]

MIHICTEPCTBO OXOPOHH 3[JOPOB’Sl YKPAIHU

HAKA3
05.01.2017 Ne 7
Kuis

[Ipo mep>kaBHY peecTpallito
(rlepepeecTpailito) TiKapCbKUX 3ac00iB
(MeIUYHUX iIMYHOOi0/IOTiUHKX
ripernapariB) Ta BHECEHHS 3MiH /10
peecTpaLiiHiX MaTepiasiB

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo sikapceki 3acobu»,
nyHKTIiB 5 Ta 7 Ilopsiaky pepskaBHOI peecTpalii (mepepeectpariii) JiKapCbKUX
3aco0iB, 3aTBep/KeHOro roctaHoBoo Kabinety MiHicTpiB Ykpainu Bif 26 TpaBHS
2005 poky Ne 376 «IIpo 3arBepgkenHs Ilopsaky JepykaBHOI peecTpaLil
(repepeecTpaiiii) MiKapCcbKUX 3aco0iB i po3MipiB 300py 3a iX Jep)kaBHY peecTpailito
(mepepeecTpaliito)», absaly TpuauaToro miAnyHKTy 10 nmyHKTy 4 IlonoxkeHHSI mpo
MiHicTepcTBO 0XOpPOHHM 370pOB’Sl YKpaiHU, 3aTBep/KeHOro rnocraHoBoro KabiHety
MinictpiB Ykpainu Big 25 Oepe3nsi 2015 poky Ne 267, Ha mificTaBi pe3y/bTaTiB
eKCITepPTHU3U  PEeECTpalliiHMX  MaTepialiB  JIKAapCbKUX  3aco0iB  (MeAUUHMX
iMyHOGionOTiYHMX TIperapariB) Ta KOHTPOJIFO SIKOCTi THX, ITI0 TO/jaHi Ha JeprKaBHY
peectpaliito  (repepeecTpaijito), NOpoBeJeHUX  [lep)KaBHUM  MiATIPUEMCTBOM
«/lep>kaBHUM eKCIepTHUM 1leHTp MiHicTepcTBa OXOpPOHU 3[0POB’ST  YKpaiHW»,
BHCHOBKIB 11[0/10 e(heKTUBHOCTi, 0e3MeuHOCTi Ta SKOCTi JIiKapChKOTO 3aco0y
(MeguuHOTO iMyHOOiO/IOTiUHOTO TMperapary), peKOMeHjallii Woro Ao JepkKaBHOI
peecTpallii (epepeecTpaliii) Ta BHECEHHS 3MiH [0 peeCTpaLliiHUX MaTepiaiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH 70 Jlep>KaBHOTO DeeCTPy JiKapChbKuX 3acobiB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosoriuHi mperapatd) 3rigHO 3
riepesikoM (gomaTok 1).

2. IlepepeecTpyBaTy Ta BHECTH 70 Jlep>KaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHud JiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperiapaTd) 3rigHO 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



A0 LEP>XABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

NMEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIONOIN4YHUX MPENAPATIB), AKI BHOCATbLCHA

Jopartok 1
A0 Haka3y MiHicTepcTBa OXOPOHMU

300pOB’A YKpaiHu
05.01.2017 Ne 7

Ne Hassa dopma BUMYCKY 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n | niKkapcbko20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK BionycKy aHHS peecmpayitiHo
3acoby ynakoska) a 20
nocsiO4YeHHs1
1. APTUKAIHY KpUCTaUTivHWiA ToBapucTso 3 YkpaiHa EcCiAii TaliBaHb peecTpadia Ha 5 pokis - He UA/15705/01/01
riagPOXNOPU | nopoLuok 06MeXeHo PAPMTEX, niosnsieae
a (cy6eTaHuin) y Bi4NoOBiAa/bHI IHK.
NoABiiHMX CTHO
nonieTnNeHoBnxX "PapmaueBTuy
nakeTax gns Ha KOMMaHisi
hapmaleBTUYHOTO "3popos'sa”
3aCTOCYBaHHS
2. FNHKrobA kancynu no 40 mr Ne ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa peecTpadis Ha 5 pokis. 6e3 nionsicae UA/15691/01/01
20 (10x2) , Ne 60 [00aTKOBOO [04aTKoBOK 3060B’A3aHHA Npu Buaadi peyenma
(10x6) y 6nicTepax BiANOBiAa/bHI BiANoBigaNbHi peecTpauiiiHoro NocBig4YeHHs
CTHO CTIO iICHYIOTb — HaflaHHA AeTaslbHOro
"IHTEPXIM" "IHTEPXIM" Onucy CMCTEMM YNpaB/iHHA

pv3viKaMu y BUTNSAi naaHy
ynpas/liHHA pu3nkamu [0
30.10.2017 BignosigHoO 40
nignyHkty 1.8.2 nyHkTy 1.8 gonatky
5 MNopAagky npoBeeHHA ekcnepTnsn
peecTpauiiiHux maTepiasnis Ha
nikapcbki 3acobu, Lo nogarTbes
Ha [lepXaBHy peecTpadito
(nepepeecTpauiio), a Takox
eKcnepTusn marepiasis Npo
BHECEHHS 3MiH 0 peecTpauiinHmX
mMaTepianis NpoTAarom fji
peecTpauiiHoro NocBigYeHHs,
3aTBepKeHoro Hakazom MO3 Bif,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne
460).




Ne
n/n

HasBsa
JliKapCbKO20
3acoby

dopma BUMYyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asaBHUKa

Bupo6Huk

Kpaina
BUPOGHUK
a

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
20
nocBioO4YeHHs

MepioAnyHICTb NOAAHHS PErYIAPHO
OHOBJIIOBAHOT O 3BITYy 3 6e3neku
BiANoBiAHO A0 MNopsAaky 34iACHEHHSA
Harnsay 3a no6iuHUMK peakuisimm
nikapcbknx 3acobis, f03BOIEHUX A0
MeMYHOro 3aCTOCYBaHHS,
3aTBEpAKEHOro Hakazom MO3 Big,
27 rpyaHs 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi
rocTuLii Ykpainu 29 ciyna 2007
poky 3a Ne73/13340, cTaHOBUTb:
BifNOBIAHO [0 NEePioANYHOCTI
CKNnafaHHsa perynspHo
OHOBJ/IOBAHOT O 3BITY 3 6e3neku
niKkapcbKoro 3acoby, f03BONEHOr0
[0 MeANYHOro 3acTOCyBaHHS, Ha
LeHTpasIbHOMY PiBHi.

FNHKrobA

kancynv no 80 mr Ne
20 (10x2) , Ne 60
(10x6) y 6nicTepax

ToBapucTso 3
[04aTKOBOIO
BiANOBiJa/bHI
CTIO
"IHTEPXIM"

YkpaiHa

TosapucTso 3
[04aTKOBOIO
BiANoBigaNbHi
CTIO
"IHTEPXIM"

YkpaiHa

peecTpadia Ha 5 pokis.
3060B’A3aHHA Npu Buaadi
peecTpauiiiHoro NocBig4YeHHs
iICHYIOTb — HaflaHHA AeTaslbHOro
Onucy CMCTEMM YNpas/iHHA
pv3viKaMu y BUTNSAi naaHy
ynpas/liHHA pu3nkamu [0
30.10.2017 BignosigHoO 40
nignyHkty 1.8.2 nyHkTy 1.8 gonatky
5 MNopAagky npoBeAeHHA ekcnepTnsn
peecTpauiiiHux maTepiasnis Ha
nikapcbki 3acobu, Lo nogarTbes
Ha [lepXaBHy peecTpauito
(nepepeecTpauiio), a Takox
eKcnepTusn marepiasis Npo
BHECEHHS 3MiH 0 peecTpauiinHmX
mMaTepianis NpoTAarom fji
peecTpauiiHoro NocBigYeHHs,
3aTBepKeHoro Hakazom MO3 Bif,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne
460).
MepiognyHiCTb NoAaHHA perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BignoBiaHO Ao Mopsaaky 34iNCHEHHS

6e3
peuyenma

niosnsizae

UA/15691/01/02




Ne
n/n

HasBsa
JliKapCbKO20
3acoby

dopma BUMYyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asaBHUKa

Bupo6Huk

Kpaina
BUPOGHUK
a

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
20
nocBioO4YeHHs

Harnsgy 3a nobiyHUMK peakuisiMm
niKapcbknx 3acobiB, [O3BOJIEHNX 40
MeJMYHOro 3aCTOCYBaHHS,
3aTBepKeHoro Hakazom MO3 Bif,
27 rpyaHa 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi
rCTULii Ykpaitm 29 ciuns 2007
poky 3a Ne73/13340, cTaHOBUTb:
BifNOBIAHO [0 NepioANYHOCTI
CKNafaHHs perynsipHo
OHOBJ/IOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, A03BOMEHOIO
[0 MeNYHOro 3aCTOCYBaHHS, Ha
LEHTPa/IbHOMY PiBHI.

FNHKrobA

Kancynu no 120 mr Ne
20 (10x2) , Ne 60
(10x6) y 6nictepax

ToBapucTso 3
[04aTKOBO
BiAnoBiganbHi
CTIO
"IHTEPXIM"

YkpaiHa

TosapucTso 3
[04aTKOBOH
BigNoBiga/bHi
CTHO
"IHTEPXIM"

YkpaiHa

peecTpauis Ha 5 pokiB.
3060B’sA3aHHA Npu BUAAYi
peecTpauiiHoro NocBig4YeHHs
iCHYIOTb — HaJlaHHS AeTa/IbHOro
onucy cUCTeMU ynpas/iHHA
pu3ukamun y BUrnagi naasy
ynpasniHHA pyu3nkamn fo
30.10.2017 BignosigHo Ao
nignyHkTy 1.8.2 nyHkTy 1.8 foaatky
5 lMopsgky nNpoBefeHHsA ekcnepTusun
peecTpavuiiiHix MaTepianis Ha
nikapcbki 3aco6u, o nogarTbes
Ha [lepXaBHy peecTpaito
(nepepeecTpalito), a Takox
ekcnepTusn matepianis npo
BHECEHHS 3MiH [0 peecTpaviiHux
marepianis npoTArom aii
peecTpauiiHOro NocBigYeHHs,
3aTBepmxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii
Haka3y MO3 Big 23.07.2015 Ne
460).
MepioAnYHICTb NOAAHHSA PerynsapHo
OHOBJ/IOBAHOT O 3BITY 3 6e3neku
BiANOBIAHO A0 MNopsAaKy 34iACHEHHS
Harns4y 3a noGiYHUMK peakuisimm
nikapcbknx 3acobis, L03BOSIEHUX [0
MEeAVNYHOr0 3aCTOCYBaHHS,

6e3
peuyenma

nionsieae

UA/15691/01/03




Ne Hassa dopma BUMYyCKY 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n | niKkapcbko20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK BionycKky aHHS peecmpayitiHo
3acoby ynakoska) a 20
nocsio4YeHHs1
3aTBepmxeHoro Hakasom MO3 Big,
27 rpyaHa 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi
rocTuULii Ykpainu 29 ciuHa 2007
poky 3a Ne73/13340, cTaHOBUTb:
BIANOBIAHO A0 NepiogNYHOCTI
CK/1aflaHHA perynsipHo
OHOB/IOBAHOrO 3BITYy 3 6e3nekn
NikapcbKoro 3acoby, [03BONEHOM0
[0 MeANYHOro 3acTOCyBaHHs, Ha
LEHTPa/IbHOMY PiBHi.
5. | FPUNAME], cupon no 100 mn, 150 | Kaccenna-meq | HimeuunHa | Bupo6HuuTso, | HimeyuuH peecTpadif Ha 5 pokis 6e3 nionsieae UA/15707/01/01
cupon M abo 250 mny M6X & Ko. KI aHaniTuyHe a peyenma
thnakoHax Ne 1 TecTyBaHH4,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
BUMYCK cepii:
A
HatTepmaHH
eHpg Cie.
mo6X,
HimeuunHa;
BTopuHHe
nakyBaHHs:
Knoctepdpay
BepniH M'M6X,
HimeuyunHa
6. EMPAKAL TabneTKn, BKPUTI Lbxy6inaHt IHais Lxy6inaHT IHais peecTpadis Ha 5 pokis 3a He UA/15698/01/01
nNiBKOBOK [bxeHepikc [hxeHepikc peyenmom niosnsieae
060/10HKOH, M0 5 Mr y NimiTepq, NimiTepq,
6nictepax Ne 30
(10x3)
7. EMNPAKAL TabneTkn, BKPUTI Lxy6inaHTt IHaisA [xy6inaHt IHais peecTpadia Ha 5 pokis - He UA/15699/01/01
nNiBKOBOK [bxeHepikc [hxeHepikc niosnsieae
060/10HKOI0, N0 5 Mr Niviteq Niviteq
in bulk Ne 5000 y
nonieTnIeHoOBOMY
nakerTi
8. EMNPAKAL TabneTkn, BKPUTI Lxy6inaHTt IHaisA Lxy6inaHTt IHais peecTpadia Ha 5 pokis 3a He UA/15698/01/02
nNiBKOBOK [xeHepikc [hxeHepikc peyenmom niosnsieae




Ne Hassa dopma BUMYyCKY 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n | niKkapcbko20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK BionycKky aHHS peecmpayitiHo
3acoby ynakoska) a 20
nocsio4YeHHs1
060/10HKO, Mo 10 Mr NimiTepq, NimiTepq,
y 6nictepax Ne 30
(10x3)
9. EMPAKAL TabneTku, BKPUTI Jxy6inaHTt IHpis [xy6inaHTt IHAiA peecTpadif Ha 5 pokis - He UA/15699/01/02
nNiBKOBOK [bxeHepikc [hxeHepikc niosnsieae
060/10HKOI0, NO 10 Mr Niviteq Nivitep
in bulk Ne 5000 y
nonieTnIeHoBOMy
nakerTi
10. | ENPAKAL TabneTkn, BKPUTI Lxy6inaHTt IHaisA Lxy6inaHT IHais peecTpadia Ha 5 pokis 3a He UA/15698/01/03
nNiBKOBOK [bxeHepikc [hxeHepikc peyenmom niosnsieae
060/10HKOI0, N0 15 Mr Niviteq, Niviteq,
Ne 30 (10x3)
11. | ENPAKA/L TabneTKn, BKpUTI Loxy6inaHT IHais Lbxy6inaHT IHais peecTpadis Ha 5 pokis - He UA/15699/01/03
NNiBKOBOIO [xeHepikc [xeHepikc nionsicae
060/10HKO, M0 15 Mr NimiTepq, NimiTepq,
in bulk Ne 5000 y
nonieTuieHoBoMy
nakeri
12. | ENPAKA/L TabneTku, BKPUTI Lxy6inaHTt IHais [xy6inaHTt IHAiA peecTpadis Ha 5 pokis 3a He UA/15698/01/04
nAiBKOBO [bxeHepikc [hxeHepikc peuyernmom nionsieae
0060/10HKOD, M0 20 Mr NimiTepq, NimiTepq,
y 6nictepax Ne 30
(10x3)
13. | ENPAKAL TabneTkn, BKPUTI Lxy6inaHTt IHais [xy6inaHTt IHAiA peecTpadis Ha 5 pokis - He UA/15699/01/04
nNiBKOBOKO [bxeHepikc [xeHepikc niosnsieae
060/10HKOD, MO 20 Mr NimiTepq, NimiTepq,
in bulk Ne 5000 y
nonieTuieHoBomMy
nakeri
14. | INIAAKPUHY NMOPOLLIOK ToBapucTBo 3 YkpaiHa TosapucTBo 3 Ykpaina peecTpadif Ha 5 pokis - He UA/15708/01/01
riAPOXNOPU | (cybeTaHuis) y 0BMexeHo 06MeXeHo niossizae
A nonieTnneHoBnx BiANOBiJa/bHI BiANOBifaNbHI
MOHOTIAPAT | naketax ans CTIO CTIO
hapmaueBTUYHOTO "®apmauesTuny "OAPMXIM"
3acToCyBaHHs Ha KOMnaHisi
"CAJTIOTAPIC
15. | KNONIAONPE | nopoLuok ToBapucTBo 3 YkpaiHa IHa-CeidpT IHAiA peecTpadif Ha 5 pokis - He UA/15709/01/01
no (cybeTaHuis) y 06MeXeHoK Nab6opaTopi3 nionsieae
BICYNIb®PAT nofBINHMX BiANOBiAa/bHI Niviteq




Ne Hassa dopma BUMYyCKY 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n | niKkapcbko20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK BionycKky aHHS peecmpayitiHo
3acoby ynakoska) a 20
nocsio4YeHHs1
nonieTMIeHoBMX CTiO
nakeTtax gis "NocnigHnii
hapmMaueBTUYHOTO 3aBo[,
3aCTOCyBaHHSA "rTHU/IC"
16. | KOMBICMA3 TabneTku, BKPUTI OpraHocuH IHais EBepTomxeH IHAiA peecTpadis Ha 5 pokis 6e3 niosnsieae UA/15710/01/01
M® nniBKOBOH Naiidp Naiidh peuyenma
FTACTPOKOM 060s10HKOt0, Ne 10 CaeHcuns MNBT. CaeHcus
POPT (10x1), Ne 20 (10x2) y nra. NimiTepq,
6rictepax
17. | KOMBICINA3 TabneTkn, BKPUTI OpraHocuH IHaisA EBepTomXeH IHais peecTpadia Ha 5 pokis - He UA/15711/01/01
M® N1iBKOBOO Naiidp Naiidy nionsieae
FACTPOKOM | o6onoHkoto, in bulk CaeHcms MMBT. CaeHcus
POPT Ne 5000 B noABiHNX nra. NimiTepq,
nonieTnNeHoBnx
nakeTax
18. | MEOACENT po34unH 96 % no 100 ToBapucTso 3 YkpaiHa [JouipHe YkpaiHa peecTpadia Ha 5 pokis 3a He UA/15712/01/01
96 My hnakoHax 06MeXeHoK nignpuemMcTso peyenmom nionsieae
Bif4NoOBiAa/bHI "MeXupiubKuia
CTHO BiTaMiHHWIA
"AOBPOAIA" 3aB0/,
"My6niyHoro
akuioHepHoro
ToBapucTea
"Ykpmegnpom"
19. | ONAH3ANIH TabneTku, LWo [xy6inaHTt IHpis [xy6inaHTt IHAiA peecTpadif Ha 5 pokis 3a He UA/15719/01/03
AvcnepryloTbcs B [xeHepikc [xeHepikc peyenmom nionsieae
POTOBIli NOPOXHWHI Niviteq Niviteq
no 15 mr Ne 10
(10x1), Ne 30 (10x3) y
6nictepax
20. | ONAH3ANIH Tabnetku, Wo Lxy6inaHTt IHaisA [xy6inaHt IHais peecTpadia Ha 5 pokis 3a He UA/15719/01/02
AMcnepryroTbes B [xeHepikc [bxeHepikc peyernmom nionsicae
POTOBI NOPOXHWHI Niviteq Niviteq
no 10 mr Ne 10
(10x1), Ne 30 (10x3) y
6nictepax
21. | ONAH3AMNIH TabneTkn, Wo Lxy6inaHTt IHAis Lxy6inaHTt IHAjs peecTpadia Ha 5 pokis 3a He UA/15719/01/04
OMCnepryroTbes B [xeHepikc [bxeHepikc peyenmom nionsicae
POTOBI NOPOXHYHI Niviteq, Niviteq

no 20 mr Ne 10
(10x1), Ne 30 (10x3) y




Ne Hassa dopma BUMYyCKY 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n | niKkapcbko20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK BionycKky aHHS peecmpayitiHo
3acoby ynakoska) a 20
nocBiO4YeHHs
6rictepax
22. | ONAH3AMNIH TabneTkn, Wo Lxy6inaHTt IHAis Lxy6inaHTt IHAjs peecTpadia Ha 5 pokis 3a He UA/15719/01/01
AVcnepryioTbcs B [bxeHepikc [hxeHepikc peyenmom niosnsieae
POTOBI NOPOXHYHI Niviteq, Niviteq
no 5 mr Ne 10 (10x1),
Ne 30 (10x3) y
6rictepax
23. | IPAMIMAK Tabnetkn no 0,25 mr MAKNEOAC IHais MAKJ/TIEOLAC IHais peecTpauis Ha 5 pokis 3a He UA/15713/01/01
Ne 30 (10x3) y SAPMACBLIOT ®APMACBLIOT peyernmom niossizae
6nictepax MKANC MKANC
NIMITEL NIMITEL
24. | NIPAMIMAK Tabnetkn no 1 mr Ne MAKNEOAC IHais MAKNEOAC IHAiA peecTpadis Ha 5 pokis 3a He UA/15713/01/02
30 (10x3) y 6nictepax | PAPMACBIOT ®APMACBIOT peyenmom nionsizae
MKANC MKANC
NIMITEL NIMITEL
25. | CIHDKAPLOI® | Tabnetku, BKpUTI BepiHrep HimeyunHa | BMpo6HUUTBO, | HiMeyunH peecTpadia Ha 5 pokis; 3a He UA/15721/01/01
nNiBKOBOIO I[Hrenbxaim nepBrHHE Ta a/ 30608 s13aHHSA Npy BUAAYI peuyenmom nionsizae
060/10HKOM, 12,5 IHTepHeLUHN BTOPUHHE Ipeuis peecTpauiiiHoro NocBig4YeHHs
Mmr/850 mr Ne 60 veX nakyBaHHs, BiACYTHI. [NepioguyHicTb NogaHHA
(10x6) y 6nictepax KOHTPOSb perynsipHo OHOB/OBAHOTO 3BiTY 3
AKOCTI, BUMYCK 6e3neku BigNoBigHO fo0 Mopsaky
cepii: 3[iICHEHHSA Harnsaay 3a No6iYHMMM
BepiHrep peakuisiMn nikapcbknx 3acobis,
IHrenbxanm [03BOMEHMX 0,0 MEANYHOTO
dapma Mv6X i 3aCTOCyBaHHSA, 3aTBEP)KEHOI0O
Ko. KT, Haka3zom MO3 Big, 27 rpyaHsa 2006
HimeuunHa; poky Ne898, 3apeecTpoBaHoro B
BMPOGHULTBO, MiHicTepcTBi tocTuLii Ykpainu 29
KOHTPO/b ciuHa 2007 poky 3a Ne73/13340,
SKOCTi (3a CTaHOBWTb: BiANOBIAHO A0
BUHSITKOM nepiogNYHOCTI CKNagaHHs
Tecty perysiipHoO OHOBJIKOBAHOrO 3BiTY 3

"Mikpo6ionoriy
Ha uucToTta"),
nepBuHHE Ta

BTOPVHHE
nakyBaHHs,
BUMYCK cepii:
BepiHrep
IHrenbxanm
Ennac A.E.,

6e3nekn nikapcbkoro 3acoby,
[103BOJIEHOTO A0 MEeANYHOro
3aCTOCYBaHHS, Ha LeHTpa/lbHOMY
PiBHiI.




10

Ne
n/n

HasBsa
JliKapCbKO20
3acoby

dopma BUMYyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asaBHUKa

Bupo6Huk

Kpaina
BUPOGHUK
a

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo

20
nocBioO4YeHHs

Ipeuis;
anbTepHaTMBH
i AinbHWLI AnA

BTOPVHHOTO
nakyBaHHs:
LteremaHH
NboHhepnaky
HreH yH/,
NoricTiwep
Cepsic e. K.,
HimeuunHa;
®apm/ior

Papma

NopxicTik
Mvb6X,
HimeuunHa;
KOHTPO/b
AKOCTI (3a
BUHATKOM
Tecty
"Mikpo6ionoriy
Ha umctoTta")
A eHp Em
LWra6btect
r6X,
Hime4yunHa,;
asbTepHaTyBH
a naboparopis
[0S KOHTPOSI0
Tecty
"Mikpo6ionoriy
Ha yncToTa™
CIC Inctutyt
®peseHiyc
mo6X,
HimeuyunHa,
Na6op N+C
Al,
HimeuunHa;
K toEiCiEc
EME, peujs

26.

CIHIKAPAI®

Tab/1eTKN, BKPUTI

BepiHrep

HimeyunHa

BUPOGHUNLITBO,

HimeyunH

peecTpadisi Ha 5 pokKiB;

3a

He

UA/15722/01/01
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Ne Hassa dopma BUMYyCKY 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n | niKkapcbko20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK BionycKky aHHS peecmpayitiHo
3acoby ynakoska) a 20
nocsio4YeHHs1
NNiBKOBOIO IHrenbxam nepBuHHe Ta a/ 30608 s3aHHA Npy BUAAYI peyenmom nionsicae
060/10HKOM, 12,5 IHTEpHeLLHN BTOpPVHHE Ipeuis peecTpauiiHoro NnocBig4YeHHs
Mr/1000 mr Ne 60 r6X naxkyBaHHs, BiACYTHI. MNepioAnyHicTb NogaHHA
(10x6) y 6nictepax KOHTPOS1b perynsipHo OHOBNOBAHOIO 3BiTY 3
AKOCTI, BUMNYCK 6e3neku BigNoBIgHO 0 Mopsaaky
cepii: 3[jiCHEHHS Harnagy 3a No6iyHUMK
BepiHrep peakuisiMi fniikapcbkunx 3acobis,
IHrenbxainm [03BONIEHMX A0 MEANYHOTO
dapma 'v6X i 3aCTOCyBaHHs, 3aTBepa)KeHOro
Ko. KT, Haka3om MO3 Big 27 rpyaHsa 2006
HimeuunHa; poky Ne898, 3apeecTpoBaHoro B
BUPOGHULTBO, MiHicTepcTBi ocTuULii YKpaiHu 29
KOHTPO/1b ciyHsA 2007 poky 3a Ne73/13340,
AKOCTi (3a CTaHOBWTb: Bi4NOBIAHO A0
BUHATKOM nepioanYHOCTI CKNagaHHA
Tecty perynsipHo OHOBJ/IIOBAHOTO 3BiTY 3

"Mikpo6ionoriy
Ha uucroTta"),
nepBuHHE Ta

BTOPVHHE
nakyBaHHs1,
BUNYCK cepil:
BepiHrep
IHrenbxam
Ennac A.E.,
Ipeuis;
anbTepHaTuBH

i AinbHUYi ana
BTOPWHHOTO

nakyBaHHS:
LLTeremaHH
JNboHpepnaky
HreH yH,
NoricTiwep
Cepsic e. K.,
HimeuyunHa,
®apm/ior
Papma
JNopxicTik
rvm6X,
Hime4yunHa,
KOHTPO/b

6e3nekn nikapcbkoro 3acoby,
[103BOJIEHOTO A0 MEeLUYHOro
3aCTOCYBaHHS, Ha LeHTpaslbHOMY
PiBHiI.
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Ne Hassa dopma BUMYyCKY 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n | niKkapcbko20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK BionycKky aHHS peecmpayitiHo
3acoby ynakoska) a 20
nocBiO4YeHHs
AKOCTi (3a
BUHATKOM
TecTy
"Mikpo6ionoriy
Ha umctoTta")
A eHp Em
LWra6btect
MvbéX,
Hime4yunHa,
anbTepHaTMBH
a naboparopis
[ANsi KOHTPOSIO
Tecty
"Mikpo6ionoriy
Ha yncToTa™
CIrC IHctutyt
®peseHiyc
r6X,
HimeuunHa;
Na6op N+C
Al,
HimeuunHa;
K toEiCiEc
ENME, peuis
27. | CIHDKAPLOI® | Tabnetku, BKpUTI BepiHrep HimeuunHa | BMpo6HUUTBO, | HiMeyunH peecTpadia Ha 5 pokis; 3a He UA/15723/01/01
NNiBKOBOIO IHrenbxam nepBuHHe Ta a/ 30608 s3aHHA Npy BUAAYI peyernmom nionsicae
060/10HKOI0, 5 Mr/850 IHTEepHeLLHN BTOPWHHE Ipeuis peecTpauiiHoro NocBig4YeHHs
Mr Ne 60 (10x6) y r6X naxkyBaHHs, BiACYTHI. MepioAnyHicTb NogaHHA
6nictepax KOHTPO/Nb perysisipHo OHOB/IIOBAHOIO 3BITY 3
AKOCTI, BUMNYCK 6e3neku BigNoBIgHO A0 Mopsaaky
cepii: 3iiCHEHHS HarnAay 3a no6iYHuMuK
BepiHrep peakuisiMi fniikapcbkunx 3acobis,
IHrenbxanm [03BOMEHNX 0,0 MEANYHOTO
dapma M'v6X i 3aCTOCyBaHHs, 3aTBepaKeHOro
Ko. KT, Hakasom MO3 Big 27 rpyaHs 2006
HimeuunHa; poky Ne898, 3apeecTpoBaHoro B
BMPOOHULTBO, MiHicTepcTBi tocTuLii Ykpainu 29
KOHTPO/1b ciyHsA 2007 poky 3a Ne73/13340,
SKOCTi (3a CTaHOBWTb: BigMNOBIAHO A0
BUHATKOM nepioanYHOCTI CKNagaHHA
Tecty perysiipHO OHOBJIKOBAHOTO 3BiTY 3
"Mikpo6ionoriy 6e3nekn nikapcbKoro 3acoby,
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Ne Hassa dopma BUMYyCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n | niKkapcbko20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK BionycKky aHHS peecmpayitiHo
3acoby ynakoska) a 20
nocBiO4YeHHs

Ha uucrorta"),
nepBuHHe Ta
BTOPUHHE
nakyBaHHs1,
BUNYCK cepil:
BepiHrep
IHrenbxanm
Ennac A.E.,
Ipeuis;
anbTepHaTyBH
i AinbHWLI AnAa
BTOPWUHHOTO
nakyBaHHs:
LteremaHH
NboHpepnaky
HIeH YH/,
NoricTiwep
Cepsic e. K.,
HimeuunHa;
®apm/ior
Papma
NopxicTik
Mvb6X,
HimeuunHa;
KOHTPO/b
AKOCTI (3a
BUHATKOM
Tecty
"Mikpo6ionoriy
Ha umctoTta")
A eHp Em
LWra6btect
r6X,
Hime4yunHa,;
asibTepHaTVBH
a naboparopis
[ONs KOHTPO/0
Tecty
"Mikpo6ionoriy
Ha yncToTa™
CIC Inctutyt

PpeseHiyc

[103BOJIEHOTO A0 MeLNYHOro
3aCTOCYBaHHS, Ha LeHTpaslbHOMY
PiBHiI.
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Ne Hassa dopma BUMYyCKY 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n | niKkapcbko20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK BionycKky aHHS peecmpayitiHo
3acoby ynakoska) a 20
nocBiO4YeHHs
r6X,
Hime4yunHa,;
Na6op N+C
Al,
HimeuunHa;
K oEnCiEc
ENME, peuis
28. | CIHO)KAPAI® | TabneTku, BKPUTI BepiHrep HimeuyunHa | Bupo6HMUTBO, | HimeyunH peecTpaLiis Ha 5 pokis; 3a He UA/15724/01/01
NNiBKOBOIO I[Hrenbxam nepBuHHe Ta a/ 30608 s13aHHA Npy BUAAYI peyernmom nionsicae
060/10HKO, 5 IHTEpHELUHN BTOPVHHE Ipeuis peecTpauiiHoro nocBig4YeHHs
Mr/1000 mr Ne 60 rmeX nakyBaHHs, BiACYTHI. [epiognyHicTb NogaHHA
(10x6) y 6nicTepax KOHTPO/1b perynsipHo OHOB/OBAHOIO 3BiTY 3
AKOCTI, BUMNYCK 6e3neku BignNoBigHO 0 Mopsaky
cepit: 3[jiCHEHHS Harnagy 3a No6iYyHUMK
BepiHrep peakuisiMn nikapcbknx 3acobis,
IHrenbxanm [03BONEHNX [0 MEANYHOTO
dapma M'v6X i 3aCTOCyBaHHs, 3aTBepaKeHOro
Ko. KT, Hakasom MO3 Big 27 rpyaHsa 2006
HimeuunHa; poky Ne898, 3apeecTpoBaHoro B
BMPOGHULTBO, MiHicTepcTBi tocTuLii Ykpainu 29
KOHTPOSb ciuHsA 2007 poky 3a Ne73/13340,
AKOCTI (3a CTaHOBWTb: Bi4NOBIAHO A0
BVHSATKOM nepiogNYHOCTI CKNafaHHs
Tecty perysiipHoO OHOBJIIOBAHOrO 3BiTY 3

"Mikpo6ionoriy
Ha uucrorta"),
nepBuHHE Ta

BTOPUHHE
nakyBaHHs1,
BUNYCK cepil:
BepiHrep
IHrenbxanm
Ennac A.E.,
Ipeuis;
anbTepHaTuBH

i AinbHWLI AnAa
BTOPWUHHOTO

nakyBaHHs:
LUTeremaHH
JNboHpepnaky
HreH yH,
JloricTiwep

6e3nekn nikapcbkoro 3acoby,
[103BOJIEHOTO A0 MeLNYHOro
3aCTOCYBaHHS, Ha LeHTpaslbHOMY
PiBHiI.
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Ne
n/n

HasBsa
JliKapCbKO20
3acoby

dopma BUMYyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asaBHUKa

Bupo6Huk

Kpaina
BUPOGHUK
a

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
20
nocBioO4YeHHs

Cepsic e. K.,
Hime4yunHa,;
®apm/lor
dPapma
NopxicTik
mo6X,
HimeuunHa;
KOHTPO/b
AKOCTi (3a
BUHATKOM
Tecty
"Mikpo6ionoriy
Ha umctoTta")
A eHp Em
LWra6btect
MvbéX,
Hime4yunHa,
anbTepHaTMBH
a naboparopis
[ANst KOHTPOSIO
Tecty
"Mikpo6ionoriy
Ha yncToTa™
CIrC IHctutyt
®peseHiyc
r6X,
HimeuunHa;
Na6op N+C
Al,
HimeuunHa;
K toEiCiEc
ENME, peuis

29.

CMPT
KAM®OPHWIA

PO34MH HaLLKIpHWIA,
cnupToBuii 10 % no
40 mn y dhnakoHax

MM "Kinacpdp”

YkpaiHa

MM "Kinadpcp”

YkpaiHa

peecTpadia Ha 5 pokis

6e3
peyenma

nionsizae

UA/15714/01/01

30.

TPACTYMAB

niochinisar ans
KOHLeHTpaTy 415
pO34nHY ANs iHdy3ili
no 150 mr y dpnakoHi
Ne 1

(BMPOBHMUTBO i3

TOB
"NMIOM’EP
PAPMA"

YkpaiHa

TOB
"IIOM’EP
PAPMA"

YkpaiHa

peecTpadia Ha 5 pokis
3060B’sA3aHHA Npu BUAAYi
peecTpauiiniHOro Noceig4YeHHs
iICHYIOTb — HaZ,@HHS AETa/IbHOrO
onuncy CUCTEMU YNPaB/liHHSA
pu3VKaMu y BUTNSAj naaHy

3a
peuenmom

He
nionsicae

UA/15716/01/01
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Ne Hassa dopma BUMYyCKY 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n | niKkapcbko20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK BionycKky aHHS peecmpayitiHo
3acoby ynakoska) a 20
nocBiO4YeHHs
npoaykuir in bulk ynpaBniHHA pusvkamu 4o
BMPOGHUKA: 30.10.2017 BignosigHo 0
®.XohdhmaHH-NA nignyHkTy 1.8.2 nyHkty 1.8 foaatky
Pow Nita, 5 MNopAgky npoBedeHHA ekcnepTnsn
LBeliuapis; Poww peecTpaLjiiiHix MaTepianis Ha
[LiarHocTuke Mm6X, nikapcbki 3acobu, Lo nofarTbes
HimeuyunHa) Ha AepXXaBHY peecTpalito
(nepepeecTpadito), a Takox
ekcnepTusn marepianis npo
BHECEHHS 3MiH 40 peecTpauinHmX
marepianis NpoTArom fAii
peecTpauiiHoro NocBigYeHHs,
3aTBepxeHoro Hakasom MO3 Big
26.08.2005 Ne 426 (y pesakuii
Hakaly MO3 Big 23.07.2015 Ne
460).
MepioAnyHICTb NOAAHHS PErYIAPHO
OHOBJIIOBAHOT O 3BITYy 3 6e3neku
BiANoBiAHO A0 MNopsAaky 34iACHEHHSA
Harnsay 3a no6iuHUMK peakuisimm
nikapcbknx 3acobis, f03BOIEHUX A0
MeMYHOro 3aCTOCYBaHHS,
3aTBEpAKEHOro Hakazom MO3 Big,
27 rpyaHs 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi
rocTuLii Ykpainu 29 ciyna 2007
poky 3a Ne73/13340, cTaHOBUTbL:
BiNOBIAHO 10 NEPIOANYHOCTI SK
AN nikapcbkoro 3acoby nicns
AepXxaBHOI peecTpaii B YKpaiHi, SK
y NepLUii KpaiHi CBITy.

31. | DYKOPUVH PO34uH Ans M "Kinadpdp" YkpaiHa Mn "Kinadpcp" YkpaiHa peecTpadis Ha 5 pokis 6e3 He UA/15715/01/01
30BHILLHBOIO peyernma nionsicae
3aCTOCyBaHHS,

CNUPTOBWIA, N0 25 Mn
y (pnakoHax
32. | UUTPAMOH - | Tta6netkm Ne 10 ToBapucTeo 3 YkpaiHa ToBapucTeo 3 YkpaiHa peecTpaLis Ha 5 pokis; 6e3 nionsizae UA/15717/01/01
340POB’A (10x1) y 6nicTepax 06MeXeHo 06MeXeHo 3060B’'A3aHHA Npu Buaadi peuyenma
BifnoBigasbHi BigNoBigasbHi peecTpauiiHoro nocBig4YeHHs
CTHO CTIO ICHYIOTb — HaJlaHHS AeTa/IbHOro
"dapmaueBTuy "dapmaueBTu Onucy CUCTEMU yNpaB/iHHSA




Kpaina

Bupo6Huk
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PeecmpayitiHa npoyedypa

Ymosu

Bionycky

Peknamys
aHHs

Howmep
peecmpayitiHo
2o

Ne
n/n

JliKapCbKO20

Hassa

3acoby

dopma BUMYyCKY
(nikapcbka gpopma,

3asiBHUK

ynakoska)

3asiBHUKa

YHa KOMMaHis

BUPOGHUK

pu3uKamun y BUrNsAi nnaHy

nocBioO4YeHHs

Ha KoMMaHisi

"340poB'a

"3p0opos'a"

TosapucTso 3

ynpas/liHHA pu3nkamu 4o
30.10.2017 BignosigHoO Ao
nignyHkTy 1.8.2 nyHkTy 1.8 gonatky
5 Mopsaky NpoBeLEeHHA ekcnepTuan
peecTpauiiHux maTepiasnis Ha
nikapcbki 3acobu, Lo nogarTbes
Ha AepXaBHY peecTpalito
(nepepeecTpadito), a Takox
ekcnepTusn marepianis nNpo
BHECEHHS 3MiH 0 peecTpaviitHux
mMaTepianis NpoTarom fji
peecTpauiiHoro NocBigYeHHs,
3aTBepxeHoro Hakasom MO3 Big
26.08.2005 Ne 426 (y pegakuii
Hakaly MO3 Big 23.07.2015 Ne
460).
MepiognyHiCTb NOAAHHA PErynspHO
OHOBJ/IOBAHOTO 3BITY 3 6e3neku
BiAnoBiAHO A0 MNopsAaky 34iACHEHHSA
Harnsgy 3a no6iyHUMY peakuisiMm
nikapcbknx 3acobis, [O3BOSIEHUX [0
MeM4HOro 3aCTOCYBaHHS,
3aTBEpPAKEHOro Hakazom MO3 Big,
27 rpyaHa 2006 poky Ne898,
3apeecTpoBaHoro B MiHictepcTBi
HCTULT YKpaiHu 29 ciuna 2007
poky 3a Ne73/13340, cTaHOBUTb:
BiAMNOBIAHO [0 NEPIOANYHOCTI AK
AN nikapcbkoro 3acoby nicns
[epXaBHOI peecTpauii B YKpaiHi, sk
y NepLUii KpaiHi CBITY.
peecTpadia Ha 5 pokis;

He
nionsizae

UA/15718/01/01

33.

LUUTPAMOH -
340POB’A

ToBapucTso 3
06MEXeHOo
BiANOBiJa/bHI
CTHO
"papmaueBTuy
Ha KoMnaHis
"3popos'a”

Tabnetkn in bulk Ne
6000 y naketax

YkpaiHa

06MEXEHO
BiANOBiJaNbHI
CTIO
"papmaueBTu
YHa KOMMaHis
"3popos'a”

3060B’'s13aHHS Npu Bugadi
peecTpauiiiHoro NocBigYeHHs
iICHYIOTb — HaflaHHA AeTaslbHOro
Onncy CMCTEMM YNpaB/iHHA
pu3nkamu y BUrnagi nnasy
ynpas/liHHA pu3nkamu fo
30.10.2017 BignosigHo A0
nignyHkTy 1.8.2 nyHkTy 1.8 gonatky

5 MNMopsagky NpoBefeHHSA ekcnepTmsun
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Ne
n/n

HasBsa
JliKapCbKO20
3acoby

dopma BUMYyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asaBHUKa

Bupo6Huk

Kpaina
BUPOGHUK
a

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Howmep
peecmpayitiHo
20
nocBioO4YeHHs

peecTpavuiiiHix MaTepianis Ha
nikapcbki 3aco6u, o nogarTbes
Ha [lepXaBHy peecTpadiito
(nepepeecTpalito), a Takox
ekcnepTusn mMatepianis npo
BHECEHHS 3MiH [0 peecTpaviiHux
mMaTepianiB NpoTsrom fgji
peecTpaLiniHOro NoCBigYEHHs,
3aTBepmkeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii
Haka3y MO3 Big 23.07.2015 Ne
460).

MepioAnYHICTb NOAAHHSA PerynsapHO
OHOBJ/IOBAHOT O 3BITY 3 6e3neku
BigNoBiaAHO A0 MopsAaKy 34iNCHEHHS
Harns4y 3a noGiYHUMK peakuisimm
Nikapcbkux 3aco6iB, 40O3BOIEHMX A0
MeMYHOr0 3aCTOCYBaHHS,
3aTBepKeHoro Hakazom MO3 Big,
27 rpyaHa 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi
HCTULT YKpaiHm 29 ciuna 2007
poky 3a Ne73/13340, cTaHOBUTb:
Bi4NOBIAHO A0 NEPIOANYHOCTI 5K
ANs NikapcbKoro 3acoby nicns
[epXaBHoi peecTpauii B YKpaiHi, Ak
y NepLuUiil KpaiHi CBiTy.

