]

MIHICTEPCTBO OXOPOHH 3[JOPOB’Sl YKPAIHU

HAKAS3
02.03.2017 Ne 236
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, 7, 9, 10 Tlopsinky mepkaBHOI peecTpalii (repepeecTpallii) 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. BimMoBUTH Yy [lep>KaBHiM peecTpaliii/riepepeecTpallii Ta BHeCEHHi 3MiH /10
peecTpaLiiiHUX MarepiasiB Ta [lep>aBHOTO peeCcTpy JiKapChKUX 3acobiB YkKpaiHu

MiKapChbKMUX 3aco0iB 3riiHO 3 TIepeslikoM (40/aToK 4).

5. KOHTpO/1b 32 BUKOHAHHAM LIbOT'0 HaKa3y IOK/IaCTy Ha 3acTyrnHUKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



Aopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU

300pOB’A YKpaiHn
02.03.2017 Ne 236

NEPENIK
3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIO/IOIN4YHUX NPEMAPATIB), AKI
BHOCATBLCA A0 AEPXXABHOI'O PEECTPY JIKAPCbKUNX 3ACOBIB YKPAIHA

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asB8HUK
a

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamy
BaHHS

Homep
peecmpayitiHo
2o
nocsioYeHHs1

BNA3STEP® - H

KOHL,EHTpAaT A/151 PO3UnHY
Ans iHdysiii 4 mr/5 mn no 5
My hnakoHax Ne 1

leTepo /1a63
Nimiten

IHgis

leTepo /1ab3
NimiTeq

IHgis

peecTpauist Ha 5 pokis;
30608B’s13aHHA NpY Bugadi peecTpauiiHoro
NOCBIAYEHHS ICHYIOTb — HaJlaHHA AeTaslbHOro
onucy cUCTEMM YNpaBiHHS pU3ukamu y BUrnagi
nnaHy ynpasiHHa pusukamu go 30.10.2017
BiANOBIAHO A0 NigNyHKTY 1.8.2 nyHkTy 1.8
pogatky 5 MNMopsgky npoBefieHHs ekcnepTnsmn
peecTpauiiHux MaTepiasiiB Ha flikapcbki 3acobu,
LU0 NoJaloTbCA Ha AepXaBHY peecTpadito
(nepepeecTpauito), a TakoXx ekcnepTnsn
Marepianis Npo BHECEHHS 3MiH A0 peecTpauiiHnX
Marepianis NpoTArom il peecTpauiiHoro
NOCBIAYEHHS, 3aTBepAKeHOro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Big,
23.07.2015 Ne 460).
MepioanyHICTb NOAaHHSA perynsipHo
OHOB/THOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaaky 34iACHEHHS Harnsay 3a no6ivyHMMK
peakuisiMn Nikapcbkux 3acobis, 403BONEHUX A0
MeAMYHOro 3acTOCyBaHHS, 3aTBEPKEHOT0
Hakazom MO3 Big 27 rpyaHs 2006 poky Ne898,
3apeecTpoBaHoro B MiHiCTepCTBi toCTULT YkpaiHn
29 ciyHs 2007 poky 3a Ne73/13340, CTaHOBUTL:!
BiANOBIAHO A0 NEPIOANYHOCTI CKlafaHHA
perynsipHoO OHOB/IHOBAHOIO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, A03BONEHOT0 A0 MeANYHOro
3acTOCyBaHHS, Ha LEHTPa/IbHOMY PIBHi.

3a
peyerimom

He
niosisiecae

UA/15833/01/01

BENBIMEOA

KOHLEHTpAaT 4718 PO3UnHY
Ans iHgysiii, 10 mr/mn no 1
M, 5 Mn y donakoHax Ne 1

Anbmega
PapmacbioTikasc
Al

Lselinap
i

AkTasic ITani
C.n.A.

ITanis

peecTpauist Ha 5 pokis

3a
peyerimom

He
nionsizae

UA/15834/01/01

FEMUMMEAA

KOHLeHTpaT 415 PO3UnHYy
Ans iHgysili, 40 mr/mn no 5
M (200 mr), no 25 mn

Anbmega
dapmacbioTikasc
Al

LLiseliyap
is

AkTasic Itani
C.n.A.

ITanis

peecTpauist Ha 5 pokis

3a
peyenmom

He
nionsicae

UA/15835/01/01




0,03 mr/2 mr Ne 21 (21x1),

[eTafIbHOTO ONMcy CUCTEMM YNpPaBJ/liHHA

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamy Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUK BUPOGHUKA Bionycky BaHHS peecmpayitiHo
3acoby ynakoska) a 20
nocsioYeHHs1
(1000 mr) y donakoHax Ne 1
4, AEHOBE/b 30 TabneTku, BKpUTI Mi6e M'meX Himeuun Mmi6e Mm6X HimeuunHa peecTpauist Ha 5 pokis 3a He UA/15836/01/01
NAiBKOBOK 000JI0HKOIO, MO ApuHaiimiTTens Ha ApuHaiimiTTens 30608B’s3aHHA NpW Bugadi peecTpauiiHoro peyenmom | nidnsicae
0,03 mr/2 mr Ne21 (21x1), NOCBIAYEHHA BIACYTHI.
Ne63 (21x3), Ne 126 (21x6) MepioanyHICTb NOAaHHSA perynsipHo
y 6rictepax OHOB/THOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaaky 34iACHEHHS Harnsay 3a no6ivyHMMU
peakuisiMn Nikapcbkux 3acobis, 403BONEHUX A0
MeAMYHOro 3acTOCYBaHHS, 3aTBEPKEHOT0
Hakazom MO3 Big, 27 rpyaHs 2006 poky Ne898,
3apeecTpoBaHoro B MiHiCTepCTBi toCTULT YkpaiHn
29 ciyHs 2007 poky 3a Ne73/13340, CTaHOBUTL:!
BiANOBIAHO A0 NEPIOANYHOCTI CKlafaHHsA
perynsipHoO OHOB/IHOBAHOIO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, f03BONEHOT0 A0 MeANYHOro
3aCTOCYBaHHS, Ha LIEeHTPasibHOMY PIBHi.
5. IMATEPO® TabneTku, BKpUTI eTepo /1a63 IHais leTepo /1ab3 IHgis peecTpauist Ha 5 pokis 3a He UA/15837/01/01
NNiBKOBOI 060J1I0HKOHD, MO Nimiteq Nimiteq peyenmom | nidnsieae
100 mr Ne 10 (10x1) y
6nicTepi; Ne 100 (10x10) y
6nictepax
6. IMATEPO® TabneTku, BKpUTI leTepo /1a63 IHais letepo /1ab3 IHais peecTpadis Ha 5 pokis 3a He UA/15837/01/02
NNiBKOBOI 060JI0HKOHD, MO Nimiteq Nimiteq peuyenmom | nidns2ae
400 mr Ne 10 (10x1) y
6nicTepi; Ne 100 (10x10) y
6rictepax
7. 3UBAKC TabneTkun, BKpUTI CKAH BIOTEK IHAis BadgHa IHais peecTpaduis Ha 5 pokis 3a He UA/15775/01/01
NAiBKOBOK 0601I0HKOIO, MO nTa PapmacbloTikasnc peyenmom | nionsieae
250 mr Ne 3 (3x1), Ne 6 nra.
(6x1) y bnictepax
8. 3UBAKC TabneTkn, BKpUTI CKAH BIOTEK IHAis BadHa IHAis peecTpauist Ha 5 pokis 3a He UA/15775/01/02
NAiBKOBOK 000JI0HKOIO, MO nTa dapmacbloTikanc peyenmom | nidnsiecae
500 mr Ne 3 (3x1), Ne 6 nra.
(6x1) y 6nictepax
9. KANbLIO NopoLLoK (cybcTaHuis) y TOB "®APM- YkpaiHa K.Naten ®ito IHais peecTpaduis Ha 5 pokis - He UA/15838/01/01
CEHO3UAN A+B | noagiiiHUX NOMieTUIEHOBUX PEFICTP NTA4" EkcTpakwnHa nionsizae
20% naketax gns neT., NTA
chapmaLeBTUYHOro
3aCTOCYBHHSI
10. KETOPOJIAKY KpUCTaiyHUIA NOPOLLIOK Caiimep, /1a63 IHais Calimep, N1a63 IHgis peecTpauist Ha 5 pokis - He UA/15839/01/01
TPOMETAMIH (cybeTaHuis) y NimiTen Nimiten nionseae
nonieTUNeHoBOMY NnakeTi
AnA hapmauesTU4HOro
3aCTOCyBaHHSA
11. MAJLIHET TabneTku, BKpUTI Mi6e MmbeX Himeuun Mmi6e Mm6X HimeuunHa peecTpauist Ha 5 pokiB. 30608B’s13aHHA Npy B1Aadi 3a He UA/15840/01/01
NAiBKOBOK 060I0HKOLO, MO ApuHaimiTTens Ha ApuHaiimiTTens peecTpaLiiHOro NOCBIAYEHHS ICHYIOTb — HafaHHA | peyenmom | nidssieae




Hassa

®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamy Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUK BUPOGHUKA Bionycky BaHHS peecmpayitiHo
3acoby ynakoska) a 20
nocsioYeHHs1
Ne 63 (21x3), Ne 126 (21x6) pusMKamu y BUrNsAI nnaHy ynpasniHHA py3nkamu
y 6nictepax 40 30.10.2017 BignosigHoO A0 nignyHkTy 1.8.2
nyHkTy 1.8 gogatky 5 MNMopsaky npoeefeHHs
€KCnepTu3n peecTpauiiiHix matepianis Ha
nikapcbki 3acobu, Lo NoAaTbCA Ha AepXaBHy
peecTpauiio (MepepeecTpadiio), a Takox
eKcrnepTun3n MaTepiasliB PO BHECEHHS 3MiH [0
peecTpaLiiHix maTepianis NpoTArom Aii
peecTpauiiHoro NocBig4YeHHs, 3aTBEPIKEHOr0
Haka3zom MO3 Big, 26.08.2005 Ne 426 (y pegakuii
Hakasy MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IOBAHOrO 3BITY 3 6e3neku BiANOBIAHO A0
Mopsaaky 34iACHEHHs Harnsay 3a no6ivyHMMK
peakuisiMun fikapcbkux 3aco6iB, J0O3BOIEHUX A0
MeAMYHOro 3acToCyBaHHSA, 3aTBEPKEHOr0
Hakazom MO3 Big, 27 rpygHa 2006 poky Ne898,
3apeecTpoBaHoro B MiHIiCTepCTBi toCTuULiT YkpaiHn
29 ciuHs 2007 poky 3a Ne73/13340, cTaHOBUTb:
BiANOBIAHO [0 NEPIOANYHOCTI CKNaAaHHA
perynisipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, A03BONEHOr0 A0 MeANYHOro
3aCTOCYBaHHS, Ha LEHTpasIbHOMY PiBHI.
12. CONI®EHALUMUHY | nopowok (cybcTaHuis) y letepo [par3 IHgis leTepo [par3 IHAjs peecTpauisi Ha 5 pokiB - He UA/15842/01/01
CYKUUHAT noAgBiliHNX NONiETUNEHOBKX NimiTen Nimiten nionseae
naketax gns
thapmaueBTUYHOro
3acToCyBaHHSA
13. CONKOCEPUN PO34nH ANs iH exuin 42,5 MEOA Lsenuap Neraci LLiBeiuapis peecTpauis Ha 5 pokis; 3a He UA/8587/04/01
Mr/Mn No 2 M1 B aMnynax dapmacbioTikan3 is PapmacbloTikan3 30608B’s13aHHA NpY Bugadi peecTpauiiiHoro peyenmom | nidnsieae
Ne 25, no 5 mn1 B amnynax CaiTceneHy, CaiTceneHg NOCBIAYEHHS ICHYIOTb — HaflaHHA AEeTaIbHOro
Ne 5 6X M6X

Onncy CUCTEMM YMPaBIHHA PU3nKaMu y BUTAAAI
nnaxy ynpasniHHA punkamy go 30.10.2017
BiANOBIAHO A0 NignyHKTY 1.8.2 nyHkTy 1.8
pogatky 5 Mopsgky npoBefieHHs ekcnepTnsn
peecTpauiiHux MaTepiasiiB Ha flikapcbki 3acobu,
LU0 NoJal0TbCA Ha AepXaBHY peecTpaLito
(nepepeecTpauito), a TakoX ekcnepTnsn
Marepianis Npo BHECEHHS 3MiH A0 peecTpauiiHnX
mMarepianis NpoTArom Aii peecTpauiiHoro
NOCBIAYEHHS, 3aTBepAKeHOro Hakazom MO3 Big,
26.08.2005 Ne 426 (y pegakuii Hakasy MO3 Big
23.07.2015 Ne 460).
MepioanyHICTb NOAaHHSA perynsipHo
OHOB/IHOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaaky 34iACHEeHHs Harnsay 3a noGivyHMMK
peakuisiMn NikapcbKUx 3aco6iB, 03BOIEHUX A0




Peecmpayitina npoyedypa

Ymosu

Peknamy
BaHHS

Homep

n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asB8HUK
a

Bupo6Huk

BUPOGHUKa

MeAN4YHOro 3aCToCcyBaHHA, 3aTBepaXeHoro

Bionycky

peecmpayitiHo
2o
nocsioYeHHs1

Hakazom MO3 Big, 27 rpygHa 2006 poky Ne898,
3apeecTpoBaHoro B MiHIiCTepCTBi toCTuULiT YkpaiHn
29 ciuHs 2007 poky 3a Ne73/13340, cTaHOBUTb:
BiANOBIAHO [0 NEPIOANYHOCTI CKNafaHHA
perynisipHo OHOBJIOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, A03BONEHOr0 A0 MeANYHOro
3aCTOCYBaHHS, Ha LEeHTpasIbHOMY PiBHI.
peecTpauisi Ha 5 pokiB;

6e3 niosisiecae

UA/15843/01/01

14.

CONKOCEPUN

renb 4,15 mr/rno 20ry
Ty6i Ne 1

MEJA

dapmacbioTikans

CsiTceneHnp,
v6X

LBeiuap

ist dapmacbloTikans

Neraci

CeiTceneHg
meX

30608B’s13aHHA NpY BUAadi peecTpauiiiHoro
NOCBIAYEHHS ICHYIOTb — HalaHHS AeTaslbHOro
Onucy CUCTEMM YNpaBiHHA pUsuKkamu y BUrnagi
nnaHy ynpasniHHA pu3nkamu fo 30.10.2017
BiANOBIAHO A0 MignyHKTY 1.8.2 nyHkTY 1.8
popatky 5 Mopsgky npoBefieHHA ekcnepTuan
peecTpaLiiiHux MaTepiasiiB Ha flikapcbki 3acobu,
LLIO NOJATbCS Ha AepXaBHy peecTpadiiio
(nepepeecTpauito), a TakoX ekcnepTnau
Marepianis Npo BHECEHHS 3MiH 0 peecTpauliliHnX
marepianis NpoTArom Aii peecTpauinHoro
nocBiAYeHHs, 3aTBepAxeHoro Hakasom MOS3 Bif
26.08.2005 Ne 426 (y pegakuii Hakazy MO3 Bif
23.07.2015 Ne 460).
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku BiANOBIAHO A0
Mopsigky 34iiCHEeHHA Harnsay 3a noGiyHuMuN
peakuisiMun fikapcbkux 3aco6iB, J03BO/IEHUX A0
MeAMYHOro 3aCTOCyBaHHS, 3aTBEPKEHOr0
Hakazom MO3 Big 27 rpygHs 2006 poky Ne898,
3apeecTpoBaHoro B MiHiCTepCTBi toCcTuLii YkpaiHm
29 ciuHs 2007 poky 3a Ne73/13340, cTaHOBUTb:
BiANOBIAHO [0 NEPIOANYHOCTI CKNafaHHA
perynisipHo OHOBJIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, A03BONEHOr0 A0 MeANYHOro
3aCTOCYBaHHS, Ha LEHTPasIbHOMY PiBHI.
peecTpauis Ha 5 pokis;

peuyenma

6e3 niosisieae

UA/8587/02/01

15.

CONKOCEPUN

Masb 2,07 mr/rno 20 ry
Ty6i Ne 1

MEJA

dapmacbioTikans

CsiTceneHp,
m6X

LBeiiuap
in

Neraci

dapmacbloTikan3

CeiTceneHg
M6X

30608B’s13aHHA NpY BUAadi peecTpauiiHoro
MOCBIAYEHHS ICHYIOTb — HalaHHs AeTaslbHOro
OMnCy CUCTEMM YNPaB/iHHA PU3VKaMu 'y BUTNAAI
nnaxy ynpasniHHA pu3nkamu fo 30.10.2017

BiANOBIAHO A0 MignyHKTY 1.8.2 nyHkTY 1.8
popatky 5 MNopsagky npoBefieHHs ekcnepTusmn
peecTpavuiiiHux MaTepiasiiB Ha nikapcbki 3aco6u,
LU0 NOAAI0TLCA Ha AepxaBHy peecTpadito
(nepepeecTpadito), a Takox ekcnepTnsn

Marepianis Npo BHECEHHS 3MiH 0 peecTpauiiHnX

mMarepianis NpoTarom Aii peecTpauinHoro

peyenma




Hassa

®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamy Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUK BUPOGHUKA Bionycky BaHHS peecmpayitiHo
3acoby ynakoska) a 20
nocsioYeHHs1
nocBigYeHHs, 3aTBepmKeHoro Hakazom MO3 Bifg,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big,
23.07.2015 Ne 460).
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaaky 34iMCHeHHS Harnsay 3a nobivyHMMK
peakuisiMn Nikapcbkux 3acobis, L03BONIEHUX A0
Me[MYHOro 3aCTOCYBaHHS, 3aTBEPL)KEHOTO
Hakazom MO3 Big 27 rpygHs 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLii YkpaiHu
29 ciuHs 2007 poky 3a Ne73/13340, cTaHOBUTb:
BiANOBIAHO A0 MEPIOAMYHOCTI CKNaAaHHs
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, A03BO/IEHOro A0 MeANYHOro
3aCTOCyBaHHS, Ha LEHTPa/IbHOMY PIBHi.
16. CTPOHAEKC cnpeii Ans poToBoi TOB HaykoBo- YkpaiHa TOB HaykoBso- Ykpaina peecTpadist Ha 5 pokis 3a He UA/15759/01/01
NOPOXHWHW [,030BaHNI, BMPOGHMYA BMPOGHMYA peyenmom | nionsieae
12,5 mr/po3a, no 10 mn Ta thipma hipma
5 M1y nonimepHomy a6o "MIKPOXIM" "MIKPOXIM"
CKNsIHOMY pniakoHi
17. ®O0TTO Kpanni ByWwHi no 15 mny Oenbta Megiken | Leeliyap K.O. Pomdhapm PyMmyHis peecTpauis Ha 5 pokis; 6e3 nionsieae | UA/15844/01/01
hnakoHax-kpanenbHULAX MpomoyLH3 Al i KomnaHi C.P.J1. 30608B’s13aHHA NpY BUAadi peecTpaiiiHoro peyenma

Neo 1

MOCBIAYEHHS ICHYIOTb — HaJlaHHS AeTaslbHOro
OMnCy CUCTEMM YNPaB/iHHA PU3VKaMu y BUTNAAI
nnaxy ynpasniHHA pu3nkamu fo 30.10.2017
BiANOBiAHO A0 MignyHKTy 1.8.2 nyHkTY 1.8
popatky 5 Mopsagky NpoBefieHHs ekcnepTusmn
peecTpavuiiiHux MaTepiasiiB Ha nikapcbki 3aco6u,
LLIO NOJAlTbCS Ha AepXaBHY peecTpadiiio
(nepepeecTpadito), a Takox ekcnepTnsn
Marepianis Npo BHECEHHS 3MiH [0 peecTpauiliHnX
marepianis NpoTArom Aii peecTpauinHoro
NnocBigYeHHs, 3aTBepakeHoro Hakazom MO3 Bif,
26.08.2005 Ne 426 (y pegakuii Hakazy MO3 Big
23.07.2015 Ne 460).
MepioAnYHICTL NOAaHHA PerynspHo
OHOB/IOBAHOrO 3BITY 3 6e3neku BiLNOBIAHO A0
Mopsigky 34iiCHEeHHA Harnsgy 3a noGiyHUMK
peakuisiMun fikapcbKux 3aco6iB, L03BOIEHUX A0
Me[MYHOro 3aCTOCYBaHHS, 3aTBEPL)KEHOrO
Hakazom MO3 Big 27 rpygHs 2006 poky Ne898,
3apeecTpoBaHoro B MiHiCTepCTBi HCTULi YKpaiHu
29 ciuHs 2007 poky 3a Ne73/13340, cTaHOBUTb:
BiANOBIAHO [0 NEPIOANYHOCTI CKNafaHHs
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, [,03B0/IEHONO A0 MEAUYHOTO
3aCTOCYBaHHS, Ha LeHTpasIbHOMY PiBHI.




Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamy Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUK BUPOGHUKA Bionycky BaHHS peecmpayitiHo
3acoby ynakoska) a 20
nocsioYeHHs1
18. LNMNPO®NOKCO | kpansi O4YHi/ BYLUHi, pO34nH TOB "®PAPMAT YkpaiHa K.T. Pomdpapm PyMyHis peecTpauis Ha 5 pokis; 3a He UA/15845/01/01
DPAPM 0,3 % no 5 mn y donakoHi- nTaor Komnani C.P.J1. 30608B’'s13aHHA NpY BUAadi peecTpauiiiHoro peuyenmom | nidnseae

KpanenbHuui Ne 1

NOCBIAYEHHS ICHYIOTb — HaJaHHA [eTasIbHOro
onucy cucTemu ynpasiHHA pusukamu y Burnagi
nnaxy ynpasniHHA pusnkamu go 30.10.2017
BiANoBiAHO Ao mignyHkTy 1.8.2 nyHkTy 1.8
popatky 5 Mopsaky npoBefeHHA ekcnepTuan
peecTpavuiiHux MaTepiasiiB Ha nikapcbki 3aco6u,
L0 NOJAITLCA Ha AepXaBHy peecTpauiio
(nepepeecTpadito), a Takox ekcnepTnsn
mMarepianis NPo BHECEHHS 3MiH J0 peecTpaLiiHnX
mMarepianis NpoTArom Ail peecTpauinHoro
nocBig4eHHs, 3aTBepmkeHoro Hakazom MO3 Bifg,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big,
23.07.2015 Ne 460).
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaaky 34iMCHeHHS Harnsaay 3a nobivyHMMK
peakuisiMn Nikapcbkux 3acobis, L03BONIEHUX A0
Me[MYHOro 3aCTOCYBaHHS, 3aTBEPL)KEHOTO
Hakazom MO3 Big 27 rpygHs 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi HOCTULi YKpaiHu
29 ciuHs 2007 poky 3a Ne73/13340, cTaHOBUTb:
BIANOBIAHO [0 NEPIOAMYHOCTI SK A4/15 NiKapCbKOro
3acoby nicnsa AepxaBHOT peecTpauii B YkpaiHi, sk
y nepLuili KpaiHi CBiTy.

