrO NKaPCbKOro 3acoby (BU/TyYEeHHS YNakoBK1 NEBHOTO
po3Mipy) (BUIy4eHHs ynakoBok: in bulk: no 2 mn B amnyni, no
100 amnyn y KopobLi 3 KapToHy 3 neperopogkamu; in bulk: no 2
M/ B amnyni, no 10 amnyn y 6nictepi, no 10 6nicTepiB y Kopobu,i
3 KapToHy) (TepMiH BBEAEHHS 3MiH NPOTAroM 3-x MicsUiB nicns
3aTBEPLKEHHS)

UA/12739/01/01

30.

BOAA ANA
IH'EKLLIA-
AAPHNLS

PO3YMHHVIK AN15
NpUroTyBaHHs
PO3UMHY ANs iH'EKLiA
no 2 M1 B amnyni,
no5amnyny
KOHTYpHil
YapyHKOBIl
ynakosLi, no 2
KOHTYPHI YapyHKOBI
ynakoBKM B nayj; no
5 mn B amnyni, no 5
amnyn y KOHTYPHii
YapyHKOBIl
ynakosLi, no 2
KOHTYPHI YapyHKOBI
ynakoBKM B nayj; no
2mna6o 5 wmnB
amnyni, no 10
amnyn y kopobuj; no
10 mn B amnynax

MpAT
"GapmaueBTu
YHa hipma
"OapHnua"

Ykpaina

MpAT
"®apmaueBTnyHa
tipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHuX MaTepiasliB: BUNpPaBleHHs
HeBignosigHocTel B Hakasi MO3 Ykpaitu Big 03.11.2016 Ne
1166 wopao peecTpauiiiHol Npoueaypu, a came: AofaBaHHS

TepMiHy BBeZAEeHHS 3MiH - 3MiHu | Tuny - 3MiHM 3 SKOCTI.
loToBMIA Nikapcbkuii 3aci6. KOHTpOsIb rOTOBOrO NikapcbKoro
3acoby. 3miHa napameTpiB cneuyudikaLii Ta/abo AonycTUMmMX
MeX roTOBOrO /1iKapCbKOro 3acoby (iHLWi 3MiHW) — BHECEHHS 3MiH
[0 crneundikaLii nikapcbkoro 3acoby 3a po3ginom «Onuc»,
3rigHo BUMoOr moHorpadii AdY 2.0. «Boaa ans iH'ekuili
cTepunbHa» Ta EP. BBefjeHHA 3MiH NpOTArom 6-tn micsauis
nicna saTBepmxeHHs. CynyTHsi 3MiHa - 3MiHUM 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTPO/b roTOBOr0 NikapcbKoro 3acoby. 3miHa

y MeToAax BUNpobyBaHHSA roTOBOro /ikapcbKoro 3acoby (iHLwi

3MiHM y MeToAax B1NpobyBaHb (BKIoHYakoum 3amiHy abo
[ONOBHEHHS))

6e3
peyenma

UA/3150/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
31. FABICKOH® CycneHsisi opasibHa PekkiTT Benvka PekkiTT BeHkizep Benuka BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/6865/01/02
M'ATHA no 150 mn a6o no BeHkizep BpuTaHis Xenckep (FOKeit) BputaHis 3MiHu | TUny - 3MiHa y NapameTpax cneumdikauiii Ta/abo peyernma
CYCINEH3IA 300 MmNy chnakoHax Xenckep Nimiteq [ONyCTUMMX MEX, BU3HaUeHuX y cneuudikauisx Ha A®l abo
(HOKeiA) Aitody peyoBuHy, abo BUXIOHWIA/NPOMiIXHMIA NpoAyKT/peareHT, o
Nimiteq BVIKOPWCTOBYIOTbCSA Y npoueci BupobHuytea A®l abo gjtoyoi
pPeYOBUHM (JONOBHEHHSA cneuudikaLii HOBUM NMOKa3HUKOM SIKOCTI
Ta BIANOBIAHUM METOAOM BUNPOOYBaHHS); 3MiHM | TUNY - 3MiHa Y
MeToAax BUNPO6YBaHHS rOTOBOrO JliKapCbKOro 3acoby (HesHauyHa
3MiHa Y 3aTBepAKeHNX MeTofax BUNPoOyBaHHS); 3MiHW | Tuny -
3MiHM B npoueci BupobHuuTea APl (He3HauyHa 3miHa y npoueci
BMpO6HMLUTBA ADI)
32. FEKCOPAN® PO34MH 411 POTOBOIT MakHin Benvka damap OpneaH ®paHuin BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 6e3 UA/7714/02/01
nopoxHuHu 0,1 % Mpopaxtc BpuTaHis 3MiHu | TUNy - 3MiHa KOHTaKTHOI 0Cco6Y 3 (hapmakoHarnsay peyenma
no 200 mny NimiTen 3asBHVKa 41 34iiCHEHHS hapMakoHarisay B YkpaiHi
donakoHi; no 1 (BKNKOUAKOUM KOHTAKTHI laHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
hnaKkoHy B chaiina cuctemu chapmakoHarnsagy
KapPTOHHIN ynakoBLUi
33. FEKCOPAN® PO34MH A1 POTOBOT MakHin Benvka damap OpneaH PpaHuin BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/7714/02/01
nopoxHuHn 0,1 % Mpopaxtc BpuTaHis 3MiHK | TNy - 3MiHa YNOBHOBaXEHOT 0co6M, BiANOBiAa/ILHOI 3a peyenma
no 200 mny Niviteq 3[jiCHEeHHsT hapmakoHaraay (BK/IKYatoum KOHTaKTHi AaHi)
dhnakoHi; no 1 Ta/ab0o 3MiHM y po3MilLleHHi MacTep-ghaiina cuctemu
hnaKkoHy B thapmakoHarnsgy
KapPTOHHIN ynakoBLUi
34. FEKCOPAN® cnpeii Ans poToBoi MakHin Benvka damap OpneaH dpaHuin BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/7714/01/01
nopoxHuHM 0,2 % Mpopaxtc BpuTaHis 3MiHK | TNy - 3MiHa KOHTaKTHOI 0C0o6YK 3 chapmakoHarnsgy peyenma
no 40 mn B Niviteq 3asBHMKa AN 34IICHEHHA ddapmakoHarnsgy B YkpaiHi
a/IOMIHIEBOMY (BKTHOYAIOUM KOHTAKTHI aHi) Ta/abo 3MiHW Yy po3MiLLEeHHI MacTep-
6as10Hi; No 1 6as10Hy thaiina cuctemun chapmakoHarnsgy
B KapTOHHIl
ynakoBLii
35. FEKCOPAN® cnpeii 4ns poToBoi MakHin Benvka damap OpneaH PpaHuis BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 6e3 UA/7714/01/01
NOpoXHuHK 0,2 % MpoaakTc BpuTaHis 3MiHM | TUMy - 3MiHa YNOBHOBaXKeHOT 0cobw, BignoBiganbHoI 3a peyenma
no 40 mn B Nimiten 3[jiCHEHHs1 hapMakoHarnaay (BK/IYaun KOHTaKTHi AaHi)
antoMiHieBOMY Ta/abo 3MiHM y po3MilLieHHi MacTep-daiina cuctemm
6as10Hi; no 1 6anoHy hapmakoHarnsgy
B KapTOHHIlA
ynakoBLi
36. FEMATOrEH nauTkM no 50 ry TOB "Hatyp+" YkpaiHa TOB "Hatyp+" Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiaslis: BUNpaBleHHs 6e3 UA/3794/01/01
nniBLi HeBignoBigHocTeli B Haka3i MO3 Ykpainu Big 10.11.2016 Ne peyenma

1226 wopo peecTpauiiiHoi npouesypu - YTOUHEHHSA
peecTpauiiiHol Npoueaypy B npoueci nepepeecTpauii Ta
BHECEHHSA 3MiH [0 peecTpauiliHux marepianis -
nepepeecTpavisi Ha 5 pokiB y 3B 53Ky i3 3aKiHUEHHAM TepMiHy Aji
peecTpadiiiHoro nocigueHHs + 3miHu | muny - A®| abo diroya
peyvosuHa. KoHmposs A®| abo diroyoi peqosuHu. 3miHa y
napamempax cneyucbikayiti ma/abo 0onycmumux Mex,
BU3HauYeHUXx y crneyucpikayisix Ha A®I abo ditody peHosuHy, abo
BUXIOHUU/pomMixHUU npodykm/peazeHm, Wjo
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiH
020
MocBiOYEeHHs

BUKOpUCMOBYOMbCS y npoyeci sBupobHuymsa AdI abo odiroyor
peyosuUHU (iHWi 3MiHU) — po30dinu crneyugikayii «Onuc»,
«loeHmudpikayisi», «ldeHmugpikayisi 8 KOXXHOMY MapHOMYy Micyi»,
«Bmpama 8 maci npu sucyulysaHi», ma «Macosa 00/
PO34YUHHUX BifIKOBUX pevyoBUH» AD| asibbyMiH YopHUl xap4yosuli
pusodsiMbCS y BIOMOBIOHICMb A0 BUMO2 BUPOBHUKA «OMnuC»,
«loeHmudgpikayisi», «ldeHmucgbikayisi 8 KOXXHOMY MapHOMYy Micyi»,
«Bmpama 8 maci npu sucywysaHHi», «Macosa 00/1s1 PO3YUHHUX
6i/IKOBUX peyoBUH», 3MiHU | muny - Fomosull nikapcbkuli 3acib.
KoHmMpos1b 20moB020 /likapcbKo20 3acoby. 3miHa napamempis
crieyucpikayiti ma/abo donycmumMux Mex 20moBo20 JliKapCbKo2o
3acoby (iHwi 3MiHU) — npusedeHHs1 po3diny cneyugpikayii
«MikpobiosioeiyHa yucmoma» /13 y 8i0nosioHicmb 00 BUMO2
AdY/ED, 3miHU | muny - Cepmucbikam 8i0rnosioHocmi
€sponelicbKili hapmakonei/Cepmucdbikam 8idrnosioHocmi
€sponelicbKil thapmakonei wjodo 2ybyamoi eHyeghasonamil.
3MiHuU, nos’si3aHi 3 HeOBXIOHICMIO NPUBEOEHHS y BIONOBIOHICMb
do moHozpadpii [lepxasHoi hapmakonel YkpaiHu abo
€sponelicbKoi hapmakonei (3miHa y crneyudpikayisix, nos’ssaHa 3i
3miHamu 8 [lepxxasHili hapmakonel YkpaiHu abo €sponelichbKili
hapmakoriei) — npusedeHHs1 po30isis cneyucikayii, 00rMnoMiKHoI
pedosuHU Caxapo3a, «308HiWHIl BuU2/1s10», «l0eHmubikayisi»,
«[po3opicmb Po34UHy», «[Tumome onmuyHe obepmaHHsI» ma
«MikpobionoziyHa yucmoma» y 8i0nosioHicmb Ao BUMO2
ADY/ED. BunyyeHo po30din «CsuHeyb» 3i cneyucbikayii
doromikHOT peyosuHU Caxapo3a y 8ionosioHicmb 00 BUMO2
APY/ED; — npusedeHHs1 po30disnis cneyucbikayii, 00rnoMiKHoI
peyqosuHU BaHiniH, «ldeHmudbikayisi» ma «MikpobiosnoziyuHa
yucmoma», Po30inu cneyudpikayii «po3opicmb pPO34UHY» i
«Kosiboposicmb po34uHy» 06€0HaHO y po30i «308HIWHIl
BU2/ISI0 PO3YUHY» Y BIOMOBIOHICMb 00 BUMO2 PY/EPD; —
rpusedeHHs1 po30diny crieyucpikayii, JOMOMIKHOI pe4yoBUHU
Mosoko 32yujeHe 3 yykpom, «MikpobiosioziyHa yucmomay
Bi0NoBioHicmb 00 Bumoe APY/ED; — npusedeHHs po30iny
crieyucpikayji, 0ormomMixHoI peqosuHu [lamoka KpoxmasibHa,
«MikpobionoaiyHa yucmoma» y 8i0rMosioHicmb o BUMO2
APY/ED; 3miHuU | murly - Cepmucbikam 8i0rnosioHoCMi
€sponelicbkili hapmakonei/Cepmudhikam 8idnosioHoCMi
€sponelicbKili hapmakornei ujodo 2yb4amoi eHyeghasonamii.
3MiHu, nos’si3aHi 3 HEOBXIOHICMIO NPUBEOEHHS Y BIONOBIOHICMb
do moHozpadpii [lepxasHoi hapmakonei YkpaiHu abo
€sponelicbkoi chapmakonei (3miHa y crieyudbikayisix, nos’sizaHa 3i
3miHamu 8 [lepxasHili chapmakonerl YkpaiHu abo €sponelichbKill
thapmakorniei) — npusedeHHs1 po30iny cneyudgpikayii, AbI anbbymiH
4yopHuli xapyosud, «MikpobionoziyHa yucmoma» y 8ionosiOHicMb
do sumoe AdY/ED

37.

rnilePoOnN

€BPO

cynosuTopii

pekTasibHi no 1000

€Bpo

Naiidpkep /114

Benwuka
BputaHis

JlabopaTopuec
Baci IHgacTpia

MopTyranis

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:
TEXHIYHA NOMW/IKA B IHCTPYKUIT 418 MEAMYHOIO 3aCTOCYBaHHS Y

6e3
peuyenma

UA/12050/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
Mr o 6 cynosunTopiis $apmacbloTika p. «Jlikapcbka chopmar»
y 6nicTepi, no 1 abo C.A.
2 6nictepu B
ynakoBLii
38. rnigepPon cynosuTopii €Bpo Benvka JlabopaTopuec MopTyranis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/12050/01/02
€BPO pekTasibHi no 2000 Naiidokep N4, BpuTaHis Baci IHpacTpia TEeXHiYHa MOMWSIKA B IHCTPYKLT 419 MeAUYHOro 3aCTOCYBaHHS y peuyenma
Mr no 6 cynosuTopiis dapmachbloTika p. «Jlikapcbka phopmar»
y 6nicTepi, no 1 abo C.A.
2 6nictepu B
ynakoBLi
39. FPUMNEKC Kancysnm no 6 abo no tOHina6, Nn CLIA BMPOGHUK, Monbua/ BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 6e3 UA/10028/01/01
CTAPT 8 kancyn y 6nictepi; BiAnoBiganbHMIA 3a Benuka 3MiHK | TUNY - 3MiHW [0 IHCTPYKUIT 415 MeAWYHOro 3aCTOCyBaHHSA peuyenma
no 1 6nictepy B YyMNaKoBKy, BpuTaHis y po3ginu: "Ocobnuei 3axoamn 6esnekn”, "Bzaemogisa 3 iHWMMK
KapTOHHI kopo6uyj; KOHTpPO/b Ta nikapcbkMmn 3acobamu Ta iHWi B1uam Bzaemogdiii”, "Cnoci6
no 10 a6o no 12 BUMYyCK cepii 3acTocyBaHHs Ta go3u", "Mepeso3yBaHHs", "Mo6iuHI peakuyii”
Kancyn y énictepi; roToBOro 3riHO 3 OHOBJ/IEHOIO iHChopMaLlieto 3 6e3nekn 3acToCcyBaHHS
no 1 a6o no 2 npoaykty: TOB napaueTtavosny. BBegeHHs 3MiH npoTarom 3-x micsauis nicna
6nictepu B HOC dapmadis, 3aTBepAKEeHHS
KapTOHHIA Kopoo6Li Monbua;
BMPOGHUK,
BiAnoBiganbHMIA 3a
BMPOGHULITBO,
KOHTpO/b Ta
BMNYyCK cepii in
bulk: BpacToH
Na6opaTopi3
NimiTen, Benvika
BputaHis
40. FPUMNEKC MOPOLLOK ANS tOHina6, Nn CLIA BMPOGHUK, Monbwa/ BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 6e3 UA/6285/01/01
XOTAKTUB OpasibHOro PO34UHY, BiAnoBiganbHMIA 3a Benuka 3MiHM | TUNY - 3MiHW 40 IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHSA peyenma
MAKC no 5 r NopoLuky y BMPOGHMLITBO 3a BpuTanis y po3ginu: "MNpotunokasaHHs", "Ocobnusi 3axoan 6e3nekn”,

cawe; no 5 cawe
abo no 8 cawe B
KapTOHHIM nayui

MOBHUM LMK/IOM:
TOB tOC
dapmalis,
MonbLa;
BUPOBHUK,

BiAnoBigabHNI 3a

BMPOGHMLITBO,
nakyaBHHS
(nepBuHHe Ta
BTOPUHHE),
KOHTpONb Ta
BUMYCK NPOAYKTY
in bulk, kKOHTpoOnb
cepii rotToBoro
niKapcbKoro
3acoby:
BpadptoH

"B3aemogis 3 iHWMMU ikapcbKMK 3acob6amu Ta iHLWi BUau
B3aemogiit", "Cnocib 3actocyBaHHs Ta fo3un", "MNepefo3yBaHHA"
3riHO 3 OHOBJ/IEHOIO iHChopMaLlieto 3 6e3neKkn 3acToCyBaHHS
napaueTtavosny. BBefgeHHs 3MiH npoTarom 3-x micsauis nicna
3aTBepAKEHHA
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
Nab6opaTopi3
Nimiten, Benvka
BpuTtaHis
41. rPANOUNTPO Kpanni opasibHi, ToBapucTso 3 YkpaiHa TosapucTBO 3 YkpaiHa BHECEHHSA 3MiH [0 peecTpayiiiHux maTepianis: 6e3 UA/13593/01/01
H-BPOHXO pO34uH, 5 mMr/mn no 06MEXEHO 06MeXeHOo 3MiHK | TNy - 3MiHa NOCTaYasibHMKa NakyBasIbHUX MaTepianis peyenma
20 mn 'y chnakoHi; BiANOBIAA/IbHI BiANOBIAA/IbHICTIO ab0 KOMMNEKTYUMX (SKLO 3a3Ha4YeHO B 40CbE) (3amiHa abo
3aKyrnopeHomy CTiO "®dapmaveBTuyHa [ofaBaHHA nocTavasibHUKa) - BBEAEHHS AOAATKOBOrO BUAY
Npo6KoHo- "dbapmaueBTn KOMMNaHis nakyBaHHs (donakoH 72722 3i ckna MiCTKiCTio 20 M/1) HOBOFO
KpanesibHuLeto; no 1 YHa KOMMaHis "3popos'a” BMPOGHMKA; CynyTHS 3MiHa: 3MiHa chopMu abo po3mipy
h1akoHy B KOpo6Lyi "3p0pos'a” KOHTelHepa 4u 3aKynoproBasibHOro 3acoby (nepBMHHOT
3 KapTOHY yMNakoBKW); 3MiHa Y NEPBUHHI yNakoBL,i FOTOBOro NikapCbKoro
3ac00y (SKiCHWIA Ta KinbKiCHWIA cknag); 3MiHu | Tuny - 3miHa y
MeToAax BUNPoGyBaHHSA NEPBUHHOI yNakoBKW rOTOBOrO
NiKapcbKoro 3acoby (He3HauHi 3MiHM Y 3aTBEPAKEHNX METOAAX
BMNPOO6YBaHb); CyMyTHS 3MiHa: 3MiHa NapaMeTpiB cneuudikadiii
Ta/abo fONyCTUMUX MEX NEPBUHHOI YNaKoBKW rOTOBOrO
NiKapCbKOro 3acoby (3BYXXEHHA [0MYyCTUMUX MEX, BU3HAUYEHUX Y
cneymdikauin
42. ANTOKCUH Tabnetku no 0,1 mr, ToBapucTeo 3 Ykpaina BCi cTagii YKpaiHa BHECEHHS 3MiH [10 peecTpavjiiiHux maTepianis: 3miHu | Tuny - 3a UA/5751/01/01
no 50 TabneTok y o6MexeHo BMPOGHMLITBA, AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
6aHkax; no 50 BiANOBIAA/IbHI KOHTPO/b SIKOCTI, MicUs NPOBaMKEHHS AiSNbHOCTI BUPOGHMKa/iMnopTepa roToBoro
TabneTok y cTIO BUMNYCK Cepii: nikapcbKoro 3acoby, BkNOYaun AinbHULi BUNYCKY cepii abo
KOHTeliHepax, no 50 "AocnigHnin ToBapucTBO 3 MicLie NpoBeAEHHS KOHTPOJIHO AKOCTI. (AIANBHICTb, 3a Ky
Tabnetok y 6aHui 3aB0/, 06MeEXeHOo BiANoBigae BUPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK CEpild)
ab0o KoHTeliHepi; no "rHUNC" BIANOBIAA/LHICTIO (NpviBeAEHHA Ha3BK Ta MicLe3HaxXoMKeHHS BUPOOHUKiB 13y

1 6aHuji abo
KOHTelHepy B nauli
3 KapTOHyY; no 25
TabneTtok y
6nictepax; no 25

TabneTtok y énicrepi;

no 2 6nictepu y
nauLi 3 KapToHy; No
10 Tabnetok y
6nictepi; no 5
6nictepis y nayui 3
KapToHy

"[locnigHuii 3aBog,
"rHUaC,
YKpaiHa;

BCi cTagii
BUPOGHULTBA,
KOHTPO/b SKOCTI,
BWMYCK Cepii:
ToBapucTso 3
06MexeHo
BiANOBIAA/IbHICTIO
"®APMEKC
rPYM", YkpaiHa,;
BCi cTagii
BUPOGHULTBA,
KOHTPO/b SKOCTI,
BWMYCK Cepii:
ToBapucTso 3
06MexeHo
BiANOBIAA/IbHICTIO
"®apmaueBTnyHa
KOMMaHis
"3popos'a”,
YKpaiHa

BiANOBIAHICTb 4,0 OpUriHANIbHMX AOKYMEHTIB (KOMii NiueHsii Ha
BMPOGHMLITBO), 6€3 3MiHM MicLA BUPO6GHMLUTBA (TepMiH BBEAEHHS
3MiH NPOTAroM 3-X MicALiB nicna 3aTBepMKeHHs); 3MiHu | Tuny -

AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun

3asBHMKa (BNacHvKa peecTpauiiiHoro nocBigYeHHs) (3MiHa

HaliMeHyBaHHs Ta agpecy 3asaBHWKa) (TepMiH BBEAEHHS 3MiH
NpoTArom 3-x MicAUIB MiC/1A 3aTBEPKEHHS); 3MiHM | TUNy - 3MiHW
3 AKoCTi. FoToBMIA Nnikapcbkuid 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa

iMnopTepa/3MiHu, L0 CTOCYITbCA BUMYCKY Cepii Ta KOHTPOsI0

SIKOCTi FOTOBOrO NikapCbKoro 3acoby (3amiHa abo JoAaBaHHSA

BMPOGHMKa, LLLO BiAMNOBIAaE 3a BBE3EHHA Ta/abo BUNyck cepil) -
Bkntoyaroun KOHTPONb/BUNPo6yBaHHSA cepii (BHECEHHS dYHKLT -
BUMYCK Cepii [0 BUKOHYyBaHUX (OyHKUIil (BCi cTagii BUpo6HMLTBA,

KOHTPO/b AKOCTI) 47151 BUPO6HWKIB TOBAPUCTBO 3 0OMEXEHOD
BignosigasnbHicTio "®PAPMEKC F'PYN", Ykpaina Ta ToBapucTBo 3

06MeXeHoH0 BignoBigasibHICTIO "dapmaLeBTMyHa KoMMaHis

"3popos'a" , YkpaiHa) (TepMiH BBeEHHS 3MiH NPOTAroM 3-xX

MicsLiB MicNsA 3aTBepAYKEHHSR); 3MiHM | Tuny - 3MiHK Woa0
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHn) (3miHa
rpadiyHoOro 306paxeHHs Ha TEKCT MapKyBaHHS. 3MiHU Y TEKCTi
MapKyBaHHS1 3aTBEp)KEHOro B1AY nakyBaHHs no 25 TabneTok y
6nictepax) (TepmiH BBEEHHS 3MiH NPOTArom 3-x MicAUIB Micas
3aTBEPKEHHS)
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
43. AUTOKCWUH Tabnetku no 0,1 mr ToBapucTBo 3 YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | Tuny - - UA/12140/01/01
in bulk: no 10000 06MEXEHO0 06MEXeHOo AAMiHICTpaTVBHI 3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
TabneTok y BignoBsigasbHi BifNoBiAabHICTIO MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
KOHTeliHepax cTHO "AocnigHuii 3aBog, niKapcbKoro 3acoby, BKOHAKUM AiNbHUL BUNYCKY cepii abo
"focnigHnit "rHunc MicLie NpoBeAEHHS KOHTPO/IO AKOCTI. (AIANbHICTb, 3a Ky
3aB0/, BiANOBiAae BMPOGHMK/IMNOPTEp, BK/OYAUM BUMYCK CEpiid)
"rHUNC" (NpuBefEeHHS Ha3BK Ta MiCLe3HaXOMKEeHH BUPOOHUKIB M3y
BiANOBIAHICTb A0 OpUriHaNIbHWUX AOKYMEHTIB (KOMii NiueHsii Ha
BMPOGHMLITBO), 6€3 3MiHN MicLsA BUPO6HMLUTBA (TepMiH BBEAEHHS
3MiH NPOTArom 3-X MiICALIB Nic/a 3aTBEPKEHHS); 3MiHU | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
3asBHMKa (BNacHvKa peecTpauiiiHoro nocBig4eHHs) (3miHa
HallMeHyBaHHs Ta afpecu 3asiBHUKa) (TepMiH BBEAEHHS 3MiH
npoTArom 3-x MicALUIB MiC/a 3aTBEPKEHHS)
44, AUTOKCWUH Tabnetku no 0,1 wmr, ToBapucTBO 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/5751/01/01
no 50 TabneTok y obmexeHoro BMPOGHULITBA, 3MiHM | TUny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
6aHkax; no 50 BiANOBIAA/TbHI KOHTPO/b SKOCTI, thapMakoHarnsay; 3MiHa yrnoBHOBaXeHOT 0Co6M, BignoBiganbHoi
TabneTtok y CTIO BuUMyck cepii: TOB 3a 34iiCHEHHA hapMakoHarnsgy, BKIYaloUy KOHTaKTHI AaHi
KOHTeliHepax; no 50 "focnigHnii "focnigHuii 3aBofg, Ta/abo 3MiHM y po3MilLleHHi MacTep-halina cuctemu
Tabnetok y 6aHui 3aB0Oj, "THLICY, hapmMakoHarnisgy - 3miHa y MicLe3HaxomkeHHi MacTep-cainy
ab0o KoHTeliHepi; no "rTHUC" YkpaiHa; BCi cTagii cucTemMy hapMakoHarnsay Ta KOHTakTHUX AaHuX YroBHOBaXEHOT
1 6aHuj abo BMPOGHULITBA, ocobu 3 hapmakoHarnagy
KOHTeliHepy B nauuj KOHTPO/b SKOCTI:
3 KapTOoHy; no 25 TOB "®APMEKC
TabneTok y FPYM", Ykpaina,;
6nictepax; no 25 BCi cTagii
TabneTok y 6nictepi; BMPOGHMLITBA,
no 2 6nictepu y KOHTPO/b AKOCTI:
nauLi 3 KapToHy; Nno ToBapuCTBO 3
10 TabneTtok y 06MexeHo
6nictepi; no 5 BiANOBIAAILHICTIO
6nicTepiB y nayui 3 "hapMaueBTNYHA
KapToHy KoMnaHis
"3popos'a”,
YKpaiHa
45, AUTOKCWUH- Tabnetkn no 0,25 mr | ToBapucTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3a UA/4231/01/01
340POB'A no 10 TabneTok y obmexeHoro 06MexeHo 3MiHM | TURY - 3MiHa y MeTogax BUNpobyBaHHS roToBOro peyenmom
6nictepi; no 5 BiANOBiA&/bHI BiANOBIAA/LHICTIO nikapcbKoro 3acoby (iHwi 3MiHM y MeTogax BUNpobyBaHb
6nictepiB y CTHO "®apmMaueBTUYHa (BKNKOUAKOUM 3aMiHy ab0 [JOMOBHEHHS))
KapTOHHIi Kopobuyj; "PapmaueBTu KOMnaHis
no 50 TabneTok y YyHa KOMMaHis "3p0pos'a”
6nictepi; no 1 "3p0pos'a”
6nictepy B
KapTOHHI kopo6uyj,
no 50 TabneTok y
6nictepax
46. ANUNHOH Tabnetku no 250 mr CaHpos CnoBeHisi Nex CnoseHis BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/8466/02/01
Ne 100 (10x10) y PapmachbioTika hapmMaLueBTUyHA 3MiHKM | TMNY - 3MiHa po3Mipy cepil (BKNOYakouM dianasoH po3Mipy | peyernmom
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
6nictepax ns3 a.a. KoMnaHis 4. 4. cepii) roToBOro nikapcbkoro 3acoby (36inbLieHHs go 10 pasis
MOPIBHAHO i3 3aTBEPAKEHUM PO3MiPOM)
47. AIOKOP 160 TabneTku, BKPUTI TOB "®apma YkpaiHa TOB "®dapma Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/8318/01/01
nNiBKOBOO Crapt” Crapt” 3MiHM | TUNY - NoAaHHA HOBOro cepTudpikaTy AN1A BasicapTaHy Bif, | peyenmom
060/10HKO0, 10 160 BXe 3aTBEePA)KEHOro BUpPobHMKa
mr/12,5 mr no 10
TabneTok B 6nicTepi;
no 1, no 3, no 4 a6o
no 9 6nictepiB y
nayuj 3 KapToHy
48. AIOKOP 80 TabneTku, BKpUTI TOB "®apma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3a UA/8318/01/02
nNiBKOBOIO Crapt” Crapt” 3MiHK | TUNY - NOAAaHHA HOBOTO cepTudikaTy Ans BancapTaHy Bif | peyenmom
060/10HKOI0, MO 80 BXE 3aTBEPKEHOr0 BUPOOHMKA
mr/12,5 mr no 10
TabneTtok B 6nicTepi;
no 1, no 3, no 4 a6bo
no 9 6nictepiB y
nauui 3 KApTOHY
49. AOLEETAKCEN KpucTanivyHuii TOB "CiHbiac Ykpaina TOB "CiHbiac YkpaiHa BHECEHHS 3MiH 40 peecTpauiinux martepianis: 3MiHun | Tuny - - UA/11593/01/01
MOPOLLIOK dapma" Papma” AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
(cybeTaHuin) y MiCLsi NPOBaMKEHHS AiANbHOCTI BUPOGHMKA (BK/IOHAOUM, 3a
6aHKax ans HeOobXiAHOCTI, MicLe NPOBEAEHHST KOHTPOIO SIKOCTI), abo
BMPOGHMLITBA B/lacHuka mactep-chaiina Ha A®l, abo noctavasibHUKa
CTepUIbHUX AdI/BMXiAHOrO MaTepiany/peareHTy/NMPOMKHOI0 NPOAYKTY, LLO
nikapcbkux hopm 3aCTOCOBYKOTbCS Y BUPOOHULTBI ADI (SKLLO 3a3HAYEHO Y A0ChE
Ha nikapcbkuid 3acib) 3a BiACYTHOCTI cepTudikaTta BifnoBigHOCTI
€sponelicbkili hapmakonei y 3aTBepkeHoOMy [0Cbe, abo
BMPOBHMKA HOBOI LOMOMIXHOI PEYOBUHM (KO 3a3HAYEHO Y
[0cbe) (3MiHa topuanYHOT agpecy BUpo6Huka AdI, sika
3a3HayeHa B peecTpauiiiHoMy NnocBifgyeHHi); 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
3asBHMKa (BNacHvKa peecTpauiiiHoro nocBigveHHs) (3mMiHa
opuanyHoi agpecu 3aasHuka A®I, ska 3a3HavyeHa B
peecTpauiiiHoMy NocBiAYEHHI)
50. E3OMNPAM TabneTku, BKPUTI AkTasBic rpyn IcnaHgis AkTasic 1T, Manbta/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/7029/01/02
NNiBKOBOIO AT ManbTa; Bonrapis 3MiHK | TNy - 3MiHa po3mipy cepii (Bktoyaroun gianasoHun) APl peyenmom
o60510HKot0, Nno 10 BankaHdapma- ab0 NPOMiXXHOro NPoAyKTY, SKUii 3aCTOCOBYETLCH Y MPOLECI
mr Ne 30 (10x3) y AynHnua AT, BMpo6HMLTBa AP (36inbwIeHHs A0 10 pasiB NOpPiBHSAHO i3
6nictepax Bonrapis 3aTBEPAKEHNM PO3MIPOM); 3MiHU | TUNY - 3MiHA BUPOBOHUKA