HauyanbHuK YnpaBniHHA hapmaleBTUYHOI
AIANBHOCTI Ta AKOCTI (papmaLeBTUYHOT NPOAYKLiT

T.M. JIacKOBCbKUM




NEPENIK

Aopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn
05.01.2017 Ne 7

NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOIYHUX MNMPEMAPATIB), AKI BHOCATbLCA A0
AEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

amnyrni; no 3
amnynu 'y énicrepi;
no 1 6nictepy y
nauuj 3 KapToHy

MRy - 3MiHM WoAao
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TeKCTi

MapKyBaHHS! Ta IHCTPYKUii Ans
MeAMYHOro 3acToCyBaHHSA
reHepuyHuX/ribpuaHnx/éionoai
BGHMX NikapCbknx 3aco6iB nicns
BHECEHHS Tiel caMoi 3MiHW Ha
pecbepeHTHWIA Nnpenapat
(3miHa He noTpebye HagaHHA
XOLHWNX HOBMX [0AaTKOBUX
naHux). (3mMiHy BHeceHo a0
IHCTPYKUi AN MeguyHoro
3aCTOCyBaHHA npenapary Ao
po3ainis "dapmakonorivHi
BnacTmsocCTi",
"MpoTunokasaHHs", "34aTHIiCTb
BN/IMBATY Ha LIBUAKICTb
peakuii npy KepyBaHHI
aBTOTpaHcnopToM abo poboTi
3 HWKMKU MexaHi3mamn®,
"Mo6iuHi peakwyji" BigNoBigHO
[0 IHCTPYKLii pedhepeHTHOro
npenapaty AHOPOKYP®
[ENO, po3uunH oniliHnii gns
iH'ekujin, 300 mMr/3 mr).
3060B’sA3aHHSA Npu BUAadi
peecTpauinHoOro NocBigYeHHs
BiACYTHI.
MepioAnyHICTb NofaHHSA
perynspHo OHOB/IOBAHOTO
3BiTy 3 6e3Mneku BignoBiaHO J0
MopsiaKy 34iMCHEHHs Harnsay

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1
1. AHOPO®APM® PO3YUH ANst iH'EKLIA MAT "®apmak” YkpaiHa MAT "®dapmak” YkpaiHa nepepeecTpavis Ha 3a He nidnsicae UA/6064/01/01
100 mr/mn no 3 mn B HeobMeXeHn TepMiH; 3MiHu | peyenmom
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no 10 6nicTepis y
KapTOHHI KopooLi

nNiKapcbKoro 3acoby, TEKCTi
MapKyBaHHSA Ta IHCTPYKLUIi A51a
MEAMYHOrO 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMU JaHUMu 3
AKOCTI, AOKNIHIYHUMN,
KNIHIYHYMW faHuMKn Ta
AaHvMu 3 chapmakoHarnsgy.
(3MiHM BHECEHO [0 iHCTPYKU,T
ANA MeAUYHOTO 3aCTOCYBaHHS
npenapary A0 po34inis
"B3aemMogis 3 iHWMN
nikapcbknMmn 3acobamu Ta
iHLWi BMAW B3aeMogiin",
"Oco61MBOCTI 3aCTOCyBaHHS",
"Mo6iuHI peakuii" Bi4NOBIAHO
[0 MaTepianis peecTpauiiiHoro
[0CbE Ta BUCHOBKY
KOHCYNbTaTUBHO-EKCMNEPTHOI
rpynu "Hesponorisi.

Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1
3a NOGIYHUMM peakuismn
nikapcbknx 3acobis,
[03BOMIEHNX [0 MEAUYHOTO
3aCTOCyBaHHs,
3aTBepxeHoro Hakasom MO3
Bif 27 rpyaHsa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu
29 ciyHs 2007 poky 3a
Ne73/13340, cTaHOBUTL:!
BiANOBIAHO A0 NepioanYHOCTI
CKNajiaHHA perynsapHo
OHOB/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
[103BO/IEHOrO [10 MENYHOIO
3acToCyBaHHS, Ha
LeHTPa/IbHOMY PiBHi.
2. BIHOPE/NBIHY NOPOLLIOK TOB "CiHbiac YkpaiHa TOB "CiHbiac YkpaiHa nepepeecTpavis Ha - He nidsisizae UA/11867/01/01
TAPTPAT (cybcTaHuis) y dapma" Papma” HeobMeXeHni TepMiH
6aHKax ans
BMPOGHMLITBA
CTEPUNbHUX
NiKapcbknx hopm
3. AENAKIH® TabneTkun, BKPUTI TOB "CaHodi- YkpaiHa CaHodpi BiHTpon PpaHuis/ nepepeecTpawis Ha 3a He rniidns2ae UA/2598/02/01
EHTEPIK 300 060/10HKOH, ABeHTIC IHoacTpia, IcnaHis HeoOMeXeHW TepMiH; peyenmom
KMLLKOBOPO34YMHHI N0 YkpaiHa" PpaHuis; 3MiHu 1l TUny - 3MiHK Woao0
300 mr Ne 100 CAHO®I- 6e3nekn/epeKkTBHOCTI Ta
(10x10): no 10 ABEHTIC C.A,, hapmakoHarnagy. 3miHn y
Tabnetok y 6nictepi, IcnaHis KOPOTKili XapakTepucTuL,i
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

Meuxiatpis. Nlikapcbki 3acobun”)
MepioAnYHICTb NofAHHSA
perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3Mneku BignoBiaHO J0
MopsiaKy 34iCHEHHs Harnsgy
3a NOGIYHNMKN peakuismn
nikapcbkyx 3acobis,
[103BOMIEHUX [0 MeANYHOro
3acTOoCyBaHHS,
3aTBepxeHoro Hakasom MO3
Bif, 27 rpyaHa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULi YkpaiHu
29 ciyHs 2007 poky 3a
Ne73/13340, cTaHOBUTb:
BIANOBIAHO [0 NepioANYHOCTI
CKnafaHHsa perynspHo
OHOB/tOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
[103BOMIEHOr0 1O MEANYHOrO
3acTocyBaHHS, Ha
LEHTPa/IbHOMY PiBHi.

IVUMEKCW-
XKoo

piguHa ans
30BHILLHLOIO
3acTocyBaHHsA no 50
MY hnakoHax

TOB "OKT1
"®bapmaueBTu
yHa habpuka"

YkpaiHa

TOB "AKN
"®apmaueBTNYHa
habpuka"

YKpaiHa

nepepeectpadisi Ha 5 pokis y
3B A3KY i3 3aKIHYEHHSIM
TepMiHy Aii peecTpaujiiiHoro
NOCBIAYEHHS;
3Minu | TUny: 3MiHK WoAao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii 4515
MeJMYHOro 3aCTOCyBaHHSA Ha
nigcrasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
abo gocnimpkeHb 3 6e3nekn
3aCTOCYyBaHHSA MiKapcbKoro
3acoby B nicnapeecTpauiiHui
nepiog, abo sk pesynbTart
OLLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHNX BigNoBigHO A0
nnaxy negiaTpuyHux
nocnimpkeHb (PIP) (3MiHy
Y3rOKEHO 3 KOMNETEHTHUM
YNOBHOB&)XXEHVM OPraHom),
3MiHV BHECEHO [0 IHCTPYKLIT
A5 MeANYHOT0 3acTOCyBaHHS

6e3
peuyenma

nionsieae

UA/5357/01/01




Ne

Hassa

22

n/n

JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o

[OVCONb

npenapary A0 po34inis
"Moka3aHHS" (YTOYHEHHS
hOpPMy/IHOBaHHS NoKasaHb),
"Mo6iuHi peakuii”, "B3aemogis
3 IHWMMK NiKapCbKnMmu
3aco6amu abo iHLWi Buan
B3aeMOZ,in" BignoBigHo Ao
OHOB/EHOT iHhopMaL,i LWoao
LYol pevyoBMHU
"pumeTuncynbgokeunay”
(piavHa ANs 30BHILLHBOrO
3aCTOCYBaHHS).
30608B’s13aHHA Npy BUAaYi
peecTpauiiHoro NocBigYeHHs
BIACYTHI.
MepiognyHicTb NogaHHsA
perynsipHo OHOB/IIOBAHOT0
3BiTY 3 6e3neku BigNoBIgHO A0
Mopsaaky 34iicHeHHs Harnsay
3a NOGIYHUMY peakLisiMu
nikapcbknx 3acobis,
[103BOSIEHUX [0 MEANYHOro
3aCTOCYBaHHS,
3aTBepAXeHoro Hakasom MO3
Bif 27 rpyaHsa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainu
29 ciuHa 2007 poky 3a
Ne73/13340, cTaHOBUTb:
BIANOBIAHO A0 NEPiOANYHOCTI
CKNnafaHHsA perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
[103BO/IEHOTO 10 MEANYHOIO
3aCTOCyBaHHsA, Ha
LEHTpasIbHOMY piBHiI

nocsBi0O4YeHHs

pO34uH ANs iHdysin
no 400 mny
nAsLWKax

3akpuTe
akuioHepHe
TOBapUCTBO

"IHdpy3ia”

Ykpaina

3akpute
akuioHepHe
TOBapUCTBO

"Indpy3ia”

YkpaiHa

nepepeecTpaujis Ha
HEO0OMEXEHWI TepMIH;
30608B’s13aHHA Npy BUAAYI
peecTpauiiHoro NocBigYeHHs
BiACYTHI.
MepiognyHICTb NOgAHHSA
perynsipHo OHOB/IIOBAHOTO
3BiTy 3 6e3neku BiANoBiAHO A0
Mopsaaky 34iCHEHHSA Harnsay
3a MOGIYHMMY peakLisiMm
nikapcbknx 3acobis,

[l03BO/IEHUX [10 MEAMNYHOTO

3a
peyenmom

He nidsisizae

UA/11875/01/01
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

3aCTOCyBaHHs,
3aTBepaxeHoro Hakasom MO3
Bif 27 rpyaHs 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu
29 ciyHs 2007 poky 3a
Ne73/13340, cTaHOBUTL:!
BiANOBIAHO A0 NepioanYHOCTI
CKNajiaHHA perynsapHo
OHOB/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
[103BO/IEHOrO [10 MENYHOIO
3aCTOCyBaHHs, Ha
LEeHTPa/IbHOMY PiBHi.

OVNDNIOKAH®

Kancynu no 50 wr,
no 7 kancyny
6nictepi, no 1
6nictepy B
KapTOHHI ynakoBsL,i

Mdpaiizep IHK.

CLA

dapea Ambyas

®paHuis

nepepeecTpavis Ha
HeobMeXeHnin TepMiH
3060B’sA3aHHSA Npu BUAadi
peecTpauinHoOro NocBigYeHHsS
iCHYIOTb — HafjaHHSA
[OMOBHEHHA [10 ornsgy
KAIHIYHUX JaHuX A0
30.10.2017, BignoBigHo go
NiANYHKTY 2.3 NYHKTY 2
pogatky 15 no Mopsgky
NpoBefeHHsA ekcnepTu3n
peecTpauiiHux matepianis Ha
nikapcbki 3acobwm, Lo
noJaloTbCA Ha AePXaBHY
peecTpaduiio
(nepepeecTpauito), a Takox
eKcnepTu3n marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHux matepianis
npoTArom Aii peecTpauiiHoro
NoCBIAYEHHS, 3aTBEPAXKEHOrO
Hakazom MO3 Big 26.08.2005
Ne 426 (y pegaxuii Hakasy
MO3 Bif 23.07.2015 Ne 460).
MepiognyHICTb NOgAHHSA
perynsipHo OHOB/IIOBAHOTO
3BiTy 3 6e3neku BiANoBiAHO A0
Mopsaaky 34iCHeHHSA Harnsay
3a MOGIYHMMY peakLisiMm
nikapcbknx 3acobis,
[03BOMIEHNX A0 MEAUYHOTO
3aCTOCYyBaHHS,
3aTBepxeHoro Hakasom MO3
Bif 27 rpyaHs 2006 poky

3a
peyerimom

He nidnszae

UA/5970/02/01
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu
29 ciyHs 2007 poky 3a
Ne73/13340, cTaHOBUTL:!
BiANOBIAHO A0 NepioanYHOCTI
CKNajiaHHA perynsapHo
OHOB/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
[103BO/IEHOrO [10 MENYHOIO
3acToCyBaHHS, Ha
LEeHTPa/IbHOMY PiBHi.

OVNDNIOKAH®

Kancynu no 100 mr,
no 7 kancyny
6nictepi, no 1
6nictepy B
KapTOHHI ynakoBsL,i,
no 10 kancyny
6nictepi, no 1
6nictepy B
KapTOHHIA ynakoBLi

Mdpaiizep IHK.

CLA

dapea Ambyas

®paHuis

nepepeecTpavis Ha
HeobMeXeHnin TepMiH
3060B’sA3aHHSA Npu BUAadi
peecTpauinHoOro NocBigYeHHs
iCHYIOTb — HafjaHHSA
[OMOBHEHHA [10 ornsgy
KAIHIYHUX JaHuX A0
30.10.2017, BignoBigHo go
NiANYHKTY 2.3 NYHKTY 2
pogatky 15 no Mopsgky
NpoBefEeHHA ekcnepTu3n
peecTpauiiHux matepianis Ha
nikapcbki 3acobwm, Lo
noJaloTbCA Ha AePXaBHy
peecTpaduiio
(nepepeecTpauito), a Takox
eKcnepTu3n marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHux matepianis
npoTArom fAii peecTpauiiHoro
NoCBIAYEHHS, 3aTBEPAXKEHOrO
Hakazom MO3 Big 26.08.2005
Ne 426 (y pegaxuii Hakasy
MO3 Bif 23.07.2015 Ne 460).
MepiognyHICTb NOgAHHSA
perynsipHo OHOB/IIOBAHOTO
3BiTy 3 6e3neku BiANoBiAHO A0
Mopsaaky 3aiiCHeHHN Harnsay
3a MOGIYHUMY peakLisiMm
nikapcbknx 3acobis,
[03BOMIEHNX [0 MEAUYHOTO
3aCTOCYBaHHS,
3aTBepxeHoro Hakasom MO3
Bif 27 rpyaHs 2006 poky
Ne898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii YkpaiHu
29 ciyHs 2007 poky 3a

3a
peyerimom

He nidnszae

UA/5970/02/02
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

Ne73/13340, cTaHOBUTL:!
BiANOBIAHO A0 NepioanYHOCTI
CKNajiaHHsA perynsapHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
[03BOJIEHOTO 0 MEANYHOIO
3acToCcyBaHHS, Ha
LEeHTPa/IbHOMY PiBHi.

OVNDNIOKAH®

Kancynu no 150 mr,
no 1 kancyni B
6nictepi, no 1
6nictepy B
KapTOHHI ynakoBL,i

Mdpaiizep IHK.

CLA

dapeBa Ambyas

®paHuis

nepepeecTpavis Ha
HeobMeXeHnin TepMiH
3060B’sA3aHHSA Npu BUAadi
peecTpauinHoOro NocBigYeHHs
iCHYIOTb — HafjaHHSA
[OMOBHEHHA [0 ornsgy
KAIHIYHUX JaHuX A0
30.10.2017, BignoBigHo go
NiANYHKTY 2.3 NYHKTY 2
pogatky 15 no Mopsgky
npoBefeHHA ekcnepTu3n
peecTpauiiHux matepianis Ha
nikapcbki 3acobwm, Lo
noJalTbCA Ha AePXaBHY
peecTpaduiio
(nepepeecTpauito), a Takox
eKcnepTu3n marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHux matepianis
npoTArom fAii peecTpauiiHoro
NoCBIAYEHHS, 3aTBEPAXKEHOrO
Hakazom MO3 Big 26.08.2005
Ne 426 (y pegaxuii Hakasy
MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOgAHHSA
perynsipHo OHOB/IIOBAHOTO
3BiTy 3 6e3neku BiANoBiAHO A0
Mopsaaky 34iCHeHHSA Harnsay
3a MOGIYHMMY peakLisiMm
nikapcbknx 3acobis,
[03BOMIEHNX A0 MEAUYHOTO
3aCTOCYyBaHHS,
3aTBepxeHoro Hakasom MO3
Bif 27 rpyaHs 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu
29 ciyHs 2007 poky 3a
Ne73/13340, cTaHOBUTL:!
BiANOBIAHO A0 NepiognYHOCTI
CKNafilaHHsA perynspHo

6e3
peyenma

nionsieae

UA/5970/02/03
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a6o 100 mny
dnakoHi, no 1
chnakoHy B
KapTOHHIA ynakoBLi

3060B’sA3aHHSA Npu BUAadi
peecTpauinHOro NocBigYeHHs
iCHYIOTb — HafjaHHSA
[OMOBHEHHA [0 ornsgy
KAIHIYHUX JaHuX A0
30.10.2017, BignoBigHo go
NiANYHKTY 2.3 NYHKTY 2
pogatky 15 no Mopsgky
NpoBefeHHA ekcnepTu3n
peecTpauiiHux matepianis Ha
nikapcbki 3acobwm, Lo
noJalTbCA Ha AePXaBHY
peecTpaduiio
(nepepeecTpauito), a Takox
eKcnepTu3n marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHux matepianis
npoTArom Aii peecTpauiiHoro
NoCBIAYEHHS, 3aTBEPAXKEHOrO
Hakazom MO3 Big 26.08.2005
Ne 426 (y pegaxuii Hakasy
MO3 Bif 23.07.2015 Ne 460).
MepiognyHICTb NOgAHHSA
perynsipHo OHOB/IIOBAHOTO
3BiTy 3 6e3neku BiANoBiAHO A0
Mopsaaky 34iCHeHHSA Harnsay
3a MOGIYHMMY peakLisiMm
nikapcbknx 3acobis,
[03BOMIEHNX A0 MEAUYHOTO
3aCTOCYyBaHHS,
3aTBepxeHoro Hakasom MO3
Bif 27 rpyaHs 2006 poky
Ne898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii YkpaiHu
29 ciyHs 2007 poky 3a
Ne73/13340, cTaHOBUTL:!
BiANOBIAHO A0 NepioanYHOCTI
CKNafilaHHsA perynspHo
OHOB/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
[103BOJIEHOTO 10 MEANYHOIO

Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
£103BONIEHOr0 A0 MeANYHOro
3acToCcyBaHHS, Ha
LEeHTPa/IbHOMY PiBHi.
9. ANDTIOKAH® PO3unH ANs iHdysil, Mdpaiizep IHK. CLIA ®dapesa Ambyas ®paHuis nepepeecTpauis Ha 3a He niidns2ae UA/5970/01/01
2 mr/mn no 50 mn HeoOMeXeHWn TepMiH. peyenmom
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1
3acToCcyBaHHS, Ha
LEeHTPa/IbHOMY PiBHi.
10. AIALUE®D MOPOLLIOK ANs M.BIOTEK Benuka MAWNAH IHAjs nepepeecTpauis,Ha - He nidns2ae UA/12333/01/01
PO3YUHY ANS iH'EKLA NIMITEL BpuTaHis NNABOPATOPI3 HeoOMeXeHWn TepMiH;
no 1000 wr, in bulk: NIMITEL - 3060B’sA3aHHA Npu BUAadi
50 chnakoHiB 3 OinbHuusn peecTpauiiHoro NocBig4YeHHs
MOPOLLKOM Y KOpobLj LedasiocnopuHoB iCHYIOTb — HafjaHHSA
UX NiKapCbKNX [eTasIbHOro onncy cucTemm
3acob6is ynpas/iHHA pu3nKamu y

BUINAAI NNaHy ynpas/iiHHA
pusnkammn go 30.10.2017
BiANOBIAHO A0 mignyHkTy 1.13
nyHkTy 1 gogatky 15 ao
Mopsaky NpoBeAeHHs
eKcnepTusm peecTpauiiHnx
Marepianis Ha nikapcbkKi
3acobwm, Lo NoaarTbes Ha
[epxaBHy peecTpawito
(nepepeecTpalito), a Takox
ekcnepTusy Matepianis npo
BHECEHHS 3MiH 0
peecTpauiiHnux matepianis
npoTsArom fAii peecTpadiiHoro
NOCBIAYEHHS!, 3aTBEPAKEHOr0
Hakazom MO3 Big 26.08.2005
Ne 426 (y pefakuii Hakazy
MO3 Big 23.07.2015 Ne 460).
MepiognyHicTb NogaHHA
perynsipHo OHOB/IIOBAHOT0
3BiTYy 3 6e3neku BigNoBigHO 40
Mopsaaky 34iiCHeHHs Harnsay
3a NOGIYHMMU peakLisimu
nikapcbknx 3acobis,
[103BOSIEHUX [0 MEANYHOro
3aCTOCYBaHHS,
3aTBepKeHoro Hakasom MO3
Bif 27 rpyaHsa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainu
29 ciuHa 2007 poky 3a
Ne73/13340, cTaHOBUTb:
BIANOBIAHO A0 NEPIOANYHOCTI
CKnafaHHsa perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
[103BOMIEHOTO 10 MEANYHOrO
3aCTOCyBaHHsA, Ha
LEeHTpasIbHOMY piBHiI
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1
11. AIALE®D MOPOLLOK A5 M.BIOTEK Benvka MANNAH IHais nepepeecTpaujis,Ha 3a He nidsisizae UA/12332/01/01
PO3UUHY A5 iH'EKLLA NIMITEL BpuTaHis NABOPATOPI3 HeobMeXeHW TepMiH; peuenmom
no 1000 mr, 1 NIMITEL - 3MiHn | TURY - 3MiHN WoAao
h1aKoH 3 MOPOLUKOM OinbHuus 6e3nekn/edeKTUBHOCTI Ta
B nauuj LedhanocnopmHos hapMakoHarnagy. 3miHu y
NX NiKapCbKnX KOPOTKili xapakTepucTuui
3acob6is nNiKapcbKoro 3acoby, TEKCTi

MapKyBaHHs Ta IHCTPYKLUIi A5
Me[MYHOro 3aCTOCYBaHHS
reHepunyHuX/ribpugHux/6ionogi
H6HUX Nikapcbknx 3aco6iB nicns
BHECEHHS TiEl caMoi 3MiHM Ha
pedhepeHTHWIT npenapar
(3miHa He noTpebye HafaHHsA
XOLHMNX HOBMX [0AaTKOBUX
JaHunx).

(3MiHM BHECEHO [0 iHCTPYKU,T
A5 MeANYHOTo 3acTOCyBaHHS
npenapary Ao po3giny
"Toka3aHHA", a TakoX [0
posginis "Cnoci6
3acToCyBaHHA Ta fo3n"
(YTOYHEHHS [03yBaHHS),
"®apmakonoriyHi BnactusocTi”
(oHOBnNEeHa iHdhopmais
CTOCOBHO YyT/IMBOCTi Ta
Pe3nCTEHTHOCTI),
"Oco611BOCTI 3acTOCyBaHHS",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu Ta
iHWIi BUAW B3aemogijin”,
"Mepepo3yBaHHA"," 3aaTHICTb
BN/IMBATY Ha LIBUAKICTb
peakuii npy KepyBaHHi
aBTOTPaHCNoOpPTOM abo iHWKMK
mexaHismamu" ,"Mo6iuHi
peakuii" BignoBsigHo 40
pecbepeHTHOro npenapary
(PoueciH®, nopoLlok Ans
PO34mnHy NS iH'ekuin no 1)
3060B’s13aHHSA NpY BUAAui
peecTpauiiHoro NocBigYeHHs
iCHYIOTb — HaZlaHHSA
[AeTasIbHOro onncy CMcTeMm
ynpaBniHHA pyU3vkammn y
BUINAAI NNaHy ynpas/iHHA
pusnkammn go 30.10.2017
BiANOBIAHO A0 nignyHkTy 1.13
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

nyHkTy 1 gopatky 15 ao
Mopsaky NpoBeAeHHs
eKCMepTn3n peecTpavyintHnx
Marepianis Ha nikapcbki
3acobwu, Lo NoAaTbesa Ha
OepXaBHy peecTpavito
(nepepeecTpaldito), a Takox
ekcrnepTusn Matepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx matepianis
npoTsArom fii peecTpadiiHoro
NOCBIAYEHHS, 3aTBEPIKEHOr0
Hakazom MO3 Big 26.08.2005
Ne 426 (y pefaxuii Hakazy
MO3 Big 23.07.2015 Ne 460).
MepiognyHicTb NogaHHsA
perynsipHo OHOB/IIOBAHOT0
3BiTY 3 6e3neku BigNoBIgHO A0
Mopsaaky 34iicHeHHs Harnsay
3a No6IYHMMU peakLisimu
nikapcbknx 3acobis,
[103BOSIEHUX [0 MEANYHOro
3aCTOCYBaHHS,
3aTBepAXeHoro Hakasom MO3
Bif 27 rpyaHsa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainu
29 ciuHa 2007 poky 3a
Ne73/13340, cTaHOBUTb:
BIANOBIAHO A0 NEPiOANYHOCTI
CKNnafaHHsA perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
[103BO/IEHOTO 10 MEANYHOIO
3aCTOCyBaHHsA, Ha
LLEHTPa/IbHOMY DiBHi.

12.

EKCUNIAN M
ninonocCboH

eMy/bCis HalKipHa,
40 mr/mn no 200 mn
y donakoHi; no 1
chnakoHy B
KapTOHHI kopobuyj;
no 500 mny
hnaKoHi

Fangepva CA

LLiBefiuapis

LLnipir ®apma Al

LLiBeiuapis

nepepeecTpaujis Ha
HEO0OMEXEHWI TepMIH;
3MiHun | TMNy - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii A51s
MeJMNYHOro 3aCTOCyBaHHSA Ha
nigcrasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekmn NiKapcbKoro 3acooby,

6e3
peyenma

niosisiecae

UA/11923/01/01
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1

abo gocnimkeHb 3 6e3nekn
3aCTOCyBaHHSA MiKapcbKoro
3acoby B nicnsipeecTpauiiHnii
nepiog, abo sk pesynbTart
OLLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHnX BignoBigHO A0
nnaaxy negiatpuyHnux
pocnigpkeHb (PIP) (3MiHy
Y3rOPKEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHVNM OPraHom).
3MiHV BHECEHO [0 IHCTPYKLT
A5 MeANYHOro 3acToCyBaHHS
npenapary A0 po34inis
"Moka3saHHsA" (BUNYYEHHSA
nokasaHHs "JlikyBaHHs
cBepbexy, aToniyHoi ek3eMmn
Ta ncopiasy"), "Ocob1mBocCTi
3acTocyBaHHS",
"MpoTtunnokasaxHa", "Mo6iyHi
peaxuii”, "4itn" (6yno - gitn 3
6 micsuis, cTano - gitn 3 12
MicsUiB) BiANOBIAHO A0
OHOB/EHOT iH(hopmaLi 3
6e3nekun Ajtoyoi pevoBUHN
«CeYOBMHU» Ta MaTepiasis
peecTpauiiHoro Aocbe.

30608B’s13aHHA Npy BUAaYi
peecTpauiiHoro NocBigYeHHs
iCHYIOTb — HaflaHHSA
[OMOBHEHHA [0 ornsgy
KNiHIYHUX AaHux o
30.10.2017, BignosigHo fo
nignyHKTY 2.3 NyHKTY 2
popartky 15 go Mopagky
NPOBEEHHS eKCnepTnsmn
peecTpauiiHnux maTepianis Ha
nikapcbki 3acobu, Wwo
noAalTbCa Ha AepxasHy
peecTpadiio
(nepepeecTpalito), a Takox
eKkcnepTun3n marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHux matepianis
npoTArom fii peectpauiiiHoro
NOCBIAYEHHS, 3aTBEPAKEHOrO
Hakazom MO3 Big 26.08.2005
Ne 426 (y peaakuii Hakasy
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

13.

MOS Bif 23.07.2015 Ne 460).
MepioAnYHICTb NofAHHSA
perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3Mneku BignoBiaHO J0
MopsiaKy 34iCHEHHs Harnsgy
3a NOGIYHNMKN peakuismn
nikapcbkyx 3acobis,
[103BOMIEHUX [0 MeANYHOro
3acTOoCyBaHHS,
3aTBepxeHoro Hakasom MO3
Bif, 27 rpyaHa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULi YkpaiHu
29 ciyHs 2007 poky 3a
Ne73/13340, cTaHOBUTb:
BIANOBIAHO [0 NepioANYHOCTI
CKnafaHHsa perynspHo
OHOB/tOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
[103BOMIEHOr0 1O MEANYHOrO
3acTocyBaHHS, Ha
LEHTPa/IbHOMY PiBHi.

EKTEPULNA®

po3uuH ans
30BHILLHLOrO
3acTocyBaHHs o 50
M a6o no 250 mn B
NASAWLi CKAsHIN, No
1 naawyi B nauui

MAT
"®APMCTAH
OAPT-BIONIK"

YkpaiHa

MAT
"®APMCTAHOAP
T-BIONIK"

YKpaiHa

nepepeectpadisi Ha 5 pokis y
3B A3KY i3 3aKIHYEHHSIM
TepMiHy Aii peecTpaujiiiHoro
noceifyeHHs1; 3060B’A3aHHSA
npu BUgadi peectpauinHoro
MOCBiJYEHHS iICHYIOTb —
Ha/laHHs AeTasIbHOro onucy
cMCTEMU ynpas/iHHA
pu3nkamu y BUrNSgi nnaxy
ynpaBniHHA pu3nkamu Ta
[LOMNOBHEHHSA A0 ornsagy
KNiHIYHUX AaHux o
30.10.2017 BignosigHo Ao
nignyHkTy 1.13 nyHkTy 1,
nignyHKTYy 2.3 NyHKTY 2
popartky 15 o Mopagky
NPOBeAEHHS eKCnepTnsmn
peecTpauiiHnx matepianis Ha
nikapcbki 3acobu, Wwo
noAalTbCs Ha AepxasHy
peecTpadiio
(nepepeecTpaliio), a Takox
eKkcnepTu3n marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHux matepianis
npoTArom fii peecTpadiiHoro

6e3
peuyenma

nionsieae

UA/5630/01/01
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

NOCBIAYEHHS,
3aTBepaxeHoro Hakasom MO3
Bif 26.08.2005 Ne 426 (y
pepakuii Hakazy MO3 Big,
23.07.2015 Ne 460).
MepiognyHICTb NOfAHHS
perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3neku BiANoBiAHO A0
MopsiaKy 34iCHEHHs Harnsay
3a NOGIYHUMM peakuismn
nikapcbknx 3acobis,
[03BOMIEHNX [0 MEAUYHOTO
3acTOCyBaHHs,
3aTBepxeHoro Hakasom MO3
Bif 27 rpyaHsa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu
29 ciyHs 2007 poky 3a
Ne73/13340, cTaHOBUTL:!
BiANOBIAHO A0 NepioanYHOCTI
CKNajiaHHsA perynsapHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
[03BOJIEHOTO 0 MEANYHOIO
3acToCcyBaHHS, Ha
LEeHTPa/IbHOMY PiBHi.

14.

EHANANPUNY
MANEAT

MOPOLLIOK
(cybeTaHuis) y
naketax noAgiiHux
nonieTuIeHoBmxX
ans
chapmaLeBTUUHOTO
3acTocyBaHHs

MAT
"Kuismegnpen
apar"

YkpaiHa

"YesHr Xyaxai
dapmachboTikan
Ko., nTO"

Kutan

nepepeecTpavis Ha
HeobMeXeHnin TepMiH

He nidnszae

UA/6294/01/01

15.

EHANPIN-H

Tabnetkn Ne 20
(10x2) y cTpunax

JxkeHom
BioTek IMBT.
nrg.

IHAjA

[>xeHom BioTek
M. /114,

IHAja

nepepeectpauis Ha 5 pokis y
3B 5A3KY i3 3aKiHUEHHSIM
TepMiHy Aii peecTpaujiiiHoro
NnocBiAYEeHHsT; 3MiHU | Tuny:
Nikapcbki 3aco6u. 3MiHM A0
iCHyto4OT cucTemm
chapmakoHarnsgy, sk
3a3HayeHo B Onuci cuctemn
hapmakoHarnsgy (3miHa
yMOBHOBaXEHOT 0cobwm,
BiANoBigansLHoI 3a
hapmakoHarnsag), fdirova
pepakuis Cepatok E.I.
MponoHoBaHa peaakuis:
CapaniHa O.l.. CynyTHA 3MmiHa:

3a
peyenmom

He nidsig2ae

UA/2731/01/01
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1

Nikapcbki 3aco6u. 3miHn o
iCHyto4OI cuctemu
hapmakoHarnagy, sk
3a3HayeHo B OMuUci cuctemn
thapmakoHarnsgy (3miHa B
KOHTaKTHUX AaHuX
YMOBHOBaXeHOT 0cobwm,
BignoBigansLHoI 3a
hapmakoHarnag). 3miuu |
TUNy: AOMIHICTPaTUBHI 3MiHN.
3MiHa HalimeHyBaHHsi Ta/abo
agpecu 3asBHMKa (BNacHuKa
peecTpavuiiHoro NocBigYEHHS)
— 3MiHa agpecu 3asBHMKa.
3MiHn | TURY: AOMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI
BMPO6HMKa/imnopTepa
roTOBOrO /liKapCbKOro 3acoby,
BK/IOYA0UM AiNbHUL BUMYCKY
cepii abo micue npoBeAeHHs
KOHTPOJO SKOCTI. (QiSSIbHICTb,
3a AKy Bignosigae
BMPOGHMK/iMnopTep,
BK/1OHAKOUM BUMYCK CEpiid).
MicuesHaxomKeHHs
BMPOGHWYOT Ai/TbHUL He
3MiHunoca. 3MiHu | Tuny:
3MiHK 3 siKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /iKapCbKOro 3acoby.
3MiHa napameTpis
cneundikauivi Ta/abo
[0MyCTUMUX MEX roTOBOro
nikapcbKoro 3acoby (iHLwi
3MiHM). CynyTHS 3MiHa: 3MiHK
3 AKOCTi. FoTOBMIA NiKapCbKuii
3aci6. KoHTposb roToBoro
nikapcbKoro 3acoby. 3miHa y
mMeTogax BUNpobyBaHHS
roTOBOro NikapCbKoro 3acoby
(iHWi 3MmiHM y MeTogax
BMNPO6YBaHb (BK/IOYaUn
3amiHy abo [JOMOBHEHHS) -
3MiHM B po34ini «Onmcs.
He3HauHi npaBku TEXHIYHOTO
xapakrepy (pefakLiiiHi) Ao
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

MeTOAVK BUNPOOyBaHHSA 3a
po3ginamu: «KinbkicHe
BU3HAYEHHS», «CynpoBigHi
JOMILLKM eHananpwna marear.
3arasibHa cyma [OMILLIOK»;
po3ain «OAHOPIfHICTb
[1030BaHNX OAVHNLb>»
npuBeAeHo y BiANOBIAHICTb A0
BMMOT fijtoyoro BuaaHHa USP;
NpUBELEHHS KpUTEPIiB
NPUIAHSATHOCTI 3a Po34isIoM
«Po34rHeHHs. EHananpuny
Masnear» Yy BifnoBigHICTb J0
marepianis BUPOGHMKa,
MeToAVKa BUNPOOYyBaHHS He
3MiHUIACk: 3aTBEPAKEHO:
(eHananpuny manear (He
MeHLue 85% Bif 3asBneHol
KinbkocTi (Q); 3anponoHOBaHO:
(eHananpwuny maneat (He
MeHLwe 80% (Q) Big, 3asB1eHOl
KinbkocTi npoTtsarom 30 xB.),
OCKI/TbKW B 3aTBEP/KEHIi
cneuudikauii 6yna gonylieHa
nomuska, a came, He
BpaxoBaHa Benm4yvHa (Q)
(BignoBigae BMoram
MoHorpadii «Enalapril
Maleate and
Hydrochlorothiazide Tablets»
Aitoyoro BuaaHHa USP). -
po3gin «MikpobionoriyHa
yncToTa» NPUBEAEHO Y
BiAMNOBIAHICTb 40 BUMOT
nitoyoro BuagaHHa USP.)

16.

ENIPYBILUNH-
TEBA

PO34nH NS iH'eKLiR
abo iHdysiid, 2
mr/mn, no 5 mn, aéo
no 10 mn, a6o no 25
My hnakoHi, no 1
dhnakoHy B
KapTOHHI Kopoo6Li

TeBa
dapmaueBTika
N lHpacTpi3
nrg.

I3painb

dapmaxemi B.B.

Higepnangn

nepepeecTpauisi Ha 5 pokiB y
3B'A3KY 3 3aKiHYEHHAM
peecTpauiiiHoOro NocBig4YeHHs;
3MiHun | TMNy - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta
hapmMakoHarnagy. 3miHum y
KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii A51s
Me[MYHOro 3aCTOCYBaHHS
reHepunyHux/ribpugHux/6ionogi
6HUX Nikapcbkmx 3aco6iB nicns
BHECEHHS TiEl caMoi 3MiHM Ha

3a
peyerimom

He nidnszae

UA/11806/01/01
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1

pedhepeHTHWI npenapar
(3miHa He nNoTpebye HagaHHsA
XOLHMNX HOBMX [0AaTKOBUX
AaHux) - 3MiHM BHECEHO [0
IHCTPYKUIT ANA MeguyHoro
3acTocyBaHHs npenapary Ao
po3giny "MokasaHHs" (6yno:
Enipy6iunH-TeBa
3aCTOCOBYIOTb A/15 NliKyBaHHSA
PI3HMX NYX/IMH, 30KpeMa: -
paKky MONOYHOT 3a/1031; - paky
LwnyHka. MokasaHo, Wwo
Enipy6iumH-TeBa npu
BHYTPILLIHbOMIXYPOBOMY
BBeJEeHHi echekTUBHUIA Ans
NiKyBaHHS: - naninsipHoro
nepexigHo-KIiTUHHOIO paky
CEYO0BOro Mixypa; - KapLmHOMM
in situ ceyoBoOro mixypa; -
BHYTPILLHbOMIXYpOBIli
npodinakTuui peunamsis
NMOBEPXHEBOrO paKy Ce4oBOro
Mixypa nicns
TpaHCypeTpasibHOI pe3ekLii.
Enipy6iunH-TeBa MoXHa
3acTocoByBaTn y
noniximiorepaneBTUYHUX
cxemax; crano: Enipy6iumH-
TeBa ehekTUBHUIA Npu
NiKyBaHHi LLUIMPOKOro crekTpa
HOBOYTBOPEHb, BK/THOHa0UM
pak MO/I04YHOI 381031,
3109KiCHI nimcpomu, capkomu
M’AKMX TKaHWH, pakK LLIyHKa,
pak neyiHku, NigLLIyHKoBOI
3a/103U, NPAMOT KULLKK, pak
LUMIAHO-TMLBOBOI AiNSHKK, pak
NereHiB, pak SIEYHUKIB,
neiikemito.
BHyTpiWwHbOMiXypOBE
BBe/leHHs npenapary
Enipy6iuvH-TeBa nokasaHe
npu flikyBaHHi NOBEPXHEBOTO
paky ce4yoBoro mixypa
(nepexigHOKNITUHHWIA pak,
KapuuHoMma in situ) Ta ans
npoginakTykn peunansy nicns

TpaHcypeTpasibHOI pesekLii), a
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1

Takox Ao po3ginis "Cnocio
3acTocyBaHHs",
«[poTunokasaHHsA»,
«B3aemogisi 3 iHWnMmn
nikapcbknMmn 3acobamu Ta
iHLWi BUAY B3aEMOLN»,
«OcobnueocTi
3aCTOCYBaHHSA»,
«3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaato», «fepenosyBaHHsa»,
«MobiyHi peakLii» BiANOBIAHO
[0 pedhepeHTHOro /likapCbKoro
3acoby (PapmMopy6iunH
LUBMAKOPO34MHHWIA, niodpinisat
AN PO34MHY AN iHAY3iiA).
3060B’s13aHHSA NpY BUAAui
peecTpauiiHoro NocBigYeHHs
ICHYIOTb - HafjaHHSA
[AeTasIbHOro Onncy CMCTeMM
ynpaBniHHA pyU3vkammn y
BUINAAI NNaHy ynpas/iHHA
pusnkamu o 30.10.2017 Ta
[OMOBHEHHA [10 ornsgy
KNiHIYHUX AaHux o
07.10.2017 BignosigHo Ao
nignyHkTy 1.13 nyHkTy 1,
nignyHKTY 2.3 NyHKTY 2
popartky 15 go Mopagky
NPoBEeLEHHsA ekcnepTu3n
peecTpauiiHnux maTepianis Ha
nikapcbki 3acobu, Wwo
noJatTbCA Ha AEePXaBHY
peecTpadiio
(nepepeecTpalito), a Takox
eKcnepTu3n marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHux matepianis
npoTArom fii peectpauiiiHoro
NOCBIAYEHHS, 3aTBEPAKEHOrO
Hakazom MO3 Big 26.08.2005
Ne 426 (y peaaxuii Hakasy
MOS Bif 23.07.2015 Ne 460).
MepioAnYHICTb NofAHHSA
perynspHoO OHOB/IOBAHOMO
3BiTy 3 6e3Mneku BignoBiaHO f0
MopsiaKy 34iCHEHHs Harnsgy
3a N06IYHUMM peakuismn
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Ne
n/n

Hassa
JliKapcbKO20

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

3acoby

nikapcbkyx 3acobis,
[103BOMIEHUX 4,0 MeANYHOro
3acTOCyBaHHS,
3aTBepxeHoro Hakasom MO3
Bif, 27 rpyaHa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULi YKpaiHu
29 ciyHs 2007 poky 3a
Ne73/13340, cTaHOBUTb:
BIANOBIAHO [0 NepioANYHOCTI
CKnafaHHsa perynspHo
OHOB/tOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
[103BOMIEHOrO 10 MEANYHOrO
3acTocyBaHHS, Ha
LEHTPa/IbHOMY PiBHi.

6e3

nionsieae

UA/5105/01/01

17.

ECKYBEH®

renb1%mno30r
a6o 50 ry Ty6i; no 1
Ty6i y nauuj 3
KapTOHY

TOB
"TepHodhapm"

YkpaiHa

TOB
"TepHodhapm"

YKpaiHa

nepepeecTpauis Ha
HEeOoObMeXeHW TEPMIH;
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS! Ta IHCTPYKUii Ans
MeAMYHOr0o 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3nekun nikapcbKoro 3acooby,
abo pocnimkeHb 3 6e3neku
3acTOCyBaHHSA Nikapcbkoro
3acoby B nmicnspeecTpauiiiHmii
nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 AOCIIKEHD,
npoBeAeHUX BigNoBigHO A0
nnaHy negiaTpuyHux
pocnigxenb (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHVM OPraHom).
3MiHN BHECEHO [0 IHCTPYKLT
ANA MeANYHOro 3aCTOCYBaHHS
npenapary 10 po3ainis
"MpoTunokasaHHA",
"Oco61BOCTI 3acTOCyBaHHS",
"3acTocyBaHHA y nepiog
BariTHoCTi abo rogyBaHHs
rpyaao”, "MobiuHi peaxwyii”
BiANOBIAHO A0 iHdopMaLiT

oo 6esneku gitoyoi

peyenma
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1
peyvoBuHM "aecunH".
3060B’s13aHHSA NpW BuAAui
peecTpauiiHoro NocBigYeHHs
BiACYTHI.
MepioAnYHICTb NofAHHSA
perynspHo OHOB/IOBAHOMO
3BiTy 3 6e3Mneku BignoBiaHO f0
MopsiaKy 34iCHEHHs Harnsgy
3a NOGIYHNMMN peakuismn
nikapcbkyx 3acobis,
[103BOMIEHUX [0 MeANYHOro
3acToCyBaHHs,
3aTBepxeHoro Hakasom MO3
Bif, 27 rpyaHa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULi YKpaiHu
29 ciyHs 2007 poky 3a
Ne73/13340, cTaHOBUTb:
BIANOBIAHO [0 NepioANYHOCTI
CKnafaHHsa perynspHo
OHOB/tOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
[103BOMIEHOr0 1O MEANYHOrO
3aCTOCyBaHHs, Ha
LEHTPa/IbHOMY PiBHi.