HauyanbHuK YnpaBniHHA dhapMmaleBTUYHOI
BIANBHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT

T.M. JIacKOBCbKUM




MEPENIK

Aopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

02.03.2017 Ne 236

NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOI4YHUX MNMPEMAPATIB), AKI BHOCATbLCA A0
AEP)XXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

ynakosLi, no 1
KOHTYPHI1 YapyHKOBIlA
ynakoBLi B nayi

nikapcbKoro 3acooby,
TEKCTi MapKyBaHHs1
Ta iIHCTPYKUii gns
MeANYHOro
3aCTOCYyBaHHA Ha
nigcTasi perynsipHo
OHOBJ/IHOBAHOrO 3BITY
3 6e3neku
niKapcbKoro 3acooby,
abo gocnifxeHs 3
6e3nekn
3aCTOCyBaHHS
nikapcbkoro 3acoby
B
nicnsipeecTpaviiHnii
nepiog, abo sk
pesynbTaT OLiHKK
3BiTY 3 AOCNIgKEHD,
npoBefeHnx
BiAnNoBiAgHO A0
nnaHy negiaTpuyHnx
pocnipkeHs (PIP)
(3MiHY y3rogkeHo 3
KOMMETEHTHUM
YNOBHOBaXEHNM
opraHom) (3miHu
BHECEHO A0
iHCTPYKUiT Ans

Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6HuK KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapcbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyedypa BionycKy HHS peecmpayjitiHo
3acoby ynakosKa) 2o
nocsi0O4YeHHs
1. AAPEHANIH- pO34MH ANA iH'eKuiid, 1,8 MpAT Ykpaina MpAT YkpaiHa nepepeecTpawis Ha 3a peyenmom | He nidsisizae UA/5272/01/01
AAPHULA mr/Mn, no 1 mn B "®apmMaLeBTUyH "®GapmaLieBThyHa HeobMexeHui
amnyni, no 5 amnyn y a chipma ipma "dapHuus” TEepMiH; 3MiHn | Tuny
KOHTYPHIli YapyHKOBIi "OapHnus” - 3MiHM Wwoao
ynakoBLi, N0 2 KOHTYPHI 6e3nekn/etheKkTUBHO
YapyHKOBI YNaKOBKM B cTiTa
naJui; no 1 mn B amnyni, thapmakoHarnagy.
no 10 amnyny 3MiHa y KopoTKili
KOHTYPHIli YapyHKOBIl XapakTepucTuui
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa npoyeoypa Bionycky HHSA peecmpayitiHo
3acoby ynakoska) 20
nocgio4YeHHs1
MeANYHOro
3aCTOCyBaHHSA
npenapary Ao
po3gainy «Mo6iyHi
peaxuii» BignoBigHoO
00 iHhopmavi

CTOCOBHO 6e3neku
LYol pevyoBUHN
nikapcbKoro 3acoby)

30608B’A3aHHA Npn
Bugaui
peecTpadiiHoro
nocsigYeHHA
iCHYIOTb - HafjaHHSA
JeTanbHoro onucy
cMcTeMM ynpas/iHHA
pu3nkammn y BUrnsgi
nnaHy ynpassiHHA
pr3nkamm Ta
[OMOBHEHHSA [0
ornsany KniHiyHnx
[aHux o
30.10.2017
BiANoBIAHO A0
nignyHkTy 1.13
NYHKTY 1, NignyHKTy
2.3 NyHKTY 2
popatky 15 no
Mopagky
npoBefeHHs
eKkcnepTm3mn
peecTpauinHux
MaTepianis Ha
nikapcbki 3acobu,
L0 NoJal0TbCA Ha
OepXaBHy
peecTpaviio
(nepepeecTtpadito), a
TaKoX eKcnepTn3mn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiinHux
MaTepianis
npotsarom it
peecTpadiiHoro
NoCBIAYEHHS,
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiHo
20
nocgio4YeHHs1

3aTBEPAKEHOI0
Hakasom MO3 Big,
26.08.2005 Ne 426
(y pepakuii Hakasy
MO3 Big 23.07.2015
Ne 460).
MepiognyHicTb
NoAaHHA perynspHo
OHOBJ/IHOBAHOTO 3BITY
3 6esneku
BiANOBIAHO A0
Mopsaaky 34iiCHEeHHS
Harnsgy 3a
noGiYHNMM
peakuisMn
nikapcbknx 3acobis,
[03BOMIEHNX A0
MeAnYHOro
3aCTOCYBaHHS,
3aTBEPIKEHOr0
Hakazom MO3 Big,
27 rpypHa 2006
poky Ne898,
3apeEcTpoBaHoOro B
MiHicTepcTsi tocTuuii
YKpainm 29 ciuHs
2007 poky 3a
Ne73/13340,
CTaHOBUTb:
BiANOBIAHO A0
nepioguyHoCTi
CKnafaHHs
perynsipHo
OHOBJ/IIOBAHOTO 3BITY
3 Gesneku
nikapcbKoro 3acoby,
[103BOMIEHOr0 [0
MeNYHOro
3acTOCyBaHHS, Ha
LieHTpasibHOMY
PiBHiI.

AnonypPuHon

MOPOLLIOK (Cy6CcTaHLis) y
noaBiiHMX
nonieTueHoBmx
naketax Ans
chapMaLeBTUYHOTO

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHMWYNIA

YkpaiHa

HAkcinr CiTi KciHrio
$apmacsloTikan Ko.,
nrp,

KuTtaii

nepepeecTpauis Ha
HeobMexXeHul
TEPMIH

He nidnsizae

UA/6352/01/01
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nikapcbKoro 3acooby,
TEKCTi MapKyBaHHs
Ta IHCTPYKUii ans
MeaANYHOro
3aCTOCyBaHHSA
reHepuYHMX/riopnaH
nx/6ionogibHnx
nikapcbknx 3acobis
nicns BHeCeHHs Tiel
camoi 3MiHU Ha
pedhepeHTHui
npenapar (3MiHa He
notpebye HagaHHsA
XOLHWX HOBUX
[00aTKOBUX AAHVX)
- 3MiHN BHECEHO [0
IHCTPYKLT AnA
MeANYHOro
3acTOCyBaHHsA
npenapary Ao
po3ainis
"®dapMakoorivHi
B/1aCTMBOCTI",
"Moka3aHHs" (6yno:
3HWKEHHSA
iHTEenekTyasbHOI Ta
emoujiiiHol
aKTUBHOCTI,

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa npoyeoypa Bionycky HHSA peecmpayitiHo
3acoby ynakoska) 20
nocgio4YeHHs1
3aCTOCYyBaHHSA LeHTp
"BopLyariBcbkuii
XiMiKO-
hapmMaueBTUYHU
 3aBoa"
3. BEH30KAIH MOPOLLIOK (Cy6CcTaHLis) y AT "Jlekxim - YkpaiHa Yanmkoy CaHnaiit Kutai nepepeecTpauis Ha - He nidniseae | UA/12132/01/01
noABiliHNX nakeTax 3 Xapkis" $apmacstoTikan Ko., HeobMeXeHuit
nonietTuneHy ans nra. TEpMiH
dhapmaLeBTU4YHOro
3aCTOCYyBaHHSA
4. BI®PPEH kancynu no 250 wmr, no TOB "dapma Ykpaina TOB "®apma Ctapt" YkpaiHa nepepeecTpavis Ha 6e3 peyenma nidnsieae UA/12087/01/01
10 kancyn y 6nictepi; no Crapt" HeobMeXeHuit
1 a6o no 2 6nictepn y TEepMiH; 3MiHu | Tuny
nauuj 3 KapToHy - 3MiHU Woao
6e3nekn/edekTUBHO
cTi Ta
hapmakoHarnsgy.
3MiHN Y KOpOTKili
XapakTepucTuLj
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa npoyeoypa Bionycky HHSA peecmpayitiHo
3acoby ynakoska) 20
nocgio4YeHHs1

nopyLUeHHs nam’aTi,
3HDKEHHSA
KOHLeHTpaLii yBaru.
AcCTeHiyHi Ta
TPUBOXHO-
HEBPOTUYHI CTaHu,
Hecnokiid, cTpax,
TPUBOXHICTb,
HEeBPO3 HaB'A3NMBUX
cTaHiB, ncyxonaris;
y AiTei — 3aikaHHs,
eHypes, TUKK; y
noaeli NiTHLOro BiKY
— 6€3COHHS, HiYHUIA
HECTOKIN.
MpodpinakTmka
CTPECOBUX CTaHiB,
nepeg onepauisamm
ym 6onUMIMK
OiarHOCTUYHUMU
LOCNIDKEHHSMM.
BichpeH
3aCTOCOBYHOTb AK
[LOMOMKHWIA 3acio
nig vac nikyBaHHA
ankoronismy gns
NPUNUHEHHSA
NCcUXonaTonoriyHmxX i
comaTtoBereTatuBHu
X NOpyLUEeHb Npu
CUHAPOMI
abCTuHeHLi.
Mpenapart MoxHa
3acTOCOBYBaTH
pasom i3
3ara/ibHONPUAHATUM
"
[Oe3iHTOKCUKaLiiHM
1 3acobamu gns
NiKyBaHHSA
aNIKOrosIbHNX
npeaenipiosHnX i
Lenipio3HNX CTaHIB.
MNpr3HayalnTb Takox
npu xBopoo6i
MeHbepa,
3anaMopOYEHHSIX,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa npoyeoypa Bionycky HHSA peecmpayitiHo
3acoby ynakoska) 20
nocgio4YeHHs1
noB’A3aHnX 3

ONCAYHKLE
BECTMOYNSAPHOTO
anapary, gns
npoginakTukm
3aXUTYBaHHS.
3acToCoBYETLCA Y
KOMMN/IEKCHOMY
NiKyBaHHi XIHOK 3
0CTEO0XOHAPO30M
LUMIAHO-TPYAHOrO
Biaainy xpe6ra Ta
KNiMakTepUYHUMU
po3nagamu; ctano:
AcTeHiuHi Ta
TPVBOXHO-
HEBPOTUYHI CTaHU
(emoujiriHa
NabinbHiCTb,
NOpyLLUEHHS nam’aTi,
3HVKEHHS
KOHUeHTpaL,ji ysaru),
Hecnokiid, cTpax,
TPUBOXHICTb,
HeBPO3 HaB'A3NMBUX
CTaHiB; y giteli —
3aikaHHA, eHypes,
TUKK; y niogeit
NiTHBLOTO BIKY —
6€3COHHS, HiYHWIA
HEeCMOKi.
Mpodinaktuka
CTPECOBWX CTaHiB,
nepeg, onepauiamm
abo 6osnounmu
AiarHOCTUYHUMU
pocnimkeHHamMN. Ak
[OMOMiXHWIA 3aci6
nig yac nikyBaHHs
abCTUHEHTHOro
CUHApPOMY npun
aIKoroni3mi.
Mpu3Hayatn Takox
npu xsopobi
MeHbepa,
3anamopoYeHHsIX,
NoB’sA3aHuX i3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa npoyeoypa Bionycky HHSA peecmpayitiHo
3acoby ynakoska) 20
nocgio4YeHHs1
ONCYHKLiE
BECTUOYNSAPHOro
anaparty, gns
npoinakTnkn
3axXUTyBaHHS),
"B3aemogisi 3

IHLWIMMK NiKapCbKuMn
3aco6amu Ta iHLWi
BUAW B3aEMOSin",

"Cnoci6
3aCcTOCyBaHHSA Ta
no3un”, "MooGivHi
peakuii" BignosigHO
[0 IHCTpyKu,ii
pedhepeHTHOro
niKkapcbKoro 3acoby
HOO®EH®,
Kancynv Teepai no
250 mr.

3060B’s13aHHSA Npn
BuAaui
peecTpauiiHoro
NOCBIAYEHHSsI
iCHYIOTb — HaJaHHS
[eTanbHoro onucy
cucTeMu ynpasiiHHSA
pu3nkammn y BUrnsgi
nnaHy ynpasniHHA
pr3nkamm Ta
[OMOBHEHHSA A0
ornsaay KNiHiYHnx
AaHux o
30.10.2017
BiANOBIAHO A0
nignyHkTy 1.13
NyHKTY 1, NignyHKTy
2.3 NyHKTY 2
popartky 15 no
Mopaaky
npoBefeHHs
eKcnepTn3mn
peecTpauiinHux
mMarepianis Ha
nikapcbki 3acobu,
LU0 NoJaloTbCa Ha
[epXaBHy
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa npoyeoypa Bionycky HHSA peecmpayitiHo
3acoby ynakoska) 20
nocgio4YeHHs1
peecTpaduito

(nepepeecTpaliio), a
TaKoX eKCnepTu3mn
mMaTtepianis npo
BHECEHHS 3MiH [0
peecTpauinHux
mMaTtepianis
npotsarom faii
peecTpauiiHoro
NocCBigYeHHS,
3aTBEPAKEHOr0
Hakazom MO3 Big,
26.08.2005 Ne 426
(y pepakuii Hakazy
MO3 Big 23.07.2015
Ne 460).
MepiognuHicTb
nofaHHsa perynspHo
OHOB/IKOBAHOTO 3BITY
3 Gesneku
BiANOBIAHO A0
MopsiaKy 34iCHeHHS
Harnsgy 3a
noGivHNMU
peakuismu
nikapcbknx 3acobis,
[03BOMIEHNX [0
MeANYHOro
3acToCyBaHHs,
3aTBEPAKEHOI0
Haka3zom MO3 Bif,
27 rpyaHsa 2006
poky Ne898,
3apPEeECTPOBaHOro B
MiHicTepcTBi tocTuii
YkpaiHu 29 ciuHs
2007 poky 3a
Ne73/13340,
CTaHOBUTb:
BiANoBIAHO A0
nepioguyHocCTi
cKnafaHHs
perynsipHo
OHOB/IHOBAHOrO 3BITY
3 Gesneku
nikapcbKoro 3acoby,
[103BOJIEHOr0 10
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®.XothpmarH-/15 PoLu

Ntp, Weeiiuapis;
IBepc-Ni Al',
Llseiuapis;

BunpobyBaHHs

KOHTPO/IIO AKOCTi:

®.XothpmaHH-/15 PoLu

Ntp, Weeiiuapis;

& . XohpmaHH-/15 Pow
Ntp, Weeiiuapis;
Pow ®apma AT,

HimeuyuunHa,;
Bunyck cepii:
®.XohcpmaHH-/15 PoLu
NTta, Wseiiuapis

nikapcbKoro 3acooby,
TEKCTi MapKyBaHHs
Ta IHCTPYKUii ans
MeAUYHOro
3aCTOCyBaHHA Ha
nigcTasi perynsipHo
OHOB/OBAHOrO 3BITY
3 Gesneku
nikapcbKoro 3acoby,
abo gocnigxeHs 3
6e3nekn
3aCcTOCyBaHHSA
nikapcbkoro 3acoby
B
nicnsapeecTpauiiiHnii
nepiog, abo sk
pe3ynbTaT OUiHKK
3BiTY 3 LOCNIIKEHD,
npoBeAeHUx
BiANOBIAHO A0
nnaHy negiaTpuyHnux
pocnigpkens (PIP)
(3MiHy y3rogxeHo 3
KOMNETEeHTHUM
YNOBHOBaXEHUM
opraHom) - 3miHu
BHeceHo 10
IHCTPYKLUii ANns
MeAnYHOro
3acTOCyBaHHSA
npenapary Ao
po3gainis
"OcobnnBOCTi

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa npoyeoypa Bionycky HHSA peecmpayitiHo
3acoby ynakoska) 20
nocgio4YeHHs1
MeANYHOro
3acToCyBaHHS, Ha
LieHTpasIbHOMY
PiBHiI.
5. BOHAPOHAT® TabneTkn, BKPUTI & . XodpchpmaHH- LLIseliyapis BrnpobHMuTBO LLiseliyapisi/ nepepeecTpavis Ha 3a peyenmom | He niossizae UA/5557/02/01
N/1iBKOBOK 06G0/IOHKOLO, Na Pow N1a Hepo3dacoBaHoi Mekcuka/ HeobMeXeHuit
no 50 mr, no 7 TabneTok npoayKuii: LLseiiuapisi/ TepMiH; 3MiHu | Trny
y 6nicTepi, no 4 ®.XothdpmaHH-/15 PoLu HimeuunHa - 3MiHu Wwoao
6nicTepy y KapTOHHIl Ntp, Weeiiuapis; 6e3nekn/edhekTUBHO
nauui MpogaykToc Pow C.A. CTi Ta
ae C.B., Mekcuika; hapmakoHarnagy.
MepBrHHE Ta 3MiHa y KOpOTKili
BTOPVHHE MakKyBaHHS: XapakTepucTuLj
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa npoyeoypa Bionycky HHSA peecmpayitiHo
3acoby ynakoska) 20
nocgio4YeHHs1
3acTocyBaHHA",
"Mo6iuHi peakwi"

BiANOBIAHO A0
pekomeHaaw,ii
KomiteTy ouiHkm
pu3ukiB y chepi
dhapmakoHarnsgy
(PRAC).

3060B’s13aHHSA Npun
BMAAYi
peecTpauiiHoro
nocBifYEeHHs
iCHYIOTb — HafjaHHSA
[OMOBHEHHSA [0
ornsany KniHiyHnx
AaHvx o
30.10.2017,
BiANoBIAHO A0
NiANYHKTY 2.3 NYHKTY
2 popjatky 15 no
Mopaaky
npoBefeHHs
eKcnepTn3mn
peecTpauinHux
mMarepianis Ha
nikapcbki 3acobu,
LU0 NoJaloTbCa Ha
AepxasHy
peecTpadiio
(nepepeecTpauiio), a
TakoX eKkcrnepTusm
mMarepianis npo
BHECEHHS 3MiH [0
peecTpauinHux
mMarepianis
npoTsarom gaii
peecTpauiiHoro
NOCBIgYEHHS,
3aTBEPAKEHOIO
Hakasom MO3 Big,
26.08.2005 Ne 426
(y pepakuii Hakasy
MO3 Big 23.07.2015
Ne 460).
MepiognyHicTb

nofilaHHsa perynspHo
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiHo
20
nocgio4YeHHs1

OHOB/IKOBAHOTO 3BITY
3 Gesneku
BiANOBIAHO A0
MopsiaKy 34iCHeHHS
Harnsgy 3a
noGivHNMU
peakuismu
nikapcbknx 3acobis,
[03BOMIEHNX [0
MeANYHOro
3acTOCyBaHHs,
3aTBEPAKEHOI0
Haka3zom MO3 Bif,
27 rpyaHsa 2006
poky Ne898,
3apPEeECTPOBaHoOro B
MiHicTepcTBi tocTuii
YkpaiHu 29 ciuHs
2007 poky 3a
Ne73/13340,
CTaHOBUTb:
BiANoBIAHO A0
nepioguyHocCTi
cKnafaHHs
perynsipHo
OHOB/IIOBAHOrO 3BITY
3 Gesneku
nikapcbKoro 3acoby,
[l03BOJIEHOr0 10
MeAnYHOro
3aCTOCYBaHHSA, Ha
LeHTpasIbHOMY
PiBHi.

BOPHA
KUACNOTA

PO34MH ANna
30BHILUHLOTO
3aCTOCYBaHHS,
cnupToBuii 3 % no 25
My chnakoHi; no 1
chnakoHy B nauui 3
KapTOHY

MAT "dapmak”

YkpaiHa

MAT "®apmak”

YKpaiHa

nepepeecTpaLis Ha
HeobMeXeHui
TEepMiH

6e3 peyernma

He nidnsz2ae

UA/6275/01/01

ANDTA3OH®

pO3unH ANns iHdysil, 2
mr/mn no 100 mny
hnakoHi; no 1 dpnakoHy
Y KapTOHHiIll kopobui

KPKA, a.4.,
HoBo mecto

CnoBeHis

KPKA, a.4., Hoso
MecTo

CnoBeHis

nepepeecTpavis Ha
5 pokiB y 3B AI3Ky i3
3aKiHYEHHAM
TepMminy Al
peecTpauiiHoro
NOCBIAYEHHST; 3MiHU
| Tvny - 3miHK Woao

3a peuenmom

He nionsi2ae

UA/2527/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa npoyeoypa Bionycky HHSA peecmpayitiHo
3acoby ynakoska) 20
nocgio4YeHHs1
6e3nekn/ethekTUBHO
cTiTa

chapmakoHarnsgy.