BWXifHOro/MPOMKHOro NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHUYOMY npoueci AP, abo 3miHa
BMpOo6HUKa (BK/IOYAKOUK, Ae HeO6XiAHO, MicLe NPOBeeHHS

KOHTponto sikocTi) APl (3a BigcyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoMy
[0Cbe) — fofaBaHHs BUpobHuka Honour Lab Limited, Unit V, B
AKOCTI BUPOGHYMKa BMXigHOro/mpoMixHoro npoaykty (Ctagis 1);
3MiHM | TURY - 3MiHa NapameTpiB cneumdikauiin Ta/abo
[0MYyCTUMUX MEX FOTOBOTO NikapCbKOro 3acoby (BUIyYeHHS
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
He3HaYHOro NoKasHWKa) - NoKasHKK "CTilkiCTb A0
po3as/oBaHHA"
51. E3OMNPAM TabneTku, BKPUTI AkTasBic rpyn IcnaHgis AkTasic 1T, Manbta/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/7029/01/04
NNiBKOBOIO AT ManbTa; Bonrapis 3MiHK | TNy - 3MiHa po3mipy cepii (Bktoyarouu gianasoHun) APl peyenmom
060/10HKOH0, Mo 20 BankaHdapma- ab0 MPOMIKHOTO NPOAYKTY, SIKMI 3aCTOCOBYETHLCA Y MPOLLECI
mr Ne 30 (10x3) y OynHuus AT, BMpoGHMLTBa AP (36inbLIEeHHS A0 10 pasiB NOpPiBHSAHO i3
6nictepax Bonrapis 3aTBEPAKEHUM PO3MIPOM); 3MiHM | TUNY - 3MiHA BUPOGHMKA
BUXiAHOTrO/NPOMIXXHOrO NPOAYKTY/peareHTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHUYOMY npoueci A®l, abo 3miHa
BMPOGHUKA (BKKOYaAOUK, e HeobXigHo, MicLie NPOBeAEeHHS
KOHTPO/0 sIKOCTi) A®I (3a BigCyTHOCTI cepTudikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei y 3aTBepakeHoMy
[0Cbe) — foAaBaHHs BUpobHMKa Honour Lab Limited, Unit V, B
SIKOCTi BUPOOHMKa BUXigHOro/npomixxHoro npoaykty (Ctagisi 1);
3MiHM | TUNY - 3MiHa NapameTpiB cneuudikauiin Ta/abo
[0NYyCTUMMX MEX rOTOBOTO NiKapCbKOro 3acoby (BUIyYeHHs
HEe3Ha4YHOro NOKasHWMKa) - MokasHuK "CTilikiCTb [0
po3gas/BaHHA"
52. ENIFAPA 22,5 MOPOLLIOK AN Actennac Higepnavgn | BignosigansHuii 3a | Higepnavgw/ BHECEHHS 3MiH [0 peecTpavyjiiiHux maTtepianis: 3mMiHu | Tuny - 3a UA/5758/01/02
mr NPUroTyBaHHs dapma HOpon BTOPUHHY HimeuyunHa/ oToBMIA nikapcbkuii 3aci6. CTabinbHICTb. 3MiHA Y TepMiHax peyenmom
pO34mnHy Ansa B.B. YyNakoBKy Ta CLIA npugaTHocTi abo ymoBax 36epiraHHsi rOTOBOTO J1ikapCbKOro
NiALWKIPHUX TH'EKLil BUMNYCK Cepii: 3acoby: (3MiHa B yMoBax 36epiraHHs roToBOro /ikapcbKoro
no 22,5 mry Actennac ®apma 3aco6y abo nicnsi po3YNHEHHsA/BIAHOBEHHS) - [lodaeTbCs
nonepegHL0 tOpon b. B., iHhopmauis: Mepep BBeAEHHSAM HEOOXIAHO AaTn nocToaTn 13
HanoBHEHOMY HigepnaHgu; npy KiMHaTHi TemnepaTypi. Micna B3ATTA 3 XON0AUIbHIKA MOXEe
wnpuui by BiANoBigabHNIA 3a 36epiratncs B OpUriHauTbHIM yNakoBLi NpY KIMHATHI TemnepaTypi
KOMMNEKTi 3 BUNYCK cepil: (He BuLe 250C) o 4 TvxHIB. icna nepLloro BiAKPUTTS SIOTKIB
PO3UYMHHUKOM NO MeguleHe AT, MOPOLLOK Ta PO34MHY A8 NPUTOTYBaHHS PO3YMHY A5 iH'EKLl
457 mry HimeuumnHa; HeoObXiAHO 3MillyBaTV HeramHo Ta BBOAMTY nauieHTy. MNicns
nonepegHL0 BiAnoBiganbHMIA 3a 3MiLLyBaHHS: 34iliCHIOBaTV BBEAEHHSI HEramHo, OCKi/IbKU B'SI3KiCTb
HanoBHEHOMY BVMPOGHMLTBO PO34KHY NOCTIliHO 3pocTae. BBeAeHHst 3MiH NPOTArom 6-Tn
wnpuui A wnpuua A, MiCALIB MicnA 3aTBepKeHHs. 3MiHu | Tuny - FoTOBMIA NikapCbKuii
wnpuua b, 3aci6. BupobHuLTBO. 3MiHV BUNpo6yBaHb abo AOMYCTUMUX MEX,

KIHLEBY YMakoBKy
Ta KOHTPO/1b
AKOCTI:
Tonmap IHK.,
CLUA;
BiAnoBiganbHMIA 3a
BVMPOGHMLTBO
wnpuua b:
KaHaK1H
6iodapma IHK.,
CLA

BCTaHOBNEHNX Y cneundikauisx, nig yac BMpobHULTBA roTOBOrO
nikapcbKoro 3aco6y (iHWi 3MiHM) — 3MiHX B Maci BMICTY LUMPWLiB
A Ta b (K Hacnigok 3amiHy BUpobHuka wnpuuis b — Decton-
Dickinson (BD) Ha Schott). BBeA€HHS 3MiH NPOTArom 6-Tn MicALiB
nicns 3aTBepmkeHHs. 3miHu | Tuny - MeanyHi npuctpoi. 3miHa
NPUCTPOIB A4N19 BUMIPIOBAHHS 031 ab0 BBEAEHHS /TiKapCbKOoro
3acoby (gofaBaHHs abo 3amiHa NPUCTPOLO, KN He €
HEeBi'EMHOI0 YaCTVHOI NEPBUHHOI YNaKoBKW) - MPUCTPIN, SKWiA
Mae CE-mapKyBaHHS - 3aMiHa NOTOYHOT ro/iK1 Ha 6e3neyHy
roniky. BeefieHHs1 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEpMKEHHS. 3MiHKM | Tuny - FOTOBUIA Nikapcbkuii 3aci6.
Cuctema ynakoBka/ykynopka. 3miHa dpopmu abo po3mipy
KOHTeliHepa 4n 3aKynopioBasibHOro 3acoby (NepBUHHOI YNakoBKM)
(cTepunbHi nikapcbki 3ac06M) SK HACMIAOK peecTpaLii 6e3neyHoi
ro/IKM 3MIHIETLCA PO3Mip i popma n1oTka Ans wnpuua b.
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiH
020
MocBiOYEeHHs

BBEAEHHS 3MiH MPOTArOM 6-T1 MiCALIB NiCNSA 3aTBEPLXKEHHS.
3MiHu | TUNYy - Jlikapcbki 3ac06u. BHECEHHS 3MiH(M) HAa BUMOrY
MOS3 3rifHO 3 pekoMeHAaUis MU HaLiOHaUTbHUX KOMMNETEHTHUX
opraHiB, MiXXHapOAHWX OpraHisauiii, perynsiTopHUX areHujii iHwmx
KpaiH Micnsa OLiHKM HerainHoro obMexeHHs LWoAo 6e3neku,
MapKyBaHHs, XapaKTepHOro A5 NeBHoi hapMakos1oriyHoi Ta/abo
hapmakoTepanesTUYHOI rpynn, perynsipHo OHOB/IOBAHOTO 3BTy
3 6e3neku, nnaHy ynpas/iHHA pU3nkamm, KOHTPOSIbHUX
3axopis/cneujianbHuX 3060B’3aHb, 3MiH 415 BiJ0OGPaKeHHS
KOPOTKOI XapakTepucTuKn Nikapcbkoro 3acoby Ta iHCTPYKUIT Ans
MeJMYHOro 3aCTOCYBaHHS (BNPOBAKEHHS Y3ro[KEHUX 3MiH Y
dhopMy/ItoBaHHi, OO0 AKX 3assBHUK HE HaAa€ XXOAHWUX HOBUX
[0[aTKOBUX AaHWX) - 3MiHW [0 IHCTPYKLIT 4158 MeguyHoro
3acTocyBaHHSA y po3ainu: MpoTunokasaHHs. Bsaemogis 3 iHWMMn
nikapcbkMun 3acobamu Ta iHWi Buamn Bzaemogii. OcobnmnBocTi
3acToCyBaHHS. 3acTocyBaHHA y nepio BariTHOCTIi abo rogyBaHHs
rpyaato. 34aTHiCTb BNAMBATU Ha LWBMAKICTL peakuii npy
KepyBaHHi aBTOTpaHCNopToM abo poboTi 3 iHWKMMK MeXaHi3MaMu.
Cnoci6 3acTtocyBaHHs Ta fo3u. [itu. Nepeno3yBaHHs. [M06GiyHI
peakuii. PapmakooriyHi BNacTMBOCTI. BBefeHHs 3MiH nicns 6-mu
MicsLiB nicns 3aTBepAKeHHs. 3MiHu |l Tuny - FOTOBWIA NikapcbKumii
3aci6. Cuctema ynakoBka/ykynopka. 3miHa y NepBUHHIi ynakoBLi
roTOBOrO MiKapCbKOro 3acoby (SKiCHWI Ta KiflbKiCHWI cknag) -
CTepusbHi fikapcbki 3ac06y Ta Nikapcbki 3acobum
6i0/10ri4HOro/iMyHOSI0TYHOTO NOXOKEHHS - 3aMiHM BUPOOHUKA
wnpuuis b — Decton-Dickinson (BD) Ha Schott. BBeAeHHS 3MiH
NPOTAroM 6-TW MiCALB Nic/a 3aTBepmKeHHs. 3MiHu Il Tuny -
Nikapcbki 3aco6u. 3miHa(M) 40 TepaneBTUYHUX NoKa3aHb
(AofaBaHHA HOBOro TepaneBTUYHOIO MOKa3aHHS abo 3MiHK
3aTBepXEHOro nokasaHHs) - 3MiHW A0 IHCTPYKLi Ans
MeZIMYHOro 3aCTOCyBaHHA y po3ainu: MNMokasaHHA. 3aTBepiKeHo:
FopMOoHO3aNexHWin pak nepeamixypoBoi 3a/103u.
3anponoHoBaHo: JlikyBaHHA rOPMOHO3a/1EXHOTO MOLUVPEHOrO
paky nepefMixypoBoi 3a/1031 Ta JliKkyBaHHSA /I0Kai30BaHOro paky
nepeamixypoBoi 3a10311 BUCOKOTrO PU3MKY i MiCLLeBOMOLUNPEHOrO
paky nepeamixypoBoi 3a51031 y KoMbiHaLil 3 ONPOMIHEHHSIM.
BBefeHHs 3MiH nicns 6-T1 MicsLIB NiCNs 3aTBEPAKEHHS.

53.

ENIFrAPA 45 MI'

MOPOLLIOK A5
NPUroTyBaHHs
pO34MHYy ANns
NiALWKIPHWX iH'EKLIN
no 45 mry
nonepegHL0
HarnoBHEHOMY
wnpuui by
KOMNAEKTi 3
PO3YMHHMKOM MO
434 mry

AcTtennac
®dapma HOpon
B.B.

HigepnaHgmn

BiANOBIAA/IbHWIA 32
BTOPUHHY
ynakoBky Ta
BUNYCK cepil:
Actennac ®apma
Opon b. B.,
HigepnaHaw;
BiAnoBiganbHNIA 3a
BUMNYCK Cepil:
MepguleHe Arl,
HimeyuuHa,;

Higepnangwu/
HimeuunHa/
CLIA

BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu | Tuny -
Nikapcbki 3aco6u. BHeceHHs 3MiH(1) Ha Bumory MO3 3rigHo 3
pekoMeHAALISIMI HaLioHaIbHUX KOMMNETEHTHUX OpraHiB,
MiKHapOAHMX OpraHisauin, peryaToOpHUX areHujii iHWmnx KpaiH
nicnsi OLiHKM HeraiHoro 06MeXeHHs Wwoao 6e3neku,
MapKyBaHHS, XxapaKkTepHOro 415 nesHoi dhapmakosoriyHoi Ta/abo
thapmakoTepaneBTUYHOI rpynu, perynsipHO OHOB/IOBAHOTO 3BTy
3 6e3neku, NnaHy ynpae/iHHA pU3nkamm, KOHTPOSIbHUX
3axogis/cnevjiasibH1MX 30608’A3aHb, 3MiH /15 Bi06paXKeHHSA
KOPOTKOI XapakTepmucTrKn NMikapCbKoro 3acoby Ta iHCTPYKUiT Ans
Me[IN4YHOI0 3aCTOCYBaHHS (BNPOBAKEHHS Y3roHKEHUX 3MiH Y

3a
peyenmom

UA/5758/01/03
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
nonepeaHLo BiANOBIAaNbHUIA 38 chopMy/IOBaHHI, WOAO AKX 3asBHUK HE HAAAE XOLHUX HOBUX
HanoBHEHOMY BVPOGHMLTBO [0AaTKOBUX AaHWX) - 3MiHU [0 IHCTPYKUIT NS MeanyHOro
wnpumui A wnpuua A, 3acTocyBaHHA y po3ginu: MpoTtunokasaHHsa. Baaemogia 3 iHW1Mm
wnpuua b, nikapcbkMmn 3acobamu Ta iHWi Buamn B3aemogiii. OcobnmnBocCTi
KIHL,EBY YMakKoBKY 3acTocyBaHHs. 3acTocyBaHHS y nepiof BaritTHOCTi abo rogyBaHHs
Ta KOHTPOJ1b rpyaaro. 34aTHiCTb BNAMBATU Ha LWBMAKICTL peakuii npy
SAKOCTI: KepyBaHHi aBTOTPaHCNOPTOM ab0 po6OoTi 3 HLIMMU MeXaHi3MmamMu.
Tonmap IHK., Cnoci6 3acTocyBaHHs Ta fosu. [itn. MNepegosysaHHsA. MMo6iuHi
CUA; peakuii. PapmakosioriyHi BNacTMBOCTI. BBefeHHS 3MiH nicns 6-mm
BiAnoBiganbHNA 3a MicAUIB Mic/a 3aTBEPKEHHS. 3MiHM | TUNy - FOTOBUIA NiKapCbKuii
BUPOGHMLTBO 3aci6. CTabinbHicTb. 3MiHa y TepMiHax NpUAaTHOCTI abo ymMoBax
wnpuua b: 36epiraHHs roTOBOro MikapcbKoro 3acoby: (3MiHa B yMoBax
KaHKnH 36epiraHHs roToBOrO JlikapcbKoro 3acoby abo nicns
6ioPapma IHk., pO3unHEeHHs/BiAHOBNEHHS) - lofaeTbes iHdopmauis: Mepepq,
CLA BBE/IEHHSIM HEOOXiAHO AaTn nocToATn /13 Npu KiMHaTHIl
Temnepartypi. Micnsa B3aTTA 3 XonoanbHMKa MoXe 36epiratncs B
opuriHasbHili ynakoBLji Npy KIMHATHIn Temnepatypi (He BuLe
250C) po 4 TvxHiB. Micna nepworo BiAKPUTTSA JTOTKIB MOPOLLIOK Ta
PO34YUHU A1 NPUTOTYBAHHSA PO3YMHY AN iH KL HeobXiaHO
3MilLyBaTK HeranHo Ta BBOAWUTY NauieHTy. MNicnsa 3millyBaHHS:
3[iliCHIOBaTV BBEAEHHSA HEraiHo, OCKINIbKW B'A3KICTb PO3YMHY
NocTiliHO 3pocTae. BBefeHHst 3MiH NpoTArom 6-T MicsALiB nicas
3aTBepMXEHHS. 3MiHKM | Tuny - FOTOBUIA Nikapcbkuii 3aci6.
CucTtema ynakoBka/ykynopka. 3miHa coopmu abo po3mipy
KOHTelHepa 4n 3aKynopioBasibHOro 3acoby (NepBUHHOI YNakoBKM)
(cTepunbHi nikapcbki 3aco6K), K HACNIAOK peecTpavii 6e3neyHol
ro/IKN 3MIHIOETLCA PO3MIp i hopma noTka ans wnpuua b.
BBefeHHS 3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAXKEHHS.
3MiHn | TURY - MeguuHi npucTpoi. 3miHa NpucTpoiB Ans
BUMIpIOBaHHA [031 ab0 BBEAEHHS Nikapcbkoro 3acoby
(monaBaHHA abo 3aMiHa NPUCTPOID, SKUIA HE € HEBIZ'EMHOD
4acTVHOI NEPBUHHOI YNakoBKuW) - NPUCTPIli, akuii mae CE-
MapKyBaHHS - 3amMiHa NOTOYHOI ro/IkN Ha 6e3neyHy ronky.
BBefeHHSA 3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAXKEHHS.
3miHu |l TUny - Nikapcbki 3acobu. 3miHa(1) Ao TepaneBTUYHKX
nokasaHb (f4oAaBaHHA HOBOrO TepaneBTUYHOTO NokasaHHA abo
3MiHM 3aTBEPAKEHOr0 NokKasaHHs) - 3MiHW A0 IHCTPYKUIT ANns
MEeAUYHOro 3aCToCyBaHHA y po34inu: MNokasaHHs. 3aTBepaKeHO:
OpMOHO3aNeXHW pak NnepeamixypoBoi 3a/103u.
3anponoHoBaHo: JlikyBaHHA TOPMOHO3a/1EXHOTO NOLUMPEHOTO
paky nepeamixypoBoi 3a/1031 Ta flikyBaHHS /1I0Kasli30BaHOr0 paky
nepesMixypoBoi 3a/1031 BYCOKOTO PU3UKY | MiCLLeBO-MOLLMPEHOr0
paky nepefmMixypoBoi 3a71031 y KOMbiHaLii 3 ONPOMIHEHHSAM.
BBefeHHs 3MiH nicnsa 6-Tu MicauiB nicns 3aTBEpPAKEHHS.
54. ENIrAPA 7,5 NOpPOLLOK A5 Actennac Higepnavgyn | BignoBiganbHuii 3a | HigepnaHgn/ BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/5758/01/01
Mr NpUroTyBaHHsA Papma HOpon BTOPUHHY HimeuyunHa/ loTOBWIA nikapcbkuii 3aci6. CTabinbHICTb. 3MiHA Y TepMiHax peyenmom
PO34MHy ANns B.B. ynakoBKy Ta CLWA npugatHocTi abo ymoBax 36epiraHHsi roTOBOrO /likapCbKoro
NiALIKIPHMX iH'EKLLIN BUMYCK cepil: 3aco6y: (3MiHa B yMOBax 36epiraHHsl roTOBOro NiKapcbKoro
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no7,5wmry
nonepegHL0
HarnoBHeHOMY
wnpuyi by
KOMMEeKTi 3
PO34MHHWKOM MO
343 mry
nonepegHL0
HarnoBHeHOMY
wnpuui A

Actennac ®apma
tOpon b. B.,
HigepnaHaw,

BiAnoBiganbHNA 3a
BWMYCK Cepil:

MepguleHe AT,
HimeuunHa,

BiAnoBiganbHNIA 3a

BVPOGHMLTBO
wnpuuya A,
wnpuua b,

KIHLIeBY ynaKkoBKy

Ta KOHTPO/1b
AKOCTI:
Tonmap IHK.,
CLUA;

BiAnoBigabHNIA 3a

BVMPOGHMLTBO
wnpuua b:
KaHkuH
6iodapma IHk.,
CLA

3acoby abo nicns po3unMHEHHS/BIGHOBNEHHS) - [lofaeTbesa
iHchbopmavis: Mepeq BBeAEHHAM HEOOXiAHO Aaty noctoaTn 13
npu KiMHaTHI Temnepartypi. Micnsa B3ATTA 3 XON0A4UTbHUKA MOXe
36epiratncst B opuriHasibHili ynakoBLi Npy KiMHaTHI TemnepaTypi
(He BuLe 250C) o 4 TvxHiB. Nicna nepLloro BiAKPUTTS SIOTKIB
MOPOLLOK Ta PO34MHW A8 NPUTOTYBaHHS PO3YMHY A/15 iH'EKLl
HeoObXiHO 3MilLyBaTV HeraimHo Ta BBOAWTY NauieHTy. Micns
3MillyBaHHS: 34iiCHIOBATV BBELEHHS HEraNHO, OCKi/IbKM B'SI3KICTb
PO34MHY NOCTINHO 3pocTae. BeefeHHs 3MiH NpoTAarom 6-Tu
MicAUIB Mic/a 3aTBEPKEHHS. 3MiHM | TUNy - FOTOBUIA NiKapCbKuii
3aci6. BupobHuLTBO. 3MiHV BMNPO6YyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisx, nig yac BUpo6HULTBA rOTOBOro
niKkapcbKoro 3acoby (iHLi 3MiHM) — 3MiHW B Maci BMICTY LUNPpULiB
A Ta B (3K Hacnigok 3amiHy BupobHuka wnpuuis b — Decton-
Dickinson (BD) Ha Schott). BBeeHHSA 3MiH NPOTArom 6-Tv MicsLiB
nicns 3aTBepiKeHHs. 3MiHu | Tuny - MeaunyHi npucTpoi. 3miHa
NpUCTPOIB A1 BUMIPIOBaHHS 4,031 ab0 BBELEHHS NiKapCbKoro
3acoby (gofaBaHHs abo 3amiHa NPUCTPOLO, KNI He €
HEeBiJ EMHOI YaCTWHOI NEPBUHHOI YNaKOBKW) - NPUCTPIN, SKWIA
Mae CE-mapkyBaHHS - 3aMiHa MOTOYHOT rO/IK1 Ha 6e3neyHy
rosniky. BBejeHHs1 3MiH NPoTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHS. 3MiHM | TUNy - FTOTOBUIA Nikapcbkuii 3aci6.
CucTtema ynakoskalykynopka. 3miHa coopmu abo po3mipy
KOHTelHepa 4u 3aKynopioBaslbHOro 3acoby (NepBUHHOT YNakoBKM)
(cTepunbHi nikapcbki 3ac06M) Sk HacNiAoK peecTpadii 6e3neyHoil
rO/IKM 3MIHIOETLCA PO3Mip i hopma noTka gns wnpuua b.
BBEEHHS 3MiH MPOTAroM 6-T1 MicALIB NiCNA 3aTBEPLXKEHHS.
3MiHu | TUNYy - Jlikapcbki 3ac06u. BHECEHHS 3MiH(M) Ha BUMOrY
MO3 3rigHO 3 pekoMeHAauisMN HaLioHaNIbHUX KOMMETEHTHUX
opraHiB, MiXXHapoAHWX OpraHisauiii, perynsTopHuUX areHuii iHwmx
KpaliH Micn1s OuiHKM HerainHoro 06MeXeHHs! LLoA0 6e3neku,
MapKyBaHHS, XxapaKTepHOro 415 neBHoi hapMakosoriyHoi Ta/abo
dhapmakoTepaneBTUYHOT rpynu, peryasapHO OHOB/IIOBAHOIO 3BITY
3 6e3neku, NnaHy ynpae/iHHA pU3nMKaMun, KOHTPOTbHUX
3axogis/cnevjianbHnX 3060B’A3aHb, 3MiH 415 Bi0OPaXKeHHS
KOPOTKOI XapakTepuCTUKK NikapcbKoro 3acoby Ta iHCTpyKLii gns
MeAMYHOro 3acTOCYBaHHA (BNPOBAMKEHHS Y3ro[KeHNX 3MiH Y
dhopMy/ItoBaHHi, LWOA0 AKX 3asiBHUK HE HAAA€ XXOAHNX HOBUX
[0[aTKOBMX AaHuX) - 3MiHW [0 IHCTPYKUIT A1 MeguyHoro
3acTocyBaHHA y po3ginu: MpoTunokasaHHs. Baaemogia 3 iHWMMK
nikapcbknMmn 3acobamu Ta iHWi Buamn B3aemogii. OcobnunsocTi
3acTocyBaHHs. 3acToCyBaHHS y nepiof BaritTHOCTi abo rogyBaHHs
rpyasto. 34aTHICTb BNAMBATY Ha LUBMAKICTb peakLii npn
KepyBaHHi aBTOTPAHCNOPTOM ab0 Po6OTi 3 iHLIMMU MEeXaHi3Mmamu.
Cnocib 3acTocyBaHHs Ta Ao3u. Oitn. MNepego3yBaHHsA. MMo6iuHi
peakuii. PapmakonoriyHi BNacTMBOCTI. BBefeHHs 3MiH nicns 6-m
MicsLiB nicns 3aTBepaykKeHHs. 3MiHn |l Tuny - FOTOBWIA Nikapcbkuii
3aci6. Cuctema ynakoBka/ykynopka. 3MiHa y NepBUHHI ynakoBLi
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
rOTOBOrO NiKapCbKOro 3acoby (sSiKiCHWIA Ta KiflbKiCHWIA cknag) -
CcTepwsbHI Nikapcbki 3ac06M Ta Nikapcbki 3acobm
6i010ri4YHOro/iMyHO/OMNYHOTO MOXOKEHHS - 3aMiHV BUPOGHUKA
wnpuuis b — Decton-Dickinson (BD) Ha Schott. BBeAeHHSA 3MiH
NPOTAroM 6-T MiCALIB MiCNsA 3aTBepAKEHHS. 3MiHu |l Tuny -
Nikapcbki 3acobu. 3miHa(v1) [0 TepaneBTUYHUX NOKa3aHb
(mofaBaHHs HOBOTO TepaneBTUYHOrO NokasaHHsA abo 3MmiHK
3aTBEPKEHOr0 MoKasaHHs) - 3MiHU [0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHSA y po3finu: MNMokasaHHA. 3aTBepaKeHo:
FOpMOHO3a1eXHWI pak NnepeaMixypoBoi 3a/103K.
3anponoHoBaHo: JlikyBaHHS TOPMOHO3a/1€XXHOTO MOLUVPEHOrO
paky nepeamixypoBoi 3aU1031 Ta NikyBaHHS /10Kali30BaHOT0 paky
nepesMixypoBoi 3a/1031 BUCOKOTO PU3UKY i MiCLLeBOMOLLUMPEHOTO
paky nepeamixypoBoi 3a71031 y KOMbiHaLii 3 ONPOMIHEHHSAM.
BBefAEeHHA 3MiH NPOTArOM 6-TU MicALIB NiCNs 3aTBEPAYKEHHS.
55. E/NTOKOM-C® Masb no 15 r abo no LepiHr-Mnay LBeliuapis 3enTiBa Canik TypeuunHa BHECEHHSA 3MiH [0 peecTpayiiiHux maTepianis: 3a UA/4787/01/01
45 ry Ty6i, no 1 Ty6i CeHTpan Ict YptoHnepi CaHai 3MiHK | TUNY - NOAAHHSA OHOBMEHOTO cepTudiikaTta R2-CEP 1993- | peyenmom
B KapPTOHHI kopobLyi Al Be Timkapet A.LL. 008-Rev 04 ans caniunnosoi KUCOTY Bif, BXXe 3aTBEepIXEHOro
BMPOGHUKa
56. EHEPNIB® Kancysm m'ski no MeHapiHi TMokcembypr Bupo6HmyTBO "in HimeuunHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3minu Il Tuny - 6e3 UA/5631/01/01
300 mr Ne30 (10x3), IHTepHeLLoHan bulk", kOHTpO/b 3MiHu Wopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsay. 3MiHu peuyenma
Ne50 (10x5), Ne100 OnepeiiwoHc cepiii: Y KOPOTKili XapakTepucTuL,i NikapcbKoro 3acoby, TeKCTi
(20x5) y 6nicTepax TNokcembypr KaraneHt MapKyBaHHS Ta IHCTPYKU|i A1 MEAMYHOIO 3aCTOCYBaHHA Y
C.A. HimeuunHa 3B’A3KY i3 HOBUMU A@HUMU 3 SKOCTI, AOKNIHIYHUMU, KNIHIYHUMUN
E6epbax Mmo6X, AaHVMU Ta fJaHumuy 3 chapmakoHarnsgy (3MiHu [0 iHCTPYKUITy
HimeuumnHa; po3ginu: "OcobmBOCTi 3acTocyBaHHA", "3acTocyBaHHS y nepiog,
KiHueBe BariTHOCTi abo rogyBaHHA rpyaar”, "Cnocié 3acTocyBaHHs Ta
nakyBaHHs: [o3n" (pegarysaHHs po3giny), "Mo6iuni peaxuii'); 3miHum Il Tuny -
KaraneHt 3MiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
HimeuunHa [LOMNOMIXHMX PevyoBUH. 3MiHa napameTpiB cneumndikauiii Ta/abo
LLopHaopd M6X, [ONYyCTUMUX MEX A5 AONOMDKHOI PEHOBUHY (3MiHa 3HAXOAMUTLCA
HimeuunHa; no3a 3aTBepAXeHVMN JONYyCTUMUMK Mexamu creundikadi)
KiHueBe (3MiHa CTOCYETbCA MEX KiSIbKICHOro BMICTY aueToHY —
nakyBaHHs, 3anponoHosaHo: 1.8 — 2.5 % (V/V); 3minu | Tuny -

KOHTPO/b Ta
BWMYCK Cepiii:
BEP/IH-XEMI AT,
HimeuunHa

AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOT AinbHUL
(BkntOYarOUM AinbHUL Ans AD|, NpOMiXXHOro NpoaykTy abo
rOTOBOrO /iKapCbKOro 3acoby, AiNbHULI 418 NPOBEAEHHS
nakyBaHHs, BUPOGHWMKa, BigNOBigaIbHOTO 3a BUMYCK Cepil, Micue
NpoBeEeHHSA KOHTPOO cepil) abo noctavyasibHUKa BUXiZAHOMO
martepiany, peareHTy abo AONOMDKHOT PEYOBUHM (SIKLLLO
3a3HayeHo y A0CbE) (BUyYEHHS OAHOTO 3 BUPOGHWKIB,
BiANOBIAa/IbHUX 3a BUNYCK cepii — KaTaneHT HimeuyunHa E6epbax
6X); 3miHu | TNy - 3miHn 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI EBpONECHKii
thapmakonei/moHorpadii. NMogaHHA HOBOro abo OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI abo BUNYyYEHHS cepTudikara
BiANoOBIgHOCTI €Bponeiickkili hapmakonei: gns A®l; ona
BUXIQHOro MaTepiasy/peareHTy/npoMixXHOro NpoayKTy, Lo
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
MocBiOYEeHHs

BMKOPUCTOBYIOTLCH Y BUPOOHMUTBI API; ANs [ONOMDKHOT
peyoBuHM (iHLLI 3MiHK) (MOAAHHSA akTyaslbHOro cepTudikaty
BiANOBigHOCTI €D BiA Ait0HOro BUPOGHKKA AOMNOMIXHOT PEeHOBUHM
(xenatunH) R1-CEP 2000-116-Rev 02, R1-CEP 2001-424-Rev
03, R1-CEP 2003-172-Rev 01.); 3miHu | Tvny: 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6.