18. ITOME], TabneTkn, BKpUTI MPO.MEA.LIC Yecbka BMPOBHULTBO 3a Yecbka nepepeecTpavis Ha 3a He nignsrae UA/11446/01/01
NNiBKOBOIO Mpara a.T. Pecny6nika NOBHUM LIMKIOM: Pecny6nika/ HEOoOMeXeHW TEPMIH; peyenmom
060/10HKO10, Mo 50 MPO.MEA.LIC CnoBaubka 3MiHu | TURY - 3MiHK WoAao
Mr no 20 TabneTok y Mpara a.T., Pecny6inka 6e3nekn/edekTBHOCTI Ta
6nictepi, no 2 abo 5 Yecbka thapmakoHarnsgy. 3mMiHu y
6nictepiB y Pecny6nika; KOPOTKili XapakTepucTuL,i
KapTOHHIA KOpooLi BUPOBHULTBO, NiKapcbKoro 3acoby, TeKCTi

NepBUHHE i MapKyBaHHS! Ta IHCTPYKUii Ans
BTOPUHHE MeAMYHOro 3acToCyBaHHSA
nakyBaHHs: reHepuyHuX/ribpuaHnx/éionoai
XBM dapma 6HMX NikapcbKyx 3acobis nicns
c.p.o., Cnosaubka BHECEHHS TiEl caMoi 3MiHM Ha
Pecnyb6nika; pedhepeHTHMI1 npenapar
NepBUHHE i (3miHa He noTpebye HagaHHA
BTOPUHHE XOLHWNX HOBMX [0AaTKOBUX
nakyBaHHS: [aHunXx)
KOO®APMA 3MiHN BHECEHO [0 IHCTPYKLT
c.p.o., Yecbka ANA MeANYHOro 3aCTOCYBaHHS
Pecny6nika npenapary f10 po3ainis

"®apMakoorivHi
BnactmsocTi”, "Cnoci6
3acToCyBaHHA Ta fo3n"
(yTOYHeHHs iHchopmauii 3
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1

6e3neku), "MpoTunokasaHHs",
"Oco61MBOCTI 3aCTOCYBaHHSA",
"B3aemogis 3 iHWyMm
nikapcbknMn 3acobamu Ta
iHLWi BUAW B3iemogiii",
"Mepeno3yBaHHsA", "TO6IYHI
peakujii" BignoBsigHo 40
iHchopmaLii, IKy MiICTUTb
IHCTPYKLiA ANA MefuyHoro
3acTocyBaHHA pehepeHTHOro
niKapcbkoro 3acoby
(TAHATOH®, TabneTku,
BKPUTI NNIBKOBOIO 060/10HKO0
no 50 wmr).
3MiHn | TURY - 3MiHN WoAao
6e3nekn/edeKTUBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3mMiHM [0 y3arasibHeHWX
AaHux Npo cuctemy
hapmakoHarnagy (BefeHHs
y3arasibHeHUx faHnx npo
cuctemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOI 0C06Y,
BiNOBIfa/IbHOT 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3MiACHEHHS
chapmakoHarnsgy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0Cc0o6M,
BigNoBiga/IbHOI 3a 34iACHEHHSI
hapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MilLieHHi macTep-hainna
cuctemu chapmakoHarnagy)
[itoya pepakuis: AHTyHEBUY
Hagais OnekcaHgpiBHa.
MponoHoBaHa peaakuis:
ByiiHeHko OkcaHa HOpiiBHa
MepiognyHicTb NogaHHsA
perynsipHo OHOB/IIOBAHOTO
3BiTY 3 6e3neku BigNoBIgHO A0
Mopsaaky 34iicHeHHs Harnsay
3a No6IYHMMU peakLisimu
nikapcbknx 3acobis,
[103BOSIEHUX [0 MEANYHOro
3aCTOCYBaHHS,
3aTBepXeHoro Hakasom MO3
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1
Bif 27 rpyaHs 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainu
29 ciuHa 2007 poky 3a
Ne73/13340, cTaHOBUTb:
BIANOBIAHO A0 NEpPioANYHOCTI
CKNafaHHsa perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
[103BO/IEHOTO 10 MEANYHOIO
3aCTOCyBaHHsA, Ha
LLEHTPa/IbHOMY DiBHi.
19. [[o]]\V[e))] PO34uH ANs iHQy3il, "HOHiK IHAis "FOHiK IHAjsa nepepeecTpauis Ha 3a He nionsizae UA/11931/01/01
10 mr/mn, no 50 mn dapmMacboThK dapmacboTUKa HEO0OMEXEHWI TepMiH; peyernmom
a6o 100 mny an Na6opaTtopis" 3MiHu | TMNY - 3MiHK WoA0
chnakoHi, no 1 Na6opaTtopiz" (BigaineHHs dipmu 6e3nekn/edeKTUBHOCTI Ta
dhnakoHy B (BipfineHHs "Ix. B. Kemikana hapmakoHarnagy. 3miHa y
KapTOHHI Kopoo6Li chipmn "Ox. B. eHf KOPOTKili XapakTepucTuL,i
Kemikans eHg, dapmacbloTrKans nikapcbKoro 3acoby, TEKCTi
dapmacbloTHK nrp.) MapKyBaHHS Ta IHCTPYKLUii An1s
ans itg.") Me[MYHOro 3acTocyBaHHA Ha

nigcrasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
abo gocnimpkeHb 3 6e3nekn
3aCTOCYyBaHHSA MiKapcbKoro
3acoby B nicnapeecTpauiiiHuii
nepiog, abo sk pesynbTart
OLLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHNX BignoBigHO A0
nnaxy negiaTpuyHux

pocnimpkeHb (PIP) (iHWi 3MiHN).

3MiHN BHECEHO [0 IHCTPYKLT
ANA MeANYHOro 3aCTOCYBaHHS
npenapary A0 po3giny
"MokasaHHA" (BHECEHO
YTOUHEHHS 417 6e3neyHoro
3aCTOCyBaHHS), a Takox Ao
posginis "Cnoci6
3acToCyBaHHA Ta fo3n"
(BHECEHI YTOYHEHHS 3
6esnekn) ,
«[lMpoTunokasaHHsa»,
«B3aemogis 3 iHWnmu
nikapcbknmy 3acobamu Ta
iHLWi BUAW B3aEMOgili»,
«Oco61BOCTI
3aCTOCYBaHHS»,
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1

«3acTocyBaHHs B Nepiog,
BariTHOCTi abo rogyBaHHs
rpyAato», «MobiuHi peakuii»,
«[lepefosyBaHHA»,
«HecyMicHicTb» BifnoBiaAHO f0
iHchopmawuii 3 6e3neku giroyoi
PEYOBUHM NiKAPCbKOro 3acoby.
3060B’s13aHHSA NpW BuAAui
peecTpauiiHoro NocBigYeHHs
iCHYIOTb — HaflaHHSA
[AeTasIbHOro onncy cMcTeMm
ynpaBniHHA pyU3vkammn y
BUINAAI NNaHy ynpas/iHHA
pu3nkammn Ta AONOBHEHHS [0
ornagy KNiHIYHUX AaHnx Ao
30.10.2017 BignoBigHo Ao
nignyHkTy 1.13 nyHKTY 1,
NiANyHKTY 2.3 NYHKTY 2
popartky 15 go Mopagky
npoBefEeHHA ekxcnepTu3n
peecTpauiiiHix maTepiasis Ha
nikapcbki 3acobwm, Wwo
noatTbCA Ha AepxaBHy
peecTpavuiio
(nepepeecTpaldito), a Takox
ekcrnepTusn Matepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx matepianis
npoTsArom fii peecTpadiiHoro
NOCBIAYEHHS, 3aTBEPIKEHOr0
Hakazom MO3 Big 26.08.2005
Ne 426 (y pefaxuii Hakazy
MO3 Big 23.07.2015 Ne 460).
MepiognyHicTb NogaHHsA
perynsipHo OHOB/IIOBAHOTO
3BiTY 3 6e3neku BigNoBIgHO A0
Mopsaaky 34iicHeHHs Harnsay
3a No6IYHMMU peakLisimu
nikapcbknx 3acobis,
[103BOSIEHUX [0 MEANYHOro
3aCTOCYBaHHS,
3aTBepXeHoro Hakasom MO3
Bif 27 rpyaHsa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainu
29 ciuHa 2007 poky 3a
Ne73/13340, cTaHOBUTb:
BIANOBIAHO A0 NEPioANYHOCTI
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

CKNafiaHHsA perynsipHo
OHOBJIHOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
[03BOJIEHOTO A0 MEANYHOIO
3acTocyBaHHs, Ha
LLEHTPa/IbHOMY piBHi.

20.

KONA®NIo

Tabnetkun Ne 4 (4x1)
B CTpUnax

JxkeHom
bioTek IMBT.
nrg.

IHais

[bxeHom BioTek
Met. /114,

IHais

nepepeecTpauis Ha 5 pokiB y
3B S3KY i3 3aKiHUEHHSIM
TepMiHy Aii peecTpauiinHoro
nocsigyeHHs; 3miHu | Trny:
3MiHa HalimeHyBaHHsi Ta/abo
MiCLLe3HaXOKEHHS 3asiBHMKa
(BnacHvka peecTpadiiHoro
noceigyeHHs), (3mMiHa
MiCLLe3HaXOKEHHS 3asiBHUKA);
3MiHu | TUNY: FoToBMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKapCbKOro 3acooby.
3miHa napameTpis
cneuudikauivi Ta/abo
[0MyCTUMUX MEX r0TOBOr0
nikapcbkoro 3acoby
(8onoBHeHHs cnevumdikauii
HOBWM MOKa3HUKOM 3
BigNOBiAHMM METOA0M
BUNPOBYBaHHS),
(cneumdpikanito 4ONOBHEHO
po3ginamu «laeHTudikayis»
Ta «KinbKicHe BU3HAaYeHHS»
HaTpito
meTuarigpokcnbeHsoar (E
217), Hatpito
nponinrigpokci6exsoar (E
219); «OpHOpigHICTb
[,030BaHVX OAMHWLb.
MapaueTtamorn. KoceiH.
deHinnponaHonamiHy
rigpoxnopugy). 3minu | Tuny:
[oTOBMIA NiKapcbkunin 3aci6.
KoHTposb rotoBoro
niKkapcbKoro 3acoby. 3miHa
napameTpiB cneuyudikauiii
Ta/abo foMyCTUMUX MeX
roTOBOro Nikapcbkoro 3acoby
(iHWi 3miHW). CynyTHS 3MiHa:
[oTOBMIA Nikapcbkuii 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa y

3a
peyenmom

He nidsisizae

UA/1799/01/01
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1
mMeTofax BUNPoByBaHHS

npuBeAeHo y BiANOBIAHICTb A0

€Bponelicbkoi Papmakone).

roTOBOro Nikapcbkoro 3acoby
(iHWi 3MiHW y MeTogax
BMNPOGYBaHb (BK/IOYaUM
3aMiHy ab0 AOMOBHEHHS),
(3miHa KpUTEPpIiB NPUAHATHOCTI
3a posginamu: «PO34MHEHHS.
KodpeiH.» - 3aTBEpIKEHO: (He
MeHLwe 70% (Q) Big, 3asB1eHOi
KinbkocTi 3a 60 XB.);
3anponoHOBaHO: (He MeHLLe
75% (Q) Big 3asBn1eHOl
KinbkocTi 3a 45 xB.);
«P0O34YMHEHHS.
MapaueTtamon.» -
3aTBEPAKEHO: (He MeHLue
75% (Q) Big 3anBeHol
KinibKOCTi 3a 60 XB.);
3anponoHOBaHO: (He MeHLue
75% (Q) Big 3anBeHOl
KinbKocTi 3a 45 XB.), 3MiHU A0
MeTOAVKN BUNPOGYBaHHS; -
3MiHa po3gainy «CynpoBigHi
OOMILLKM» - 3aTBEPAXEHO: (4-
amiHodpeHoN — He binbLue
0,5% Big, BMiCTY
napaueTtamony);
3anpornoHoBaHo: (4-
amiHoheHon — He GinbLue
0,1% Big BMiCTY
napaueTtamMory; 3arasibHa
KiNbKIiCTb AOMILLOK — He
6inbLe 0,25%), 3MiHK A0
MeTOAVKN BUNPOGYBaHHS; -
po3MeXyBaHHA Kputepiis
NPUIAHATHOCTI po3ainy
«KinbKicHe BU3HAYEHHSA» Ha
BUMYCK Ta TEPMiH
NpUAATHOCTI, peaakuiiHi
npaskv 0 METOANK
BMNPOBYBaHHS 3a faHnM
po34inom; - po3gin
«MikpobionoriyHa uncrora»

BUMOT fjit040ro BUAAHHS

3MiHu | TUny: Nikapcbki

3ac06u. 3MiHM A0 iCHYHOYOI
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

cucteMun dhapmakoHarnsagy, sk
3a3HayeHo B onuci cuctemn
hapmakoHarnsagy (3miHa
YMOBHOB&XeHOT 0cobwm,
BignoBigansLHoI 3a
thapmakoHarnag),
(3atBepmxeHo: Ceppatok E.A.,
3anponoHoBaHo: CapaniHa
Onbra |BaHiBHa). 3MiHM | TUny:
[OTOBWMIA Nikapcbkunii 3aci6.
KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuwudikauiii
Ta/abo fonycTUMUX MEX
roTOBOro NikapCbKoro 3acoby
(monoBHeHHs cneumdikawii
HOBWM MOKa3HUKOM 3
BiANOBIAHUM METOA0M
BMNPOGYBaHHS), (LONOBHEHHS
cneuudikauii noKkasHUKamu:
«Po34MHeHHs
deHinnponaHonamiHy
rigpoxnopua»; «Po3unHeHHs
XnopdeHipamiHy manear»).
3MiHn | TUNY: AOMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaPKEHHS AiSNIbHOCTI
BMPOGHMKa/iMnopTepa
roToBOro MikapcbKoro 3acooby,
BK/IOYAIOUM OiNIbHUL BUMYCKY
cepii abo micLe npoBefeHHs
KOHTPOJO AKOCTI. (BisNIbHICTb,
3a AKy Bignosigae
BUPOGHUK/iMnopTep,
BK/THOHAK0UM BUNYCK Cepiit)

21.

KOPIIIKOH

PO34UH NS iH'EKLN,

0,6 mr/mn, no 1 mn B

amnyni; no 10
amnyn y nadui abo
no 10 amnyny
6nictepi; no 1
6nictepy B nauui
abo no 5 amnyny
6nictepi; no 2
6nictepy B navy,j

ToBapucTso 3
obmexeHoo
BiANOBiAaNbHI
CTIO
"focnigHnii
3aBof,
"rHyact

Ykpaina

KOHTPO/b SIKOCTI,
BUNYCK cepil:
ToBapucTso 3
0bMexeHoto
BiANOBIAAILHICTIO
"focnigHnii 3aBog,
"rHUaCc"
YkpaiHa,;

BCi cTagii
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BMMNYCK Cepii:

YkpaiHa

nepepeecTpaujis Ha
HEO0OMEXEHWI TepMIH;
30608B’s13aHHA Npy BUAAYI
peecTpauiiHoro NocBigYeHHs
iCHYIOTb — HafaHHSA
[eTa/IbHOro onmcy cucTemm
ynpasiHHA pyU3vKammn y
BUrNSAAI NiaHy ynpasniHHA
pv3vkaMmn Ta JONOBHEHHS A0
ornagy KNiHiYHMX AaHnX o
30.10.2017 BignosigHo Ao
nignyHkTy 1.13 nyHkty 1,

3a
peyenmom

He nidsisizae

UA/4857/02/01




45

Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

ToBapucTso 3
06MexeHot
BIANOBIAA/LHICTIO
"®apmMaueBTNYHa
KOMMaHis
"3popos'a”,
YkpaiHa

nignyHKTY 2.3 NyHKTY 2
popartky 15 go Mopagky
NPoBEeLEHHsA ekcnepTu3n

peecTpauiiHnx maTepianis Ha
nikapcbki 3acobu, Wwo
noAalTbCa Ha AepxasHy
peecTpadiio
(nepepeecTpalito), a Takox
eKkcnepTunsn marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHux matepianis
npoTArom fii peectpauiiiHoro
NOCBIAYEHHS, 3aTBEPAKEHOrO
Hakazom MO3 Big 26.08.2005
Ne 426 (y peaaxuii Hakasy
MOS Bif 23.07.2015 Ne 460).
MepioAnyHICTb NofaHHSA
perynspHo OHOB/IOBAHOrO
3BiTy 3 6e3Mneku BignoBiaHO J0
MopsiaKy 34iCHEHHs Harnsgy
3a NOGIYHNMKN peakuismn
nikapcbkyx 3acobis,
[103BOSIEHUX 4,0 MeANYHOro
3acToCcyBaHHs,
3aTBepxeHoro Hakasom MO3
Bif, 27 rpyaHa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpaiHu

29 ciyHs 2007 poky 3a

Ne73/13340, cTaHOBUTb:
BIANOBIAHO [0 NepioANYHOCTI
cKnafaHHsa perynspHo

OHOB/OBAHOTO 3BITY 3

6e3nekun nikapcbkoro 3acoby,
[103BOMIEHOr0 1O MEANYHOrO
3aCTOCyBaHHs, Ha
LEHTPa/IbHOMY PiBHi.

22.

MAKMIPOP

TabneTkn, BKpUTI
060/10HKO0, 1Mo 200
mr, no 10 TabneTtok
y 6nicTepi; no 2
6nictepu B
KapTOHHIM navui

Monikem
C.p.n.

ITanisa

Jonnenb
dapmaueyTiui
C.p.n.

ITanisa

nepepeecTpaujia Ha
HEeOoObMeXeHWi TEPMIH;
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS! Ta IHCTPYKUii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/1OBAHOIO 3BITY 3

3a
peyenmom

He nidns2ae

UA/5045/01/01
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1
6e3nekun nikapcbkoro 3acoby,
abo pocnimkeHb 3 6e3neku

3acoby B nmicnspeecTpauiiiHmii

3acToCyBaHHSA Nikapcbkoro

nepiogd, abo Ak pe3ynbTar
OLjiHKM 3BITY 3 AOCIMKEHD,
npoBeAeHUX BigNoBigHO A0
nnaHy negiaTpuyHux
pocnigkens (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHVM OPraHom).
(3MmiHM BHeceHO [0 IHCTPYKLT
ANA MeANYHOro 3aCTOCYBaHHS
npenapary [0 po3ainis
"MokasaHHa" (BUy4eHO
nokasaHHs: Epagukauis
Helicobacter pylori (y cxemax
KOMOGiHOBaHOI Tepanii)
Bi4NoBiAHO BMCHOBKa
KOHCYNbTaTUBHO-EKCMNEPTHOI
rpynu “MegiaTpuyHi nikapcbki
3acobu”, "OcobmMBOCTi
3acTocyBaHHs","Cnoci6
3acTocyBaHHs Ta go3un",
"Mo6iuHi peakwyji" BigNoBigHO
00 iHdopmauii woao 6esnekn
LYol pevyoBMHU
"HicbypaTens").
HapaHwii rapaHTiiiHWi uct
LLI00 CTBOPEHHSA CUCTEMMN
ynpaeniHHA pu3viKkammn 45
nikapcbKoro 3acoby Ta
HafaHHA 1 AeTanbHOro onucy
(nnaHy ynpaBniHHA pu3vKamm)
y TEPMiHM Bi4NOBIAHO [0 M.
1.13 Oopatky 15, MNopaaky
NpOBEefEeHHA ekcnepTu3n
peecTpauiiHux maTepianis Ha
nikapcbki 3acobwm, Lo
noJalTbCA Ha AePXaBHy
peecTpaduito
(nepepeecTpauiio), a Takox
eKcnepTu3n marepianis npo
BHECEHHS 3MiH A0
peecTpauiiHux matepianis
npoTArom Aii peecTpauiiHoro
NoCBIAYEHHS, 3aTBEPAKEHOrO

Hakazom MO3 Big 26.08.2005
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

Ne 426 (y pegaxuii Hakasy
MOS3 Ykpainu Big 23.07.2015
No460).

HapaHwii rapaHTiiiHWiA ncT
LLIOA0 NiArOTOBKM AONOBHEHHS
00 OrNAgy KIHIYHUX faHux Ta
HaZjaHHs 0ro y TepMiHu
BignosigHo o n.2.3. Joaatky
15, Mopsaky npoBefeHHs
eKCnepTu3m peecTpauiiHmnx
MaTepianis Ha nikapcbki
3aco6u, LWo nojaTbes Ha
[epXaBHy peecTpaLiiio
(nepepeecTpaliio), a Takox
eKkcnepTun3n marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHux matepianis
npoTarom fii peectpauiiiHoro
NOCBIAYEHHS, 3aTBEPAKEHOrO
Hakazom MO3 Big 26.08.2005
Ne 426 (y peaaxuii Hakasy
MO3 Ykpainu Big 23.07.2015
Ne460).
3BiT 3 6€3nekun NoBMHEH
HajaBaTtucs BignoBigHO 40
nepiognYHOCTI CKNafaHHsA
perynsipHo OHOB/IHOBAHOTO
3BITYy 3 6€3nekn NikapCcbkoro
3acoby, [03BOSIEHOrO A0
MeAMYHOro 3aCTOCYBaHHS, Ha
LLEeHTPa/IbHOMY PiBHi.

23.

MEHOBA3VH

PO3YUH HaLLKIpHWIA
no40 mny
donakoHax

TOB "OKT1
"dapmaueBTu
yHa thabpuka"

YkpaiHa

TOB "OKM
"®apmMaueBTNYHa
abpuka”

YKpaiHa

nepepeecTpaLis Ha
HeoOMeXeHWn TepMiH

6e3
peyenma

nionsieae

UA/5829/01/01

24,

HATPIIO
XNOPUAY
PO3YVH 0,9%

PO34UH ANs iHgy3il
0,9 % no 100 mn,
a6o no 200 mn, abo
no 250 mn, abo no
400 mn a6o no 500
My NASiLLIKax

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"IHdpy3ia”

YkpaiHa

MpuBatHe
akuioHepHe
TOBapuCTBO

"IHgpy3isn”

YKpaiHa

nepepeecTpauis Ha
HEeoOMeXeHW TEPMIH;
3060B’13aHHA Npy BuAaui
peecTpauiiHoro NocBigYeHHs
BiACYTHI.
MepioAnyHICTb NogaHHSA
perynsipHo OHOB/IIOBAHOT0
3BiTYy 3 6e3neku BigNoBIgHO A0
Mopsaky 34iCHEHHS Harnsagy
3a NOGIYHMMU peakLisimu
nikapcbknx 3acobis,
[103BOSIEHUX [0 MeANYHOro
3aCTOCYBaHHS,
3aTBepKeHoro Hakasom MO3

3a
peyenmom

He nidnsi2ae

UA/12049/01/01
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Ne
n/n

Hassa
JliKapcbKO20

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

3acoby

Bif 27 rpyaHs 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainu
29 ciuHa 2007 poky 3a
Ne73/13340, cTaHOBUTb:
BIANOBIAHO A0 NEpPioANYHOCTI
CKNafaHHsa perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
[103BO/IEHOTO 10 MEANYHOIO
3aCTOCyBaHHsA, Ha
LLEHTPa/IbHOMY DiBHi.

UA/12092/01/01

25.

NMAPABEPIH®

Tabnetkn, no 10
Tabnetok y énictepi;
no 1 a6o 3, a6o 9
6nictepiB y
KapTOHHI ynakoBLi

TOB "KYCYM
DAPM"

Ykpaina

TOB "KYCYM
DAPM"

YkpaiHa

nepepeecTpauis,Ha
HeobMeXeHni TepMiH; 3MiHu |
T™Mny - 3MiHn WoAo
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii An1s
MeJMYHOro 3acTOCyBaHHS Ha
nigcrasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
abo gocnimpkeHb 3 6e3nekn
3aCTOCYyBaHHSA MiKapcbKoro
3acoby B nicnapeecTpauiiiHuii
nepiog, abo sk pesynbTart
OLLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHNX BignoBigHO A0
nnaxy negiaTpuyHux
pocnimpkeHb (PIP) (3MiHy
Y3rOKEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
(3MiHM BHECEHO [0 iHCTPYKUT
015 MeANYHOr0 3acTOCyBaHHS
npenapary A0 po34inis
«MpoTtunokasaHHsa», «MobiyHi
peakuji», «[epefo3yBaHH:A»,
«OC06MMBOCTi 3aCTOCYBaHHS»
BiAMNOBIAHO 4O OHOBNEHOT
iHchbopmawii 3 6e3neku girounx
peyoBUH)
3060B’sA3aHHA Npu BUAadi
peecTpauinHoOro NocBigYeHHs
iCHYIOTb — HafjaHHS
[AeTasIbHOro onMcy cMcTeMm

ynpaB/iHHA py3vKamm y

6e3
peyenma

niosisiecae
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

BUINAAI NNaHy ynpas/iHHA
pu3nkammn Ta AONOBHEHHN [0
ornagy KNiHIYHUX AaHnux Ao
30.10.2017 BignoBigHo Ao
nignyHkTy 1.13 nyHKTY 1,
NiANYHKTY 2.3 NYHKTY 2
popartky 15 go Mopagky
npoBefEeHHA ekxcnepTu3n
peecTpauiiiHix maTepiasis Ha
nikapcbki 3acobwm, Wwo
noJatTbCA Ha AepXaBHy
peecTpauiio
(nepepeecTpaldito), a Takox
ekcnepTusy Matepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx matepianis
npoTsArom fii peecTpadiiHoro
NOCBIAYEHHS, 3aTBEPIKEHOr0
Hakazom MO3 Big 26.08.2005
Ne 426 (y pefaxuii Hakazy
MO3 Big 23.07.2015 Ne 460).
MepiognyHicTb NogaHHsA
perynsipHo OHOB/IIOBAHOTO
3BiTY 3 6e3neku BigNoOBIAHO A0
Mopsaaky 34iicHeHHs Harnsay
3a No6IYHMMU peakLisimu
nikapcbknx 3acobis,
[103BOSIEHUX [0 MEANYHOro
3aCTOCYBaHHS,
3aTBepAXeHoro Hakasom MO3
Bif 27 rpyaHsa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainu
29 ciuHa 2007 poky 3a
Ne73/13340, cTaHOBUTb:
BIANOBIAHO A0 NEpPioANYHOCTI
CKNafaHHsa perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
[103BO/IEHOTO 10 MEANYHOIO
3aCTOCyBaHHsA, Ha
LLEHTPa/IbHOMY DiBHI.

26.

NINEKYPOHIIO
BPOMIZ,

MOPOLLIOK
KpucTanivyHuii
(cybeTaHuis) y
6aHKax 3i ckna ans
BUPOGHMLTBA
CTEPUIbHUX

ToBapucTso 3
obmexeHoo
BiANOBiAaNbHI
cTto "CiHbiac
dapma”

Ykpaina

ToBapucTso 3
06MexeHot
BIANOBIAA/BHICTIO
"CiHbiac ®apma"

YKpaiHa

nepepeecTpauis Ha
HeobMeXeHwnit TepMiH

He nidsisizae

UA/11993/01/01
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1
NiKapCbKnx hopm.
27. NMK-MEPL|, PO34uH ANst iHQy3il, Mepy, HimeuuunHa Brpo6HuK Icnanis/ nepepeecTpavis Ha 3a He nidnsicae UA/9031/02/01
0,4 mr/mn no 500 mn | ®apmacbloTika roToBOro HimeuunHa HeobMeXeHWin TepMiH; 3MiHu | peyenmom
y donakoHi, no 2 nc rmex nikapcbkoro TMny: 3MiHW Woao
donakoHu B 3acoby: 6e3nekn/edeKkTMBHOCTI Ta
KapTOHHI Kopoo6Li B. bpayH thapmakoHarnsgy. BeegeHhs
Megukan, CA, a60 3MiHM [0 y3arasibHeHnX
IcnaHis; [OaHux Npo cuctemy
Brpo6HuK, thapmakoHarnsagy (BegeHHs
BiANOBiAA/IbHWIA 32 y3arasibHeHVX AaHnx npo
BUMyCK cepii: cuctemy hapmakoHarnagy,
Mepu, apma 3MiHa yNOBHOBaXeHOi 0cobw,
'M6X i Ko. KlraA, BigNoBiga/IbHOI 3a 34jACHEHHS!
HimeuunHa hapMakoHarnsay; KOHTaKTHOI

0cobu 3 hapmakoHarnsgy
3as1BHMKa AN 34iCHEeHHS
thapmakoHarnagy B Ykpaii,
AKLLO BOHA BigMiHHA Big,
yMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iAiCHEHHS
hapmakoHarniagy (Bkiovarun
KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-haiina
cucTeMu dpapmakoHarnsagy);
3MmiHu | TUNy: 3MiHK Woao
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKU|ii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3nekun nikapcbKoro 3acooby,
abo pocnimkeHb 3 6e3neku
3acToCyBaHHSA Nikapcbkoro
3acoby B nmicnspeecTpauiiiHmii
nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 AOCIIKEHD,
npoBeAeHUX BigNoBigHO A0
nnaHy negiaTpuyHux
pocnigxenb (PIP) (iHwwi 3miHW)
- 3MiHU BHECEHO [0 IHCTPYKLUIT
ANA MeAUYHOro 3aCTOCYBaHHS
npenapary A0 po34inis
"MMpoTunokasaHHa",
"B3aemopis 3 iHWMMKN
niKkapcbknmy 3acobamu Ta
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1

iHWIi BUAW B3aemogijin”,
"Oco61MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaar”, "MepenosysaHHs",
"Mo6iuHI peakwji" BigNoBigHO
[0 iHdhopmaui woao 6e3neku
Lito40i pevyoBuHU
"amaHTaguHy cynbgar").
30608B’s13aHHA Npy BUAaYi
peecTpauiiHoro NocBigYeHHs
ICHYIOTb - HafjaHHSA
[AeTa/IbHOro Onncy cucTemm
ynpasniHHA pyu3vkammn y
BUIAAAI NNaHy ynpasiHHA
pusmkammn o 30.10.2017
BiANOBIAHO A0 NignyHkTY 1.13
nyHkTy 1 gopatky 15 go
Mopsaky NnpoBegeHHs
eKCrepTn3un peecTpauintHnx
marepianis Ha nikapcbki
3acobu, Lo nojalTbCs Ha
[JepXxaBHy peecTpaLiiio
(nepepeecTpauiio), a Takox
eKcnepTu3n marepianis npo
BHECEHHS 3MiH A0
peecTpauiiHux matepianis
npoTArom Aii peecTpauiiHoro
NoCBIAYEHHS, 3aTBEPAKEHOrO
Hakazom MO3 Big 26.08.2005
Ne 426 (y pegaxuii Hakasy
MOS Bif 23.07.2015 Ne 460).
MepiognyHICTb NogaHHSA
perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3neku BiANoBiAHO A0
MopsiaKy 34iCHEHHs Harnsay
3a NOGIYHUMM peakuismn
nikapcbknx 3acobis,
[03BOMIEHNX [0 MEAUYHOTO
3acTOCyBaHHs,
3aTBepxeHoro Hakasom MO3
Bif 27 rpyaHsa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu
29 ciyHs 2007 poky 3a
Ne73/13340, cTaHOBUTL:!
BiANOBIAHO A0 NepioanYHOCTI
CKNafiaHHsA perynspHo
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
[103BO/IEHOrO [10 MEANYHOIO
3acToCcyBaHHS, Ha
LeHTpa/IbHOMY PiBHI
28. PAHTAK® TabneTkn, BKpUTI "HOHiK IHais HOHik IHais nepepeecTpavis Ha 3a He nionsizae UA/4335/01/02
NAiBKOBOO dapmacbloThK dapmacbloTVKasn HeobMeXeHni TepMiH; 3MiHu | peyenmom
060/10HKO10, Mo 300 an Nab6opaTtopi3 My - 3MiHK WoA0
mr Ne 20 (10x2), Ne Na6opaTtopiz" (BigAainerHs cipmu 6e3nekn/edekTMBHOCTI Ta
50 (10x5) y cTpunax (BipgineHHs "Ox. B. Kemikan3 thapmakoHarnagy. 3miHa y
ipmn "Ox. B. eHf KOPOTKili XapakTepucTuLi
Kemikans eHg, dapmacbloTrKan3 NiKapcbKoro 3acoby, TEKCTi
dapmacbloThK nrp.") MapKyBaHHS Ta IHCTpyKLUii Ans
ans ita.") Me[MYHOro 3acTocyBaHHA Ha

nigcrasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
abo gocnimkeHb 3 6e3neku
3aCTOCYyBaHHS /iKapcbKoro
3acoby B nicnapeecTpaviiiHuii
nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/iIKEHD,
npoBeAeHnX BignoBigHO A0
nnaHy negjaTpuyHmx
pocnigpxens (PIP) (3miHy
Y3rO[)KEHO 3 KOMMNETEHTHUM
YNOBHOB&XEHVM OpPraHom) -
3MiHU BHECEHO [0 IHCTPYKLUIT
ANA MeAUYHOro 3aCTOCYBaHHS
npenapary A0 po34inis
"®apmakonoriyHi BnactTuBocTi"
(yTOUHeHHs iHdhopMmauii),
"MpoTunokasaHHA",
"B3aemMogis 3 iHWMMKn
nikapcbknMmn 3acobamu Ta
iHLWi BMAW B3aeMogiin",
"Oco61BOCTI 3acTOCyBaHHS",
"3paTHICTb BNAMBATU Ha
LIBMAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNopTOM
a60 poboTi 3 iHWKMHK
mexaHismamu', "Cnoci6
3aCcToCyBaHHA Ta fo3n"
(YTOYHEHHS DOPMY/IHOBAHHS),
"Mepeno3yBaHHsa", "M0GIYHI
peakuii" BignoBigHo A0
iHbopmauii woao 6esnekn
[il040i peyoBrHY "paHiTuamH",
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1
Tabnetku no 150 mr, 300 mr.

3MiHu | TUNY - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3araslbHEHNX
[aHuX nNpo cuctemy
thapmakoHarnsgy (BegeHHs
y3arasibHeHUx JaHunx npo
cucTtemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iACHEHHS
thapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarisgy
3aABHUKa A1 3MiACHEHHS
thapmakoHarnagy B Ykpaii,
SIKLLO BOHA BiAMIHHA Bif
YNOBHOBaXeEHOT 0cobu,
BiANOBIfa/IbHOT 3a 34iICHEHHS
thapmakoHarnsgy (Bkio4yatoum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MilLieHHI MacTep-haiina
cvucTeMu dpapmakoHarnsagy).
3060B’s13aHHSA NpY BUAAui
peecTpauiiHoro NocBigYeHHs
iCHYIOTb — HaZlaHHSA
[AeTasIbHOro onncy cMcTeMm
ynpaBniHHA pyU3vkammn y
BUINAAI NNaHy ynpas/iHHA
pu3nkammn Ta AONOBHEHHN [0
ornagy KNiHIYHUX AaHnux Ao
30.10.2017 BignoBigHo Ao
nignyHkTy 1.13 nyHKTY 1,
NiANYHKTY 2.3 NYHKTY 2
popartky 15 go Mopagky
npoBefEeHHA ekxcnepTu3n
peecTpauiiiHix maTepiasis Ha
nikapcbki 3acobwm, Wwo
noJalTbCa Ha AepxaBHy
peecTpauiio
(nepepeecTpaldito), a Takox
ekcrnepTusy Matepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx matepianis
npoTsArom fii peecTpadiiHoro
NOCBIAYEHHS, 3aTBEPIKEHOr0
Hakazom MO3 Big 26.08.2005
Ne 426 (y pefaxuii Hakazy

MOS Bif 23.07.2015 Ne 460).
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

MepiognyHicTb NogaHHsA
perynsipHo OHOB/IIOBAHOTO
3BiTY 3 6e3neku BigNoBIgHO A0
Mopsaaky 34iicHeHHs Harnsay
3a No6IYHMMU peakLisimu
nikapcbknx 3acobis,
[103BOJIEHUX [0 MEANYHOro
3aCTOCYBaHHS,
3aTBepXeHoro Hakasom MO3
Bif 27 rpyaHsa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainu
29 ciuHa 2007 poky 3a
Ne73/13340, cTaHOBUTb:
BIANOBIAHO A0 NEPIOANYHOCTI
CKNafaHHsA perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
[103BO/IEHOTO 10 MEANYHOIO
3aCTOCyBaHHsA, Ha
LLEHTPa/IbHOMY DiBHi.

29.

PAHTAK®

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKo0, 1Mo 150
mr Ne 20 (10x2), Ne
50 (10x5) y cTpunax

"FOHiK
dapmacboThK
an
Na6opaTtopiz"
(BipfineHHs
dipmn "Ox. B.
Kemikans eHpg,
dapmacboThK
ans itg.")

IHais

FOHiK
dapmMacboTUKan
NabopaTopi3
(BigaineHHs dipmu
"Ix. b. Kemikan3s
eHg,
dPapmacboTuKan3
Nta.")

IHais

nepepeecTpaujis Ha
HeobMeXeHni TepMiH; 3MiHu |
T™Mny - 3MiHn WoAo
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy. 3miHa y
KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii An1s
MeJMYHOro 3acTOCyBaHHS Ha
nigcrasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
abo gocnimpkeHb 3 6e3nekn
3aCTOCYyBaHHSA MiKapcbKoro
3acoby B nicnapeecTpauiiiHmii
nepiog, abo sk pesynbTart
OLLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHNX BigNoBigHO A0
nnaxy negiaTpuyHux
pocnimpkeHb (PIP) (3MiHy
Y3rOKEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHV BHECEHO [0 IHCTPYKLIT
0159 MeANYHOr0 3acToCyBaHHS
npenapary A0 po34inis
"®apmakonoriyHi Bnactnsocti”
(yTOYHeHHs iHdopmauii),

3a
peyenmom

He nionsiecae

UA/4335/01/01
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1

"MpoTunokasaHHaA",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu Ta
iHWIi BUAW B3aemogijin”,
"Oco61MBOCTI 3aCTOCYBaHHSA",
"3paTHiCTb BNAMBaTK Ha
LWIBMAKICTb peakuii npu
KepyBaHHi aBTOTpaHCNopToOM
a60 poboTi 3 iHWKMHK
mexaHizmamu”, "Cnoci6
3acToCyBaHHA Ta fo3n"
(YTOUYHEHHSI hOpMY/IHOBAHHS),
"Mepepo3yBaHHs", "MobiuHI
peaxuii” BignosigHo f0
iHchopmawii Lwoao 6e3nekn
[il040i peyoBrHY "paHiTuanH",
Tabnetku no 150 mr, 300 mr.
3MiHn | TURY - 3MiHN WoAao
6e3nekn/edeKTUBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3mMiHM [0 y3aranbHeHNX
AaHux npo cuctemy
hapmakoHarnagy (BefeHHs
y3araJibHeHuX AaHnx npo
cuctemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOI 0C06Y,
BiANOBIfa/IbHOT 3a 34iCHEHHS
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3MiACHEHHS
chapmakoHarnsgy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0CO6M,
BigNoBiga/IbHOI 3a 34iACHEHHSI
hapmakoHarnagy (Bkiovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MilLieHHi macTep-hainna
cuctemu chapmakoHarniagy).
30608B’3aHHA Npy BUAAYI
peecTpauiiHoro NocBigYeHHs
iCHYIOTb — HafaHHSA
[eTa/IbHOro onucy cucTemu
ynpaeniHHA py3vkammn y
BUrNAAI NnaHy ynpasniHHA
pv3vkaMmn Ta JONOBHEHHA A0
ornagy KNiHiYHMX AaHnX Ao
30.10.2017 BignosigHo Ao
nignyHkTy 1.13 nyHkTy 1,
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

nignyHKTY 2.3 NyHKTY 2
popartky 15 go Mopagky
NPoBEeLEHHsA ekcnepTu3n

peecTpauiiHnx maTepianis Ha
nikapcbki 3acobu, Wwo
noAalTbCa Ha AepxasHy
peecTpadiio
(nepepeecTpalito), a Takox
eKkcnepTunsn marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHux matepianis
npoTArom fii peectpauiiiHoro
NOCBIAYEHHS, 3aTBEPAKEHOrO
Hakazom MO3 Big 26.08.2005
Ne 426 (y peaaxuii Hakasy
MOS Bif 23.07.2015 Ne 460).
MepioAnyHICTb NofaHHSA
perynspHo OHOB/IOBAHOrO
3BiTy 3 6e3Mneku BignoBiaHO J0
MopsiaKy 34iCHEHHs Harnsgy
3a NOGIYHNMKN peakuismn
nikapcbkyx 3acobis,
[103BOSIEHUX 4,0 MeANYHOro
3acToCcyBaHHs,
3aTBepxeHoro Hakasom MO3
Bif, 27 rpyaHa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpaiHu

29 ciyHs 2007 poky 3a

Ne73/13340, cTaHOBUTb:
BIANOBIAHO [0 NepioANYHOCTI
cKnafaHHsa perynspHo

OHOB/OBAHOTO 3BITY 3

6e3nekun nikapcbkoro 3acoby,
[103BOMIEHOr0 1O MEANYHOrO
3aCTOCyBaHHs, Ha
LEHTPa/IbHOMY PiBHi.

30.

CAHOPUWH-
AHANEPTH

Kpanni HasasbHi No
10 mn y chnakoHi; no
1 donakoHy B
KapTOHHIA KOpooLi

"KcaHTic
dapma
Nimiten"

Kinp

TeBa Yex
IHgacTpi3 c.p.o.

Yecbka
Pecny6nika

nepepeecTpaujia Ha
HeobMeXeHuin TepMiH; 3MiHu |
TMny: 3MiHW Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. BeegeHhs
a60 3MiHM [0 y3arasibHeHuX
[OaHux npo cuctemy
hapmakoHarnsagy (BegeHHs
y3araslbHeHUX JaHnx npo
cuctemy hapmakoHarnagy,
3MiHa YNOBHOB&XEHOI 0cobw,

6e3
peyenma

nionsieae

UA/6611/01/01
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1

BigNoBiga/IbHOI 3a 34jACHEHHSI
hapMakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy
3as1BHVKa AN 34iCHEeHHS
thapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 3AiAiCHEHHS
hapmakoHarniagy (Bkioyaroun
KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-haiina
cuctemn chapmakoHarnsgy) -
3MiHa MicLle3HaxoMpKEHHS
MalicTep-thaiina.
30608B’A3aHHA Npy BUAAYI
peecTpauiiHoro NocBigYeHHs
ICHYIOTb - HalaHHsA
[eTa/IbHOro onucy cucTemm
ynpaeiHHA py3vKammn y
BUrNAAI NnaHy ynpasniHHA
pv3vkaMmn Ta JONOBHEHHA A0
ornagy KNiHiYHMX AaHnX o
30.10.2017 BignosigHo Ao
nignyHkTy 1.13 nyHkTy 1,
nignyHKTY 2.3 NyHKTY 2
popartky 15 go Mopagky
NPOBeEHHS eKCnepTnsmn
peecTpauiiHnux maTepianis Ha
nikapcbki 3acobu, Wwo
noAalTbCs Ha AepxasHy
peecTpadiio
(nepepeecTpalito), a Takox
eKkcnepTun3n marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHux matepianis
npoTArom fii peectpauiiiHoro
NOCBIAYEHHS, 3aTBEPAKEHOrO
Hakazom MO3 Big 26.08.2005
Ne 426 (y peaaxuii Hakasy
MOS Bif 23.07.2015 Ne 460).
MepioAnYHICTb NofAHHSA
perynspHoO OHOB/IOBAHOMO
3BiTy 3 6e3Mneku BignoBiaHO f0
MopsaKy 34iCHEHHs Harnsay
3a NOGIYHNMKN peakuismn
nikapcbkyx 3acobis,
[103BOMIEHUX 4,0 MeANYHOro
3aCTOCyBaHHs,
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

3aTBepxeHoro Hakasom MO3
Bif, 27 rpyaHa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULi YKpaiHu
29 ciyHs 2007 poky 3a
Ne73/13340, cTaHOBUTb:
BIANOBIAHO [0 NepioANYHOCTI
CKnafaHHsa perynspHo
OHOBJ/tOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
[103BOMIEHOr0 10 MEANYHOrO
3acTocyBaHHS, Ha
LLEeHTPa/IbHOMY PiBHi.