3MiHM Y KOpOTKili

XapakTepucTui

nikapcbKoro 3acoby,
TEKCTi MapKyBaHHs
Ta iHCTPYKUiT ans
MeAnYHOro
3acToCcyBaHHSA
reHepuyHuX/ribpuaH
nx/6ionoAibHMX
nikapcbknx 3acobis
nicns BHeCeHHs Tiel
camoi 3MiHU Ha
pedhepeHTHNiA
npenapar (3miHa He
noTpebye HafaHHs
XOZHWX HOBUX
[04aTKOBUX AaHuX)
- 3MiHN BHECEHO [0
IHCTPYKLT AnA
MeANYHOro
3aCcToCyBaHHSA
npenapary Ao
posginy
"MNoka3aHHA", a
Takox A0 po3fainis
"MpoTunokasaHHa",
"B3aemogisi 3
IHLWIMMK NiKapCbKnMun
3acob6amu Ta iHLWi
BUAW B3aEMOSin",
"OcobnnBOCTiI
3acTocyBaHHS",
"3paTHicTb
BNMBATK Ha
LIBMAKICTb peakwil
npu KepyBaHHi
aBTOTpaHCNopToM
a60 iHWKMKn
mMexaHismamu'",
"3acTocyBaHHsA y
nepiog, BaritTHoCTi
abo rogyBaHHSA
rpyaao”, "TobiyHi
peakuii”, "Cnoci6
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa npoyeoypa Bionycky HHSA peecmpayitiHo
3acoby ynakoska) 20
nocgio4YeHHs1

3aCTOCyBaHHA Ta
[03n" (YTOUYHEHHS
chopMystoBaHHs) Ta
"OiTn" (yTOYHEHHSA
dopmynoBaHHS)
BiANOBIAHO A0
pedrepeHTHoro
nikapcbkoro 3acoby
(AndpntokaH, po3ymH
Ans iHdysiii no 2
Mmr/1 mn).

3060B’s13aHHSA Npun
BMAAYi
peecTpauiiHoro
nocBifYEeHHs
ICHYIOTb - HafjaHHSA
JeTasilbHoro onucy
cUcTEMU yNpas/liHHA
pv3vikamu y BUrNAgi
nnaHy ynpassiHHA
pv3nkamun fo
30.10.2017
BiANOBIAHO A0
nignyHkry 1.13
nyHKTy 1 goaarky 15
Ao lNopsaaky
npoBefeHHs
eKkcnepTm3mn
peecTpauinHux
MaTepianis Ha
nikapcbki 3acobu,
L0 NoJal0TbCA Ha
OepXaBHy
peecTpaviio
(nepepeecTtpadito), a
TaKoX eKcnepTn3mn
marepianis npo
BHECEHHS 3MiH [0
peecTpauinHux
MaTepianis
npotsarom it
peecTpadiiHoro
NOCBI4YEHHS,
3aTBEPAKEHOI0
Haka3zom MO3 Bif,
26.08.2005 Ne 426
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiHo
20
nocgio4YeHHs1

(y pepakuii Hakasy
MO3 Big 23.07.2015
Ne 460).
MepiognyHicTb
NoAaHHA perynspHo
OHOBJ/IOBAHOTO 3BITY
3 6esneku
BiANOBIAHO A0
Mopsaaky 34iCHEeHHS
Harnsgy 3a
noGiYHNMM
peakuisMn
nikapcbkux 3acobis,
[03BOMIEHNX A0
MeAnYHOro
3aCTOCYBaHHS,
3aTBEPIAKEHOr0
Hakazom MO3 Big,
27 rpypHa 2006
poky Ne898,
3apeEcTpoBaHoOro B
MiHicTepcTsi tocTuuii
YKpainm 29 ciuHs
2007 poky 3a
Ne73/13340,
CTaHOBUTb:
BiANOBIAHO A0
nepioguyHoCTi
CKnafaHHs
perynsipHo
OHOBJ/IKOBAHOrO 3BITY
3 Gesneku
nikapcbKoro 3acoby,
[103BOSIEHOrO0 [0
MeANYHOro
3aCTOCyBaHHS, Ha
LieHTpasibHOMY
PiBHiI.

noa-HoPMIn

Tabnetkun no 100 mkr no
10 TabneTok y 6nicTepi;
no 5 6nictepis y navui

MAT "KniBcbkuii
BiTaMiHHWIA
3asog"

YkpaiHa

MAT "Kuiscbkuii
BiTamiHHWIA 3aBoA"

YkpaiHa

nepepeecTpaujis Ha
HeobMmexeHui
TepMiH; 3miHu | Tuny
- 3MiHM Wwoao
6e3nekn/etheKkTUBHO
cTiTa
chapmakoHarnsgy.
3MiHM Y KOpOTKilA

6e3 peyenma

nionsieae

UA/6383/01/01




23

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa npoyeoypa Bionycky HHSA peecmpayitiHo
3acoby ynakoska) 20
nocgio4YeHHs1
XapakTepucTumui

niKkapcbKoro 3acooby,
TEKCTi MapKyBaHHs
Ta IHCTPYKUii ans
MeNYHOro
3aCcToCyBaHHSA
reHepuyHuX/ribpnaH
nx/6ionogioHnx
nikapcbKnx 3acobis
nicns BHeCeHHs Tiel
camoi 3MiHU Ha
pedhepeHTHWi
npenapar (3MiHa He
notpebye HagaHHsA
XOLHWX HOBUX
[00aTKOBUX AaHVIX)
(3miHn BHeceHo o
IHCTPYKLUii gNns
MeANYHOro
3aCTOCyBaHHSA
npenapary Ao
po3ainis
"®apMaKkoorivHi
BN1acTBOCTI"
(yTOYHEHHS
hopMy toBaHHS),
"Moka3aHHA"
(YyTOYHEHHS
iHchbopmawii),
"MMpoTunokasaHHA",
"B3aemogis 3
HLLIMMKW NiKapCbKUMKn
3acobamu Ta iHLui
BWAW B3aemogiii",
"Oco6nuBoCTi
3acTocyBaHHsA",
"3acTocyBaHHsA y
nepiog, BaritTHoCTi
abo rogyBaHHSA
rpyaar”, "3aaTtHictb
BMAVBaTH Ha
LIBMAKICTb peakujil
npw KepyBaHHi
aBTOTPaHCNopTOM
ab0o po6oTi 3 IHWUMK
mexaHismamu'",
"Cnoci6
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa npoyeoypa Bionycky HHSA peecmpayitiHo
3acoby ynakoska) 20
nocgio4YeHHs1
3aCTOCyBaHHA Ta
fosun”, "ditn"
(YyTOYHEHHS
hopMy/IHOBaHHS),
"Mepepno3yBaHHA",

"Mo6iuHi peakwyii"
BiANoBIAHO A0
iHchopmaii
pedepeHTHOro
npenapary
NOOOMAPUH®
100, Tabnetkun no
100 mkr)
MepiognuHicTb
nofaHHsa perynspHo
OHOBJ/IIOBAHOTO 3BITY
3 Gesneku
BiANOBIAHO A0
MopsiaKy 34iCHeHHS
Harnsagy 3a
noGivHNMU
peakuismu
nikapcbknx 3acobis,
[03BOMIEHNX [0
MeANYHOro
3acTOCyBaHHs,
3aTBEPAKEHOI0
Haka3zom MO3 Bif,
27 rpyaHsa 2006
poky Ne898,
3apPEeECTPOBaHOro B
MiHicTepcTBi tocTuuii
YkpaiHu 29 ciuHs
2007 poky 3a
Ne73/13340,
CTaHOBUTb:
BiANoBIAHO A0
nepioguyHocCTi
cKnafaHHs
perynsipHo
OHOB/IIOBAHOrO 3BITY
3 Gesneku
nikapcbKoro 3acoby,
[l03BOJIEHOrO 10
MeAnYHOro
3aCTOCYBaHHSA, Ha

LieHTpa/IbHOMY
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nikapcbKoro 3acooby,
TEKCTi MapKyBaHHs
Ta IHCTPYKUii ans
MeANYHOro
3aCTOCyBaHHSA
reHepuYHMX/riopuaH
nx/6ionogibHnx
nikapcbknx 3acobis
nicns BHeCeHHs Tiel
camoi 3MiHU Ha
pedhepeHTHui
npenapar (3MiHa He
notpebye HagaHHsA
XOLHWX HOBUX
[00aTKOBUX AAHVX)
(3miHn BHeceHo o
iHCTPYKLii gNns
MeANYHOro
3aCTOCYBaHHSA
npenapary Ao
po3ainis
"®apMaKkoorivHi
BN1acTMBOCTI"
(yTOYHEHHs
hopMy tOBaHHS),
"Moka3aHHA"
(yTOYHEHHs
iHchbopmawii),
"MMpoTunokasaHHaA",
"B3aemogis 3
IHLLIMMKN NiKapCbKUMn
3acobamu Ta iHLui
BUAW B3aeMogiii",
"Oco6nuBocCTi
3acTocyBaHHsa",
"3acTocyBaHHsA y
nepiog BariTHoCTi

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa npoyeoypa Bionycky HHSA peecmpayitiHo
3acoby ynakoska) 20
nocgio4YeHHs1
PiBHi.
9. moa-HoPMiIn Tabnetkn no 200 MKr no MAT "KniBcbkuii Ykpaina MAT "KuiBcbknii YkpaiHa nepepeecTpawis Ha 6e3 peyenma nidnsieae UA/6383/01/02
10 TabneTok y 6nicTepi; BiTaMiHHWI BiTamiHHMIA 3aBoA" HeobMeXeHuit
no 5 6nictepis y nauuj 3aBof" TepMiH; 3MiHu | Trny
- 3MiHM Wwoao
6e3nekn/edhekTUBHO
cTi Ta
hapmakoHarnagy.
3MiHU Y KOpOTKili
XapakTepucTuLj
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa npoyeoypa Bionycky HHSA peecmpayitiHo
3acoby ynakoska) 20
nocgio4YeHHs1
abo rogyBaHHsA
rpyaar”, "3aaTHictb

BNMBATK Ha
LIBUAKICTb peakuil
npu KepyBaHHi
aBTOTPaHCNoOpTOM
a60 poboTi 3 iHWUMHK
MexaHiamamm'",
"Cnoci6
3aCTOCyBaHHA Ta
fosun”, "ditn"
(YyTOYHEHHS
hopMy/IHOBaHHS),
"Mepepno3yBaHHA",
"Mo6iuHi peakwyii"
BiANoBIAHO A0
iHchopmaii
pedepeHTHOro
npenapary
NOOOMAPUH®
200, TabneTtkn no
200 mKr)
MepiognuHicTb
nofaHHsa perynspHo
OHOBJ/IIOBAHOTO 3BITY
3 Gesneku
BiANOBIAHO A0
MopsiaKy 34iCHeHHS
Harnsagy 3a
noGivHNMU
peakuismu
nikapcbknx 3acobis,
[03BOMIEHNX [0
MeANYHOro
3acToCyBaHHs,
3aTBEPAKEHOI0
Haka3zom MO3 Bif,
27 rpyaHsa 2006
poky Ne898,

YkpaiHu 29 ciuHs
2007 poky 3a
Ne73/13340,

CTaHOBUTb:
BiANoBIAHO A0

3apPEeECTPOBaHOro B
MiHicTepcTBi tocTuuii

nepioguyHocCTi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa npoyeoypa Bionycky HHSA peecmpayitiHo
3acoby ynakoska) 20
nocgio4YeHHs1
cKnafjaHHs
perynspHo
OHOBJ/IOBAHOTO 3BITY
3 6esneku
niKkapcbKoro 3acooby,
[103BOJIEHOrO0 [0
MeANYHOro
3aCTOCyBaHHs, Ha
LieHTpasIbHOMY
PiBHi.
10. IHPAHPUKC™ cycneHnsis (DTPa-IPV) nakcoCwmiTKns Benvka nakcoCmiTKnsiiH Benbris nepepeecTpavis Ha 3a peyenmom | He nidnsieae | UA/15832/01/01
INB XIB / Ans iv'ekuii no 0,5 mn (1 H Ekcnopt Bputanis Bionoaxikans C.A. HeobMeXeHuit
INFANRIX™ IPV [03a) y nonepeaHLo NimiTen TepMiH; 3MiHu | Trny
HIB HarnoBHEHOMY - 3MiHM Wwoao
KOMBIHOBAHA 0HOPAa30BOMY LUMPUL 6e3nekn/edhekTUBHO
BAKUVHA And Nel y komnnekTi 3 CTi Ta
MPO®ITAKTUKN ABOMa ronkamu Ta hapmakoHarnagy.
DUNOTEPII, niodpinizart (Hib) y 3MiHa y KOpOTKiii
NPABLA, onakoHi Ne 1, wo XapaktepucTui
KALLUMOKY 3MILLYHOTBCA Nepeq, nikapcbKoro 3acoby,
(ALENONAPHA BUKOPUCTaHHAM TEKCTi MapKyBaHHS

1 KOMIMOHEHT),
noniomienITy
TA
3AXBOPHOBAHD,
36YAHUKOM
AKNX €
HAEMOPHILUS
INFLUENZAE
T@ny B

Ta IHCTPYKUii ans
MeAUYHOro
3aCTOCyBaHHA Ha
nigcTasi perynsipHo
OHOB/IOBAHOIO 3BITY
3 Gesneku
nikapcbKoro 3acoby,
abo gocnigxeHs 3
6e3nekn
3acTOCyBaHHSA
nikapcbkoro 3acoby
B
nicnsapeecTpauiiiHnii
nepiog, abo sk
pe3ynbTaT OuiHKK
3BiTY 3 LOCNIIKEHD,
npoBeAeHUx
BiANOBIAHO A0
nnaHy negiaTpuyHnux
pocnigpkens (PIP)
(iHLWi 3MiHW) - 3MiHK
BHeceHo 10
IHCTPYKLUii ANns
MeAnYHOro
3acTOCyBaHHSA
npenapary Ao
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Hassa

®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa npoyeoypa Bionycky HHSA peecmpayitiHo
3acoby ynakoska) 20
nocgio4YeHHs1
po3ainis
«[poTunokasaHHsA»,
«[lepenosyBaHHsA»,

«3paTHICTb
BMAVBaTH Ha
LIBMAKICTb peakujil
npw KepyBaHHi
aBTOTPaHCNopTOM
ab0o po6oTi 3 IHWUMK
MexaHizMamu»,
«OcobnmBoCTi
3aCTOCYBaHHA»,
«[liTn» (BignosigHo
3aTBEPAXKEHIN
iHchbopmawi),
«HecyMiCHICTb»
BiANOBIAHO
iHchopmawii
CTOCOBHO 6e3neku
nikapcbkoro 3acoby
Ta maTepiasnis
peecTpadiiHoro
nocbe (y Tomy umcni
njroyoi
3aTBepaXeHol
IHCTPYKL,i, KOPOTKOT
XapaKkTepucTukn
niKkapcbkoro 3acoby
BVICHOBKY
KOHCY/IbTaTUBHO-
eKcnepTHOT rpynu
"BakuunHu Ta
iMyHO/TOFiYHI
npenapatun").

30608B’s13aHHSA Npyn
BuAaui
peecTpauiiHoro
NOCBIgYEHHSsI
iCHYIOTb — HaJaHHS
[OMOBHEHHSA [0
ornagy KNiHiYHUX
JaHux o
30.10.2017,
BiANOBIAHO A0
NiANYHKTY 2.3 NYHKTY
2 popatky 15 ao
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa npoyeoypa Bionycky HHSA peecmpayitiHo
3acoby ynakoska) 20
nocgio4YeHHs1
Mopaaky
npoBefeHHs
eKcnepTr3m

peecTpauinHux
mMarepianis Ha
nikapcbki 3acobu,
LU0 NoJaloTbCa Ha
AepxasHy
peecTpadiio
(nepepeecTpaliio), a
TaKOX eKCnepTn3mn
marepianis npo
BHECEHHS 3MiH [0
peecTpauinHux
mMarepianis
npoTsarom gaii
peecTpauiiHoro
MOCBIgYEHHS,
3aTBEPAKEHOI0
Hakasom MO3 Big,
26.08.2005 Ne 426
(y pepakuii Hakasy
MO3 Big 23.07.2015
Ne 460).
MepiognyHicTb
nofaHHsa perynsipHo
OHOBJ/IHOBAHOTO 3BITY
3 6esneku
BiANOBIAHO A0
Mopsaaky 34iiCHEeHHS
Harnsgy 3a
noGiYHNMM
peakuismmn
nikapcbkux 3acobis,
[03BOMIEHNX A0
MeAnYHOro
3aCTOCYBaHHS,
3aTBEPAKEHOr0
Hakazom MO3 Big,
27 rpypHa 2006
poky Ne898,
3apeEcTpoBaHoOro B
MiHicTepcTsi tocTuuii
YKpainm 29 ciuHs
2007 poky 3a
Ne73/13340,
CTaHOBWTb:
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiHo
20
nocgio4YeHHs1

BiANoBIAHO A0
nepioguyHocCTi
cKnafaHHs
perynsipHo
OHOB/OBAHOIO 3BITY
3 6e3neku
nikapcbKoro 3acoby,
[03BO/IEHOrO 0
MeAnYHOro
3aCTOCYyBaHHSA, Ha
LeHTpasIbHOMY
PiBHi.

11.

KBATTPEKC

kancynu no 250 mr, no
10 kancyn y 6nictepi; no
2 6nictepu y navuyj 3
KapTOHY

TOB "®apma
Crapt”

YkpaiHa

TOB "®apma Crapt”

YKpaiHa

nepepeecTpaujis Ha
HeobmexeHuli
TepMiH; 3miHu | Trny
- 3MiHM Wwoao
6e3nekn/ethekTMBHO
cTi Ta
chapmakoHarnsgy.
3MiHN Y KOpOTKili
XapakTepucTuLi
nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS
Ta iHCTPYKUIiT ans
MeANYHOro
3aCTOCyBaHHSA
reHepuyHuX/ribpnaH
nx/6ionoAibHMx
NiKapcbKnx 3acobis
nicns BHeCeHHs Tiel
camoi 3MiHN Ha
pedepeHTHui
npenapar (3miHa He
noTpebye HagaHHs
XOLHWX HOBUX
[00aTKOBUX AAHVIX)
- 3MiHN BHECEHO [0
IHCTPYKLUii ANns
MeAnYHOro
3acTOCyBaHHSA
npenapary Ao
po3gainis
"®apMaKkoorivHi
BNacTUBOCTI",
"MokasaHHA",
"B3aemogis 3
IHLUMMK NiKapCbKNMKn

6e3 peyernma

nionsieae

UA/12875/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiHo
20
nocgio4YeHHs1

3acobamu Ta iHuWi
BWAW B3aemopii",
"Cnoci6
3acTocyBaHHs Ta
no3un", "TMo6iuvHi
peakuii" BiANOBIAHO
00 IHCTPpYKUiT
pedyepeHTHOro
nikapcbkoro 3acoby
HOO®EH®,
Kancysnu Teepgi no
250 mr.

30608B’A3aHHA Npn
Bugaui
peecTpadiiHoro
noceigYeHHsA
iCHYIOTb — HaZjaHHSA
JeTanbHoro onucy
cMcTeMM ynpas/iHHA
pu3nkammn y BUrnsgi
nnaHy ynpassiHHA
pr3vkammn Ta
[OMOBHEHHSA [0
ornsany KniHiyHnx
[aHux oo
30.10.2017
BiANoBIAHO A0
nignyHkTy 1.13
NYHKTY 1, NignyHKTy
2.3 NyHKTY 2
popatky 15 no
Mopagky
npoBefeHHs
ekcnepTusn
peecTpauinHux
MaTepianis Ha
nikapcbki 3acobu,
L0 NoJal0TbCA Ha
OepXaBHy
peecTpaviio
(nepepeecTtpadito), a
TaKoX eKcnepTn3mn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiinHux
MaTepianis
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiHo
20
nocgio4YeHHs1

npoTsarom gaii
peecTpauiiHoro
NOCBIgYEHHS,
3aTBEPAKEHOIO
Hakasom MO3 Big,
26.08.2005 Ne 426
(y pepakuii Hakasy
MO3 Big 23.07.2015
Ne 460).
MepiognyHicTb
noAaHHsA perynspHo
OHOBJ/IHOBAHOTO 3BITY
3 6esneku
BiANOBIAHO A0
Mopsaaky 34iiCHEeHHS
Harnsgy 3a
noGiYHNMM
peakuisMn
nikapcbknx 3acobis,
[03BOMIEHNX A0
MeAnYHOro
3aCTOCYBaHHS,
3aTBEPIKEHOr0
Hakazom MO3 Big,
27 rpypHa 2006
poky Ne898,
3apeEcTpoBaHoOro B
MiHicTepcTsi tocTuuii
YKpainm 29 ciuHs
2007 poky 3a
Ne73/13340,
CTaHOBUTb:
BiANOBIAHO A0
nepioguyHoCTi
CKnafaHHs
perynsipHo
OHOB/IKOBAHOTO 3BITY
3 Gesneku
nikapcbKoro 3acoby,
[103BOMIEHOr0 [0
MeANYHOro
3aCTOCyBaHHS, Ha
LieHTpasibHOMY
PiBHiI.

12.