CTabinbHicTb. 3MiHa y TepMiHax NpuAaTHOCTI abo ymoBax
36epiraHHs roToBOro MikapcbKoro 3acoby (iHwWi 3MiHW) (HagaHHSA
pe3ynbTaTiB Mic/a 3aBepLUEHHS AOCiIKEHb 3i CTabiNbHOCTI);
3MiHu | TUNYy - 3MiHK 3 siKocTi. FoTOBWIA Nikapcbkuii 3aci6.
CtabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo ymosax
36epiraHHs roToBOrO NiKapCbKOro 3acoby (iHLi 3MiHK) (OHOBNEHA
[OKyMeHTaLlist ANA NepBMHHOT yNnakoBKM BiANOBIAHO A0
Commission Regulation (EU) No 10/2011 gns nnacTukoBux
matepianis Ta NpefMeTIB, L0 KOHTaKTYIOTb 3 Xap4oBUMMN
npogykramu (3 npaskamu). 3MiHu B cnevumdikawii BiaCyTHi); 3MiHM
| TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbkuii 3acib. Cuctema
KOHTeliHep/3akynoproBa/ibHWiA 3aci6 (iHLWi 3MiHK) (OHOBMEHA
[OKyMeHTaLlist ANA NepBMHHOT yNnakoBKM BiANOBIAHO A0
Commission Regulation (EU) No 10/2011 gnsa nnacTukKoBux
matepianis Ta NpefMeTIB, L0 KOHTaKTYIOTb 3 Xap4oBUMMN
npogykramu (3 npaskamu). 3MiHu B cnevumdikawii BiaCyTHi); 3MiHK
| Tuny - 3MiHK 3 AKOCTI. FOTOBWIA Nikapcbkumii 3aci6. KoHTponb
roTOBOrO flikapcbkoro 3acoby. 3MiHa y MeTofax BUNpobyBaHHA
roTOBOro Nikapcbkoro 3acoby (He3HauyHa 3MiHa y 3aTBepoKeHUX
MeToAax BUNpobyBaHHS) (3MiHU CTOCYIOTbCA pefakLitHnX
npaBoK A0 MeToAiB «laeHTudikauia docdoninigis», «KinbkicHni
BMICT doocchoninigis coeBux 606i8, po3paxoBaHuM 3a
docaTnannxoniHom», «KifibkicHe BU3HaYEHHs anbga-
ToKopeposny», «KUCNOTHE YACI0», «3a/INLLIKOBI OpraHiyHi
PO3UYUHHUKM», «MBY»); 3MiHM | TNy - 3MiHK 3 sAKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTPONb roTOBOrO /iKapCbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX FOTOBOr0
nikapcbKoro 3acoby (iHLi 3MiHW) (L0AAHHA KOAIB BHYTPILLHIX
MeTOAVK, SKi He 3MIHUNCS, 3MiHW 3a NnapameTpamun «KncnoTHe
yncno» «MepokcnaHe umcno» y AonycTUMUX Mexax, a came
3amiHa Bupasy «He 6inbLue YuM» Ha «MaKCMMaslbHO», SIK Le B
opuriHasIbHOMY A0CbE, 3MiHM 3a napameTpoM «KinbKicHuiA BMIiCT
anbha-Tokoheposny», a caMme, AoAaHHA KoLy HE3MIHEHOT
MeTOAMKM Ta pefakLiiiHa 3MiHa Y MexXax LUMSXOM YTOUHEHHS, Lo
MeXi 3a3HaueHi y po3paxyHKy Ha Kancysny, 3MiH1 y po3gini
«MBY», 3MiHa napameTpiB cnevumdikayii g1 BUNycky cepii Ta
crneundikavii Ha TepmiH 36epiraHHsa y po3aini «KinbkicHe
BM3HAYEHHS», a came BHECEHHS iHhopMmalLii LLOAO BU3HAYEHHS
dhocdponinigis yepes akTMBHWI Mapkep dochaTnannxonivy, y
TOMY YMCAi 4719 KOHTPO/IK0 cTabifIbHOCTI BMICTY chocdponinigis.
OHoBieHHs po3giny 3.2.P.6.); 3miHu | Tuny - 3MiHW 3 AKOCTI.
[0TOBWIA Nikapcbknii 3aci6. KOHTPO/Ib AONOMIDKHMX PEYOBUH (iHLUI
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
MocBiOYEeHHs

3MiHM) (OHOBMEHHS cneumdikaLiin 418 4ONOMiIXHUX PEYOBUH
(Ethanol (96% Ph. Eur.) denaturated with Acetone (Ph.Eur.);
3MiHn | TURYy - 3MiHK 3 SiKocTi. FoTOBWIA Nikapcbkuii 3aci6. Onuc
Ta cknag. 3miHa y cknagi (40noMiKHUX peyoBrHax) roToBOro
nikapcbKoro 3aco6y (iHwi 3MiHM) (KiIbKICHWIA BMICT AOMOMDKHUX
peyoBMH 060JIOHKM Kancym MOXe BapitoBaTucs y mexax +/- 8%
3 TEXHIYHMX NPUYKH. BignoBsigHi gianaszonn 6ynu gogaHi ons
iHchbopmawii); 3miHy | TURy - 3MiHK 3 aKkocTi. A®Il. CTabinbHICTb.
3miHa nepiofy NOBTOPHMX BMNpobyBaHb/nepiogy 36epiraHHs abo
ymoB 36epiraHHs A®I (3a BiACYTHOCTI Y 3aTBEP)KEHOMY AOCLE
cepTucbikaTa BiANOBIAHOCTI EBpoNeiickbkili hapmakonei, Lo
BK/IOUAE Nepiof MOBTOPHOr0 BUNPOGYBaHHS) (iHLWi 3MiHWM)
(oofaHHA aaHux 3i cTabifIbHOCTI, WO NpoBeAeHi KOMMaHie
Lipoid y po3gin 3.2.S.7.); 3miHu | Tuny - 3miHun 3 skocTi. AdI.
KoHTposnb A®l. 3miHa y MeTogax BunpobyBaHHa APl abo
BUXIQHOIo MaTepiasly/NpoMiXXHOro NPOAYKTYy/peareHTy, LWo
BVKOPWCTOBYETbLCA Y NpoLieci BUPO6HMLUTBA AP (iHLWi 3MiHK Y
mMeTodax BUNpobyBaHHA (BKIOYatouy 3amiHy abo AONOBHEHHS)
A®| ab60 BUXigHOro/NPOMiKHOTO NPOAYKTY) (3MiHK B MeTOoAMLI ANs
BM3HAYEHHS BaXKKMX MeTauliB); 3MiHuM | Tuny - 3miHun 3 AkocTi. API.
KoHTponb A®I. 3miHa y napameTpax crneumdikauiii Ta/abo
LOMYCTUMMX MEX, BU3HAUYEHNX Yy creundikaLiax Ha A®l, abo
BVXiAHWA/NPOMDKHUIA NpoAYyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTBa APl (40NOBHEHHSA crieumdikaLii HOBUM
NOKa3HMKOM SIKOCTi Ta BiANOBIAHUM METOA0M BUNPOOYBaHHS)
(3miHa cTocyeTbes Ana Soya beans gogasaHHA HOBOro
napameTpy «laeHTudikauis» Ta BignoBigHO MeToay, a came
TLWX); 3miHn | TUNY - 3MiHK 3 AKOCTi. A®l. BUpO6HMLTBO. 3MiHN B
npoteci Bupo6HuuTea AP (iHwi 3MiHK) (HagaHH:A G6inbLu
neTanbHoi iHdopmauii Wwoao reorpad)iyHoOro NOXOMKeHHS Ta
360py coeBux 606iB, a TakoX BUPO6HMLTBA Jlinoiga S 80 Ta
Ninoiga PPL 600. HagaHHs HOBUX po3g4inie gocbe 3.2.S.1 Ta
3.2.S.3. y 38’A3Ky 3 HoBUM CTD chomatom Mogyns 3); 3MiHu |
TMny - 3MiHK 3 AkocTi. A®I. KoHTponb A®l. 3miHa y napameTpax
cneundikauin Ta/abo AONYCTUMUX MEX, BUSHAUYEHUX Y
cneundikauisix Ha Adl, abo BUXigHWIA/NPOMDKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NpoLeci
BMpOo6HMLUTBAa ADI (iHWi 3MiHK) (OHOBMEHHS PO3ainy
cneuudikauii A®I Coesi bobu "CneundiikoBaHi OMILLKN. Baxki
MeTanun"); 3miHu | Tuny - 3miHn 3 sikocTi. APl. KoHTponb AdI.
3MiHa y napameTpax crneundikauii Ta/abo AonyCTUMUX MEX,
BM3HA4YeHNX Y cneundikauisx Ha A®l, abo BUXigHWIA/NPOMDKHUIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NpoLeci
BMpO6HMLTBA ADI (iHLWi 3MiHK) (OHOBMEHHSA pPO3ainy
cneuudikauii A®l Coesi bobu "MBY"); 3MiHn | Tuny - 3MiHn 3
skocTi. A®Il. KoHTposib A®L. 3miHa y napameTpax cnewmdikauii
Ta/abo fonycTMMUX MeX, BU3HAYEeHNX Y cneundikauisx Ha Adl,
ab0 BUXIAHUA/NPOMIXHWIA NPOAYKT/peareHT, Lo
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Ne
n/n
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JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

Kpaina

Bupo6Huk
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Ymosu
BionycKy

Homep
peecmpayitiH
020
MocBiOYEeHHs

BWKOPUCTOBYHOTLCA Y NpoLeci BUpobHuuTBa AP| (iHLWi 3MiHW)
(3miHa cTocyeTbCsi OHOB/IEHHA Y cneyudikauii Ha Lipoid S 80
(dry substance/ethanolic solution) po3giny "Onuc", a came
[ofaBaHHs iHhopmaLii WoA0 30BHILLHBOr0 BUrNSAAY CyXoi
PEYOBMHN HA €TAHO/IbHOTO PO34KHY); 3MiHM | TUNY - SMiHK 3
akocTi. A®l. KoHTposib A®L. 3miHa y napameTpax crevmdikauii
Ta/abo fonycTMMUX MeX, BU3HAUYEeHUX y cneuudikauisx Ha API,
ab0 BMXigHWIA/NPOMDKHWIA NpoAYKT/pearexT, Lo
BUKOPVCTOBYIOTbCS y Npoueci BUpobHuuTBa A®| (40NOBHEHHS
cneumaikalii HOBYM NOKa3HUKOM SKOCTI Ta BiAMNOBIAHUM
MeToAoM BUNpobyBaHHs) (Crneumdikalis po3unHy 3HeXMPEHUX
36arayeHnx coeBux dpoccponinigis Lipoid PPL 600, a came ans
nposefieHHs BunpobysaHHA 3a napameTpoM "KinbkicHe
BM3Ha4YeHHs chocdoninigis" 4ONOBHEHO HOBUM MeTOAOM 1-L-M-
TP/TP-PC); 3miHu | Tuny - 3MiHu 3 AkocTi. A®IL. KoHTposnb API.
3miHa y napameTpax cneyudikauii Ta/abo gonycTuMmMx Mex,
BM3HaYeHuX y cneundikauisx Ha A®l, abo BUXigHWIA/NPOMDKHUIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPoLeci
BUpo6HMLUTBa AP| (LONOBHEHHA cneuudikallii HOBUM NOKa3HUKOM
AKOCTi Ta BiANOBIAHMM MeToA0M BUNpobyBaHHSA) (Cneundikauis
pO34MHY 3HEXMPEHUX 36araveHnx coesmx chocdponinigis Lipoid
PPL 600, a came gnsl npoBefeHHA BUNPOOYyBaHHA 3a
napameTpoM "KifnlbkicHe BU3HaueHHs chocdoninigis” 4ONOBHEHO
HOBMM MeToAoM [leHcuToMeTpis BignosigHo o RPS 1117);
3MiHuM | TMny - 3MiHK 3 AkocTi. APl KoHTponb A®L. 3miHa y
napameTpax crneundikauii Ta/abo AONYCTUMUX MEX, BUSHAYEHNX
y cneyudikauisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLECi
BMPO6HMLTBA AP (3BY)KEHHS JOMYCTUMUX MEX, BUSHAYEHUX Y
cneuundikau,ii) (3BY>XXEHHS AONYCTUMUX MeX napameTpy
cneumdikauii A®! Lipoid S 80 - Bu3HaueHHs ViogHoro uncna);
3MiHn | TUny - 3MiHn 3 akocTi. A®L. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AONYCTUMUX MEX, BUSHAYEHUX
y cneyudikauisix Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
nNpoAayKT/peareHT, W0 BUKOPUCTOBYIOTLCSA Y MPOLECi
BMPOGHMLTBA AD| (BUTYYEHHSA HE3HAYHOIO NOKa3HUKa AKOCTI
(Hanpuknag, BUNyYeHHs 3acTapifioro NnokasHuka)) (BUny4eHHs i3
crneungikauii 3HeXUpeHnx 36arayeHnx coeBux chocdponinigis
Lipoid S 80 napametpy "MBY"); 3miHu | TUNY - 3MiHX 3 AKOCTI.
A®I. KoHTponb A®I. 3MiHa y napameTpax cneuudikauiii Ta/abo
O0NyCTUMUX MEX, BU3HaueHuX y cneuudikadisx Ha Adl, abo
BVIXiHWA/NPOMDDKHWIA NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea A®| (BUy4EHHA HE3HAYHOIO NOKa3HuKa
AKOCTI (Hanpuknag, BUy4eHHs 3acTapifioro NokasHuka))
(BUNYyYEHHA HEe3HAYHOro nNapameTpy crneumdikauii 3HeXMpPeHnx
36araveHnx coesux pocgoninigis Lipoid S 80, a came
BM3HAYEHHS - "P03M0Ain XMpHUX Kncnot"); 3miHm | Tuny - 3miHn 3
SKOCTi. A®I. KoHTposib A®I. 3miHa y meTogax BUNpobyBaHHA AdI
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
MocBiOYEeHHs

ab0o BUXigHOro martepiany/npoMikHOro NPOAyKTy/peareHTy, Lo
BVIKOPWCTOBYETbLCA Y NpoLieci BUPO6HMLUTBA AP (iHLWi 3MiHK Y
mMeTogax BUNpobyBaHHA (BKIOYatouy 3amiHy abo AONOBHEHHS)
A®| ab0 BUXigHOrO/NPOMIXHOro NPOAYyKTY) (4O0MNOBHEHHS
napameTpy cneyudikawii 3HeXMPEHNX 36ara4yeHnx COEBNX
hocchoninigis Lipoid S 80 AN KifbKICHOrO BU3HAYEHHSA
anbharokodeposly HOBYM METOLOM — METO[, ra3oBol
xpomatorpadii BignosigHo RPS 2030); 3miHu | Tuny - 3miHu 3
akocTi. A®Il. KoHTponb A®I. 3miHa y MeTogax BunpobyBaHHa AdI
ab0o BUXigHOro martepiany/npoMikHOro NPOAyKTy/peareHTy, Lo
BVKOPWCTOBYETbLCA Y NpoLieci BUPo6HMLUTBA AP (iHLWi 3MiHN Y
MeToAax BUNpobyBaHHA (BKOYatouy 3amiHy abo AONOBHEHHS)
A®I a60 BuUxigHOro/npoMikHOro NnpoaykTy) (JopasaHHA meToay
L5 KiNbKICHOrO BM3HaYeHHs chocdhaTngnnxonivy y PPL 600
(meTog piavHHOT XpomaTorpadii BignosigHo go L-M-HPLC-CAP);
3MiHM | TMNYy - 3MiHK 3 AkocTi. ADL. KoHTposb A®L. 3miHa y
mMeTofdax BunpobyBaHHs A®| abo BuXigHOro
mMartepiany/npomiKHOro nNpoayKTy/peareHTy, Wwo
BUKOPUCTOBYETLCA Y npoLeci BUpo6HuLTBa ADI (iHLWi 3MiHW Y
MeToAax BUNpobyBaHHA (BK/IHOUaKOUM 3aMiHy ab0 JOMOBHEHHS)
A®I| abo BuxigHoro/npomikHoro npogykTy) (Cneuudikauis
PO34MHY 3HEXMpPEeHMX 36aradeHnx coeBux ocdoniniais Lipoid
PPL 600, a came g1 NpoBeAEHHS BUNPOOYBaHHS 3a
napameTtpom "KinibkicHe BM3HaueHHs anbga-Tokogdepony”y PPL
600 LONOBHEHO HOBUM METOAOM - (POTOMETPIS BignoBigHO A0 L-
M-TO); 3MiHn | TUnYy - 3MiHK 3 akocTi. A®Il. KoHTponb AdL. 3miHa
y napameTpax cneuudikauiii Ta/abo onyCTUMNX MEX,
BM3HAYEHUX Yy cneuundikauisx Ha A®l, abo BUXigHWIA/NPOMKHUIA
NpoAyKT/peareHT, W0 BUKOPUCTOBYIOTLCSA Y MPOLECi
BMPOGHMLTBA AD| (BUTYYEHHA HE3HAYHOIO NOKa3HUKa AKOCTI
(Hanpuknag, BUIy4YeHHs 3acTapifioro nokasHuka)) (BUny4YeHHs
He3Ha4YHOro napameTpy cneungikaLii 3HEXNUPEHNX 36arayeHnx
coeBux chocdponinigis Lipoid S 80, a came BU3HAYEHHS -
"Concentration of ethanolic S 80 solution"); 3MiHu | TUNy - 3MiHK
3 aKocTi. A®l. KoHTponb A®Il. 3miHa y napameTpax cneuudikauii
Ta/abo fonyCTMMUX MEeX, BU3HAYEHNX Y cneuundikauisx Ha AdI,
a60 BUXigHWI/NPOMDKHUIA NpOoAYKT/pearexT, LWo
BMKOPVCTOBYIOTbCSA Y npoueci BUpobHuuTBa A®I (4ONOBHEHHS
cneumadikavii HOBUM NOKa3HUKOM SKOCTI Ta BiAMNOBIAHUM
MeTOZ0M BUMPOBYBaHHS) (A04aBaHHA HOBOro napameTpy Ao
cneundikauii 3HexvpeHi 36araveHi coesi chocdponiniam Lipoid S
80, a came «lgeHTudikauisi/BunpobyBaHHsA Ha YACTOTY» i3
BigNoBigHMM AoAaBaHHsAM MeToay: 1 — TLWX BignosigHo Ao L-M-
ADC1); 3MiHn | Tuny - 3MiHn 3 axkocTi. A®Il. KoHTponb A®I. 3miHa
y MeTogax BunpobysaHHa A®l abo BuxigHoro
mMaTtepiany/npomiKHOro NpoAaykTy/peareHTy, LWo
BMKOPUCTOBYETHLCA Y NpoLieci BUPo6HMLUTBa AD| (HE3HAYHI 3MiHK
y 3aTBEpKEHNX MeToAax BUNPO6yBaHHs) (3MiHa CTOCY€ETbCSA
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
MocBiOYEeHHs

crneundikaii po3urHy 3HEXUPEHUX 36arayeHnx COeBUX
occhoninigis Lipoid PPL 600, a came A/151 NpoBeAEHHS
BMNpOoGYyBaHHSA 3a NapameTpoM "“laeHTudikauis/BunpobyBaHHsA
Ha YMCTOTY" NepernsiHyTo 3aTBepxeHnii metog TLUX BignosigHoO
[0 RPS 5086, BHeceHO HE3HAYHI 3MiHW Ta NepeliMeHOBAHO Ha
RPS 2300); 3miHn | Trny - 3MiHK 3 aKocTi. A®l. KoHTponb AdI.
3MiHa y meTofax BunpobyBaHHsa APl abo BuxigHoro
marepiany/npomikKHOro NpoayKTy/peareHTy, Lo
BVKOPWCTOBYETbLCA Y NpoLeci BUPO6HMLTBA ADI (iHLWi 3MiHK Y
MeToAax BUNpobyBaHHA (BK/IOYaOUM 3amiHy abo JOMNOBHEHHS)
A®| abo BuXigHOro/npomikHOro NpoAykTy) (JodaHHsA meTody Ans
KinbkicHoro Bu3HauyeHHs dpocatugnnxonidy y PPL 600: 1
MeTog, - PepMeHTaTUBHUIA KONOPUMETPUYHNI aHani3 y
BignosigHocTi fo L-M-PC3; 2 meTop, - 3aTBepAKeHWi
AeHcuToMeTpuyHMiA MeTos RPS 1684, skuii 3aCTOCOBYETHLCSA
BMpoGHMKOM "in bulk", 6yno nepeiimeHoBaHo Ha RPS 1117);
3MiHn | TURYy - 3MiHn 3 akocTi. A®L. KoHTponb A®I. 3miHa y
MeToAax BUnpobyBaHHs AD| abo BuXigHOro
mMaTtepiany/npomiKHOro nNpoaykTy/peareHTy, LWo
BVIKOPWCTOBYETbLCA Y NpoLieci BUPO6HMLUTBA AP (iHLWi 3MiHK Y
mMeTogax BUNpobyBaHHA (BKIOYatouy 3amiHy abo AONOBHEHHS)
Ad| abo BUXiAHOTO/NPOMIXHOrO NPOAYKTY) (Ao4aBaHHSA HOBOTO
MeToay A5 MPOBEAEHHS KiNIbKICHOrO BUNPO6byBaHHA ANs
BU3HauyeHHs Phosphatidylcholine (PC) in S 80 — meTopg
AeHcutTomeTpii 3rigHo 3 meTtoaukoo RPS 1117); 3MiHum | Tuny -
3MiHu 3 siKocTi. A®Il. KoHTposb A®I. 3miHa y napameTpax
cneundikauin Ta/abo AONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdgikauisix Ha Adl, a6o BUXigHWIA/NPOMIKXHWIA
NpoAyKT/peareHT, W0 BUKOPUCTOBYIOTLCSA Y MPOLECi
BMPOGHMLTBA AD| (fONOBHEHHS cneuudikalii HOBYM MOKa3HUKOM
SAKOCTi Ta BiANOBIAHM METOAOM BUNPOGYBaHHSA) (f0AaBaHHS
HOBOro NapamMmeTpy A0 cneumdikavii 3HeXnpeHi 36arayeHi CoeBi
docchoninign Lipoid S 80, a came
«lgeHTudikauis/BunpobyBaHHSA Ha YUCTOTY» i3 BiZNOBIAHUM
AopasaHHAM meToay: 2 — TWX BignosigHo fo RPS 2300); 3miHu
| Tuny - 3miHn 3 akocTi. A®L. KoHTponb APl 3miHa y napameTtpax
cneuudgikauin Ta/abo [oNyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikayisx Ha A®l, a6o BUXIGHWIA/MPOMDKHU
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPoLEeci
BUpo6HULUTBa AP| (LONOBHEHHA cneuudikallii HOBUM NOKa3HUKOM
AKOCTI Ta BiAMNOBIgHVM METO40M BUNPOOYBaHHS) (4OMNOBHEHHS
cneumdikauii po34UnHy 3HEXMPeHUX 36aradyeHnx COEBUX
occponinigis Lipoid PPL 600 3a napameTpom
«lgeHTudikalis/BunpobyBaHHS Ha YNCTOTY» HOBUM METOAOM
BignosiaHo o0 L-M-ADC1); 3MiHu | Tuny - 3miHu 3 AkocTi. API.
KoHTposnb A®I. 3miHa y meTogax BunpobyBaHHsa APl abo
BYVXifHOrO MaTtepiany/npoMiXXHOro NpoAyKTy/peareHTy, Wwo

BUKOPUCTOBYETLCS Y Npoueci BUpo6HMUTBa A®I (iHWi 3MiHW Y
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
MeToAax BUNpobyBaHHA (BK/IOYaOUM 3amiHy abo AOMNOBHEHHS)
A®| abo BMXigHOrO/MPOMIXXHOIO NPOAYKTY) (AoAaBaHHSA MeToay
[ONA KinbKicHOro Bu3HaveHHs pocatngunxoniny (PC) in S 80
(meTog piavHHOI XpomaTorpadii BignosigHo ao L-M-HPLC-CAP);
3MiHn | TURYy - 3MiHn 3 akocTi. A®L. KoHTponb A®I. 3miHa y
MeToAax BunpobyBaHHs A®| abo BuXigHOro
mMaTtepiany/npomiKHOro nNpoAaykTy/peareHTy, Wo
BVKOPWCTOBYETbLCA Y NpoLieci BUPo6HMLUTBA AP (iHLWi 3MiHK Y
mMeTodax BUNpobyBaHHA (BKOYatouy 3amiHy abo AONOBHEHHS)
Ad| ab0 BMXigHOro/NpPOMIXHOro NpoaykTy) (3amiHa metoauka L-
M-PC2 ans npoBeAeHHs KiflbKiCHOTO BUNPOGYyBaHHS ANs
BU3Ha4YeHHs Phosphatidylcholine (PC) in S 80 — Ha meToz,
E€H3MMaTNYHOT KoNopuMeTPIi 3rigHo 3 meTogom L-M PC3)
57. ENIPYBIUVH PO34MH AN iH'EKLN, NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu | Tuny - 3a UA/7635/01/01
2 mr/mn no 5 mn (10 "Kvismeganpen "KviBmegnpenapa 3MiHM Woao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. 3miHu peyenmom
Mmr), 25 mn (50 mr) y apart” T Y KOPOTKili XapakTepucTuL,i NikapcbKoro 3acoby, TeKCTi
chiakoHax MapKyBaHHS Ta iIHCTPYKLiT 41151 MeiNYHOro 3aCTOCYBaHHS
(nakyBaHHs i3 in bulk reHepnyHuX/ribpuaHnx/6ionofibHNX nikapcbkMx 3acobis nicns
ipMun-BrpobHUKa BHECEHHS Ti€l caMoi 3MiHM Ha pedbepeHTHMIA npenapart (3MiHa He
«®pe3seHiyc Kabi noTpebye HafaHHS XOAHUX HOBUX AOAATKOBMX AaHWX) (3MiHM A0
OHKONoAXM IHCTPYKUIi 418 MEANYHOrO 3aCTOCYBaHHS y po3ainu:
NimiTen», 1HAiN) dapmakoTepaneBTMyHa rpyna (yToYHeHHs Ha3swu) MNoka3aHHs.
MpoTunokasaHHsa. Ocobmei 3axoan 6e3nekn Blaemogis 3
iHLIMMK NiKapcbKMMKU 3ac06amMm Ta iHLWi BUAY B3aEMOLIN.
Oco6MBOCTi 3aCTOCYBaHHA. 3acTOCyBaHHSA Yy nepiog, BariTHOCTI
abo roflyBaHHs rpyaato. 34aTHICTb BNAMBATY HA LWBUAKICTD
peakuii Npy kepyBaHHi aBTOTPAHCMOPTOM @60 iHLIMMK
MexaHismamu. Cnoci6 3actocyBaHHs Ta fo3n. [Mepefo3yBaHHs.
MoGiyHI peakuii, 3rigHo 3 iHhopmavieto WoA0 MegnyHoro
3acTocyBaHHA pedepeHTHoro (PAPMOPYBILIH
LUBNAKOPO3UYMHHWI) nikapckkoro 3acoby.) (TepMmiH
BBEJEHHSI 3MiH MPOTArOM 3-X MiCsILiB MiCNs 3aTBEPAKEHHS)
58. ENIPYBIUVH KOHUeHTpaT ans EBEBE ABCTpist EBEBE ®apma ABCTpIs BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/4356/01/01
"EBEBE" pO3UMHY ANns Papma lec.m.6.X. Hor.KI 3MiHM | TUNY - 3MiHa y MeTogax BUNpobyBaHHSA roToBOro peyenmom
iHcpysin, 2 mr/mn no lec.m.6.X. nikapcbKkoro 3acoby - 3MiHa Metoay TLX «lgeHTudikauis
5 mn (10 mr), abo no Hdor.KI Enipy6iunHy», mogudikauis metogy BEPX «BMmicT Ta cynyTHi
25 mn (50 mr), abo AoMiLkn Enipy6iumHy»
no 50 mn (100 mr),
a6o no 100 mn (200
Mr) y donakoHax Ne 1
59. ENIPYBILUVHY MOPOLLIOK ToBapucTBo 3 YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH IO peecTpavjiitHux maTepianis: 3miHu | Tuny - - UA/12188/01/01
riAPOXNOPUA, | (cybeTaHuis) y 06MEXEHO 06MeXeHOo AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo aapecu
6aHkax ans BiANOBiAabHI BIANOBIAA/BHICTIO 3asBHVKa (BNacHvKa peecTpauiiiHoro noceig4eHHs) (3miHa
BMPOGHMLITBA cTio "CiHbiac "CiHbiac ®apma" topuanyHoi agpecu 3asBHuka A®l, saka 3a3HaveHa B
CTepUIbHUX dapma” peecTpauiiiHoMy nocBig4YeHHi); 3MiHun | TNy - AgMiHICTpaTUBHI

nNikapcbknx hopm

3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu Micus NpoBafKeHHs
LiSNTbHOCTI BUPO6HUKa (BK/THOYaoum, 3a HEOH6XiAHOCTI, MicLe
NpoBEIEHHS KOHTPOJIK SIKOCTi), ab0 BMacHMKa MacTep-chaiina Ha
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiH
020
MocBiOYEeHHs

A®l, ab6o noctavyanbHuka Adl/BuxigHoro
mMaTepiany/peareHTy/MpoMiKHOIO NPOAYKTY, L0 3aCTOCOBYHOTLCS
y BUPOOHMLTBI AD| (SKLLIO 3a3HAYEHO Y IOCLE Ha NiKapCbKuii
3acib) 3a BigCYTHOCTI cepTudikaTa BignosigHOCTI EBponelickkiii
thapmakonei y 3aTBepAKeHOMY A0CbE, a60 BUPOOHMKA HOBOT
O0MNOMDKHOT PEeYOBMHU (SIKLLLO 3a3HAYEHO Y A0CbE) (3MiHa
IOpUANYHOI agpecu BupobHuka Adl, sika 3a3HaveHa B
peecTpauiiiHoMy NocBiAYEeHHI)

60.

EPAKCUC®

NOPOLLOK A5
pO34nHy AnA

iHdpysili no 100 wmr, 1
chnakoH 3 NopoLLKOM
B KAPTOHHIii KOpo6Lli

Mdpaiizep IHK.

CWA

dapmais i
AngxoH KomnaHi
nnc

CLWA

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHK | TUMY - 3MiHa HaliMeHyBaHHSA Ta YTOYHEHHS HanMcaHHs
afipecy BUPOOHWMKa fito4oi peqoBMHN 06YMOB/IEHO NPUBEAEHHAM
Yy BiOMOBIAHICTb [0 3a3Ha4YeHux Ha caiiTi FDA

3a
peyenmom

UA/12190/01/01

61.

ECO30/

niogpinizat gns
PO34UHY ANs1 iH'EKLi
Ta iHdpysili no 40 mr
y donakoHax, 1 abo
10 donakoHiB 3
niogpinizatom y
KapTOHHI ynakoBsL,i

TOB "AWIA
OOPMYJEN
LHC"

Ykpaina

SAPMA
MEJITEPAHIS,
C.N., lcnanis;
CTEPWN-AXKEH
NAN®
CAMEHCU3 (N)
NTA, IHgis

Icnanis/
IHais

BHECEHHS 3MiH 1O peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHM 3 siKoCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHULITBI.
3MiHa iMnopTepa/3MiHu, L0 CTOCYHTLCA BUNYCKY cepii Ta
KOHTPOJII0 AIKOCTi FOTOBOrO JlikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA BUPOOHUKa, LLO BiANOBIAaE 3a BBE3EHHS Ta/abo
BUMYCK cepii) - Bkntoyaroun KOHTponb/BUNpobyBaHHA cepil
(BBEAEHHSA [0AATKOBOI AiNbHMLI BUpobHuutea - CTEPUN-0XKEH
NAN® CANEHCW3 (M) NTA, IHgis); 3miHn | Tuny - 3MiHN 3
AKocTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3aMiHa
abo BBeAEHHA A0AATKOBOI AiNbHULI BUPOGHMLTBA A1 YACTUHN
ab0 BCbOro BUPO6GHMYOro npoLecy rotoBoro Nikapcbkoro 3acoby
(BinbHULA, Ha AKIM NpoBOAATLCA ByAb-AKi BAPOOHWYI cTagil, 3a
BUHATKOM BUNYCKY Cepii, KOHTPO/IO AKOCTi Ta BTOPUHHOIO
nakyBaHHs /151 CTEPUNbHUX NiKapCbKnx 3acobiB (BKIOHAOUU
BMPOGEHI acenTUYHUM METOA0M), KPiM NiKapCbKnx 3aco6is
6i010ri4YHOro/iMyHO/IOMNYHOTO MOXOKEHHS) (BBEAEHHS
[10[,aTKOBOI AiNbHUL BUPOBHULITBA - CTEPU-IPKEH NAND
CANEHCU3 (M) NITA, IHais); CynyTHS 3MiHa - 3MiHW 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHKM Yy BUPOOHULTBI. 3amiHa abo
BBEJeHHA [0AaTKOBOI AifIbHNL BUPOBGHULITBA A/15 YacTUHU abo
BCbOr0 BMPOBHNYOrO NPOLECY FOTOBOrO /iKAPCbKOro 3acoby
(@inbHMUSA ANs BTOPMHHOIO NakyBaHHs) (BBEAEHHS 4O4ATKOBOI
AinbHULi BUpo6HULTBa - CTEPW/I-IDKEH NA® CAVEHCI3 (M)
NTA, IHaia)

3a
peyenmom

UA/14382/01/01

62.