31.

conismm
DOPTE

TabneTkn, BKpUTI
060/10HKOIO,
KMLUKOBOPO3YMHHI NO
3000 F.I.P. O, no
10 Tabnetok y
6nictepi, no 2
6nictepu y nauui 3
KapToHy

MpAT
"TexHonor"

YkpaiHa

MpAT "TexHonor"

YKpaiHa

nepepeecTpaujis Ha
HEeOoObMeXeHW TEPMIH;
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKU|ii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/tOBAHOTO 3BITY 3
6e3nekun nikapcbKoro 3acooby,
abo pocnimkeHb 3 6e3neku
3acToCyBaHHSA Nikapcbkoro
3acoby B nmicnspeecTpauiiiHmii
nepiog, abo sk pesynbTart
OLjiHKM 3BITY 3 AOC/IIKEHD,
npoBeAeHUX BigNoBigHO A0
nnaHy negiaTpuyHux
pocnigxenb (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHVM OPraHom).
3MiHN BHECEHO [0 IHCTPYKLT
ANA MeANYHOro 3aCTOCYBaHHS
npenapary [0 po3ainis
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakwyji" BigNoBigHO
[0 iHdopmauii woao 6esnekun
Aio4mnx Ta AONOMIKHNX
PEYOoBUH.
3060B’sA3aHHA Npu BUAadi
peecTpauinHoOro NocBigYeHHs
BiACYTHI.
MepioAnyHICTb NofaHHSA
perynspHo OHOB/IOBAHOTO

6e3
peyenma

nionsieae

UA/5694/01/01
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

3BiTy 3 6e3Mneku BignoBiaHO J0
MopsiaKy 34iCHEHHs Harnsgy
3a NOGIYHNMKN peakuismn
nikapcbkyx 3acobis,
[103BOSIEHUX 4,0 MeANYHOro
3acTOCyBaHHS,
3aTBepxeHoro Hakasom MO3
Bif, 27 rpyaHa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpaiHu
29 ciyHs 2007 poky 3a
Ne73/13340, cTaHOBUTb:
BIANOBIAHO [0 NepioANYHOCTI
CKnafaHHsa perynspHo
OHOB/OBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
[103BOMIEHOr0 1O MEANYHOrO
3acTocyBaHHS, Ha
LEHTPa/IbHOMY PiBHi.

32.

CYNb®AANMET
OKCUH

Tabnetkn no 0,5,
no 10 TabneTok y
6nictepi, no 2
6nictepu y nauui 3
KapToHy; no 10
TabneTtok y
6nictepax

MAT
"Ximchapmsas
of "YepsoHa

3ipka”

YkpaiHa

MAT
"Ximcpapmsasos
"YepBoHa 3ipka"

YKpaiHa

nepepeecTpaujia Ha
HeobMeXeHWin TepMiH; 3MiHu |
MRy - 3MiHK WoAao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3nekun nikapcbKoro 3acooby,
abo pocnimkeHb 3 6e3neku
3acToCyBaHHSA Nikapcbkoro
3acoby B nmicnspeecTpauiiiHmii
nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 AOC/IIKEHD,
npoBeAeHUX BigNoBigHO A0
nnaHy negiaTpuyHux
pocnigxenb (PIP) (iHwwi 3miHW)
- 3MiHU BHECEHO [0 IHCTPYKLUIT
ANA MeAUYHOro 3aCTOCYBaHHS
npenapary A0 po34inis
"MpoTtunnokasaxHa", "Mo6ivHi
peaxuii” Ta "Mepeso3yBaHHA"
BiANOBIAHO O OHOBMEHOT
iHchopmawuii 3 6e3neku giroyoi
peyoBuHY
"cynbhaanMETOKCUHY".

3a
peyenmom

He nidns2ae

UA/6031/01/01
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

3060B’s13aHHSA NpW BuAAui
peecTpauiiHoro NocBigYeHHs
ICHYIOTb - HafjaHHSA
[AeTasIbHOro onncy cMcTeMm
ynpaBniHHA pyU3vkammn y
BUINAAI NNaHy ynpas/iHHA
pusnkammn go 30.10.2017
BiANOBIAHO A0 nignyHkTy 1.13
nyHkTy 1 gopatky 15 ao
Mopsaky NpoBeAeHHs
eKCMepTn3n peecTpauintHnx
Marepianis Ha nikapcbki
3acobwu, Lo NoAarTbesa Ha
OepXxaBHy peecTpavito
(nepepeecTpaldito), a Takox
ekcnepTusy Matepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx matepianis
npoTsArom fii peecTpadiiHoro
NOCBIAYEHHS, 3aTBEPIKEHOr0
Hakazom MO3 Big 26.08.2005
Ne 426 (y pefaxuii Hakazy
MO3 Big 23.07.2015 Ne 460).
MepiognyHicTb NogaHHsA
perynsipHo OHOB/IIOBAHOTO
3BiTY 3 6e3neku BigNoBIgHO A0
Mopsaaky 34iicHeHHs Harnsay
3a NOGIYHUMY peakLisiMu
nikapcbknx 3acobis,
[103BOSIEHUX [0 MEANYHOro
3aCTOCYBaHHS,
3aTBepXeHoro Hakasom MO3
Bif 27 rpyaHsa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULi YKpainu
29 ciuHa 2007 poky 3a
Ne73/13340, cTaHOBUTb:
BIANOBIAHO A0 NEPIOANYHOCTI
CKNnafaHHsA perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
[103BO/IEHOTO 10 MEANYHOIO
3aCTOCyBaHHsA, Ha
LLEHTPa/IbHOMY DiBHi.

33.

LUUTEAN

po3uuH ans
30BHILLHLOrO
3aCTOCyBaHHS Mo

M'ep dabp
MepgnkameHT

®paHuis

M'ep ®abp
MepgukameHT
MpofakLuH

®paHuisa

nepepeecTpaujis Ha
HEO0OMEXEHWI TepMIH;
30608B’s13aHHA Npy BUAAYI

6e3
peyenma

niosisiecae

UA/6404/01/01
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

250 mn y donakoHax
nonieTNIeHOBMX

peecTpauiiHoro NocBigYeHHs
iCHYIOTb — HafaHHSA
[OMNOBHEHHSA A0 ornsagy
KNiHIYHUX AaHux o
30.10.2017, BignosigHo 8o
NiANYHKTY 2.3 NYHKTY 2
popartky 15 go Mopagky
npoBefEeHHA ekxcnepTu3n
peecTpauiiiHix maTepiasis Ha
nikapcbki 3acobwm, Wwo
noJatTbCA Ha AepXaBHy
peecTpauiio
(nepepeecTpaldito), a Takox
ekcnepTusy Matepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx matepianis
npoTsArom fii peecTpadiiHoro
NOCBIAYEHHS, 3aTBEPIKEHOr0
Hakazom MO3 Big 26.08.2005
Ne 426 (y pefaxuii Hakazy
MO3 Big 23.07.2015 Ne 460).
MepiognyHicTb NogaHHsA
perynsipHo OHOB/IIOBAHOTO
3BiTY 3 6e3neku BigNoOBIAHO A0
Mopsaaky 34iicHeHHs Harnsay
3a No6IYHMMU peakLisimu
nikapcbknx 3acobis,
[103BOSIEHUX [0 MEANYHOro
3aCTOCYBaHHS,
3aTBepAXeHoro Hakasom MO3
Bif 27 rpyaHsa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainu
29 ciuHa 2007 poky 3a
Ne73/13340, cTaHOBUTb:
BIANOBIAHO A0 NEpPioANYHOCTI
CKNafaHHsa perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
[103BO/IEHOTO 10 MEANYHOIO
3aCTOCyBaHHsA, Ha
LLEHTPa/IbHOMY DiBHI.

34.

LUTOXPOM-C

PO34UH NS iH'EKLN,
2,5 mr/mn, no 4 mn B
amnyni, no 5 a6o no
10 amnyn y navui

MAT
"®APMCTAH
OAPT-BIONIK"

Ykpaina

MAT
"®APMCTAHIAP
T-BIOAIK"

YKpaiHa

nepepeecTpauis Ha
HeobMeXeHni TepMiH; 3MiHu |
T™Mny - 3MiHn WoAo
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuLi

3a
peyenmom

He nidsisizae

UA/5271/01/01
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1

NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUIi A1
MeJMNYHOro 3acTOCyBaHHSA Ha

nigcrasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
abo JocnimpkeHb 3 6e3nekn
3aCTOCyBaHHSA MiKapcbKoro
3acoby B nicnsipeecTpauiiHnii
nepiog, abo sk pesynbTart
OL,iHKM 3BITY 3 AOCNIAKEHD,
npoBefeHnX BignoBigHO A0
nnaaxy negiatpuyHnux
pocnipkeHb (PIP) (iHWi 3miHW)
- 3MiHU BHECEHO [0 IHCTPYKLT
ANA MeANYHOro 3aCTOCYBaHHS
npenapary A0 po3giny
"Moka3aHHA" (BUYYEHHSA
nokasaHHs "XpOHIYHi
NHEBMOHII"), & TakoX A0
po3ginis "Ocob6amBoCTi
3actocyBaHHs", "Cnoci6
3acToCyBaHHA Ta fo3n"
(yTOUHEeHHs), "MobiyHi
peakuji”, BigNoBigHO A0
marepianis peecTpaujiiiHoro
[I0CbE.
30608B’s13aHHA Npy BUAaYi
peecTpauiiHoro NocBigYeHHs
iCHYIOTb — HaflaHHSA
[AeTa/IbHOro Onncy cucTemm
ynpaBniHHA pyU3vkammn y

BUIAAAI NNaHy ynpasiHHA
pu3nkaMmn Ta JONOBHEHHS [0

ornsaay KNiHiYHUX AaHux oo

30.10.2017 BignosigHo Ao

nignyHkTy 1.13 nyHkTy 1,
NiANYHKTY 2.3 MYHKTY 2
nogatky 15 no Mopsgky
NPOBEefEeHHA ekcnepTu3n
peecTpauiiHux maTepianis Ha
nikapcbki 3acobwm, Lo
noJaloTbCA Ha AePXaBHy
peecTpaduito

(nepepeecTpauiio), a Takox

eKcrnepTu3n marepianis npo

BHECEHHS 3MiH [0
peecTpauiiHux Matepianis
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Ne Hassa ®opma surnycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1

npoTArom fii peecTtpauiiHoro
NoCBIAYEHHS, 3aTBEPAKEHOrO
Hakazom MO3 Big 26.08.2005
Ne 426 (y pegaxuii Hakasy
MOS Bif 23.07.2015 Ne 460).
MepiognyHICTb NOfAHHS
perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3neku BiANoBiAHO A0
MopsiaKy 34iCHEHHs Harnsay
3a NOGIYHUMM peakuismn
nikapcbknx 3acobis,
[03BOMIEHNX [0 MEAUYHOTO
3acTOCyBaHHs,
3aTBepxeHoro Hakasom MO3
Bif 27 rpyaHsa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu
29 ciyHs 2007 poky 3a
Ne73/13340, cTaHOBUTL:!
BiANOBIAHO A0 NepioanYHOCTI
CKNajiaHHsA perynsapHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
[103BO/IEHOrO [10 MENYHOIO
3acToCcyBaHHS, Ha
LEeHTPa/IbHOMY PiBHi.

HauyanbHUK YnpaBniHHA

thapmaueBTUUYHOI AiANBbHOCTI Ta
AKOCTI (hapmMmaLeBTUYHOI NpoAayKuii

T.M. JIAcKOBCbKUM




NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONOTIYHUX NMPEMAPATIB), LLIOAO AKUX BY/I BHECEHI 3MIHM A0
PEECTPALINHNX MATEPIANIB, AKI BHOCATbLCA 4,0 AEPXXABHOIO PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHU

MEPENIK

AopaTtok 3

[0 Haka3y MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

05.01.2017 Ne 7

KOHTPO/1b SIKOCTi Ta
BignoBigabHWIA 3a
BUMNYCK Cepiii
KiHL,eBOro
npoaykry: A/IT
HoBo Hopgaick,
[JaHis; BUpo6HMK
npoaykuii 3a
NMOBHUM LVK/IOM:
HoBo Hopgaick
MpogrokcboH CAC,
®paHuif; BUPOOHMK
[ONst MapKyBaHHS Ta
yrnakoBKu
hNakoHiB,
BTOPVHHOTO
nakyBaHHs: A/T
HoBo Hopgaick,
[aHis

Ne Hassa dopma BUMYCKY 3assBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n | siKkapcbko20 Bionycky | peecmpayiliHo2
3acoby 0 NnocBi0YeHHs
1. A3VNMEA® TabneTku, BKpUTI NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHiX MaTepianis: 3MiHK 3a UA/7234/02/01
NNiBKOBOO "Knismegnpe "KviBmegnpenapar | TMNY - BBEAEHHS a60 3MiHU [0 y3ara/ibHeHUX JaHUX | peyernmom
060/10HKOI0, N0 napar"” " npo cuctemy thapmakoHarnsgy (BkaHaoum
500 mr Ne 3 (3x1), KOHTaKTHI flaHi) Ta/abo 3MiHWN y pO3MiLLeHHI MacTep-
Ne 10 (10x1) y harina cuctemn oapmakoHarnsgy
6nictepax B nauui
2. AKTPANIA® pPO34uH AN A/T HoBo [JaHis BMPOGHUK [Lanis/ BHECEHHS 3MiH [0 peecTpauiiiHiX MaTepianis: 3MiHU 3a UA/0325/01/02
HM iH ekuili, 100 Hoppaick Hepo3dacoBaHoro ®paHuisa | TUNY - OHOBNEHHS iHdopmauil "OuiHka 6e3neku peyernmom
MO/mn no 10 mn NPOAYKTY, CTOPOHHIX areHTiB" (po3ain 3.2.A.2) (3amiHa
y chnakoHax Ne 1 HanoBHEHHS B 3acTapinimx gocnifKeHb, Nos'a3aHux 3 eTanamu
chnakoHu, BMPOGHULTBA Ta CTOPOHHIMW areHTamu, npo ski Bxe
nepenHHa NOBIAOM/IANOCA B JOCLE) - 6€3 3MiHU OLiHKM PU3UKY
yrnakoBkKa,
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Mn, 120 mn Ne 1y
nnAwi y
KOMIM/IEKTi 3
MiPHOIO JTOXEYKOIO
(2,5mnT1a5Mn)

FeHedhapm CA,
Mpeuis;
BMPO6GHMLTBO "in
bulk", nepeuHHe Ta
BTOPVIHHE

npo cuctemy thapmakoHarnsgy (BkaHaroum
KOHTaKTHi gaHi) Ta/abo 3MiHM y po3MilLEeHHI MacTep-
thaiina cuctemun hapmakoHarisagy

Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
3. ANEP3VH TabneTku, BKpUTI 3AT YropLuH 3AT YropuwimHa | BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3MiHN 6e3 UA/9862/01/01
NNiBKOBOO dapmaueBTu a dapmaLeBTUYHUIA | TMny - 3miHa NnapameTpiB cneyudikauin Ta/abo peyernma
0060/10HKOI0, N0 5 YHWIA 3aBOA, 3aBof ElC OOMyCTUMUX MEX rOTOBOro NiKapcbKoro 3acoby
Mr no 7 Tabnetok EriC (BUNYyYEHHA HE3HAYHOTO NoKasHWka (Hanpuknag,
y 6nictepi; no 1 3acTapifioro NokKasHMKa, Takoro siKk 3anax Ta Cmak,
a6o no 2 6nictepu a60 igeHTHdiKaLisa 6apBHUKIB UM CMAKOBUX
B KQpPTOHHIl [06aBoK); 3MiHu | TuNy - 3MiHa NapamMeTpis
Kopoo6u,i; no 10 cneymdikauin Ta/abo AonycTMMUX MEeX roTOBOro
TabneToky nikapcbKoro 3acoby (iHwi 3miHK). BBeA€HHA 3MiH
6nicTepi; no 1, NpoTArom 3-x MicsiLiB nicna saTBepa)KeHHsA
abo no 2, abo no
3 6nictepu B
KapPTOHHI KopooLii
4. ANTEPHOBA Tabnetku, Wo AnsoreH Iiokcem6 BignoBigae 3a Mpeuis BHECEHHSA 3MiH 0 peecTpaLiiH1X maTepianis: 3MiHW 6e3 UA/13614/01/01
OVCnepryloTbes B IMNKo C.ap.n. ypr NPOMDKHUIA | TMNy - BBEAEHHSA ab0 3MiHM [0 y3ara/lbHEHNX AaHWNX peyenma
poToBili KOHTPO/b npo cuctemy chapmakoHarnsgy (Bkayarum
NOPOXHWHI, No 2,5 BUNYLLIEHNX CEPiiA: KOHTaKTHI flaHi) Ta/abo 3MiHWN Yy pO3MiLLLeHHI MacTep-
mr Ne 10 (10x1) y BepiHrep thaiina cuctemun hapmakoHarisgy
6nictepax IHrenbxaim Ennac
A.E., I'peuis;
MOBHUIA LNKIT
BMPOOHULTBA:
FeHedpapm CA,
peuis
5. ANEPHOBA TabneTky, Lo AnsoreH IMokcem6 BignoBigae 3a Mpeuis BHECEHHS 3MiH 0 peecTpaLiiHuX maTepianis: 3MiHN 6es UA/13614/01/02
AncnepryloTbes B IMNKo C.ap.n. ypr NPOMDKHUIA | TMNy - BBEAEHHS ab0 3MiHM [0 y3ara/ibHEHNX AaHNX peyenma
pOTOBIi KOHTPO/b npo cuctemy chapmakoHarnsgy (Bkaoyaroum
NOPOXHWHI, N0 5 BUNYLLIEHNX CepiiA: KOHTaKTHI faHi) Ta/abo 3MiHN y pO3MiLLEeHHi MacTep-
mr Ne 10 (10x1), BepiHrep harina cuctemn oapmakoHarnsgy
Ne 30 (10x3) y IHrenbxanm Ennac
6nictepax A.E., I'peuis;
NMOBHUIA LMK
BMPOOHULTBA:
FeHedpapm CA,
peuis
6. ANNEPHOBA PO34MH OpasTbHUIA, AnsoreH IMokcem6 BignoBigae 3a peuis BHECEHHS 3MiH 40 peecTpaLiiiHux maTepianis: 3MiHN 6es UA/13614/02/01
0,5 mr/mn no 60 INKo C.ap.n. ypr BWMYCK Cepiii: | TUNY - BBEAEHHSA ab0 3MiHM A0 y3arasibHEHVX AaHWX peuyenma
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Ne
n/n

Ha3ssa
JliKapcbKO20
3aco6by

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2
0 M0CBIOYEHHS

a60 [03yUnM
wnpuyom (2,5 mn
Ta 5 mn)

nakyBaHHs,
KOHTPO/b cepiii
(ximiKo-cpiznuHe
TecTyBaHHs),
BignoBigae 3a
BUMYCK Cepili:
®amap A.B.E.,
ABfOH lMneHT 49
km HewiHen Poyg
AdpiHn-Namis,
peuis; KOHTPONb
cepin
(mikpob6ionoriuHe
TecTyBaHHs):
®amap A.B.E.,
ABOH lMneHT 48
kM HewiHen Poypg
AdpiHn-Namis,
peuis

AMBPOKCO/

Tabnetkn no 30
mr Ne 20 (10x2) y
6nictepax y nayui

ToBapucTso
3
06MmexXeHo
BiAnosigasib
HiCTIO
"MocnigHwin
3aBof,
"rHunC

YkpaiHa

BCi cTagii
BMPOOBHMLTBA,
KOHTPO/1b SIKOCTI,
BUMYCK cepii:
ToBapucTso 3
06MexeHo
BiZANOBi4a/IbHICTIO
"[ocnigHnii 3aBof
"THUNC", YkpaiHa;
BCi cTagji
BMPOOHULITBA,
KOHTPO/b SKOCTi:
ToBapucTso 3
06MexeHo
BiZANOBi4a/IbHICTIO
"®APMEKC Irpyn-,
YkpaiHa; Bci cTagii
BMPOOBHMLTBA,
KOHTPO/b SKOCTi:
ToBapucTso 3
06MEeXeHO10
BifNOBIJ&/IbHICTIO
"PapmMaLeBTUYHA
KOMMaHis

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHux maTepianis:
3MiHM | TUNY - 3MiHa YNOBHOBaXXEHOT 0co6M,
Bi4MNOBIAa/IbHOI 3a 34iNCHEHHS hapmakoHarnsay
(BK/TIOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHM y
po3MiLLeHHI MacTep-halina cuctemun
thapmakoHarnagy

6e3
peyenma

UA/0438/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
"3popos'a”,
YKpaiHa
8. AMBPOKCO/N | kancynu patioapm Himeuun Mepkne 'v6X, HimeuunHa/ | BHeCeHHs 3MiH 4O peecTpaviiiHux maTepianis: 3MiHK 6es UA/1853/01/01
-TEBA NPOIOHroBaHoi Aji rm6X Ha HimeyunHa LBeiiLapis | Tuny - AOMiHICTpaTMBHI 3MiHX. 3MiHa Ha3BM peyenma
TBEPAi No 75 mr (nepBrHHa Ta nikapcbkoro 3acoby (6yno - AMBPOBEHE) (TepmiH
no 10 kancyny BTOPUHHA BBEJEHHS 3MiH NPOTArom 6-Tn MicALiB nicns
6nictepi; no 1 ynakoBka, 3aTBepmKeHHs); 3MiHu | Tuny - 3MiHn Woao
6nictepy y KOHTPO/b CepiT; 6e3neku/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi
Kopoo6Li [03Bif1 Ha BUNYCK 3MiHW) (3MiHa TEKCTY MapKyBaHHS NepBUHHOI Ta
cepii); AurHO BTOPWHHOI YNakoBOK, & came BUyYEeHHs
dapma AT, [Ay6/1101040ro MapKyBaHHSi POCIiCbKOK MOBOH))
LBeiiyapis (TepMiH BBEZEHHA 3MiH NPOTArom 6-Tn MicALiB nicns
(BUPOGHMLTBO 3aTBEPA)KEHHS)
Hepo3dacoBaHoil
npoayKu,ii)
9. AMBPOKCO/1 | tabnetku no 30 pariochapm Himeuun Mepkie 'm6X, HimeuyunHa | BHECEHHS 3MiH 4O peecTpauiiiHiX MaTepianis: 3MiHn 6e3 UA/1611/01/01
-TEBA mr no 10 rm6X Ha HimeyunHa | Tuny - AOMiHiCTpaTMBHI 3MiHX. 3MiHa Ha3BM peyenma
TabneTok y (BUpOGHMLTBO nikapcbkoro 3acoby (6yno - AMBPOBEHE) (TepmiH
6nictepi; no 2 Hepo3cdacoBaHOro BBEJIEHHS 3MiH NPOTArom 6-Tn MicALiB nicns
6nictepn y nNpoayKTy, [O3BIN 3aTrBeppKeHHs); 3MiHu | Tuny - 3MiHKW Woao
Kopoo6L,i Ha BUMYCK cepil; 6e3nekn/edpekTMBHOCTI Ta hapMakoHarnagy (iHwi
nepBUHHA Ta 3MiHM) (3MiHa TEKCTY MapKyBaHHS MePBUHHOI Ta
BTOPUHHA BTOPUHHOI YMakoBOK, & caMe BUTyYEHHS
ynakoBka, Oy610H040ro MapKyBaHHS POCIiCbKOK MOBOHO)
KOHTpONb cepif) (TepMmiH BBEEHHA 3MiH NPOTArOM 6-TK MicALiB nicna
3aTBEPIKEHHS)
10. | AMIKCUH® IC | TabneTkun, BKpUTI ToBapucTeo | YkpaiHa ToBapucTeo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiH1X matepianis: 6e3 UA/2559/01/01
060/10HKOI0, NO 3 [0[aTKOBO 3MiHM | TMNYy - 3MiHa NapameTpiB cnewudikaLii peyenma
0,06 1 Ne 3 (3x1), [04aTKOBO Bi4MNoOBiAa/IbHICTIO Ta/abo [onyCTUMNX MEX A1 AOMOMIKHOI PEHOBUHM
Ne 9 (3x3), Ne 6 BignoBigasb "IHTEPXIM" (iHWi 3MiHKW) - NpBeAEHHA cneundikauii Ta MeToais
(3x2), Ne 10 (5x2) HicTHO KOHTPOJIK0 AKOCTI AOMOMDKHUX PEYOBUH Y
y 6nictepax "IHTEPXIM" BiAnNoBiAHICTb A0 BuMmor APY/EP
11. | AMIKCUH® IC | TabneTku, BKpUTI ToBapucTBo | YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 PEECTpaLiiiHNX MaTepianis: 6e3 UA/2559/01/02
060/10HKOI0, NO 3 [0[4aTKOBOIO 3MiHM | TMNY - 3MiHa napameTpiB cnevudikaLii peyenma
0,125 Ne 3 (3x1), | AOAATKOBOMO Bi4MNOBIAa/IbHICTIO Ta/abo AonyCTUMNX MeX A1 AONOMIKHOT PeYOBMHN
Ne 9 (3x3), Ne 6 Bignosigasb "IHTEPXIM" (iHWwi 3miHK) - NpyBeAeHHA cneuudikauii Ta meToais
(3x2), Ne 10 (5x2) HicTHO KOHTPOJIHO AKOCTI AOMOMDKHUX PEYOBUH Y
y 6nictepax "IHTEPXIM" BigNoBiaHICTb Ao Bumor JPY/EP
12. | AMIHOBEH pOo34uH AN PpeseHiyc Himeyun PpeseHiyc Kabi ABCTpiA BHECEHHS 3MiH 0 peecTpaLiiHux maTepianis: 3a UA/10432/01/02
10 % iHdpy3ili no 500 mn Kabi Ha ABCTpia TM6X 3MiHM | TUNY — nogaHHA oHoBNeHnx CEP ana gitounx | peyenmom
y chnakoHax Joiunang pPeYOoBUH Bif, BXe 3aTBEPKEHNX BUPOOHUKIB; 3MiHU |
rm6eX TUMY — BUIYYEHHA BUPOOHMKIB NS Ait040I pevyoBUHY
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
13. | AMIHOBEH PO34uH AN dpeseHiyc Himeuun dpeseHiyc Kabi ABCTpIA BHECEHHS 3MiH 0 PEECTpaLiiiHMX MaTepianis: 3a UA/10432/01/03
15% iHdpy3ili no 500 mn Kabi Ha ABcTpis Tm6X 3MiHM | TUNY — nogaHHA oHoBNeHux CEP ana gitounx | peyenmom
y chnakoHax Joiunang pEeYOoBUH Bif, BXe 3aTBEP)KEHNX BUPOOHUKIB; 3MiHU |
rm6X TUMY — BUIYYEHHA BUPOOHUKIB ANA Ait040T pevyoBUHU
14. | AMITPUNOTUN | TabneTkun, BKPUTI ToBapucTBo | YkpaiHa BCi cTagji YkpaiHa BHECEHHS 3MiH [0 PeeCcTpauiiiH1X maTepiais: 3a UA/4872/01/01
IH 0060/10HKOH0, MO 25 3 BMPOBHMLTBA, 3MiHM | TUNY - 3MiHa YNOBHOBaXEHOT 0co6M, peyenmom
Mr no 25 06MeXeHo KOHTPOJ1b SIKOCTI, BiAMNOBIAa/IbHOT 3a 34iiCHEHHS (hapMakoHaragy
Tabnetok y BignoBigasib BMNYCK cepil: (BK/THOYAIOUN KOHTAKTHI AaHi) Ta/abo 3MiHn y
6aHkax, no 10 HicTHO ToBapucTso 3 PO3MiLLEHHI MacTep-ghaiina cuctemu
TabneTok y "NocnigHwi 06MEXEHO hapmakoHarnagy
6nictepax, no 10 3aB0/, BiANOBIJ&/LHICTIO
Tabnetok y "rHunC "dapmaueBTnyHa
6nictepi, no 5 KOMMaHis
6nictepiB y "3p0pos's",
Kopo6ui YKpaiHa; Bci cTagii
BMPOOHULITBA,
KOHTPO/Ib SKOCTI,
BUMYyCK cepil:
ToBapucTso 3
06MexeHolo
Bi4MNOBIAa/IbHICTIO
"focnigHuii 3aBof
"THUJIC", YkpaiHa
15. | AMITPUNOTUN | po3uuH anA TOB YkpaiHa TOB "[JocnigHnii YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHix MaTepianis: 3a UA/4872/02/01
IHY iH'ekuiin, 10 mr/mn "OocnigHwin 3asog "THUJ/C", 3MiHM | TUNY - 3MiHa YNOBHOB&aXXKEHOI 0co6MU, peyenmom
raPoOX/1I0PN | no2mnB 3aBo[, Ykpaina; TOB BiANOBiAa/IbHOT 3a 3iiCHEHHS (dapMakoHarnaay
A-03 amnynax Ne 10 y "THUC" "XapkiBcbke (BKNKOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHN Y
nayui, Ne 10 (5x2) hapmaueBTUyHe pO3MiLLeHHi MacTep-thaiina cuctemm
y 6nictepax y nignpMeEMcTBO hapmakoHarnagy
nauvui "340poB's Hapoay",
YKpaiHa
16. | ACKOPIN Tabnetkn Ne 10 neHmapk IHaisa FneHmapk IHaiA BHECEHHS 3MiH 0 peecTpauiiiHiX MaTepianis: 3a UA/11237/01/01
(10x1), Ne 20 dapmacsioT dapmacboTuKan3 3MiHW | TUMY - 3MiHX A0 IHCTPYKLIT 418 MeguyHOro peyenmom
(10x2), Ne 50 nkans fta. nra. 3aCTOCYBaHHA Y po3ain: Mo6ivHi peakuil, 3rigHo
(10x5) y pekomeHpauii EMA, Wwoao BHeceHHs iHhopmal,i 3
6nictepax 6e3nekn 3acTocyBaBHHA GpoMrekcuHy. BBefeHHs
3MiH NpoTArom 3-x mMicsiuiB nicnsa 3aTBepaKeHHs
17. | ACKOPIN cupon no 100 mn, neHmapk IHais neHmapk IHais BHECEHHS 3MiH 40 peecTpauiiiHix MaTepianis: 3a UA/8670/01/01
EKCIMNEKTOP 200 mny dapmacbloT dapmacbloTuKan3 3MiHU | TUNY - 3MiHK A0 IHCTPYKLiT AN MeAnNYHOro peyenmom
AHT dhnakoHax nkans Nta. nra. 3aCcTOCyBaHHS y po3ain: MobivHi peakuii, 3rigHo
CKNAHMX abo pekomeHpauii EMA, Wwoao BHeCeHHs iHchopmai 3

naacTUKoBux, No

6e3neku 3acTocyBaHHs 6poMrekcuHy. BBegeHHs
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
1 chnakoHy pasom 3MiH npoTAarom 3-x mMicsuiB nicnsa 3aTBepaXeHHs
3 MipHUM
KOBMaykoM y
KapTOHHI kopobui
18. BOM-BEHIE Ma3b no 20ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauitH1X maTepianis: 3MiHn 6e3 UA/7622/01/01
MA3b Ty6i; no 20ry $apmaueBTu PapmaueBTUYHA | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA NikapCbKnii 3aci6. peyenma
Ty6i, no 1 Ty6i y yHa thabpuka "Biona" CuncTema KoHTeliHep/3akynoploBasibHUiA 3acib. 3miHa
nadui; no 25ry thabpuka y NEPBUHHI ynakoBL|i FOTOBOro NikapcbKoro 3acoby
KOHTeliHepax "Biona" (Tvn KoHTeliHepa abo AofAaBaHHS HOBOTO
KOHTeliHepa) - TBepai, M'siki Ta HECTEPW/IbHI Piaki
nikapceki hopmu (BBEAEHHA ABOX A04ATKOBUX
yrnakoBOK 3i 3MiHOKO NakyBaslbHOro matepiany - no 20
ry Ty6ax Tano 20 r y Ty6i, no 1 Ty6i B nauu,i, 3
BiANOBIAHMMU 3MiHAMU Y P. «YNakoBka» Ta
crneymdikauii n. «Maca BMICTY ynakoBKu»); 3MiHu |
TMNy - 3MiHM 3 AKOCTi. FOTOBMIA Nikapcbknii 3acio.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPO6YBaHHS rOTOBOMO NiKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBepKEHNX MeToAax
BUNPOOYBaHHA) (BHECEHS 3MiH 10 METOAUKN
BM3HAYEHHSI Macy BMICTY YMaKOBKM (3MEHLUEHHS
KiNIbKOCTi BUNPOBYBaHWNX 3paskiB)
19. BA3ENIH Masb Mo 20 r abo MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiiHux matepianis: 3MiHM 6e3 UA/6520/01/01
no25ryTybax (y | ®apmaueBtn dapmaueBTUYHa | TUNY - 3MiHK 3 SKOCTi. FOTOBUIA NikapCbkuii 3aci6. peyenma
nadui abo 6e3 YyHa thabpuka "Biona" CucTemMa KoHTelHep/3aKynoptoBasibHUiA 3aci6. 3miHa
nauku); no 25r habpuvika pO3Mipy ynakoBKM roTOBOrO J1iKapCbKOro 3acoby
abono50ry "Biona" (3miHa macwn/o6'emMy BMiCTy KOHTeliHepa
KOHTeliHepax 6aratof030B0ro nikapcbKoro 3acoby ans
HenapeHTepaibHOro 3acTocyBaHHs (abo
0AHOA030BOr0, YaCTKOBOIO BMKOPUCTAHHS))
(BBEAEHHA ABOX AOAATKOBMX YNaKoBOK - M0 20 Ty
Tyb6ax Ta no 20 r y Ty6i; no 1 Ty6i B nauui, 3
BiANOBIAHMMM 3MIHAMM Y p. «YNakoBKa»); 3MiHu |
TMNy - 3MiHK 3 SKOCTi. FOTOBMIA Nikapcbkunii 3acib.
KOHTpOonb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHSA roTOBOro NikapCbKoro
3aco0y (He3HayHa 3MiHa y 3aTBepAXXeHUX MeToaax
BMNPOOYBaHHS) (BHECEHS 3MiH 4O METOAMKN
BM3HAYEHHSA Macy BMICTY YNaKkoBKW (3MEHLUEHHS
KiNbKOCTi BUMPO6YBaHMX 3paskiB)
20. BA3UNIN® TabneTku, BKPUTI KPKA, p.4., CnoseHi BUPOGHMLTBO "in CnoseHis BHECEHHS 3MiH 0 peecTpaLiiHux maTepianis: 3a UA/3792/01/01
NNiBKOBOKO HoBo mecTo A bulk", nepsuHHe Ta 3MiHM | TNy — nogaHHs Hosoro CEP Ne RO-CEP peyenmom
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
060/10HKO10, 1Mo 10 BTOpPWHHE 2013-216-Rev 00 gna A®l cumacTaTuHy Bif HOBOro
Mr Ne 14 (7x2), Ne naxkyBaHHs, BMPOGHMKa A0 BXe 3aTBEPIKEHUX BUPOGHNKIB
28 (7x4)y KOHTPO/Ib Ta
6nictepax BUMYCK CepiiA:
KPKA, a.4., HoBo
mecTo, CrioBeHis;
nepBrHHE Ta
BTOPVHHE
nakyBaHHS:
Mapudapm 4.0.0.,
CnoseHis
21. BA3UNIN® TabneTku, BKPUTI KPKA, p.4., CnoseHi BUPOGHMLTBO "in CnoseHis BHECEHHS 3MiH 0 peecTpaLiiHux maTepianis: 3a UA/3792/01/02
NNiBKOBOO HoBo mecTo A bulk", nepeunHHe Ta 3MiHM | TNY — nogaHHa HoBoro CEP Ne RO-CEP peyenmom
060/10HKO10, No 20 BTOPUHHE 2013-216-Rev 00 gna A®| cumBacTaTvHy Bif, HOBOrO
Mr Ne 14 (7x2), Ne naxkyBaHHs, BMPOOHMKa A0 BXe 3aTBEPIKEHUX BUPOGHNKIB
28 (7x4), Ne 84 KOHTpO/b Ta
(7x12) y BWMYCK Cepiii:
6nictepax KPKA, a.4., HoBo
mecTo, CrioBeHis;
nepBrHHE Ta
BTOPVHHE
nakyBaHHS:
Mapudapm 4.0.0.,
CnoBeHis
22. BA3UNIN® TabneTku, BKPUTI KPKA, p.4., CnoseHi KPKA, g.4., HoBo CnoseHis BHECEHHS 3MiH 0 peecTpaLiiHux maTepianis: 3a UA/3792/01/04
NNiBKOBOO Hoso mecTOo 4 MecCTO 3MiHu | TMNy — nogaHHsA Hosoro CEP Ne RO-CEP peyenmom
060/10HKO10, Mo 40 2013-216-Rev 00 gna A®l cumBacTaTuHy Bif HOBOro
Mmr Ne 14 (7x2), Ne BMPOOHMKA [0 BXe 3aTBEPIKEHUX BUPOOHVIKIB
28 (7x4), Ne 84
(7x12) y
6nictepax
23. BEJ/IbMETIA® | tabneTtku, BKpUTI Mepk Wapni | Lseiua nepBuHHa Ta HigepnaHp, BHECEHHS 3MiH 0 peecTpauiiiHiX MaTepianis: 3a UA/13327/01/01
NNiBKOBOKO Joywm lpea pis BTOPUHHA n/ Benuka 3MiHK | TUNY — NpuBeAeHHs cneumndikauii Ha AdI peyenmom
060/10HKO10, NO 50 IHK ynakoBka, [03Bin BputaHia/ | meTdopmiHy rigpoxnopuay y BiANOBIAHICTb [0 BUMOT
Mr/500 mr Ne 28 Ha BMnNycK cepil: MyepTto moHorpadii «Metformin Hydrochloride» EP
(14x2), Ne 56 Mepk LWapn i Joym Piko/
(14x4) y B.B., HigepnaHgu; IcnaHis
6nictepax BUPOGHULTBO
Hepo3dacoBaHol
NPOAYKUIT,

KOHTPO/b SKOCTi:
Ecika KBiH60pO
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Ne
n/n

Ha3ssa
JliKapcbKO20
3aco6by

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2
0 M0CBIOYEHHS

NimiTeq, Benvka
BpuTaHis; NMaTeoH
MyepTto Piko, IHK.,
MyepTo PiKo;
nepBuHHa Ta
BTOPUHHA
ynakoBska: dpocct
I6epuka, C.A.,
IcnaHis

24,

BE/NNIbMETIA®

TabneTku, BKpUTI
NMiBKOBOIO
06010HKot0, No 50
Mr/850 mr Ne 28
(14x2), Ne 56
(14x4)y
6nictepax

Mepk Wapn i

Joywm lgea
IHK

LLseiua
pis

nepBrHHA Ta
BTOPVHHA
ynakoBka, [03Bin
Ha BUMYCK cepii:
Mepk LWapn i Joym
b.B., HigepnaHagy;
BMPOGHULTBO
Hepo3dacoBaHoil
npoAyKuiT,
KOHTPO/b SKOCTI:
Ecika KsiH60pO
NimiTeq, Benuka
BpuTaHis; NMaTeoH
MyepTto Piko, IHK.,
MyepTo Piko;
nepBrHHA Ta
BTOpPVHHA
ynakoBska: ®pocct
16epuka, C.A.,
IcnaHis

HigepnaHp,
n/ Benvka
BpuTtaHisa/
MyepTo
Piko/
Icnania

BHECEHHS 3MiH 0 PeECTpaLiiiHiX MaTepianis:
3MiHK | TUNY — NpuBeAeHHs cneumndikauii Ha AdI
MeTOoPMIHY rigpoxnopuay Yy BignosigHicTb 40 BUMOT
MoHorpadii «Metformin Hydrochloride» EP

3a
peyenmom

UA/13327/01/02

25.

BEJ/IbMETIA®

TabneTkn, BKpUTI
NNiBKOBOO
060/10HKOI0, Mo 50
Mr/1000 mr Ne 28
(14x2), Ne 56
(14x4) y
6nictepax

Mepk Wapn i

Joym loea
IHK

LLseiua
pis

nepBuHHa Ta
BTOPUHHA
ynakoBka, [03BiN
Ha BUNYyCK cepil:
Mepk Wapn i oym
B.B., Hinepnangy;
BMPOBGHULITBO
Hepo3dracoBaHol
npoAyKu,ii,
KOHTPO/Ib SKOCTI:
Ecika KBiH60pO
NimiTen, Benvika
BpuTtaHis; MateoH

HigepnaHp,
n/ Benuka
BputaHisa/

MyepTo
Piko/
Icnanis

BHECEHHS 3MiH [0 PeeCcTpauiiiH1X maTepiais:
3MiHuM | TMNY — NpuBeAeHHA cneumndikauii Ha APl
MeTdpopMiHy rigpoxnopuay Yy BiAnoBiAHICTb 40 BUMOT
MoHorpadii «Metformin Hydrochloride» EP

3a
peuerimom

UA/13327/01/03




Ne

Ha3zsa
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n/n

JliKapcbKO20
3aco6by

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2
0 M0CBIOYEHHS

26.

BEHTABIC

MyepTto Piko, IHK.,
MyepTto PiKo;
nepBuHHA Ta

BTOPUHHA
ynakoBska: ®pocct
I6epuka, C.A.,
Icnanis

pO34MH AN
iHranauin, 10
MKr/MA no 2 Mn B
amnynax Ne 30

Baiiep
Papma Al

Himeuun
Ha

Bepnivepg C.A.