KNATIHON®

TabneTku, BKpUTI

060/10HKO10, No 500 mr +

TabneTkun, BKpUTI

OpraHocuH
Naiigp CaeHcns
Mer. 114,

IHgis

EBepTomxeH Navid
CaeHcu3 Jlimiteq

IHais

nepepeecTpauis Ha
HeobMexXeHul
TEPMIH

3a peyernmom

He nidnsizae

UA/5974/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiHo
20
nocgio4YeHHs1

060/10HKO0, MO 250 Mmr +
kancynu no 30 mr,
KOMOGIHOBaHUiA Habip
[Ana nepopasibHOro
3actocyBaHHA Ne 42: 2
TabneTKN XKOBTOTO
KOMbOpy Kpyrnoi oopmu
(knapuTpomiuuHy) + 2
TabneTKN XKOBTOTO
KO/bOpY A,0BracTtof
hopmu (TuHIgasony) + 2
Kancyu
(naHconpasony) -y
cTpuni abo y 6nictepi;
no 7 ctpunis abo
6nicTepiB y nauui

3MiHW | TNy - 3MiHK
o0
6e3nekn/edhekTUBHO
cTi Ta
thapmakoHarnagy.
3MiHa y KOpOTKili
XapakTepucTuLj
niKkapcbKoro 3acoby,
TEKCTi MapKyBaHHs
Ta IHCTPYKUii ans
MeANYHOro
3aCTOCyBaHHA Ha
nigcTasi perynsipHo
OHOB/OBAHOIO 3BITY
3 Gesneku
nikapcbKoro 3acoby,
abo gocnifxeHs 3
6e3nekn
3acTocyBaHHSA
nikapcbkoro 3acoby
B
nicnsapeecTpauiiiHnii
nepiog, abo sk
pe3ynbTaT OUiHKK
3BiTY 3 LOCNIIKEHD,
npoBefeHnx
BiANOBIAHO A0
nnaHy negiaTpuyHux
pocnigpkeHs (PIP)
(3MiHy y3rogxeHo 3
KOMNETEeHTHUM
YNOBHOBaXEHUM
opraHom)
(3MiHM BHeceHo o
IHCTPYKLi ANns
MeAnYHOro
3acTocyBaHHSA
npenapary Ao
po3gainis
"OcobnuBocTi
3acTocyBaHHs",
"Mo6iuHi peakwyii"
BiANoBIAHO A0
iHdpopmauii wopo
6e3nekun giyunx
peyoBUH Ta A0
po3giny "Cnoci6
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa npoyeoypa Bionycky HHSA peecmpayitiHo
3acoby ynakoska) 20
nocgio4YeHHs1
3aCTOCyBaHHS Ta
[03n" (YTOUYHEHHS

iHchopmawii)
BiANoBIAHO A0
BMCHOBKa
KOHCY/IbTaTUBHO-
eKcnepTHOT rpynu
"lacTpoeHTeponoris
. Nikapcbki 3aco6bu')

30608B’A3aHHA Npn
Bugaui
peecTpadiiHoro
nocsigYeHHA
iCHYIOTb — HaZjaHHSA
JeTanbHoro onucy
cMcTeMM ynpas/iHHA
pu3nkammn y BUrnsgi
nnaHy ynpassiHHA
pr3nkamm Ta
[OMOBHEHHSA [0
ornsany KniHiyHnx
[aHux o
30.10.2017
BiANoBIAHO A0
nignyHkTy 1.13
NYHKTY 1, NignyHKTy
2.3 NyHKTY 2
popatky 15 no
Mopagky
npoBefeHHs
eKkcnepTm3mn
peecTpauinHux
MaTepianis Ha
nikapcbki 3acobu,
L0 NoJal0TbCA Ha
OepXaBHy
peecTpaviio
(nepepeecTtpadito), a
TaKoX eKcnepTn3mn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiinHux
MaTepianis
npotsarom it
peecTpadiiHoro

NoCBIAYEHHS,
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiHo
20
nocgio4YeHHs1

3aTBEPAKEHOI0
Hakasom MO3 Big,
26.08.2005 Ne 426
(y pepakuii Hakasy
MO3 Big 23.07.2015
Ne 460).
MepiognyHicTb
NoAaHHA perynspHo
OHOBJ/IHOBAHOTO 3BITY
3 6esneku
BiANOBIAHO A0
Mopsaaky 34iiCHEeHHS
Harnsgy 3a
noGiYHNMM
peakuisMn
nikapcbknx 3acobis,
[03BOMIEHNX A0
MeAnYHOro
3aCTOCYBaHHS,
3aTBEPIKEHOr0
Hakazom MO3 Big,
27 rpypHa 2006
poky Ne898,
3apeEcTpoBaHoOro B
MiHicTepcTsi tocTuuii
YKpainm 29 ciuHs
2007 poky 3a
Ne73/13340,
CTaHOBUTb:
BiANOBIAHO A0
nepioguyHoCTi
CKnafaHHs
perynsipHo
OHOBJ/IIOBAHOTO 3BITY
3 Gesneku
nikapcbKoro 3acoby,
[103BOMIEHOr0 [0
MeNYHOro
3acTOCyBaHHS, Ha
LieHTpasibHOMY
PiBHiI.

13.

KOPEHEBWULLA 3
KOPEHAMU
EXIHALEI
nyPMyPOBOI
HACTOWKA

HacToiika (cybcTaHuis) B
6oukax noniMepHUx ans
BMPOGHULITBA
HecTepuIbHNX
NiKapcbknx popm

NAT
"Tanuucpapm”

YkpaiHa

MAT "ranuucapm”

YkpaiHa

nepepeecTpauis Ha
HeobMexXeHul
TEPMIH

He nidnsizae

UA/12517/01/01

14.

MINICTAH

NOPOLLIOK A/1sA

Mini Xenckepe

Benvka

IkcEnb JTabopatopiec

IHais

nepepeecTpawisi Ha

6e3 peyenma

niosnsieae

UA/2433/01/01
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Hassa

®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa npoyeoypa Bionycky HHSA peecmpayitiHo
3acoby ynakoska) 20
nocgio4YeHHs1
FAPSUNIA YA OPa/IbHOrO PO34MHY No 6 NimiTen BpuTaHis MeT. N14. 5 pokiB y 3B 513Ky i3

BIA KALL/IIO

ry naketvkax Ne 10

3aKiHYEHHAM
TepMmiHy gl
peecTpadiiHoro
NOCBIAYEHHST; 3MiHU
| Tuny - 3miHa
HaliMeHyBaHHs
Ta/abo
MiCLIE3HaXOKEHHS
3asBHUKa (BracHuKa
peecTpauiiHoro
nocBigYeHHs) -
3MiHa agpecu
3aaBHMKa; 3MiHK |
Tuny - FoToBMiA
nikapcbkuii 3aci6.
Brpo6HMUTBO.
3amiHa abo
BBE/EeHHS
[04aTKOBOT AiNbHUL
BUPOGHMLTBA 41151
4yacTVHM abo BCbOro
BMPOGHMYOTO
npoLecy rotoBoro
niKkapcbKoro 3acoby
(ainbHWUA, Ha Akl
npoBOAATLCA 6y Ab-
AKi BUPOGHWUI cTagii,
3a BUHATKOM
BWMYCKY Cepiid,
KOHTPO/IO AKOCTI,
NepBUHHOTO Ta
BTOPVHHOIO
nakyBaHHs, Ans
HeCTepUIbHUX
NiKapCbKNX 3acobiB).
CynyTHSA 3MiHa -
FOTOBWIA NnikapcbKuii
3aci6.
Bupo6bHuuTBO.
3amiHa abo
BBE/leHHS
[04aTKOBOI Ai/TbHUL
BMPOGHMLTBA AN
4acTnHN abo BCbOrO
BUPOGHMYOro
npoLecy rotoBoro
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Hassa

®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa npoyeoypa Bionycky HHSA peecmpayitiHo
3acoby ynakoska) 20
nocgio4YeHHs1

niKkapcbkoro 3acoby
(ainbHULA ana
BTOPVHHOIO
nakyBaHHs);
FOTOBWIA NnikapcbKuii
3aci6.
Bupo6bHuuTBO.
3amiHa abo
BBE/leHHS
[04aTKOBOI Ai/TbHUL
BMPOGHMLTBA AN
4acTnHN abo BCbOrO
BUPOGHMYOro
npoLecy rotosoro
nikapcbkoro 3acoby
(8inbHULA ans
nepBUHHOTO
nakyBaHHs) -
BBE/EeHHS
BMPOGHUWKa ANa
BCbOr0 BYPOGHNYOrO
npouecy M3, a
TakoX NepBrHHE Ta
BTOPUHHE
nakyBaHHs1; 3MiHu |
Tuny - FoToBuiA
nikapcbknii 3aci6.
Bupo6bHuuTBO.
3MiHu, Wo
CTOCYIOTbCS BUMYCKY
cepii Ta KOHTPOsI0
SAKOCTi FOTOBOrO
nikapcbkoro 3acoby
(3amiHa abo
[ofaBaHHSA
BMPOGHMKA,
BiANOBiAa/IbLHOIO 3a
BUMNYCK cepii) -
BK/THOHAI0UM
KOHTPOb/BUNPOGYB
aHHs cepii -
BBE/leHHS
BMPOGHMKA, SKWIA
Bignosigae 3a
BWMNYCK Cepil,
BK/TIOHA0UM
KOHTpPO/b cepii
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa npoyeoypa Bionycky HHSA peecmpayitiHo
3acoby ynakoska) 20
nocgio4YeHHs1
(BMpPOGHMLTBO 3a

MOBHWUM LMK/IOM);
3minu | TUNY - 3miHa
Koy ATX
BiANOBIAHO A0
MiXXHapo4HOro
KnacudikaTopa
BOO3
(http://www.whocc.n
o/atc_ddd_index/);
3Mminn | Tuny -
[oTOBMIA NiKapCbKuii
3aci6. KoHTposnb
roToBOro
nikapcbKoro 3acoby.
3mMiHa napameTpis
cneumdikauiii
Ta/abo ponycTMmMmnx
MeX roToBOro
nikapcbkoro 3acoby
(BUNy4eHHs
He3HauHoro
nokasHuka
(Hanpvknag,
BUJSTYYEHHS
3acTapinoro
nokKasHuka) -
BU/TYYEHHAM i3
cneuudikawii
MOKa3HWKIB:
«epMeTnYHICTb
nakeTukiB»,
«BigxnneHHs Big,
cepefHbLOI Macu
nakeTy», OCKi/IbKn
BOHM
KOHTPONIOIOTLCA B
npoveci
BMPOGHMLTBAE; 3MiHM
| Tuny - FoToBWiA
nikapcbkuii 3aci6.
KoHTposnb rotosoro
nikapcbKoro 3acoby.
3miHa napameTpis
cneuudikauiv
Ta/abo gonycTummnx
MEX roToBOro
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Hassa

®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa npoyeoypa Bionycky HHSA peecmpayitiHo
3acoby ynakoska) 20
nocgio4YeHHs1

niKkapcbkoro 3acoby
(iHLWi 3MiHW)
(npvBeaeHHsA
posainy
«MikpobionoriyHa
yuctoTta» y
BiANOBIAHICTb A0
BMMOT Aito4oro
BUAAHHA E®); 3MiHN
| Tuny - FoToBWiA
nikapcbkuii 3aci6.
KoHTposnb rotosoro
nikapcbKoro 3acoby.
3MiHa y meTogax
BMNPOGYBaHHSA
roToBOro
nikapcbkoro 3acoby
(iHWi 3MiHK Y
meTogax
BMNpobyBaHb
(BKOYAKOUN 3aMiHY
ab0 [ONOBHEHHS);
(npvBeaeHHA
posgainy
«MikpobionoriyHa
yuctorta» y
BiANOBIAHICTb A0
BMMOT [it0Horo
BUAAHHA E€®); 3MiHN
| TMny - BunyyeHHa
BUPOBHNYOT
AiNbHUL
(CLGILEETETY
OinbHuui ans Adl
abo gitoyoi
PeyoBMHM,
NPOMIXXHOro
npoaykTy abo
roToBOro
nikapcbKoro 3acoby,
AiNbHULUI AnA
npoBefeHHs
nakyBaHHS,
BMPOGHMKA,
BiANOBiAA/IbHOIO 3a
BUNYCK Cepiii, MicLe
npoBefieHHs
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiHo
20
nocgio4YeHHs1

KOHTpOSO cepii) abo
noctavasnibHvKa
BMXiAHOTO
marepiany,
peareHTy a6o
[L,0MOMDKHOT
peyoBUHMN (AKLLO
3a3HayeHo y
peecTpaujiiiHomy
[0CbE) (BUNYYEHHSA
BMPOGHNYOT
AiNbHULI rOTOBOrO
niKkapcbkoro 3acoby
EdAiCi Nimiteq,
1HAis)

UA/2368/01/01

15.

MIJIICTAH
FAPSYUIN YA
31 CMAKOM
NVMOHA

MOPOLLIOK AN15i
OpasibHOro pPo34nHy rno 6
ry naketvkax Ne 10

Mini Xenckepe
Nimiten

Benvka
BputaHis

IkcEnb Nabopatopiec
Met. 14,

IHais

nepepeecTpavjis Ha
5 pokiB y 3B A3Ky i3
3aKiHYEHHAM
TepMmiHy Al
peecTpauinHoro
NOCBIAYEHHST; 3MiHK
| TMny - 3miHa
HallMeHyBaHHs
Ta/abo
MiCLIe3HaXOKEHHS
3asBHMKa (BNacHvka
peecTpauiiHoro
NoCBIAYEHHS) —
3MiHa
MiCLIe3HaXOKEHHS
3asBHUKa; 3MiHM |
Tuny - FoToBwMit
nikapcbknii 3aci6.
Bupo6bHuuTBO.
3amiHa abo
BBE/leHHS
[08aTKOBOI Ai/TbHUL
BMPOGHMLTBA AN
4acTHM abo BCbOrO
BUPOGHMYOro
npoLecy rotoBoro
nikapcbkoro 3acoby
(minbHUUSA, Ha AKIRA
npoBoAATLCA Oyab-
AKi BUpOGHWYI cTagii,
3a BUHATKOM

BWMNYCKY CepiiA,

6e3 peyenma

nionsieae
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Hassa

®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa npoyeoypa Bionycky HHSA peecmpayitiHo
3acoby ynakoska) 20
nocgio4YeHHs1

KOHTPO/I0 AKOCTI,
NepBUHHOTO Ta
BTOPVHHOIO
nakyBaHHs, Ans
HeCTepUIbHUX
NiKapCbKNX 3acobiB).
CynyTHSA 3MiHa -
FOTOBWIA NnikapcbKuii
3aci6.
Bupo6bHuuTBO.
3amiHa abo
BBE/leHHS
[04aTKOBOI Ai/TbHUL
BMPOGHMLTBA AN
4acTnHN abo BCbOrO
BUPOGHMYOro
npoLecy rotoBoro
nikapcbkoro 3acoby
(8inbHULA ans
BTOPVHHOTO
nakyBaHHs).
[OTOBMIA NiKapCbKuii
3aci6.
Brpo6HMUTBO.
3amiHa abo
BBEEHHS
[04aTKOBOI Ai/TbHUL
BUPOGHMLTBA AN
4acT1HK abo BCbOro
BVMPOGHMYOTO
npoLecy rotoBoro
nikapcbkoro 3acoby
(@inbHULA anA
NepBUHHOTO
nakyBaHHs) —
BBE/leHHS
BUpOGHUKa ANs
BCbOr0 BUPOBHMYOrO
npouecy M3, a
TaKoX NepBuHHe Ta
BTOPUHHE
nakyBaHHs; 3MiHu |
Tuny - FoToBMiA
nikapcbkuii 3aci6.
Brpo6HMUTBO.
3MiHu, Wo
CTOCYHTbCS BUNYCKY




42

n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiHo
20
nocgio4YeHHs1

cepii Ta KOHTPOsI0
SKOCTi FOTOBOrO
nikapcbkoro 3acoby
(3amiHa abo
[ofaBaHHSA
BMPOGHMKA,
BiANOBiAa/IbLHOIO 3a
BUMNYCK cepii) -
BK/THOHAI0UM
KOHTPO/b/BUNPOGYB
aHHs cepii —
BBE/leHHS
BMPOGHMKA, SKWIA
Bignosigae 3a
BUMYCK cepil
BK/TIOHA0YM
KOHTPO/b cepii
(BMpPOGHMLTBO 3a
NOBHUM LMK/IOM);
3Minn | TUNY - 3miHa
Koy ATX
3MiHV BHECEHO A0
IHCTPYKLUi ANns
MeAnYHOro
3acToCyBaHHSA
npenapary o
posgainy
"GapmakoTepanesTu
yHa rpyna". o
3aTBEPAKEHHSA
pekoMeHAyeTbCs
IHCTpYKLUia Ansa
MeAnYHOro
3acToCyBaHHSA
npenapary 3
3MiHEHUM
BiANoBIAHO A0
MiXHapOAHOro
KnacudikaTopa
BOO3
(http://www.whocc.n
o/atc_ddd_index/)
Kogom ATC: 6yno —
NO2B G, cTano —
NO2B E51. 3MiHu |
TMny - BunyyeHus
BMPOGHUWYOI
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiHo
20
nocgio4YeHHs1

OinbHUU|
(BKNOUaOUM
OinbHuui gns Adl
a6o gitoyoi
PEYOoBUHM,
MPOMiXXHOrO
npoaykty a6o
roToBOro
nikapcbKoro 3acoby,
OinbHUUI ans
npoBefeHHs
nakyBaHHs,
BMpPOGHUKa,
BiANOBIAaIbLHOIO 3a
BWNYCK Cepiii, MicLe
npoBefeHHs
KOHTPOSO cepii) abo
noctavasibHuKa
BUXiAHOTO
marepiany,
peareHTy abo
L,0MOMIKHOT
PEeYOBUHM (SIKLLO
3a3HayeHo y
peecTpaujiiiHomy
[0CbE) — BUYYEHHSA
BMPOGHMYOT
LinbHuui N3
EdAiCi Nimiteq,
IHAiA. 3MiHn | Tuny -
[OTOBMIA NiKapCbKuii
3aci6. KoHTponb
roToBOro
nikapcbKoro 3acoby.
3miHa napameTpis
cneuudikauiv
Ta/abo gonycTummnx
MEX roToBOro
nikapcbkoro 3acoby
(BUNYy4YeHHsA
He3HauHoro
nokasHuka
(Hanpuknag,
BUJTYYEHHS
3acrapinoro
NoKasHWKa))

— BUIYYEHHSA
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiHo
20
nocgio4YeHHs1

nokasHuka
«epMeTnyHicTb
nakeTuKa», OCKI/IbKV
el MoKasHmK
KOHTPO/IOETLCS B
npoveci
BUPOGHMLTBA. 3MiHU
| Tny - FoToBwMiA
nikapcbknii 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acoby.
3miHa napameTpis
cneuudikai
Ta/abo gonycTmMmMmnx
MeX roToBOro
niKkapcbKoro 3acoby
(iHWi 3MiHW) —
npvBeAeHHs po3ainy
«MikpobionoriyHa
yncToTa» [0 BUMOT
Ai040ro BuAaHHA
€d. 3MiHn | Tuny -
FOTOBWIA NnikapcbKuii
3aci6. KoHTposnb
roToBOro
nikapcbKoro 3acoby.
3MiHa y meTogax
BMNPOGYBaHHSA
roTOBOrO
nikapcbkoro 3acoby
(iHWi 3MiHK Yy
meTofax
BMNpo6yBaHb
(BK/TKOYAKOYM 3aMiHY
ab0 ONOBHEHHS)) —
npvBeAeHHs po3ainy
«MikpobionoriyHa
yncToTa» [0 BUMOT
Ai0Y0ro BuAaHHA
€o.

16.

HO-X-LUA®

Tabnetkun no 0,04 r no
10 TabneTok y 6nicTepi,
no 1 a6o 3 6nictepn y
nauuj

AT "Nlekxim -
Xapkis"

Ykpaina

AT "lekxim - Xapkis"

YkpaiHa

nepepeecTpavis Ha
HeobMeXeHuit
TEPMIH

MepiogunyHicTb
NOAAHHSA PerynsipHo
OHOB/IHOBAHOIO 3BITY

6e3 peyenma

nionsieae

UA/3611/02/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiHo
20
nocgio4YeHHs1

3 6esneku
BiANOBIAHO A0
Mopsaaky 34iiCHeHHS
Harnsgy 3a
noGiYHNMM
peakuismmn
nikapcbkux 3acobis,
[03BOMIEHNX A0
MeAnYHOro
3aCTOCYBaHHS,
3aTBEPAKEHOr0
Hakazom MO3 Big,
27 rpypHAa 2006
poky Ne898,
3apEeECTPoBaHoOro B
MiHicTepcTsi tocTuuii
YkpaiHu 29 ciuHs
2007 poky 3a
Ne73/13340,
CTaHOBUTb:
BiANOBIAHO A0
nepioguyHoCTi
CKnafaHHs
perynsipHo
OHOBJ/IIOBAHOTO 3BITY
3 Gesneku
nikapcbKoro 3acoby,
[103BOMIEHOr0 [0
MeANYHOro
3acTOCyBaHHS, Ha
LieHTpasibHOMY
PiBHiI.

17.

HO-X-LUA®

Tabnetku no 0,04 r in
bulk: no 5000 Ta6neTtok
Y KOHTelHepi

AT "Nlekxim -
Xapkis"

YkpaiHa

AT "Jlekxim - XapkiB"

YkpaiHa

nepepeecTpauis Ha
HeobMexXeHul
TEPMIH

MepiognyHicTb
noAaHHsA perynsipHo
OHOBJ/IOBAHOTO 3BITY

3 6e3neku

BiANOBIAHO A0

Mopsaaky 34iACHEeHHS
Harnsgy 3a
noGiYHNMM
peakuismmn

nikapcbknx 3acobis,

[03BOJMIEHNX A0

He nidnsizae

UA/0353/01/01




46

n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiHo
20
nocgio4YeHHs1

MeANYHOro
3acToCyBaHHs,
3aTBEPAKEHOr0
Haka3zom MO3 Bif,
27 rpyaHsa 2006
poky Ne898,
3apPEeECTPOBaHOro B
MiHicTepcTBi tocTuii
YkpaiHu 29 ciuHs
2007 poky 3a
Ne73/13340,
CTaHOBUTb:
BiANoBIAHO A0
nepioguyHocCTi
cKnafaHHs
perynsipHo
OHOB/IHOBAHOrO 3BITY
3 6esneku
nikapcbKoro 3acoby,
[l03BOJIEHOr0 10
MeAnYHOro
3aCTOCYBaHHSA, Ha
LeHTpasIbHOMY
PiBHi.

18.

MYCTUPHUKA
HACTOUMKA

HacToiika, no 25 mn'y
chnakoHi; no 1 dpnakoHy
B nauyj; no 25 mny
hnakoHax

MpAT
PapmaueBTUyHa
thabpuka
"Biona"

YkpaiHa

MpAT
PapmaLeBTUyHa
habpvka "Biona"

YKpaiHa

nepepeecTpaLis Ha
HeobMeXeHui
TEepMiH

MepiognuHicTb
nofaHHsa perynspHo
OHOBJ/IHOBAHOrO 3BITY

3 Gesneku

BiANOBIAHO A0

MopsiaKy 34iCHEHHS
Harnsgy 3a
noGiYHNMM
peaxkuismu

nikapcbknx 3acobis,

[03BOMIEHNX [0

MeANYHOro
3acTocyBaHHs,
3aTBEPAKEHOI0
Haka3zom MO3 Big,

27 rpyaHsa 2006

poky Ne898,
3apPEeECTPOBaHOro B
MiHicTepcTBi rocTuuii

6e3 peyernma

nionsieae

UA/6543/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiHo
20
nocgio4YeHHs1

YKpainu 29 ciuHsa
2007 poky 3a
Ne73/13340,

CTaHOBWTb:
BiANOBIAHO A0
nepioguyHoCTI

cKnafaHHs
perynsipHo
OHOBJ/IHOBAHOTO 3BITY

3 6e3neku

niKkapcbKoro 3acoby,

[103BOJIEHOr0 [0

MeANYHOro
3aCTOCYBaHHs, Ha
LieHTpasIbHOMY
PiBHi.