ETAHON 70

pPO34nH ons
30BHILUHLOIO
3actocyBaHHsA 70 %
no 100 mny
donakoHax

ToBapucTso 3
06MEXEHO
BiANOBiAabHI
cTi0 "BiOHIK"

Ykpaina

NAT "Bionik"

YKpaiHa

BHECEHHS 3MiH IO peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHa HaliMeHyBaHHs1 Ta/abo MicLle3HaX0MKEHHS 3asiBHUKA
(BnacHvKa peecTpawiiHoro noceig4yeHHs) (3miHa
MiCLie3HaxXoMKEHHS 3asBHMKa); 3MiHM | Tuny - Jlikapcbki 3aco6u.
3MiHa y KOpOTKill XxapakTepucTuLi NikapCcbKoro 3acoby, iHCTPYKLT
ANA MeAnYHOro 3acTocyBaHHs abo MapKyBaHHi yNakoBOK (iHLUi
3MiHM) (3amiHa rpachivHOro 306paKeHHST YMakoBKM Ha TEKCT
MapKyBaHHS 415 NEPBUHHOI YNakKoBKW Y 3B’A3KY 3 NPYBEAEHHAM
y BignoBigHicTb Ao Hakasy MO3 Ykpainn Ne3 Big 04.01.2013 p.
Ta 3a3HayYeHHs HOBOT aApecu 3asBHUKA)

3a
peyenmom

UA/13488/01/01

63.

ETOMIZ,

TabneTkn, BKpUTI

Makneoac

IHAis

Makneoac

IHais

BHECEHHS 3MiH [10 peecTpauiliHix maTepianis:

3a

UA/2425/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
o60onoHKoto, no 250 dapmMacbloThkK dapmMacbloTuKasc 3MiHu | TUNY — 3MiHa B yMOBax 36epiraHHs roTOBOrO /likapCbkoro | peyernmom
mr Ne 50 (10x5), Ne anc Nimiteq Nimiteq 3acoby
100 (10x10) y
cTpunax
64. EDPAXON 600 | TabnieTkun, BKpUTI Makneopc IHais Makneoac IHgis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/14377/01/01
NMiBKOBOIO dapmMacbloThK dapmMacbloTUKasIC 3MiHK | TUNY - 3MiHa Y MeTogax BUNpobyBaHHS rOTOBOrO peyenmom
060/10HKOt0, N0 600 anc Nimiten Nimiteq NiKapcbKoro 3aco6y — He3HauHi 3MiHW Yy ONUCi METOANKN
mr Ne 30 y BMNPOOGYBaHHS 3a NOKA3HUKOM «laeHTudikauyis. Y-
chnakoHax CNEeKTPOMETPIA» — AeTani30BaHO NPUroTyBaHHS BMNPOBGYyBaHOro
Ta CTaHAAPTHOrO PO34MHIB, METOAMKY NPOBELEHHS aHanisy
npuBeAeHo Y BigNoBIAHICTb A0 BUMOr EP 2.2.24.
65. 30®PAH™ PO3YUH ANS iH'EKLN, HosapTic LLiBeiiuapis nakcoCmiTKnsiiH ITanis BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasliB: NPUBEAEHHSA Y 3a UA/7426/01/01
2 mr/mn no 2 mn a6o dapma Al MaHyhakTypuHr BignoBiAHicTb iHchopmauii B Hakasi Ne 1023 Big 03.10.2016 peyenmom
no 4 mny amnynax C.n.A. L0410 HaNMCcaHHA peecTpaLiiiHol NpoueAypu B NPOLIECi
Ne 5y BHECEHHSA 3MiH (0oJaBaHHA TepMiHy BBEAEHHS 3MiH) - 3MiHu |
nnacTMKoOBOMY My - 3MiHK LWoao 6e3nekn/edeKTBHOCTI Ta thapmakoHarnsgy
6nicTtepi B kopobuj (iHLWi 3MiHW) - 3MiHa rpad)iyHOro 0hopMIEHHS BTOPUHHOT
yNakoBKM Ha MapKyBaHHS; BUAaIEHHS iHhopmau,ii Wwoao
B/IaCHMKa TOProBoi MapKun 3 TEKCTY MapKyBaHHA BTOPUHHOT
ynakoBkn. BBefeHHs 3MiH npoTarom 3-x micsauiB nicnsa
3aTBEPAKEHHS.
66. IHOANAMIA- TabneTkun, BKPUTI paTiodhapm Himeuunna Mepkne Mv6X HimeuunHa BHECEHHS 3MiH [0 peecTpavuiiHiX maTepianis: 3a UA/8999/01/01
TEBA SR NAiBKOBOO v6X 3MiHM | TUMy - BBEAEHHS ab0 3MiHM A0 y3arasibHEHUX JaHuX Mpo peyenmom
060/10HKOH0, cuctemy hapmakoHarnsagy (BKIUalum KOHTakTHI AaHi) Ta/abo
NPOSIOHrOBaHOI il 3MiHM Yy PO3MILLLEHHI MacTep-thaiina cuctemmn hapmakoHariagy
no 1,5 mr no 10
Tabnetok y énictepi,
no 3 6nictepu y
Kopo6ui
67. KANbLIKO D- NOPOLLIOK ACM LLiBeiiuapis [OCM HyTpiweHan LWoTnaHain BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/6444/01/01
MAHTOTEHAT (cybeTaHuis) y HyTpiweHan Mpogaktc (FOK) 3MiHW | TRy - 3MiHKM 3 AKocTi. A®l. KoHTponb APl - npuBegeHHs
naketax MpogakTtc Al nitg T. "MikpobionoriyHa uucrora" go sumor EP
aIOMIHIEBUX ANs
BMPOGHMLTBA
HecTepuIbHNX
NiKapcbknx hopm
68. KAPBETPEHA® | Tabnetku no 3,125 TeBa I3painb TOB TeBa Monbwa/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/6591/01/01
Mr no 14 Tabnetoky | ®apmavesTika OnepeiilH3 XopsarTis 3MiHU | TUNY - BBEAEHHA ab0o 3MiHU [0 y3araslbHeHVX AaHuX Npo | peyenmom
6nictepi, no 2 N lHpacTpi3 Monaxg, Monbla; cuctemy hapmakoHarnsay (BkUalum KOHTakTHI AaHi) Ta/abo
6nictepn B nra. TOB "MNIBA 3MiHM Yy PO3MiLLLEeHHI MacTep-thaiina cuctemmn hapMmakoHariagy
KapTOHHIA KopooLi Xopsartisi",
XopBaris
69. KAPBETPEHA® | Ttabnetku no 6,25 mr TeBa I3painb TOB TeBa Monbua/ BHECEHHS 3MiH 0 peecTpaviiiHiX maTepianis: 3a UA/6591/01/02
no 14 Tabnetok y dapmaneBTika OnepeiilH3 XopsarTis 3MiHU | TUNY - BBEAEHHA ab0 3MiHU [0 y3ara/slbHeHVX AaHuX Npo | peyenmom
6nictepi, no 2 N lHpacTpi3 Monaxg, Monba; cuctemy hapmakoHarnsgy (BKIoUalum KOHTakTHI AaHi) Ta/abo
6nictepy B nrp. TOB "MNIBA 3MiHM y pO3MiLLEeHHI MacTep-halina cuctemu dpapmakoHarnagy
KapTOHHIA Kopoo6Li Xopsarisi",

XopBaris
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
70. KAPBETPEHA® | Tabnetku no 12,5 mr TeBa I3painb TOB TeBa Monbwa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/6591/01/03
no 14 tTabneTok y dapmaueBTika OnepeiwH3 XopsaTis 3MiHM | TNy - BBEAEHHS ab0 3MiHW A0 y3ara/lbHEHUX JaHuX Npo peyenmom
6nictepi, no 2 n lHpacTpi3 Monaxg, Monbwa; cucTemy chapmakoHarnsgy (BkIoUarUmM KOHTaKTHI faHi) Ta/abo
6nictepu B nra. TOB "MNIBA 3MiHM Y pO3MiLLEeHHI MacTep-halina cuctemu dhapmakoHarnagy
KapTOHHI KOpOOLi Xopsaris",
Xopsaris
71. KAPBETPEHA® | Tabnetku no 25 mr TeBa I13painb TOB TeBa Monbwa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/6591/01/04
no 28 TabneTok y dapmaueBTika OnepenLHs Xopsaris 3MiHK | TUNY - BBEAEHHSA ab0 3MiHM A0 y3araslbHEHNX AaHUX Mpo peyenmom
6nictepi, no 1 n lHpacTpi3 Monaxg, Monbwa; cucTemy chapmakoHarnsgy (BkIoHarUmM KOHTaKTHI faHi) Ta/abo
6nictepy B nra. TOB "TNIBA 3MiHU Y PO3MiLLEHHI MacTep-haiina cuctemMu chapmakoHarnsay
KapTOHHI KOpoOLj Xopgarisi",
Xopsaris
72. KAPAIOMATHI TabneTkun, BKPUTI Takena ABcTpist BMPOGHULITBO 3a HimeuwunHa/ BHECEHHSA 3MiH 10 peecTpaliiiHux maTepianis: 6e3 UA/10141/01/01
n NNiBKOBOIO ABcTpis TmM6X NOBHVM LMK/TOM: [Oanis 3MiHa iHchopMmaL,i LLoA0 pekiamMmyBaHHS BHACILOK 3MiH, peyenma -
060/10HKOI0, MO 75 Takepa M'm6X, 3aTBepxeHnx HakazoM MO3 Ykpainu Big 22.11.2016 Ne 1267 Ne 30; 3a
mr Ne 30, Ne 100 y Mmicue (6yno: He nignsrae; ctano: nignarae - Ne 30; He nidssizae - Ne peyenmom
chnakoHax BMPOGHMLTBA 100 ) - Ne 100
OpaHieHbypr,
HimeuunHa,;
BVMPOGHMLTBO
Hepo3dacoBaHOl
NpoAyKLji:
Takepna ®apma
A/C, [laHis
73. KOMBIrPUMN Tabnetku no 4 OpraHocuH IHAis EBepTogKeH IHAaiA BHECEHHS 3MiH [0 peecTpavuiiHiX maTepianis: 6e3 UA/2068/01/01
ANEKCA® TabneTku y 6nictepi; Naid Naidg CaeHcus 3MiHM | TURY - 3MiHa NapameTpiB crneumdikayin Ta/abo peyenma
no 1 6nictepy B CaeHcus MBT. NimiTeq [OMYyCTUMUX MEX FOTOBOTO JiKapCbKOro 3acoby (iHLWi 3MiHW);
nadui; no 8 nra. 3MiHM | TUNY - 3MiHa y MeTogax BUNpobyBaHHSA rOTOBOrO
TabneTok y 6nictepi; nikapcbKoro 3acoby (iHwi 3MiHM y MeTogax BUNpobyBaHb
no 1 6nictepy B (BKIHOYAKOUM 3aMiHY a60 [JONOBHEHHS))
nauyuj; no 10 nayok y
rpynoBiii nayuj
74. KOMBIrPUN Tabnetkn in bulk: no OpraHocuH IHais EBepTomkeH IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/2069/01/01
OEKCA® 5000 TabneTok y Naiidp Naiidy CaeHcms 3MiHK | TNy - 3MiHa NapamMeTpiB cneyudikauin Ta/abo
naketax CaeHcus MBT. Nimiten [0MNYCTUMMX MEX FOTOBOrO /iKapCbKOro 3aco6y (iHLUi 3MiHK);
n1p. 3MiHK | TUNY - 3MiHa Y MeTogax BUNpo6yBaHHS roTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHM y MmeTogax BUnpobysaHb
(BK/IKOYAKOYM 3aMiHY ab0 10NOBHEHHS))
75. KPEOH®YUK racTpope3nCTeHTHI AG60TT HimeyuunHa ABGOTT HimeuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/15046/01/01
rpaHynu, 60,12 NabopaTtopi3 NabopaTtopis 3MiHK || TRy - 3MiHK A0 IHCTPYKLT 418 MeAMYHOro 3aCTOCYBaHHS peyenma
Mr/100 mrno 20ry M6X M6X y po3ginu: ®apmakonoriyHi BnactmeocTi. Cnocib 3acTocyBaHHs
naswui Ne 1 Ta fo3u. Nepeno3sysaHHs. M06ivHi peakuii. BBegeHHSA 3MiH
NPOTArom 3-X MicsiLjiB nics 3aTBepAKEeHHSA
76. KCAPENTO® TabneTkn, BKpUTI Baiiep ®apma HimeyunHa Baiiep ®apma Al HimeuunHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/9201/01/01
NNiBKOBOIO Al 3MiHU | TUNY - 3MiHa NapameTpiB crneyudikauiii Ta/abo peyenmom

o60os1oHKo0, Mo 10
mr Ne 5 (5x1): no 5
TabneTok y 6nictepi;

JONyCTUMUX MEX A8 AONMOMDKHOT PEYOBUHY (3BYXXEHHS
LONYCTUMMUX MEX); 3MiHW | TUny - 3MiHa BUPOGHMKa
BUWXifHOro/MpoMiXXHOro NpoAyKTy/peareHTy, Lo
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
no 1 6nictepy y BMKOPUCTOBYIOTLCSH Y BUPOGHMYOMY npoueci A®I, abo 3miHa
KapTOHHI/ nayuj, Ne BMPO6HMKa (BKIKOYaAOUK, Ae HeobXigHo, MicLie MPOBeAEHHS
10 (10x1), Ne 100 KOHTpO/t0 AKOCTi) AP (3a BiACYTHOCTI cepTudiikaTa
(10x10): no 10 BiANOBIAHOCTI EBpoONeiickkili hapmakonei y 3aTBepakeHoMy
Tabnetok y 6nictepi; [0Cbe)(BBEAEHHS HOBOT AiNbHULI, e 3AiNCHI0ETbCA
no 1 a6o no 10 MIKPOHi3auisi); 3MiHW [0 3axofiB, NOB'A3aHNX 3 KOHTposiem AdI,
6nictepiB y abo fofaBaHHA OiNbHULL, Ae NPOBOAUTLCSA
KapTOHHIM nayui KOHTPONb/BMNPOGYBaHHSA cepii; 3MiHK | TUNY - 3MiHa NapameTpiB
cneundikauii Ta/abo AONYCTUMMX MEX A/151 LONOMDKHOT
pevoBUHY (BUYYEHHS 3i cneundikaLlii He3Ha4YHOro NoKa3HUKa)
77. KCAPENTO® TabneTkn, BKpUTI Baiiep ®apma HimeuunHa Baiiep ®apma Al HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/9201/01/02
NNiBKOBOIO Al 3MiHM | TUNY - 3MiHa NapameTpiB cneuudikauiin Ta/abo peyenmom
060/10HKO0, N0 15 [ONYCTUMMX MEX AN1A AOMOMDKHOI peYOBUHM (3BY>KEHHS
Mr Ne 14 (14x1), Ne LOMYCTUMUX MEX); 3MiHW | TUMy - 3MiHa BUPOGHMKa
42 (14x3): no 14 BUXiAHOro/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
TabneTok y 6nictepi; BMKOPUCTOBYIOTLCSA Yy BUPOBHUYOMY npoueci A®l, abo 3miHa
no1a6ono3 BMpOGHUMKa (BK/THOYAKUM, e HEOOXiAHO, MiCLe NPOBEeAEHHS
6nictepu y KOHTpO/t0 AKOCTi) AP (3a BigCYTHOCTI cepTudikaTa
KapTOHHI nauui BiNOBIAHOCTI €Bponelicbkilt hapmakonei y 3aTBepaKeHoMy
[0CbE)(BBEAEHHSI HOBOI AiNbHUL, A€ 34IACHIOETLCSA
MIKPOHi3aLisi); 3MiHW [0 3axofiB, NOB'A3aHNX 3 KOHTposiem AdI,
abo gofasaHHs AiNbHUL|, fe NPOBOANTLCA
KOHTPO/1b/BUNPOGYBaHHS cepii; 3MiHK | Tuny - 3MiHa NnapameTpiB
cneundikauii Ta/abo AONYCTUMUX MEX A/151 LONOMDKHOT
pevoBUHM (BUNYYEHHS 3i cneuudikalii He3HaYHOro NokasHuKa)
78. KCAPENTO® TabneTku, BKPUTI Baiiep ®apma Himeuunna Baiiep ®apma Al HimeuunHa BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3a UA/9201/01/03
nNiBKOBOIO Al 3MiHM | TUNY - 3MiHa NapameTpiB crneuudikauiii Ta/abo peyenmom
060/10HKOI0, N0 20 [ONYCTUMNX MEX AN AONOMDKHOI PeYOBUHM (3BY>KEHHS
Mr Ne 28 (14x2), Ne OONYCTUMUX MEX); 3MiHM | Tuny - 3MiHa BUPOGHMKa
100 (10x10): no 10 BUXiAHOro/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
abo no 14 tabnetok BMKOPUCTOBYHOTLCSA Yy BUpOBHMYOMY npoueci A®l, abo 3miHa
y 6nicTepi; no 2 abo BMPO6HMKa (BK/TKOYaKUM, e HeobXigHo, MicLie MPOBEeAEHHS
no 10 6nictepiB y KOHTpO/t0 AKOCTi) AP (3a BiACYTHOCTI cepTudikaTa
KapTOHHI nayui BiZiNOBIAHOCTI €BpoONeENichKil hapmakonei y 3aTBepaKeHoMy
[0Cbe)(BBEAEHHS HOBOI AiNbHUL, e 3AiCHI0ETbCA
MIKPOHi3auisi); 3MiHW [0 3axofiB, NOB'A3aHUX 3 KOHTposiem AdI,
abo gofasaHHs AiNbHUL|, fe NPOBOANTLCA
KOHTPO/b/BMNPOGYBaHHSA cepii; 3MiHu | TUNy - 3MiHa NapameTpiB
cneumdgikauii Ta/abo AONYCTUMUX MEX A/151 LONOMDKHOT
pevoBUHM (BUNYYEHHS 3i cneuudikalii He3HaYHOro NokasHuKa)
79. KCAPENTO® TabneTku, BKPUTI Baiiep ®apma HimeuunHa AN BCbOro HimeuyunHa/ BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/9201/01/04
NNiBKOBOIO Al BUPOGHMYOro ITania 3MiHuM | TUNY - 3MiHa BUPOBHUKA BMXiAHOrO/NPOMIXHOr0O peyenmom
060/10HKOI0, Mo 2,5 npouecy: baviep npoayKTy/peareHTy, WO BUKOPUCTOBYOTLCS Y BUPOOHUYOMY
Mr no 14 TabneTtok y dapma Arl, npoueci Adl, abo 3miHa BUpobHuKa (BK/IHOHaKun, Ae HeobxigHo,
6nictepi, no 1 a6o 4 HimeuuunHa; Baliep MicLle NpoBefeHHA KOHTPOAo AkocTi) A®I (3a BigCyTHOCTI
6nictepu B Xenckep cepTudikaTa BignosigHOCTI EBponelichbkiin dhapmakonei y
KapTOHHIM navui MaHythakTypiHr 3aTBEepKEHOMY [0Cbe)(BBEAEHHS HOBOI AiNbHUL, Ae

C.P.J1., Itanis; ans

3[iICHIOETLCSI MIKPOHI3aLis); 3MiHW 0 3ax0f4iB, NOB'A3aHUX 3




102

Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
BTOPVHHOTO koHTponem A®l, abo foaaBaHHA AibHUL, Ae NPOBOAUTLCA
nakyBaHHs: KOHTPONb/BMNPOGYBaHHSA cepii; 3MiHK | TUNY - 3MiHa NapameTpiB
LLITeremMaHH cneundikauii Ta/abo JONYCTUMKX MEX A/151 LONOMDKHOT
JoHhbepnakyHr & PEYOBUHM (3BYXXEHHS AOMYCTUMUX MEX) - OHOB/IEHHA MOHOTpadii
NoricTtiwep Cepsic (cneumdoikauii) okeuay 3anisa XoBTUl - AN MULL'AKY; 3MiHW |
e.K., HimeuunHa TMny - 3MiHa napameTpiB cnewudikauiin Ta/abo fonycTUMNX Mex
4151 [ONOMDKHOI pevoBUHM (BUyYEHHS 3i cnevumdikaui
HE3HAYHOro MOKa3HMKa)
80. NA3O0/IBAH® Kancynm 3 BepiHrep HimeyunHa BMPOGHMLITBO, HimeyunHa/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 UA/3430/02/01
MAKC NPOJIOHroBaHoO IHrenbxanm KOHTPO/b SKOCTI, dpaHuis 3MiHu | TUNY - nogaHHsa oHoBAeHoro ME -cepTudikarty peyenma
njeto no 75 mr Ne 10 IHTEpHEeLHN nakyBaHHs1, BiANOBIAHOCTI €Bponelicbkili hapmakonei R1-CEP 2000-029-Rev
(10x1), Ne 20 (10x2), v6X MapKyBaHHs, 05 ons xenaTuHy, SK1ii BUKOPUCTOBYETLCS A1 BUPOOHULITBA
Ne 50 (10x5) y BUMNYCK Cepil: XenaTnHOBKX Kancyn AN NikapcbKoro 3acoby, Big,
6nicTepax y kopobui BepiHrep 3aTBEPKEHOro BUPOOHWMKA; 3MiHW | TUny - nogaHHsi Hoeoro IE -
IHrenbxainm cepTudikaTy BignoBigHocTi €Bponeiickkili hapmakonei R1-CEP
®apma 'm6X i Ko. 2000-045-Rev 03 gns xenatuHy, Skuii BUKOPUCTOBYETLCS A/1A
K, HimeuunHa; BMPOOHULITBA XXeNaTMHOBUX Kancya 4715 NiKapCbKoro 3acoby, Big
nakyBaHHS, 3aTBEPIKEHOr0 BUPOGHUKA
MapKyBaHHs,
BUNYCK cepil:
Jenbthapm
Peiimc, PpaHuis
81. NAHOTAH® Kpanni ouHi 0,05 MAT "dapmaxk” YkpaiHa MAT "dapmax” YkpaiHa BHECEHHS 3MiH 1O peecTpavjiiiHux maTepianis: 3miHu | Tuny - 3a UA/11416/01/01
Mmr/mn no 2,5 mny AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo aapecu peyenmom

donakoHi 3
KpanesnbHuueto Nel
B nauuj

MiCLiA NPOBaKEHHSA AiS/IbHOCTI BUPOOHMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIOUaUy AinbHULi BUNYCKy cepii abo
MicLie NpoBefeHHA KOHTPOSII0 AKOCTI. (LiANbHICTb, 3a AKY
BiNOBigae BUPOGHMK/iMNopTep, BKIOYaoumn BUNycK cepiid) (A.5.
(a) |1AHN)

(3miHa topuanyHoi agpecu: Ykpaina, 04080, m. Kuis, Byn.
®pyH3e, 63, Ha agpecy MicLA NPOBaMKEHHS AiS/IbHOCTI: YKpaiHa,
04080, m. Kuis, Byn. ®pyHse, 74 ( 06vaBi agpecy 3a3HadveHi B
niyeHsii Ha BUpobHULUTBO) (TepMiH BBEAEHHSA 3MiH NPOTArom 3-X
MicALIB NicNsA 3aTBEPKEHHSR); 3MiHM | TUNy - 3MiHK 3 AkocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax crneumdikauiii Ta/abo
LOMYCTUMMX MEX, BU3HAYEHUX Yy creundikaLiax Ha A®l, abo
BUXiAHUIA/NPOMIXHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuuTBa AP (3BYy)KEHHS AONYCTUMUX MEX,
BM3HaUYeHNX y crneundikauii) (3ByKeHHs Mex «OnTuyHe
o6epTaHHs»); 3MiHK | TUNY - 3MiHK 3 aKocTi. A®I. CTabinbHICTb.
3miHa nepiogy NOBTOPHMX BMNpobyBaHb/nepiogy 36epiraHHs abo
ymoB 36epiraHHs A®I (3a BifCYTHOCTI Y 3aTBEP)KEHOMY [OCLE
cepTudikaTa BignoBigHOCTI E€Bponeiickkiii hapmakonel, Lo
BK/IHOYAE Mepiof, MOBTOPHOro BUNPobyBaHHs) (Mepios NOBTOPHOIO
BUNpoByBaHHs/Nepios, 36epiraHHs) - 3MiHa yMoB 36epiraHHs API
(3miHa ymoB 36epiraHHa A®I); 3miHn | TNy - 3MiHK 3 SIKOCTI.
[oTOBWIA Nikapcbknii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeTofax BUNpo6yBaHHSA roTOBOIO JliKapCbKOro
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiH
020
MocBiOYEeHHs

3acoby (He3HayHa 3MiHa y 3aTBEpPKEHNX MeTofax
BMNpo6yBaHHs) (He3HayHa 3MiHa B MeToAax BUNpoGyBaHHS 3a
nokasHukamu: «Kucnorta naraHonpocTy» (3MiHu Woao
CTaHAapTHMX 3paskiB, BBEAEHHS BUKOPUCTAHHS CTaHAapTHOro
3paska USP, BunpasieHHss MOMW/IKM LLOAO pernameHTauii Ha
TEepMiH NpUAAaTHOCTI Towwo), «CTepunbHicTb», «KinbkicHe
BU3HAYEHHS» ((3MiHM WOoA0 CTaHAapTHUX 3paskiB, BBEAEHHS
BUKOPUCTaHHA CTaHZapTHOro 3paska USP, yToYHeHHs
po3paxyHKoBOI hopMynn i po3LLNEIPOBKY A0 HET, iHLWI pefakyiiHi
npasku); 3MiHuW | TUNY - 3MiHW 3 AKOCTi. FOTOBMIA NiKapCbKMii
3aci6. CtabinbHiCTb. 3MiHa y TepMiHax npugaTHocTi abo ymoBax
36epiraHHs roTOBOTO NiKapCbKOro 3acoby (3mMiHa B ymoBax
36epiraHHs roToBOrO JlikapcbKoro 3acoby abo nicns
PO34YMHEHHSA/BIAHOBNEHHS) (BBEAEHHS 3MiH NPOTAroM 3-X MicsLiB
nicna 3aTBepikeHHs); 3MiHu | Tuny - 3MiHK 3 AkocTi. API.
KoHTponb A®I. 3miHa y napameTpax crneumdikauili Ta/abo
O0NyCTUMUX MEX, BU3HaueHuX y cneuudikadisx Ha Adl, abo
BVIXiHWA/NPOMDDKHWIA NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea A®| (BUy4EHHA HE3HAYHOIO NOKa3HuKa
AKOCTI (Hanpuknag, BUlyYeHHs 3acTapifioro NoKasHuKa)
(BunyueHHs 3i cneundikauii A®I po3ainy «Po3UnHHICTL»); 3MiHK
| Tuny - 3miHn 3 AkocTi. APL. KoHTponb APl 3miHa y meTofax
BMNpo6yBaHHA A®| abo BUXigHOro maTepiasty/npomikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLEC
BUpo6HMLUTBa AP (IHLWi 3MiHM Yy MeToAax BUNPOOyBaHHS
(BKtOYAtOUM 3aMiHy ab0 AONOBHEHHS) Ad| abo
BUXiZAHOrO/NPOMIXHOro NpoaykTy)(3MiHM y meTogax BXiHOro
KOHTPO/O Ait04OI peyoBUHM 3a NokasHukamm «MikpobionoriyHa
YnCTOTa» (3a3HavYeHo ONMC METOAMKN BUNPODOYBaHHS) i
«CynpoBigHi fomiLkun» (JoaaTkoBO BBOAATHCA 2 PO3UMHU
NOPIBHAHHSA (C) i (d), 4LONOBHEHO YMOBUW NPUAATHOCTI
XpomaTorpacdiyHoi cuctemu. Takox Ha BXifHOMY KOHTPOAi
BBOAMTLCA NepioANYHICTb BUNPOOYBaHHSA 3@ NOKa3HUKaMu
«MikpobionoriuyHa yncToTa» i «Baxki metanu» (koxHy 10 cepito,
ane He pigwe 1 pasy Ha pik) ) BiANOBIAHO A0 HaAaHWX
NOPIBHANBHMX pe3ynbTaTiB aHasnizy A®I Big BUpOOHWMKA i
pe3ynbTaTiB BXiHOro KOHTPO/I0 cepiil) CynyTHSA 3MiHa - 3MiHK 3
akocTi. A®l. KoHTponb A®I. 3miHa y napameTpax cneumdikauii
Ta/abo fonyCTMMUX MEX, BU3HAUYEHNX Y cneuundikauisx Ha Adl,
a60 BUXigHWIA/NPOMDKHUIA NpOoAYKT/pearexT, LWo
BMKOPUCTOBYHOTbCSA Y npoueci BUpobHuuTBa A®| (iHLWi 3MiHK);
3MiHu 1l Tuny - 3MiHn 3 AkocTi. APL. KoHTposnb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo AONYCTUMUX MEX, BUSHAYEHUX
y cneyudikauisx Ha A®l, abo BUXigHWUIA/MPOMIKXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NpoLeci
BUpo6HMUTBa API (iHLWi 3MiHK) (3MiHM B napameTpax
crneundikayii A®l 3a po3giniom «3anNLWKOBI Ki/TbKOCTi
OpraHiYHUX PO34YMHHWKIB» - A0AATKOBO BBOAUTLCS
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pernaMeHTauisa Ans aueToHITPUAY, H-rekcaHy,
TeTparigpodypaHy, siki BUKOPUCTOBYHOTLCS Ha MONEepeaHix
cTagisx BupobHuyTBa A®I, 3 BigNoBigHAM Y3ro[KEHHAM
MEeTOAMKM BUNPOBYBaHHS, cnewmdikadii i MeToAiB BXiAHOMO
KOHTpON0. Ha BXigHOMY KOHTPONi BBOAWTHLCS NEPIOANYHICTD
BUMNPOOYBaHHA 3a faHnM nokasHyKom (koxHy 10 cepito, ane He
piglwe 1 pa3y Ha pik) BignoBigHO A0 HaAaHWUX NOPIBHANBHUX
pe3ynbTaTiB aHauisy Ad| Bif BUPOOHUKA | pe3ynibTaTiB BXiAHOrO
KOHTpOsto cepiid). CynyTHS 3MiHa
- 3MiHu 3 siKocTi. APl KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BUXigHOro MaTepiasty/npomikHOro
NPOAYyKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y MPOLIEC
BUpo6HMLUTBa AP (IHLWi 3MiHM Yy MeToAax BUNPOOYBaHHS
(BKOYatOUM 3aMiHy abo AONOBHEHHS) Ad| abo
BUXIiZHOro/MPOMIXXHOIo NPOAYKTY)

82.

NA®EPOBIOH
®

cynosuTopii no 150
000OMOMmolrin
bulk: Ne 1230
(3x410), Ne 1250
(5x250), Ne 1250
(10x125) y
6nictepax

TOB "®3
"BIO®PAPMA"

YkpaiHa

MpAT
"BIO®PAPMA",
YKpaiHa;
TOB "®3
"BIO®PAPMA",
YkpaiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpaljiiiHux maTepianis: NPUBEAEHHS Y
BignoBigHicTb iHhopmauii B Hakasi Ne 661 Big 09.10.2015
O[O0 HanMcaHHA peecTpauiliHol npoueaypy B Npoueci
nepepeecTpauii Ta BHeCEeHHi 3MiH - YTOUHEHHS HanucaHHsA
nonepeAHbOI Ha3BW NpenaparTy - NepepeecTpavis y 38 3Ky i3
3aKiHYEHHAM TepMiHy Aii peecTpauiiiHOro NocBigYEHHS; 3MiHa
TOProBesibHOI Ha3BW Jlikapcbkoro 3acoby (6yno: JladepobioH® in
bulk IHTepchepoH anbta-2b pekoMGiHAHTHUI NKANHW); 3MiHA Y
MeToJax BUNPOGYBaHHS AOMNOMIXHOT pe4yoBUHU; 3MiHa
napameTpiB cneuudikauiii Ta/abo AoNyCTUMUX MeX AN
[0MOMIDKHOT peUYOBMHM Ta FOTOBOTO JTiKapCbKOro 3acoby; 3amiHa y
MeToAax BMNPOGYBaHHS TOTOBOTO JlikapCbKOro 3acoby; BBEAEHHS
[04aTKOBOI AifIbHUL BUPOGHULITBA 3 [,OJATKOBNM TEKCTOM
MapKyBaHHSA NepBUHHOT Ta BTOPUHHOI YNakoBKM ANA JaHOT
[iNbHULI BUPOBHMLTBA; BBEAEHHS A0aTKOBOrO BUPOGHMKA,
BiINOBIAA/ILHOrO 3a BUMNYCK cepil; 3MiHa 3asiBHMKa; 3aMiHa abo
BBEJEHHS 404ATKOBOI AiIbHULi BUPOOHMLUTBA 47151 YacTnHU abo
BCbOro BMPOGHMYOro NpoLecy roToBOro Jlikapcbkoro 3acoby
(BinbHULA, Ha AKIM NpoBOAATLCA ByAb-AKi BUPOOHWYI cTagil, 3a
BVIHSATKOM BWMYCKY CePpiii, NPOBEAEHHS KOHTPO/TI0 AKOCTI Ta
BTOPWHHOIO NakyBaHHS, /15 NikapCbK1x 3aco6iB
6i010ri4HOro/iMyHOONYHOT0 MOXOLPKEHHS)

UA/14695/01/01

83.