Icnanis

BHECEHHS 3MiH 40 peecTpauiiiHix MaTepianis:
3MiHM | TUNY - 3MiHa y MeTofax BunpobysaHHA AdI
abo BMXiAHOro MaTepiany/NPoOMiXXHOro
npoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLECI
BUPOGHULTBA AP - HE3HAYHI 3MIHW B ONUCI
npoueayp BunpobysaHHa AdI; 3miHM | TUny - 3MiHa Y
napameTpax cneuudikadin Ta/abo fonyCTUMUX MEX,
BM3HAYeHUX y crneungikauisx Ha Adl, abo
BUXIAHMA/NPOMDKHUIA NPOAYKT/peareHT, Wo
BMKOPUCTOBYIOTbCA Y npoLeci BupobHuuTea AdI
(aonoBHeHHs cneuudikaLii HOBUMMW NOKa3HMKaMM
AKOCTIi Ta BignoBigHVMN MeTogamy BUNPOOYBaHHb);
3BY)XXEHHSA JOMYCTUMUX MEX, BUSHAYEHUX Y
crneymdikauii; 3MiHn | TMRy - BUTyYEHHS BUPOBHNYOT
AinbHULI (BKNOYatoum ginbHuui ans A®l, npomixHoro
npoaykTy abo roToBOro NikapcbKoro 3acoby,
OiNbHULI ANS NpOBeAEHHS NakyBaHHS, BUPOOHYKA,
BiAMNOBIAa/IbLHOrO 3a BUMYCK Cepil, Micue
NpoBefEeHHS KOHTPOSIO cepii) abo nocTayanbHMKa
BMXiAHOrO MaTepiany, peareHTy abo A0NOMKHOT
PEYOBUHM (AIKLLLO 3a3HAYEHO Y A0CHE); 3MiHW | TUNy -
BBEEHHS1 HOBMX BUPOOGHUYMX AiNIbHULb, LLO
BiAMNOBIAAIOTb 3@ CUHTE3 NPOMDKHOTO NPOAYKTY
Carba-hydroxyester-np-ketal purified and iloprost
phosphonate purified; 3miHn | Tvny - goaaBaHHSA
AOiNbHWL, WO BiANOBIAAE 3a KOHTPO/Ib SAKOCTI A1
HOBOBBe/eHVX NapameTpiB crneyundikayii “boron”,

“celenium”, “lithium” i “platinum”; 3miHn Il TNy -
BBEIEHHA HOBOI BUPOOHWNYOI AiIbHUL
Bif4NOBiAa/IbHOI 32 CUHTE3 NPOMDKHUX MPOAYKTIB
KapOO-rigpoKcMecTep-HN-KeTasl OUULLEHOTO i
dhocdpoHaTIB OUNLLEEHNX; BBEAEHHSA HOBOI AiNbHUL,
AK AO[ATKOBY Ai/IbHULLO, LLIO BIAMNOBIAAE 3a CUHTE3
KIHLLEBOro NPoAYKTY aKTMBHOT PEYOBWHM i/TONPOCT Ha
OCHOBI 3 NPOMDXHUX Kap6o-rigpokcmecTep-HN-KkeTan
ouuLLEeHOro Ta inonpocty dpocaTty OUULLEHOrO i

3a
peyenmom

UA/9199/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
inonpocTy dhocdaTHOr0 O4YMLLEHOTO
27. FANA3O/IH® | renb HazanbHWiA Bapwascbku | Monbwa MEJAHA ®APMA Monbua BHECEHHS 3MiH 0 PeECTpaLiiiHMX MaTepianis: 6e3 UA/0401/01/01
0,05%no10ry n AkujoHepHe BUMNPAaB/IEHHA TEXHIYHUX MOMUSIOK, MOB’A3aHUX 3 peyenma
hnakoHax 3 thapmauesTu ToBapucTBo Pi3HOUMTAHHAM Y MeXax OHOro AOKYMEHTa,
HaCOCOM- YHWIT 3aBOf, 3a3HayYeHoMy y cneumdikauisix Ta MetTogax
po3satopom Ne 1 Monbha AT KOHTPOJ1t0 SIKOCTI
28. FEBKAMEH Masb o 20 r, abo MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiiHux matepianis: 3MiHM 6e3 UA/7566/01/01
no 30r, abo no 40 | dapmaueBTn dapmaueBTUYHa | TUNY - 3MiHK 3 SKOCTi. FOTOBUIA NikapCbkuii 3aci6. peyenma
ry Ty6ax B naui yHa habpuka "Biona" CuncTema KoHTeliHep/3akynoptoBasibHUiA 3aci6. 3miHa
abo 6e3 nayku; no habpuvika pO3Mipy ynakoBKM roTOBOrO J1iKapCbKOro 3acoby
20rabono40ry "Biona" (3miHa macu/o6'eMy BMICTY KOHTelHepa
KOHTeliHepax 6aratof030B0ro nikapcbKoro 3acoby ans
HenapeHTepaibHOro 3acTocyBaHHs (abo
0AHOA030BOr0, YaCTKOBOIO BMKOPUCTAaHHS))
(BBEAEHHA ABOX AOAATKOBMX YNaKoBOK - M0 20 Ty
Tyb6ax Ta no 20 r y Ty6i; no 1 Ty6i B nauui, 3
BiANOBIAHMMM 3MIHAMM Y p. «YNakoBKa»); 3MiHu |
TMNy - 3MiHK 3 SKOCTi. FOTOBMIA Nikapcbkunii 3acib.
KOHTpOonb roToBOro nikapcbKoro 3acoby. 3miHa y
MeTofax BUNpobyBaHHSA roTOBOro NikapCbKoro
3aco0y (He3HayHa 3MiHa y 3aTBepAXXeHUX MeToaax
BMNPOOYBaHHS) (BHECEHS 3MiH 4O METOAMKN
BM3HAYEHHSA Macy BMICTY YNaKkoBKW (3MEHLUEHHS
KiNbKOCTi BUMPO6YBaHMX 3paskiB)
29. FEKCABIT Apaxe no 50 NAT YkpaiHa MAT "BitamiHn" YkpaiHa BHECEHHS 3MiH 10 PEECTpaLiiiH1X MaTepianis: 6e3 UA/5225/01/01
Apaxe B "BiTamiHmn" 3MiHM | TMNY - NoJaHHA HOBOro cepTuddikaTy AN peyenma
KOHTeHepi pubodhnasiHy Bif BXe 3aTBEPAXEHOIO0 BUPOOHMKA;
nsacTmMacoBomy; 3MiHM | TMNY - 3MiHK, NOB'sA3aHi 3 HEOOXiAHICTIO
no 1 koHTeHepy npuBeAEHHSA Y BigMNoBIgHICTE A0 MOHorpadii oY
B Mauui; no 50 abo €poneiicbkoi hapmakonei, abo iHwoil
Opaxe B HauioHasibHOI (hapmakonei gepxasu €C (3MiHa y
KOHTelHepi cneundikauisx, nos'a3aHa 3i 3miHamu B 1Y, abo
naacTMacoBomy €Bponeiickkiint hapmakonei, abo iHLWIA HaLioHasbHIN
thapmakonei gepxasun €C) - npuBefeHHA
cneumdikayii gito4oi pevyoBuHY TiamiHy rigpoxnopuay
Y BiiNOBIAHICTb A0 MOHOrpacii EP
30. FEKCANI3 Tabnetkv ans Nab6opaTtopii | PpaHuisa Na6opartopii ®paHuisa BHECEHHS 3MiH 40 peecTpauiiiHix MaTepianis: 6e3 UA/6005/01/01
PO3CMOKTYBaHHS Bywapa Bywapa Pekopaari 3MiHK | TUNY - BUITYYEHHS BUPOOHUYOT AiNbHNL A1s peuyenma
no 10 Tabnetok y Pekoppari A®I nizoummy rigpoxnopus

6nictepi; no 3
6nictepu B
KapTOHHI kopobui
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
31. rPUNAYT TabneTtkn Ne 4 €Bpo Benuka ®AC Nimiteq, IHAis BHECEHHS 3MiH 10 peecTpauiiiHux matepianis: 3MiHK 6e3 UA/9253/01/01
(4x1), Ne 10 Naiidpbkep BpuTaHis IHAis; | TUNY - 3MiHK 3 SKOCTi. FOTOBUIA NikapCbKMii 3aci6. peyernma
(10x1) y cTpunax nrp, MapkcaHc dapma CuncTema KoHTelHep/3aKynoptoBasibHUiA 3aci6. 3miHa
Ta y 6nictepax, Ne Nntp, IHApia pO3Mipy YNakoBKM roTOBOTO JTIKAPCLKOro 3acoby
100 (10x10), Ne (3MiHa KiNTbKOCTI 0AMHWLb (Hanpuknag, TabneTok,
200 (4x50) y amnys ToLLo) B ynakoBL,i) - 3MiHa no3a Ajiana3oHom
cTpunax 3aTBEPKEHMX PO3MIPIB YNakoBKM (BBEAEHHS
[oaatkoBmx ynakoBok Ne 100 (10x10) Ta
Ne200(4x50) y ctpuni abo 6nicTepi, 3 BignoBigHMMM
3MiHaMn y p. «YnakoBkax. [1epBUHHWI NaKyBasibHWiA
marepian He 3MiHuBCA) (TepMiH BBEAEHHS 3MiH
nNpoTArom 3-x MicsAuiB nicns 3aTBepKeHHs); 3MiHu |
TMny - 3MiHW Wwogfo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn) (3miHa rpadiyHoro
0hopMIEHHS YNAaKOBOK Ha MapKyBaHHS ynakoBok (Ne
4 (4x1), Ne 10 (10x1) y cTpunax Ta 6aictepax)
32. rPOMPUNHO3 | Ta6netkn no 500 BAT YropLuH TOB "TeneoH Monbla BHECEHHS 3MiH 10 PEECTpaLiiiHMX MaTepianis: 3a UA/6286/01/01
NH® Mmr no 10 "T'eeoH a Pixtep Monbia" 3MiHu | TUNY - 3MiHa NapameTpiB cneuudikawii peyernmom
Tabnetoky PixTep" Ta/abo JonyCTUMUX MEX rOTOBOrO NiKapCbKoro
6nictepi, no 2 abo 3aco0y - JONOBHEHHA cneuudikauii Ha BUMyCK Ta
no 5 6nictepis B TepMiH 36epiraHHs rOTOBOro NikapCbKoro 3acoby
KapTOHHI KopoOLi NMoKa3HMKOM SIKOCTi «BTpaTa B Maci npu
BUcyLyBaHHI» (EP 2.2.32), Ta BBeieHHA TecTy
«BwmicT eTtaHony» ('X) y cneuudikaLito Ha BUNYCK;
BUYUYEHHSs 3i cneyudikayii roToBoro nikapcbkoro
3acoby TecTy «CTilikiCTb A0 PO34aB/IOBAHHS»,
«CTUpaHHICTb», «Po3nagaHHsA»; NPUBELEHHA TECTY
«OpHOopIgHICTL Macu» Y BIAMNOBIAHICTL A0 BUMOT EP;
3MiHa CTPYKTypM cneumdiikauii (hopmaTtyBaHHs y
po3aini «Mpu BUNycky», Ta «[l0 3aKiH4EHHSA TEPMIHY
nNpuaaTHOCTI», BBEAEHHA TepMiHoorii «TAMC»,
«TYMC» 3a noka3HukoM «MikpobionoriyHa
yncToTa, 3rigHo Bumor EP
33. | OAKAPBA3M | nopowok ans Mepak Himeuun BTOPUHHE HimeuunHa/ BHECEHHS 3MiH 10 PEECTpaLiiiH1X MaTepianis: 3a UA/6987/01/01
H MEAAK NPUroTyBaHHA lesenbwadgT Ha nakyBaHHs, Yecbka 3MiHM | TMNY - 3MiHa y MeTogax BUNpo6yBaHHs peyenmom
PO34uHYy Anis dgotop KNiHiwe MapKyBaHHS, Pecny6nika rOTOBOrO JliKapCbKOro 3acoby - 3MiHa [0 T.
iH'ekuili abo LWneujanbnp KOHTPO/1b Ta "lgeHTndpikauis", "CynpoBigHi 4OMiLIKKN"
iHgoy3ili no 100 enapaTte BUMYCK cepil:
mr, 10 chnakoHiB 3 M6X Mepak
NOPOLUKOM Y esenbwadT drop
KOpoOLii 3 KapTOHY KniHiwe

LWneujiansnpenapat
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n/n

JliKapcbKO20
3aco6by

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2
0 M0CBIOYEHHS

34.

AAKAPBA3N

e M6X, HimeuunHa;

BMPO6GHMLTBO "in

bulk", nepsuHHe Ta

BTOPVHHE
nakyBaHHS,
MapKyBaHHs Ta
KOHTPO/b Cepil:
OHkomep,
MeHbOEKYEPIHT,
a.c., Yecbka
Pecny6nika;
BMPOGHMLTBO "in
bulk", neperHHe
nakyBaHHs Ta
KOHTPO/b Cepil:
OHkoTek ®apma
MpoaakwH M6X,
HimeuunHa

H MEAAK

NMOPOLLIOK A/15
NPUroTyBaHHs
pO34nHy Ans
iH'eKUin abo
iHdysiii no 200
Mr, 10 cpriakoHiB 3
MOPOLLKOM Y
KOpobLj 3 KapTOHY

Mepak
lesenbagT
dotop KniHiwe
Lneuianbnp

enapare
M6X

Himeuun
Ha

BTOPVHHE
nakyBaHHS,
MapKyBaHHs,
KOHTpO/b Ta
BUMYCK cepii:
Mepak
FesenbadT drop
KniHiwe

LWneyjansnpenapat
e M6X, HimeuunHa;

BMPOGHULTBO "in

bulk", nepsuHHe Ta

BTOPVHHE
nakyBaHHs,
MapKyBaHHs Ta
KOHTPO/b cepii:
OHkomep,
MeHboEKYEPIHT,
a.c., Yecbka
Pecny6nika;
BMPO6GHMLTBO "in
bulk", nepBrHHe
nakyBaHHA Ta
KOHTPO/b cepii:
OHKoTek Papma

HimeyunHa/
Yecbka
Pecny6nika

BHECEHHS 3MiH A0 peecTpaLiiiHux maTepianis:
3MiHM | TUNY - 3MiHa Y MeTofax BUNPo6yBaHHSA
rOTOBOrO J1iKapCbKOro 3acoby - 3MiHa [0 T.
"laeHTndpikauis”, "CynposigHi oMiwkun"

3a
peyenmom

UA/6987/01/02
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Ne
n/n

Ha3ssa
JliKapcbKO20
3aco6by

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2
0 M0CBIOYEHHS

MpoaakwH M6X,
HimeyunHa

35.

DAKAPBA3M
H MEAAK

NOpOLLOK A/1A
nNpUroTyBaHHA
PO34UnHy Anis
iHgoy3ili no 500
mr, 1 conakoH 3
NOPOLLKOM Y
Kopoo6Li

Mepak
lesenbagT
dotop KniHiwe
Lneuianbnp

enapare
M6X

Himeuun
Ha

BTOPVIHHE
nakyBaHHS,
MapKyBaHHs,
KOHTpO/b Ta
BUMYCK cepii:
Mepak
FesenbadT drop
KniHiwe
LWneyjansnpenapat
e M6X, HimeuunHa;
BMPOGHULTBO "in
bulk", nepsuHHe Ta
BTOPVHHE
nakyBaHHs,
MapKyBaHHs Ta
KOHTPO/b cepii:
OHkomep,
MeHboEKYEPIHT,
a.c., Yecbka
Pecny6nika;
BMPO6GHMLTBO "in
bulk", nepBrHHe
nakyBaHHA Ta
KOHTPO/b cepii:
OHkoTek dapma
MpofakwH MM6X,
HimeyunHa

HimeuunHa/
Yecbka
Pecny6nika

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepianis:
3MiHM | TUNY - 3MiHa Y MeTofax BUNPo6yBaHHSA
rOTOBOrO J1iKapCbKOro 3acoby - 3MiHa [0 T.
"laeHTndpikauis”, "CynposigHi oMiwkun"

3a
peyenmom

UA/6987/01/03

36.

NAKAPBA3M
H MEJAK

MOPOLLIOK A/15
NPUroTyBaHHsA
pO3unHy Ans
iHchysiii no 1000
mr, 1 chnakoH 3
NOPOLLKOM Y
Kopooui

Mepak
lesenbwagr
dotop KniHiwe
LWneuianbnp

enapare
M6X

Himeuun
Ha

BTOPVIHHE
nakyBaHHS,
MapKyBaHHs,
KOHTpO/b Ta
BUMYCK cepil:
Mepak
esenbwadT drop
KniHiwe
LWneuyjanbnpenapar
e M6X, HimeuunHa;
BMPO6GHMLTBO "in
bulk", nepeuHHe Ta
BTOPVIHHE

HimeuunHa/
Yecbka
Pecny6nika

BHECEHHS 3MiH [0 PeeCcTpauiiiH1X maTepiais:
3MiHM | TUNYy - 3MiHa y MeTodax BUNpoGyBaHHS
roTOBOrO NiKapCbKoro 3acoby - 3miHa 4o T.
"laeHTudikauia”, "CynposigHi JoMiwkun"

3a
peuerimom

UA/6987/01/04
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
nakyBaHHs,
MapKyBaHHsA Ta
KOHTPO/b Cepil:
OHkomep,
MeHbOEKYEPIHT,
a.c., Yecbka
Pecnyb6nika;
BUPOGHULTBO "in
bulk", nepeuHHe
nakyBaHHs Ta
KOHTPO/b Cepil:
OHkoTek dapma
MpofakwH Mm6X,
HimeyunHa
37. AEPMA30/® | wamnyHb, 20 KYCYM IHAiA KYCYM IHgis BHECEHHS 3MiH 40 peecTpauiiiHix MaTepianis: 6e3 UA/6725/01/01
Mr/ma no 8 mny XENTXKEP XENTXKEP IMBT. 3MiHu | Tuny - 3MiHa po3mipy cepii (BkIOYaUn peuyenma
cawe Ne 20 NBT. NTA. nTa. Jiana3oH po3Mipy cepil) roToBoro sikapcbkoro
(1x20); no 50 mn 3aco6y (36inbleHHsa Ao 10 pasiB NOPIBHAHO i3
a6o no 100 mny 3aTBEPKEHUM PO3MIPOM)
dhnakoHax,
0BTArHYTMX
NNiBKOBOO
060/10HKOI0, No 1
38. AEPMA30/I® | wamnyHb no 50 KYCYM IHAiA KYCYM IHgis BHECEHHS 3MiH 40 peecTpauiiiHix MaTepianis: 6e3 UA/7632/01/01
nniroc M, 100 mn y XENTXKEP XENTXKEP NBT 3MiHK | TUNYy - 3MiHa po3Mmipy cepii (BkIoYaoUn peyenma
chnakoHax Ne 1 MBT NTA, nTa Jiana3oH po3Mipy cepil) roToBOro sikapcbkoro
3aco0y (36inbeHHs go 10 pasiB NOPIBHSHO i3
3aTBEPKEHMM PO3MiIpOM)
39. | ANKNO-® Kpanni ouHi 0,1 % CEHTICC IHais CEHTICC ©APMA IHais BHECEHHS 3MiH 40 peecTpauiiiHix MaTepianis: 3a UA/2905/01/01
noswmny SAPMA NBT. ATA. 3MiHM | TUNY - 3MiHa po3Mipy cepii (BKIOUaKoun peyenmom
dhnakoHax- NBT. NTA. Jiana3oH po3Mipy cepil) roToBoro sikapcbkoro
KpanenbHmuax Ne 3aco6y - BBEEHHA [04aTKOBOro po3Mipy cepii
1 roToBOro slikapcbkoro 3aco6y 1000 n (188 679
yMnaKoBKK)
40. | AIALE® NOPOLLOK A5 M.BIOTEK Benuka MAWJIAH IHais BHECEHHS 3MiH 0 peecTpauiinH1X matepianis: 3MiHn 3a UA/12332/01/01
pPO34unHy AnA NIMITEL, BpuTaHis NABOPATOPI3 | Tuny - AAMIHICTpaTMBHI 3MiHU. 3MiHa peyernmom
iH'ekwii no 1000 NIMITEL - HaliMeHyBaHHSA Ta/abo agpecy Micusi NPOBaKEHHS
Mr y conakoHax, 1 LinbHnua [iSbHOCTI BUPOGHMKa/imnopTepa rotoBoro
dhn1akoH 3i ckna 3 uedpasiocnopnHoBU nikapcbKoro 3acoby, BKIOYaUM AiNbHAL BUNYCKY
NOPOLUKOM B nauyLi X NiKapCbKnx cepii abo micLe npoBefeHHs KOHTPOSIO AKOCTI.
3 KapTOHY 3acobis (8isanbHICTB, 3a AKy Bignosigae BUPOGHUK/iMNopTep,

BK/104AK0UM BUMYCK cepild) (3MiHa HaliMeHyBaHHS
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Ne
n/n

Ha3ssa
JliKapcbKO20
3aco6by

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2
0 M0CBIOYEHHS

BMpo6HMKa 13 Ta NpYBEAEHHS MiCLE3HAaXOMKEHHS
y Bi4NOBIAHICTb 00 BUCHOBKY L0400 NiATBEPOKEHHSA
BignosigHoCTI BUpo6HULTBA /13 BUMoram GMP
(Oepxnikcnyx6a Ykpainu), 6e3 3MiHn micus
BMPOOHULTBA); 3MiHM | TUNY - 3MiHK WOoA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsamy.
BBegeHHSA abo 3MiHK [0 y3arasibHEHUX AaHUX MPo
cuctemy thapmakoHarnsay (BefeHHs y3arasibHeHux
JaHnX npo cuctemy hapmakoHarnsgy, amiHa
YNOBHOBAXEHOT 0c06M, BignoBigaibHOI 3a
3pificHeHHs1 hapMakoHarisay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asiBHUKa 415 34iCHEHHSR
thapmakoHarnsay B YkpaiHi, K0 BOHa BigMiHHA Bij,
YNOBHOBaXXEHOI 0C06U, BiANOBIAa/ILHOT 3a
3ilicCHEeHHS dhapmakoHarnsaay (BKIo4Yakum KOHTaKTHi
AaHi) Ta/abo 3MiHM y PO3MilLleHHI MacTep-hainna
cucTeMu hapmakoHarnagy); 3MiHa 3asiBHuKa
(BnacHuka peecTpauinHoro noceigyeHHs) ( 3rigHo
Haka3y MO3 Big 23.07.2015 Ne460)

41.

DIALE®

NOpPOLLOK ANA
po3unHy Ans
iH'ekuin no 1000
Mr y donakoHax, in
bulk: 50 cpnakoHiB
3 MOPOLUKOM Y
Kopoo6Li

M.BIOTEK
NIMITEQ

Benuka
BpuTaHis

MAWAH
NABOPATOPI3
NIMITEL, -
LinbHnua
uedasocnoprHoBM
X NiKapCbKnx
3aco6iB

IHais

BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasnis: 3MiHK
| TNy - AGMiHICTpaTVBHI 3MiHK. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy Micus NPOBaKEHHS
[iSbHOCTI BUPOGHUMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKIYAKUN AiNIbHNL BUMYCKY
cepii abo micLe npoBefeHHs1 KOHTPOSIO AKOCTI.
(misnbHICTb, 3a SKy Bignosigae BUPOGHUK/iMnopTep,
BK/IO4A0UM BUMYCK Cepiid) (3MiHa HaliMeHyBaHHS
BUpo6HUKa MN3 Ta npuBeAeHHA MiCLEe3HaXOOXKeHHS
Y BiANOBIAHICTb A0 BMCHOBKY 040 NiATBEPAXKEHHS
BiAnoBigHOCTI BUpOo6HMLTBA /13 BUMoram GMP
(OJepxnikcnyx6a Ykpainu), 6e3 3MiHu micus
BMPOGHULTBA); 3MiHM | TMNY - 3MiHK WOoA0
6e3nekn/ePeKTUBHOCTI Ta hapMakoHarnsagy.
BBefeHHs ab0 3MiHN [0 y3arasibHeHWX AaHnX Npo
cucTemy thapmakoHarnagy (BefeHHs y3arasibHeHUX
JaHunx npo cuctemy chapmakoHarnagy, amiHa
YNOBHOBaXXEHOI 0CO6U, BiANOBIAa/IbHOT 3a
3[iiCHEHHS chapMakoHarnsaay; KOHTakTHOT ocobu 3
thapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
thapmakoHarnsay B YkpaiHi, AKLW0 BOHa BigMiHHa Bif,
YNOBHOBaXeHOi 0co6u, BiANOBIAa/IbHOT 3a
3[ilicCHEHHS dhapMakoHarnsay (BKIo4Yakum KOHTaKTHi
JaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-daiina

UA/12333/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
cucTeMu hapmakoHarnagy); 3MiHa 3asiBHuKa
(BnacHuka peecTpauinHoro noceigyeHHs) ( 3rigHo
Haka3y MO3 Big 23.07.2015 Ne460)
42. EMECETPOH- | TabneTtku, BKpUTI ToBapucTtso | YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHux maTepianis: 3a UA/4118/02/01
340POB'A NNiBKOBOO 3 BMPOOBHMLTBA, 3MiHM | TUNY - 3MiHa po3Mipy cepii (BKIYaoun peyenmom
060/10HKO10, N0 4 06MEeXEeHOoH KOHTPO/1b SIKOCTI, JianasoH po3Mipy cepii) roToBOro ikapcbkoro
mr no 10 BignoBigasb BUMYCK cepii: 3acoby - BBeZleHHS A0AAaTKOBUX PO3MIpiB cepil
Tabnetok y HiCTIO ToBapucTBo 3 npenapary Ans gitounx uexis: uex N3 ta uex Mo
6nictepi, no 1 "papmaueBT 06MexeHo BUpOo6HUKa TOB "dapmaueBTMYHA KOMMaHisA
6nictepy B nyHa BifNOBIfa/IbHICTIO "3popos'a”
KapTOHHI kopobui KOMNaHis "dapmavieBTnyHa
"3popoB'a” KOMMaHis
"3popos'a",
YkpaiHa; Bci ctagii
BMPOGHULITBA,
KOHTPO/b SKOCTi:
ToBapucTso 3
06MexeHoto
BiANOBIJ&/LHICTIO
"®APMEKC Irpyn-,
YKpaiHa
43. EMECETPOH- | Ta6neTku, BKpuUTI ToBapucTeo | YkpaiHa BCi cTagji YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiH1X maTepiasis: 3a UA/4118/02/02
3400POB'A NNiBKOBOO 3 BMPOOHULITBA, 3MiHM | TUNY - 3MiHa po3Mipy cepii (BKIoYaun peyernmom
060/10HKOI0, MO 8 06MeXeHo KOHTPOJ1b SIKOCTI, Jiana3oH po3Mipy cepil) roToBoro ikapcbKoro
mr no 10 Bignosifasb BUNYCK cepil: 3aco0by - BBe[leHHA 104aTKOBUX PO3MIpiB cepil
TabneTok y HicTHO ToBapucTso 3 npenapary ana girouunx uexis: uex M3 ta uex Mo
6nictepi, no 1 "®apmaueBT 06MeXeHo BUpo6HuKa TOB "dapmaLeBT1YHa KOMNaHis
6nictepy B nyHa BiANOBIJ&/LHICTIO "30opos'a”
KapTOHHI KOpoOLUi KOMMaHis "dhapmaueBTNUYHA
"3popos's” KOMMaHis
"3popos'a”,
YKpaiHa; Bci cTagii
BMPOOHULITBA,
KOHTPO/b SKOCTI:
ToBapucTso 3
06MexeHolo
BiAMNOBiAa/IbHICTIO
"®APMEKC I'Py1",
YKpaiHa
44. EHBPEN NOpOLLOK A/1A Mdpaiizep CLWA BepuHrep HimeuunHa/ BHECEHHS 3MiH 0 peecTpauiiiHiX MaTepianis: 3a UA/13012/01/01
nio| pO34unHy AnA Eiiu.Ci.Mi. IHrenbxaiim ®apma Benvka BUMNpaB/ieHHA opdorpaddiyHnx Ta rpamaTuyHuX peyenmom
ENBREL® iH'ekuili no 25 Mry | KopnopeiH v6X & Ko. KT, BpuTtaHisa/ MOMWJIOK Y TEKCTi MapKyBaHHs1 BTOPUHHOI YNakKoBKM
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
LYO chnakoHi Ne 4 y HimeuunHa; Baet IpnaHgis/ (kapToHHa KOpO6Ka) Ta CTUKepyY
KOMMIEKTi 3 dapmaceyTukanc, Benbris
PO3U4UHHKKOM (1 Benuka BputaHis;
MJT) Y nonepegHbo Betep dapma-
HanoBHeEHOMY ®epturyHr Nrm6X &
wnpuyi Ne 4 Ta Ko. KI, HimeuunHa;
CTEPW/TbHUM Mdcpaizep IpneHpg,
KOMMJ/IEKTOM /15 dapmaceyTukasnc,
iH'eKUin y Ipnangis; Mdaiizep
nnacTMKoOBOMY MeHtothekuypuHr
KOHTelHepi Benbria HB,
benbrig
45, EPOOMEL NOPOLLOK A5 AHXeniHI Yecbka BTOPUHHE Yecbka BHECEHHS 3MiH [0 PeeCcTpauiiiH1X maTepianis: 3a UA/14153/01/01
opanbHoT Papma Pecny6ni | nakyBaHHs, BUnyck | Pecny6nika | 3miHu | TUny - BBeAEeHHS abo 3MiHW [0 y3araslbHEHUX | peyenmom
cycneHsii, 175 Yecbka Ka cepii: AHXeniHi [ Itania JaHunx nNpo cuctemy hapmakoHarnsagy (Bkioyaroum
mr/5 mn, 1 Pecny6nika dapma Yecbka KOHTaKTHi gaHi) Ta/abo 3MiHW y po3MiLLEeHHI MacTep-
hnakoH 3 c.p.o. Pecny6nika c.p.o., chalina cuctemun hapmakoHarisgy
NMOPOLLIKOM 3 Yecbka
MipHUM Pecnyb6nika;
KOHTEWHepoM y BMPOBGHULITBO
KOpOOL,i 3 KAPTOHY Hepo3dacoBaHol
npoayKuii,
nepBuHHE
nakyBaHHs,
KOHTPO/b
cepii/tecTyBaHHs
HanoBHEHUX
hnakoHiB: PyNITOH
MegunumHani
C.n.A., Itanis;
[04AaTKOBWIA
KOHTPOSb cepii
/TecTtyBaHHs
HarnoBHEHNX
hnakoHis: EAMOHA
®apma C.p.n.,
ITanis
46. | SANTPAN KOHLeHTpaT A5 TOB YkpaiHa CaHodi-ABeHTIC HimeyunHa BHECEHHS 3MiH [0 PeeCTpaUiiiH1X maTepiais: 3a UA/13061/01/01
(ZALTRAP) PO34unHy Ans "CaHodi- Joiunang MmeXx 3MiHK | TUNY - 3MiHa Y MeTogax BUNpoOyBaHHS peyernmom
iHdysiiA, 25 mr/mn ABeHTIC rOTOBOTO JiKaPCbKOro 3acoby (He3Ha4yHa 3MiHa y
no 4 mn abo 8 mn YkpaiHa" 3aTBepKeHnX MeTogax BUNnpobyBaHHs) -

y dNakKoHi

[ofaBaHHA BOAW AN iH'EKUi B SKOCTi peareHTy 1a
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
PO34YMHHMKA, 3MiHa aHaNITUYHUX YMOB Ta npoueaypu
3 METOH BK/IIOYEHHS [BOX A0AATKOBMX eTanis o
CXEMMU 3aBaHTaXEHHS refto, 3MiH1 [0 TeCTy
NPUAATHOCTI CUCTEMU [/1A BK/IOYEHHSA MOCUNAHHA Ha
SeeBlue Plus2 B AkocTi Mapkepa MoneKynspHoi
MacuK Ta AoAaHOo TecT BaNigHOCTi aHaniTUYHOT
METOAMKM; 3MiHM | TUNY - 3MiHa y MmeTogax
BMMPOBYBaHHS rOTOBOrO NiKapCbKoro 3acoby
(He3HayHa 3miHa y 3aTBepAKeHNX MeTogax
BMNPOOYBaHHS) - AOAaBaHHA BOAM A5 iH €KLl B
AKOCTI peareHTy Ta po34uHHKKa, 3MiHa KpuUTepito 3
ANa NpuaaTHoCTi cuctemy BUNPOOYBaHHA Big, >70%
[0 >79%, BKNHOYEHHS ABOX A04ATKOBUX KPUTEPITB
NpUIAHATHOCTI (KpUTepiii 4, kpuTepiii 5)
47. | SANTPAN KOHLeHTpaT A/ TOB YkpaiHa CaHodi-ABeHTiC HimeuunHa BHECEHHS 3MiH 40 peecTpauiiiHix MaTepianis: 3a UA/13061/01/01
(ZALTRAP) pO34rHy AN "CaHodi- Jonunang Mmex 3MiHK | TUMy - 3MiHa B MeTogax BUNpobyBaHHS peuenmom
iHdysiiA, 25 mr/mn ABeHTIC 6e3nocepeHbOl ynakoBku A®I (iHLWi 3mMiHU B
no 4 mn abo 8 mn YkpaiHa" MeTofax BunpobyBaHHS (BK/IlOHAKUM 3aMiHy abo
y hNakoHi [ONOBHEHHS))
48. | SBUNPEKCA® | Tabnetku, o Eni Ninni Higepna | BignosiganbHwii 3a IcnaHis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/7871/02/01
3ngmc ANcnepryroTbes, HepepneHg HAN BUMYCK cepii Benunkobpu | 3miHu | TMny - BBEAEHHSA ab0 3MiHM A0 y3ara/lbHEHUX | peyenmom
no5wr,no7 B.B. roToBOro TaHis AaHnX Npo cuctemy thapmakoHarnsagy (Bkayaroun
Tabnetok y nikapcbKoro KOHTaKTHi gaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-
6nictepi; no 4 3acoby: Ninni C. A, thalina cuctemn hapmakoHarisagy
6nictepu B IcnaHis;
KapTOHHii BiANOBIAA/IbHWI 3a
ynaxoBLi BMPOGHULITBO in-
bulk rotToBoro
nikapcbKoro
3aco0y: KataneHt
O. K. CBiHAOH
3unguc Nimiteq,
BenunkobpuTaHis
49. | SUNPEKCA® | Tabnetku, WWo Eni Ninni Higepna | BignosiganbHwii 3a Icnanis/ BHECEHHS 3MiH 0 peecTpaLiiHux maTepianis: 3a UA/7871/02/02
3nanc AMCrnepryoTbes, Hepepneng HAN BMNyCK cepil Benvkobpy | 3MmiHM | TUNy - BBEAEHHA abo 3MiHM [0 y3arasibHeHUX | peyernmom
no 10 mr, no 7 B.B. roToBOro TaHis JaHux Npo cuctemy chapmakoHarniagy (Bknovarouu
Tabnetok y nikapcbKoro KOHTaKTHi gaHi) Ta/abo 3MiHW y po3MiLLEeHHI MacTep-
6nictepi; no 4 3aco06y: Ninni C. A, harina cuctemn oapmakoHarnsgy
6nictepu B IcnaHis;
KapTOHHii BignoBigabHWIA 3a
ynaxoBLi BMPOGHULITBO in-

bulk rotoBoro
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
nikapcbKoro
3acoby: KataneHt
tO. K. CBiHgOH
3uguc Nivitea,
BennkobpuTaHis
50. | S3UTPOLUVH TabneTku, BKPUTI "FOHiK IHais "FOHiK IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/7280/01/01
060/10HKOI0, N0 dapmacbloT dapmacbloTukan 3MiHM | TMNY - BBEAEHHA 260 3MiHW [0 y3ara/lbHEHUX | peyernmom
125 mr no 6 nkan Na6opaTopis" JaHnx Npo cuctemy hapmakoHariagy (Bkiovaroum
TabneTok y Nab6opatopis (BiggineHHs dipmn KOHTaKTHI flaHi) Ta/abo 3MiHWN Yy pO3MiLLLeHHi MacTep-
6nictepi; no 1 " "Ox. B. Kemikan3 chaiina cuctemun hapmakoHarisagy
6nictepy B (BipAineHHn eHf,
KapTOHHII kopobui | dhipmm "Ox. dapmacbloTuKan3
B. Kemikans nra)
eHp,
dapmacbloT
nkans /ita.")
51. | S3UTPOLUVH TabneTku, BKPUTI "FOHiK IHais "FOHiK IHpis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepianis: 3a UA/7280/01/02
060/10HKOI0, NO dapmacbloT dapmacbloTukan 3MiHW | TUNY - BBEAEHHA ab0 3MiHW [0 y3ara/ibHEHUX | peyernmom
250 mr no 6 mKan Nab6opartopis" AaHnX Npo cuctemy thapmakoHarnsagy (Bkayarun
Tabnetok y Na6opaTtopi3 (BigaineHHs dipmu KOHTaKTHi AaHi) Ta/abo 3MiHW Yy po3MilLeHHi MacTep-
6nictepi; no 1 " "Ix. B. Kemikan3 harina cuctemn oapmakoHarnsgy
6nictepy B (BigaineHHs eHp,
KapTOHHIi kopobui | dhipmm "Ox. PapmacboTuKan3
B. Kemikans nra.")
eH,
dapmacbloT
nkans3 14.")
52. 3UTPOLUVH TabneTkn, BKpUTI "HOHiK IHais "HOHIK IHaisA BHECEHHS 3MiH 10 PEECTpAaL|iiiHMX MaTepianis: 3a UA/7280/01/03
060/10HKOH0, MO dapmacbloT dapmacbloTKan 3MiHu | TMny - BBEAEHHS abo 3MiHM [0 y3arajibHEHUX | peyernmom
500 mr mo 3 nKau Nabopartopis" AaHnX Npo cuctemy thapmakoHarnsagy (Bkayaroun
Tabnetkn y NabopaTtopi3 (BipgineHHs dipmn KOHTaKTHi gaHi) Ta/abo 3MiHM y po3MilLEeHHI MacTep-
6nictepi; no 1 " "Ox. B. Kemikan3 thaiina cuctemun hapmakoHarisagy
6nictepy B (BipaineHHn eHf,
KapTOHHI kopobui | chipmm "Ox. dapmacbloTuKan3
B. Kemikans nrta.")
eHp,
dapmacbloT
nkans /1ta.")
53. | 30KCOH® 2 TabneTky no 2 mr TOB Yecbka TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 10 PEECTpaLiiiH1X MaTepianis: 3a UA/6300/01/02
Ne 10, Ne 30 "3eHTiBa" Pecny6ni Pecnybnika | 3miHu | TUNy - nogaHHA HoBoro ceptudikata RO-CEP | peyenmom
(10x3) y Ka 2011-097-Rev 02 Big BXe 3aTBEPKEHOIO

6nictepax

BMPOOGHMKa
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
54. | 30KCOH® 4 Tabnetky no 4 mr TOB Yecbka TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 0 PEECTpaLiiiHMX MaTepianis: 3a UA/6300/01/03
Ne 30 (10x3) y "3eHTiBa" Pecny6ni Pecny6nika | 3miHu | TNy - nogaHHs HoBoro cepTudikata RO-CEP | peyenmom
6nictepax Ka 2011-097-Rev 02 Big, BXe 3aTBEPIKEHONO
BMPOGHMKa
55. NOKC cnpen gns TeBa I3painb | TeBa Yex IHgacTpi3 YUecbka BHECEHHS 3MiH [0 PeeCcTpauiiiH1X maTepiais: 6e3 UA/9964/01/01
poToBOT dPapmaueBTi c.p.o. Pecny6nika | 3miHM | TUNY - BBeAEHHA ab0 3MiHW [0 y3arasibHEeHUX peyenma
NOPOXHWHM 1o 30 Kan JaHnx npo cuctemy hapmakoHarnsagy (BKoyaoym
M1y hriakoHax 3 IHoacTpi3 KOHTaKTHi gaHi) Ta/abo 3MiHW y po3MiLLEeHHI MacTep-
po3nuaoBayem Ne nra. dhaiina cuctemun chapmakoHarnsgy
1y Kopobuj
56. | IHCYMAH cycneHsisa gns TOB Ykpaina BMPOGHMLTBO 3a HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/9530/01/01
KOMB 25® iH'ekuin, 100 "CaHodi- NOBHUM LMK/IOM: YkpaiHa 3MiHM | TURY - 36iNbLUEHHA TePMiIHY npuagaTHoOCT AdI peyenmom
MO/mn, ana ABEHTIC CaHodi-ABeHTIC (iHCyniHy noanHn)
BMPOGHMKA Ykpaina" [onunang MéX,

CaHodi-ABeHTiC
Joiunang 'méX,
HimeyunHa: Ne 1,
Ne5(no5mny
dhnakoHi; no 1 abo
no 5 cpnakoHiB y
KapTOHHIN
Kopo6u,i); Ne 5
(5x1), Ne 10 (5x2)
(no3mny
KapTpuoxi;
[04aTKoBO Y
KapTpuaK BMiLLEHi
3 MeTanesux
KyNbKW; Mo 5
KapTpUaXie y
6nictepi, no 1 abo
no 2 6nicrepny
KapTOHHIi
Kopob6Lu,); ans
BUpo6HuKa TOB
«®apma faid»,
YkpaiHa: Ne 5 (no
5 Mn 'y chriakoHi;
no 5 donakoHis y
KapTOHHIi
Kopobui); Ne 5
(5x1) (no3mny

HimevyuunHa,;
BMPOGHULTBO 3
nakysaHHs in bulk
hipMuU-BUPOGHMKA
«CaHoi-ABeHTIC
Jonunang Mre X,
HimeuunHa,
BTOPUHHE
naKyBaHHs,
KOHTPO/Ib Ta
Bunyck cepii: TOB
"®apma fland",
YKpaiHa
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Ne
n/n

Ha3ssa
JliKapcbKO20
3aco6by

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2
0 M0CBIOYEHHS

KapTpuoxi;
[04aTKoBO Y
KapTpuaK BMiLLEHI
3 MeTanesux
KYNbKK; No 5
KapTpuaxis y
6nictepi, no 1
6nictepy B
KapTOHHIi
kopob6ui); Ne 5 (o
3 MNy kapTpuaxi,
BMOHTOBaHOMY B
0/}HOpa3oBy
Lnpuu-pydky
ConoCrap® (6e3
rosioK Ans
iH'eKUIn);
[04aTKoBO Y
KapTpuaK BMiLLEHI
3 MeTanesux
KYNbKK; No 5
LUNPULL-PYYOK B
KapTOHHIi
Kopoo6L,)

57.

IHCYMAH
KOMB 25®

cycneHsis ans
iH'ekuii, 100
MO/mn, in bulk Ne
300 (5x60) (no 5
MA 'y donlakoHi; no
5 cpnakoHiB y
KapTOHHIi
Kopob6ui; no 60
KOpPO6OK y
Kopobui); in bulk
Ne 400 (5x80) (no
5 M1y donakoHi;
no 5 donakoHiB y
KapTOHHIi
Kopob6ui; no 80
KOpo6OoK y
Kopob6u,); in bulk
Ne 300 (5x1x60)
(no3mny

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

BMPOGHULITBO
Hepo3dacoBaHol
npoaykuii,
nepBuHHA
yrnakoBka Ta BuUnyck
cepii: CaHodpi-
ABeHTIC [JoiunaHg,
rM6X

HimeyunHa

BHECEHHS 3MiH 10 PEECTpaLiiiHMX MaTepianis:
3MiHu | TUNy - 36iNbLUEHHS TEPMiHY NpuaaTHocTi AdI
(iHCcyniHy noauHn)

UA/11347/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs

KapTpuoxi;
[04aTKoBO Y
KapTpuaK BMiLLEHI
3 MeTanesux
KYNbKK; No 5
KapTpuaxis y
6nictepi, no 1
6nictepy B
KapTOHHIi
Kopob6ui; no 60
KOpPOGOK y
Kopob6ui); in bulk
Ne 200 (5x40) (no
3 My KapTpuaxi,
BMOHTOBaHOMY B
0/jHOpa3oBy
wnpuy-py4ky
ConoCtap® (6e3
rofioK ans
iH'eKwin);
[0[aTKoBO Y
KapTpuaK BMiLLEHI
3 meTanesux
KyNbKW; Mo 5
LUNPUL-PYYOK B
KapTOHHii
Kopob6ui; no 40
KOpPOBOK y
Kopo6ui); in bulk
Ne 240 (5x48) (no
5 mn y chnakoHi;
no 5 donakoHis y
KapTOHHIi
Kopob6ui; no 48
KOpPOGOK y
Kopob6ui); in bulk
Ne 360 (5x72) (no
5 M1y donakoHi;
no 5 cpnakoHiB y
KapTOHHIN
Kopo6ui; no 72
KOpOO6KU y
Kopo6ui); in bulk
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs

Ne 5 (5x1): (no 5
MY donakoHi; no
5 chnakoHiB y
KapTOHHIi
KOpoo6L)

58. IHCYMAH pO34uH ansA TOB YKkpaiHa BMPOOHULITBO HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: - UA/11348/01/01

PANIA® iH'ekuin, 100 "CaHodi- Hepo3dacoBaHol 3MiHu | TURy - 36iNbLUEHHS TEPMiHY NpugaTtHocTi AdI

MO/mn, in bulk: Ne ABEHTIC npoaykuii, (iHCyniHYy noanHW)
300 (5x60): (no 5 YkpaiHa" nepBuHHAa
My th/1akoHi; no ynakoBKka Ta BMUnyck
5 chnakoHiB y cepii: CaHodpi-
KapTOHHIl ABeHTIiC JoliunaHg,
Kopoo6u,i, no 60 M6X
KOpPOOGOK y

Kopob6ui); in bulk:
Ne 400 (5x80): (no
5 Mn 'y chniakoHi;
no 5 gonakoHis y
KapTOHHIl
Kopob6ui; no 80
KOpPOOGOK y
Kopo6ui); in bulk:
Ne 240 (5x48): (no
5 mn y chnakoHi,
no 5 gonakoHis y
KapTOHHIi
Kopoo6L,i; no 48
KOPOBOK y
Kopo6u,i); in bulk:
Ne 300 (5x1x60):
(no3mny
KapTpuaxi; no 5
KapTpuaxis y
6nictepi; no 1
6nictepy B
KapTOHHIl
Kopoo6L,i; no 60
KOpPOOGOK y
Kopob6ui); in bulk:
Ne 200 (5x40): (no
3 MYy KapTpuaxi,
BMOHTOBaHOMY B
0/jHOpa30By
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Ne
n/n

Ha3ssa
JliKapcbKO20
3aco6by

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2
0 M0CBIOYEHHS

Lnpuu-pydky
ConoCtap® (6e3
rosioK ans
iH'ekuii); no 5
LUNPULL-PYYOK Y
KapTOHHIl
Kopob6ui; no 40
KOpPOOGOK y
Kopob6ui); in bulk:
Ne 120 (1x120):
(no10mny
hnakoHi; no 1
h1akoHy y
KapTOHHIl
Kopo6ui, no 120
KOpPOOGOK y
Kopo6ui); in bulk:
Ne 120 (5x24): (no
10 MmN y chnakoHi;
no 5 cpnakoHiB y
KapTOHHIi
Kopoo6L,i; no 24
KOpO6KU y
Kopo6u,i); in bulk:
Ne 360 (5x72): (no
5 Mn 'y chnakoHi;
no 5 cpnakoHiB y
KapTOHHIi
Kopo6Li; no 72
KOpOo6KU y
Kopo6ui); in bulk:
Ne 5 (5x1): (no 5
MY donakoHi; no
5 dhnakoHiB y
KapTOHHIl
Kopobui)

59.