19.

NYCTUPHUKA
TPABA

TpaBa (CybcTaHuis) B
MilLLIKaxX, THoKax, Kinax
[N BUPO6GHMLTBA
HEeCTEPU/IbHUX
nikapcbknx hopm

MpAT
"NikTpasun"

Ykpaina

MpAT "/ikTpasn”

YkpaiHa

nepepeecTpavis Ha
HeobMeXeHuit
TEPMIH

He nionsi2ae

UA/6245/01/01

20.

PIONAH

CycneHsisi opasibHa,
1600 mr/10 mn, no 10
M/ B cawe; no 10, abo

no 20, a6o no 50 calle B

Kopobui

Takega 'm6X

HimeyunHa

Takepa 'mM6X

HimeuunHa

nepepeecTpavjia Ha
HeobMeXeHui
TepMiH; 3MiHu Il
TMny - 3MiHKU LWOoJ0
6e3nekn/ethekTMBHO
cTi Ta
chapmakoHarnsgy.
3MiHN Y KOpOTKili
xapakTepucTuLi
nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS
Ta IHCTPYKUii ans
MeANYHOro
3aCTOCYBaHHSA y
3B’A3KY i3 HOBUMMU
LaHUMU 3 AKOCTI,
LOKNIHIYHUMNA,
KNIHIYHAMW faHuMn
Ta AaHumu 3
hapmakoHarnsgy -
(3MiHM BHeceHo fo
iHCTPYKLiT anA
MeANYHOro
3aCTOCyBaHHSA
npenapary ao
po3ginis

6e3 peyenma

nionsieae

UA/11741/02/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa npoyeoypa Bionycky HHSA peecmpayitiHo
3acoby ynakoska) 20
nocgio4YeHHs1
"TpoTunokasaHHa",
"B3aemogis 3

IHLIMMKW NiKapCbKNMKN
3acobamu Ta iHLWi
BWAW B3aemopiii",

"Ocob6nuBocCTi
3acTocyBaHHA",
"3acTtocyBaHHsA y
nepiog, BaritTHOCTi
abo rogyBaHHsA
rpyAaw”,
"Mepepno3yBaHHA",
"Mo6iyHI peakuir”
BiANOBIAHO A0
iHhopmauii wopao
6e3nekun gjtoyoi
peyoBuHU
"marangpart” Ta
BUCHOBKa
KOHCY/1IbTaTUBHO-
€eKCnepTHOT rpynu

"lNacTpoeHTeponoris

. Nikapcbki 3acobu’)

MepiogunyHicTb
nofaHHsa perynspHo

OHOB/OBAHOrO 3BITY

3 Gesneku
BiANoBIAHO A0
MopsiaKy 34iCHEHHS
Harnsgy 3a
no6ivyHNMU
peakuisgmun
nikapcbkyx 3acobis,
[03BOMIEHUX [10
MeNYHOro
3aCTOCYBaHHS,
3aTBEPAKEHOI0
Hakasom MO3 Big,
27 rpyaHsa 2006
poky Ne898,

3apeEcTpoBaHoOro B

MiHicTepcTBi tocTuuii
YKpainu 29 ciuHsa

2007 poky 3a
Ne73/13340,
CTaHOBWTb:

BiANoBiAHO A0
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Howmep
peecmpayitiHo
20
nocgio4YeHHs1

nepioguyHoCTi
cKnajaHHs
perynsipHo
OHOBJ/IKOBAHOrO 3BITY
3 Gesneku
nikapcbKoro 3acoby,
[103BOSIEHOrO0 [0
MeANYHOro
3acTOCyBaHHS, Ha
LieHTpasibHOMY
PiBHiI.

21.

PIOMAH

cycneHsis opasibHa, 800
mr/10 mn, no 10 mn B
cawwe; no 10, a6o no 20,
a6o no 50 cawe B
Kopobui

Takepa 'M6X

HimeuunHa

Takepa 'M6X

HimeuunHa

nepepeecTpaujis Ha
HeobMmexeHui
TepMiH; 3MiHn |1
TMny - 3MiHU WoA0
6e3nekn/etheKkTUBHO
cTiTa
chapmakoHarnsgy.
3MiHM Y KOpOTKili
XapakTepucTuui
nikapcbKoro 3acoby,
TEKCTi MapKyBaHHs
Ta iHCTPYKUiT Ans
MeAnYHOro
3aCTOCYBaHHA Y
3B'A3KY i3 HOBMMMU
LaHUMU 3 SIKOCTI,
LOKNIHIYHUMN,
KNIHIYHUMW f@aHnMK
Ta AaHumu 3
dhapmakoHarnsgy -
(3miHn BHeceHo o
iHCTpYKLUii aNns
MeANYHOro
3aCTOCyBaHHSA
npenapary Ao
po3ainis
"MpoTunokasaHHa",
"B3aemogis 3
IHLIMMK NiKapCbKnuMun
3acob6amu Ta iHLWi
BUAW B3aEMOSin",
"OcobnnBoCTI
3acTocyBaHHs",
"3acTocyBaHHA y
nepiog, aritTHoOCTi
abo rogyBaHHs

6e3 peyenma

nionsieae

UA/11741/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa npoyeoypa Bionycky HHSA peecmpayitiHo
3acoby ynakoska) 20
nocgio4YeHHs1
rpyAaw”,
"Mepepno3yBaHHA",

"Mo6iuHi peakwyii"
BiANoBIAHO A0
iHdpopmauii wopo
6e3nekun gjryoi
peyoBuHY
"mMarangpat” Ta
BUCHOBKa
KOHCY/bTaTUBHO-
eKcrnepTHoI rpynu
"lracTpoeHTeponoris
. Nikapcbki 3aco6u’)
MepiognuHicTb
nofaHHsa perynspHo
OHOBJ/IIOBAHOTO 3BITY
3 Gesneku
BiANOBIAHO A0
MopsiaKy 34iCHeHHS
Harnsagy 3a
noGivHNMU
peakuismu
nikapcbknx 3acobis,
[03BOMIEHNX [0
MeANYHOro
3acTOCyBaHHs,
3aTBEPAKEHOI0
Haka3zom MO3 Bif,
27 rpyaHsa 2006
poky Ne898,
3apPEeECTPOBaHOro B
MiHicTepcTBi tocTuuii
YkpaiHu 29 ciuHs
2007 poky 3a
Ne73/13340,
CTaHOBUTb:
BiANoBIAHO A0
nepioguyHocCTi
cKnafaHHs
perynsipHo
OHOB/IIOBAHOrO 3BITY
3 Gesneku
nikapcbKoro 3acoby,
[l03BOJIEHOrO 10
MeAnYHOro
3aCTOCYBaHHSA, Ha

LieHTpa/IbHOMY
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa npoyeoypa Bionycky HHSA peecmpayitiHo
3acoby ynakoska) 20
nocgio4YeHHs1
PiBHi.

HavyanbHuK YnpasniHHA papmaueBTUYHOIT

OIANBLHOCTI Ta AKOCTI (hapmaLeBTUYHOI NPOAYKLiT

T.M. JIackoBCbKUM




MEPENIK

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

02.03.2017 Ne 236

NIKAPCbKNX 3ACOBIB (MEANYHMX IMYHOBIO/TOINYHMX NPENAPATIB), LLOAO AKUX BY/IN BHECEHI 3MIHN 1O PEECTPALJINHNX MATEPIANIB,
AKI BHOCATbCA A0 AEPXXABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 gionycky | peecmpayiliHo2
3acoby 0 NOCBIOYEHHs
1. L-I30NENLMH MOPOLLIOK MpAT YkpaiHa KioBa Xakko bio Ko., AnoHis BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu | - UA/12027/01/01
(cybeTaHuin) y "MynbTichapm nta TMNy - AOMiHICTPaTUBHI 3MiHW. 3MiHa HaliMEHYBaHHS
noslieTUIeHoBUX a" Ta/abo agpecu 3asBHMKa (BacHWKa peecTpaviiHoro
naketax gns nocsigyeHHs) (3mMiHa hopMy BNacHOCTI 3asiBHMKA, 3rifHO
BMPOBOHULTBA UYMHHOrO 3aKOHOZAaBCTBa YKpaiHu)
CTEPUSIBHUX
nikapcbkux chopm
2. L-NEAUUVH NOpPOLLOK MpAT Ykpaina Kiosa Xakko Bio Ko., AnoHis BHECEHHS 3MiH [j0 peecTpaLiitHux maTepianis: 3MiHu | - UA/12028/01/01
(cybeTaHuis) y "MynbTidhapm Nt TMny - AGMiHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
nosnieTnIeHoBUX a" Ta/abo agpecu 3asiBHMKa (B/laCHUKa peECTpaLiiiHoro
naketax gns noceigueHHs) (3mMiHa hopmy BNacHOCTI 3asiBHUKA 3riAHO
BMPOGHMLTBA YMHHOrO 3aKOHOAABCTBA YKpaiHu)
CTePUIbHUX
nikapcbkux popm
3. L-TPEOHIH NMOPOLLOK MpAT Ykpaina KioBa Xakko bio Ko., ANoHis BHECEHHS 3MiH A0 peecTpayiiHnx matepiasi: 3MiHu | - UA/12032/01/01
(cybeTaHuis) y "MynbTidhapm nra My - AQMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
nonieTnIeHoBux a" Ta/abo agpecy 3asiBHMKA (B/1aCHUKA PEECTPALiiHOro
naketax gns noceigueHHs) (3miHa hopmy BNACHOCTI 3asiBHUKA 3rigHO
BMPOGHMLTBA YMHHOrO 3aKOHOZaBCTBa YKpaiHu)
CTEPUSIBHUX
nNiKkapcbknx chopm
4. AAPEHANIH- PO3YMH ANS iH'EKLi, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHMX MaTepiasiiB: 3MiHu | 3a UA/5272/01/01
AAPHULA 1,8wmr/mnnolwmns "®apmMauesTu "papmMaLeBTnYHa TUMY - BBEAEHHS ab0 3MiHV A0 y3arasibHEHUX AaHuX Npo | peyenmom
amnynax Ne 10 yHa hipma thipma "AapHuus" cuctemy dapmakoHarnsgy, 3MiHa yrnoBHOBaXXeHOT
(5x2), Ne 10 (10x1) y "OapHnus” ocobwu, BignoBifanbHOI 3a 34iiCHEHHA hapMakoHarnsay
KOHTYPHUX (BK/IHOYAOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLLEHHI
YapyHKOBUX macTep-haiina cuctemun chapmakoHarnsgy
ynakoBKkax
5. A3APTA® Kpansi o4Hi no 5 mn AnKOH Benuka AnkoH-Kyspbop Benbris BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3mMiHu | 3a UA/10400/01/01
y dhnakoHax- Na6opaTtopis BputaHis TUMY - NOAAaHHA OHOBNEHoro cepTudiikata R1-CEP peyenmom
KpanesbHULAX (OK) NnTa, 1998-147-Rev 06 gns TMonony Big, BXe
"[pon-TeiiHep®" Ne 3aTBEPAXEHOr0 BUPOBHUKA, SIKUIA 3MIHUB Ha3BYy
1
6. A3NMEQ® TabneTku, BKpUTI MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3MiHu | 3a UA/7234/02/01
NAiBKOBOO "Kuismegnpen "Knismegnpenapar” TMny - nogaHHsa Hosoro CEP Ne R1-CEP 2007-072-Rev peyenmom
060/10HKO10, No 500 apat” 00 gns A®Il asuTpomiumHy aurigpaTy Big HOBOrO
mr Ne 3 (3x1), Ne 10 BMPO6GHMKA A0 BXE 3aTBEPAKEHOT0 BUPOGHMKA
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnycKy

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2

0 NMNocBiOYEeHHs

(10x1) y 6nicTepax B
nayui

AKBAMAKC

cnpeit HazanbHW
0,65 % no 20 mny
hnakoHax 3
KflanaHoM-HacocoM,
Ha3a/lbHo abo
opasibHO0
HacafKoto-
po3nunoBayem; no
1 chnakoHy B
KOpOOGLIi 3 KapTOHY;
no 50 mn a6o no
100 mn y chnakoHax
3 K1anaHoMm-
Hacocom,
HasasibHoW abo
opasibHO0
HacafKoto-
po3nunoBayem; no
1 chnakoHy B
KOpOOGLi 3 KApPTOHY;
no 50 mn, no 100
M, no 150 mny
6as10Hi 3 K1anaHoMm-
nakeTom,
Ha3aslbHO
HacafKoto-
po3nunoBayem Ta
3aXVCHUM
KoBMaykom; no 1
6anoHy B kOpoo6L;i 3
KapTOHY

ToBapucTso 3
0bMexeHoto
BignoBigasbHi
CTHO
"®apmaueBTn
YHa KOMNaHis
"3p0pos'a”

Ykpaina

ToBapucTso 3
06MeXeHOo
BiANOBIAA/ILHICTIO
"papmaueBTnyHa
KoMnaHis "3gopoB'a”

Ykpaina

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTtepianis: 3MiHu |
TMMy - 3MiHa po3Mipy cepii (BK/Yakoum gianasoH
po3Mipy cepil) roToBOro JliKapCbKOro 3acoby - BBeleHHS
[04aTKOBMX PO3MIpiB cepili ikapCcbkoro 3acoby ans
aitoyoro uexy ®XL (ginbHuus MPIOCIA) Ta
BUKIaleHHS 3aTBEPKEHNX PO3MIpIB cepili B NniTpax Ta B
TIC. yn.

6e3
peyenma

UA/12832/02/01

AKTOBETIH

PO34unH ANs iHdy3il
20%y
dhizionoriyHomy
po34nHi no 250 mny
thnakoHi; no 1
ch1akoHy B
KapPTOHHIn Kopobui

TOB "Takega
YkpaiHa"

YKpaiHa

TOB "KYCYM ®APM"
(nakyBaHHs 3 hopmu
in bulk dipmu-
BUpOGHWKa Takega
ABCTpist TM6X,
ABCTpIf)

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3MiHu |
TMNYy - BBEAEHHS ab0 3MiHWN A0 y3arasibHeHWX AaHuX Npo
cuctemy chapmakoHarnsgy (BKIUakum KOHTaKTHI AaHi)

Ta/abo 3MiHW y po3MiLLleHHI MacTep-daiina cucremu

thapmakoHarnsgy

3a
peyenmom

UA/11232/04/02

AKTOBETH

TabneTku, BKpUTI
060n10HkKot0, Mo 200
mr no 50 TabneTok y
thnakoHi; no 1
oNakoHy B
KapPTOHHIn Kopobui

TOB "Takega
YkpaiHa"

YkpaiHa

TOB "KYCYM ®APM"
(nakyBaHHs 3 hopmu
in bulk dipmu-
BMPOGHUKa Takega
ABCTpist TM6X,
ABCTpIst)

Ykpaina

BHECEHHS 3MiH 10 peECTpaLiiiHnX maTepianis: 3MiHu |
My - BBEAEHHA abo 3MiHW A0 y3arasibHeHNX AaHux npo
cuctemy hapmakoHarnsgy (BKIoUarum KOHTaKTHiI faHi)

Ta/abo 3MiHW y po3MilLleHHi MacTep-halina cucremm

thapmakoHarnsgy

3a
peuyenmom

UA/11232/02/01

10.

AKTOBETH

PO34KH ANs iHdys3ili
10 % 3 OEeKCTPo30

TOB "Takega
YKpaiHa"

Ykpaina

TOB "KYCYM ®APM",
YKpaiHa (nakyBaHHs i3

Ykpaina

BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3MiHu |
TMNy - BBEAEHHSA ab0 3MiHW A0 y3arasibHeHX AaHUX Npo

3a
peyenmom

UA/11232/03/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
no 250 mny dopmu in-bulk chipmm- cucTemy chapmakoHarnsgy (BKIoUarUm KOHTaKTHI faHi)
hnakoHi; no 1 BMpobHUKa Takega Ta/abo 3MiHM y po3MiLLleHHI MacTep-gaiina cucremu
pNakoHy B ABCTpist TM6X, thapmakoHarnagy
KapPTOHHI KOpOOLii ABCTpist)
11. AKTOBETIH PO34unH ANs iHgys3il TOB "Takepa Ykpaina TOB "KYCYM ®APM" Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3mMiHu | 3a UA/11232/04/01
10%y YkpaiHa" (nakyBaHHs 3 hopmu TUMY - BBEAEHHS ab0 3MiHV A0 y3arasibHEHUX AaHuX Mpo |  peyenmom
chizionoriyHomy in bulk dipmu- cucTemy chapmakoHarnsgy (BkIoUarUm KOHTaKTHI faHi)
po3unHi no 250 mny BMpobHUKa Takega Ta/abo 3MiHW y po3MilLleHHI MacTep-haiina cucremu
donakoHi; no 1 ABCTpisi TM6X, thapmakoHarnsgy
ch1akoHy B ABCTpis)
KapTOHHIli KopoobLi
12. AKTOBETH PO3YMH ANS iH'EKUi, TOB "Takega Ykpaina TOB "KYCYM ®APM" Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHuX maTtepianis: 3MiHu | 3a UA/11232/01/01
40 mr/mn no 2 mn YkpaiHa" (nakyBaHHs 3 chopmu TUMY - BBEAEHHS ab0 3MiHM A0 y3ara/lbHEHUX AaHWX MpPo | peyenmom
(80 mr) B amnyni; no in bulk dipmun- cuctemy hapmakoHarnsgy (BKIUaKuM KOHTaKTHI gaHi)
25 amnyn B BMPO6HUKa Takeaa Ta/abo 3MiHW y po3MiLLeHHi MacTep-daiina cucremu
KapTOHHI KopobL; AscTpis FM6X, thapmakoHarnagy
no 5 mn (200 mr) B ABCTpist)
amnyni; no 5 amnyn
B KapTOHHIiA
Kopob6ui; no 10 mn
(400 wmr) B amnyni;
no 5 amnyn B
KapTOHHIli KopoobLi
13. AKTOBETH PO34MH AN1s iH'EKLiA, TOB "Takega Ykpaina TOB "KYCYM ®APM", Ykpaina BHECEHHS 3MiH 40 peecTpau3iliHn X MaTepiasis: 3MiHu | 3a UA/11232/01/01
40 mr/mn no 2 mn YkpaiHa" YkpaiHa TMNy - 3MiHK LWoao 6e3nekn/edeKTUBHOCTI Ta peyenmom
(80 wr) B amnyni; no (nakysaHHs 3 hopmu hapmakoHarnagy. 3MiH1 y TepaneBTUYHNX NOoKa3aHHSAX
25 amnyn B in bulk coipmun- (BUNyYEHHS TepaneBTUYHOIO NOKasaHHs) (3MiHW g0
KapTOHHI KopobL; BMpO6HUKa Takeaa IHCTPYKLi y po3ain "Moka3aHHA") (TepMiH BBeEHHSA
no 5 mn (200 mr) B AscTpis FM6X, 3MiH NPOTArom 3 -X MicALIB MiCNA 3aTBEPLYKEHHS); SMiHN
amnyni; no 5 amnyn ABCTpiIst) Il Tuny - 3MiHNM WoA0 6e3nekn/edhekTBHOCTI Ta
B KQPTOHHIl dhapmakoHarnsgy. 3MiHM y TepaneBTUHHUX NMOKa3aHHAX
Kopob6ui; no 10 mn (aofaBaHHA HOBOro TepaneBTUYHOrO NoKa3aHHSA abo
(400 wmr) B amnyni; 3MiHa y 3aTBEpPAKEHOMY MOKa3aHHi) (3MiHW 40 iHCTPYKUT
no 5 amnyn B y po3gin “MNokasaHHA") (TepMiH BBEAEHHS 3MiH
KapTOHHI KOpO6L npoTArom 3 -x MicALiB MiCNA 3aTBEPLYKEHHS); 3MiHM I
TMNy - 3MiHKM Wo[o 6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOPOTKilli XxapakTepucTumLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLT
AN MeANYHOro 3acTOCYBaHHS y 3B’A3KY i3 HOBUMM
OaHUMM 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHMUW faHuMu Ta
AaHvMu 3 chapmakoHarnsagy (3mMiHu Ao iHCTpyKUii y
po3ginu: "dapmakonoriyHi BnactmeocTi”, "Oco6anBOCTI
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta f03u")
(TepMiH BBEAEHHS 3MiH NPOTArOM 3 -X MicsLiB nmicns
3aTBEPAKEHHS)
14. ANEP3VH TabneTku, BKpUTI 3AT YropwmHa 3AT YropwuHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/9862/01/01
N1iBKOBOIO PapmavneBTny dapmMaLeBTUYHUIA BUMNpPaB/IEHHS TEXHIYHOI NOMWUIIKW B IHCTPYKLUi 415 peyenma
0060/10HKO, M0 5 Mr HWUIA 3aBOf, 3aBog ElC MeANYHOro 3acToCcyBaHHA y po3gaini: Aitn
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
no 7 TabneTtok y Eric
6nicTepi; no 1 abo
no 2 6nictepu B
KapTOHHI Kopo6L;
no 10 TabneTtok y
6nictepi; no 1, abo
no 2, abo no 3
6nictepu B
KapTOHHI/ KOpo6Li
15. AMBPOKCON Tabnetku no 30 mr ToBapucTBO 3 YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3miHu | 6e3 UA/0438/01/01
Ne 20 (10x2) y 06MeXeHo BUPOBHULTBA, TUny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN peuenma
6nicTepax y nauui BiANOBIAaA/bHI KOHTPO/b AKOCTI, y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYTbCA
CTI0 BUMYCK cepii: BUMYCKY Cepii Ta KOHTPO/IIO AKOCTi FOTOBOTO NiKapCbKOro
"LocnigHwnii ToBapucTBO 3 3acoby (3amiHa abo fofaBaHHS BUPOOHMKA, LLO
3aB0[ obmexeHor BiANoBifae 3a BBE3EHHSA Ta/abo Bunyck cepii) -
"rTHUaC" BiANOBIAA/LHICTIO Bktouatouy KOHTPOb/BUNpo6yBaHHS cepii (BHECEHHS
"OocnigHuii 3aBog, hyHKLi - BUNYCK cepil 0 BUKOHyBaHMX (OYHKLlA (BCi
"THLJIC", YkpaiHa; cTagii BUPO6HMLTBA, KOHTPOSIb SIKOCTI) 4151 BUPOOHUKIB
BCi cTagii ToBapnCTBO 3 0OMEXEHOI0 BiAMNOBIAA/LHICTIO "dapMekc
BUPOBHULTBA, Ipyn", YkpaiHa Ta ToBapucTBO 3 0OMEXEHOI0
KOHTPO/b AKOCTI, BiANOBIAA/IbHICTIO "dPapmMaLieBTUYHa KOMNaHis
BWMYCK Cepii: "3popoB's" , YkpaiHa) (TepMiH BBEAEHHS 3MiH MPOTATOM
ToBapucTBO 3 3-x micAauiB nicnsa 3aTBepAXeHHs); 3MiHu | Tuny -
obmexeHor AfMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
BiANOBIAA/LHICTIO afpecy 3asBHVKa (BnacHWKa peecTpaviiiHoro
"@APMEKC Py, NocBiAYEHHS) (3MiHa HaliMeHyBaHHA Ta agpecu
YKkpaiHa; 3a8BHMKa) (TepMiH BBEAEHHSA 3MiH NPOTAroM 3-X MicALiB
BCi cTagil nicns 3aTBepmKxeHHs); 3MiHu | Tuny - AAMiHICTPaTVBHI
BUPOBHULTBA, 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo afpecu micus
KOHTPO/b SKOCTI, NpPOBaKEHHS AiS/IbHOCTI BUPOBOHUKa/imnopTepa
BWMYCK Cepii: rOTOBOrO JliKapCbKOro 3acoby, BK/IOYaloumn AiflbHUL
ToBapucTBO 3 BUNYCKy cepii abo MicLe NpoBefeHHS KOHTPOSIKO SKOCTI.
obmexeHor (aisnbHiCTb, 3a AKy Bignosigae BUPOOHUK/iMIopTep,
BiANOBIAA/LHICTIO BK/IOUAI0UM BUMYCK Cepiii) (NprBeaeHHsS
"papmaueBTUYHa MicLle3HaxomKeHHs1 BUPo6HUWKiB /13 y BiANOBIAHICTL A0
KomnaHis "3gopos's", opuriHaNbHWX AOKYMEHTIB (Komii NiueHsii Ha
YkpaiHa BMPOGHULITBO), 6€3 3MiHM Micus BUpobHMUTBa) (TepmiH
BBEJEHHS 3MiH NpoTAroM 3-x MicsiLiB nicns
3aTBEPKEHHS)
16. AMIHAJIOH TabneTku, BKpUTI MAT Ykpaina MAT "BITAMIHA" Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/4393/01/01
060/10HKO10, No 250 "BITAMIH" TUny - 3MiHa napameTpiB cneyudikayin Ta/abo peuenma