NADEPOBIOH
®

cynosuTopii no 500
000 MO Mo 1rin
bulk: Ne 1230
(3x410), Ne 1250
(5x250), Ne 1250
(10x125) y
6nictepax

TOB "®3
"BIO®APMA"

Ykpaina

MpAT
"BIO®APMA",
YKpaiHa;
TOB "3
"BIO®APMA",
YkpaiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHuX MaTepiasliB: NPUBEAEHHS Y
BiAnoBiAHiIcTb iHhopmauii B Haka3i Ne 661 Big 09.10.2015
0[O0 HanMCcaHHA peecTpauiiiHol npoueaypy B npoueci
nepepeecTtpaLjii Ta BHECEHHi 3MiH - yTOYHEHHSI HannCaHHA
nonepeAHbLOI Ha3BM Npenapary - nepepeecTpawis y 38 A3Ky i3
3aKiHYEHHAM TepMiHy Ajii peecTpavljiiiHoro NocBig4YeHHs; 3MiHa
TOproBesibHOT Ha3BwW Nikapcbkoro 3acoby (6ys10: JladepobioH® in

bulk IHTepchepoH anbda-2b pekoMbGiHaHTHWI NIOANHK); 3MiHA Y
MeToAax BUNPobyBaHHA AOMNOMDKHOT PeYOBMHU; 3MiHA
napameTpiB cneuudikauiii Ta/abo AoNyCTUMUX MeX As
[0MNOMIDKHOT peYOBMHM Ta roTOBOTO J1iKapChbKOro 3acoby; 3miHa y

UA/14695/01/02
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Ne
n/n

Ha3zsa

JliKapcbKO20

3acoby

dopma BUMYCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiH
020
MocBiOYEeHHs

MeTofax BUNPOGYyBaHHS TOTOBOIO JiKapCbKOro 3acoby; BBEAEHHS
[04aTKOBOI [iTbHUL BUPOBGHMLTBA 3 [OAATKOBYM TEKCTOM
MapKyBaHHSA NepBUHHOT Ta BTOPUHHOT YNakoBKW 415 AaHOT

OiNbHULL BUPOBHMLITBA; BBEEHHS A0AATKOBOro BUPOGHUMKA,
BiANOBIAA/ILHOrO 3a BMMNYCK Cepii; 3MiHa 3as1BHMKa; 3aMiHa abo
BBEJleHHA [0AaTKOBOI AifIbHNLi BUPOGHMLITBA A/15 YacTUHU a6o

BCbOr0 BMPOGHMYOro MPOoLEeCcy roToBOro JlikapcbKoro 3acoby
(AinbHMLA, Ha SKin NpoBOAATLCS 6yAb-AKi BUPOOHUYI cTagil, 3a

BMHATKOM BUMYCKY Cepili, NPOBEAEHHS KOHTPO/IIO AKOCTi Ta

BTOPVHHOIO NakyBaHHS, A9 NikapCbknx 3acobiB
6i010ri4HOro/iMyHOIONYHOTO MOXOKEHHS)

84.

NA®EPOBIOH

®

cynosuTopii no 1
000000MO MO 1r
in bulk: Ne 1230
(3x410), Ne 1250
(5x250), Ne 1250
(10x125) y
6nicTepax

TOB "®3
"BIO®PAPMA"

Ykpaina

MpAT
"BIO®PAPMA",
YkpaiHa;
TOB "$3
"BIO®PAPMA",
YKpaiHa

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHuX MaTepiasliB: NPUBEeAEHHS Y
BignoBiAHICTL iHhopmauii B Haka3i Ne 661 Big 09.10.2015
LWOA0 HaNMCaHHA peecTpauiiiHol npoueaypwu B Npoueci
nepepeecTpaLlii Ta BHECEHHi 3MiH - yTOUHEHHSI HanMCaHHA
nonepeAHbLOI Ha3BU Npenapary - nepepeecTpayia y 38 A3Ky i3
3aKiHYEHHsIM TEPMIiHY Aji peecTpaLiiiHOro NOCBiAYEHHST; 3MiHA
TOProBesibHOI Ha3BW Jlikapcbkoro 3acoby (6yo: ladepobioH® in
bulk IHTepchepoH anbtha-2b pekoMGiHAHTHWI TK0ANHW); 3MiHA Y
MeToAax BUNPoGYyBaHHSA [OMNOMIKHOT PEYOBUHU; 3MiHa
napameTpiB cneuudikauiii Ta/abo AoNyCTUMUX MeX ANs
[OMOMDKHOT pEYOBMHM Ta rOTOBOrO J1iKapCbKOro 3acoby; 3MiHa y
MeTogax BUNpobyBaHHA rOTOBOTO /liKapCbKOro 3acoby; BBEAEHHS
[00aTKOBOI AiNlbHNL BUPOGHULITBA 3 [OJATKOBNM TEKCTOM
MapKyBaHHs NepPBMHHOT Ta BTOPUHHOI YNakoBKW A8 AaHOT
OiNbHULI BUPOGHMLTBA; BBEAEHHST 40A4ATKOBOr0 BUPOOHNMKA,
BiANOBIAA/ILHOIO 3a BMNYCK Cepil; 3MiHa 3as1BHMKa; 3aMiHa abo
BBEAEHHA A0AAaTKOBOT AiNIbHULL BUPOBHULTBA A1 YacTUHM abo
BCbOr0 BUPOOHMYOro NPoLEecy roToBoOro Nikapcbkoro 3acoby
(ainbHULA, Ha SKi NpoBOAATLCS OyAb-SKi BUPO6HUYI cTagil, 3a
BMHATKOM BUMYCKY Cepili, NPOBEAEHHS KOHTPOO AKOCTi Ta
BTOPVHHOIO MaKyBaHHS, A4/19 NiKapCbknx 3acobiB
6ionoriyHoro/iMyHO10rYHOr0 NOXOMKEHHS)

UA/14695/01/03

85.

NA®EPOBIOH

®

cynosuTopii no 3
000 000OMO Mo 1r
in bulk: Ne 1230
(3x410), Ne 1250
(5x250), Ne 1250
(10x125) y
6nictepax

TOB "®3
"BIO®PAPMA"

YkpaiHa

MpAT
"BIO®APMA",
YkpaiHa,;
TOB "3
"BIO®APMA",
YKpaiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpaliiiHux maTepianis: NPUBEAEHHS Y
BignoBigHicTb iHhopmauii B Haka3i Ne 661 Big 09.10.2015
L0A10 HaNMCaHHA peecTpaLiiHOT NpoueAypyu B NPOLIECI
nepepeecTpauii Ta BHeCEHHi 3MiH - YTOUHEHHS HanucaHHsA
nonepeAHbLOI Ha3BM Npenapary - nepepeecTpavis y 38 A3Ky i3
3aKiHYEHHAM TepPMiHy Aii peecTpauiiiHOro NocBigYEHHSs; 3MiHa
TOProBesibHOI Ha3BW Jlikapcbkoro 3acoby (6yo: JladepobioH® in
bulk IHTepdiepoH anbga-2b pekom6GiHaHTHUIA NH0AUHM); 3MiHA Y
mMeToAax BUNPoGyBaHHSA JOMNOMIKHOT pEYOBUHU; 3MiHa
napameTpiB cneuudikauiii Ta/abo AonycTUMUX MeX AN
[OMOMDKHOT PEYOBVHM Ta FOTOBOTO J1iKapCbKOro 3acofy; 3MiHa y
MeToAax BUNpobyBaHHA rOTOBOTO MiKapCbKOro 3acoby; BBeAEeHHS
[04aTKOBOI [iTbHUL BUPOBGHMLTBA 3 [OAATKOBUM TEKCTOM
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBKW 4115 AaHOT
AiNbHULI BUPOBHWLTBA; BBEAEHHS A0AaTKOBOrO BUPOBGHMKA,

UA/14695/01/04
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wnpuy-pyui Ne 1,
Ne 5

KOHTPO/b AKOCTI
Ta BiANOoBIgaNbHWIA
3a BMMYCK cepiit
KiHLLeBOro
npoaykty: AIT
Hoso Hopagaick,
[aHisi; BUpo6HUK
npoaykuii 3a
MOBHUM LIK/IOM:
Hoso Hoppgick
MpoaoKCbLOH
CAC, ®paHuis;
BUPOGHWK ANsA
36MpaHHs,
MapKyBaHHS Ta
yNaKkoBKm
dnekclleH®,
BTOPWHHOTO
nakyBaHHs: A/T
Hoso Hopgick,
[Oanis; A/T Hoso
Hopgaick, JaHis;
BMPOBHUK
Hepo3dg)acoBaHol
NpoAyKLUiT,
HanoBHEHHS B
MeHgin®,
nepBuHHa
ynakoBska Ta
36MpaHHs,
MapKyBaHHS Ta
ynakoBka
dnekclleH®,
BTOPUHHE

Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
BiANOBIAAIbHOIO 3a BUMNYCK cepii; 3MiHa 3asiBHMKa; 3aMiHa abo
BBEAEHHSA A0AATKOBOI AiNbHULI BUPOGHMLTBA 15 YacTUHM abo
BCbOro BMPOOHMYOro NpoLecy roToBoro Nikapcbkoro 3acoby
(minbHUUSA, Ha AKil NpoBOASATLCA ByAb-AKi BUPOGHMUI CcTagjl, 3a
BVHSATKOM BWMNYCKY Cepiii, NpOBEAEHHSA KOHTPO/IIO0 AKOCTI Ta
BTOPWHHOTO MakyBaHHSA, A/19 Nikapcbknx 3aco6is
6i0/10r4HOro/iMyHO0MYHOTO NOXOMKEHHS)
86. NEBEMIP® PO34MH AN iH'EKLN, A/T HoBo [aHis BMPOGHUK [anisa/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/4858/01/01
®NIEKCMNEH® 100 O4/mn no 3 mn Hopgaick Hepo3chacoBaHoOro PpaHuis/ 3MiHM | TUNY - OHOBNEHHS iHGopMaLii "OuiHka 6e3nekn CTOPOHHIX | peyernmom
y KapTpuaxi, no 1 npoAayKTy, Bpasunis areHTiB" (3amiHa 3acTapinvx focnifKeHb, NOB'A3aHNX 3 eTanamu
KapTpuaKy B HanoBHEHHSA B BMPOOHMLTBA Ta CTOPOHHIMM areHTamu, npo siki BXxe
6araTo/1030Biii MeHin®, NOBiZOMAN0OCA B AOCLE) - 683 3MiHW OLiHKN PU3MKY
0HOPa3oBiii nepBuHHA
yrnakoBka,
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
nakyBaHHs: HoBO
Hopgick Mpoaykao
$apmaceyrTika 4o
Bpasinb N1aa.,
Bpasunis
87. NEBETUPALET | Tabnetku, BKpUTI TeBa I13painb BMPOGHULITBO 3a I13pains/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/14125/01/04
AM 1000-TEBA nNiBKOBOO dapmaueBTika NOBHUM LIMKNIOM: YropLumHa 3MiHM | TUNY - 3MiHa NoCTavasbHKKa NaKyBasIbHUX MaTepianis peyenmom
060/10HKot0, Mo 1000 N IHpacTpi3 TeBa ab0 KOMMNEKTYIOUMNX - BUTYYEHHA NocTavyasibHMKa onbrv Ans
Mr no 10 TabneTok B nra. dapmaueBTikan 6nictepa (Hueck Folien) 3 po3giny 3.2.P.7 (Cuctema
6nictepi, no 3 abo lHpacTpi3 NTa., KOHTeliHep/3akKynoptoBasibHWi 3aci6)
no 6 6nictepis B I3painb; nepBuHHa
Kopoo6Li Ta BTOPUHHA
ynakoBka,
KOHTPO/b SIKOCTI,
[103BiN Ha BUMYCK
cepii: AT
dapmaueBTUUHUN
3aBof TEBA,
YropLumHa
88. NEBETUPALIET | Ttabnetku, BKpUTI TeBa I3painb BMPOGHMLITBO 3a I13pains/ BHECEHHS 3MiH [0 peecTpavliiiHix maTepianis: 3a UA/14125/01/01
AM 250-TEBA nNiBKOBOIO dapmaLeBTika NOBHUM LIMKNOM: YropumHa 3MiHM | TUNY - 3MiHa NocTavanibHMKa NakyBaslbHUX MaTepiasis peyenmom
060/10HKOI0, N0 250 n lHaacTpi3 TeBa ab0 KOMMNEKTYOUMNX - BUTYYEHHS nocTavyanbHuKa onbru ans
Mr no 10 TabneTok B nrp. dapmaueBTikan 6nictepa (Hueck Folien) 3 po3giny 3.2.P.7 (Cuctema
6nictepi, no 3 abo IHpacTpi3 NTg,., KOHTeliHep/3akKynopoBasibHW 3aci6)
no 6 6nicTepis B I3painb; nepsuHHa
Kopoo6ui Ta BTOpPVHHA
ynakoBka,
KOHTPO/b SKOCTI,
[103BiNT HA BUMYCK
cepii: AT
dapmaveBTUYHUIA
3asof TEBA,
YropuimHa
89. NEBETUPALIET | Ttabnetku, BKpuUTI TeBa I3painb BMPOGHMLITBO 3a I13pains/ BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3a UA/14125/01/02
AM 500-TEBA NAiBKOBOO dapmaueBTika NOBHUM LIMKNOM: YropumHa 3MiHM | TUMy - 3MiHa NOCTaYa/IbHKKa NaKyBasIbHUX MaTepiais peyenmom
o060n0HKoto, Mo 500 N lHpacTpi3 TeBa ab0 KOMMNEKTYUMX - BUYYEHHA NocTavyasibHuKa honbrn ans
mr no 10 TabneTok B nra. dapmaueBTikan 6nictepa (Hueck Folien) 3 po3giny 3.2.P.7 (Cuctema
6nictepi, no 3 abo IHpacTpis N14., KOHTeliHep/3akKyrnopoBabHWi 3aci6)
no 6 6nictepis B I3painb; nepBuHHa
Kopoo6ui Ta BTOPVHHA
yrnakoBka,
KOHTPO/b SIKOCTI,
[03BiN Ha BUMYCK
cepii: AT
dapmaLleBTUYHNI
3aBof, TEBA,
YropumHa
90. NEBETUPALET | TabneTku, BKpUTI TeBa I3painb BMPOBHMLTBO 3a I13pain/ BHECEHHS 3MiH [10 peecTpauiliHix maTepianis: 3a UA/14125/01/03
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
AM 750-TEBA NNiBKOBOIO dapmaLeBTika NOBHUM LIMKNOM: YropLmHa 3MiHK | TUNy - 3MiHa NOCTaYasibHMKa NakyBasIbHUX MaTepianis peyenmom
060/10HKO0, MO 750 n lHgacTpi3 TeBa ab0 KOMMNEKTYOUMNX - BUTyUYEeHHS nocTavyanbHuka onbru ans
Mr no 10 TabneTok B nra. PapmaueBTikas 6nictepa (Hueck Folien) 3 po3giny 3.2.P.7 (Cuctema
6nictepi, no 3 abo lHpacTpi3 NT4,., KOHTeliHep/3akynoptoBasibHUiA 3aci6)
no 6 6nicTepis B I3painb; nepsMHHa
Kopoo6Li Ta BTOPUHHA
ynakoBka,
KOHTPO/b SKOCTI,
[103BiN HA BUMYCK
cepii: AT
dapmaueBTUYHNI
3aBof TEBA,
YropLimHa
91. NEBONET TabneTkn, BKpUTI [-p Peppi'c IHais Op. Pegai'c IHgis BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu | Tuny - 3a UA/9474/01/01
NNiBKOBOIO NabopaTtopic Na6opaTopic AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
060/10HKO0, N0 250 nrp, Niviten, MiCLiA NPOBaKEHHA AiS/IbHOCTI BUPOOHMKa/iMnopTepa rotoBoro
Mmr no 10 TabneTok B Bupo6Hmnya NiKapcbKoro 3acoby, BK/OUAUM AilbHUL BUNYCKY cepii abo
6nictepi; no 1 ginbHuus - 11, HAia MicLie NpoBefeHHA KOHTPOJIK0 AKOCTI. (LiANbHICTb, 3a AKY
6nictepy y BiNOBiga€e BUPOGHMK/iMNOPTEP, BK/IOYAKOUN BUMYCK Cepill)
KapTOHHI KOpoOLj (3miHa HalimeHyBaHHS1 BUPOOHMKA Ta NPUBEAEHHS
MiCLLe3HaxX0MKEHHS Y BiANOBIAHICTb A0 Aitoyoro BUCHOBKY w040
niaTBEPAKEHHS BiANOBIAHOCTI BUPOBGHMLTBA NiKApPCbKNX 3ac06iB
BMMOraM HaJ1eXHOi BUPO6HMYOI npakTukn (GMP), BugaHoro
[LepxaBHot cnyx60t0 YkpaiHu 3 nikapcbkrx 3acobiB, 6e3 3MiHn
Micus BUpO6HULITBA (3MiHa wTaTy AHApa Mpagel B TenaHraHa)
(TepMiH BBEAEHHS 3MiH MPOTAroM 6-T1 MicsILIB nicns
3aTBEPKEHHS)
92. NEBOJNET TabneTkun, BKPUTI [-p Peppj'c IHAis [Op. Peagi'c IHAiA BHECEHHS 3MiH [0 peecTpavyjiiiHux maTtepianis: 3mMiHu | Tuny - 3a UA/9474/01/02
NAiBKOBOO NabopaTtopic Na6opaTopic AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peyenmom
060/10HKot0, No 500 nrp, NimiTes, MicUs NPOBaMKEHHS AiSNbHOCTI BUPOGHMKa/iMnopTepa roToBoro
Mr no 10 TabneTok B Bupo6Hunya niKapcbKoro 3acoby, BKOUAUM AilbHUL BUNYCKY cepii abo
6nictepi; no 1 OinbHuus - 11, HAia MicLie NPOBEeAEHHS KOHTPOJIHO SKOCTI. (AIANBHICTb, 3a Ky
6nictepy y BiANoBigae BUPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK CEpild)
KapTOHHiiA Kopo6Li (3miHa HaliMeHyBaHHSA BUPOOHWKa Ta NpuBeAeHHs
MiCL,e3HaXOKEHHS Y BiANOBIAHICTb A0 Ailo4Oro BUCHOBKY Wwoa0
nigTBEpAKEHHS BIANOBIAHOCTI BUPOBHULITBA JTiKAPCLKUX 3aC06iB
BMMOraM HasieXxHoi BUPO6HMYOi npakTukm (GMP), BuaaHoro
[epxaBHo0 cnyx6010 YkpaiHu 3 nikapcbkux 3acobiB, 6e3 3mMiHn
Micua BUpPO6HMLUTBA (3MiHa WwTaty AHapa Mpagew B TenaHraHa)
(TepMiH BBEAEHHS 3MiH NPOTAroM 6-T1 MicsLIB nicns
3aTBEPKEHHS)
93. NEBONET TabneTkn, BKpUTI O-p Peppi'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/9474/01/02
NNiBKOBOIO Nab6opaTtopic NabopaTtopic /Tg, 3MiHM Wwoao 6e3nekn/edhekTMBHOCTI Ta chapmakoHarnsgy. 3miHa | peyenmom
o60s0HkKoto, no 500 nTg Y KOPOTKili XapakTepucTyL, NikapCbKOro 3acoby, TeKCTi

Mmr, no 10 TabneTok
B 6nicTepi; no 1
6nictepy y
KapTOHHI KOopoo6Li

MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro 3aCTOCYBaHHSA Ha
nigcrasi perynspHO OHOB/IHOBAHOIO 3BiTY 3 6e3neku NikapcbKoro
3acoby, abo focnimkeHb 3 6e3nekn 3aCToCyBaHHS MiKapCbKoro
3acoby B nicnsipeecTpauiiiHuii nepios, abo sk pe3y/ibTaT OLiHKK
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
3BiTY 3 OCNiKEHb, NPOBEAEHUX BiANOBIAHO A0 NnaHy
neaiatpnyHux gocnigpkeHs (PIP) (iHwi 3mMiHW) (3MiHW A0 iIHCTPYKLi
y po3ginu: MokasaHHs. MpoTunokasaHHA. Cnocié 3acTocyBaHHS
Ta o3m MobivHi peaxuii, 3rigHo 3 iHhopmaLieto Woa0 MeanyHOro
3acTOoCyBaHHsA pedpepeHTHOro Levaquin®)
94. NEBONET TabneTku, BKPUTI O-p Peppi'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/9474/01/01
NNiBKOBOIO Nab6opaTtopic Nab6opaTopic /T4, 3MiHu Wwopo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsagy. 3miHa | peyenmom
060/10HKOH0, Mo 250 NTp, Y KOPOTKiA XapakTepucTuL,i MikapcbKoro 3acoby, TeKCTi
mr, no 10 TabneTok MapKyBaHHS Ta iHCTPYKL,iT 415 MeANYHOro 3aCTOCyBaHHSA Ha
B 6nicTepi; no 1 nigcTasi perynsipHoO OHOBJ/IOBAHOrO 3BITY 3 6e3Mnekun Nikapcbkoro
6nictepy y 3acoby, abo gocnigpkeHb 3 6e3neky 3acToCyBaHHS liKapCbKOro
KapTOHHI Kopoo6Li 3acoby B nicnspeecTpaviiiHnii nepios, abo sk pe3y/ibTaT OLiHKM
3BITY 3 flOCNiAKEHb, NPOBEAEHNX BifNOBIAHO A0 NNaHy
negiatpnyHux gocnigmkeHb (PIP) (iHWwi 3MiHW) (3MiHW 40 IHCTPYKUIT
y po3ginu: MokasaHHs. MpoTunokasaHHA. Cnocié 3acTocyBaHHs
Ta f03u Mob6iyHi peakujil, 3rigHO 3 iHhopMaLji€elo WoA0 MegnyHoro
3acTOoCyBaHHs pedpepeHTHOro Levaquin®)
95. NEBOMIUETWH | kpanni o4Hi 2,5 TOB YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/13220/01/01
-03 mr/mn, no 5 mn, 10 "flocnigHnii BMPOGHULITBA, 3MiHK 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHKM Y BUPOGHULTBI. peyenma
My dhnakoHi Nel 3aBof, KOHTPO/b SKOCTI, 3miHa iMnopTepa/3MiHu, L0 CTOCYHTbCA BUMYCKY cepii Ta
pasom 3 KPULLKOK- "rHUnNC" BUNYCK cepil: KOHTPO/IH0 SIKOCTi FOTOBOrO JlikapcbKoro 3acoby (3amiHa abo
KpanesibHULE TOB "[ocnigHwii [ofaBaHHS BUPOOHUMKa, LLO BiANOBILAE 3a BBE3EHHS Ta/abo
3aBog "MHLUNC", BWMYCK cepii) - Bktoyarouy KOHTPob/BUNpobyBaHHS cepil
YkpaiHa; (BHECEHHS hyHKLT - BUNYCK cepii - 4,0 BUKOHYBaHWX OyHKLi (BCi
BCi cTagii cTagii BAPO6HMLITBA, KOHTPOSIb SKOCTI) 415 BUPOOHMKA
BMPOGHMLITBA, ToBapnCcTBO 3 06MEXEHO BiANoBiganbHicTio "PAPMEKC
KOHTPO/b SIKOCTI, FPYMN", Ykpaina) (TepMiH BBeEHHS 3MiH MPOTAroM 3-x MicsiLiB
BUMNYCK Cepii: nicns 3aTBepaKeHHs)
ToBapucTso 3
06MexeHot
BIANOBIAA/LHICTIO
"®APMEKC
PYT", YKpaiHa
96. NE®HO® TabneTkun, BKPUTI KYCYM IHAis Kycym Xentxkep IHAiA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/6367/01/02
o060s10HKoI0, Mo 20 XENTXKEP MeT NTA, AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
mr Ne30 (10x3) y MBT. NTA. MiCLsi NPOBaMKEHHS AiSNIbHOCTI BUPOGHMKa/imnopTepa roToBoro
6nictepax nNiKapcbKoro 3acoby, BKOYAKUM AilbHUL BUNYCKY cepii abo
MicL,e NpoBeAEeHHS KOHTPOJII0 AKOCTI. (AISNBHICTb, 3a Ky
BiANoOBigae BUPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK CEpiid)
(YTOUYHEHHS HallMeHyBaHHA Ta agpecu BUPOOHYKa 3rifHO
BMCHOBKY LL,OJ0 BifNoBigHOCTI BUpo6bHULTBa BUMoram GMP,
BMAaHuii flepxnikcnyx6oto) (TepMiH BBEEHHSI 3MiH NPOTSAroM 6-
! MicALIB NicNsa 3aTBEPMKEHHS); 3MiHM | TURY - 3MiHK LWoAo
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) (3miHa
rpadpiyHOro 306paxkKeHHs NEPBUHHOT Ta BTOPMHHOT YNakoBOK Ha
TEKCT MapKyBaHHS NMEPBUHHOI Ta BTOPUHHOI yNakoBok) (TepmiH
BBEJEHHS 3MiH NPOTAroM 6-T MiCSILLIB MiCNsi 3aTBEPAYKEHHS)
97. NNE®HO® TabneTkn, BKpUTI KYCYM IHAis Kycym Xentxkep IHais BHECEHHS 3MiH [10 peecTpaujiiiHux maTepianis: 3miHu | Tuny - - UA/12218/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
060/10HKO10, Mo 20 XENTXKEP MBeT NTg, AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
mr in bulk NnBT. NTA. MiCLst MPOBaKEHHS AisiNIbHOCTI BUPOGHYMKa/imnopTepa roToBoro
Ne10x2640 y nikapcbKoro 3acoby, BKOUauy AinbHULi BUNycKy cepii abo
6nictepax B MicLie NpoBeAEeHHSA KOHTPOSIIO AKOCTI. (LiANbHICTb, 3a AKY
KapTOHHI Kopoo6Li BiANOBigae BUPOGHMK/IMNOPTEpP, BKOYAOUM BUMYCK Cepiid)
(YTOUHEHHs HalimeHyBaHHA Ta afpecy BUPOOHWKa 3rifgHO
BMCHOBKY LLLOA0 BifNOBIigHOCTI BUpOo6HMLTBa BUMoram GMP,
BuAaHuii flepxnikcnyx6oto) (TepmiH BBEAEHHS 3MiH MPOTAroM 6-
TW MicAUiB Nicnsa 3aTBepAXeHHs); 3MiHKM | Tuny - 3MiHN Wwoao
6e3nekn/edekTBHOCTI Ta hapMakoHarnagy (iHwi 3MiHn) (3MiHa
rpachiyHoro 306paxxeHHs1 NepPBUHHOT Ta BTOPVMHHOI YNakoBOK Ha
TeKCT MapKyBaHHS NePBUHHOT Ta BTOPMHHOI yNakoBok) (TepMiH
BBEJEHHS 3MiH NPOTAroM 6-Tu MIiCsILLIB MiCNs 3aTBEPYKEHHS)
98. ni3nHonPun Tabnetku, 10 KPKA-®APMA Xopgaris Bupo6HMK, Xopsaris/ BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu | Tuny - 3a UA/12685/01/01
10 HN KPKA mr/12,5 wr, no 14 4.0.0. BiAnoBiganbHNIA 3a CnoseHis AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
TabneTok y 6nictepi; BMPOBGHULITBO «in 3asBHUKa (B/1ACHKKa peecTpaLiiiHoro NocBigYeHHs) (YTOUHEHHS
nol,2a6o4 bulk», nepBnHHY HanMcaHHA HaliMeHyBaHHS, afpecu 3asiBHMKA 3rigHO aKTyalbHUX
6nictepu y Ta BTOPUHHY [aHvX y niueHsii Ha BUpo6bHULTBO) (TepMiH BBeAEHHS 3MiH
KapTOHHiiA Kopo6L; yNaKoBKY, npoTArom 6-Tn MicALB NicNa 3aTBEPMKEHHS); 3MiHK | Tuny -
no 10 TabneTok y KOHTPO/b Ta AZMIHICTpaTVBHI 3MiHX. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
6nictepi; no 2, 3 abo BUNYCK cepil: MiCLiAl MPOBaKEHHS AisS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
6 6nicTepiB y KPKA-®APMA nikapcbKoro 3acoby, BKIOYauu AinbHULi BUNYCKY cepii abo
KapTOHHI KOpoOLj 0.0.0., XopBarisi; MicLie NpoBeAEHHS KOHTPOJIHO AKOCTI. (LisiNbHICTb, 3a AKY
Brpo6HMK, BiANoOBigae BMPOGHMK/IMNOpTEp, BK/OYAUM BUMYCK Cepild)
BiANOBIAabHUIA 3a (YTOUHEHHS HanncaHHA HaliMeHyBaHHS Ta MiCLIe3HaXOMKEeHHS
BUNYCK cepil: BUPOBHMKA 3riAHO aKTyaslbHUX AaHWX Y MiLeHsii Ha BUPOGHNLTBO
KPKA, a.4., Hoso Ta ceptucpikata GMP) (TepmiH BBeZieHHS 3MiH NPOTAroM 6-Tu
MecTo, C/oBeHis MicALIIB MiC/1A 3aTBEPLKEHHS)
99. nismHonpPun Tabnetku , 20 KPKA-®APMA XopBartis Brpo6HuK, Xopsarisi/ BHECEHHS 3MiH 1O peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/12685/01/02
20 HN KPKA Mmr/12,5 mr no 14 4.0.0. BiAnoBiganbHMIA 3a CnoseHisa AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo aapecu peyenmom
TabneTok y 6nictepi; BMPOBHULITBO «in 3asBHUKA (B/1ACHMKa peecTpaLiiiHOro NocBigYEHHS) (YTOUHEHHS
nol, 2 abo 4 bulk», nepBuHHYy HanvcaHHs HaliMeHyBaHHs, agpecy 3asBHYKA 3rigHO aKTyalbHUX
6nictepn y Ta BTOPUHHY AaHux y niueHsii Ha BUpobHUUTBO) (TepMiH BBEAEHHS 3MiH
KapTOHHiiA Kopo6L; YyMNaKoBKy, NpoTArom 6-Tn MicALIB NiCNA 3aTBEPMKEHHS); 3MiHM | Tuny -
no 10 TabneTok y KOHTpPO/b Ta AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
6nictepi; no 2, 3 abo BUNYCK cepil: MicLs NPOBaKEHHS AiSNIbHOCTI BUPOGHMKa/iMnopTepa roToBoro
6 6nicTepiB y KPKA-®APMA nikapcbKoro 3acoby, BkNOYaun AinbHULi BUNYCKY cepii abo
KapTOHHI KOpoo6Li [.0.0., XopBarTisi; MicL,e NpOBEeAEHHS KOHTPOJIH0 SKOCTI. (AISNBHICTb, 3a Ky
Bnpo6HMK, BiANoBigae BUPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK CEpild)
BiANOBIAabHMUIA 3a (YTOUHEHHS HanMCcaHHA HaliMeHyBaHHSA Ta MiCLLe3HaXOKEeHHS
BWMYCK Cepii: BVMPOGHMKA 3riAHO aKTyanbHUX AaHWX Y NiLeHsii Ha BUpO6HULITBO
KPKA, a.4., Hoso Ta cepTucpikata GMP) (TepmiH BBeeHHS 3MiH NPOTAroM 6-Tu
MecTo, CroBeHis MicALIB MiC/1A 3aTBEPLKEHHS)
100. | NMIBOTIA3UA- Tabnetku no 10 TeBa I3painb AT YropuHa BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/6092/01/01
TEBA mr/12,5 mr no 10 dapmaLeBTika dapmaLleBTUYHNI 3MiHU | TUNY - BBEeHHA ab0o 3MiHM [0 y3ara/lbHeHUX AaHnX npo peyenmom
Tabnetok y énicrepi; N lHgacTpi3 3aBog TEBA cuctemy hapmakoHarnsgy (BkIoUakum KOHTakTHI faHi) Ta/abo
no 3 6nictepu y nrp. 3MiHM y pO3MiLLeHHi MacTep-haiina cuctemu dpapmakoHarnagy