IHCYMAH
PAMIA®

pO34MH AN
iH'ekuin, 100
MO/mn, pns
BMpPOGHMKa
CaHoi-ABeHTiC
Doiunang T'méX,
HimeyunHa: Ne 1,

TOB
"CaHoi-
ABEHTIC
YkpaiHa"

YkpaiHa

BUPOGHULITBO 3a
MOBHWM LMK/IOM:
CaHodi-ABeHTiC
[oiunang MvéX,
HimevyumnHa,
BMPOGHULTBO 3
nakyBaHHs in bulk

HimeuunHa/
YkpaiHa

BHECEHHS 3MiH [0 PeeCcTpauiiiH1X maTepiais:
3MiHu | TUNY - 36iNbLIEHHS TepMiHy npugartHocTi APl
(iHcyniHy noanHn)

3a
peyenmom

UA/9531/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs

Ne5(no5mny
onakoHi; no 1 abo
no 5 cpnakoHiB y
KapTOHHIi
Kopob6u,i), Ne 5
(5x1), Ne 10 (5x2)
(no3mny
KapTpugxax; no 5
KapTpuaxis y
6nictepi, no 1 abo
no 2 6nictepun y
KapTOHHIi
Kopo6ui); Ne 1 (no
10 mn 'y chnakoHi;
no 1 conakoHy y
KapTOHHIN
Kopobui); ans
BMpo6HuKa TOB
"dapma fMaiidp",
Ykpaina: Ne 5 (no
5 Mn 'y chnakoHi;
no 5 cpnakoHis y
KapTOHHIi
Kopo6u,i); Ne 5
(5x1) (no3mny
KapTpuaxi; no 5
KapTpuaxis y
6nictepi, no 1
6nictepy B
KapTOHHIl
Kopob6ui); Ne 5 no
3 MAy KapTpuaxi,
BMOHTOBaHOMY B
0iHOpa3oBy
Lnpuy-pydky
ConoCrtap® (6e3
rosikv gns

iH ekuiii); no 5
LUNPULL-PYHOK B
KapTOHHIN
kopo6ui); Ne 1 (no
10 mn y dpnakoHi;
no 1 chnakoHy y

ipMn-BMPOGHUKA
«CaHoi-ABeHTiC
Jonunang M6 X,
HimeuunHa,
BTOPUHHE
nakyBaHHS,
KOHTPO/Ib Ta
BMMyck cepii: TOB
"®apma fland",
YkpaiHa
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
KapTOHHIi
Kopoo6LL)
60. ITOMEL TabneTku, BKPUTI NMPO.MEA.LL Yecbka BUPOGHMLTBO 3a Yecbka BHECEHHS 3MiH 40 peecTpaviiiHux maTepianis: 3MiHK 3a UA/11446/01/01
NNiBKOBOO C MNpara a.1. | Pecny6ni NOBHUM LMK/IOM: Pecny6nika 3 AkocTi. FoToBWIA Nikapcbkuii 3aci6. CTabiNbHICTb. peyenmom
060/10HKO10, N0 50 Ka MPO.MEA.LIC / 3MiHa y TepMiHax npuaaTHOCTI abo yMmoBax
mr, no 20 Mpara a.T., Yecbka | CnoBaubka 36epiraHHsi rOTOBOrO J1iKapCbKOro 3acoby
Tabnetok y Pecnyb6nika; Pecnybinka (36i/1bLLEHHST TEPMiHY NPMAATHOCTI FOTOBOrO
6nictepi, no 2 abo BMPOGHULITBO, nikapcbKkoro 3acoby) - [151a TOproBoi ynakoBKu
5 6nictepiB y nepBuUHHE i (nigTBEPAXKYETLCA AaHUMU peasibHOro Yacy) (3 3-x
KapTOHHI kKopoo6Li BTOPVIHHE [0 4-X pokiB); 3MiHK 3 AKOCTi. FOTOBWIA NiKapCcbKuii
nakyBaHHs: 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHa po3Mmipy cepii
XBM ®apma c.p.o., (BKk/toYaroun gianasoH po3mipy cepii) roToBoro
CnoBaupbka nikapcbkoro 3acoby (36inbLweHHst go 10 pasis
Pecnyb6nika; NOPIBHSAHO i3 3aTBEPMKEHNM PO3MIPOM); 3MiHM 3
NepBrHHE i AKOCTI. F0TOBWIA flikapCbKkuid 3aci6. 3MiHU y
BTOPVIHHE BMPOGHULTBI. 3amiHa abo BBeAEHHS [,0AaTKOBOT
nakyBaHHS: AinbHULi BUpOBHMLTBA A/15 YacTUHN abo BCbOro
KOO®APMA BMPOGHNYOro NpoLecy roToBOro Mikapcbkoro 3acoby
C.p.o., Yecbka (4inbHMLA ANA NepBUHHOTO NakyBaHHA) (BBEAEHHSA
Pecny6nika Jopatkosoi AinbHUL BUpo6HMuTBa KOOPAPMA

C.p.o., Yecbka Pecny6nika(nepBrHHe i BTOPUHHE
nakyBaHHs) CynyTHA 3MiHa:3MiHU 3 AKOCTi. FoTOBWUiA
nikapcbkuii 3aci6. 3miHn y BUpo6HMLTBI. 3aMiHa abo

BBEJEHHSA A0AaTKOBOT AiNbHULI BUPOGHMLTBA 015
YyacTuHu abo BCbOro BUPOGHMYOro NpoLecy roToBoro

nikapcbKoro 3acoby (AinbHUUSA 47189 BTOPUHHOTO

nakyBaHHs) (BBeAEHHS A04ATKOBOI Ai/IbHUL
BUpo6HULUTBa KOOPAPMA C.p.o., Yecbka
Pecny6nika(nepBuHHE | BTOPMHHE NaKyBaHHS); 3MiHM
3 AKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y

BMPOGHULTBI. 3amiHa abo BBeAEHHS [,0AaTKOBOT

JiNbHYLI BUPOGHMUTBA A8 YacTVHU abo BCbOro
BMPOBGHMYOro NpoLecy roToBOro Jlikapcbkoro 3acoby
(minbHMLA, Ha Sk NpoBOAATLCA ByAb-AKi BUPOOHMYI
cTagii, 3a BUHATKOM BUMYCKY Cepili, KOHTPOJIO SKOCTI,

NepBMHHOIO Ta BTOPUHHOTO NakyBaHHSA, AN
HECTEPW/IbHUX NiKapCbKMX 3ac06iB) (BBEAEHHS
[0[aTKoBOT AinbHULI BUpo6HMLTBa XBEM dapma
c.p.o., Cnosaubka Pecnybnika (BMpo6HNLTBO,
nepBuHHE | BTOPVHHE NakyBaHHsA) CynyTHS
3MiHa:3MiHM 3 SKOCTi. [0TOBWIA NikapcbKuii 3aci6.
3MiHM y BUPO6GHULTBI. 3amiHa abo BBEAEHHS
[04aTKOBOI AiNbHMLI BUPOGHMUTBA /15 YACTUHKU abo
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
BCbOr0 BUPOGHMYOro NPOL,EeCy roToBOro NikapcbKoro
3acoby (AinbHULA 4N NEPBMHHOIO NaKyBaHHS)
CynyTHS 3MiHa:3MiHW 3 SIKOCTi. TOTOBUIA NliKapPCbKUIA
3aci6. 3MiHM y BUpoOHMLTBI. 3amiHa ab0 BBEAEHHSA
[04aTKOBOI AiNbHML BUPOOGHMUTBA 418 YacTUHKU abo
BCbOro BUPOGHMYOro NpoLecy rotoBoro fikapcbkoro
3acoby (4inbHUUA 015 BTOPUHHOIO NakKyBaHHS)
(BBEAEHHS A0AATKOBOT Ai/bHULI BUPO6HMLTBa XBEM
dapma c.p.o., Cnoeaubka Pecny6nika(BMpo6HULTBO,
NnepBUHHE | BTOPMHHE NakyBaHHS); 3MiHN 3 SKOCTI.
[oToBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelMHep/3aKynopoBasibHWiA 3aci6. 3MiHa y
NepBYHHIN YNakoBL,i roTOBOro NikapCbkoro 3acoby
(AKicHWIA Ta KinbKicHWI cknag) - TBepai Nikapcbki
chopmu); 3MiHK 3 AKOCTI. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpOs1b rOTOBOrO NiKapCbKoro 3acoby. 3miHa
napameTpiB cnewumdikauiin Ta/abo gonycTUMNX Mex
rOTOBOTO JiKAPCbKOTO 3aco6y (BHECEHHS 3MiH 10
[OCbE MiCNs OHOB/IEHHA 3arasibHOT CTaTTi Ha roToBY
nikapcbky dhopmy y AdY/EBponeiickkili hapmakonel)
(3miHKM 3a nokasHvkom "MikpobionoriyHa uncrora” -
npvBeAEeHO Y BIANOBIAHICTL A0 BUMOr EP, B 3B'A3Ky 3
TUM, WO 3MIHUANCE YOPMYOBaHHS | cnocobu
BM3HAYEHHS] OCHOBHMX NOKA3HWKIB (3arasibHol
KiNIbKOCTi aepo6HMX MikpoopraHiamiB(TAMC) i
3arasibHoi KinbkocTi rpn6iB(TYMC)
61. 1PILUNMNPO® pO34uH AN "FOHiK IHais "FOHiK IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/3061/01/01
iHdpy3ilA, 2 mr/mn dapmacbioT PapmacboTuKasl 3MiHM | TUNY - BBEAEHHA ab0 3MiHW [0 y3araslbHeHUX | peyernmom
no 100 mny nKau Nabopartopis"” AaHnX Npo cuctemy thapmakoHarnsagy (Bkayaroun
0}HOpPa30BOMY Na6opaTtopi3 (BigaineHHs dipmu KOHTaKTHi faHi) Ta/abo 3MiHW y po3MilLeHHi macTep-
Nn1acTMKoBOMY " "Ox. B. Kemikan3 thalina cuctemun hapmakoHarisagy
onakoHi (BipogineHHs eHp,
hipmu "Ix. PapmacboTuKan3
B. Kemikans nra.")
eHp,
dapmacbioT
nkans /11a.")
62. KANbLUIO KpucTasliyHa maca MpAT YkpaiHa AT "XiMiuHWi Pocilicbka | BHECEHHs1 3MiH 40 peecTpauiiHix maTtepianis: 3MiHn - UA/10275/01/01
Xnopeua abo kpucTanu "papmaueBT 3aBog im. J1.4. Pepnepadis | TMny - AOMiHiCTpaTVBHI 3MiHU. 3MiHa
(cybeTaHuis) y n4yHa cpipma Kaprosa" HaliMeHyBaHHA Ta/abo agpecy Micusi NPOBaMKEHHS
6aHKax "fapHuua" LifANbHOCTI BUPOOHUKA (BKTHOYaoun, 3a

nosiimepHunx abo y

Heob6XiAHOCTI, MicLle NPOBEeAEHHS KOHTPO/IKO SIKOCTI),
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
nakertax abo BnacHvka mactep-goaiina Ha Adl, abo
noniMepHux ans noctadasnibHuka A®l/BuxigHoro
thapmau,eBTUYHOr MaTepiany/peareHTy/NpoOMDKHOIo NPOAYKTY, L0
0 3acTocyBaHHA 3aCTOCOBYIOTLCA Y BUPOOGHULTBI AP (AKLLO
3a3HayeHo y JOCbE Ha Nikapcbkumii 3acib) 3a
Bi,CYTHOCTI cepTucpikata BiAnoBiAHOCTI
€Bponelicbkili hapmakonei y 3aTBepAXeHOMY [OCbE,
ab0 BMPOBHMKA HOBOT AOMOMIXKHOT PEYOBMHU (SIKLLO
3a3Ha4YeHo y A0CbE) (3MiHa HaliMeHyBaHHS
BMpOGHUKa Ajtoyoi pevoBuHM Kanbuio xnopug, 6e3
3MiHM Micus BUpOGHMLTBA)
63. KAMETOH aepo30sb no 30T TOB YkpaiHa | TOB "Mikpodapm" YkpaiHa BHECEHHS 3MiH 10 pEECTpaLiiiH1X MaTepianis: 6e3 UA/0939/01/01
y 6asoHax Ne 1 "Mikpodhapm 3MiHM | TUNY - 3MiHa y NapameTpax cneymqikaiin peyenma
" Ta/abo AONyCTUMUX MEX, BUSHAUYEHUX Y
cneundikauisx Ha A®l, abo BUXiZHMA/NMPOMDKHWIA
NpOAYyKT/peareHT, Wo BUKOPUCTOBYHOTLCS Y NPOLECI
BUPO6HULTBA ADI (iHWIi 3MiHN) - Ang Kamdopu
pauemiyHoT; 3MiHW | TNy - 3MiHa NnapameTpis
cneuudikauii Ta/abo AONyCTUMMX MEX A5
[ONOMDKHOT peqoBuHH (iHLWi 3MiHW) - ANs onii
€BKa/inToBOT; 3MiHK | TMNy - 3MiHa NapamMeTpiB
cneumdikalin Ta/abo gonycTuMmnx Mex ans
[OOMOMDKHOT peqoBMHU (iHLWi 3MiHK) - ANA
i3onponinmipucTary; 3miHu | Tiny - 3amiHa y
napameTpax crneuugikauiii Ta/abo JoNyCTUMUX MEX,
BM3HaYeHUX y crneungikalisx Ha Adl, abo
BUXiAHWA/NPOMDKHWIA NPOAYKT/pearexT, Lo
BMKOPWUCTOBYIOTLCA Y NMpoLeci BUpo6HuuTBa AdI
(iHWi 3MiHW) — Ana XnopbyTaHony remirigpary
64. KAPBIAOMA | | TabneTkn no 25 TeBa I13painb TeBa I3painb BHECEHHS 3MiH [0 PeeCcTpauiiiH1X maTepiais: 3a UA/9969/01/01
NEBOAONA- Mr/250 mr no 10 dapmaueBTi dapmaueBTikan 3MiHu | TUny - BBEAEHHS ab0 3MiHU [0 y3arajlbHEHUX | peyernmom
TEBA Tabnetok y Kan IHgacTpi3 NTa,. JaHunx nNpo cuctemy hapmakoHarnsagy (Bkioyaroum
6nictepi, no 5 abo IHpacTpi3 KOHTaKTHi AaHi) Ta/abo 3MiHW Yy po3MilLeHHi MacTep-
no 10 6nictepiB y nra. chaiina cuctemun chapmakoHarisgy
Kopoo6Li
65. KAPI3OH Kpem 0,5 mr/lrno | Aepmadpapm | Himeuun mi6e MM6X HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/10950/02/01
15r,a6ono 30T, Al Ha ApuHaiimitTesnb 3MiHM | TMNy - nogaHHsa oHosrieHoro CEP R1-CEP peuenmom
a6o no 50 r y Ty6i; 2007-066-Rev 01 ans Agito4oi pevyoBuHM Bifg,
no 1 1y6i B 3aTBEPIKEHOr0 BUPOBHMKA
KapPTOHHI KOpo6Li
66. KATAAOOH | kancynu no 100 TeBa I13painb TOB TeBa MonbLa BHECEHHS 3MiH [0 PEECTpaLiiiHNX MaTepianis: 3a UA/12019/02/01
Mrno 10 kancyny | ®apmauesTi OnepeiwH3 3MiHM | TUnNYy - 3MiHa y MeToflax BUNPOGYyBaHHSA peyenmom
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
6nictepi; no 1, Kan MonaHg rOTOBOrO J1iKapCbKOro 3aco6y 3a NoKasHUKOM
abo no 3, abo no IHoacTpi3 "PO34YMHEHHA"
5 6nictepi y nra.
KapTOHHI kopobui
67. KNATIHON® KOMGIHOBaHM OpraHocuH IHaisa EBepTomxeH Naiic IHais BHECEHHS 3MiH 0 peecTpauitH1X maTepianis: 3MiHn 3a UA/5974/01/01
Habip ans Naidp CaeHcus NlimiTep, | Tuny - AOMIHICTpaTMBHI 3MiHW. BunyyeHHs peyernmom
nepopasnbHOro CaeHcus BMPOGHUYOT AiNbHMLi (BKAOYaoumn ginbHuui ans Adl,
3acTocyBaHHsA Ne Mer. N14. NPOMIXXHOT0 NPOAYKTY abo roTOBOro NiKapcbKoro
42 (6x7): 3aco06y, AiNbHUL 019 NPOBeAEHHS NaKyBaHHS,
(TabneTku, BKpUTI BMPOGHUKA, BiANOBIAANILHOIO 3a BUMYCK Cepiii, Micue
060/10HKOI0, NO NpoBeAEHHA KOHTPOSIIO cepii) abo nocTadasibHuKa
500 mr Ne 2+ BUXiQHOrO Matepiany, peareHTy abo AONOMIXHOT
TabneTkn, BKpUTI PEYOBMHM (SIKLLO 3a3HAYEHO Y AOCHLE) (BUTYHEHHS
060/10HKOI0, NO BMpo6HukiB MN3 - CiHveaunk Jlabopatopis, IHaia Ta
250 mr Ne 2 + MaiinaH /la6opaTtopis Jlimites, IHAis)
kancynu rno 30 mr
Ne 2) y cTpunax
Ne 7 y KapTOHHii
nauui; Ne 42
(6x7): (Tabnetku,
BKPUTI
060/10HKOI0, NO
500 mr Ne 2 +
TabneTtku, BKPUTI
060/10HKOI0, MO0
250 Mr Ne 2 +
kancynv no 30 mr
Ne 2) y 6nicTepax
Ne 7 y KapTOHHil
nauui
68. KNOMIAOrPE | tabneTtku, BKPUTI TeBa I13painb TeBa I3painb BHECEHHS 3MiH 0 peecTpauiiiHix MaTepianis: 3a UA/14007/01/01
N-TEBA NNiBKOBOO dapmaueBTi PapmaueBTikan 3MiHu | TUny - BBEAEHHS ab0 3MiHU [0 y3arajlbHEHUX | peyernmom
0060/10HKOI0, MO 75 Kan IHpacTpi3 NTa,. JaHnx Npo cuctemy hapmakoHarnsgy (Bkaoyarun
Mr no 10 IHoacTpi3 KOHTaKTHI flaHi) Ta/abo 3MiHWN y pO3MiLLLeHHI MacTep-
TabneTok y nra. chaiina cuctemun chapmakoHarnagy
6nictepi; no 3 abo
9 6nicTepiB y
Kopoo6ui
69. KOPBANON® | Tabnetkn Ne NAT YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH 0 PeECTpaLiiiHMX MaTepianis: 6e3 UA/2554/02/01
10x1, Ne 10x3, Ne "Papmak” 3MiHK | TUMy - 3MiHK y NpoLeci BUpo6HMLUTBa peyenma

10x5 y 6nicTtepax

rOTOBOIO JIKAPCLKOrO 3aC06Yy, BKIOYAOUY
MPOMiXHUIA NPOAYKT, L0 3aCTOCOBYETHLCS NpU
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Ne
n/n

Ha3ssa
JliKapcbKO20
3aco6by

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2
0 M0CBIOYEHHS

BMPOBHULITBI TOTOBOTO JliKapCbKOro 3acoby (iHLui
3MiHW); 3MiHuM Il TUNY - 3MiHK BUNpPO6yBaHbL abo
JONyCTUMUX MeX, BCTaHOBNEHUX Y crieuudikalisx,
nifg, yac BUPOGHMLTBA rOTOBOrO NiKAPCLKOro 3acoby
(iHWi 3MiHK)

70.

KOPBANON®

Kancynu m'ski Ne
10 (10x1), Ne 30
(10x3) y
6nictepax

MAT
"Papmak”

YkpaiHa

MAT "dapmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu | TUNy - 3MiHa BUPO6HKMKa
BMXiAHOrO/NMPOMIXXHOIO NPOAYKTy/peareHTy, Lo
BVKOPUCTOBYHOTLCS Y BUPOOGHUYOMY npoLieci AP,
ab60 3MiHa BUPOGHKKa (BK/IOUaKUM, e HEOOXigHO,
MicLie NpoBeAEHHS KOHTPOMO AKOCTI) AP (3a
BiZICYTHOCTI cepTucpikara BiAnoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepAXeHOMY AOCbE)
- BBEleHHA [0 cknaay npenapary BupobHuka Adl
(BHECEHHS 0,0AAaTKOBOT BUPOGHNYOI AiNbHUL); 3MiHK |
Tuny - 3MiHa y napameTpax cneuucikauinn Ta/abo
JONMYyCTUMUX MeX, BU3HaUYeHMX Yy creyudikaLisx Ha
A, ab0 BUXiZHUA/MPOMIXHUIA NPOAYKT/peareHT, Wwo
BMKOPWUCTOBYIOTBLCA Y NMpoLeci BUpo6HuuTBa AdI
(iHWi 3MiHK)

6e3
peyenma

UA/2554/03/01

71.

KYTEH3A

naactvp
HaLuKipHWiA (179
mr/280 cm?) o 1
nnactupy B
nakeTuky y
KOMMNJIEKTi 3 renem
no50rBTybiy
KapTOHHI kopobui

AcTennac
Papma

Opon B.B.

Higepna
HAW

MnacTtup
HaLLKIpHWIA:
B1po6HWK roToBOI
nikapcbKoi doopmu
(sci cTagii
BUPOGHULTBA in
bulk, koHTpOsb
AKOCTI):

NTC NoxmaHH
Tepanie — Cictem
Al', HimeuyuuHa;
[ens:
Buvpo6HWK roToBoi
nikapcbKoi oopmun
(sci cTagii
BMPOGHULTBA in
bulk, 3anoBHeHHs
Ty6u, KOHTPO/b
AKOCTI):
KoHTpakT
dapmacbloTikans
N1a. KaHaja,

HimeuunHa/
KaHap,

BHECEHHS 3MiH 0 peecTpauiiHNX maTepianis: 3MiHn
Il TMny - Jlikapcbki 3ac06U. 3MiHK, LLLO NOB’sI3aHi 3i
3HAYHVMMU 3MiHAMU Yy KOPOTKili XapakTepucTumui
nikapcbKoro 3acoby, IHCTPYKLUIi 4719 MegUYHOro
3aCTOCYBaHHA 3rigHO 3 HOBMMU AAHUMM 3 AKOCTI,
OOKNIHIYHUMMA, KNIHIYHAMW AaHUMKW Ta AaHUMK
thapmakoHarnsagy (0o iHCTpYKLii y po3ginu:
"®apmakoTepanesTUyHa rpyna" (YTOYHEHHS Ha3BMu),
"dapmakosioriyHi BiactuocTi”, "Oco6nBOCTi
3acTocyBaHHA", "3acTOCyBaHHS B Nepiog, BariTHOCTI
Ta abo rogyBaHHs rpyaar”, "3aaTHiCTb BNMBaTu Ha
LUBMAKICTb peakLii Npy kepyBaHHi aBTOTPaHCNOPTOM
a6o po6OoTi 3 iHWKMMK MexaHi3amamm", "Cnocio
3acTocyBaHHA Ta fo3un”, "Mob6ivHi peakwii”, "4iTn")
(TepMmiH BBEAEHHS 3MiH NPOTAroM 3-x MicsuiB nicns
3aTBeppKeHHs); 3MiHu Il Tuny - Jlikapcbki 3aco6u.
3MiHa(M) Ao TepaneBTUYHMX NoKa3aHb (4oAaBaHHs
HOBOr0 TepaneBTUYHOIO NokasaHHsA abo 3MiHU
3aTBEPKEHOr0 NokasaHHsA) (40 IHCTPYKLIT Y po3ain:
"Moka3aHHA") (TepMiH BBeAeHHS NpoTArom 3-X
MicALiB Nicna 3aTBEPKEHHS)

3a
peuenmom

UA/13259/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
KaHapga;
[MpoBeaeHHA
KOHTPOSHO SKOCTI:
IHHOhapM [HK.,
KaHaga,;
Mnactup
HaLUKipHWIA B NakeTi
B KOMINEKTI 3
renemno 50ry
TyGi:
MakyBasIbHUK
(BTOpPUHHA
ynakoBka),
BUMYCKaOUniA
KOHTPO/b!
LxiMi MpeH3ax
MpogakwHe Mm6X,
HimeyunHa
72. | NAKTOKCUN | po3uuH gna TOB "tOpis- YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasnis: 3MiHU 3a UA/11814/01/01
® iHchy3iii no 200 mn Papm” 0o6MmexXeHo I Tuny - AOMIHICTpaTMBHI 3MiHU. 3MiHa peyenmom
a6o 400 mny Bi4MNOBIAa/IbHICTIO HaiMeHyBaHHS Ta/abo agpecu Micusa NpoBamXeHHS
nnawyi; no 1 "lOpia-Papm" [isNbHOCTI BUPOBHMKa/imnopTepa rotoBoro
NNAWLi B nayi 3 nikapcbKoro 3acoby, BKIYaKYN AiNIbHNL BUMYCKY
KapTOHy cepii abo micLe NpoBeAEHHS KOHTPOJIHO SKOCTI.
(gisnbHICTb, 3a AKy BignoBigae BUPO6GHUK/imnopTep,
BK/1H0HA0UM BUMYCK Cepiil) (3MiHa Ha3BK Ta agpecu
BUPOGHUKa, 6€e3 3MiHM MicLA BUPOBHMLTBA, 3MiHa
IOPUANYHOT afpecn Ha hakTuyHe agpecy
(MpuBeAEHHS Y BigNOBIAHICTL 40 AOKYMEHTIB
BUPOGHUKA)
73. | NEBOKCA TabneTku, BKPUTI AkTasic rpyn | lcnaHgis Axtasic 1T ManbTa BHECEHHS 3MiH 0 peecTpauiiiHix MaTepianis: 3a UA/11952/01/01
NNiBKOBOO AT 3MiHK | TUNY - 3MiHa Y MeTofax BUNpo6yBaHHA AdI peyenmom
0060/10HKO10, N0 abo BuxigHoro matepiany/npomMixxHoro
250 mr Ne 10 NpOAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLECI
(5x2) y 6nictepax BUpPOGHMLUTBa AP (iHLWI 3MiHM Y MeTodax
BUNPOBYBaHHA (BKNHOYaouy 3aMiHy abo
[0MoBHEHHS) A®I abo BMXiAHOrO/NPOMIXKHOIO
NPOAYKTY)
74. | NEBOKCA TabneTku, BKpUTI AkTaBic rpyn | lcnaHgis AxTasic 1T ManbTa BHECEHHS 3MiH 0 PeECTpaLiiiHMX MaTepianis: 3a UA/11952/01/02
NNiBKOBOO AT 3MiHK | TMNY - 3MiHa y MeTofax BUNpo6yBaHHS AdI peyenmom
060/10HKOI0, N0 abo BuxigHoro matepiany/npomMixHOro
500 mr Ne 10 NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLECI
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
(5x2) y 6nictepax BMpo6HMUTBa AP (iHWIi 3MiHM y MeTodax
BMNpOGYBaHHSA (BK/1IOYAKUM 3aMiHy abo
[0noBHEHHA) A®I abo BUXIAHOTro/NMPOMKHOTO
_ NpoAyKTY)
75. | NIAOKAIH- PO34uH Aans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 PeeCcTpauiiiH1X maTepiais: 3a UA/4935/01/01
AAPHNLUA iH'exuini, 20 mr/mn "GapmaueBT "®apmaLieBTnyHa 3MiHK | TUNy - 3MiHa YNOBHOBaXEHOT 0Cco6M, peyernmom
no 2 mMn B n4yHa cpipma chipma "dapHuuyga” BiAMNOBIAa/IbHOT 3a 34iiCHEHHS (hapMakoHaragy
amnynax Ne 10 "OapHuua”
(5%2) y KOHTYpHUX
YapyHKOBUX
yrnakoBkax B nayui
76. | MIBNHONPWAN | TabneTkn no 5 mr patiodapm Himeuun BMPOBGHULITBO HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/1572/01/01
-TEBA no 10 Tabnertok y r6X Ha Hepo3dracoBaHol 3MiHM | TUNY - BBEAEHHSA ab0 3MiHM A0 y3ara/lbHEHUX | peyenmom
6nictepi; no 3 abo NPOAYKL,ii, A03BIN AaHnX Npo cuctemy thapmakoHarnsagy (Bkayarun
6 6nictepiB y Ha BUMYCK cepii: KOHTaKTHi gaHi) Ta/abo 3MiHW y po3MilLeHHI MacTep-
Kopo6ui Mepkie 'm6X, thalina cuctemun hapmakoHarisagy
HimeuunHa;
nepBuHHA Ta
BTOPVHHA
yrnakoBka,
KOHTPO/1b SIKOCTI:
Mepkne M'v6X,
HimeyunHa
77. | MIBUHONPWUAN | TabneTkn no 20 patiochapm Himeuun BMPOGHULITBO HimeuunHa BHECEHHS 3MiH 0 peecTpauiiiHiX MaTepianis: 3a UA/1572/01/02
-TEBA mr no 10 6X Ha Hepo3dacoBaHol 3MiHM | TUNY - BBEAEHHA ab0 3MiHW [0 y3araslbHeHUX | peyernmom
Tabnetoky npoaykuii, 03BN JaHuX Npo cuctemy chapmakoHariagy (Bknovarouu
6nictepi; no 3 abo Ha BMnNycK cepil: KOHTaKTHi faHi) Ta/abo 3MiHW y po3MilLeHHi macTep-
6 6nictepis y Mepkne M'm6X, chaiina cuctemn chapmakoHariagy
Kopo6ui HimeuunHa;
nepBuHHA Ta
BTOPUHHA
ynakoBka,
KOHTPO/b AKOCTI:
Mepkne M'v6X,
HimeyunHa
78. | MIBNHONPWUAN | TabneTkn no 10 patioapm Himeuun BMPOOHULITBO HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/1572/01/03
-TEBA mr no 10 r6X Ha Hepo3dacoBaHol 3MiHu | TUny - BBEAEHHS ab0 3MiHU [0 y3arajlbHEHUX | peyernmom
Tabnetok y npoaykuii, [o3BiN JaHnx Npo cuctemy hapmakoHariagy (Bkiovaroum
6nictepi; no 3 aéo Ha BUMYCK cepii: KOHTaKTHI flaHi) Ta/abo 3MiHWN y pO3MiLLLeHHI MacTep-
6 6nictepiB y Mepkne 'm6X, thaiina cuctemun hapmakoHarisgy
Kopoo6L,i HimeuunHa,;

NepBMHHA Ta
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
BTOPUHHA
ynakoBka,
KOHTPO/b AKOCTI:
Mepkne N'm6X,
HimeyunHa
79. | NOFECT® TabneTku, BKPUTI Baiiep Himeuun Jenbcapm Ninnb PpaHuisa BHECEHHS 3MiH 10 peecTpauiinHmx matepianis: 3MiHM 3a UA/4859/01/01
060/10HKOM0, MO 21 ®apma Al Ha C.A.C. | TMny - AOMiHiCTpaTVBHI 3MiHK. 3MiHa peyernmom
Tabnetuiy HaliMeHyBaHHA Ta/abo azpecy Micus NPOBaKEHHS
6nictepi 3 [ifANbHOCTI BUPO6GHUKa/imnopTepa rotoBoro
KaneHaapHo NiKapCbKOro 3acoby, BKIOYaUM AiNbHULi BUMYCKY
LKanot; no 1 cepii abo micLe NpoBeAEeHHS KOHTPOJHO AKOCTI.
6nicTepy y nauuji (misanbHICTB, 3a AKy Bignosigae BUPOGHUK/iMNopTep,
BK/TOUAKUM BUMNYCK Cepiii) (NpuBeAeHHs
MicLLe3HaxoMKeHHs BUPOOHUKa M13 y BiANOBIAHICTb
[0 BMCHOBKY 040 NiATBEpAXEHHS BiANOBIOHOCTI
BMpo6HuLTBa 13 BUMoram GMP (Lepxnikcnyxba
YkpaiHu), 6e3 3MiHu1 Micua BUpoOHULTBA); 3MiHN |
TUny - 3MiHM Woao 6e3nekn/edyekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) (3amiHa rpadpiyHoro
306paeHHs YNakoBK/ Ha TEKCT MapKyBaHHA A1
NepBUHHOI Ta BTOPUHHOT YNaKOBKM Y 3B'A3KY 3
npuBeAeHHAM Y BifnosigHicTb fo Hakasy MO3
YkpaiHn Ne 426 Big, 26.08.05 (y pepakuii Hakasy
MO3 Ykpainm Ne460 Big 23.07.2015 p.)
80. MAAJIOKC® cycrneHsis TOB YkpaiHa Eii. HattepmaHrH HimeuunHa/ BHECEHHS 3MiH 0 peecTpaLiiHux maTepianis: 6es UA/10145/01/01
MIHI opanbHa, no 4,3 "CaHodi- eHp Caiii FTmM6X, ITania 3MiHM | TUNY - 3MiHa y cknagi (40NOMIKHUX peyernma
M (6 1) y cawe Ne ABeHTIC HimeyunHa; peyoBMHax) roToBOro Nikapcbkoro 3acoby (iHLi
20 B kOpO6Ui YkpaiHa" CaHodpi-ABeHTIC 3MiHK); 3MiHK | TUNY - 3MiHa NnapameTpis
C.n.A,, ltanisa

cneuncpikauii Ta/abo gonyctummnx Mex asis
[OMOMIKHOT PEHOBMHU (BUNYYEHHS i3 cneymndikaw,ii
He3Ha4HOro NnokasHuka (Hanpvknag, BUIy4YeHHs
3acTapisioro NokasHUKa)) - BUy4YeHHS BUSHAYEHHS
MULLSIKY i3 cneumdikadii oONOMKHOT pe4oBUHN —
«JJob6aBka HaTypasibHa apomMaTnyHa «/IMMOH —
Naim»»; 3MiHM | TNy - 3MiHa napameTpis
cneuudikauii Ta/abo AONyCTUMMX MEX A5
[0MOMIKHOT PeYOBMHU (iHLWI 3MiHN) — BUNYYEHHS 3i
crneyudpikayii 4ONOMIKHOT peyoBUHN — «JlobaBka
HaTypasibHa apoMaThyHa «/IMMOH — flalim»» -
Mikpo6ionoriyHnx nokasHukis E.Coli Ta Salmonella;
3MiHM | TMNy - 3MiHa napameTpis cnewudikaLii
Ta/abo AoNYyCTMMUX MEX rOTOBOr0 NiKapCbKOro
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs

3acoby (iHwWi 3mMiHW) - BUNy4YeHHs i3 cneumdikadii
HWKHBOT rpaHnL AN BMICTY NEPOKCUAY BOAHIO;
3MiHM | TMNy - 3MiHa napameTpis cnevudikaLii
Ta/abo JOonyCTUMUX MEX roTOBOro NiKapcbKoro
3aco0y (iHWi 3mMiHW) - NpUBEAEHHS NOKa3HNKa
«MikpobionoriyHa uncrtota» o sumor EP; 3miHu |
MMy - 3MiHa y MeTogax BUnpobyBaHHS roTOBOro
nikapcbKoro 3acoby (HesHauHa 3miHa y
3aTBEPKEHNX MeTofax BUNpo6yBaHHA) — HE3HAYHI
3MiHU Ta KOPEKLs KilbKiCHOro MeToAy BUNpobyBaHHS
AnoMiHilo okeugy Ta MarHito rigpokeugy; 3MiHm |
TUMY - 3MiHa Y NEPBUHHII YNakoBL,i r0TOBOro
nikapcbkoro 3acoby (Tvn KoHTeWHepa) - TBepAi, M'AKi
Ta HecTepusbHi pigki Nikapcbki hopMu - foAaBaHHSA
aNbTepHATUBHOI NEPBMHHOI YNAKOBKW; 3MiHW | Tuny -
3MiHa napameTpiB cneundikauin Ta/abo gonycTUMmNX
MeX MepBVHHOT YNaKOBKMN rOTOBOrO NiKapCbKoro
3ac006y (BUlyYEHHS HE3HAYHOIO MOKa3HMKa
(Hanpuknag, BUyYEHHS 3acTapifnoro nokasHuka)) -
BW/IyYEHHS MOKa3HKKa «3arasibHa TOBLUUHA 3i
cneumdikayii nepBUHHOT YNakoBKy roTOBOro
nikapcbKoro 3acoby; 3MiHun | Tuny - 3MiHa po3mipy
cepii (BkNoYauM fianasoH po3mipy cepii) rotoBoro
nikapcbkoro 3acoby (36inbLeHHst go 10 pasis
NOPIBHAHO i3 3aTBEPKEHNM PO3MIPOM) -
36iMbLIEHHS po3Mipy cepil (4oAaHHsA
aNbTepHaTMBHOIO Po3Mipy cepif); 3MiHu | Tuny -
3MiHW Y npoLeci BUpOOHULTBA TOTOBOTO NliKapCbKoro
3aco0y, BKIHOYaouy NPOMIXHWUIA NPOAYKT, L0
3aCTOCOBYETLCA NPY BUPOOGHULTBI TOTOBOIO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOGHULITBA BOAHOT CycneHsii Ansi nepopanbHOro
3aCTOCYBaHHS) — BHECEHHS HE3HAYHUX 3MiH Y
npouec BUPOBHMLTBA JTiKapCbKOro 3acoby; 3miHu |
TUMy - 3MiHM BUNPo6yBaHb abo AONyCTUMUX MEX,
BCTAHOB/IEHUX Y crieundiikaLisx, nig yac
BMPOGHMLTBA rOTOBOTO MiKapCbKoro 3acoby
(3BY)XXEHHA AONYCTUMUX MEX) — 3BY)XEHHSA
OONyCTUMKX MeX y npoLeci BUpo6HuuTBa
nikapcbKoro 3acoby; 3amiHu | Tuny - 3miHu
BMNPOGYyBaHb ab0o AONYCTUMMNX MEX, BCTAHOB/IEHWX Y
cneumdikayisix, nig yac BMPO6HULITBA FOTOBOIO
nikapcbKoro 3acoby (fofaBaHHA HOBOro MeToay
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
BMNPOGYBaHHA Ta AONYCTUMUX MEX) - AOAAHHS
HOBOTrO MeToZy BMNPOBYBaHHA Ta AONYCTUMUX MEX Y
npoueci BUPOBHMLTBA NiKapCbKOro 3aco6y; 3MiHu |
TUNy - 3MiHWM BUNpo6yBaHb abo AONYCTUMUX MEX,
BCTAHOB/IEHUX Y crieundiikalisx, nig yac
BMPOGHMULTBA rOTOBOTO NikapCbKoro 3acoby
(BUNy4YeHHS HECYTTEBOrO BMNPOGYBaHHSA B NPOLLECI
BUPOOGHNLTBA) — BUTYYEHHST HECYTTEBOIO
BMNPOGYBaHHA Y NpoLieci BUPO6HULITBA NiKapPCbKOro
3aco6y; 3miHu | TMny - 3MiHK BUNpobyBaHb abo
JONyCTUMUX MeX, BCTaHOBNEHUX Y crieuudikaisx,
nig, yac BUPOGHMLTBA rOTOBOIO NiKAPCLKOro 3acoby
(iHWi 3MiHM) — 3MiHa BMNPOBYBaHHA Noka3Huka Assay
of H202 y cneyudpikauii nig yac BupobHULTBA
rOTOBOrO JIIKAPCbKOro 3acoby
81. MATHINEK pO34MH AN "HOHIK IHais "HOHIK IHais BHECEHHS 3MiH 40 peecTpauiiiHix MaTepianis: 3a UA/9476/01/01
iH'ekuin, 469 dapmacbloT PapmacboTuKasl 3MiHY | TUNY - BBEAEHHA abo 3MiHW [10 y3araslbHeHUX | peuyernmom
Mr/mn no 10 mn nKas Nab6opartopisz"” JaHux Npo cuctemy hapmakoHarnsagy (Bkaoyarun
a6o 20 mny Na6opaTtopi3 (BigaineHHs cipmu KOHTaKTHi AaHi) Ta/abo 3MiHW Yy po3MilLeHHI MacTep-
dhnakoHi; no 1 " "Ix. B. Kemikan3 dhaiina cuctemun chapmakoHariagy
hr1akoHy B (BigaineHHs eHp,
KOpOoO6L,i 3 KapToHy | dhipmu "[X. PapmacbloTmKan3
B. Kemikans nra.")
eHg,
dapmacbloT
nkans fita.")
82. MEJTOKCUKA | po3uuH gns TOB YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 10 PEECTpAaL|iiiHMX MaTepianis: 3a UA/12604/01/01
M-3EHTIBA iH'ekuin, 15 mr/1,5 "CaHodi- Pecny6nika 3MiHu |l TNy — nogaHHsa oHosneHoro DMF ans peyenmom
mnno 1,5mnB ABEHTIC [jir0Y0T PeYOBMHN MENOKCKKaMm Bif, 4io4oro
amnynax Ne 5, Ne Ykpaina" BNpoGHUKa Cadila Healthcare Limited, IHgis
10
83. MEJIOKCUKA | Tabnetku no 15 TOB YkpaiHa BMPOGHULITBO Yecbka BHECEHHS 3MiH 0 peecTpauiiiHiX MaTepianis: 3a UA/12604/02/02
M-3EHTIBA mr Ne 10 (10x1), "CaHodi- Tabnetok in-bulk: Pecny6nika | 3MmiHu | TUNY - NoAaHHA OHOBIEHOTO cepTUAiKaTy Big | peyenmom
Ne 20 (10x2) y ABeHTIC TOB "3eHTiBa", [ Ingis/ BXe 3aTBepKEHOro BUPOOHMKaA
6nictepax YKpaiHa" Yecbka CnoBaupka
Pecny6nika; Pecny6nika
FOHixem
Na6opartopis /114,
IHAjSA; NnepBuHHe Ta
BTOPUHHE
nakyBaHHS,