Mmr no 10 TabneTok y
6nicTepi; no 1 abo
no 5, a6o 10
6nicTepis y nayui 3
KapTOHY

[OMNyCTUMMX MEX FOTOBOTO NiKapCbKoro 3acoby -
BHECEHHS 3MiHM [0 NepiogNYHOCTI KOHTPO/IIO TOTOBOTO
nikapcbKoro 3acoby 3a T. "MikpobionoriyHa umctoTa”;
3MiHM | TNy - 3MiHa napameTpis cneyudikauiin Ta/abo
[OMYCTUMMX MEX MEePBUHHOT YNaKOBKN rOTOBOrO
niKapcbKoro 3acoby; cynyTHS 3MiHa: 3MiHa y meTogax
BMNPO6YBaHHSA NEPBMHHOI yNakoBKM rOTOBOIO
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
nikapcbKoro 3acoby (iHWi 3MiHM y MeToAax BUNpPobyBaHb
(BKNHOUAKOUM 3aMiHy abo foAaBaHHs)) - 3MiHa KpUTepIiB
NpUIAHATHOCTI 3a p. "MikpobionoriyHa uncToTa" Ha
nakyBaJ/lbHi MaTepiasin NepBMHHOI ynakoBku(bnictep i3
NAiBKX NONIBIHINXN0PUAHOT, (PONBLIY &/TlOMIHIEBOI)
17. AMIOOAPOHY KpucTanivyHni MpAT YKpaiHa YKeaHr CaHmeH Kutai BHECEHHS 3MiH A0 peecTpauiiHux martepianis: 3MiHu | - UA/10771/01/01
FAPOXNOPUA | nopoliok "®bapmaueBTu XeHrkaHr TMny - AGMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
(cy6eTaHuin) y yHa thipma $apmac'ioTtikan Ko., Ta/abo agpecu MicLa NPOBaMXEHHS AiSNbHOCTI
naketax noABiNHUX "NapHuus" nra. BMPOGHMKa (BK/OUaKoUM, 3a HEOOXIAHOCTI, MicLe
nonieTnIeHoBUX npoBefieHHs KOHTPOJ0 AKOCTi), abo BlacHMKa mactep-
ans thaiina Ha A®I, abo noctavasnbHuka A®Il/BrxigHOro
hapmaLeBTUUHOTO MaTepiany/peareHTy/MpoOMKHOro NPoAyKTy, WO
3aCTOCYyBaHHSA 3aCTOCOBYIOTLCA Y BUPOGHULITBI API (AKLLO 3a3HAYEHO Y
[0CbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIgHOCTI €Bponeiichkili hapmakonei y
3aTBepAKEeHOMY [OCbE, ab0 BUPOBGHMKA HOBOT
[0MOMDKHOT PEYOBMHM (SIKLLLO 3a3HAYEHO Y A0CLE) (3MiHa
azpecy Micusi BNIPOBaMKEeHHS AisSIbHOCTi BUPOGHMKa
06yMOB/IEHO aAMIHICTPATUBHVMMU 3MiHAMW Y MICTi
CaHMeH. Bupo6Huya fifibHuLA Ta yci BUpo6HUUI
onepadii 3anmwarTbca He3MiHHUMK) (TepMiH BBEAEHHS
3MiH NPOTSArom 6-Tv MicsLiB Mic/s 3aTBepAKEHHS)
18. AMITPUOTUNI PO3YMH ANS iH'EKLiA, TOB Ykpaina TOB "Xapkicbke Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3miHu | 3a UA/5160/02/01
HY 10 mr/mMn no 2 mn B "XapkiBcbke thapmaueBTuyHe TUMY - BBEAEHHS ab0 3MiHV A0 y3arasibHEHUX AaHWX MpPo |  peyenmom
rigPoxXnoprPug | amnynax Ne 10y thapmaueBTny nignpueMcTBo cucTemy hapmakoHarnsgy (BKIoUarum KOHTaKTHI AaHi)
-3H Kopobui, Ne 10 (5x2) He "3p0poB'a Hapoay" Ta/abo 3MiHW y po3MilLleHHi MacTep-halina cucremm
y bnictepax y nignpyeMCcTBO thapmakoHarnagy
Kopobui "3p0poB's
Hapozy"
19. AMMNPUN® HD Tabnetku no 5 mr/25 KPKA, 4.4., CnoBeHis KPKA, 4.4., HoBo CnoBeHis BHECEHHS 3MiH 0 peecTpayiiHux maTtepianis: 3MiHn | 3a UA/4903/02/01
Mmr Ne 14 (7x2), Ne Hoso mecTo MecTo TUMy - NOAAHHSA OHOBNEHOro cepTudikata R1-CEP peyenmom
28 (7x4), Ne 56 2003-219-Rev 04 gnsa paminpuiny Big BXe
(7x8), Ne 84 (7x12), 3aTBEPKEHOro BUPOGHYKA, 3MiHa agpecy BUPOGHMYOT
Ne 98 (7x14); Ne 30 AinbHUUI 6e3 3MiHM Micus BUpOGHMLTBA
(10x3), Ne 60 (10x6),
Ne 90 (10x9) y
6nictepax
20. AMMNPUN® HL Tabnetkn no 2,5 KPKA, 4.4., CnoseHis, KPKA, 4.4., HoBo CnoseHisn BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3miHu | 3a UA/4903/02/02
mr/12,5 mr Ne 14 HoBso mecTo CnoBeHis MecTo TUMY - NOAAaHHSA OHOB/eHoro cepTudiikata R1-CEP peyenmom
(7x2), Ne 28 (7x4), 2003-219-Rev 04 ansa paminpuny Bif, BXxe
Ne 56 (7x8), Ne 84 3aTBEPKEHOr0 BUPOOHUKA, 3MiHa agpecu BUPOBHUYOT
(7x12), Ne 98 (7x14); AinbHUUI 6€3 3MiHM Micus BUpOOHNLTBA
Ne 30 (10x3), Ne 60
(10x6), Ne 90 (10x9)
y bnictepax
21. ACKOPBIHOBA | po3uuH a5 iH'eKUiiA, AT "Nlekxim- Ykpaina AT "Nekxim-XapkiB" Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3mMiHu | 3a UA/12847/01/02
KNCNOTA 100 mr/mn no 2 mn B Xapkis" MMy - 3MiHa po3Mipy cepii (BK/Yaloum gianasoH peyenmom

amnynax Ne 10y

po3Mipy cepii) roToBOro slikapcbKoro 3acoby
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
nauuj 3 (36inbLueHHs Ao 10 pasiB NOPIBHSAHO i3 3aTBEPKEHUM
neperopogkamu; Ne PO3MipoM) - BBEZIEHHS [04aTKOBOrO PO3Mipy
100 y kopobu,i 3
neperopogkamu, Ne
10 (5x2) B
0fiHOBGIYHOMY
6nicTepi y nayyi
22, ACKOPBIHOBA | po3uuH g5 iH'eKUiiA, AT "Nlekxim- Ykpaina AT "Nekxim-XapkiB" Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/12847/01/01
KUCNOTA 50 mr/mn no 2 mn B Xapkis" MRy - 3MiHa Po3Mipy cepii (BK/ItoYatoun gianasoH peyenmom
amnynax Ne 10 y po3Mmipy cepii) roToBOro MikapcbKoro 3acoby
nauui 3 (36inbLUeHHs A0 10 pasiB NOPIBHAHO i3 3aTBEPAKEHNM
neperopogkamu; Ne PO3MipoM) - BBELEHHS 404aTKOBOrO PO3Mipy
100 y kopobui 3
neperopogkamu, Ne
10 (5x2) B
0AHOGIYHOMY
6nictepi y nayyi
23. ACIMETEP Tabnetkun no 325 mr TOB Ykpaina TOB Ykpaina BHECEHHS 3MiH A0 peecTpauiiHux martepianis: 3MiHu | 6e3 UA/5073/01/01
Ne 6, Ne 12 y "CTtuponb6ioca "CTtunponb6iocapm” TMny - AGMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma —
6nictepax; Ne 30 pm" Ta/abo afpecy 3asBHMKa (B/laCHUKA PEECTPALiiHOro Ne 6, Ne 12
(6x5), Ne 120 noceigyeHHs) (3mMiHa agpecu 3asBHUKa) Ne 30, Ne
(12x10) y 6nictepax 50; 3a
y nauyui; Ne 30, Ne 50 peyenmom
y KOHTelHepax y —Ne 120
nayui abo 6e3 nauku
24, ACTPAUNTPO NMopoLUoK AN TOB YkpaiHa TOB "AcTpadapm” Ykpaina BHECEHHS 3MiH 10 peECTpaLiiiHnX maTepianis: 3MiHu | 6e3 UA/10402/01/01
H Op&a/IbHOro PO34YNHY "AcTpadhapm” TUNY - 3MiHW 40 IHCTPYKUIT 4151 MEAMYHOTO 3aCTOCYBaHHS peyenma
no 20 r Ne 10 (10x1) y po3ginu: MNpoTunokasaHHsa. B3aemogisa 3 iHWMK
y calle nikapcbkvMu 3acob6amu Ta iHLWi BUAW B3aeMOi
(peparyBaHHs TekcTy). Oco6/IMBOCTI 3aCTOCYBaHHS,
3rigHo 3 iHhopMaLjieto Woa0 6e3nekn 3acTocyBaHHs
Lit0Y0T pevyoBMHN NapaueTamon
25. ATPOMIHY PO3YMH ANS iH'EKU, TOB YkpaiHa TOB "XapkiBCbke YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/10545/01/01
CYNb®AT 1wmr/Mnnolwmns "XapkiBcbke hapmaueBTUYHE TUMY - BBEAEHHSI ab0 3MiHM [0 y3araJlbHEHUX fAaHWX Npo | peyenmom
amnynax Ne 10, Ne hapmaneBTuy niANPUEMCTBO cucTemy thapmakoHarnsgy (BkIoUaroUm KOHTaKTHI faHi)
10 (5x2) y 6nictepax He "3p0poB'a Hapoay" Ta/abo 3MiHW y po3MiLLeHHI MacTep-daiina cucremu
nigNpPUeEMCTBO thapmakoHarnsgy
"340poB'a
Hapoay"”
26. AYPIAEKCAH Kpanni ByLHi, 0,5 ToBapucTBO 3 Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3MiHu | 3a UA/10132/01/01
mr/mMn no 5 mny 06MexeHot BMPOGHMLITBA, TMny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
thnakoHi, no 1 BiANOBIAa/bHI KOHTPO/b AKOCTI, Ta/abo agpecy 3asBHVKa (B/1aCHUKa PEECTPaLiiHOro
hNakoHy B CTIo BUNYyCK cepil: nocBig4eHHs) (3MiHa Ha3BM Ta NpPUBELAEHHS
KOMMNEKTi 3 "flocnigHnin ToBapucTBo 3 MiCLie3HaxXOMKEHHS 3asBHMKA Y BifMnoBigHICTb [0
KpULLKOLO- 3aB0[ obmexeHor opuriHanbHVX fOKyMeHTIB) (TepMiH BBEAEHHS 3MiH
KpanenbHULelo B "rHUIC BiANOBIAA/ILHICTIO NPOTArom 3-X MiCALIB Nicnsa 3aTBEPMAXKEHHS); 3MiHK |

naJui 3 KapToHy

"focnigHnii 3aBog,
"THUNC", YKpaiHa;

TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus NPoBamKeHHs AisNbHOCTI
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnycKy

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

BCi cTagii
BUPOGHULTBA,
KOHTPO/b SKOCTI,
BWMYCK Cepii:
ToBapucTso 3
obmexeHor
BiANOBIAA/IbHICTIO
"®APMEKC IPYI",
YkpaiHa

BVPOGHMKa/imnopTepa rotoBoro fikapcbKoro 3acoby,
BK/IIOHA0UM AiNbHULI BUMYCKY cepii a6o Micue
NpPOBELEHHS KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBiAAE BMPOGHMK/IMNOPTEpP, BK/IOYAKOYM BUMYCK
cepiii) (NpvBeAEgHHA MicLLe3HaXOMKEHHS BUPOOHWKIB 13
Yy BifNOBIAHICTb [0 OPUTiHANIbHUX AOKYMEHTIB (Konii
niueHsii Ha BUPO6HULITBO), 63 3MiHM Micus
BMPOGHMLTBA) (TEpPMiH BBEAEHHS 3MiH NPOTAroM 3-x
MiCALIB MiCNA 3aTBEPLYKEHHS); 3MiHM | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbKWii 3aci6. 3MiHN Yy BUPOOHULITBI.
3MiHa iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY cepii
Ta KOHTPOJ1t0 SIKOCTi FOTOBOTO J1iKapCbKOro 3acoby
(3amiHa abo fofaBaHHS BMPOGHMKA, LU0 BiANOBIAAE 3a
BBe3eHHs Ta/abo Bunyck cepii) - Bknovatoun
KOHTPONb/BMNPOGYBaHHSA cepii (BHECEHH:A dYHKLT -
BWMYCK Cepii - A0 BUKOHyBaHWX OyHKLi (BCi cTaail
BMPOGHMLTBA, KOHTPO/Ib SIKOCTI) 4151 BUPOGHUKA
ToBapuCTBO 3 0OMEXEHOI0 BifNOBigaIbHICTIO
"®APMEKC I'PYT", YkpaiHa) (TepmiH BBEEHHS 3MiH
NPOTArom 3-X MiCALIB Nic/a 3aTBePMKEHHS); 3MiHK |
TMny - 3MiHW 3 IKOCTi. TOTOBWIA Nnikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
yMoBax 36epiraHHs roToBOro Nikapcbkoro 3acoby
(36iNbLUEHHA TEPMiIHY NMPUAATHOCTI FOTOBOTO JiKapPCbKOro
3acoby) - ns Toprooi ynakoBku (MigTBEPAXKYETbCA
OaHVMU peasibHOro Yacy) (36iNbLUEHHSt TEPMiHY
npuaaTHoOCTI NiKapcbKoro 3acoby (3 3-x J0 4-X PokKiB)
(TepmiH BBEAEHHS 3MiH MPOTAroM 3-X MicsLiB nicns
3aTBepKeHHS); 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3mMiHun)
(3amiHa rpadhiuHOro 306paXKeHHs! yNakoBKU Ha TEKCT
MapKyBaHHA 1A NePBUHHOT Ta BTOPUHHOT YNakoBKN Y
3B’A3KY 3 NpuBEAEHHAM Y BiANoBiAHICTb Ao Hakasy MO3
Ykpainn Ne 426 Big 26.08.05 (y pegakuii Hakasy MO3
Ykpainm Ne460 Big 23.07.2015 p.) (TepmiH BBeAeHHSA
3MiH NpoTAarom 3-X micsiliB nicns 3aTBeppkKeHHs)

27.

AYPOBIH

masb no 20 ry Tybax
Ne 1

BAT "TeneoH
PixTep"

YropumHa

BAT "lepeoH Pixtep"

YropwmHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu ||
TUNY - 3MiHW 4,0 IHCTPYKLT 4719 MEAUYHOro 3acTOCYBaHHSA
y po3ginu: "dapmakotepaneBTnyHa rpyna” (yTOUHEeHHS
Ha3Bwu), "®apmakosioriyHi BnacTMeocTi”,
"MpoTunokasaHHA" (pefaryBaHHs po3giny),
"Oco6nmBOCTI 3acToCcyBaHHA" (pegaryBaHHsl po3gainy),
"3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
rpyaato”, "Cnocib 3actocyBaHHs Ta [o3n",
"Mepepno3yBaHHA", "M06IYHI peakuii” (pegaryBaHHs
po3gainy). BBefgeHHsi 3MiH npoTarom 3-x mMicauis nicna
3aTBEPAKEHHSA

3a
peyenmom

UA/7268/01/01

28.

BATIb3AMIYHA

NiHiMeHT o 40 ry

MAT

Ykpaina

MAT "ly6Huchapm"

Ykpaina

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu |

6e3

UA/6659/01/01
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnycKy

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

" NIHIMEHT
(3A
BULLHEBCbLKU
M)

6aHkax, mo 40ry
Ty6ax, no 40ry
Ty6ax Nel B nayui

"Nly6Hndhapm"

TUny - AGMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo afpecy 3asBHMKa (B/1aCHUKa peEECTpaLiiiHoOro
noceigyeHHs) (3mMiHa agpecu 3asBHuKa) (TepMmiH
BBE/EHHS 3MiH MPOTAroM 6 -Tv MicsALiB nicns
3aTBEepPMKEHHS); 3MiHM | TUNY - AOMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
NpOoBaPKEHHS AISNbHOCTI BUPObHUKa/imnopTepa
rOTOBOrO JliKkapCbKOro 3acoby, BK/IYaoumn AiflbHUL
BUMNYCKy cepii abo MicLe NpoBeAEeHHS KOHTPOJIHO AKOCTI.
(misnbHiCTb, 3a AKy Bignosigae BUPO6HUK/iMnopTep,
BK/IO4al0UM BUMYCK cepiid) (3MiHa agpecy BUPOGHMKa,
6e3 3MiHU MicLs BUPOGHULTBA.(NepelimeHyBaHHs By,
MeTpoBcbkoro Ha Byn. bapsiHkoBa) (TepMiH BBeEHHS
3MiH NPOTArom 6-Tv MicALiB Micna 3aTBEPAKEHHS)

peyernma

29.

BAHEOLUVH

MOPOLLIOK HaLLKIpHWIA
nolory
KoHTeliHepax Ne 1

CaHpo3
dapmacbloTika
n3 p.no.

CnoBeHisa

BiANOBIAa/IbHUI 3a
BMnyck cepii: CaHao03
m6X-TexOnc,
ABCTPIsi; BUPOOHUK
npoaykuii in bulk,
nakyBaHHS:
dapmavoiiTile
®abpik MoHTaBIT
'M6X, ABCTpist

AscTpis

BHECEHHS 3MiH 10 peecTpavljiiiHuX maTtepianis: 3MiHu |
TUMy - 3MiHa Y MeToAax BUNPo6yBaHHSA roTOBOro
niKapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEpPKEeHUX
MeTofax BMNpobyBaHHs) — «KinbkicHe BU3HAYEHHS
6auunTpaLuHy UMHKY» Ta «KinbKicHe BU3HAYeHHS
HEOMILMHY cynbaty» - 6y/10 OHOBNIEHO METOZ,
BMNPOGYBaHHS 3rifHO fitouoi EP 2.7.2 — kinbkicHe
BM3HAYEHHS aHTMBIOTHKIB MiKpO6IONOriYHUM METOA0M,;
3MiHK | TUNY - 3MiHa Y MeToAax BUNPOGyBaHHSA rOTOBOrO
NikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepAKEHNX
MeToAax BUNpoOyBaHHS) — «laeHTrdikaLis LMHKy» -
peareHT TeTpax/10pkapboH 3amMiHEHW Ha
TpUxiopMeTaH; 3miHu | Tuny - 3miHa napameTpis
cneuudikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
nikapcbKoro 3acoby (BUyYEHHSA HE3HAYHOrO MoKa3HMKa
(Hanpuknag 3acTapisioro NokasHyKa, Takoro Sk 3anax Ta
cMak, abo igeHTudikaLis 6apBHMKIB UM CMaKOBUX
[06aBok)); 3MiHK |l TMny - 3MiHa napameTpis
cneumdikavin Ta/abo AoNyCTUMUX MEX rOTOBOrO
nikapcbKoro 3acoby (3MiHa 3HaxoAMTbCS no3a
3aTBEPAKEHUMI AONYCTUMUMU MexaMu crneumdikauiin)

6e3
peyenma

UA/3951/02/01

30.