Kopobui
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
101. | NMIBOTIA3UNA- Tabnetku no 20 TeBa I3painb AT YropwmHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/6092/01/02
TEBA mr/12,5 mr no 10 dapmaueBTika dapmaueBTUYHNI 3MiHM | TNy - BBEAEHHS ab0 3MiHW A0 y3ara/lbHEHUX JaHuX Npo peyenmom
Tabnetok y 6nictepi; n lHpacTpi3 3aBog TEBA cucTemy chapmakoHarnsgy (BkIoUarUmM KOHTaKTHI faHi) Ta/abo
no 3 6nictepu y nra. 3MiHM Y pO3MiLLEeHHI MacTep-halina cuctemu dhapmakoHarnagy
Kopobui
102. | MAKCUAEKC® Kpanni o4Hi, 1 mr/mn AJKOH- Benbris AnkoH-KyBpbop Benbris BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/10812/01/01
no 5 mn y dpnakoHi- KyBpbop 3MiHM | TUMY - NoAgaHHA oHoBneHoro cepTudikata R1-CEP 1996- | peyenmom
KpanesbHuyi “Apon- 019-Rev 07 ans gjtoyoi pevyoBMHN feKkcaMeTas3oHy Bif, Bxe
TeliHep®"; no 1 3aTBEPXEHOr0 BUPOOHMKA
donakoHy-
KpanesibH1Li B
KOpOO6Lii 3 KAPTOHY
103. | MEAAKCOH MOPOLLIOK AN Megpokemi Kinp Mepokemi 1T Kinp BHECEHHSA 3MiH 10 peecTpaliiiHux maTepianis: 3a UA/7582/01/02
PO34YUHY AN iH'EKLA nTa (3aBog C) TexXHiYHa noMuka y cneuudikaLii MeToAiB KOHTPO/IIO SIKOCTi 3a peyenmom
no 2 r, 10 donakoHis NoKas3HNKOM «OHOPIAHICTb A030BaHNX OAUHULEY»
3 MOPOLLKOM B
KapPTOHHI KOpooLj
104. | MEHOBA3UVH pO34nH ons NAT YkpaiHa MAT "®iTodhapm” Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/8167/01/01
30BHILLHLOIO "®iTochapm" 3MiHuY Il TMny - 3MiHa BUPOGHMKA BUXIAHOrO/MPOMIKHOTO peyenma
3acTOCyBaHHs, NpoAayKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y BUPOGHUYOMY
cnupToBMiA No 40 Mn npoueci A®l abo Aitoyoi pevoBuHU, abo 3MiHa BUpoBHUKa
y thnakoHax (BKtOvatoum, ae HeobXiAHO, MicLEe NPOBEAEHHST KOHTPOO
CKNsiHMX abo akocTi) A®| abo fitouoi peyoBMHM (3a BiACYTHOCTI cepTudikata
nosiMepHuUx BiANOBIAHOCTI EBponeiickkili hapmakonei y maTepianax
peecTpauinHoOro AOCbE) - 3amiHa BUPOOHMKIB Ait040T pevoBMHN
MpokaiHy rigpoxnopugy
105. | METAMI3ONY KpucTanivyHuii My6niyHe YkpaiHa XKEDKIAHI Kutaii BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/12299/01/01
HATPIEBA NOPOLLOK akuioHepHe XANCEH 3MiHK | TUNY - NOAAHHS1 OHOB/IEHOTO cepTudikaTa Bif BXe
Cinb (cybcTaHuis) y TOBapuCTBO PAPMACBHIOTIKA 3aTBEPAXEHOr0 BUPOOHMKA
(AHANBbIH) [BOLLAPOBUX "HaykoBo- N KO. NTA4.
NNacTUKOBUX BMPOGHUUNIA
naketax gns LeHTp
BUPOGHMLTBA "BopLuariscbk
HeCcTepUIbHNX WA XiMiKO-
niKkapcbknx hopm hapmaueBTny
Hui1 3aBoa"”
106. | METOTPEKCAT | po3uvH gns iH'ekuii, TEBA I3painb dapmaxemi b.B. HigepnaHgn BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/9609/01/01
-TEBA 25 mr/mnno 2 mny dapmaLeBTika 3MiHM | TNy - BBEAEHHS @60 3MiHM A0 y3ara/ibBHEHUX AaHuX Npo peyenmom
dhnakoHi, no 1 N lHpacTpi3 cuctemy hapmakoHarnsay (BkUalum KOHTakTHI AaHi) Ta/abo
donakoHy B KOpooui NTa. 3MiHM Yy PO3MILLIEHHI MacTep-ghaiina cuctemmn oapMakoHarasgy
107. | METOTPEKCAT | po3uuH Ans iH'eKuiid, TEBA I13painb Papmaxemi b.B. HigepnaHaun BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/0818/01/02
-TEBA 100 mr/mn no 10 mn dapmaLeBTika 3MiHK | TUNY - BBEAEHHA 260 3MiHM [0 y3ara/lbHEHUX AaHUX MPO peyenmom
y donakoHi, no 1 n lHgacTpi3 cucTemy thapmakoHarnsgy (BkIOHaKUM KOHTaKTHI faHi) Ta/abo
p1aKoHY B KOpO6LLi nta. 3MiHM Y po3MilLEeHHI MacTep-halina cuctemu dpapmakoHarisgy
108. | METPOriN® PO3unH ANs iHdysil, "FOHiK IHAis "FOHiK IHAiA BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3a UA/2871/05/01
5mr/Mnno 100 may | dapmacbloTvk dapmacbloTUKas 3MiHK | TUNY - 3MiHW Y NPOLLeCi BUPOBGHMLITBA FOTOBOIO peyenmom
thnakoHax; no 1 an Na6opaTtopiz” nikapcbKoro 3acoby, BKIOUaKUy NPOMiXHUIA MPOAYKT, L0

dNakoHy,

JlabopaTtopis"

(BigAineHHs dipmm

3aCTOCOBYETHLCA MPY BUPOGHULTBI TOTOBOrO NiKapCbKoro 3acoby
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
ynakoBaHoMy B (BipfineHHs "Ix. b. Kemikan3 — 3MiHa y npoLeci BUPO6HULTBA rOTOBOTO JiKapCbKOro 3acoby
uenocaHoBui chipmm "Ox. B. eHa
naker, y kopobuii 3 Kemikana eHg, dapmMacbloTUKan3
KapTOHY PapmacbioTuK nrp.)
ans ita.")
109. | MUPOMPUCTO | Tabnetkn no 0,2 r Ne AT Pocilicbka 3akpute Pocilicbka BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/6102/01/01
H 1 (1x1), Ne 3 (3x1) y "Huxkdapm" Pepepauis AKLioHepHe Pepepauis Nikapcbki 3aco6u. 3MiHa Y KOPOTKill xapakTepucTuLi nikapcbkoro | peyenmom
6nictepax y nauui ToBapucTBO 3acoby, IHCTPYKLiT 4719 MeAMYHOro 3acToCyBaHHsS abo
"OBHiHCbKa XiMiko- MapKyBaHHi ynakoBokK (MoTpebye BHECEHHS BiANOBIAHO A0
thapmaveBTUyHa iHchopmawii pedrepeHTHOro/opuriHasIbHOro NiKapCLKOro 3acoby
komnaHis" 6e3 HafiaHHS XXOAHUX HOBUX [OAATKOBKX AaHUX 3asBHUKOM)
(BHECeHHS1 3MiHM [0 IHCTPYKLT AN Me4MYHOro 3aCTOCYBaHHS y
po3gin: "MokasaHHsa", "®apmakoTepanesTuyHa rpyna”
(YTOYHEHHS Ha3Bw), "dapmakosIoriyHi BNacTMBOCTI",
"MpoTunokasaHHa", "B3aemogis 3 iHWMMK nikapcbKumy 3acobamu
Ta iHWi BUAW B3aemogiii", "OcobnnBOCTi 3aCTOCyBaHHS",
"3acTocyBaHHS y nepiog BariTHOCTi abo rogyBaHHs rpyaaro”,
"3[aTHICTb BNAMBATU Ha LWBUAKICTb peakLil Npy KkepyBaHHi
aBToTpaHcnopToM abo iHWMMK MexaHismamu', "Cnocié
3acTocyBaHHsA Ta gosun”, "Mepego3yBaHHA", "T06I4HI peakuii”
3riAHO 3 iHhopmaLieto WoA0 MegNYHOro 3acToCyBaHHS
pedepeHTHoro (MI®EIIH) nikapcbkoro 3acoby); 3MiHu | Tuny -
AAMIHICTpaTVBHI 3MiHK. 3MiHa HaliMeHyBaHHs Ta/abo agpecun
3asBHMKa (BNacHvKa peecTpauiiiHoro nocBigYeHHs) (3MiHa
HaliMeHyBaHHS Ta MiCLie3HaX0KEHHS 3asBHUKA)
110. | MIKO®IH® Tabnetku no 250 mr HOBEN INAY TypeuunHa HOBE/ INAY TypeuunHa BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3a UA/5305/02/02
no 4 Tabnetkn y CAHAI BE CAHAI BE BUMPABIEHHS TEXHIYHOI NOMU/IKA B METOAaxX KOHTPOJIHO AKOCTI peyenmom
6nictepi, no 1 TIOXAPET TIOKAPET A.LL. po3ain «PO34UMHEHHS» WOA0 NPUIOTYBaHHA PO3UnHy A Ta
6nictepy y A.LL. po3uunHy b
KapTOHHI ynakoBLi;
no 14 tTabneTok y
6nictepi, no 1 a6o 2
6nictepn y
KapTOHHIii ynakoBLi
111. | MOHTENYKAC | TabneTku BKpUTI My6niyHe YkpaiHa AHani3 Ta Bunyck | Higepnanaw/ BHECEHHS 3MiH IO peecTpaviitHux maTepianis: 3miHu | Tuny - - UA/11986/01/01
T NNiBKOBOIO akuioHepHe cepiii: IcnaHis/ [oTOBWMIA NikapcbkuMii 3aci6. Bupo6HMLTBO. 3aMiHa ab0 BBEAEHHS
060/10HKO10, Mo 10 TOBapuCTBO CiHTOH BB, Benbris [04aTKOBOT AiNbHUL BUPOBHMLTBA A/18 YaCTMHN abo BCbOro
Mr in bulk: no 50 000 "HaykoBo- HigepnaHgu; BMPOGHMYOr0 MPOLECY FOTOBOrO NiKapCbKOro 3acoby (AiNbHULS,
TabneTok B nakeTax BMPOGHUYUIA Bupo6bHuuTBO, Ha SKili NpoBOAATLCS By Ab-Ki BUPOOHUYI CTagil, 38 BUHSITKOM
noABINHNX LeHTp aHaui3 Ta BuUnycK BUNYCKY Cepili, KOHTPOSIIO AKOCTi, NEPBUHHOIO Ta BTOPUHHOTO
nonieTuIeHoBMX "BopLuariBcbk cepiii: nakyBaHHs, A1 HECTEPUIBHUX NiKapCbKMX 3aco6iB) (BBEAEHHS
uiA Ximiko- CiHTOH XicnaHis [0[4aTKOBOT AiNbHULI BUPOBHULITBA JliKapCbKoro 3acoby in bulk -
hapmaueBTny C.N1., IcnaHis; CiHTOH XicnaHist C.J1., IcnaHis)
HWIA 3aBoA”, Brpo6HMLTBO Ta
YkpaiHa aHanis cepiii:
CaHiko H.B.,
Benbris
112. | MOTUNIYM® TabneTku, Wo MakHin Benvka BUPOGHMLUTBO Benuka BHECEHHS 3MiH [10 peecTpauiliHix maTepianis: 6e3 UA/0221/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
NUIHIBANBHUIN | aucnepryioTbest B Mpopaxtc BpuTaHis Hepo3dacoBaHOl BpuTanisa/ 3MiHK | TUNy - BBEAEHHA abo 3MiHM [0 y3ara/lbHEHUX AaHUX Npo peyernma
POTOBI NOPOXHWHI, Nimiteq npoayKuii, ITania cucTemy thapmakoHarnsgy (BkIoHaroun KOHTaKTHI faHi) Ta/abo
no 10 mr no 10 nepBuHHa 3MiHM Y pO3MiLLEeHHI MacTep-halina cuctemu dhapmakoHarnagy
Tabnetok y 6nictepi; yrnakoBKa:
no 1 a6o 3 6nictepu KataneHT tOK
Y KapTOHHiIl CBiHAOH 3ugic
ynakoBLi Nimiten, Benvka
BpuTaHis;
BTOPUHHA
ynakoska Ta
[03BiN Ha BUMYCK
cepii: AHcceH
Cinar C.n.A,,
ITanis
113. | HABOHEKC® cnpeii HasaslbHUiA, LepiHr-Mnay LLiBeiiuapis LWepiHr-Mnay Benbris/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/7491/01/01
[030BaHwWii, 50 CeHTtpan Ict Na6o H. B., Cinranyp 3MiHM | TUMy - 3aMiHa rpadiyHoro 306paxxeHHs ynakoBku Ha TEKCT | peyenmom
MKr/f03y no 18 r Al Benbrist; MC/, MapKyBaHHs 417 NEePBMHHOI Ta BTOPUHHOT ynakoBki. BBeaeHHs
(140 po3) cycneHsii IHTepHewHn TM6X 3MiH NPOTArom 3-X MicsiL{iB nicns 3aTBepAKeHHA
y nonieTuneHoBoMy (piniss Cinranyp),
nakoHi 3 CiHranyp
[,03yt0UYMM HAcCoCoM-
posnunosayem,
3aKpUTUM
KoBnaykom; no 1
donakoHy y
KapPTOHHI KOpooL;i
114. | HA3BOHEKC® cnpeii HasaslbHUiA, LepiHr-Mnay LLiBeiiuapis LWepiHr-Mnay Benbris/ BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3a UA/11264/01/01
CHHYC [030BaHwWii, 50 CenTtpan Ict Na6o H. B., Cinranyp 3MiHM | TUNy - 3aMiHa rpadiyHoro 306paxxeHHs ynakoBku Ha TEKCT | peyenmom
Mkr/go3y no 10 r (60 Al Benbris; MCL MapKyBaHHA 419 NepBUHHOT Ta BTOPUHHOT yNakoBku. BBegeHHs
[03) cycneHsii y IHTepHeLwHN MTM6X 3MiH NPOTArom 3-X MicsiL{iB nicns 3aTBepAXeHHA
nonieTuneHosomy (hiniss Cinranyp),
dhnakoHi 3 CiHranyp
[,03y0UMM HAcCOCOM-
po3nuoBayem,
3aKpUTUM
KoBnaykom, no 1
donakoHy y
KapPTOHHI KOpooL
115. | HATPIO pO34uH ANs iHgys3il MpuBaTHe YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasliB: NPUBEAEHHSA Y 3a UA/12049/01/01
xnoenay 0,9 %, no 100, a6o akujioHepHe akujioHepHe BignoBiAHicTb iHchopmauii B Hakasi Ne 1091 Big 19.10.2016 peyenmom
PO34UMH 0,9% no 200, a6o 250, TOBapuCTBO TOBapucTBO LOA0 HanMcaHHA peecTpauiliHol npoueAypy B Npoueci
a60 400 a6o 500 mn "IHdy3ia” "IHcpy3isn” BHECEHHSA 3MiH (aogaBaHHA TepMiHY BBef,eHHS 3MiH) - 3MiHU

Yy nnawkax

| TNy - AOMiHICTpaTMBHI 3MiHW. 3MiHa HalilMeHyBaHHS Ta/abo
afpecy 3asiBHVKa (B1acHMKa peecTpaviiiHoro nocBigyeHHs)
(3miHa HaliMeHyBaHHS Ta afpecu 3asBHUKa). BBeeHHA 3MiH
npoTArom 3-x MicauiB nicnA 3aTBepMAKeHHsA; 3MiHW | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MicLisi NpOBaKEHHS AifiNIbHOCTI BUPOGHMKa/iMnopTepa roToBoro
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiH
020
MocBiOYEeHHs

niKapcbKoro 3acoby, BKOHAKUM AiNbHULL BUNYCKY cepii abo
MicLie NpoBeAEHHS KOHTPO/IO AKOCTI. (AIANbHICTb, 3a Ky
BiANOBiAae BUPOGHMK/IMNOpTEp, BK/OYAUM BUMYCK Cepild)
(3miHa HalimeHyBaHHsI Ta afipecy BUPOOHUMKa, 6e3 3MiHM MicLs
BMPO6HULITBA). BBEAeHHA 3MiH npoTsarom 3-x Micauis nicns
3aTBepPMKEHHS; 3MiHW | TMny - 3MiHW 3 AKOCTI. FoTOBUIA
nikapcbkunii 3aci6. 3MiHU Y BUPOGHMLTBI. 3amiHa abo BBEAEHHS
[04aTKOBOT AiNbHUL BUPOBHMLTBA A/18 YaCTMHN abo BCbOro
BMPOBGHNYOro NpoLecy rotToBoro Nikapcbkoro 3acoby (AiNbHULA,
Ha SKili NpoBOAATLCS By Ab-Ki BUPOOHUYI CTagil, 38 BUHSITKOM
BUMYCKY Cepii, KOHTPOIO SAKOCTi Ta BTOPMHHOIO NakyBaHHA A/15
CTEPUNTBHUX NMiKapCbKKX 3ac06iB (BK/IOYaouM BUPO6GeHi
acenTUYHUM METOAO0M), KpiM NiKapCbKnX 3aco6iB
6i0N10ri4YHOro/iMyHONOMNYHOT0 NOXOKEHHS) (BBEAEHHS
[04aTKOBOT AiNbHULI BUpOBGHMLTBA: YKpaiHa, 23219, BiHHMUbKa
061., BiHHULbKWIA p-H, €. BiHHUUbLKI XyTOpW, ByN. Hemupiscbke
woce, 6. 84 A). CynyTHS 3MiHa - 3MiHU 3 AKOCTi. FOTOBWIA
nikapcbkunii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa abo BBEAEHHSA
[0[aTKOBOT AiNbHULL BUPOBHMLTBA A/18 YaCTUHN abo BCbOro
BMPOBHMYOrO NPOLECY rOTOBOTO JiKapCbKOro 3acoby (AinbHUUS
[N BTOPVMHHOIO MakyBaHHS) (3MiHW 3 AKoCTi. FoToBMiA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM Y NpoLieci
BMPOGHULITBA FOTOBOrO NiKapCbKOro 3acoby, BKOUaum
MPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCS NPY BUPOGHULITBI
rOTOBOrO NikapCbKoro 3acoby (iHLi 3MiHK); 3MiHK | TUny - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYOTLCA BUNYCKY CEPil Ta KOHTPOIIO
SKOCTi rOTOBOrO fikapcbKoro 3acoby (3amiHa abo fofaBaHHSA
BMPOOHMKa, LLLO BiAMNOBIAaE 3a BBE3EHHS Ta/abo BUMNYCK cepil) -
Bk/toyaroum KOHTPONb/BUNPOGYBaHHSA cepii (BBEAEHHS
[04aTKOBOI Ai/IbHULLE KOHTPOJIK0 AKOCTI | BUNYCKY cepii)

116.

HEMPOMAKC

PO34UMH NS iH'EKUIN
no 2 Mn B amnynax
Ne 5, Ne 10 y
Kopobui, Ne 5 (5x1),
Ne 10 (5x2), Ne 10
(10x1) y 6nictepax B
Kopobui

ToBapucTtso 3
06MexeHo
BiANOBiAabHI
CTIO
"GapmaueBTu
YHa KOMMaHis
"3gopos's"”

YKpaiHa

ToBapucTso 3
06MexeHo
BiANOBIAA/LHICTIO
"®apmaueBTnyHa
KOMnNaHis
"3p0pos'a”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:
3MiHY | TUny - 3MiHa 6yAb-AKOI YaCTUHN MaTepiany NepBUHHOT
YMakKoBKU, LLIO HE KOHTaKTYyE 3 rOTOBUM J1iKapCbKUM 3aCO60M -
[04aTKOBO [10 3aTBEPKEHVX amny i, BBOAATLCA aMy/iv 3
TOYKOIO 3M1aMy Ta Hafpi3OM Bif 3aTBepa)KeHoro B1upobHuka MAT
«MonTaBcbkuli 3aBOA, MEANYHOIO CKNax», YkpaiHa

3a
peyenmom

UA/11453/01/01

117.

HEYPOBEKC®
®OPTE

TabneTkn, BKpUTI
NNiBKOBOIO
o60os1oHKo0, Mo 10
TabneTok y 6nictepi;
no 3 abo 6 6nictepis
Y KapTOHHI KOpoobLii

AkTasic rpyn
AT

IcnaHgis

AkTaBic PT

IHoOHesIA

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
BUMPAaB/IEHHSI TEXHIYHOT NOMW/KN B METOAAX KOHTPOHO SKOCTi Y
po3gaini «Cneuudikayis» 3a NOKa3HUKOM «PO3UMHEHHS»

6e3
peuenma

UA/7313/01/01

118.

HOJMbMNA3A®

niocpinizat ans
PO3UnHyY ANs iH'eKLi
no 40 mry
donakoHax Ne 1, Ne

KPKA, a.4.,
HoBso mecTo

CnoBeHisi

Brvpo6HMuTBO
Hepo3dgiacoBaHol
npoaykuii "bulk”,

nepBuHHE Ta

PpaHuis/
MopTyranis/
CnoBeHis

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny -
BunyueHHss BUPO6HMYOI AinbHUL (BKAOYAKUN AinbHuLi ans AdI
abo fjtoyoi pevyoBMHU, NPOMKHOTO NPOAYKTY abo roToBOro
NiKapCcbKoro 3acoby, AiNbHUL 4151 NPOBEeleHHA NaKyBaHHS,

3a
peyenmom

UA/7955/02/01
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
5, Ne 10, Ne 20 y BTOPVHHE BMPOGHMKA, BiAMNOBIAa/IbLHOMO 3a BUMYCK Cepild, MicLe
KapTOHHI KOpOOL nakyBaHHs, NpoBeAEHHS KOHTPO/IO cepil) abo nocTavyasibHUKa BMXiZAHOMO
KOHTPO/Ib Cepii: maTepiasy, peareHTy abo AONOMIXHOT PeYOBUHY (SKLLO
Bangedapm, 3a3HaYeHo y peecTpaviiHoMy A0CbE) (BUYYEHHS BUPOOHMKA
®paHuis; Na6opaTopioc Ankana ®apma, C.J1., Icnanis) (TepMiH BBeAeHHSA
Brpo6HMUTBO 3MiH NPOTArOM 6-TW MICALIB NiC/A 3aTBePMKEHHS); 3MiHW | Tuny -
Hepo3dgracoBaHOl 3MiHuM Wwopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsgy. 3MiHu
npoaykuii "bulk", Y KOPOTKili XapakTepucTyL,i NikapCbKoro 3acoby, TeKCTi
nepBuHHE MapKyBaHHS Ta iIHCTPYKLiT A1 MeANYHOro 3aCTOCYBaHHS
nakyBaHHs: reHepuyHMX/ribpuaHNX/6ionoAibHMX Nikapcbkmx 3aco6iB nicns
Codpapimekc- BHECEHHS Ti€l caMoi 3MiHM Ha pedhepeHTHMIA npenapar (3MiHa He
IHpacTpia Keimika noTpebye HafaHHS XOAHMX HOBMX AOAATKOBMX AaHWX) (3MiHM Ao
e dapmaueBTika, IHCTPYKUIT y po3ginu: Bzaemogis 3 iHWMMK AikapCbKnuMun
C.A., MNoptyranis; 3aco6amu Ta iHLWi BUAW B3aemMogii. Oco6MBOCTI 3aCTOCYBaHHS.
BTopuHHe 3acTocyBaHHS Y nepiog, BariTHOCTi abo rogyBaHHs rpyaato.
nakyBaHHS , 3[aTHICTb BNAMBATK Ha LUBUAKICTb peakLii npy KepyBaHHi
KOHTPOb cepii Ta aBTOTpaHCMNopToM abo iHWMMK MexaHisMamu Mepeao3yBaHHs.
BUNYCK cepil: Mob6iuHi peakui, 3rigHo 3 iHhopMaLieto LWoA0 MeANYHOTO
KPKA, a.4., HoBo 3acTocyBaHHs pechepeHTHOro (KOHTPO/OK) nikapcbkoro
mecTo, CnoBeHis 3acoby) (TepmiH BBEAEHHS 3MiH NPOTAroM 3-X MicALiB nicns
3aTBepAXEHHS); 3MiHu Il TNy - FTOTOBUIA NiKapcbKuii 3aci6.
BupobHMLTBO. 3amiHa abo BBeAEHHS f0AATKOBOI AifbHULI
BMPOOHMUTBA 47151 YacTNHM abo BCbOro BUPOGHNYOro npoLecy
roTOBOrO JlikapCcbKoro 3acoby (iHwWi 3miHW) (BBEAEHHS 40AaTKOBOI
ninbHuus Codhapimekc-lHaacTpia Keimika e ®apmauesTika, C.A.,
MopTtyranis (BupobHuLTBO Hepo3dacosaHoi npoAaykuii "bulk”,
NepBUHHE NaKyBaHHS) Ta 3a3Ha4YeHHs qyHKLiOHaUTbHUX
060B 513KiB paHiLl 3aTBEPAYKEHNX BUPOOHWKIB) (TepMiH BBEAEHHS
3MiH NPOTArom 6-TW MicsLiB Nicns 3aTBepPAKEHHS)
119. | OHEKNAN3 TabneTku, BKPUTI Aypob6iHao IHais AypobiHgo ®apma IHais BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/14263/01/01
nNiBKOBOO dapma JITa Nimiten (FOHIT 1) BUMNpPAaB/IEHHSA TEXHIYHUX NOMUSIOK B METOAAX KOHTPOIO AKOCTi Y | peyenmom
060/10HKO10, MO 75 po3aini «kKonnuecTeeHHoe onpeaeneHne» - 6yn AonyLieHi
Mr no 10 TabneTok y HETOYHOCTi Y Nepeknagi 3 OpuriHa/IbHOI JOKyMeHTaLii BUPOOHMKa
6nictepi, no 3
6nictepn B
KAPTOHHI KOpoO6LLi
120. | NAPIET® Tabnetku TOB Pocilicbka BUPOGHMLTBO AnoHisi/ BHECEHHS 3MiH [J0 peecTpauiliHix maTepianis: 3a UA/2499/01/01
KMLLKOBOPO34MHHI MO "[I)XKOHCOH & depepauis Hepo3acoBaHoro LLiBefiuapis 3MiHuM || TMNy - 3MiHKM 40 IHCTPYKUiT A1 MEAMYHOTO 3aCTOCYBaHHA | peyenmom
20 mr Ne 7 (7x1), Ne L[bKoHCoH" npoaykty: byuy y po3ginu: "®apmakonoriyHi BnactusocTi’, "B3aemogisa 3 iHWMu
14 (14x1), Ne 28 dapmacbloTrKan3 nikapcbkMK 3aco6amu Ta iHLWi BUAW B3aemogiii”, "OcobnmsocTi
(14x2) y 6nictepax N1a., AnoHis; 3acTocyBaHHs", "3acTocyBaHHS y nepiog, BaritTHoCTi abo
nepBuHHa Ta rogysaHHs rpyaaro”, "MobivHi peakuii”
BTOPWHHA
ynakoBka, BUMyCK
cepii: Cinar Ar,
LLseliuapis
121. | MAPIET® TabneTku TOB Pocilicbka BVPOGHMLTBO Anonis/ BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/2499/01/02
KMLIKOBOPO34YMHHI M0 "[)KOHCOH & Pepepauis Hepo3dghacoBaHoro LLiBeiiuapis 3MiHu |l TMNy - 3MiHK A0 IHCTPYKLUT AN MeMYHOro 3aCTOCYBaHHA | peyernmom
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
10 mr Ne 7 (7x1), Ne L[bKOHCOH" npoaykty: Byuuy y po3ginu: "®apmakonoriyHi BnactusocTi’, "B3aemogisa 3 iHWMu
14 (14x1) y dapmacbloTrKan3 nikapcbknMmn 3acobamu Ta iHWi B1uamn B3aemogiii”, "OcobnmBocCTi
6nicTepax Ntp,., AnoHis; 3acTocyBaHHS", "3acTocyBaHHs y nepiod BaritTHocTi abo
nepBuHHa Ta rofyBaHHs rpyaaro”, "MobivHi peakuii”
BTOPWHHA
ynakoBka, BUMyCK
cepii: Cinar Ar,
LLIseiiuapis
122. | MINOKAPMIHY Kpansi ouHi, 10 ToBapucTBO 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/5337/01/01
rigpoxnoprPuvg | mr/mn no 5 mn a6o 06MEXEHO BUPOOHULTBA, 3MiHK | TUNYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
10 Mny dolakoHi, No | BignoBigasibHi KOHTPO/b SKOCTI, hapmakoHarnsigy. BeegeHHs abo 3miHW 40 y3araslbHEHUX AaHUX
1 donakoHy y CTIO BUMyCK cepii: npo cucTemy dpapmakoHarnsgy; 3mMiHa ynoBHOBaXeHoT ocobu,
KOMNAEKTi 3 "focnigHnii ToBapucTso 3 BiANOBIAA/IbHOI 3a 34ilicHeHHSA hapmakoHarnsgy (Bkauyaoum
KPWLLIKOO- 3aBOj, 06MeXeHOo KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-gaiina
KpanesibHULEK Y "rHUNC" BiANOBIAA/IbHICTIO cuctemu hapmMakoHarnagy
nauui 3 KapToHy "[locnifHnii 3aBog,
"rHunc,
YkpaiHa; BCi cTagji
BMPOGHULITBA,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
ToBapucTso 3
obMexeHot
BiANOBIAA/IbHICTIO
"®APMEKC
FPYI", YkpaiHa
123. | NMINEKYPOHIO NOpPOLLOK ToBapucTBo 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | Tuny - - UA/11993/01/01
BPOMIA, KpicTaniuHuii 06MEXEHO0 06MeXeHo AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo aapecu
(cybeTaHuis) y BiANOBiAA/TbHI BiANOBIAA/IbHICTIO MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPO6HMKA (BK/IHOYaoum, 3a
6aHKax 3i ckna ans cTto "CiHbiac "CiHbiac ®apma" Heob6XifHOCTI, Micue NPoBeEeHHSI KOHTPOIO SKOCTI), abo
BMPOGHMULITBA dapma" BnacHvka mactep-taiina Ha A®l, abo nocTayasibHMKa
CTEpPUIbHUX Adl/BnxigHoro matepiany/peareHTy/npoMKHOrO MPOAYKTY, L0
nikapcbknx hopm 3aCTOCOBYKOTbCSA Y BUPOOHULTBI ADI (AKLLO 3a3HAYEHO Y 10ChE
Ha nikapcbkuii 3aci6) 3a BifiCYTHOCTI cepTudhikaTa BignoBiAHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepAXeHOMY J0CbE, abo
BMPOBOHUKA HOBOI LONOMIXHOI PEYOBUHM (AKLLO 3a3Ha4YeHo y
[0Cbe) (3MiHa prANYHOT agpecy BUpobHuka APl saka
3a3HayeHa B peecTpauiiHoMy nocBigyeHHi); 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo aapecu
3asBHUKA (B/1aCHMKa pPEECTPaLiiHOro NocBigYeHHs) (3MiHa
opuanyHoI agpecu 3asasHuka AdI, aka 3a3HavyeHa B
peecTpauiiiHoMy NocBiAYEHHI)
124. | NINEPAUUNIH- | nopoLuok ansa TeBa I3painb Brpo6HMLUTBO 3a Icnanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/12729/01/01
TA3OBAKTAM- | po3uuHy ans dapmaueBTika NOBHUM LK/IOM: Kutaii 3MiHM 3 aKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHM Yy BUPOGHULTBI. | peyernmom
TEBA iHcpysiii no 2 1/0,25 1 n lHpacTpi3 Nab6opaTtopio Peir 3amiHa abo BBeeHHA 00AaTKOBOI Ai/bHUL BUPOBHULTBA A/15
, 1 donakoH 3 nra. Modpe, C.A., 4YacTMHM abo BCbOro BUPOOBHMYOrO NPOLECy rOTOBOTO J1iKapCbKOro
NMOPOLLKOM B KOPOO6L Icnanis; 3aco06y (iHWi 3MiHN) (3a3HaYeHHs PYHKLIA BUPOGHMKIB /13)

Brvpo6HMUTBO

(TepMiH BBEAEHHS 3MiH MPOTAroM 3-X MicsiliB nicns
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiH
020
MocBiOYEeHHs

NPOMIXHOI CyMiLLIi:
Ksiny TiaHxe
PapmaueBTikas
Ko., NiTa., Kutaii

3aTBEPAKEHHS); 3MiHM | TRy - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsagy (iHwi 3miHn) (3amiHa
rpad)ivyHOro 306paXeHHs YNakoBKy Ha TEKCT MapKyBaHHS A71A
NEepBUHHOI Ta BTOPUHHOI YNaKOBKN Y 3B’A3KY 3 MPUBEAEHHAM Y
BignosigHicTb Ao Hakasy MO3 Ykpainu Ne 426 Big 26.08.05 (y
pepakuii Hakazy MO3 YkpaiHu Ne460 Big 23.07.2015 p.) Ta
3a3Ha4YeHHs1 MapKyBaHHS Ha yKpaiHCbkiii MoBi) (TepMiH BBELEHHS
3MiH NPOTAroM 3-X MicALiB Nicns 3aTBEpMAXeHHS); 3MiHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOT AinbHUL
(Brtovaroum ginbHuUL ans A®l, npoMixHOro NpoaykTy abo
rOTOBOrO /iKapCbKOro 3acoby, AiNbHULI AN18 NPOBEAEHHS
nakyBaHHs, BUPOGHMKa, BigNOBifaIbHOTO 3a BUMYCK cepild, Micue
NpoBeAEeHHS KOHTPOO cepil) abo noctavyanibHUKA BUXiZAHOMO
martepiany, peareHTy abo AONOMDKHOT PEYOBUHM (SIKLLLO
3a3HayeHo y Aocbe) (BUyyeHHs BupobHuka N3 Mnisa XpBaTcka
[.0.0.., Xopsaris) (TepMiH BBEAEHHS 3MiH NPOTAroM 3-X MicsiLiB
nicnsa 3aTBepmkeHHs); 3MiHu | Tuny - AQMIHICTPaTUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu Micus NpoBaKeHHS
[isNbHOCTI BUpoBOHUKa/iMnopTepa roToBoro /ikapcbkoro 3acoby,
BK/KOYAOUM AiNbHUL BUMYCKY cepii abo miclie NnpoBeAeHHs
KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a Ky Bignosigae
BMPOGHMK/IMNOpPTEp, BK/OYAOUM BUMYCK cepiii) (NMprBeaeHHS
MicLLe3HaxopKkeHHA BUPoGHUKa /13 JlaGopaTopio Peir Modpe,
C.A. IcnaHis y BigNOBIAHICTb A0 BUCHOBKY LWOA0 NigTBEPIKEHHSA
BignoBigHOCTI BUpo6HMuTBa J13 BUMoram GMP (Jepxnikcnyx6a
Ykpainu), 6e3 3miHn micus BupobHuuTtsea) (TepmiH BBEAEHHS 3MiH
npoTarom 3-x MicsuiB nicas 3aTBepoKEHHS)

125.