KOHTPOJIb Ta
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
BMnNyck cepiii: TOB
"3eHTiBa", Yecbka
Pecny6nika; AT
"CaHeka
dapmacbloTikans",
Cnosaupbka
Pecny6nika
84. | METAMIH® Tabnetkn TOB Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHix MaTepianis: 3a UA/11506/01/01
SR NpoJIOHroBaHoT Aji "KYCYM PAPM" 3MiHU | TUNY - BUTYYEHHS BUPOBHNYOT Ai/TbHULL peyernmom
no 500 mr no 7 DAPM" (BKNtoyvaroum AinbHULUI on1a A®l, NpomixXHOro
TabneTok y NpoAyKTy abo roToBOro Nikapcbkoro 3acoby,
6nictepi, no 4 OiNbHULI ANA NpoBeAEeHHS NakyBaHHA, BUPOOHNKA,
6nictepun B Bi4MNOBIZa/IbLHOrO 3a BUMYCK Cepiid, Micue
KapTOHHIN npoBeAEeHHS KOHTPOO cepii) abo nocTavyasibHUKa
ynakosui; no 15 BMXiAHOrO MaTepiany, peareHTy abo AONOMKHOT
Tabnetok y PEYOBUHM (SIKLLLO 3a3HAYEHO Y AOCHE)) - BUNYYEHHS
6nictepi, no 2 aéo BUPO6HNKa A®PI MeTdopMiHy rigpoxnopuay - USV
6 6nictepiB y Limited, India
KapTOHHIl
yrnakoBLi
85. METOTPEKC | po3uvH gnis EBEBE ABCTpIs MOBHUIA LMK/ ABcTpis/ BHECEHHS 3MiH 10 peecTpauiiiH1X maTepianis: 3a UA/0513/02/01
AT "EBEBE" iH'ekuid, 10 mr/mn dapma BMPOGHMLTBA: HimeyunHa 3MiHM | TMNY - 3MiHa y MeTogax BUNpoGyBaHHS peyenmom
no 1 mn (10 wmr), lec.m.6.X. EBEBE ®apma roTOBOTO JIiKAPCbKOr0O 3aco6y 3a NoKasHUKamu
no 5 mn (50 mr) y Hdor.KI lec.m.6.X. Hdor. KT, «lpeHTndikauis» Ta «KisibkicHe BU3HaYeHHs»

dhnakoHi; no 1
dhniakoHy B
KapTOHHIl
Kopobui; no 1 mn
(10 mr) B amnyni;
no 10 amnyny
KapTOHHii
Kopobui; no 5 mn
(50 wr) B amnyni;
no 5 amnyny
KapTOHHIl
Kopob6ui; no 0,75
mn (7,5 mr), no 1
mn (10 mr), no 1,5
M (15 mr), no 2
M (20 mr) y
nonepeaHL0
3anoBHEHOMY

ABCTpIS;
TecTyBaHHA: MIJ1
Mikpobionoriilec

Mptochnabop Mm6X,
ABCTpIS;
TecTyBaHHs: Jlabop
N+CATl, HimeuyunHa
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
wnpuyi; no 1 aéo
no 5 nonepeaHLo
3aMoBHEHNX
Lwnpuuis y
KPaTOHHI KOpooLi
pasom 3i
CTEPUSIBHO
iHE'KLiiHOO
roJIKOK Ta
cepseTkamu
86. METPOTI/1® pO34uH AN "FOHiK IHais "FOHiK IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/2871/05/01
iHdoy3ilA, 5 mr/mn dapmacbioT PapmacboTuKasl 3MiHY | TUNY - BBEAEHHA ab0 3MiHW [0 y3araslbHeHUX | peyernmom
no 100 mny nKau Nabopartopis"” AaHnX Npo cuctemy thapmakoHarnsagy (Bkayaroun
thnakoHax; no 1 Na6opaTtopi3 (BigaineHHs dipmu KOHTaKTHi faHi) Ta/abo 3MiHW y po3MilLeHHi macTep-
dhnakony, " "Ox. B. Kemikan3 thalina cuctemun hapmakoHarisagy
ynakoBaHOMy B (BipogineHHs eHp,
LenogaHoBuin hipmu "Ix. dapmacboTuKan3
naker, y kopobui 3 | B. Kemikana nra.")
KapToHy eHf,
dapmacbioT
nkans /11a.")
87. MIKOJTAK Nak gns Hirtie AnBoreH Miokcem6 | Maynb B. BeliBepc | HimeuyunHa BHECEHHS 3MiH [0 peecTpauiiiH1X maTepiasis: 6e3 UA/13688/01/01
nikyBasbHuit, 5 % IMKo C.ap.n ypr veX 3MiHu | Tuny - 3MiHK B Npoueci BUpo6HnuTBa AdI peyenma
pPO34uH, Mo 2,5 mn (He3HayHa 3MiHa y 3aKpuTiii YacTuHi MacTep-taina
abo5mny Ha A®I) - BBEIEHHA 1,04aTKOBOIO BUPOOHMKA A5
dhnakoHi; no 1 NPOMDKHOI0 NPOAYKTY
h1aKoHy pasom 3
10 nonatoykamu,
30 TamnoHamu
AN OUMLLEHHSA Ta
30 nunoykamu
ONA HIrTIB y nayui
3 KapTOHY
88. MOJENNb TabneTku, BKPUTI TeBa I13painb BMPOGHULITBO HimeuunHa/ BHECEHHS 3MiH 0 peecTpaLiiHux maTepianis: 3a UA/13449/01/01
AHTUN NNiBKOBOO dapmaueBTi Hepo3dacoBaHol XopsarTis 3MiHM | TUNYy - BBEAEHHA ab0 3MiHM [0 y3ara/lbHEHUX | peyenmom
060/10HKO0, Ne 21 Kan NOAYKLiT, NepBUHHA JaHux Npo cuctemy chapmakoHarniagy (Bknovarouu
y 6nictepi; no 1, IHoacTpi3 Ta BTOPUHHA KOHTaKTHi gaHi) Ta/abo 3MiHW y po3MiLLEeHHI MacTep-
a6o no 3, abo no nra. ynakoBka, harina cuctemn oapmakoHarnsgy

6 6nictepiB y
Kopo6ui

KOHTPO/b cepii:
Xaynt ®apma
MtoHcTep T'mM6X,
HimeuunHa; 0o3Bin
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
Ha BUMYCK cepii:
MNIBA Xpsatcka
[.0.0., XopBsarTis
89. MOJENNb TabneTku, BKPUTI TeBa I13painb BMPOBGHULITBO HimeyunHa/ BHECEHHS 3MiH 0 peecTpaLiiHux maTepianis: 3a UA/13449/01/01
AHTU NNiBKOBOO dapmaueBTi Hepo3dacoBaHol Xopsaris 3MiHM | TUNY - BUTYYEHHS1 BUPOOHWNYOT AiSbHULi AN peyenmom
060/10HKO10, No 21 Kan NOAYKLiT, NEPBUHHA A®I xnopmagnHoHy auetaty FARMABIOS S.p.A,
Tabnetyiy IHoacTpi3 Ta BTOPUHHA Italy
6nicTepi; no 1, nra. ynakoBka,
abo no 3, abo no KOHTPO/b cepii:
6 6nictepiB y XaynT ®apma
Kopoo6L,i MtioHcTep T'm6X,
HimeuunHa; no3Bin
Ha BUMYCK cepii:
M/IBA Xpsatcka
[.0.0., XopBaris
90. MOJAENNb TabneTku, BKpUTI TeBa I13painb BMPOGHULITBO CyntaHaTt BHECEHHS 3MiH 40 peecTpauiiiHix MaTepianis: 3a UA/13889/01/01
nPo NNiBKOBOIO PapmaueBTi Hepo3acoBaHol Owman/ 3MiHu | TUNy - BBEAEHHA ab0 3MiHW [0 y3arasibHeHUX | peyernmom
060/10HKO10, Ne 21 Kan noAyKuii, nepBMHHa Xopsaria JaHux Npo cuctemy hapmakoHarnsagy (Bkaoyarun
(21x1), Ne 63 IHaacTpi3 Ta BTOPUHHa KOHTaKTHI faHi) Ta/abo 3MiHWN y pO3MiLLeHHi MacTep-
(21x3) Ta Ne 126 nrp. yrnakoBka, thaiina cuctemmn chapmakoHarnsgy
(21x6) y KOHTPO/b Ccepii:
6nictepax B OwmaH
KOpoo6Li dapmacbloTukan
Mpopaktc KomnaHi
TOB, CyntaHar
OmaH; 403BiN Ha
BUNYCK cepil:
MNIBA XpBaTcka
A.0.0, XopBarisi
91. MOJAEN/Nb TabneTkn, BKpUTI TOB "TeBa YkpaiHa BUPOGHULTBO HimeuunHa/ BHECEHHS 3MiH 10 pPeecTpauiiiH1X maTepianis: 3a UA/14091/01/01
NbOP 060/10HKO10, Ne 21 YkpaiHa" Hepo3dacoBaHol Xops.aria 3MiHK | TMNY - 3MiHA YNOBHOBaXKEHOI 0co6M, peyenmom
y 6nictepi; no 1 NpoAyKLi, BiAMNOBIAa/IbHOT 3a 34iiCHEHHS dapMakoHaragy
6nicTepy B kopbL,i nepBrHHa Ta
BTOPVHHA
yrnakoBka,

KOHTPO/b SKOCTI:
Xaynt ®apma
MtoHcTep T'm6X,
HimeuunHa; nosBin
Ha BUMYCK cepii:
MIBA XpBaTcka
[.0.0., XopBsarTis
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
92. MOJENNb TabneTku, BKpUTI TOB "TeBa YkpaiHa BMPOGHULITBO HimeuunHa/ BHECEHHS 3MiH 0 PEECTpaLiiiHMX MaTepianis: 3a UA/13890/01/01
TIH NNiBKOBOO YkpaiHa" Hepo3dacoBaHol Xopsaria 3MiHK | TMNY - 3MiHA YNOBHOBaXKEHOI 0cobu, peyernmom
060/10HKO0, Ne 28 npoayKuit, BiANOBIAANLHOI 3a 34iliCHEHHS dhapmakoHarnagy
(24+4) x1) y nepBuHHa Ta
6nictepax; no 1 BTOPVHHA
6nictepy pasom 3 ynakoBka,
KaneHgapem ans KOHTPO/b Cepil:
3aCTOCYyBaHHA Y Xaynt ®apma
Kopo6Li MtoHcTep MT'v6X,
HimeuunHa; gossin
Ha BUNyCK cepil:
M/1IBA XpBaTcka
[.0.0, Xopsaris
93. MOJENNb TabneTku, BKPUTI TeBa I13painb BMPOOHULITBO CyntaHat BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/14092/01/01
TPEHA NNiBKOBOO dapmaueBTi Hepo3dacoBaHol OwmaH/ 3MiHu | TUny - BBEAEHHS ab0 3MiHU [0 y3arajibHEHUX | peyernmom
060/10HKO0, Ne 28 Kau npoayKuii, Xopsaris JaHnx Npo cuctemy hapmakoHariagy (Bkiovaroum
(24+4)x1) y IHoacTpi3 nepBuHHa Ta KOHTaKTHi AaHi) Ta/abo 3MiHW Yy po3MilLeHHi MacTep-
6nictepi; no 1 nra. BTOPUHHA thaiina cuctemun hapmakoHarisgy
6nictepy B ynakoBka,
KopooLi KOHTPO/b Cepil:
OwmaH
dapmacbloTuKasl
Mpopaktc KomnaHi
TOB, CyntaHar
OmaH; f03BiN Ha
BUMYyCK cepil:
MNIBA XpBaTcka
[.0.0., XopBsarTis
94. MOTUIIYM® | TabneTku, BKpUTI MakHin Benuka AHccen-Cinar dpaHuisa BHECEHHS 3MiH 10 peecTpauiiiH1X maTepianis: 6e3 UA/10190/01/01
N/1iBKOBOIO Mpogakrc BputaHis 3MiHW | TUNY - BeieHHA y3araslbHeHNX AaHnx npo peyenma
060/10HKOM0, N0 10 Nimitepq, cuctemMy hapmakoHarnsay; 3MiHa ynoBHOBaXKeHOT

mr no 10
TabneTok y
6nictepi; no 1 aéo
3 6nictepu B
KapTOHHIl
ynakosui; no 30
TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHIi
ynakosLui

oco6u, BiANOBigaNbHOI 3a 34iNCHEHHSA
thapmakoHarnsay, BKIo4vaoun KOHTaKTHI AaHi
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
95. MOTUNIYM® | TabneTku, Lo MakHin Benuka BMPOGHULITBO Benwvka BHECEHHS 3MiH 0 PEECTpaLiiiHMX MaTepianis: 6e3 UA/0221/01/01
NIHFBANNIbHWU | ancneprytoTbca B Mpopaktc BpuTaHis Hepo3dacoBaHol BputaHisa/ 3MiHu | TUNy - BBEAEHHSA ab0 3MiHU A0 y3arajlbHEHUX peyenma
" pOTOBIi Nimiteq npoayKuit, ITanis JaHuX Npo cuctemy chapmakoHariagy (Bknovarouu
NOPOXHWHI, no 10 nepenHHa KOHTaKTHi AaHi) Ta/abo 3MiHW Yy po3MilLeHHi MacTep-
mr no 10 ynakoBKa: thalina cuctemn chapmakoHarnagy
TabneTok y KaTtaneHT HOK
6nictepi; no 1 abo CeiHAoH 3ugic
3 6nictepny NimiTeq, Benuka
KapTOHHIi BpuTaHis;
yNaKkoBL BTOPUHHA ynakoBKa
Ta [03BiN Ha
BUNYCK cepil:
AHcceH Cinar
C.n.A., Itania
96. MYKO/NBAH PO34uH AN ToBapucTBo | YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHix MaTepianis: 3a UA/0713/01/01
iH'eKuii, 7,5 mr/mn 3 obMexeHot 3MiHM | TMNY - 3MiHA YNOBHOBaXKEHOI 0cobu, peuenmom
no 2 Mn B 06MexeHo BifNOBIfa/IbHICTIO BiANOBiAa/IbHOT 3a 3iiCHEHHS (dapMakoHaraay
amnynax Ne 5, Neo BiAnosiganb "[locniaHwnii 3aBop, (BK/THOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHM y
10 B nauuj, B HICTHO "THUNC", YkpaiHa; pPO3MilEHHI MacTep-giaiina cuctemu
amnynax Ne 5 "NocnigHwin ToBapucTso 3 hapmakoHarnsagy
(5x1), Ne 10 (5x2), 3aBof, 06MEeXeHo
Ne 10 (10x1) y "rHUAC BiANOBIJ&/bHICTIO
6nicTepax y nadui "®apmaveBTnyHa
KOMMaHis
"3popos'a”,
YKpaiHa
97. HEOMNAKC® TabneTku, BKPUTI KPKA, p.4., CnoBseHi BUPOGHUK, IHpis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/14939/01/01
NNiBKOBOIO Hoso mecTo e BignoBigabHWI 3a CnoseHist BUNPAaB/IEHHA TEXHIYHOT MOMWUIIKN B METOAAX peyernmom
0060/10HKO10, MO BUPOGHULTBO "in KOHTPOJIt0 siKOCTi y Cneyudpikayii 3a noKkasHMKOM
100 mr no 10 bulk", nepeuHHe Ta «ConyTcTByOLLME NPUMECH: - 06Lasa cymma»
Tabnetoky BTOPUHHE
6nictepi; no 1, 6 nakyBaHHs: IHTac
ab6o 12 6nicTepis dapmMacbloTKan3
Y KapTOHHil Nimitepn, HAjs;
KopooLi BUPOGHUK,
BignoBigabHWI 3a
BTOPUHHE

nakyBaHHs: KPKA,

n0.4a., Hoso mecrto,
CnoBeHis;
BUPOGBHUK,

BiANoBiAabHWIA 3a
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
KOHTpPO/b cepii,
Bunyck cepii: KPKA,
Ab.4., Hoso mecrTo,
CrnoseHist
98. HEOMNAKC® TabneTkn, BKpUTI KPKA, g.4., CnoBeHi BUPOGHUK, IHais/ BHECEHHS 3MiH [0 PeeCcTpauiiiH1X maTepiais: 3a UA/14939/01/02
NNiBKOBOO Hoso mecTo A BignoBigasbHUI 3a CnogeHist BUMPAaB/IEHHS TEXHIYHOT NOMUIIKM B METOAaX peyenmom
060J10HKOK MO BMPO6GHMLTBO "in KOHTPOJIt0 AKOCTi y Cneuudpikayii 3a NoKasHUKOM
400 mr no 10 bulk", nepBuHHe Ta «ConyTCcTByIOLLME NPUMECH: - 06LLaA CyMMar»
Tabnetok y BTOPVIHHE
6nictepi;no 1, 3 nakyBaHHs: IHTac
abo 6 6nicTepiB y dapmacboTuKan3
KapTOHHI KopooLi Nimitepn, HAjs;
BUPOGHUK,
BiANOBIAA/IbHUI 3a
BTOPVIHHE
nakysaHHs: KPKA,
4.40., Hoso mecrTo,
CnoBeHis;
BUPOOBHUK,
BignoBiganbHWI 3a
KOHTPO/b cepii,
Bunyck cepii: KPKA,
L0.4a., Hoso mecrto,
CnoBeHis
99. | HOXLWWABEPW | po3uvH N4 i TOB Ykpaina TOB "[focnigHuii YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHux maTepianis: 3a UA/0591/01/01
H"03" “ekuii, 20 mr/mn "MocnigHwin 3asog "THUNC", 3MiHM | TUNY - 3MiHa YNOBHOBaXKEHOT ocobu, peyernmom
no 2 mns 3aBo[, Ykpaina; TOB BiANOBiAabHOI 3a 3/ilicCHEHHS dapMakoHarnsay
amnynax Ne 5 ta "rHUAC! "dapmavieBTnyHa (BK/TIOYAIOUM KOHTAKTHI AaHi) Ta/abo 3MiHn y
Ne 10 B nauu; Ne KOMMaHis PO3MilLleHHI MacTep-thaina cuctemm
10 (10x1) TaNe 5 "3gopoB'a”, hapmakoHarnagy
(5x1) B 6nicTepi B YkpaiHa
navi
100. | HYPO®DEH® cycneHsia PekkiTT Benvka PekkiTT BeHkizep Benuka BHECEHHS 3MiH 10 pEECTpaLiiiH1X MaTepianis: 6e3 UA/7914/01/02
ANns QITENR opanbHa 3 BeHkizep BpuTaHis Xenckep (HOkei) BpuTaHis BUNPAaB/IEHHA TEXHIYHOT MOMWU/IKN B METOAAX peyenma
POPTE NOSTYHUYHUM Xenckep NimiTepq, KOHTPOJIt0 SIKOCTi Y po34ini «BupobHukn Aitoyor
cmakom, 200 mr/5 IHTepHeLwHN peyoBUHU»
M1 no 100 mny Nimiteq

chnakoHi; no 1
doniakoHy B
KOMIMIEKTi 3i
LUNPULOM-
[,03aTopoMm y
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
KapTOHHIi
Kopo6ui; no 150
My priakoHi; no
1 donakoHy B
KOMNAexTi 3i
LLINPULLOM-
[03aTopoM y
KapPTOHHI KOpo6LUi
101. | onid onis no 100 mny ToBapucTBo | YkpaiHa BCi cTagji YkpaiHa BHECEHHS 3MiH 10 PEECTpaLiiiH1X MaTepianis: 6e3 UA/3517/01/01
HACIHHA dhnakoHi Ne 1 3 BMPOGHULTBA, 3MiHK | TMNY - 3MiHa YNOBHOBaXKEHOI 0co6M, peyenma
FAPBY3A 06MeXeHo KOHTPO/1b SIKOCTI, BiANOBiAa/bHOT 3a 3/iiCHEHHS dapMakoHarnaay
Bignosigasb BUNYCK cepil: (BK/TIOYAIOUM KOHTAKTHI AaHi) Ta/abo 3MiHn y
HICTHO ToBapucTeo 3 PO3MilLleHHI MacTep-thaina cuctemm
"focnigHnii 06MEeXeHo hapmakoHarnagy
3aBoj, BiZNOBI4a/IbHICTIO
"THUAC "[locnigHuii 3aBoj
"THUNC", YkpaiHa;
BCi cTagji
BMPOGHULITBA,
KOHTPO/b AKOCTI:
ToBapucTso 3
06MmeXeHo
BiZNOBi4a/IbHICTIO
"PapmaLieBTUYHa
KOMMaHis
"3popos'a”,
YKpaiHa
102. | OTUKAIH- Kpanni ByLUHi, ToBapucTtso | YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 6es UA/13172/01/01
340POB'A PO34MH Mo 8 T abo 3 06MEeXeHOo 3MiHM | TUNYy - 3mMiHa chopMmn abo po3mipy KOHTeliHepa peyenma
no 16 r y pniakoHi | 0BGMexXeHow Bi4MNOBIAa/IbHICTIO 4n 3aKynopHBa/IbHOrO 3acoby (NePBMHHOIT YNaKOBKM)
3ickna, no 1l BiAnosigasib "®apmaveBTnYHaA - BBEJEHHA HOBOro onakoHy ®B-10-18-02-OC
dhnakoHy pasom 3 HicTIO KOMMaHis [0[aTKOBO [0 3aTBepmxeHoro dpnakoHy ®B-10-18-
KPULLIKOIO- "papmaueBT "3popos'a” 01-OC Bupo6HMKa «Map'sHiBCbKWIA CKN03aBoa»,
KpanenbHuueto 3i nyHa YKpaiHa. FAKiCHWiA Ta KinbKiCHWIA cknag donakoHy He
CK/IAHOIO KoMnaHis 3MiHUBCA
nineTkow y "3popos'sa”
Kopoo6ui
103. | OTPUBIH 3 cnpei HasasbHWiA, HoBaprTic LLsenua HoBaprTic Lsenuapis BHECEHHS 3MiH 10 pPeecTpauiiiH1X maTepianis: 6e3 UA/5416/01/01
MEHTO/IOM [osoBaHuii 0,1 % KoHcblomep pis KoHcblomep Xerc 3MiHM | TUNY - NOA4aHHSA OHOBJ/IEHOro cepTudpikata R1- peyenma
TA nol1l0mny Xenc CA CA CEP 2000-061-Rev 03 Big BXe 3aTBEpXEHOr0
EBKANINTOM | chnakoHi 3 BUpPO6HUKa BASF Pharma (Evionnaz) SA,

po3nusitoBayvYeMm;

Switzerland, sikuii 3mMiHVMB Ha3By Ha Siegfried
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
no 1 conakoHy B Evionnaz SA, Switzerland
KapPTOHHI KOpo6Li
104. | NAHTEHON Tabnetkn no 100 Mibe MM6X Himeuun mibe FmM6X HimeuyunHa BHECEHHS 3MiH 10 PEECTpaLiiiH1X MaTepianis: 6e3 UA/11523/01/01
Mmr o 20 a6o 50, ApuHalimiTTe Ha ApuHavimiTTens 3MiHK | TUNYy - 3MiHa NocTavasibHMKa NakyBanbHUX peuyenma
a60 100 TabneTok nb MaTepianiB abo KOMNAEKTYHUMX (SKLLLO 3a3Ha4YeHO B
Y CKISIHOMY [0Cbe) (3amiHa abo fofaBaHHA NocTavasibHUKa)
dhnakoHi, no 1
hnakoHy B
KPaATOHHIN naydi
105. | MAHTEHO/- Ma3b5%no35r patiochapm Himeuun Mepkne TM6X HimeuyunHa | BHECEHHS 3MiH 40 peecTpauiiiHnX MaTepianis: 3MiHN 6e3 UA/7142/01/01
TEBA Masiy Ty6i; no 1 rm6X Ha | TMny - AAMIHICTpaTMBHI 3MiHX. 3MiHa Ha3BM peyenma
Ty6i y KAPTOHHil nikapcbkoro 3acoby (6yno - MAHTEHO/-
Kopoo6L,i PATIO®APM) (TepmiH BBEAEHHS 3MiH MPOTAroM 6-Tn
MicsUiB nicns 3aTBepakKeHHs); 3MiHn | Tuny - 3MiHn
wopo 6e3nekn/ethekTUBHOCTI Ta hapmakoHarisgy
(iHWi 3MiHK) (3MiHa rpadhivHMX 306pakeHb NEPBUHHOT
Ta BTOPWHHOT YNakoBOK Ha TEKCT MapKyBaHHSA
NepBUYHHOI Ta BTOPUHHOI YNakoBOK. BunyyeHHs
Ay6N0040ro MapkyBaHHS POCIiCbKOH MOBO Y
TEKCTi MapKyBaHHS NEPBUHHOT Ta BTOPUHHOT
ynakoBok) (TepMiH BBEAEHHS 3MiH MPOTAroM 6-Tn
MicsILiB Nic/s 3aTBEPMAKEHHS)
106. | MEPCEH® TabneTku, BKpUTI CaHpo3 CnoBeHi Nek CnoseHis BHECEHHS 3MiH 0 PeECTpaLiiiHiX MaTepianis: 6e3 UA/9536/01/01
060/10HKOI, Ne 40 | dapmacbHoTi A hapmaueBTNYHA 3MiHu |l TNy - BBEAEHHS HOBOro BUPOGHMKa APl abo peyenma
(10x4) y Kans a.a. KoMnaHia 4.4. Jit040i pevoBUHM 3 HaJaHHAM MaTepianis
6nictepax peecTpaujiiiHoro gocke (Mactep-chaiina) Ha gitoudy
peYoBUHY
107. | NIKOBIT® cupon no 150 mn KPKA, o.4., CnoseHi KPKA, a.4., Hoso CnoseHist BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 6es UA/8268/01/01
y tpnakoHi Ne 1 HoBo mecTo A MecTo 3MiHU Il TMRY - 3MiHW A0 IHCTPYKLiT AN MeanyHoro peyernma
3aCTOCYBaHHSA [0 po3giny "d®apmakosoriyHi
BNacTMBOCTI" BiAMNOBIAHO A0 OHOB/IEHOT KOPOTKOT
XapakTepuCTMKM NiKapCbKOro 3acoby
108. | MIPUAOKCWUH | po3uuH ania MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/5420/01/01
-AAPHNLUA iH'ekuiin, 50 mr/mn "papmaueBT "dapmalieBTnyHa 3MiHK | TUNYy - 3MiHa YNOBHOBaXXEHOT 0Co6M, peyenmom
(BITAMIHB6- | nolmnB n4yHa chipma dipma "OapHuysa” Bi4MNOBIAa/IbHOI 3a 34iNCHEHHS hapmakoHarnsay
AAPHNLUA) amnynax, Ne 10 "dapHuua"
(5%2) y KOHTYpHUX
YapyHKOBUX
yrnakKoBKax B nayli
109. | MPOKCIYM® NOpOLLOK A/1A MPO®APMA | Manbta Na6opaTtopioc IcnaHis BHECEHHS 3MiH 0 peecTpaLiiHux maTepianis: 3a UA/13996/02/01
pPO34unHy AnA IHTepHeLwHN HopmoH C.A. 3MiHK | TUNy - 3MiHK WoAo 6e3nekn/edhekTUBHOCTI Ta | peyenmom
iH ekuii no 40 mr TpegunHr hapmakoHarnsay - 3MiHa B MapKyBaHHi ynakoBOK.
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
y thnakoHax Ne 1 Nimitepq, BBefieHHA 3MiH NpoOTArom 6-Tn MicsliB nicns
3aTBepAKEHHA
110. | PAHITUAWNH- | TabneTtku, BKpUTI ToBapucTBo | YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepianis: 3a UA/10560/01/01
340POB'A NNiBKOBOKO 3 BMPOOHULITBA, 3MiHK | TUNy - 3MiHa po3Mmipy cepii (BkIoYaoun peyenmom
POPTE 0060/10HKO10, MO 06MEeXeHoH KOHTPO/1b SIKOCTI, JianasoH po3Mipy cepii) roToBOro /ikapcbkoro
300 mr Ne 10 Bignosigab BMNYCK cepil: 3aco0y - BBeZleHHs 404aTKOBOro po3mipy cepii
(10x1), Ne 20 HicTHO ToBapucTso 3 npenaparty ansa girounx uexis N3 ta M (ona
(10x2) y "®apmaueBT 06MEeXeHo BMPO6HUYOT AinbHuLi TOB "®apmaueBTnyHa
6nictepax nyHa BifNOBIJ&/IbHICTIO KoMMaHis "340poB'a"), Be4eHHA [04AaTKOBMX PO3MIpiB
KOoMnaHis "®apmaveBTNYHA cepii gns BUpo6HUYoi ginbHuui TOB "®APMEKC
"3popos'sa” KoMNaHis reyn"
"3popos'a”,
YkpaiHa; Bci cTagii
BMPOOHULITBA,
KOHTPO/1b AKOCTI:
ToBapucTso 3
06MexeHo
BiZANOBi4a/IbHICTIO
"®APMEKC Irpyn-,
YKpaiHa
111. | PAHTAK® TabneTkn, BKpUTI "HOHIK IHaisa HOHIK IHais BHECEHHS 3MiH 0 peecTpauiiHNX maTepianis: 3MiHn 3a UA/4335/01/01
NNiBKOBOO dapmacotoT dapmacbloTuKas | TMny - AGMiHICTpaTVBHI 3MiHK. 3MiHa peyenmom
060/10HKOI0, N0 nkasn Na6opartopi3 HallmeHyBaHHsA Ta/abo agpecy MicLs NPOBaKEHHS
150 wr, no 10 NabopaTtopi3 (BipgineHHs dipmun [iSTbHOCTI BUPOGHMKa/imnopTepa roToBoro
Tabnetoky " "Ix. B. Kemikan3 nikapcbKoro 3acoby, BKIOYAUN AiNbHUL BUNYCKY
cTpuni; no 2 a6o 5 | (BigaineHHs eHp, cepii abo micLe npoBefeHHs1 KOHTPOSIO AKOCTI.
CTPUNIB y KOPOOGLI chipmu "xK. dapmacbloTuKan3 (ZisnbHICTb, 3a AKy Bignosigae BUPOGHUK/iMNopTep,
3 KapTOHY B. Kemikans nrtp.") BK/IOYAOUM BUMYCK Cepild) -
eHp, 3MiHa Ha3BM BUPOGHUKa /13 Ta npuBeAeHHs
dapmacbtoT MiCLLe3HaxX04)KEHHS Y BignNoBiAHICTb 40 BUCHOBKY
nkans 1a.") LLOA0 MiATBEPAXKEHHS BiAMOBIAHOCTI BUPOGHULITBA
NiKapcbkyx 3aco6iB BUMOraM Has1eXHOT BUPOBHNYOI
npaktukn (GMP), BugaHoro iepxxasHo0 C1yX60t0
YKpaiHu 3 nikapcbkux 3acobis, 6e3 3MiHM Micus
BUPOGHULTBA (TEPMIH BBEAEHHS 3MiH - MPOTArOM 3-X
MiCALiB Nic/1a 3aTBEPKEHHS)
112. | PAHTAK® TabneTtku, BKPUTI "FOHiK IHais FOHiK IHais BHECEHHS 3MiH 10 peecTpauiiiHmx martepianis: 3MiHM 3a UA/4335/01/02
NNiBKOBOO dapmacbtoT dapmacbloTuKas | TNy - AOMiHICTpaTVBHI 3MiHK. 3MiHa peyenmom
060/10HKOI0, NO nkan Na6opartopi3 HalilMeHyBaHHs Ta/abo agpecy MicLs NPOBaKEHHS
300 mr, o 10 NabopaTtopi3 (BipgineHHs dhipmn [iSbHOCTI BUPOGHMKa/imnopTepa rotoBoro
Tabnetok y " "Ix. B. Kemikan3 niKkapcbKoro 3acoby, BK/IYAUN AiNbHUL BUMYCKY

cTpuni; no 2 aéo 5

(BigAineHHA

eHfl

cepii abo micLe NpoBefeHHS KOHTPOSIKO AKOCTI.
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
CTpUNIB y KOPOOL hipmu "Ix. PapmacboTuKan3 (misnbHICTb, 3a sKy Bignosigae BUPOGHMK/iMnopTep,
3 KapTOHY B. Kemikans nra.") BK/1HOHA0UM BUMNYCK Cepii) -
eHf, 3MiHa Ha3BW BUPO6HYVKa /13 Ta NnpuBefeHHSA
dapmacsloT MiCLle3HaXOKEHHS Y BiANOBIAHICTL A0 BUCHOBKY
nkan3 n7a.") LLOA0 MiATBEPIKEHHS BIAMNOBIAHOCTI BUPOOHULTBA
nikapcbkrx 3aco6iB BUMOraM Has1eXHOT BUPOBHNYOI
npaktukn (GMP), BugaHoro [lepxaBHo C1y60t0
YKpaiHu 3 nikapcbknx 3acobiB, 6€3 3MiHK Micus
BMpo6HULTBA (TEPMIH BBEAEHHS 3MiH - MPOTATOM 3-X
MicALIB NicNs 3aTBePAKEHHS)
113. | PENI®® cynosuTopii Baiiep LWeenua | lcTityTo A AHxeni ITanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 6es UA/1954/01/01
YNbTPA pekTasibHi Ne 12 KoHcblomep pis C.p.n. 3MiHu | TMny - nogaHHa Hosoro CEP R1-CEP 2002- peuyenma
(6x2) y cTpunax Kep Al 121-Rev 03 gnia AdI rigpokopTM3oHy aueTaTy Big,
HOBOr0 BMPOOGHMKA [0 BXE 3aTBEPIKEHOro
BMPOGHMKA
114. | PUBABIPUH- | kancynu no 200 TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpauiiiHux matepianis: 3MiHM 3a UA/8369/01/01
ACTPA®APM | mr Ne30 (10x3), "ACTPA®AP "ACTPADAPM" | Tuny - flikapcbki 3acobu. BHeceHHA 3MiH(M) Ha peyenmom
Ne60 (10x6) y Mm" sBumMory MO3 3riiHO 3 pekomeHgaLisMu

6nictepax

HaLiOHa/TbHUX KOMMNETEHTHUX OpraHis, MiXXHapOAHUX
opraHisauiii, perynaTopHUX areHuiid iHwnx Kkpai
nicNs OLiHKM HeraHoro 06MeXxeHHs1 Wwoao 6e3neku,
MapKyBaHHS, XxapakTepHOro 4/15 NeBHOI
thapmakonoriyHoi Ta/abo hapmakoTepaneBTUYHOT
rpynu, perynisipHo OHOB/IHOBAHOIO 3BIiTy 3 6e3neku,
nnaHy ynpas/iHHA pU3nKamu, KOHTPOSTbHUX
3axogis/cnevianbHnX 3060B’3aHb, 3MiH 415
Bi0GpaXKeHHA KOPOTKOT XapaKTepuCTUKN NiKapcbKoro
3acoby Ta IHCTPYKLUIT AN MeAMYHOro 3aCTOCYBaHHS
(BNpoOBaMKEHHS Y3roMKeHMX 3MiH Y (DOPMY/HOBaHHI,
LLOA0 AKMX 3as9BHUK HE HAAAE XOOHNX HOBUX
[04aTKOBMX AaHuX) (3MiHW [0 IHCTPYKLUIT Y po3ain
"MokazaHHA", "®apmakonorivyHi BnacTnsBocTi",

"MpoTmnokasaHHA", "B3aemogisa 3 iHWNMY
nikapcbkrMmn 3acobamu Ta iHLWi BUAW B3aEMOAIIA",
"Oco6/1MBOCTi 3aCTOCYBaHHSA", "3acToCcyBaHHA y
nepiog BariTHOCTi abo rogyBaHHSA rpyaar”,
"34aTHICTb BNAMBATA Ha LIBUAKICTb peakuil npu
KepyBaHHI aBTOTPaHCNOPTOM ab0 iHLLIMMM
MexaHismamu”, "Mepepno3yBaHHs", "Mo6GiuHI peakuii”,
"[iTn" 3rigHo 3 iHdopMaLieo Woa0 MegUYHOro
3acTocyBaHHsA pedepeHTHOro (KOMEryC)
NikapcbKoro 3acoby)
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
115. | PUHO®D/TYIM | cnpeiil Ha3a/lbHUiA, 3am60H ITanisa 3am60H C.M.A. ITania BHECEHHS 3MiH 0 PEECTpaLiiiHMX MaTepianis: 6e3 UA/8559/01/01
yuumn po3uvH no 10 mn C.IM.A. 3MiHu | TNy — nogaHHA Hosoro CEP Ne R1-CEP peyenma
y chnakoHi; no 1 1996-070-Rev 05 gnsa A®Il aueTunumucteiny Big,
hnakoHy 3 HoBoro BMpo6Huka ZACH SYSTEM S.A., France fo
po3nuniosayem B BXe 3aTBepKeHoro BupobHuka ZACH SYSTEM
KapTOHHIM nayui S.P.A. Italy
116. | PIBAMIrPEH Tabnetkn no 5 mr ToBapucTeo | YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHix MaTepianis: 3a UA/14053/01/01
Ne 1 (1x1), Ne 3 3 06MEeXeHo 3MiHu | Tuny - 3MiHa po3mipy cepii (BkIoYaUn peuenmom
(3x1) y 6nictepax 06MexeHo BifNOBIJ&/IbHICTIO Jiana3oH po3Mipy cepil) roToBOro sikapcbkoro
BignoBigasib "PapmMaLeBTUYHA 3aco0y - BBeZleHHS A04aTKOBOr0 po3mipy cepil
HicTIO KoMNaHis npenapary A5 Aito4oro Lexy roToBoro nikapcbKoro
"papmaueBT "3popos'a" 3acoby
nyHa
KOMNaHis
"3popoB'a"
117. | PIBAMIrPEH Tabnetkn no 10 ToBapucTBo | YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHix MaTepianis: 3a UA/14053/01/02
Mmr Ne 1 (1x1), Ne 3 o6MmexeHo 3MiHK | TUNYy - 3MiHa po3Mmipy cepii (BkIoYaoUn peyenmom
3(3Bx1)y 06MexeHo BifNOBIJ&/IbHICTIO Jiana3oH po3Mipy cepil) roToBOro sikapcbkoro
6nictepax Bignosigab "®bapmaueBTMyHa 3aco0y - BBeJleHHA 404aTKOBOro po3mipy cepii
HicTIO KoMNaHis npenapary 475 Aito4Horo Lexy roToBoro nikapcbKoro
"dapmaueBT "3popoB'sa” 3acoby
nyHa
KOMNaHis
"3popoB'a"
118. | PYMI], NOPOLLOK A4/1A AHTIiGIOTiKe PymyHis BUPOGHUK, PymyHis/ BHECEHHS 3MiH 0 peecTpaLiinHux maTepianis: 3a UA/14672/01/02
®PAPMIOHIOH | posuuHy ans C.A. BiAnoBigabHWI 3a Kutaii 3MiHu | TMNy - 3MiHK WoAo 6e3nekn/edhekTUBHOCTI Ta | peyernmom
iH'ekuinno 2r, 1 BTOPUHHE thapmakoHarnsay - 3MiHu y TeKCTi MapKyBaHHS
hnakoH 3 nakyBaHHs, BTOPVHHOI yNaKkoBKK, a came BBeeHHS iHdhopMmaii
NOPOLLKOM Y TecTyBaHHs Ta NPO KiJIbKICTb (D1aKOHIB, L0 MICTUTbL KOpobka "1

KOpOoOL,i 3 KAPTOHY

BUMYCK cepili
KiHLEBOrO
NPoAaYKTY:

AHTIGiOTIKE C.A.,
PyMyHist;
BUPOGHUK,
BignoBiganbHWI 3a
BMPOGHMLTBO Ta
nepBuHHE
nakyBaHHS:
LeHbuxeH XXuoH
PapmacboTuKasl
Ko. 1A, Kutaii

donakoH"
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
119. | CEBIAH ™ TabneTkn ans TOB YkpaiHa nakcoCmiTKnainH Monbua BHECEHHS 3MiH 0 PEECTpaLiiiHMX MaTepianis: 6e3 UA/9096/01/01
PO3CMOKTYBaHHS "OMElA dapmacbloTuKan3 3MiHu | TUNy - BBEAEHHSA ab0 3MiHU A0 y3arajlbHEHUX peyenma
Ne 20 (20x1) y DPAPMA C.A. AaHunx Npo cuctemy hapmakoHarnsgy (Bkaoyarun
6nictepax YKPAIHA" KOHTaKTHi AaHi) Ta/abo 3MiHW Yy po3MilLeHHi MacTep-
dhalina cuctemn chapmakoHaringy
120. | CEBIQVH Tabnetkn ans TOB YkpaiHa InakcoCmiTKnAnH Monbwa BHECEHHS 3MiH [0 peecTpauiiiH1X maTepianis: 6e3 UA/9098/01/01
nnoc™ PO3CMOKTYBaHHS "OMETA dapmacbloTuKan3 3MiHu | TUNy - BBEAEHHS ab0 3MiHU A0 y3arasibHEHUX peyenma
Ne 16 (8x2) y SAPMA C.A. JaHnx Npo cuctemy hapmakoHariagy (Bkiovaroum
6nictepax YKPAIHA" KOHTaKTHI flaHi) Ta/abo 3MiHWN Yy pO3MiLLLeHHi MacTep-
dharina cnctemu oapmakoHarnsay
121. | COAEPM eMy/bCist Jepmachbapm | Himeuun mi6e MM6X HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/10254/04/01
HawkipHa 0,1 % Al Ha ApuHavimiTTens 3MiHW | TUNY - 3MiHKX y NpoLeci BUpo6HMLTBa peyenmom
no 20 mn, 50 mn, roTOBOrO JIiKAPCbKOro 3aco0y, BK/IUaoun
100 mny NPOMDKHMIA NPOAYKT, L0 3aCTOCOBYETLCS Npu
thnakoHax Ne 1 BMPOOGHULITBI TOTOBOIO NiKAPCHKOro 3acoby
(He3Ha4yHa 3MiHa y npoueci BUpOOGHNLITBA)
122. | COHAOKC® Tabnetky no MAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiiHMx matepianis: 3MiHM 6e3 UA/7257/01/01
0,015 r Ne10 "Ximdpapmsa "Ximdpapm3sasof, | TNy - 3MiHK 3 AKOCTIi. FOTOBUIA Nikapcbkuii 3acib. peyenma
(10x1), Ne30 BOA "UepBoHa 3ipka" KOHTpOs1b FOTOBOrO NiKapCbKoro 3acoby. 3miHa
(10x3) y "YepsoHa napameTpiB cneuundikayiii Ta/abo fLOMyCTUMUX MeX
6nictepax B nauuj 3ipka” rOTOBOTO JIiKAPCLKOr0 3ac00y (3BY)XXEHHS [OMYCTUMUX
Mex) (B cneyudpikauii M3 n. «CynpoBigHi AOMILLIKN»
3BY)XEHO MeXi HOpMyBaHHS CynpoBiAHMX AOMILLOK, 3
BifNOBIAHMMM 3MiHAMU Y METOAAaxX KOHTPO/IHO AKOCTI);
3MiHn | TUny - 3MiHK 3 AKoCTi. FOTOBWIA NikapCbKuii
3aci6. CTabinbHiCTb. 3MiHa Yy TepMiHaxX NPUAATHOCTI
ab0o ymoBax 36epiraHHsi roTOBOr0 /1iKapPCbKOro
3aco0by (3MeHLUEHHA TepMiHY NPUAATHOCTI FOTOBOro
nikapcbKkoro 3acoby) - [151a TOproBoi ynakoBKu
(3mMeHwWweHHA TepMiHy npugatHocTi MN13 3 5-tn go 3-x
POKiB)
123. | COHOOKC® Tabnetku no NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiiHux matepianis: 3MiHK - UA/13739/01/01
0,015 r in bulk: "Ximdpapmsa "Ximdhapmsasof, | TNy - 3MiHKW 3 AKOCTIi. FOTOBUIA Nikapcbkuid 3acio.
Ne10000 BO/ "UepBoHa 3ipka" KoHTpOsib rOTOBOro Nikapcbkoro 3acoby. 3miHa
(10x1000) y "UepBoHa napameTpiB cneyundikayii Ta/abo gonycTMmMmx Mex
6nictepax B 3ipka" rOTOBOTO JIiKAPCbKOro 3ac00y (3BY)XXEHHS AONMYCTUMUX
Kopobui ans Mex) (B cneuudikauii M13 n. «CynposigHi LOMILLKN»
BUIOTOB/IEHHS 3BY)XXEHO MeXi HOPMYBaHHS CynpOBiAHMX OOMILLIOK, 3
roToBUX Bi4NOBIAHMMM 3MiHAMU Y METOAAxX KOHTPOJIIO SAKOCTI);
nNiKapcbknx 3MmiHu | Tuny - 3MiHK 3 SKOCTi. FOTOBMIA NikapCbKXit
3acobiB 3aci6. CtabinbHICTb. 3MiHAa Yy TepMiHaX NpUAATHOCTI

abo ymoBax 36epiraHHs roTOBOro J1iKapcbKoro
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
3aco6y (3MeHLUEHHS TepPMiHY NpMAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [1519 TOproBoi ynakoBKu
(3MeHLWweHHA TepMiHy npuaatHocTi MN3 3 5-Tn o 3-x
pOKiB)
124. | COHHAT® TabneTkn, BKpUTI NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 PeeCcTpauiiiH1X maTepiais: 3a UA/4339/01/01
NNiBKOBOIO "Kuismegnpe "KuiBmegnpenapar 3MiHu | TUny - BBEAEHHA ab0 3MiHKN [0 y3arafibHeHUX | peyernmom
060/10HKOH), MO napat" " JaHnX Npo cuctemy hapmakoHariagy (Bkiovaroum
7,5 wmrno 10 KOHTaKTHi gaHi) Ta/abo 3MiHW y po3MiLLEeHHI MacTep-
TabneTok y dhalina cuctemun hapmakoHarisgy
6nictepi, 1 abo 3
6nicTepn B nayi
125. | CNIPUBA® NOPOLLOK A/1A Bepinrep Himeuun BepiHrep HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/6495/01/01
iHransauin, Teepai IHrenbxaiim Ha IHrenbxaim ®apma 3MiHM | TUNY - BBEAEHHSA ab0 3MiHM A0 y3ara/lbHEHUX | peyenmom
Kancynm no 18 mkr | IHTepHewHn m6X i Ko. KI AaHnX Npo cuctemy thapmakoHarnsagy (Bkayarun
no 10 kancyn 3 6X KOHTaKTHi gaHi) Ta/abo 3MiHW y po3MilLeHHI MacTep-
NOpOLLKOM A5 thalina cuctemun hapmakoHarisagy
iHransuin y
6nictepi, no 3
6nictepun B
KapTOHHIl
Kopoo6u,i; no 10
Kancyn 3
NOpOLLKOM AN1s
iHranauin y
6nictepi, no 1 aéo
3 6nictepu B
KOMMNNEKTI 3
NPUCTPOEM XeHfi
Xeiinep® B
KapPTOHHI KOpoo6Ui
126. | CTPUBIUVH pPO34uH AN M.BioTek Benuka OHKO TEPAMNI3 IHAis BHECEHHS 3MiH 0 PeECTpaLiiiHMX MaTepianis: 3a UA/12242/01/01
iH'eKLili no 2 nTg BpuTaHis NIMITEL 3MiHU | TUNY - 3MiHKX A0 IHCTPYKLiT AN Me4MUYHOro peyernmom
Mr/mn no 25 mn, 3aCTOCYBaHHA y po3ainn: dapmakoTepaneBTnyHa
no 100 mny rpyna (YTOYHeHHs Ha3Bu). PapMakoorivHi

hnakoHax Ne 1y
nauui

BNacTueocTi. MNpoTunokasaHHsa. OcobmBi 3axoam
6e3nekun. Bzaemogis 3 iHWNMY NiKapCbKUMMN
3aco6amu Ta iHWi BUAn B3aemogiii. OcobnmBoCTi
3acTocyBaHHs. 3aCTOCyBaHHSA y nepiog BariTHOCTI
abo rogyBaHHs rpyaat0. 3gatHicTb BAMBATY Ha
LWBMAKICTb peakLii Npy kepyBaHHi aBTOTPaHCMOPTOM
a60 iHWMMKU MexaHi3mamu. Cnocib 3acTocyBaHHA Ta
fo3n. fitn. Nepepo3sysaHHs. Mo6ivHi peakLii.
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
HecymicHicTb, 3rigHo 3 iHdhopmaLlieto LWoao
MeZJMYHOro 3aCTOCYBaHHSA peddepeHTHOro
(PAPMOPYBILVIH LLBUAKOPO3UYMHHMIA)
nikapcbKoro 3acoby
127. | CYMAMEO® NOPOLLOK A5 TOB "TeBa" | Pocilicbk MNIBA XpBaTcka Xopsaris BHECEHHS 3MiH [0 PeeCcTpauiiiH1X maTepiais: 3a UA/4612/01/01
opanbHoT a 4.o.o. 3MiHu | TUny - BBEAEHHA ab0 3MiHKN [0 y3arafibHeHUX | peyernmom
cycneHsii, 100 depepad JaHunx Npo cuctemy hapmakoHarnsagy (Bkioyarum
mr/5 mn, 1 i KOHTaKTHi gaHi) Ta/abo 3MiHW y po3MiLLEeHHI MacTep-
hnakoH 3 dhalina cuctemun hapmakoHarisgy
NOPOLLKOM A5
opasibHOT
cycneHsii no 20
M (400 mr)
pasom i3
[BOCTOPOHHbLOI
MipHOIO JTOXXEYKOIO
Ta Wnp1uom anas
[03yBaHHA y
Kopooui
128. | CYMAMEA® NOPOLLOK A/1A TOB "TeBa" | Pocilicbk MNIBA XpBaTcka Xopsarisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/4170/01/01
POPTE opanbHoTl a 4.0.0. 3MiHM | TUNY - BBEAEHHSA ab0 3MiHM A0 y3ara/lbHEHUX | peyenmom
cycneHasii, 200 depepal AaHnX Npo cuctemy thapmakoHarnsagy (Bkayaroun
mr/5 mn, 1 in KOHTaKTHi gaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-
dhnakoH 3 thalina cuctemn hapmakoHarisagy
NopoLLKOM AN
opasibHOl
cycneHsii no 15
mMA (600 mr), abo
no 30 mn (1200
mr), abo no 37,5
M (1500 mr)
paszom i3
[OBOCTOPOHHLOIO
MipHOIO JTOXXEUKOIO
Ta WNp1UoMm ans
[03yBaHHA y
Kopoo6ui
129. | TAKCABAN KOHLeHTpaT A5 AnBoreH Jiokcem6 BUPOGHUK, Benvka BHECEHHS 3MiH 10 pPeecTpauiiiH1X maTepianis: 3a UA/5812/01/01
pPO34unHy AN INKO ypr BiAMOBIAA/IbHMIA 3a BputaHia/ | 3miHu | TUNY - BBEAEHHS ab0 3MiHW [0 y3ara/lbHEHUX | peyenmom
iHdy3ilA, 6 mr/mn C.AP.N. BUWMYCK Cepiii: AscTpanisa/ JaHunx nNpo cuctemy hapmakoHarnsagy (Bkioyaroun
no 5 mn, abo no Xocnipa HOK HigepnaHp, KOHTaKTHI flaHi) Ta/abo 3MiHN y pO3MiLLeHHi MacTep-
16,7 mn, a6o no NimiTen, Benvika n/ Yecbka dhaiina cuctemun chapmakoHarnsgy
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Ne
n/n

JliKapcbKO20

Ha3zsa

3aco6by

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2
0 M0CBIOYEHHS

25 mn, abo no 50
My donakoHax Ne
1

BpuTaHis;
BMPO6GHMLTBO "in
bulk", nepeuHHe Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/b SKOCTI
BUNYLLIEHWX Cepiii:
Xocnipa AscTpanisi
nTINTA,
ABCTpanis;
BUPOGHUK,
BiAnoBigabHWI 3a
BTOPVHHE
nakysaHHs: tOlMNC
CKC (HigepnaHnan)
B.B., Higepnangy;
BMPOGHUK,
BignoBigabHWIA 3a
BTOPVIHHE
nakysaHHsa: CBYC
®apma, a.c.,
Yecbka
Pecnyb6nika;
BUPOGHUK,
BiANOBIANbHUIA 3a
BTOPVIHHE
nakyBaHHSI:
EHecTis benbrisa
HB, Benebris

Pecny6nika
/ Benbria

130.

TEBAIPACT

nm

pO34uH AN
iH'ekuili abo
iHdy3ili no 30 M/H
MO/0,5 mny
wnpuyi Ne 1

TeBa
dapmaueBTi
Kaul
IHoacTpi3
nra.

I13painb

BUPOOGHMLTBO 3a
NOBHWM LIK/IOM;
KOHTPO/b SKOCTi:
TeBa
dapmaueBTikan
IHpacTpis N14.,
I3painb; fo3sin Ha
BMNYCK cepii: TeBa
dapma b.B.,
HigepnaHau;
KOHTPO/b SKOCTi:
3AT CIKOP bioTex,
JlntBa

I13painb/
HigepnaHp,
u/ Nutea

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHM | TUMY - 3MiHa NocTavasIbHUKa NakKyBas1bHUX
marepianis abo KOMMIEKTYIOUUX (SKLLO 3a3HAa4YEeHO B
[ocbe) (3amiHa abo gofaBaHHA NocTavyasibHUKA)

3a
peuerimom

UA/15237/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
131. | TEBAIPACT PO34uH AN TeBa I13painb BMPO6GHMLTBO 3a I13paine/ BHECEHHS 3MiH 0 PEECTpaLiiiHMX MaTepianis: 3a UA/15237/01/02
nm iH'ekuili abo dapmaueBTi NOBHUM LIMK/IOM; HigepnaHp, 3MiHM | TUNY - 3MiHa NocTavasibHMKa NakyBasibHUX peyernmom
iHdpy3ili no 48 mMsH Kan KOHTPO/1b SIKOCTI: u/ Nntea MaTepianis abo KOMMNAEKTYHUMX (SKLLO 3a3HaYeHO B
MO/0,8 mny IHaacTpi3 TeBa [ocbe) (3amiHa abo gofaBaHHA NocTayasibHUKA)
wnpuyi Ne 1 nrp. PapmaveBTikan
IHpacTpis N14.,
I3paink; fo3Bin Ha
BMNYCK cepii: TeBa
®apmva b.B.,
HigepnaHau;
KOHTPO/b AKOCTI:
3AT CIKOP bioTex,
lintBa
132. | TIOTPUA30N | kpanni ouHi, 10 TOB YkpaiHa TOB "[ocnigHwii YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiH1X matepianis: 3a UA/8446/01/01
IH Mr/Mino5mny "focnigHnii 3asog "rHUAC", 3MiHK | TMNY - 3MiHA YNOBHOBaXKEHOI 0co6M, peyenmom
onakoHax Ne 1y 3aBoj YkpaiHa; TOB BiANOBIJAa/IbHOT 3a 34iiCHEHHS hapMakoHarisgy
KOMIMEKTi 3 "rHUAC "®apmekc pyn", (BKOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHN Y
KPWLLKOHO- YkpaiHa pO3MiLLEHHI MacTep-ghalina cuctemu
KpanesibHULEN B hapmakoHarnsagy
nayui
133. | TPAXICAH TabneTtkn ans EHnrenbrapg | Himeuun EHrensrapg HimeyunHa BHECEHHS 3MiH 10 peecTpauiiiH1X maTepianis: 6e3 UA/6121/01/01
CMOKTaHHs1; no 10 | ApuyHaimitTte Ha ApuHainmiTTenb BMNPAB/IEHHST TEXHIYHOT MOMW/IKM Y MeToAax peyenma
Tabnetok y nb M'v6X & M6X & Ko.KI KOHTPOJIKO SIKOCTI, MOB'A3aHi 3 NnepeHeceHHAM
6nicTepi; no 2 Ko.KI iHdhopmauii y po3gini «Cknag»
6nictepu B
KAPTOHHIN KOPO6L
134. | TPNUAMMNYP® | Tabnetkn no 50 TeBa I13painb MNIBA XpBaTcka XopsarTis BHECEHHS 3MiH [0 peecTpauiiiH1X matepianis: 3a UA/10076/01/01
KOMMNO3WUTY | TabneTtoky dapmaueBTi 4.0.0. BUMPAaB/IEHHSA TEXHIYHNX MOMU/IOK Y MeTodax peyenmom
M tonakoHi; no 1 Kau KOHTPOJII0 SIKOCTI B po3aini «Cneuundikayis», y
hn1akoHy y IHaacTpi3 KpUTEPISX NPUIAHATHOCTI 3a NMOKAa3HMKOM
Kopoobui n1a. «PacTBopeHue»
135. | TPUTTIKO TabneTkn AsieHge ITanis AsieHge Kimike ITanis BHECEHHS 3MiH 0 PeECTpaLiiiHMX MaTepianis: 3a UA/9939/01/01
NpOJIOHroBaHoi Aji Kimike PiyHiTe AHXeniHi 3MiHM | TUNY - BBEAEHHA ab0 3MiHM [0 y3araslbHeHUX | peyenmom
no 75 mr no 10 PiyHiTe dpaHyecko JaHuX Npo cuctemy chapmakoHarniagy (Bknovarouu
TabneToky AHXeniHi AKP.A®. C.nA. KOHTaKTHI aHi) Ta/abo 3MiHN y pO3MiLLeHHi MacTep-
6nictepi; no 3 dpaHuyecko harina cuctemu oapmakoHarnsgy
6nictepu B AK.P.A.D.
KapTOHHIN navuy; C.n.A.

no 15 Tabnetok y
6nictepi; no 2
6nictepu B
KapTOHHIN nayui
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
136. | TPIOMBPACT | po3uuvH A NAT YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH 0 PEECTpaLiiiHMX MaTepianis: 3a UA/3439/01/01
® iH'exuin 60 % no "papmak” 3MiHu | TUny - 3MiHa HalilMeHyBaHHsi BUPOOHUKa peyernmom
20 mn B amnyni, Ait040T pevoBUHM AjaTPU30€EBOIT KMCNOTU Aurigpar.
no 5 amnyny Bvpo6Huya finbHUUA Ta BCi BUPOOGHWYI onepadii
nauui; no 20 mn B 3aULWIAKTLCA HE3MIHHUMM
amnyni, no 5
amnyn y 6nictepi,
no 1 6nictepy y
navii
137. | TPIOMBPACT | po3uuH A NAT YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH 0 PeECTpaLiiiHiX MaTepianis: 3a UA/3439/01/02
® iH'eKLin 76 % no "papmak” 3MiHY | TUNy - 3MiHa HaliMeHyBaHHS BUPOGHMKa peyenmom
20 mn B amnyni, Ait040T pevoBUHM AjaTPM30€EBOIT KMCNOTU Aurigpar.
no 5 amnyny Bupo6Huya ginbHnUs Ta BCi BUPOOHMYI onepau,ii
nauui; no 20 mn B 3aULWIAKTLCA HE3MIHHUMM
amnyni, no 5
amnyn y 6nictepi,
no 1 énictepy y
navii
138. | TPOKCEPYTWU | renb, 20 mr/r no MAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHmx matepianis: 3MiHK 6e3 UA/3917/01/01
H 35rrenoy Ty6i; "Ximdpapmsa "Ximdhapmsasof, | TNy - 3MiHKW 3 AKOCTIi. FOTOBUIA Nikapcbkuid 3acio. peyenma
no 1 Ty6iy nauui 3 BOA "UepBoHa 3ipka" Onuc Ta cknag. 3miHa y cknagi (4ONOMIKHNX
KapTOHY "UepBoHa peYoBMHax) rOTOBOroO NiKapCbKoro 3acoby (iHLwi
3ipka” [OOMOMDKHI peyoBUHW) - 3aMiHa OfHIeT AOMNOMIKHOT
PEYOBUHM HA iHLLY 3 TUMW CaMUMK
hyHKLIOHANBbHMMU XapakTepucTukamu Ta Ha ToMy
camomy piBHi (3MiHa fONOMDKHOT peyoBuHN) (TepMmiH
BBE/EHHSA 3MiH NPOTArom 3-X MicALiB nicns
3aTBEPLKEHHS)
139. | YPOHE®POH | renbno 100ry MAT Ykpaina MAT "®dapmak” YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHix MaTepianis: 6e3 UA/11226/01/01
® Ty6i No 1 "dpapmak” 3MiHM | TUNY - 3MiHa BUPOGHMKa peyenma

BUXi4HOro/npoMiKHOro NPOAyKTy/peareHTy, LWo
BMKOPUCTOBYIOTLCS Y BUPOGHNYOMY npoueci AdI,
a60 3MiHa BUpO6HKKa (BKOYaroun, e HeobXigHo,
MicLie NpoBeAEeHHSI KOHTPOO AKOCTI) APl (3a
BiCYTHOCTI cepTucpikata BiAnoBigHOCTI
€Bponeiicbkiil hapmakonei y 3aTBepaXeHOMy [OChE)
(3anponoHOBaHUn BUPOBHWK HANEeXMTb A0 TiEi camol
BMPOGHNYOT rpynu NignpueMcTB, WO i
3aTBEPLKEHWIN) — BBEAEHHS 40AATKOBOI BUPOOHMYOT
AinbHUUI BUpo6HKKa A®I; 3miHK | TNy - 3miHa Y
napameTpax crneungikauiii Ta/abo 4onyCTUMUX MEX,
BM3HaYeHUX y crneundiikaliax Ha A®l, abo
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
BUXIAHMA/NPOMDKHWIA NPOAYKT/peareHT, Wo
BMKOPUCTOBYIOTBLCSA Y Mpoueci BUpo6HuuTBa AdI
(3BY)XEHHS fOMYCTUMMNX MEX, BUSHAYEHUX Y
cneumdikau,ii)
140. | ®AHAN® 100 | nopowok no 1000 IHCTUTYTO Icnanis IHcTuTyTO IMpichonc, Icnanis BHECEHHS 3MiH [0 PeeCcTpauiiiH1X maTepiais: 3a UA/13087/01/03
MO/MN MO a6o 1500 MO pichonc, C.A. 3MiHM Il TMRy - 3MiHK y Npoueci BUpobHMLTBa peyenmom
KOMMNNEKC chaktopa VIII C.A. roTOBOrO JIiKAPCLKOro 3aco0y, BKIOYaun
DAKTOPIB Koarynsuii Kposi NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA Npn
Vil noanHn i 1200 BUPOBHULITBI TOTOBOIO NiKapCbLKOro 3acoby -
KOArynauji MO a6o 1800 MO 36i/IbLIEHHSI NOYATKOBOrO 06'eMy NiasMm KpoBi
KPOBI thakTopa hoH NIOANHN, L0 BUKOPUCTOBYETLCS B AKOCTI BUXIAHOTO
NOAVNHN TA | Binnebpanpay mMarepiany B npoueci opakLioHyBaHHSA
POH chnakoHi Ne 1 Ta
BINNEBPAHL, | po3unHHuK (Boga
A ANs iH'eKuiid) no
10 mn a6o 15 mn
y nonepeaHbo
HanoBHEHOMY
wnpuyi Ne 1 ana
po34nHy Ans
iH'eKUin Ta
Habopom ans
BBE/lEHHS
141. | ®AHOV® 25 nopowok no 250 IHCTUTYTO Icnania IHcTuTyTO Mpichornc, Icnania BHECEHHS 3MiH 40 peecTpauiiiHix MaTepianis: 3a UA/13087/01/01
MO/MN MO dhaktopa VI pichornc, C.A. 3MiHK [ TMNy - 3MiHKW Y NpoLeci BUPOGHULTBA peyenmom
KOMMN/NEKC Koarynsuii kposi C.A. roTOBOrO JliKapPCbKOro 3acoby, BK/Ivakun
PAKTOPIB nogamHn i 300 MO MPOMIKHMIA MPOAYKT, L0 3aCTOCOBYETLCA NP
Vil thakTopa thoH BUPOGHULITBI TOTOBOTO NiKapCbKOro 3acoby -
KOArynaull | Binne6pangay 36iNbLUEHHA NOYATKOBOrO 06’€MY M1a3MM1 KPOBi
KPOBI chnakoHi Ne 1 Ta NIOAMHN, L0 BUKOPUCTOBYETLCS B SIKOCTI BUXiAHOTO
NOANHN TA | po3u4nHHKK (BoAa MaTepiany B npoteci pakuioHyBaHHS
®OH ANs iH'eKuiid) no
BINNEBPAHA, | 10 My
A nonepeaHsLo
HanoBHEHOMY
wnpuyi Ne 1 ana
po3unHy ans
iH'eKUin Ta
Habopom asis
BBE/lEHHS
142. | ®AHAN® 50 nopotuok no 500 IHCTUTYTO IcnaHia IHcTutyTO Mpichonc, IcnaHis BHECEHHS 3MiH 0 peecTpaLiiHux maTepianis: 3a UA/13087/01/02
MO/MN MO draktopa VIII pichornc, C.A. 3MiHK [ TMNy - 3MiHKM Y NpoLeci BUPoGHULITBA peyenmom
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
KOMMNNEKC Koarynsuii kposi C.A. roTOBOrO JIiKAPCbKOro 3acoby, BKIYaun
PAKTOPIB noanHn i 600 MO NPOMDKHWIA NPOAYKT, WO 3aCTOCOBYETLCA Npn
Vil thakTopa hoH BUPOOGHULITBI FOTOBOIO NiKapCbLKOro 3acoby -
KOArynauji Binne6paHaay 36i/1bLLUEHHS NOYATKOBOro 06’'eMy NnasMu KpoBi
KPOBI chnakoHi Ne 1 Ta JNIOAMNHN, L0 BUKOPUCTOBYETLCS B SIKOCTI BUXiAHOTO
NHOAVHN TA | po3unHHKK (Boja mMartepiany B npoLeci opakLioHyBaHHS
®OH ONs iH'ekUin) no
BINNEBPAHA, | 10 My
A nonepegHsLo
HanoBHEHOMY
wnpuyi Ne 1 ana
po34nHy AN
iH'eKuin Ta
Habopom ans
BBE/lEHHS
143. | PAPMAKCOH | po3uuH ans TOB "HIKO" | YkpaiHa TOB "HIKO", Ykpaina/ BHECEHHS 3MiH 40 peecTpauiiiHix MaTepianis: 3a UA/13932/01/01
iH'ekuin, 250 YkpaiHa; Mpeuis 3MiHu Il TMny - 3miHa napameTpiB cneyudikawiii peyernmom
mr/Mn no 2 mn, 4 Hepo3acoBaHwil Ta/abo fonyCTMMMUX MEX rOTOBOTrO NiKapCbKOro
M1 B amnynax Ne NPOAYKT, NepPBUHHA 3aco0by (3MiHa 3HaxoAMTbCA No3a 3aTBEPKEHUMU
5 ynakoBka, [0ONyCTUMUMU Mexamu cneumdiikaLliin)
BTOPUHHA
yrnakoBka,
KOoHTpONb: JEMO
CA
®APMACBIOTIKA
IHOACTPI, 'peuis
144. | ®EANH-20® Kancynu no 20 mr OpraHocuH IHais EBepTomxkeH Naiid IHais BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasnis: 3MiHK 3a UA/1239/01/01
no 10 kancyny Naiidp CaeHcus NlimiTep, | TMny - AOMIHICTpaTMBHI 3MiHU. BunyyeHHs peyenmom
6nictepi; no 3 CaeHcus BUPOGHUYOT AinbHULI (BKIOYauM ginbHuui ans Adl,
6nictepun B navyi 3 MeT. NiT4. NPOMIKHOro NPOAYKTY abo roTOBOroO /iKapCbKoro
KapToHY 3aco6y, AiNbHNLi AN NPOBELAEHHS NaKyBaHHS,
BMPOGHUKA, BiANOBIAANILHOIO 3a BUMYCK Cepiii, Micue
NpoBeAeHHA KOHTPOSIIO cepii) abo nocTayasibHMKa
BUXiAHOro Matepiany, peareHTy abo AONOMIXHOT
pPeyYoBMHM (SIKLLLO 3a3HAYEHO Y A0CHE) (BUNYyYEHHS
BUPOGHUKIB ['13 - CiHmeauk JTabopatopis, IHgis Ta
MaliinaH /labopaTtopis flimiteq, IHAis)
145. | ®EQNH-20® kancynu no 20 mr OpraHocuH IHaisa EBepTomxeH Naiid IHais BHECEHHS 3MiH 0 peecTpauiiH1X maTepianis: 3MiHN - UA/1240/01/01
in bulk : no 2500 Naiidp CaeHcus NimiTeq | TMny - AOMiHICTpaTVBHI 3MiHW. BunyyeHHs
Kancyny CaeHcus BMPOGHUYOT AiNbHMLi (BKAOYaKUmM AinbHuui ans Adl,
noAagiliHMX MeT. fitA. NPOMIKHOro NPOAYKTY abo roToBOro NiKapcbKoro

nonieTnIeHoBNX

3acoby, AiNbHUL 45151 NPOBeeHHs NakKyBaHHs,
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
nakeTax BMPOGHUKA, BiANOBIAANILHOIO 3a BUMYCK Cepiii, Micue
NpoBefEHHS KOHTPO/IO cepii) abo nocTavyanbHMKa
BUXiAHOrO MaTepiany, peareHTy abo A0NOMKHOT
pPevoBMHM (AIKLLLO 3a3HAYEHO Y A0CHE) (BUyYEHHSA
BUPOGHUKIB /13 - CiHmeauk JTabopartopis, IHgia Ta
MavinaH Jlabopatopis Jlivites, 1HAis)
146. | ®ITOKAH- piavHa no 50 mn, TOB YkpaiHa BCi cTapgji YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHix MaTepianis: 6e3 UA/9880/01/01
rHunc 100 mny "MocnigHwi BMPOOHULTBA, 3MiHK | TMNY - 3MiHA YNOBHOB&aXKEHOI 0cobu, peuyenma
chnakoHax Ne 1 3aBof KOHTPOJ1b SIKOCTI, BiANOBiAa/IbHOT 3a 3iiCHEHHS (dapMakoHaraay
"rHUAC BUMYyCK cepil: (BK/THOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW y
ToBapucTBo 3 pO3MiLLeHHi MacTep-thaiina cuctemm
06MmexXeHo hapmakoHarnsagy
Bi4MNOBiAa/IbHICTIO
"focnigHuii 3aBof,
"THUNC", YkpaiHa;
BCi cTagji
BUPOGHULTBA,
KOHTPO/b SKOCTI:
ToBapucTso 3
06MexeHolo
Bi4MNOBIAa/IbHICTIO
"dapmavieBTnyHa
KOMMaHis
"3p0poB'a”,
YKpaiHa
147. | oPOMINIA® Tabnetkn 3 KPKA, o.4., CnoBeHi KPKA, o.0., HoBo CnoBeHis BHECEHHS 3MiH 10 PEECTpaLiiiH1X MaTepianis: 3a UA/9540/01/01
YHO MoAMdiKOBaHUM HoBo mecTOo A MecTOo 3MiHM | TUNY — nogaHHA HoBoro CEP Ne R1-CEP peyenmom
BUBINIbHEHHAM MO 2007-307-Rev 01 gna A®I knapuTpoMILMHY Bif,
500 mr Ne 5 (5x1), HOBOrO BMPOGHMKA A0 BXe 3aTBEPAKEHUX
Ne 7 (7x1), Ne 14 BUPOGHWKIB
(7x2) y 6nictepax
148. | ®YHIT® Kancynu rno 100 HOBEN Typeuun HOBEN INAY TypeuyunHa BHECEHHS 3MiH 0 peecTpauiiiHiX MaTepianis: 3a UA/5014/01/01
Mr no 4 kancynu B8 | IJIAY CAHAI Ha CAHAI BE 3MiHM | TUNY - NoAaHHA OHOBMEHOroO cepTudiikata RO- | peyenmom
6nictepi, no 1 BE TIIKAPET A.LL. CEP 2011-283-Rev 02 Bif, BXe 3aTBEPA)XEHOIO
6nictepy B TI>KAPET BMPOGHMKa
KapTOHHIl A.LL.

ynakoBLi; no 5
Kancyny énicrepi,
no 3 abo 6
6nictepiB y
KapTOHHIl
ynakosui; no 15
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
Kancyn y énictepi,
no 1 a6o 2
onictepuny
KapTOHHIi
ynakoBLi
149. | ®YPOCTIM kancynu, 50 mr/20 AnsoreH Iiokcem6 C.K. NNabopmesa- PymyHis BHECEHHS 3MiH [0 peecTpauiiiH1X maTepianis: 3a UA/14198/01/01
mr no 10 kancyny | IMNKo C.ap.n ypr ®Papma C.A. 3MiHu | TUny - BBEAEHHS ab0 3MiHU [0 y3arajlbHEHUX | peyernmom
6nictepi; no 3 JaHnx Npo cuctemy hapmakoHariagy (Bkiovaroum
6nictepu B nayi KOHTaKTHI flaHi) Ta/abo 3MiHWN Yy pO3MiLLLeHHi MacTep-
dharina cnctemu oapmakoHarnsay
150. | XIBEPUKC™ | | niocpinizat ans FnakcoCmitK | Benuka InakcoCmiTKnsiiH Benebris BHECEHHS 3MiH 10 PEECTpAaL|iiiHMX MaTepianis: 3a UA/13048/01/01
HIBERIX™ pPO34unHy AnA NARH BputaHia | bionogxikan3 C.A. 3MiHM | TUNY - 3MiHa Y MeTofax BUNpobysaHHA Ad| peyenmom
BAKUUVHA iH'ekuili no 1 gosi EkcnopTt abo BMxigHoro matepiany/npomixxHoro
Anda y thnakoHi Ne 1 B Nimitepq, NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLECI
MPO®DINAKTU | kOMNAEKTi 3 BMpo6HULTBa AP (BKIOYAOUK 3aMiHy abo
KW PO3YNHHWKOM Y [0noBHeHHs) A®I abo BUXIigHOro/MPoMiKHOTO
3AXBOPIOBA | nonepefHb0 NPOAYKTY
Hb, HanoBHEHOMY
3BYAHVUKOM | wnpuui Ne 1 ta
AKNX € [BOMa ronkamu; y
HAEMOPHIL chnakoHax Ne 100
us y KOMMNJIEKTi 3
INFLUENZAE | pO34YMHHWKOM Yy
TNy B tpnakoHax abo
amnysiax Ne 100
151. | LE®ENIM NopoLLOK A/1A Aypo6iHa0 IHais Aypob6iHgo Papma IHpis BHECEHHS 3MiH 0 peecTpaLiiHux maTepianis: 3a UA/11998/01/01
AYPOBIHAO pO34nHy ansa Papma 14, nra. BUMPAaB/IEHHS TEXHIYHOT NOMUIIKM B METOAaX peyenmom
iH'ekUi no 500 wr, KOHTPO/HO SIKOCTi Ha JliKapCbKMiA 3aci6 y
1 donakoH 3 Cneuundikauii Ta MeTogax KOHTPO/IHO, 38 NOKa3HWKOM
NOPOLUKOM Y nayui «Onuc»
152. | LE®PENIM NopoLLOK A/1A Aypo6iHao IHais Aypob6iHao ®apma IHaifA BHECEHHS 3MiH 10 PEECTpaLiiiH1X MaTepianis: 3a UA/11998/01/02
AYPOBIHAO pO34nHy Ansa ®Papma /14, nra. BUMpPaB/IEHHA TEXHIYHOT NOMUIIKM B MeTOAax peyenmom
iH'ekUin no 1000 KOHTPOJHO SIKOCTi Ha JliKapCbKWiA 3aci6 y
mr, 1 chnakoH 3 Cneuyudikauii Ta MeTofax KOHTPO/I0, 38 NOKA3HUKOM
NOPOLUKOM Y nauyui «Onuc»
153. | LE®PENIM NOPOLLOK A5 Aypo6iHao IHaisa Aypob6iHgo dapma IHais BHECEHHS 3MiH [0 peecTpauiiiH1X maTepiais: 3a UA/11998/01/03
AYPOBIHAO pOo3unHy ansa ®Papma /114, nra. BUMpPaB/IEHHA TEXHIYHOT NOMUIIKM B METOAaxX peyenmom
iH'ekuin no 2000 KOHTPOJI0 SIKOCTi Ha JTiKapCbKUiA 3aci6 y
Mr, 1 cbnakoH 3 Cneuymdikauii Ta MeTofax KOHTPOSI0, 38 NOKa3HUKOM
NOPOLUKOM Y nayli «Onuc»
154. | LUNPO®NOK | Tabnetku, BKpUTI ToBapucTeo | YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/4759/02/01
CAUVH 0060/10HKOHD, N0 3 BMPOBHMLITBA, 3MiHM | TUNY - 3MiHa YNOBHOBaXXEHOI 0c0o6M, peyenmom
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
250 mr no 10 06MeXeHo KOHTPOJ1b SIKOCTI, BiANOBiAa/IbHOT 3a 3iiCHEHHS (dapMakoHaraay
Tabnetok y BignoBigasib BUMNYCK cepii: (BK/THOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHM y
6nictepi; no 1 HicTIO ToBapucTso 3 po3MiLLeHHi MacTep-thaiina cuctemm
6nictepy B "MocnigHwit 06MexeHo hapmakoHarnagy
Kopooui 3aB0/, BiANOBIJ&/LHICTIO
"THUC "PapmaLieBTUYHA
KOMMaHis
"3popos'a”,
YKpaiHa; Bci cTagii
BMPOOHULITBA,
KOHTPO/b AKOCTI,
BUNYCK cepil:
ToBapucTso 3
06MexeHolo
Bi4MNoOBiAa/IbHICTIO
"flocnigHuii 3aBog
"THUJIC", YkpaiHa
155. | LUTODNABI KOHLeHTpaT A5 TOB Pociiicbk TOB "HaykoBo- Pociiicbka | BHeceHHS 3MiH 4O peecTpauiiiHix MaTepianis: 3miHa 3a UA/5449/01/01
H po3unHy Ana "HaykoBo- a TeXHosoriyHa depepauis y MeTofax BunpobysaHHsa APl abo BuxigHoro peyenmom
iHcpysiii no 10 mn TexHonoriyH | Pegepadl hapmaueBTUyHA mMaTtepiany/npomikHOro NPoAyKTy/peareHTy, Lo
B amnynax Ne 5, a i thipma "MOSIICAH" BMKOPUCTOBYETbLCA Y Npoueci BUpo6bHuutea A®I (iHwwi
Ne 10 thapmaueBTu 3MiHW Y MeToax BUNpo6yBaHHSA (BK/IOYaOUMN 3aMiHy
yHa dhipma a60 gonoBHeHHs) A®l abo BUXigHOro/npoMiKHOro
"TONICAH" npoaykTy) (cneuudikauii Ail0YNX peHOBUH:

«FAHTapHas kucnota», «HUKoTUHaMung», «PM6oKCcuH
(NHO3MH)», «PrbochnaBmHa docdart HaTpus»
npveeeHo y BiANOBIAHICTb A0 EP); 3miHn | TNy -
3MiHM 3 SIKOCTi. [OTOBUIA Nikapcbkunii 3aci6. KOHTposib
rOTOBOrO JliKapCbKOro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo foNyCTUMUX MEX roTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHK) (3MiHa Ha3BK
po3ainis "MocTOpPOHHME NpumecH” 3MiHEHO
"ConyTcTBylolme npumecu” , " HoMUHaNbHbI
06beM" 3MiHEHO Ha "13BneBaemblii 06BbeM".
MpuBeaeHHs nocunadb Ha EP); 3miHu | Tuny -
AfMiHICTpaTMBHI 3MiHW. 3MiHa Ha3Bu APl abo
[AOMOMIXXHOT pe4oBMHU (3a3HayYeHHs Ha3su AdI
BignosigHo EP, BP) (TepmiH BBefeHHSA 3MiH
npoTarom 3-x MicAUIiB Nicns 3aTeepkeHHs); 3MiHn |
TMNy - 3MiHM 3 AKOCTi. FOTOBMIA Nikapcbkunii 3acio.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPO6YBaHHS rOTOBOMO NiKapCbKOro
3aco6y (iHLWi 3MiHW y MeTofax BUNPo6yBaHb
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Ne
n/n

Ha3ssa
JliKapcbKO20
3aco6by

dopma BUMYCKY

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2
0 M0CBIOYEHHS

(BKTtOYaKOUM 3aMiHy abo [OMNOBHEHHS)) (BHECEHO
3MiHU J0 MeToAiB BUunpobyBaHHA [13: - go po3giny
"CynyTHi fomiwku. JllomidpnasiH" B METOAUKY
BM3HAYEHHS; - Ha3Ba po3ainy "CTOPOHHI JOMILLKN.
MNOoKCaHTWH, ryaHO3uH, KUC/10Ta HIKOTUHOBA"
3amiHeHo Ha "CynyTHi fOMILLKW. [NOKCaHTVH,
ryaHo3VviH, KUCMOTa HIKOTMHOBA, HeifeHTUdikoBaHi
OOMILLKK"; - BUK/IIOYEHO iHdhopMmalLlito LLoA0
HEBVKOPVCTOBYBaHUX CTaHAAPTHUX 3paskis; - y
MeTofax BUNPOo6yBaHHA NpuBeLeHi NOCUNaHHsA 40
EP); 3miHu | TNy - 3miHK 3 AkocTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOb AONOMDKHUX PEYOBUH.
3miHa y meTogax BUnpobyBaHHSA [ONOMIXHOI
peyoBUHM (HE3HAYHI 3MIHM Y 3aTBEPKEHNX MeTodax
BMNpPO6yBaHb) (MpuBeAEHHS METOAIB BUNpoOyBaHHS
[OMOMiXKHOT pevoBrHU N-MeTunrniKkaMmmHy 3a
nokasHukom "MikpobionoriyHa unuctota” 4o BUMor
EP); 3miHun | TUny - 3miHu 3 AkocTi. FoToBWiA
nikapcbkuit 3aci6. KOHTPO/Ib rOTOBOro NikapcbKoro
3acoby. 3miHa y meTogax BunpobyBaHHSA roToBOro
nikapcbKoro 3acoby (iHWi 3MiHM y MeToAax
BMNPOGYBaHb (BK/IOYa0UM 3aMiHy abo JONOBHEHHS))
(3MiHa HOpMYBaHHS BMICTY 6akTepianibHUX
€HAO0TOKCYHIB y npenaparti); CynyTHS 3MiHa - 3MiHM 3
SKOCTi. [0TOBUMIA Nnikapcbkumii 3aci6. KoHTposib
roTOBOTO JliKaPCbKOro 3acoby. 3miHa napameTpis
cneuudikavin Ta/abo fonycTUMNX MEX FOTOBOrO
NiKapcbKoro 3acoby (3BY)XXEHHSA A0MNYCTUMUX MEX)
(3miHa HOpMyBaHHA BMICTy 6aKTepiasibHUX
€HAO0TOKCUHIB Y npenapari); 3miHu | Tuny - 3MiHun
wopo 6e3nekn/ethekTUBHOCTI Ta hapmakoHariagy
(iHWi 3miHW) (3miHa po3ainy MKA «IpadiiyHe
306paxXeHHs ynakoBkn» Ha «MapKyBaHHS NePBUHHOT
Ta BTOPWHHOT yNakoBku») (TepmiH BBEAEHHS 3MiH
npoTArom 3-x micsAuiB nicns 3aTBepkeHHs)

156.

YAPOS3ETTA
®

TabneTku, BKpUTI
NiBKOBOIO
0060/10HKO0, N0
0,075 mr no 28
Tabnetok y
6nictepi, no 1
6nictepy y caule;
nol abono3,

LepiHr-Mnay
CeHTpan Ict
Al

Lseliya
pis

H.B. OpraHoH

HigepnaHp,
n

BHECEHHS 3MiH 0 peecTpaLiiHux maTepianis:
3MiHM |l TMRY - 3MiHK A0 IHCTPYKLiT AN MeanyHoro
3acTocyBaHHA y po3din "B3aemogis 3 iHwumun
nikapcbkvMmn 3acobamu Ta iHLWi BUAW B3aEMOAIIA".
BBeAeHHA 3MiH npoTArom 3-x micauiB nicna
3aTBEpPAKEHHSA

3a
peuenmom

UA/9993/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
abo no 6 cawe B
KapTOHHii
yrnaxoBLi
157. | AHYMET TabneTku, BKPUTI Mepk Wapni | LWeeiua nepBrHHa Ta HigepnaHp, BHECEHHS 3MiH 0 peecTpaLiiHux maTepianis: 3a UA/11003/01/01
NNiBKOBOO Hoywm lgea pis BTOPUHHA n/ Benvka 3MiHM | TMNY - NprMBeAeHHSA cneymndikayii Ha APl peyenmom
060/10HKO10, No 50 IHK ynakoBka, [03Bin BputaHisa/ MeTOPMIH rigpoxopus y BiANOBIAHICTb 40 BUMOT
Mr/500 mr no 14 Ha BUMYCK cepii: CLIA/ MoHorpadii «Metformin Hydrochloride» EP
Tabnetok y Mepk LWapn i Joym IcnaHis
6nictepi; no 2 aéo B.B., HinepnaHagy;
no 4 é6nictepun B BMPOGHULITBO
KapTOHHI KopooLi Hepo3dacoBaHol
npoayKuii:
Ecika KiH60pO
Nimiten, Benuka
BpuTaHis; MNMaTeoH
MyepTo Piko, IHK.,
MyepTto Piko, CLUA;
nepBuHHA Ta
BTOPVHHA
ynakoBska: ®pocct
I6epuka, C.A.,
IcnaHis
158. | AHYMET TabneTku, BKPUTI Mepk Wapni | Lseiua nepBuHHa Ta HigepnaHp, BHECEHHS 3MiH 40 peecTpauiiiHix MaTepianis: 3a UA/11003/01/02
NNiBKOBOO Joywm lgea pis BTOPUHHA n/ Benvka 3MiHM | TUNY - NpuBeAeHHA cneyundikadii Ha APl peyernmom
060/10HKO10, NO 50 IHK ynakoBka, [03Bin BpuTtaHisa/ MeTOPMIH rigpoxiopus y BiAMNoBIAHICTL [0 BUMOT
Mr/850 mr no 14 Ha BUMYCK cepii: CLIA/ MoHorpadii «Metformin Hydrochloride» EP
Tabnetok y Mepk LWapn i Joym IcnaHis
6nictepi; no 2 abo B.B., HigepnaHau;
no 4 6nictepn B BUPOGHULTBO
KapTOHHI KOpOOLUi Hepo3dacoBaHol
NPOAYKLi:
Ecika KBiH60pO
NimiTen, Benvika
BputaHis; NMaTeoH
MyepTo Piko, IHK.,
MyepTo Piko, CLUA;
nepBuHHA Ta
BTOPUHHA
ynakoBka: ®pocct
16epuka, C.A.,
IcnaHis
159. | AHYMET TabneTku, BKpUTI Mepk Wapni | Ueeiua nepBuHHa Ta HigepnaHg, BHECEHHS 3MiH [0 peecTpaLiiiHMx MmaTepianis: 3a UA/11003/01/03
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Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpayitiHo2
3aco6by 0 NocBi0YeHHs
NNiBKOBOO Joywm lgea pis BTOPUHHA n/ Benvka 3MiHM | TUNY - NpuMBeAeHHA cneuundikadii Ha APl peyernmom
060/10HKOM0, N0 50 IHK ynakoBKa, [4,03BiN BputaHisa/ MeT(opMIH rigpoxsiopug y BigNoBigHICTb 40 BUMOT
Mr/1000 mr no 14 Ha BUNyCcK cepil: CLIA/ mMoHorpadii «Metformin Hydrochloride» EP
Tabnetoky Mepk LWapn i Joym IcnaHis

6nictepi; no 2 abo
no 4 6nictepun B
KapTOHHI kKopoobLi

B.B., Higepnangy;
BMPOBGHULITBO
Hepo3dacoBaHol
NpPOAYKL,i:
Ecika KBiH60pO
NimiTen, Benvka
BpuTaHis; NMaTeoH
MyepTto Piko, IHK.,
MyepTo Piko, CLUA;
nepBuHHA Ta
BTOPVHHA
ynakoska: dpoccTt
16epuka, C.A.,
IcnaHig

HauyanbHuK YnpaBniHHA phapMmaleBTUYHOI
OIANBbHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT

T.M. JIacKkoBCbKUM
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