BIOKNOT A®
(KOMMNNEKC
AHTUFEMO®IN
bHOro
®AKTOPY VIl |
®AKTOPY
BIIMEBPAHJA

)

niodpinizat ana
PO3UMHY ANS iH'EKLN
no 250 MOy
dhnakoHax Ne 1y
KOMMNEKTi 3
PO3YMHHMKOM: BOAA
Ans iH'eKuii no 5 mn
y thnakoHax Ne 1 Ta
3acobamu gns
PO3UYMHEHHS Ta
BBefeHHs (1
QinbTp, 1 wnpuy,
0/1HOpPAa30BUiA 3

TOB
"BIO®PAPMA
MNA3SMA"

Ykpaina

TOB "BIO®PAPMA
MNA3MA"

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu |
TMny - BBEAEHHSA ab0 3MiHW A0 y3arasibHeHWX AaHuX Npo
cuctemy hapmakoHarnsgy (BKIUauM KOHTaKTHI AaHi)

Ta/abo 3MiHM y po3MilLeHHI MacTep-halina cuctemm

dhapmakoHarnsgy

3a
peyernmom

883/12-
300200000
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
rO/IKO0 A5 iH'EKLLINA,
1 kpunbyaTa
iHdpysiliHa cuctema);
no 500 MO, 1000
MO y donakoHax Ne
1y KoMnAekTi 3
PO3YMHHMKOM: BOAA
Ans iH'ekujii no 10
MmNy donakoHax Ne 1
Ta 3acobamu ans
PO3YMHEHHs Ta
BBEeAEeHHs (1
inbTp, 1 wnpwy,
0HOPAa30BUiA 3
rOSIKOK ANSt iH'EKUN,
1 kpunbyaTa
iH(pysiiiHa cncTema)
31. BIO®/TIOPAKC cupon, 670 mr/1 mn TOB YkpaiHa TOB "XapkiBcbke YkpaiHa BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3miHn | 6e3 UA/12878/01/01
no 100 mny "XapkiBcbke dhapmaLeBTnyHe TMny - BBEAEHHSA ab0 3MiHW A0 y3arasibHEeHX AaHUX Npo peyenma
hnakoHi Ne 1, no thapmaueBTny nignpueMcTBo cuctemy hapmakoHarnsgy (BKIUaun KOHTaKTHI faHi)
200 mn y chnakoHi He "3p0poB's Hapoay" Ta/abo 3MiHM y po3MilLeHHI MacTep-halina cuctemm
Ne 1 nignpyeMCcTBO (dbacyBaHHs i3 hopmu thapmakoHarnagy
"340poB's "in bulk" chipmu-
Hapoay" BMpO6HUKa "Fresenius
Kabi Austria GmbH",
ABCTpist)
32. BIO®/TIOPAKC cupon no 667 mr/mn TOB YkpaiHa TOB "XapkiBcbke YkpaiHa BHECEHHS 3MiH 0 peecTpayiiHux maTtepianis: 3miHn | 6e3 UA/13307/01/01
no 100 mn a6o no "XapkiBcbke chapmaLeBTnyHe TMny - BBEAEHHSA ab0 3MiHW A0 y3arasibHeHWX AaHuX Npo peyenma
200 mn y chnakoHax thapmavneBTny nignpueMcTBO cuctemy hapmakoHarnsgy (BKIUauM KOHTaKTHI AaHi)
Ne 1 He "3p0poB's Hapoay" Ta/abo 3MiHW y po3MiLLeHHi MacTep-taiina cucremu
nignNpPUeEMCTBO (thbacyBaHHs i3 "in hapmakoHarnsgy
"300poB's bulk" coipmu
Hapoay" "Pharmadan A/S",
[aHis)
33. BICAKOAW- cynosuTopii TOB YkpaiHa TOB "®APMEKC Ykpaina BHECEHHS 3MiH [0 peecTpavyiiiHnux maTtepianis: 3MiHu | 6e3 UA/11607/01/01
PAPMEKC pekTasibHi Mo 10 mr, "®APMEKC reyn" TMny - 3MiHK 3 AKOCTI. FOTOBWIA NiKapPCbKUiA 3aci6. peyenma
Ne 10 (5x2) B nauu, reyn" CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHs roToBoro nikapcbkoro 3acoby
(36iNbLLIEHHST TEPMIHY NPUAATHOCTI FOTOBOTO JTiKAPCLKOTO
3acoby) - [ns ToproBoi ynakoBku (MigTBEPAXKYETLCSA
[aHVMU peanbHOro yacy) (36iNbLUeHHS TEPMIHY
NPUAATHOCTI 3 2-X A0 3-X pokiB) (TepMiH BBEAEHHS 3MiH
NpOTArom 3-x MicauiB Nicas 3aTBepAKEHHS)
34. BICAKOAWU- cynosuTopii TOB Ykpaina TOB "®APMEKC Ykpaina BHECEHHS 3MiH [0 peecTpavliiiHnx maTtepianis: 3MiHu | - UA/15440/01/01
DAPMEKC pekTanbHi no 10 mr, "®APMEKC reyn" TUny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbknii 3acib.
in bulk Ne 1200 reyn" CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo

(5x240) y cTpunax;
in bulk Ne 1600

ymoBax 36epiraHHs roToBOro Nikapcbkoro 3acoby
306i/IbLUEHHS] TEPMiHY NPWAATHOCTI TOTOBOTO JTiKAPCbKOro
6
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
(5x320) y cTpunax 3acoby) - 4ns ToproBoi ynakoBku (MigTBEPAXKYETLCA
OaHVMUN peanbHOro yacy) (36iNbLUEHHSt TEPMiHY
npugaTHocTi 3 2-x f0 3-x pokiB) (TepMiH BBEEHHS 3MiH
npoTsirom 3-x MicsLiB Nic/ia 3aTBEpAKEHHS)
35. BILUNIH®-3 NnopoLloK ANs MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3mMiHu | 3a UA/3883/01/01
cycnersii gns "Kuismegnpen "Kuismegnpenapar" TUMY - BBEAEHHS ab0 3MiHV A0 y3arasibHEHUX AaHuX Mpo |  peyenmom
iH'ekuii mo 600 000 apat” cuctemy dhapmakoHarnsgy; 3MiHa yrnoBHOBaXeHOT
OJ y dpnakoHax ocobu, BignoBifabHOI 3a 34iiCHEHHA hapMakoHarnsay
36. BILUNIH®-5 NMopoLUIOK ANs MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH 0 peecTpaLiiHux maTtepianis: 3miHn | 3a UA/3883/01/02
cycneHsii ans "Kuismegnpen "Knismegnpenapar” TUMy - BBEAEHHS ab0 3MiHW A0 y3ara/ibHEHUX AaHWX MpPo | peyenmom
iH'ekuili no 1 500 apar” cucTemy thapmakoHarnsgy; 3mMiHa ynoBHOBaXeHOT
000 OJ1 y chnakoHax ocobu, BignoBifanbHOI 3a 34iliCHEHHA hapmakoHarnsay
37. BPOHXOMAKC | cupon, 10 mr/5 mn ToBapucTBO 3 Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepiani: 3miHu | 3a UA/11271/01/01
no 100 mny 06MeXeHoto BMPOGHULITBA, TUMY - 3MiHa NocTavasibHNKa NaKyBaulbHUX MaTepiasnis peyenmom
onakoHax Ne 1, no BignoBiga/IbHI KOHTPO/b SIKOCTI, ab0 KOMM/IeKTYHUMX (KW 3a3Ha4YeHo B AOCbE) (3amiHa
200 mn y chnakoHax CTIo BUMyCK cepii: abo fofaBaHHA nocTavaibHUKa); CynyTHS 3MiHa: 3MiHa Y
Ne 1 "papmaueBTu ToBapucTBO 3 NepBUHHIA yNakoBLji rOTOBOTO JlikapCbKOro 3acoby
YHa KOMMaHis 06MEXEHO (SIKiCHWIA Ta KiNIbKICHUIA ckNnag) - M'siKi Ta HECTEPUIIbHI
"3p0pos'a” BiANOBIAA/IbHICTIO piaki nikapcbki hopmMu; 3miHa hopmMu abo po3mipy
"®apmaLeBTUyHa KOHTelHepa uu 3aKyrnoproBasibHOro 3acoby (NepBUHHOT
KoMnaHisa "3gopos'a”, ynakoBkK) (HeCTepubHi Nikapcbki 3acobu) - BBEAEHHS
YKkpaiHa; BCi cTtagji [04,aTKOBOr0 3aKynoptoBasIbHOrO 3acoby - KpULLKY Nif,
BMPOGHULITBA, pi3b60BY ropsIOBUHY 3 KOHTPOJIEM NEPLLIOrO PO3KPUTTA
KOHTPO/b SKOCTi: KKIMB/1 Bupo6Hrka TOB «®apmMaueBTnyHa ipma
ToBapucTBO 3 «BepTekc» Ta 3MiHa po3Mipy, AKICHOTO Ta KisibKiCHOro
06MeXeHOo CKnaay 3aKkynoprBasibHOro 3acoby. HesHauHi 3MiHW
BiAMOBIAA/IbHICTIO po3MipiB 3aTBepAKeHNX thriakoHy nonimepHoro ®BI1-
"XapkiBcbke 200 Ta kpuwwkm KB3 BMpo6HUuka 3AT «dipma Eninc»,
thapmaueBTuyHe YkpaiHa; 3miHu | Tuny - 3miHa napameTpiB cnewudikadii
nignpUeEMCTBO Ta/abo [oNyCTUMUX MEX NEPBUHHOI YNakoBKWN rOTOBOIO
"340p0oB'a Hapoay", NiKapcbKoro 3aco6y (3BY)XXEHHS A0MYCTUMUX MEeX,
YkpaiHa BMU3HAYEHUX Y cneuudikadlii); cynyTHs 3miHa: 3miHa y
MeTogax BUNpobyBaHHA NEPBUHHOI yNakoBKW rOTOBOIO
nikapcbKoro 3acoby (He3HauHi 3MiHV Y 3aTBEPLKEHNX
MeTofax BUNpo6yBaHb) - 3MiHa Y cneuudikauii Ta
MeToAax BUNPOGYyBaHHA NePBUHHOT yNnakosku (h1akoHN
Ta KpuwkmM) 3a n. «<MBY»
38. BAJTOKOPMIA Kpanni opasibHi no TOB Ykpaina TOB "TepHochapm” Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu || 6e3 UA/8622/01/01
30 mn y donakoHax "TepHodpapm" TMMy - 3MiHa BUPOOHMKa BUXiZHOTro/NpoMiKHOro peyenma

CKNaHMX; no 30 MmNy
hnakoHi CkNsHoMy;
no 1 dprakoHy B
naJui; no 25 mny
dhnakoHax-
KpanenbHULUAX
CKNsIHMX abo y
hnakoHax
nosliMmepHnx 3

NPOAYKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHUYOMY npotieci A®|, abo 3miHa BUPOOHUKa
(BKovatoun, fe HeobxigHO, MicLe NPOBeAEeHHS
KOHTPONIO SIKOCTi) AD| - BBEJEHHSI HOBOTO BUPOOHUKA
A®| meHTONY (NeBOMeHTO/y). BBeAeHHA 3MiH
npoTArom 6-Tv MicsiliB NicnsA 3aTBepAKeHHA
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
npo6koto-
KpanenbHuLeto; No
25 Mn 'y donakoHi-
KpanesbHuLi
CKNsiHOMY a60
dhnakoHy
nonimepHomy 3
npo6Koto-
KpanesnbHuLE B
nayui
39. BA/ICAPTAH TabneTku, BKPUTI CaHpo3 CnoseHis BUNycK cepii: Slek CnoseHis/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3mMiHu | 3a UA/14686/01/01
CAHAO3® nAiBKOBOO dapmacbloTika dPapmaueBTMYHA IcnaHis MRy - 3MiHa y napameTpax cneuudikauiii Ta/abo peyenmom
060/10HKOI0, Mo 80 n3 a.a. KoMnaHis 4.4., OONyCTUMKX MEX, BU3Ha4YeHnX y creumndikayisax Ha Adl,
Mmr Ne 28 (14x2) y CnoBeHis; ab0 BMXigHWIA/NPOMIDXHUIA NPOAYKT/peareHT, Wwo
6nicTepax BMPOGHMLTBO "in BVIKOPVCTOBYIOTbCSA Y npoueci BupobHuytea AdI -
bulk", nakyBaHHs, BUyYEHHA 3i cneyndikauii 4nsa eTmnagerary p.
TecTyBaHHs: HoBapTic "lpeHTudpikauis”; 3miHm | Tuny - 3mMiHa y napameTpax
PapmanesTuka C.A., cneuudikaLin Ta/abo foNyCTUMUX MEX, BUSHAUYEHNX Y
Icnanis cneuudikayisx Ha Ad®l, abo BYXigHWIA/MPOMIKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NpoLeci
BMPO6HMLTBA AD| - AONOBHEHHSA creumdikalii HOBUM
MOKa3HUKOM SIKOCTi; 3MiHM | TNy - 3MiHM B NpoLeci
BMpOOHULTBa AP| (He3HAYHAa 3MiHa Y npoLueci
BMPO6HMLTBA ADI); 3MiHK | TUMY - 3MiHa ab0 AOoAAaBaHHSA
LUTamMniB, MOTOBLLEHb ab0 iHWMX MapKyBaHb,
yK/itovatoun 3amiHy abo gofasaHHs hapb ans
MapKyBaHHS MikapcbKoro 3acoby; 3MiHM A0 iHCTPYKLiT
AN MeAMYHOro 3acTOCYBaHHS
40. BAJICAPTAH TabneTku, BKPUTI CaHpo3 CnoseHis BUNycK cepii: Slek CnoseHis/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTtepianis: 3miHu | 3a UA/14686/01/02
CAHAO3® NAiBKOBOO dapmacboTika dPapmaueBTMYHA IcnaHis MRy - 3MiHa y napameTpax cneuudikauiii Ta/abo peyenmom
060/10HKO10, N0 160 n3 a.a. KomnaHia a.4a., [OMYCTUMMUX MEX, BU3HAUYEHUX Y creundikaLiax Ha Adl,
Mmr Ne 28 (14x2) y CnoBeHis; a60 BUXigHWIA/NPOMIDXHUIA NPOAYKT/peareHT, Wwo
6nicTepax BMPOGHMLTBO "in BVIKOPVCTOBYIOTbCSA Y npoueci BupobHuytea AdI -
bulk”, nakyBaHHs, BUJTYYEHHS 3i cneuudpikauil ons etunauerary p.
TecTyBaHHs: HoBapTic "lpeHTudpikauis”; 3miHm | Tuny - 3mMiHa y napameTpax
PapmanesTuka C.A., cneuudikaLin Ta/abo foNyCTUMUX MEX, BUSHAYEHUX Y
IcnaHis cneuudikauisx Ha Ad®l, abo BYXigHWIA/MPOMIKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NpoLeci
BMPO6HMLTBA ADI - AONOBHEHHSA creumdikaLlii HOBUM
NOKa3HWKOM SIKOCTI; 3MiHW | Tuny - 3MiHK B Npoueci
BMpO6HULTBa AP| (He3HAYHA 3MiHa Y npoueci
BMPO6HMLTBA ADI); 3MiHK | TUMY - 3MiHa abo AOoAaBaHHSA
LwITamnis, NOTOBLLEHb ab0 iHLWNX MapKyBaHb,
yK/tovatoun 3amiHy abo goaasaHHs hapb ans
MapKyBaHHS MiKkapcbKOoro 3acoby; 3MiHM A0 iHCTPYKLiT
AN MeAMYHOro 3acTOCYBaHHS
41. BECAHOIA kancynu no 10 mrno | YEMIA®APM HimeyunHa BMPOBHULITBO HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3miHu | 3a UA/1956/01/01
100 kancyn y ApuHaimitTen Hepo3diacoBaHoi PpaHuis/ TUMy - NOAAHHS OHOBNEHOTO cepTudiikata R1-CEP peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
thnakoHi; no 1 b 'M6X npoaykuii: KataneHt LLiBefiuapis 2010-034-Rev 00 Bif BXe 3aTBEPAKEHOT0 BUPOOHUKA
ch1akoHy B HimeuunHa E6epbax
KapTOHHII nayui 'm6X, HimeuunHa;
nepBUHHE NaKyBaHHS:
. XodhdpmaHH-/15
Pow N1p, WBeiiuapis;
LleHekci, ®paHuis;
BTOPVHHE NaKyBaHHS:
& . XothbdmaHH-15
Pow Nta, Weeliyapis;
LleHekci, ®paHuis;
YEMNJTADAPM
ApuHaiimiTrens M6X,
HimeuunHa,
BMNPOGYBaHHSA
KOHTPOJIO AKOCTI:
KaraneHT HimeyunHa
Ebepbax Mm6X,
Himeuunha;
. XodhdpmaHH-/15
Pow N1p, LWBeiiyapis;
BWMYCK Cepii:
YENTADAPM
ApuHaiimiTTens M6X,
HimeyumHa
42, BISBAPCUH® TabneTkun BKpUTI KPKA, a.4., CnoseHis KPKA, a.4., HoBo CnoseHisa BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3MiHu | 3a UA/12601/01/01
nAiBKOBOO Hoso mecTo MecTo MMy - 3MiHU 3 AKOCTI. FTOTOBWIA NiKAPCLKUIA 3aCi6. 3MiHK peyenmom
o060n0oHkoto no 25 Yy BUPOGHMLTBI. 3MiHa po3Mipy cepii (Bkouaum
Mmr, no 1, 2 aéo 4 [ianasoH po3mipy cepii) roToBOro fikapcbKoro 3acoby
Tabnetku B 6nicTepi; (3meHLwWweHHs o 10 pasis) (3MiHa po3mipy cepii); 3MiHu |
no 1 6nictepy B TUny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbknii 3acib.
KapTOHHI kopobuy; CT1abifibHICTb. 3MiHa Yy TepMiHax npuaartHocTi abo
no 4 Tabnetkn B ymoBax 36epiraHHsi rOTOBOrO MikapCbKOro 3acoby
6nicTepi; no 2 (36iNbLUEHHA TEPMiHY MPUAATHOCTI FOTOBOTO JliKaPCbKOro
6nictepu B 3aco6y) - [11a ToproBoi ynakoBku (MiATBEPOKYETLCA
KapTOHHI kopobuy; JaHVMK peanbHOro yacy) (3miHa TepMiHy npuaaTHoCTI
no 4 TabneTku B 'N3) (TepmiH BBEAEHHS 3MiH MPOTArOM 6-Tv MicALIB
6nictepi; no 3 nicnsa 3aTBepXeHHs); 3MiHuU | Tuny - 3MiHM 3 AKOCTI.
6nictepu B [oTOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHULTBI. 3MiHN
KapTOHHI Kopo6Lyi y npoueci BUpo6GHMLTBa rOTOBOTO JlikapcbKoro 3acoby,
BK/THOH@I0UN NPOMiXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HauHa 3miHa y npoueci BUpobHMLTBA) (AoAaHHS
onucy Ta po3paxyHKy aBTOMaTUYHOTO HaHECEHHS
N1iBKOBOrO MOKPUTTA NPY 3MiHi po3mipy cepii)
43. BISBAPCUH® TabneTky BKpUTI KPKA, a.4., CnoseHis KPKA, a.4., HoBo CnoBeHisa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | 3a UA/12601/01/02
NAiBKOBOO HoBo mecTo MecTo TUny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN peyenmom