NINEPALNIH-
TA3OBAKTAM-
TEBA

MOPOLLOK ANA
pO3unHy Ans
iHcpysii no 4 /0,5,
1 donakoH 3

NMOPOLLKOM B KOPOOLi

TeBa
dapmaueBTika
n lHpacTpi3
nra.

13painb

Brpo6HMUTBO 3a
MOBHWM LIIK/IOM:
Na6opaTtopio Peir
Modpe, C.A.,
IcnaHis;
Brpo6HMLTBO

NPOMDKHOI CyMiLLIi:

Kiny TiaHxe
dapmaueBTikan
Ko., iTa., Kutaii

Icnanis/
Kutai

BHECEHHS 3MiH [0 peecTpauiitHux matepianis: 3MiHu | Tuny -
3MiHM 3 IKOCTI. [0TOBWIA NiKapCbkuii 3aci6. 3MiHWM Y BUPOOHMLTBI.
3amiHa abo BBefeHHS A0AATKOBOI AibHULI BUPOBHMLTBA 4151
4YacTVHM abo BCbOro BUPOOHNYOro NpoLLecy roToBOro iKapCbKoro
3aco6y (iHLWi 3MiHK) (3a3HAaYeHHST OYHKLii BUPOBHUKIB M13)
(TepMiH BBEEHHS 3MiH MPOTAroM 3-X MicsLiB micns
3aTBEPMKEHHS); 3MiHM | TUny - 3MiHK LWoA0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy (iHwi 3miHv) (3amiHa
rpadpivyHOro 306paXeHHs yNakoBKy Ha TEKCT MapKyBaHHS A1A
NepBMHHOT Ta BTOPUHHOI YNaKOBKW Y 3B’A3KY 3 NPUBEAEHHAM Y
BiANOBIAHICTb A0 Hakalzy MO3 Ykpainn Ne 426 Big 26.08.05 (y
pepaxuii Hakazy MO3 YkpaiHn Ne460 Big 23.07.2015 p.) Ta
3a3HayeHHs MapKyBaHHS Ha yKpaiHCbKili MoBi) (TepMiH BBeAEHHS
3MiH NPOTArom 3-X MiICALIB Nic/1A 3aTBEPMAKEHHS); 3MiHK | Tuny -
AAMiIHICTpaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOT AinbHUL
(Bxnrovaroun AinbHUL s APl NPOMiKHOro NPoaykTy abo
rOTOBOTO JliKAPCbKOro 3acoby, AiNbHWLi 418 NPOBEAEHHS
nakyBaHHs, BUPOOHMKa, BiANOBifaIbHOTO 3a BUMYCK cepild, Micue
NpoBefeHHs KOHTPO/IIO cepii) abo nocTavasnbHVKa BUXIAHOTO
martepiany, peareHTy abo AOMNOMDKHOT PEYOBUHM (SIKLLLO
3a3HayeHo Yy f10cbe) (BUAYYEHHs1 BUpobHuka /13 MNniBa XpBaTtcka

3a
peuyenmom

UA/12729/01/02
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
[.0.0.., Xopsaris) (TepMiH BBEAEHHS 3MiH NPOTAroM 3-X MicsiLiB
nicns 3aTBepmKeHHs); 3MiHu | Tuny - AQMIHICTPaTUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu Micus NpoBaKeHHS
[isNbHOCTI BUpoBOHUKa/iMnopTepa roToBoro /ikapcbkoro 3acoby,
BK/KOYAOUM AiNbHUL BUMYCKY cepii abo miclie NnpoBefeHHs
KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a Ky Bignosigae
BMPOGHMK/IMNOpPTEpP, BK/OYAOUM BUMYCK cepiii) (NprBeaeHHS
MicLLe3HaxopKkeHHA BUpoGHUKa /13 JlaGopaTopio Peir Modpe,
C.A. IcnaHis y BigNOBIAHICTb A0 BUCHOBKY LWOA0 NiATBEPIKEHHSA
BignoBigHoCTI BUpo6HMuTBa J13 BUMoram GMP (Jepxnikcnyx6a
YkpaiHu), 6e3 3MiHn MicuA BUPO6HMLTBA) (TEpPMiH BBEAEHHS 3MiH
npoTarom 3-x MicsuiB nicas 3aTBepoKEeHHSs)
126. | MPECAPTAH®- | TabneTku, BKPUTI Inka IHAis Inka SlabopaTopi3 IHAiA BHECEHHSA 3MiH [0 peecTpayjiiiHux maTepianis: 3a UA/8575/01/03
100 NNiBKOBOIO NabopaTtopi3 Nimiteq 3MiHK | TUNY - BBEAEHHSA ab0 3MiHM A0 y3araslbHeHNX AaHUX Mpo peyenmom
060n10HKot0, No 100 Nimiten cuctemy hapmakoHarnsagy (BKIYalum KOHTakTHI faHi) Ta/abo
Mr Ne 28 (14x2), Ne 3MiHM Y pO3MiLLEeHHI MacTep-halina cuctemu chapmakoHarnagy
30 (10x3) y
6nictepax
127. | MPECAPTAH®- | TabneTku, BKPUTI Inka IHAis Inka SlabopaTopi3 IHAiA BHECEHHSA 3MiH 10 peecTpaliiiHux maTepianis: 3a UA/8575/01/01
25 NAiBKOBOO NabopaTtopis Nimiteq 3MiHM | TUMy - BBEAEHHS ab0 3MiHM A0 y3ara/lbHEHUX JaHuX Mpo peyenmom
060/10HKOI0, N0 25 Nimiten cuctemy hapmakoHarnsagy (BKIYakum KOHTakTHI faHi) Ta/abo
Mr Ne 28 (14x2), Ne 3MiHM Y po3MiLLEeHHI MacTep-chalina cuctemu dhapmakoHarnagy
30 (10x3) y
6nictepax B
KapTOHHiii Kopo6Lli
128. | MCOPIKAN Kpem, 2 mr/rno 30 1 MAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 6e3 UA/6396/01/01
y Ty6ax Ne 1 "Kunismegnpen "KviBmegnpenapa 3MiHK | TUNY - 3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta peuenma
apar" T hapmakoHarnsgy; 3miHa ynoBHOBaXKeHoi 0cobw, BifnosiganbHOI
3a 3fiicCHeHHs1 chapmakoHaraagy
129. | PAMIME]L Tabnetku no 2,5 Mepokemi Kinp BMPOBHULTBO 3a ManbTa/Kinp BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/10154/01/01
KOMBI mr/12,5 wmr; no 10 nTa NOBHUM LIMK/IOM: [oToBMIA Nikapcbkumii 3aci6. BUPOGHNULTBO. 3MiHK, L0 CTOCYHOTLCA | peyenmom

Tabnetok y 6nictepi,

no 3 6nictepu y
Kopoo6ui

AkTasic N1TA,
MaubTa;
BVMPOGHMLTBO
Hepo3dacoBaHOro
NPOAYKTY,
KOHTPO/b SKOCTI,
[103BiN HA BUMYCK
cepil:
Mepokemi 1T
(UeHTpanbHuii
3aBog), Kinp;
nepBuHHE Ta
BTOPUHHE
nakyBaHHS:
Mepokemi 1T
(3aBog AZ), Kinp

BUMYCKY Cepii Ta KOHTPOJIIO AKOCTi FOTOBOTrO NiKapcbkoro 3acoby
(3amiHa abo fofaBaHHA BUPOOHUKA, BiANOBILaILHOMO 3@ BUNYCK
cepii) - BK/IH0OYAKUM KOHTPO/b/BUNPOOYBaHHSA cepii (BBEAEHHS
BMpo6HUKa Megokemi NIT[ (LleHTpanbHuii 3aBoga), Kinp
BiZJNOBIAA1ILHOMO 3a KOHTPO/b Ta BUMYCK Cepii FOTOBOro
nikapcbkoro 3acoby) (TepMiH BBEAEHHS 3MiH MPOTArOM 3-X
MicALiB Nicna 3aTBepMKeHHs); 3MiHW | TUMY - 3MiHN 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULTBI. 3amiHa abo
BBEAEHHSA A0AATKOBOI AiNbHULI BUPOGHMLTBA 15 YacTMHM abo
BCbOro BMPOOHMYOro NpoLecy roToBoro Nikapcbkoro 3acoby
(BiNbHULA AN NEPBMHHOIO NakyBaHHS) (BBEAEHHS A,04ATKOBOI
AinbHuuUi BUpobHuyTBa Megokemi 1T/, (3aBoa AZ)
BiNoBiga/IbHOI 3a NepBMHHE NakyBaHHs) CynyTHA 3MiHa - 3MiHU
3 sIKoCTi. FoTOBWIA Nikapcbkuii 3aci6. 3MiHU Yy BUPOGHULTBI.
3amiHa abo BBeAEeHHA [0AATKOBOI Ai/TbHNLi BUPOOHMLTBA ANS
4yacTuHM abo BCbOro BUPOGHNYOro NPOLLEeCy roTOBOrO /iKapCbKOro
3acoby (AiIbHULUSA A58 BTOPUHHOTO NakyBaHHs) (BBEAEHHS
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiH
020
MocBiOYEeHHs

[04aTKOBOT AinbHUL BUpo6HULTBa Mepokemi NNTA (3aBog AZ)
BiANOBIA&/IbHOI 3@ BTOPUHHE NakyBaHHS); 3MiHu | Tuny - 3MiHu 3
AKocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI. 3amiHa
a60 BBeleHHA 40AATKOBOI AiNbHULL BUPOBHULTBA A1 YACTUHU
ab0 BCbOro BUPOGHMYOro NpoL,ecy roToBOro Aikapcbkoro 3acoby
(AinbHULA, Ha SKI NpoBOAATLCS O6yAb-AKi BUPOOHUYI cTagil, 3a
BWHSATKOM BUMYCKY Cepili, KOHTPO/II0 AKOCTi, NEPBUHHOIO Ta
BTOPUHHOIO NakyBaHHSA, 4518 HECTEPUIbHUX MIKAPCbKMX 3ac06iB)
(BBEAEHHA [0AATKOBOI AiNbHMLI BUpobHuuTBa Megokemi 1T/,
(UeHTpanbHuii 3aBog), Kinp (BMpo6HULTBO HEpO3(hacoBaHOro
npoaykTy); 3miHu | TMny - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecyt MicLA NPOBaKEHHS Ais/IbHOCTI
BMpPOGHUKa/iMnopTepa roToBOro JlikapCbkoro 3acoby, BkIYatoun
AinbHUUI BUNYCKy cepii abo Micue NpoBeAeHHS! KOHTPOSIHO SIKOCTI.
(ZiANbHICTb, 3a AKy BigNOBigae BUPOOHMK/IMIOPTEP, BKIKOYAKYN
BMNYCK cepiii) (3MiHa Ha3BMW Ta agpecu BUpobHuka AkTasic /T[],
ManbTa y 3B'A3Ky 3 NpyBELEHHAM Y BiAMNOBIAHICTb A0
OHOB/EHOTO BUCHOBKY LLOAO NiATBEP)KEHHS BifNOBIAHOCTI
BUpo6HMUTBA J13 BUMoram GMP BuaaHux [epxiikciyx60oto
Ykpainun) (TepMiH BBEAEHHSI 3MiH MPOTAroM 3-X MicsILiB nicas
3aTBEPKEHHS)

130.

PAMIMEQL
KOMBI

Tabnetku no 5 mr/25
mr; no 10 TabneTok
y 6nicTepi, no 3
6nictepun y Kopobui

Mepokemi
nTa

Kinp

BMPOGHULITBO 3a
MOBHUM LIK/IOM:
AkTasic 1T,
MauibTa;
BUPOGHMLTBO
Hepo3dhacoBaHOro
NpOAyKTY,
KOHTPO/b SIKOCTI,
[103BiN Ha BUMYCK
cepii:
Megokemi NTA
(UeHTpanbHuii
3asog), Kinp;
nepBuHHe Ta
BTOPUHHE
nakyBaHHS:
Megokemi NTA
(3aBog AZ), Kinp

ManbTta/Kinp

BHECEHHS 3MiH [0 peecTpauiitHux matepianis: 3MiHu | Tuny -
[oTOBMIA Nikapcbkuii 3aci6. BUpOGHNLTBO. 3MiHK, L0 CTOCYHOThCSA
BUNYCKY Cepii Ta KOHTPOJII0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo gofaBaHHA BUPOOHUKA, BiANOBILaILHOMO 3@ BUMYCK
cepii) - BK/IOYaUN KOHTPO/Ib/BMNPOBYBaHHSA cepii (BBeeHHS
BMpo6HUKa Megokemi NIT[ (LleHTpanbHwuii 3aBoa), Kinp
BiZJNOBIAAILHOMO 3a KOHTPO/b Ta BUMYCK Cepii FOTOBOro
nikapcbkoro 3acoby) (TepMiH BBEAEHHS 3MiH MPOTArOM 3-X
MicALiB Nicnsa 3aTBepmKeHHs); 3MiHW | TUNYy - 3MiHN 3 AKOCTI.
FoTOBWIA nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3amiHa a6o
BBEJEHHS 404ATKOBOI AiIbHULi BUPOOHMLUTBA 47151 YacTnHU abo
BCbOro BMPOOHMYOro NpoLecy roToBoro Nikapcbkoro 3acoby
(AinbHUUA ANA NEPBUHHOIO NakyBaHHS) (BBEAEHHSA [0AATKOBOI
OinbHULUi BUpoGHMLTBa Megokemi NIT/, (3aBog AZ)
BiANoBigasIbHOI 3a NepBMHHE NakyBaHHs) CynyTHA 3MiHa - 3MiHU
3 AKoCTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
3amiHa abo BBeAEHHS 404ATKOBOI AifIbHULi BUPOOHMLUTBA ANsi
4yacTuHM abo BCbOro BUPOGHNYOro NPOLLEeCy roTOBOrO /iKapCbKOro
3acoby (AinbHWUUA AN BTOPUHHOTO NakyBaHHSA) (BBEEHHS
[04aTKOBOT AiNbHULI BUpo6HMLTBa Megokemi 1T (3aBog AZ)
BiANOBiAa/IbHOT 3@ BTOPUHHE NakyBaHHsA); 3MiHW | TUny - 3MiHK 3
AKOCTI. FOTOBUIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3aMiHa
a60 BBeEeHHA 40A4ATKOBOI AiNbHUL BUPOOHMLTBA 4151 YaCTUHN
a60 BCbOro BUPOGHMYOro NPOoLLeCy rOTOBOTO NiKapCbKOro 3acoby
(BinbHULA, Ha AKIM NpoBOAATLCA ByAb-AKi BUPOOHWYI cTagil, 3a
BUHSATKOM BUMYCKY Cepili, KOHTPO/IIO AKOCTi, NEPBUHHOIO Ta
BTOPWHHOIO NakyBaHHSA, A/19 HECTEPU/IbHUX NiKapCbKUX 3ac0biB)

3a
peyenmom

UA/10154/01/02
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
(BBEAEHHA AOAATKOBOI AiNbHULI BUPO6HULTBA Meaokemi 1T/,
(UenTpanbHuii 3aBog), Kinp (BMpo6bHULTBO Hepo3hacoBaHOro
NPOAYKTY); 3MiHn | TMny - AAMIHICTPaTMBHI 3MiHX. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHS Ais/IbHOCTI
BMPOGHUKa/iMnopTepa roToBOro JlikapCbKoro 3acoby, BKIKYatoum
AinbHULI BUNYCKy cepii abo MicLe NpoBeAeHHS KOHTPO/IH SKOCTI.
(aisnbHICTb, 3a Ky BigNOBIAAE BUPOOHUK/IMNOPTEP, BK/IKOYAOUN
BMMYCK Cepiii) (3MiHa Ha3BuW Ta agpecu BUpobHuka AkTasic /T[],
MaribTa y 3B'A3Ky 3 NpUBELAEHHAM Y BiAMNOBIAHICTb A0
OHOB/EHOTO BMCHOBKY LLOA0 NiATBEPAKEHHS BifNOBIAHOCTI
BMpo6HMUTBA J13 BUMoram GMP BugaHux [epxnikciyx60oto
Ykpainun) (TepMiH BBEAEHHS 3MiH NPOTAroM 3-X MicsLiB nicns
3aTBEPKEHHS)
131. | PEAOUNTYKC KOHUEHTpaT ans [-p Peppi'c IHais O-p Peppj'c IHgis BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu | Tuny - 3a UA/12905/01/01
pPO34MHYy ANns NabopaTtopic Na6opaTopic /T4, AnMiHiCTpaTMBHI 3MiHN. 3MiHa Ha3BW fikapcbkoro 3acoby (byno - | peyernmom
iHdpysiid, 10 mr/mn, nrp, PEOVTYKC) (TepMiH BBEAEHHSA 3MiH MPOTArOM 6-TW MicsiL,iB
no 10 mn (100 mr) nicnsa 3aTBepAKeHHS); 3MiHu | Tuny - 3MiHM Woao
a6o 50 mn (500 mr) 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy (iHwi 3miHn) (3amiHa
y thnakoHi; no 1 rpaciyHoro 306paxeHHs ynakoBKW Ha TEKCT MapKyBaHHS A1
nakoHy y NepBUHHOT Ta BTOPUHHOI YNaKoBKW Y 3B'A3KY 3 MPUBEAEHHAM Y
KapTOHHIA KopooLi BignoBigHICTb A0 Haka3zy MO3 Ykpainu Ne 426 Big 26.08.05 (y
pepakuii Hakazy MO3 YkpaiHu Ne460 sig 23.07.2015 p.) (TepMiH
BBEAEHHS 3MiH NPOTAroM 6-T1 MiCSILLIB MiCNs1 3aTBEPAYKEHHS)
132. | PEAOUTYKC KOHUeHTpaT ans O-p Peppi'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | Tuny - - UA/12906/01/01
PO34UMHYy aNs Nab6opaTtopic Nab6opaTopic /Tg, AAMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BU MikapcbKoro 3acoby (6yo -
iHcpysii, 10 mr/mn, in nTg PEOWTYKC) (TepmiH BBEAEHHS 3MiH MPOTArOM 6-TW MicsL,iB
bulk: no 10 mn (100 nicnsa 3aTBepakeHHs); 3MiHu | Tuny - 3MiHu Wwoao
mr) a6o 50 mn (500 6e3nekn/edrekTMBHOCTI Ta thapmakoHarnsgy (iHwi 3miHu) (3amiHa
Mr) y dhnakoHi; no rpacdiyHoro 306paxeHHs ynakoBKW Ha TEKCT MapKyBaHHS A1
1000 dpnakoHiB y NEepBUHHOI Ta BTOPUHHOI YNaKOBKW Y 3B’A3KY 3 MPUBEAEHHAM Y
Kopob6Ly BignosigHicTb Ao Hakasy MO3 Ykpainn Ne 426 Big 26.08.05 (y
pepakuii Hakazy MO3 YkpaiHu Ne460 Big 23.07.2015 p.) (TepMiH
BBEJEHHS 3MiH NPOTAroM 6-T MicSLLIB NiCNs 3aTBEPYKEHHS)
133. | PE3OJIOP® TabneTkn, BKpUTI TOB Pocinicbka AHccen-Cinar ITanis BHECEHHS 3MiH A0 peecTpauiiHnx matepiasis: 3miHu Il Tuny - 3a UA/12943/01/01
NAiBKOBOO "[I>KOHCOH & depepauis C.n.A. Nikapcbki 3acobu. 3miHa(1) [0 TepaneBTUYHUX NOKa3aHb peyenmom
060M0HKOI0, MO 1 Mr, J>KoHCOH" (oofaBaHHs HOBOTO TepaneBTUYHOrO NokasaHHsA abo 3MiHK

Ne 28 (7x4) y
6nictepax y
KapTOHHI ynakoBLi

3aTBEPKEHOrO NoKasaHHs) (3MiHN 40 IHCTPYKUIT y po3ain
"MMoka3aHHA"
3arBepkeHo: CuMnToMaTnyHa Tepanis XpOoHiYHOro 3anopy y
XIHOK, Y SIKUX iHLLI NPOHOCHI 3ac06u He AalTb 4OCTaTHLOro
edpekTy.
3anponoHoBaHo: CuMNTOMaTUYHa Tepanis XPOHIYHOro 3anopy y
[0POCUX, Y SKUX iHLLI NMPOHOCHI 3aC06M He AaroTb [0CTaTHLOro
edpekTy); 3miHu Il TMRY - Jlikapcbki 3ac06y. 3MiHW, WO NOB’'A3aHi
3i 3HAYUHVMMU 3MiHAMW Y KOPOTKIil XapakTepucTuLi NikapcbKoro
3acoby, IHCTPYKLUiT 4719 MegMYHOro 3aCTOCYBaHHS 3rigHo 3
HOBUMW AaHUMK 3 SIKOCTi, AOKMIHIYHMMM, KiHIYHMW gaHuMK Ta
AaHumm dpapMakoHarnsagy (3miHn Ao iHCTPYKUIT y po3ginu:
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiH
020
MocBiOYEeHHs

"®apmakonoriuHi BnactnsocTi”, "B3aemogis 3 iHLWMMK
nikapcbknMmn 3acobamu Ta iHWi B1uamn B3aemogiii”, "OcobnmBocCTi
3acTocyBaHHS", "3acTocyBaHHs y nepiod BaritTHocTi abo
roflyBaHHs rpygaro”, "34aTHicTb BN/IMBATY Ha LUBUAKICTb peaku;i
npu KepyBaHHi aBTOTPAHCMOPTOM ab0 iHLWMK MeXaHi3mamn',
"Cnoci6 3acTocyBaHHA Ta fo3un”, "INo6ivHi peakuii"); 3miHu | Tuny
- 3MiHa ToproBesibHOI Ha3BM NikapcbKoro 3acoby (6yno -
PE30/10P)

134.

PE30/10P®

TabneTku, BKPUTI
nNiBKOBOO
060/10HKOI0, NO 2 MT,
Ne 28 (7x4) y
6nictepax y
KapTOHHIN ynakoBLUi

TOB
"[IXOHCOH &
JKOHCOH"

Pociicbka
Pepepauis

AHccen-Cinar
C.n.A.

ITanis

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3miHu Il Tuny -
Nikapcbki 3acobu. 3MiHa(v) [0 TepaneBTUYHUX NOKa3aHb
(OofaBaHHA HOBOrO TepaneBTUYHOIO NokasaHHA abo 3MiHK
3aTBEPKEHOro nokasaHHs) (3MiHW [0 IHCTPYKUIT Yy po3ain
"MMoka3aHHA"
3arBeppkeHo: CuMmnTomaTtnyHa Tepanis XPOHIYHOro 3anopy y
XIHOK, Y SIKUX iHLLi NPOHOCHI 3ac06M He AalTb AOCTaTHLOTO
edpekTy.
3anponoHoBaHo: CMMNToMaTUyHa Teparnis XpoHIYHOro 3anopy y
[0POC/INX, Y SKMX iHLWI NPOHOCHI 3aC06M He Aal0Th AOCTATHLOTO
edpekTy); 3minu Il TURY - Nlikapcbki 3ac06u. 3MiHW, WO NOB’A3aHi
3i 3HAYHMMM 3MiHAMK Y KOPOTKI XapakTepucTuLi Nikapcbkoro
3aco0y, IHCTPYKLIiT 4159 MEAUYHOrO 3aCTOCYyBaHHS 3rigHO 3
HOBVMW JaHUMW 3 AKOCTI, AOKNIHIYHUMMW, KAIHIYHUMUN AaHMU Ta
AaHumn dpapMakoHarnsgy (3MiHM 4o iHCTPYKLIT y po3ginu:
"apmakonoriyHi BnactusocTi”, "Baaemogis 3 iHWMMK
nikapcbkMK 3aco6amu Ta iHLWi BUAW B3aemogiii”, "OcobnmsocTi
3acTocyBaHHS", "3acTocyBaHHs y nepiof BaritTHOCTi abo
roflyBaHHs rpygaro”, "34artHicTb BN/IMBATU Ha LUBUAKICTb peaku;i
npy KepyBaHHi aBTOTPAHCMOPTOM ab0 iHLWMMK MeXaHi3mamn',
"Cnoci6 3acTocyBaHHs Ta go3u", "rNo6iyHi peakyii*); 3MiHu | Tuny
- 3MiHa TOproBesibHOI Ha3BU Jlikapcbkoro 3acoby (6yno -
PE30J10P)

3a
peyenmom

UA/12943/01/02

135.

PE-COJ1b

NOPOLLOK A/1A
0pasIbHOIo PO34UHY
no 18,9 r y naketax
Ne 10 (1x10), Ne 20
(1x20)

ToBapucTso 3
06MEeXeHo
BiANOBiAabHI
CTIO
"GapmaueBTu
YyHa KoMnaHis
"3gopos’sa”

Ykpaina

ToBapucTso 3
06MexeHot
BIANOBIAA/LHICTIO
"®apmMaueBTNYHa
KOMMaHis
"3n0poB’a"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
3MiHM | Tuny - 3mMiHa oopmy abo po3Mipy KOHTeliHepa un
3aKynoproBasIbHOr0 3acoby (NepBUHHOI YNakoBKM) — 3MiHA
po3mipy nakeTy, 6€3 3MiHU KiNIbKICHOrO Ta SIKICHOTO cknagy
nakyBasIbHOro maTepiasly Ta BMICTy nakeTty

6e3
peyenma

UA/15043/01/01

136.

PETUHONY
ALETAT
(BITAMIH A)

PO34UH ONiliHKiA
opanbHuii, 34,4
mr/ma (100000
MO/mn) no 10 mny
onakoHax Ne 1

MpAT
"TexHonor"

YkpaiHa

MpAT "TexHonor"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TUNy - 3mMiHa napameTpiB cneuudikauin Ta/abo
[0MNYCTUMMX MEX FOTOBOTO /1iKapCbKOro 3acoby (BHECEHHS 3MiH
[10 [OCbE MiCN1A OHOBNEHHSA 3arasibHOT CTaTTi Ha FOTOBY NiKapCbky
dopmy y AdY/Esponeiickkiii hapmakonei); CynyTHA 3MiHa: 3MiHa
y MeTogax BUNpobyBaHHSA rOTOBOrO NikapcbKoro 3acoby (ans
npuBELEHHS Y BiANOBIAHICTL 3 DY abo EBponeiicbkoo
hapMakoneeto Ta BUyYEHHS MOCUIAHHS Ha 3acTapisinii
BHYTPILLHI MeToA, BUNPO6YBaHHS i oro Homep); 3miHu |l Tuny -
3MiHa napameTpiB cneuudikalili Ta/abo JoMyCTUMUX MeX

6e3
peuyenma

UA/6646/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
roTOBOrO NiKapCcbKoro 3acoby (iHLi 3MiHK) - 38 NOKA3HUKOM
"Mikpob6ionoriyHa ynctota" BBe4EHO NEPIOANYHICTE KOHTPOSIIO -
KOHTPO/Tb NPOBOANTLCA BUBIPKOBO: KOXHY NEpLUy Ta KOXHY N ATy
cepii
137. | POBAMILUVH® TabneTkn, BKpUTI TOB "CaHogi- YkpaiHa damap JlioH, dpaHuis/ BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu | Tuny - 3a UA/6053/01/01
060/10HKOI0, Mo 1 ABeHTIC PpaHuis; ITanis AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
500 000 MO Nel6 YkpaiHa" CAHO®I C.IN.A, MiCLiA NPOBaKEHHA AiS/IbHOCTI BUPOOHMKa/iMnopTepa rotoBoro
(8x2): no 8 TabneTok ITanis NiKapcbKoro 3acoby, BK/OUAUmM AilbHUL BUNYCKY cepii abo
y 6nicTepi; no 2 MicLie NpoBefeHHA KOHTPOJIK0 AKOCTI. (LiANbHICTb, 3a AKY
6nictepu B BiNOBiga€e BUPOGHMK/iIMNOPTEP, BKIOYAKOUN BUMYCK Cepild)
KapTOHHI KOpoOLj (3miHa HalimeHyBaHHS BUpobHka CAHO®I C.MN.A., ITanis, 6e3
3MiHV Micust BUpo6HMUTBa) (TepMiH BBEAEHHS 3MiH - NPOTSArom 3-
X MicAUIB MiC/A 3aTBEPKEHHS)
138. | POBAMILUVH® TabneTku, BKPUTI TOB "CaHodi- YkpaiHa damap JlioH, ®paHuia/ BHECEHHS 3MiH 1O peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/6053/01/02
060/10HKOI0, MO 3 ABeHTIC PpaHuis; ITanis AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu peyenmom
000 000 MO Ne 10 YkpaiHa" CAHO®I C.IN.A, MiCLiA NPOBaKEHHSA AiS/IbHOCTI BUPOOHMKa/iMnopTepa rotoBoro
(5x2): no 5 Tabnetok ITanis nikapcbKoro 3acoby, BKIOUaUy AinbHULi BUNYCKy cepii abo
y 6nicTepi, no 2 MicLie NpoBefeHHSA KOHTPOSII0 AKOCTI. (LiANbHICTb, 3a AKY
6nictepu B BiNOBiga€e BUPOGHMK/iMNOPTEP, BK/OYAKOUN BUMYCK Cepild)
KapTOHHI kopobuyj, (3miHa HalimeHyBaHHs BUpo6Hnka CAHO®I C.M.A., ITanis, 6e3
Ne10 (10x1) : no 10 3MiHV Micst BUpo6HMLTBA) (TepMiH BBEAEHHS 3MiH - NPOTSAroM 3-
TabneTok y 6nictepi, X MiCAUIB MIiCNA 3aTBEPLKEHHS)
no 1 6nictepy B
KapTOHHI Kopoo6Lli
139. | CUHIYNAaAP® rpaHynun no 4 mr no Mepk Wapn i LLiseiuapis BVMPOGHMLTBO CLiA/ BHECEHHS 3MiH [0 peecTpavuiiHiX maTepianis: 3a UA/10208/02/01
500 mr rpaHyn y Joym laea IHK Hepo3dacoBaHoi HigepnaHngu 3MiHW |l TMRY - 3MiHKM 40 IHCTPYKUiT A1 MEAMYHOTO 3aCTOCYBaHHA | peyenmom
calle; no 28 calle B npoaykuii: Mepk y po3gain "MNo6iyHi peakuyji”
KapTOHHI Kopoo6Li LWapn i foym
Kopn., CLUA;
nepBuHHA
ynakoska: Mepk
LWapn i Joym
Kopn., CLUA;
BTOPWMHHA
ynakoBka, A03BiN
Ha BUMycK cepii:
Mepk Wapn i
Joym B.B.,
Higepnanamn
140. | CIANIC® TabneTkun, BKPUTI Eni Ninni Higepnangyn | Ninni genb Kapibe | MNyepTto-Piko/ BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/7881/01/02
NMiBKOBOIO Hepepnexg, IHK., MyepTO-Piko; IcnaHis 3MiHU | TUNY - BBEAEHHA ab0 3MiHN [0 y3ara/lbHeHVX AaHuX Npo | peyenmom
060/10HKOM0, M0 2,5 B.B. Ninni C.A., IcnaHia cuctemy hapmakoHarnsgy (BKIUalum KOHTakTHI AaHi) Ta/abo
Mr no 14 TabneTok y 3MiHM Yy PO3MiLLLEHHI MacTep-thaiina cuctemm hapmakoHariagy
6nictepi, no 2
6nictepu B
KapTOHHIM nayui
141. | CIANIC® TabneTku, BKPUTI Eni Ninni Higepnavgn | Ninni genb Kapibe | MyepTto-Piko/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/7881/01/03
nAiBKOBOO Hepnepneng IHK., MyepTOo-PiKo; Icnanis 3MiHY | TUny - BBEA|leHHs ab0 3MiHW A0 y3arasibHEHUX AaHuX Npo | peyenmom
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
060/10HKOI0, M0 5 Mr B.B. Ninni C.A., IcnaHia cuctemy hapmakoHarnsagy (BKIUalum KOHTakTHI AaHi) Ta/abo
no 14 TabneTok y 3MiHM Yy PO3MiLLLEHHI MacTep-thaiina cuctemm hapmakoHarisgy
6nictepi, no 1 a6o 2
6nictepu B
KapTOHHIM nayui
142. | CIANIC® TabneTku, BKPUTI Eni Ninni HigepnaHnamn Ninni C.A., IcnaHis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/7881/01/02
nNiBKOBOO HepepneHg Icnanis; Ninni CWA 3MiHM | TURY - 3MiHa BUPOOHWMKA BUXigHOro/MPOMIXHOro peyenmom
060/10HKOI0, M0 2,5 B.B. fdenb Kapi6e [HK., NpoAYyKTy/peareHTy, WO BUKOPUCTOBYOTLCSA Y BUPOBHNYOMY
Mr no 14 TabneTtok y CLWA npoueci A®| - OHOBNIEHHS BUPOBGHVKOM AaHNX CTOCOBHO
6nictepi, no 2 aNlbTEPHATUBHOT AiNIbHUL KOHTPOSO AKOCTI AD|
6nictepn B
KAPTOHHIW nauuyj
143. | CIANIC® TabneTkn, BKpUTI Eni Ninni HigepnaHnamn Ninni C.A., Icnanis/ BHECEHHS 3MiH [J0 peecTpauiliHix maTepianis: 3a UA/7881/01/03
NAiBKOBOO HepepneHg Icnanis; Ninni CLA 3MiHM | TURY - 3MiHa BUPOGHWMKA BYXigHOr0/MPOMIKHOro peyenmom
060/10HKOI0, M0 5 Mr B.B. fenb Kapi6e [Hk., NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTLCA Y BUPOGHNYOMY
no 14 tTabneTok y CLA npoueci A®| - OHOBNEHHSA BUPOOGHMKOM JaHNX CTOCOBHO
6nictepi, no 1 a6o 2 aNbTepHATUBHOI AiNIbHUL KOHTPOSO AKoCTi Ad|
6nictepu B
KapTOHHIiA nayi
144. | CTPENCINIC® 3 | nboasHwku; no 12 PekkiTT CnonyyeHe PekkiTT BeHkizep Benwuka BHECEHHS 3MiH IO peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/6400/01/01
MEAOM TA NbOASHUKIB Y BeHkizep KoponiscTBO Xenckep BputaHis AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo aapecu peuenma
NTMMOHOM 6nictepi; no 2 Xerckep Benukoi IHTepHeLwHN MiCList MPOBAAKEHHS AisiNIbHOCTI BUPOGHMKa/imnopTepa roToBoro
6nictepy B IHTepHeLwHN Bputanii Ta Nimiteq nikapcbKoro 3acoby, BKIOUauy AinbHULi BUNYCKy cepii abo
KapTOHHIA KOpooLi Nimiten MiBHiYHOT MicLie NpoBefleHHSA KOHTPOJIIO AKOCTI. (LiANbHICTb, 3a AKY
Ipnangii BiANOBiAae BUPOGHMK/IMNOPTEP, BKIOYAOUM BUMYCK CEpiid)
(kopoTka (NpviBeAeHHA y BiAMOBIAHICTL aapecy BUpo6HWKa M13 o
Ha3Ba iHhopmaLii 3a3HaveHol y BUCHOBKY LLOAO NiATBEPIKEHHS
KpaiHu: BIANOBIAHOCTI BUPOGHMLTBA NiKapCbKMX 3ac06iB BUMOram
Benuka HanexHoi BUpobHU4oi npakTukm (GMP), BugaHoro lepaBHo
BpuTtaHis) cnyx6010 YKpaiHu 3 nikapcbkux 3acobis, 6€3 3miHu Micus
BMpO6HULTBA) (TepMiH BBEAEHHS 3MiH MPOTAroM 3-X MicsiLiB
nicsa 3aTBepAKeHHs)
145. | CTPENCI/IC® NbOASHUKK; MO0 12 PekkiTT Cnony4yeHe PekkiTT BeHkizep Benuka BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/6479/01/01
OPUIHANBbHU | nbogsHukiB y BeHkizep KoponiscTeo Xenckep BpuTanis AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peyenma
n 6nictepi; no 2 Xenckep Benvkoi IHTEepHeLWHN MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
6nictepu B IHTEepHeLUHN BpuTaHii Ta NimiTen niKapcbKoro 3acoby, BKOUAUM AiNbHULL BUNYCKY cepii abo
KapTOHHI Kopoo6Li Nimiteq MiBHIYHOT MicLie NpoBeAEHHS KOHTPO/IO AKOCTI. (AIANbHICTb, 3a AKy
IpnaHaii BiANOBiAae BUPOGHMK/IMNOpTEp, BK/OYAOUM BUMYCK Cepiid)
(kopoTka (NpvBeAeHHs y BIANOBIAHICTbL afpecu BUpo6HuKa 13 o
HasBa iHcbopmav,ii 3a3HaveHoi y BUCHOBKY W00 MigTBEPAKEHHS
KpaiHu: BiANOBIAHOCTI BUPOGHMLTBA NiKapCbKMX 3aco6iB BUMOram
Benuka Has1eXHOoT BUpoB6HUYOi npakTukn (GMP), BugaHoro [epxasBHoo
BpuTaHis) cnyx6010 YkpaiHu 3 nikapcbkmx 3acobis, 6e3 3mMiHM micus
BMpo6HULTBA) (TepMiH BBEAEHHSA 3MiH MPOTAroM 3-X MicsiLiB
nicnsa 3aTBepAXEHHs)
146. | CTPUTEM niocpinizat ans M. BIOTEK Benvka OHKO TEPANMI3 IHgis BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu | Tuny - 3a UA/12882/01/01
PO34MHYy ANns nTa BpuTaHis NIMITEL 3MiHM Woao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. 3miHu peyenmom

iHdoysiii no 200 mr y

Y KOPOTKili XapakTepucTuLL NlikapcbKOro 3acoby, TeKCTi
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiH
020
MocBiOYEeHHs

donakoHax Nel

MapKyBaHHS Ta iIHCTPYKLiT AN MeANYHOro 3aCTOCyBaHHS
reHepnyYHuX/ribpuagHMx/6ionogibHNX nikapcbkmx 3acobis nicns
BHECEHHS Ti€l caMoi 3MiHM Ha pedhepeHTHMIA npenapar (3MiHa He
noTpebye HafaHHS XOAHUX HOBUX A0AATKOBMX AaHMX) (3MiHM A0
IHCTPYKLi y po3gainu: ®apmakonoriyHi BnacTneocTi. Moka3aHHs.
MpoTunoka3aHHs. Ocobnuei 3axoamn 6e3neku. Bsaemogis 3
HLWIMMK NiKapcbKMK 3acobamu Ta iHWi BUAM B3aEMOSii
Oco6MBOCTi 3aCTOCYBaHHSA. 3acTocyBaHHSA Y nepiog, BariTHOCTI
abo rofyBaHHaA rpyaato. 34atHiCTb BNAMBATY Ha LWBUAKICT
peaxuii Npu kepyBaHHiI aBTOTPAHCMOPTOM abo iHLWMMU
mexaHisMamu. Crnoci6 3actocyBaHHs Ta Ao3n. [Mepeao3yBaHHs.
Mob6iuHi peakuii. HecymicHicTb, 3rigHo 3 iHhopMmalLieto Lwoao
MeaU4YHOro 3actocyBaHHsa pedepeHTHoro (TEM3AP) nikapcbkoro
3acoby)

147.

CTPUTEM

niocpinizat ans
po3unHy ans
iHdysivi no 1000 mr
y thnakoHax Nel

M. BIOTEK
nTg

Benuka
BputaHis

OHKO TEPATI3
NIMITEL

IHais

BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHM Wopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy. 3miHu
Y KOPOTKilA XapakTepucTuL,i nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIiT A1 MEAMYHOrO 3aCTOCYBaHHS
reHepuyHMX/ribpuaHNX/6ionoAibHMX NikapcbkMx 3aco6iB nicns
BHECEHHS TiEl caMoi 3MiHM Ha pedyepeHTHUIA npenapar (3miHa He
noTpebye HafaHHS XOAHMX HOBUX AOAATKOBUX AaHMX) (3MiHM Ao
IHCTPYKLT y po3ainu: ®apmakonoriyHi BnacTnsocTi. MNokasaHHs.
MpoTunokasaHHsa. Ocobmei 3axoan 6e3nekn. Bsaemogis 3
HLWIMMKM NikapcbKMKU 3acobamu Ta iHLWi BUAW B3aeMOoSii
Oco6MBOCTi 3aCTOCYBaHHA. 3acTOCyBaHHSA Yy nepiog, BariTHOCTI
abo rogyBaHHSA rpyaal0. 34aTHICTb BI/IMBATU HA LIBMAKICTb
peakuii npy KepyBaHHi aBTOTPaHCMOpPTOM abo iHLWMMHK
MexaHismamu. Cnoci6 3actocyBaHHs Ta fo3n. [Mepefo3yBaHHs.
Mo6iyHi peakuii. HecymicHicTb, 3rigHO 3 iHhopMauieto Woao
Meau4YHOro 3actocyBaHHA pedepeHTHoro (TEM3AP) nikapcbkoro
3acoby)

3a
peyenmom

UA/12882/01/02

148.

CTPIBEPAI®
PECIMIMAT®

pO34nH Ans
iHransuin, 2,5
MKr/iHransuito, no 4
M B kapTpuaxi (60
iHransuyin); no 1
KapTpuaKy B
KomnnekTi 3 1
iHranaTopom
Pecnimat® B
KapTOHHI KOpoo6Li

Bepinrep
IHrenbxanm
IHTepHeLHN

6X

HimeuunHa

KOHTPO/b AKOCTI
3a NOKa3HNMKOM
"MikpobionoriyHa
yucrora™ CIrc
IHCTUTYT
PpeseHiyc Mm6X,
Himeuunha;
anbTepHaTuBHa
AinbHUUA 3
KOHTPOJO SKOCTI
3a BUK/IIOYEHHAM
MiKpo6ionoriyHoi
ynctotu: KoseHc
Na6opaTopic /1Ta,
Cnony4yeHe
KoponiscTBO
Benukoi bputaHii

HimeuyunHa/
Cnony4yeHe
KoponiscTeo
Benukoi
BpuTaHii Ta
MiBHi4YHOT
IpnaHgji

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
3MiHM | TUny - 3MiHK Wo0 6e3nekn/eddekTMBHOCTI Ta
hapmakoHarnagy - BHECTV 3MiHU A0 IHCTPYKLi y po3ain "Cnocib
3aCTOCyBaHHA Ta f031". BBefeHHs 3MiH NPoTArom 3-x Micauis
nicnsa 3aTBepKeHHsA

3a
peyenmom

UA/15065/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
Ta MiBHi4HOI
IpnaHga;i;
BMPOGHMLITBO,
nakyBaHHS,
MapKyBaHHS,
KOHTPO/b AKOCTI
(3a BMK/IOYEHHAM
MiKpo6ionoriyHoi
4yncTOTH), BUMYCK
cepii nikapcbkoro
3acoby: bepiHrep
IHrenbxanm
$apma 'mbX i Ko.
K., HimeyunHa
149. | TOBPALEKC® Ma3b 04Ha no 3,5ry AJKOH- Benbris AnkoH-Kyspbop Benbris BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/2448/02/01
Ty6i; no 1 Ty6i y KyBpbop 3MiHK | TUNy - 3MiHa NOCTaYasibHMKa NakyBasIbHUX MaTepianis peyenmom
KOpo6Li 3 KApTOHY a60 KOMM/IEKTYHOUMX - 3aMiHa BUPOOHMKA NaKyBa/lbHOro
mMaTtepiany, a came asitloMieBUX Ty6
150. | TPASBOIrPA®® PO3UMH ANA H'EKLl "FOHiK IHAis "FOHiK IHAiA BHECEHHSA 3MiH 10 peecTpaliiiHux maTepianis: 3a UA/7388/01/01
60%, 60 % no 20 mn B PapmacbTHK PapmacboTuKaU 3MiHM | TUMy - BBEAEHHS ab0 3MiHM A0 y3ara/lbHEHUX JaHuX Mpo peyenmom
amnynax Ne 5 an Na6opaTtopiz” cuctemy hapmakoHarnsagy (BKIYakum KOHTakTHI faHi) Ta/abo
Na6opaTtopiz" (BigAinerHHs cipmu 3MiHU Y PO3MiLLEHHI MacTep-haiina cuctemu chapmakoHarisay
(BipgineHHs "Ix. B. Kemikans
ipmn "Ox. B. eHa
Kemikans eHg, PapmacboThKan3
dapmacbloThK nrp.")
ans ita.")
151. | TPASBOIrPA®® PO34nH NS iH'eKLiR tOHiK IHAis HOHiK IHAiA BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3a UA/7388/01/02
76% 76 % no 20 mn B dapmMacbloThK dapmacbloTUKas 3MiHK | TUNY - BBEAEHHA ab0 3MiHU [0 y3ara/lbHeHVX AaHuX Npo | peyenmom
amnynax Ne 5 an Nab6opaTtopi3 cuctemy hapmakoHarnsagy (BKUalum KOHTakTHI AaHi) Ta/abo
Na6opaTtopi3 (BigAainerHs cipmu 3MiHW y pO3MiLLEeHHI MacTep-halina cuctemu dpapmakoHarnagy
(BipgineHHs x.B.Kemikana
ipmun eHf
x.B.Kemikan PapmacboThKan3
3 eHa nrta.)
PapmMacboTuK
an3 I1g.)
152. | TPOMICETPOH | nopoLuok ToBapucTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - - UA/11775/01/01
y (cybeTaHuin) Big 10 06MEXEHO 06MeXeHo AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo aapecu
riaPOXNoPUA | r go 100 r nopoLuky BiANOBiAabHI BiANOBIAA/LHICTIO MiCLiA NMPOBaKEHHS AiS/IbHOCTI BUPO6HMKA (BK/IOYaoum, 3a
B 6aHKax MiCTKICTIO cTio "CiHbiac "CiHbiac ®apma" HeobXiAHOCTI, MicLle NPOBEeAEHHSI KOHTPOJIIO SKOCTi), abo
100 mn a6o 250 mn Papma” B/lacHuKa mactep-chaiina Ha A®I, abo noctavasibHUKa

ANns BUpo6HULTBA
CTepUbHUX Ta
HecTepubHNX
nikapcbknx chopm

Adl/BnxigHoro matepiany/peareHTy/npoOMKHOr0 MPOAYKTY, L0
3aCTOCOBYIOTbCA Y BUPOOHULTBI A®I (SKLO 3a3HAYEHO Y AOChE
Ha nikapcbkuid 3acib) 3a BiACcyTHOCTI cepTudikaTa BifgnoBigHOCTI
€Bponelicbkili hapmakonei y 3aTBepAKeHoMy A0Cbe, abo
BMPOGHMKA HOBOI JOMOMIXKHOI PEYOBUHU (SKLLO 3a3HAYeHo y
[ocke) (3miHa ropuanyHoi agpecu BupobHuka Adl, ska
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
3a3HayeHa B peecTpauiiiHoMy nocsifgyeHHi); 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
3asBHMKa (BNacHVKa peecTpauiiiHoro nocBig4eHHs) (3miHa
opuanyHoi agpecu 3ansHuka A®I, ska 3a3HavyeHa B
peecTpauiiiHoMy NocBiAYEeHHI)
153. | YHAEBIT apaxe no 50 gpaxe NAT YkpaiHa MAT "BitamiHn" Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 UA/5605/01/01
Y KOHTeliHepi, no 1 "BiTamiHn" 3MiHM | TUNY - 3MiHa y MeTogax BUNpobyBaHHS rOTOBOr0O peyenma
KOHTeliHepy B nauuj nikapcbKoro 3acoby (He3HauyHa 3MiHa y 3aTBEPAKEHMX MeTogax
3 KapToHy; no 50 BUMPOOYBaHHSA); 3MiHW | TUMY - 3MiHa HaliMeHyBaHHA BUPOGHMKa
[paxe y KOHTeiiHepi Lito40i pevyoBuHY PyTuH
154. | PAMOTUAVH MOPOLLIOK MpAT YkpaiHa Inka JlabopaTopic IHAgis BHECEHHS 3MiH 1O peecTpaviiiHux maTepianis: 3miHu | Tuny - - UA/3370/01/01
KpuctaniyHmin abo "®PapmaueBTu NimiTen AMIHICTpaTUBHI 3MiHW. BUyyYeHHs BUpOBHUYOT AiNbHULLI
KpucTtanu YHa hipma (Brnrovaroun AinbHUL Ans A®l, NPOMiKHOTO NPoayKTy abo
(cybeTaHuis) y "AapHuus" rOTOBOrO /iKapCbKOro 3acoby, AiNbHULI A5 NPOBeAEHHS
nakeTax noABinHWX nakyBaHHs, BUPOOHMKa, BigNoBifaIbHOrO 3a BUMYCK cepild, Micue
nonieTuIEeHoBMX NpoBeAEHHS KOHTPO/IO cepil) abo nocTtavyasibHUKA BMXiZAHOMO
ans marepiany, peareHty abo AOMOMIKHOI PEHOBUHM (SKLLO
hapmMaueBTUYHOIO 3a3HayveHo y 0CbE) (BUTYYEHHS aMiHICTPaTUBHOI agpecu
3aCTOCYBaHHA BMpo6HuKa APl dhamoTnavHy Ipca Laboratories Limited, India)
155. | ®EHIMNAUNH- Kpanni opasibHi, ToBapucTBo 3 YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/7885/02/01
3400POB'A po34uH, 20 mr/mMn no 06MEXEHO 06MeXeHo 3MiHuK | Tuny - 3mMiHa oopmu abo po3Mipy KOHTeliHepa un peyenmom
10 mn a6o no 20 mn BiANOBiAabHI BIANOBIAA/LHICTIO 3aKyrnoproBasibHOro 3acoby (MePBMHHOI YNaKoBKW) - BBEAEHHS
y chnakoHi 3 CTIO "dapmaLeBTnyHa HOBOrO (pNakoHy A0AATKOBO [0 3aTBEPMKEHOr0 hnakoHy
npo6koto- "®bapmaueBTu KOMnNaHis BUPOGHMKa «Map’sHIBCbkUIA Ckno3aBoay, YkpaiHa. SAKicHuiA Ta
KpanesibHuLer Ta YyHa KOMMaHis "3popos'a” KinbKicHWI cknag, do1akoHy He 3MiHUBCS
KpuLLKoto; no 1 "3p0poB'a”
donakoHy B KOpO6L
3 KApTOHY
156. | XOJIOCAC cupor, no 130 ry NAT YkpaiHa MAT "BitamiHn" Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 6e3 UA/0584/01/01
6aHKax i3 cknomacu "BitamiHn" 3MiHM | TUNY - 3MiHa NapameTpiB crneumdikauiii Ta/abo peuenma
abo nonimepHux; nNo [0NYCTUMNX MEX MEPBMHHOI YNaKoBKV rOTOBOTO J1iKapCbKoro
130 r abo 250 r, abo 3acoby; cynyTHA 3MiHa: 3MiHa Y MeTofax BUNPoOyBaHHs
300 r y dhnakoHax i3 NepBMHHOT YNakoBKM rOTOBOMO MikapCbKoro 3acoby (iHLUi 3MiHWN Y
cknomacu abo mMeTofax BUNpobyBaHb (BKIHOUYAOUM 3aMiHy abo foAaBaHHs));
nosimepHux; no 130 3MiHM | TURY - 3MiHW NapameTpiB cneumndikaiii Ta/abo
ry 6aHui i3 O0ONyCTUMMX MEX, 3a3HauyeHnx y cneyudikauisx, ans
cknomacu abo 6e3nocepeHbol ynakoskn A®I; cynyTHsA 3MiHa: 3MiHa B MeToAax
noniMepHiii, no 1 BMNpoGyBaHHA 6e3nocepeHbol ynakoBku A®I (iHLWi 3miHW B
6aHLi 3 KapToHy; Mo MeToAax BUNpobyBaHHA (BK/IKOYaOUM 3amMiHy abo AONOBHEHHS));
130 r a6o 250, abo 3MiHu | TUNy - 3MiHa y NapameTpax cneumdikauiii Ta/abo
300 r y dpniakoHi i3 OONYCTUMUX MEX, BU3Ha4YeHuX y cneuudikalisax Ha Adl, abo
cknomacu abo BVXiHWIA/NPOMIDKHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTHLCS Y
nonimepHomy; no 1 npoueci BupobHuuTea AP (iHWi 3MiHN)
dhnakoHy y nayui 3
KapToHy
157. | LE®PAHTPAN NMOPOLLOK A5 NioniH NlimiTeq IHais Nionin Nlimiteq, IHgis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: - UA/0523/01/01

PO34UHY A5 iH'EKLLA
no 1 rin bulk: no 25

3MiHuM | TUNY - 3MiHa po3Mipy cepii (BKtoYatouy fiana3oH po3Mipy
cepii) roToBoro Nikapcbkoro 3acoby
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
dhnakoHIB 3
MOPOLLKOM B
KapPTOHHIN ynakoBLi
158. | LE®PAHTPAN NMOPOLLOK A/1A NMonix NMiviten IHAis NMonin NMimiteq IHAiA BHECEHHSA 3MiH [0 peecTpayiiiHux maTepianis: 3a UA/0522/01/03
PO34UMHY AN iH'EKLR 3MiHK | TNy - 3MiHa po3mipy cepii (BkoYatoumn gianasoH po3Mipy | peyenmom
nolr, 1 dnakoH 3 cepil) roToBOro fikapcbkoro 3acoby
MOPOLLKOM B
KapPTOHHIN ynakoBLUi
159. | LE®ENIM NOpPOLLOK AN1A Aypo6iHa0 IHais Aypob6iHgo Papma IHais BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/11998/01/01
AYPOBIHAO PO3UMHY ANA iH'eKUil dapma J1T4. nra. AAMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpec peyenmom
no 500 mr; 1 chnakoH MiCLAl MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa roroBoro
3 MOPOLLUKOM Y nayui niKkapcbKoro 3acoby, BKIOYaUM AiNbHUL BUNYCKY cepii abo
MicLie NpoBeAEHHS KOHTPO/IO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBIAa€e BMPOGHMK/IMNOPTEP, BKOYAOUM BUMYCK CEpiid)
(NpvBeAeHHs agpecu BUPOBHUKA Y BiANOBIAHICTL 10 OTPUMAHOr0
BrcHOBKY W00 BifnoBiAHOCTI BUPO6HMLTBA BUMOram HBIM,
BuAaHoro Jepxnikcnyx6oto)
160. | LEE®ENIM NOpPOLLOK A5 Aypo6iHa0 IHais Aypob6iHgo Papma IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/11998/01/02
AYPOBIHAO PO34nNHY A5 iH'EKLRA dapma /T4, nra. AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peyenmom
no 1000 wr; 1 MiCLiA MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
oNakoH 3 NOPOLLKOM niKkapcbKoro 3acoby, BKOYAUM AiNbHUL BUNYCKY cepii abo
y nauui MiCLie NpoBeAEHHSA KOHTPO/IO AKOCTI. (AIANbHICTb, 3a Ky
BiANOBigae BUPOGHMK/IMNOpTEpP, BK/OYAOUM BUMYCK Cepild)
(NpvBeAeHHs agpecn BUPOBHUKA Y BiANOBIAHICTb 0 OTPUMAHOr0
BrcHOBKy W00 BignoBiAHOCTI BUPO6HMLTBA BUMoram HBIM,
BuAaHoro Jepxnikcnyx6oto)
161. | LE®ENIM NOPOLLOK A/1A Aypo6iHa0 IHais Aypob6iHgo dapma IHais BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/11998/01/03
AYPOBIHAO PO3UUNHY A5 iH'EKLA dapma /T4, nra. AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
no 2000 mr; 1 MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
doNakoH 3 NOPOLLKOM niKapcbKoro 3acoby, BKOHAKUM AiNbHUL BUNYCKY cepii abo
y nauui MicLie NpoBeAEeHHS KOHTPO/IO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBiAae BUPOGHMK/IMNOpTEp, BK/OYAUM BUMYCK Cepiid)
(NpvBeAeHHs agpecn BUPOBHUKA Y BiANOBIAHICTb 0 OTPUMAHOrO
BrcHOBKy W00 BignoBigHOCTI BUpO6HMLTBA BUMoram HBIM,
BUAaHoro Jepxnikcnyx6oto)
162. | LE®OBIA® MOPOLLIOK A5 Mdcpaiizep IHK. CLIA Xaynt ®apma ITanisa BHECEHHSA 3MiH [0 peecTpauiiiHux maTepianis: 3a UA/5957/01/01
NPUroTyBaHHSA NartiHa C.p.n. 3MiHK | TNy - 3MiHa B yMOBax 36epiraHHsl roTOBOro /likapCbKoro peyenmom
PO3UMHY AN5 iH'EKLil 3acoby - NpuBefEeHHA YMOB 36epiraHHsi roTOBOro Nikapcbkoro
no 1r, 1 chnakoH 3 3acoby A0 YMOB 3afeKnapoBaHux y peectpauiiHomMy AOCbe.
MOPOLLKOM Y TepMiH BBefieHHA 3MiH NPOTArom 3-X nicns saTBepKeHHs
KapPTOHHIN ynakoBLi
163. | LE®POTAKCUM | nopoLuok ansa Monix NMiviteq IHAis Monin NMimiteq IHAiA BHECEHHSA 3MiH 10 peecTpaliiiHux maTepianis: 3a UA/10742/01/01
PO3YUHY AN iH'EKLA 3MiHM | TMNy - 3MiHa po3mipy cepii (Bk/IoYatoumn gianasoH po3Mipy | peuyenmom
nolr, 1 dnakoH 3 cepii) roToBOro nikapcbKoro 3acoby
NPOLUKOM B
KapPTOHHII ynakoBLUi
164. | LE®POTAKCUM | nopoLuok ans NioniH NMimitep IHais Nonin Nimiteq, IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/10743/01/01

PO3YMHY ANS iH'EKLLA

3MiHuM | TMny - 3MiHa po3mipy cepii (BkIYaloumn dianasoH posmipy
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
no 1rin bulk: no 25 cepii) roToBOro nikapcbLKoro 3acoby
nakoHIB 3
MOPOLLKOM B
KapTOHHI ynakoBL,i
165. | LUMPO®D/IOKC | posuuH gns iHdysiid, AHaHTa Benvka €sponalid IHgis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/10746/01/01
ALVH 200 mr/100 mn no Megikeap /114. BpuTaHis Xentkeap lBT. BMMNpaB/IEHHS TEXHIYHOI NOMUIKM B METOANML BUNPOGYBaHHS 3a peyenmom
100 mny nra. po3ginom «KinbKicHe BU3HaYEeHHS»
KOHTeliHepax Ne 1
166. | AHYBIA TabneTkn, BKpUTI Mepk LWapn i LLiBeiiuapis BMPOBHUK ITania/ BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3a UA/9432/01/01
NNiBKOBOO [Joym lgea, Hepo3chacoBaHol Higepnangu/ | 3miHun Il Tvny - 3MiHWM A0 IHCTPYKLUT AN MEAMYHOTO 3aCTOCYBaHHA | peyenmom
060/10HKOI0, MO 25 IHK. npoAykKuii, Benwvka y po3ginu: "dapmakonoriyHi BnactusocTi", "Cnoci6 3acTocyBaHHS
Mr no 14 TabneTok y nakyBaHHs, BputaHis Ta po3u", "Mo6iuHi peakuii”. BBe,€HHA 3MiH NPOTArom 3-x
6nictepi; no 1 a6o 2 KOHTPO/b AKOCTI: MicAWiB nicna 3arBepaKeHHs
6nictepy B Mepk Wapn i
KapTOHHIA Kopoo6Li [oywm (ITanis)
C.M.A,, Itanis;
BiANOBIAA/IbHWIA 32
BUNYCK cepil:
Mepk Wapn i
Joym B.B.,
HigepnaHaw,;
anbTepHaTUBHUIA
BMPOGHMK 3a
MOBHUM LMK/IOM:
Mepk Wapn i
[oym Niviten,
Benvka bputaHis
167. | AHYBIA TabneTkun, BKPUTI Mepk Wapn i LLiseiuapis BMPOOHUK ITania/ BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3a UA/9432/01/02
NAiBKOBOO Joywm lgea, Hepo3dacoBaHoi Higepnavgu/ | 3minHw Il TMny - 3MiHKM A0 IHCTPYKLUIii A1 MEAMYHOTO 3aCTOCYBaHHA | peyenmom
060/10HKO10, 1Mo 50 IHK. nNpoAayKLUiT, Benuka y posginu: "®apmakonoriyHi BnactusocTi”, "Cnocié 3actocyBaHHs
Mr no 14 TabneTtok y nakyBaHHs, BpuTanis Ta gosun", "MobiuHi peakuii”. BBegeHHA 3MiH npoTsarom 3-x
6nictepi; no 1 abo 2 KOHTPO/b AKOCTI: micAWiB nicns 3aTBepKeHHSA
6nictepu B Mepk Wapn i
KapTOHHI Kopoo6Li [Joym (ITanis)
C.N.A., Itanis;
BiAnoBiganbHMIA 3a
BWMYCK Cepii:
Mepk Wapn i
Joym B.B.,
HigepnaHgu;
anbTepHaTUBHWI
BMPOOHUK 3a
NMOBHUM LK/IOM:
Mepk Wapn i
[oywm NimiTen,
Benuka BpuTaHis
168. | AHYBIA TabneTku, BKPUTI Mepk Wapn i LLiBefiuapis BMPOBHUK ITania/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/9432/01/03
NNiBKOBOIO Joywm lgea, Hepo3dracoBaHol Higepnanan/ | 3miHu Il TMNY - 3MiHW A0 IHCTPYKLUIT 4151 MeAMYHOro 3acTOCyBaHHA | peyenmom
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionycKy | peecmpayilH
3acoby 020
nocsio4YeHHs
060/10HKO10, 0 100 IHK. nNpoAayKLUiT, Benuka y po3ginu: "®apmakonoriuHi BnactusocTi”, "Cnocié 3actocyBaHHs
Mr no 14 TabneTtok y nakyBaHHs, BpuTanis Ta gosu", "MobiyHi peakuii”. BBefeHHA 3MiH NpoTArom 3-x
6nictepi; no 1 a6o 2 KOHTPO/b AKOCTI: micauiB nicnAa 3aTBepAXeHHs
6nictepu B Mepk Wapn i
KapTOHHI Kopoo6Li [Joym (ITanis)
C.M.A., Itanis;
BiAnoBiganbHNA 3a
BWMYCK Cepii:
Mepk Wapn i
Joym B.B.,
HigepnaHgu;
anbTepHaTUBHWI

BMPOBHUK 3a
NOBHUM LK/IOM:
Mepk Wapn i
[oywm NimiTen,
Benuka BpuTaHis

HauyanbHuK YnpaBniHHA dphapmMmaleBTUYHOI
LIANBHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT

T.M. JIacKOBCbKUM
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