060/10HKO0 Mo 50

y BUPOBHMLTBI. 3MiHa po3Mipy cepii (Bka4aym
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
mr, no 1, 2 abo 4 JianasoH po3Mipy cepii) roToBOro Jlikapcbkoro 3acoby
Tabnetku B 6nicTepi; (3MeHLeHHA fo 10 pasiB) (3MiHa po3mipy cepil); 3MiHu |
no 1 6nictepy B TMny - 3MiHW 3 IKOCTi. TOTOBWIA Nnikapcbkuii 3aci6.
KapTOHHI Kopo6L; CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
no 4 TabneTku B yMoBax 36epiraHHs roToBOro Nikapcbkoro 3acoby
6nicTepi; no 2 (36iNbLUEHHA TEPMiIHY NMPUAATHOCTI FOTOBOTO JiKapPCbKOro
6nictepu B 3acoby) - ns Toprooi ynakoBku (MigTBEPAXKYETbCA
KapTOHHIA KopobL; [aHUMM peasibHOro Yacy) (3MiHa TepMiHy npuaaTHOCTI
no 4 TabneTtkn B 'N3) (TepmiH BBEAEHHS 3MiH NPOTAroM 6-Tv MicsALiB
6nicTepi; no 3 nicns 3aTBepmkeHHs); 3MiHu | Tuny - 3MiHU 3 AKOCTI.
6nictepu B [oTOBWIA NikapcbkWii 3aci6. 3MiHN Y BUPOOHULITBI. 3MiHN
KapTOHHIli KopooLi y npoLieci BUpO6HMLTBA FOTOBOIO JliKapCbKOro 3acoby,
BK/THOHAI0UN NPOMiKHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOBGHULITBI FOTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3miHa y npoueci BUpobHULTBA) (Ao4aHHS
Onuncy Ta po3paxyHKy aBTOMaTUYHOIO HaHECEHHS
NNiBKOBOr0 NOKPUTTSA NPU 3MiHi po3mipy cepii)
44, BISBAPCUH® TabneTkv BKpUTI KPKA, 4.4., CnoBeHis KPKA, 4.4., Hoso CnoBeHis BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | 3a UA/12601/01/03
MN/1iBKOBOIO HoBo mecTo MecTo TUMy - 3MiHM 3 AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN peyenmom
060/10HKOI0 Mo 100 y BUPOGHULTBI. 3MiHa po3Mipy cepii (BkIoYatoum
mr, no 1, 2 aéo 4 AianasoH po3mipy cepii) roToBOro JlikapCbKoro 3acoby
Tabnetku B 6nicTepi; (3meHLwweHHs o 10 pasiB) (3MiHa po3mipy cepii); 3MiHu |
no 1 6nictepy B TUNy - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
KapTOHHI KopoobLi; CT1abifibHICTb. 3MiHa y TepMiHax NpuaaTHocTi abo
no 4 TabneTkn B ymMoBax 36epiraHHs roTOBOrO /iKapCbKoro 3acoby
6nictepi; no 2 (36iN1bLLEHHS TEPMIHY NPUAATHOCTI FOTOBOTO J1iKAPCLKOr0
6nictepu B 3aco6y) - 4ns Toprosoi ynakosku (MigTBEPAXYETbCA
KapTOHHI KopobL; [aHVMU peanibHOro vacy) (3miHa TepMiHy npuaaTHOCTI
no 4 Tabnetkn B 'N3) (TepmiH BBeAEHHA 3MiH NPOTArom 6-Tu MicsiLiB
6nicTepi; no 3 nicns 3aTBepmkeHHs); 3MiHu | Tuny - 3MiHU 3 AKOCTI.
6nictepu B [oTOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULITBI. 3MiHN
KapTOHHIlA KopooLi y npoLieci BUpO6HMLTBA FOTOBOIO J1iKapCbKOro 3acoby,
BK/1O4AI0UM MPOMIXHWI MPOAYKT, WO 3aCTOCOBYETHLCA
npy BUPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HauyHa 3MiHa y npoLeci BUPOGHULITBA) (A0AaHHSA
onucy Ta po3paxyHKy aBTOMAaTUYHOTO HaHECEHHS
NNIBKOBOrO NOKPUTTS NMPW 3MiHi po3mipy cepii)
45, FABICKOH® CyCneHsis opanbHa PekkiTT Benuvka PekkiTT BeHkizep Benuka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3MiHu || 6e3 UA/6865/01/01
POPTE no 150 mn a6o no BeHkizep BputaHis Xenckep (HOKelh) BpuTtaHis TUMY - 3MiHW A0 IHCTPYKLiT 415 MeANYHOro 3acTocyBaHHS peyenma
M'ATHA 300 M1y donakoHax; Xenckep Nimiten y po3ginu: "®apmakoguHamika”, “MpoTunokasaHHa",
CYCNEH3IA no 10 mn y cawe; no (HOKeir) "Oco6nuBi 3axoamn 6e3nekn”, "Oco6MBOCTI
20 cawe B Nimiteq 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta 4o3un",
KapTOHHIli KopoobLi "Mo6iyHi peakuji”. BBeAeHHA 3MiH NpoTAromMm 3-x
MicauiB nicnA 3aTBepAKEHHSA
46. ranonpun PO34MH AN1s iH'EKLiA, TOB Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3MiHn | 3a UA/6576/01/01
5wmr/mMnno1lmns "XapkiBcbke BMPOGHMLITBA, TMNYy - BBEAEHHS ab0 3MiHW A0 y3arasibHEeHWX AaHuX Npo | peyenmom
amnynax Ne 10 y hapmanesTuy KOHTPOb AKOCTI, cucTemy thapmakoHarnsagy (BkIoUaroUm KOHTaKTHI faHi)
Kopo6ui; Ne 10 (5x2) He BMnyck cepii: TOB Ta/abo 3MiHM Yy po3MileHHI MacTep-gaiina cucteMmm
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
y bnictepax y nignpyeMCcTBO "XapkiBCcbke thapmakoHarnagy
Kopo6ui; Ne 10 "30poB's hapmaueBTUYHE
(10x1) y 6nicTepi y Hapogay" niANPUEMCTBO
KOpOoO6Li "300poB's Hapoay",
YKkpaiHa; Bci cTtagji
BMPOGHULITBA,
KOHTpOnb fkocTi: TOB
"@apmaueBTnyHa
KomnaHia "3g0poB'sa",
YKpaiHa
47. FEBKAMEH Mas3b o 15 r abo no TOB Ykpaina TOB "TepHodapm" Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasnis: 3MiHu || 6e3 UA/0586/01/01
25 r y 6aHkax 6e3 "TepHodhapm" TUNy - BBEAEHHS HOBOro BMPOGHMKa AP| meHTON peyenma
nauku, no 15 r a6o (neBOMEHTON) 3 HAJAHHAM MacTep-haiina Ha Ad|
no 25 ry Ty6ax B
nayui abo 6e3 nauvku
48. FENACHAH 4% | po3uvH Ans iHdysii B.BpayH HimeyunHa B.BpayH Megukan CA LLiBefiuapis BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3MiHu | 3a UA/13871/01/01
no 500 mny Menb3yHreH UMy - 3MiHW WoAo 6e3nekn/edpekTMBHOCTI Ta peyenmom
hnakoHax Al hapmakoHarnisgy - 3a3HaueHHs HoMepy peecTpaLiinHoro
nonietTnneHosux Ne NOCBiAYEHHS HA NEPBUHHIA Ta BTOPWHHIN yNakoBLi
10 y kopo6ui, no 500
MY MiLLKax
nnactmkosmx Ne 20
y Kopobui
49, FEMAKCAM PO34MH AN1s iH'EKLiA, TOB "HIKO" Ykpaina TOB "HIKQ", YkpaiHa; Ykpaina/ BHECEHHS 3MiH 4O peecTpauiiiHnx MmaTepianis: 3miHu || 3a UA/13418/01/01
50 mr/Mmnno 5 mn B BTopuHHa ynakoska, HimeuuunHa TUny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbkunii 3acib. peyenmom
amnynax Ne 5, Ne KOHTPO/b: Cuctema KoHTelHep/3akynopoBasibHWiA 3aci6. 3miHa y
10, Ne 20, Ne 50, no XONOMAK NEepPBVHHIN YNakoBL,i FOTOBOro NiKapCbKoro 3acoby (Tun
10 mn B amnynax Ne depnakyHrcTexHik KOHTellHepa abo fofaBaHHS HOBOTO KOHTelHepa) -
5, Ne 10 M6X, HimeuuunHa; CTepusbHi nikapcbki 3ac06u Ta nikapcbki 3acobm
Brnpo6bHMuTBO 6i0/10rYHOro/iMyHOI0TIYHOTO NOXOMKEHHS (BBeAEHHS
Hepo3dacoBaHO( [,04aTKOBOI ynakoBku amnynu no 10 ma Ne 5 ta Ne10
NpoAyKLii, NnepBuHHa (BpobHMYa ginbHMLUA Xononak depnakyHrcTexHik
Ta BTOPVHHA 'M6X, HimeuunHa), 3 BignoBigAHUMN 3MiHAMK Y
ynakoBKa, KOHTPO/b: cneumdikauii n. «O6’em, IO BUTAraeTbCA» Ta p.
XONOIAK «YnakoBka». [epBUHHWIA NakyBaslbHWIA MaTepian He
depnakyHrcTexHik 3MiHMBCS)
'm6X, HimeyunHa
50. FEHTOC® Tabnetku Ne 20 Pixapg ABCTpIsA Pixapg bitTHep Al AscTpis BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3MiHu | 6e3 UA/10026/01/01
(20x1), Ne 40 (20x2), BitTHep Al TUMy - BBEAEHHS ab0 3MiHW A0 y3arasibHEHUX AaHuX Mpo peyenma
Ne 60 (20x3) y cuctemy hapmakoHarnsgy (BKIYaum KOHTaKTHI faHi)
6nicTepax Ta/abo 3MiHN Y po3MiLLEHHI MacTep-aiina cuctemm
dhapmakoHarnsgy
51. FENALE®D® NnopoLloK ANs MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3mMiHu | 3a UA/0881/01/01
po3umnHy Ans iH'ekuin | "KvuiBmegnpen "Kuismegnpenapar" TUMy - BBEAEHHS ab0 3MiHV A0 y3arasibHEHUX JaHuX NMpo | peyenmom
no 1,0 r y chnakoHax apart” cuctemy dhapmakoHarnsgy; 3MiHa yrnoBHOBaXeHOT

Ne 10 (10x1) y
KOHTYPHIli
YapyHKOBIli ynakoBL,i

ocobu, BignoBifanbHOT 3a 34iiCHEHHA hapMakoHarnsay




66

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
B nauuj
52. FEPMNEBIP® Ma3b2,5%mno5r MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3mMiHu | 3a UA/2466/02/01
abo no 15 ry tybax "Kuismegnpen "Kuismepgnpenapar" TUMy - BBEAEHHS ab0 3MiHW A0 y3arasibHEHUX AaHWX Npo | peyenmom
Ne 1 B nauui apart” cuctemy dhapmakoHarnsgy; 3MiHa yrnoBHOBaXXeHOT -nolsey
ocobwu, BignoBifanbHOT 3a 34iiCHEHHA hapMakoHarnsay my6i; 6e3
peyenma -
nosay
my6i
53. FEPMEBIP® NopoLUOK A8 MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHux maTtepianis: 3miHn | 3a UA/2466/01/01
pO3umnHy ANns iH'ekuin | "KvuiBmegnpen "Knismegnpenapar” TUMy - BBEAEHHS ab0 3MiHW A0 y3ara/ibHEHUX AaHWX MpPo | peyenmom
no 250 mry apar” cuctemy hapmakoHarnsgy (BKIUauM KOHTaKTHI AaHi)
chnakoHax Ne 10 Ta/abo 3MiHW y po3MiLLeHHi MacTep-daiina cucremm
(10x1) y nayui (hapmakoHarnsay
54. FAIBEHKNAMIA, | TabneTtkn no 5 mr Ne | MAT "®dapmak” YkpaiHa MAT "dapmak” Ykpaina BHECEHHS 3MiH [0 peecTpavliiiHnx maTepianis: 3MiHu | 3a UA/6631/01/01
50 (10x5), Ne 100 TMny - 3MiHK 3 AKOCTI. FOTOBWIA NiKapPCbKUiA 3aci6. peyenmom
(10x10) y 6nictepax CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHs roTOBOrO J1ikapCbKoro 3acoby (3miHa
B yMOBax 36epiraHHsi roTOBOrO J1ikapCbKoro 3acoby abo
nicna po34YnNHeEHHA/BIAHOBEHHS) (3MiHa B yMOBaxX
36epiraHHA) (TepMiH BBEAEHHSA 3MiH NPOTAroM 3-X
MicsILiB Micnsi 3aTBEPAKEHHST); 3MiHM | Tvny -
AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
afipecyt MicLA NPoBaKEHHS Ais/IbHOCTI
BMPOGHMKa/iMnopTepa roToBOro /likapcbkoro 3acoby,
BK/IOYa0UM AinbHUL BUMYCKy cepii abo micue
NpPOBeLEHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy
BiNOBiAA€ BUPOOHMK/iMNOPTEP, BKIOUYAKOUM BUMYCK
cepiii) (3MiHa agpecy MicL NPOBaKEHHS AiSSIbHOCTI
BUpo6HUuKa N3, 6e3 3MiHn Micus BUpo6HMLUTBA (3MiHA
HOPUANYHOT agpecn Ha drakTUuHy agpecy)
55. FNHOKODAX Tabnetku Mepk CaHTe PpaHuis Mepk CaHTe PpaHuis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3miHu | 3a UA/3994/02/01
XR NPOIOHTOBaHOT Aji c.a.c. TUNy - 3MiHW Y Npoueci BUPOBHULITBA rOTOBOrO peyenmom
no 500 mr Ne 30 NiKapCbKOro 3acoby, BKIOUaKUM NPOMDKHWUIA MPOAYKT,
(15x2), Ne 60 (15x4) LLIO 3aCTOCOBYETLCA NPU BUPOOHULITBI FOTOBOTO
y bnictepax NiKapCbKoro 3acoby - He3HauHi 3MiHW y npoueci
BMPOGHMLITBA FOTOBOTO NiKApCbKOro 3acoby (3miHa
pO3Mipy CiTku KanibpaTtopa, L0 BUKOPUCTOBYETLCS Ha
cTagii npocitoBaHHsA (eTan 3) A41s1 BUPOOHNYOro npouecy
"Sirocco", Big 2,1 MM g0 1,5 mm)
56. rPMnounTPoO cupon, 1,5 mr/mn no TOB Ykpaina TOB "Xapkicbke Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3MiHu | 6e3 UA/13794/01/01
H-BPOHXO 100 mn a6o no 200 "XapkiBcbke hapmaueBTNyHE TUNy - BBEAEHHS ab0 3MiHW A0 y3araJibHEHUX faHWX NpPo peyenma
mny conakoHax Ne 1 | chapmaueBTuy niANpPMEMCTBO cucTemy chapmakoHarnsgy (BkIoHarUm KOHTaKTHI faHi)
He "3[0poB'a Hapoay" Ta/abo 3MiHW y po3MilLleHHi MacTep-haiina cucremu
nignpveMCcTBo (dbacyBaHHs i3 hopmu hapmakoHarnagy
"3p0poB's "in bulk" BMpo6HMUTBA
Hapogay" TOB
"papmMaueBTnyHa

KoMnaHisa "3g0poB'a”,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
YKpaiHa)
57. FPUMMNOCTAL, cnpeii HazasbHUiA, CTALA HimeyunHa CTALA HimeuuunHa BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3MiHu | 6e3 UA/3090/01/01
® PUHO 0,1%, po3umH 0,1 % no 10 ApuHaimitten ApuHaiimittens Al TMny - 3MiHKM Woao 6e3nekn/eheKTUBHOCTI Ta peyenma
HA3ANBHUNA My h1akoHi 3 b Al thapmakoHarnsgy. 3MiH1 y KOPOTKilli XxapakTepucTuLi
CMPEN aBTOMaTUYHUM NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKU,iT
ny/IbBEPU3aTOPOM ANs MeANYHOro 3acToCcyBaHHSA
Ta Ha3a/IbHUM reHepunyHuX/ribpuaHMx/6ionogibHNX nikapcbKknx 3acobis
HakoHe4YyHUKom; no 1 nicns BHECEHHSA Tiel camoi 3MiHU Ha pedhepeHTHW
hnaKkoHy B npenapar (3MiHa He NOTpebye HafaHHS XOAHUX HOBUX
KapTOHHIli KopoobLi 00[AaTKOBUX AaHuX) (3MiHU 40 IHCTPYKUIiT y po3ain
"Moka3aHHs", MpoTunokasaHHa", "Oco6mBi 3axoan
6e3nekn”, "B3aemogis 3 iHLUMMY NikapCbkuMmn 3acobamu
Ta iHWi BV B3aemogiii", "3acTocyBaHHs y nepios
BariTHOCTI abo rogyBaHHA rpyaar”, "3aaTHicTb
BNAMBaTW Ha LUBUAKICTb peakLii Npu kepyBaHHi
aBTOTpaHCMopTOM abo iHWuMK MexaHismamu”, "Cnocio
3acTocyBaHHsA Ta o3un”, "Mepeno3sysaHHsa”, "OiTn" 3rigHO
3 iHthopmMaLjieto WoA0 MEANYHOTO 3aCTOCYBaHHS
pedepeHTHoro (OTPWBIH) nikapcbkoro 3aco6y)
58. AEKCINAHT Kancynm 3 Takepa CLA Takena AnoHis BHECEHHS 3MiH [10 peecTpaLiiiHix maTtepianis: 3miHu | 3a UA/13660/01/01
MoAandgikoBaHUM dapmacboTika dapmacbtoTikan TUNy - BBEAEHHS ab0 3MiHW 40 y3araJibHEHUX faHuX Npo | peyenmom
BVBINIbHEHHAM nc CWA, IHk Komnawi flimites, cucTemy hapmakoHarnsgy (BKIoUarum KOHTaKTHI AaHi)
TBepAi no 30 Mr no Ocaka MnaHt Ta/abo 3MiHW y po3MilLleHHi MacTep-halina cucremm
14, a6o no 28 hapmakoHarnsgy
Kancyn y tiakoHi;
no 1 chnakoHy B
KapTOHHI Kopoo6L;
no 14 kancyny
6nictepi; no 1 a6o
no 2 6nictepu B
KaPTOHHI KOpOOLii
59. AENPECAH TabneTku, BKpUTI TOB YkpaiHa Bunyck cepii: TOB Ykpaina BHECEHHS 3MiH 10 peECTpaLiiiHnX maTepianis: 3MiHu | 3a UA/13811/01/01
NAiBKOBOIO "XapkiBcbke "XapkiBcbke TUNy - BBEAEHHS ab60 3MiHW 40 y3araJibHEHUX JaHWX NPO peyenmom
060n0HKOI0, N0 5 Mr thapmaueBTny hapmaueBTuyHe cuctemy hapmakoHarnsgy (BKIoUarum KOHTaKTHiI faHi)
Ne 30 (10x3), Ne 60 He nignpueMcTBO Ta/abo 3MiHW y po3MilLleHHi MacTep-halina cucremm
(10x6) y 6nicTepax nigNPUEMCTBO "3[0p0oB'st Hapoay"”, hapmakoHarnsgy
"340poB's Ykpaina; yci ctagii
Hapogay" BUPOBHULTBA,
KOHTPO/b SKOCTi: TOB
"®APMEKC IPY1",
YKpaiHa
60. AENPECAH TabneTkun, BKpUTI TOB YkpaiHa Bunyck cepii: TOB YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/13811/01/02
NAiBKOBOO "XapkiBcbke "XapkiBcbke TUMY - BBEAEHHSI ab0 3MiHW [0 y3araJibHEHUX AaHWX NMpPo | peyenmom
060n0HkKo0, Mo 10 hapmaneBTuy thapmaueBTUyHe cucTemy thapmakoHarnsgy (BkIoUaroUm KOHTaKTHI faHi)
mr Ne 30 (10x3), Ne He niANPMEMCTBO Ta/abo 3MiHW y po3MiLLeHHI MacTep-daiina cucremm
60 (10x6) y nigNpPUeEMCTBO "3p0poB's Hapoay", thapmakoHarnsgy
6nicTepax "3p0pos'a YkpaiHa; yci ctagii

Hapozy"

BMPO6GHMUTBA,




68

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
KOHTpOsb fkocTi: TOB
"®APMEKC IPYI",
YKpaiHa
61. AENPECAH TabneTku, BKpUTI TOB YkpaiHa Bunyck cepii: TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/13811/01/03
NAiBKOBOO "XapkiBcbke "XapkiBcbke TUNy - BBEAEHHA ab0 3MiHM [0 y3arasibHEHUX AaHuX Npo | peyernmom
060n0HKo0, No 20 hapmaneBTny thapmaueBTuyHe cucTtemy thapmakoHarnsgy (BkIOUarUm KOHTaKTHI faHi)
mr Ne 30 (10x3), Ne He niANpPMEMCTBO Ta/abo 3MiHW y po3MiLLeHHI MacTep-daiina cucremu
60 (10x6) y nigNpPUeEMCTBO "30poB's Hapoay", thapmakoHarnsgy
6nictepax "3p0pos's Ykpaina; yci ctagii
Hapogay" BMPOGHMLITBA,
KOHTPOb AKOCTi: TOB
"®APMEKC IrpPynmn",
YKpaiHa
62. ANKNO®EHAK | kancynu no 25 mr Ne TOB Ykpaina TOB "Xapkicbke Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTtepianis: 3miHu | 3a UA/1477/01/01
HATPIIO 30 (10x3) y "XapkiBcbke thapmaueBTuyHe TUMY - BBEAEHHS ab0 3MiHV A0 y3arasibHEHUX AaHWX MPO |  peyenmom
6nicTepax thapmaueBTuy nignpueMcTBo cucTemy hapmakoHarnsgy (BKIoUarum KOHTaKTHi AaHi)
He "3p0poB's Hapoay" Ta/abo 3MiHW y po3MilLleHHi MacTep-halina cucremm
nignpyeMCcTBO thapmakoHarnagy
"3a0poB's
Hapozy"
63. ANMEAPON PO34MH NS iH'EKLN TOB Ykpaina TOB Ykpaina BHECEHHS 3MiH 0 peecTpayiiHux maTtepianis: 3MiHn | 3a UA/8514/01/01
1%nolmns "XapkiBCcbke "@apmaueBTnyHa TUMY - BBEAEHHS ab0 3MiHM A0 y3ara/ibHEHUX AaHWX Npo | peyenmom
amnynax Ne 10 y hapmanesTuy KomnaHis "3g0pos'a", cucTemy thapmakoHarnsagy (BkIoHaroUm KOHTaKTHI faHi)
Kopo6ui; Ne 10 He YkpaiHa (Bci cTagii Ta/abo 3MiHM y po3MileHHI MacTep-haiina cuctemm
(5%2); Ne 10 (10x1) y | nignpvemcTBo BMPOGHMLITBA. thapmakoHarnsgy
6nictepax B KOPOOLL "300poB's KOHTPO/Ib SKOCTI);
Hapoay" TOB "XapkiBcbke
hapmaueBTuyHe
niANPUEMCTBO
"300p0oB'a Hapoay",
YkpaiHa (Bci cTagii
BMPOGHULITBA,
KOHTPO/b SIKOCTI,
BUNyCK cepil)
64. AIKNOTON® TabneTkun, BKPUTI KYCYM IHAiA KYCYM XENTXKEP IHAis BHECEHHS 3MiH [0 peecTpavliiiHnx maTtepianis: 3MiHu | 3a UA/12364/01/01
o60n0oHkoto, no 100 XENTXKEP MNBT NTA TUny - AGMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
Mr Ne 30 (10x3), Ne MBT NTA Ta/abo afpecy 3asiBHMKa (B/laCHUKa peEECTpaLiiiHoOro

100 (10x10), Ne 28
(14x2) y 6nictepax

nocBigYeHHs) (3MiHa HaliMeHyBaHHS Ta
MiCLLe3HaXOKEHHS 3a8BHUKA); 3MiHM | Tuny - 3MiHK 3
sKocTi. FoToBMiA Nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa
y TepMiHax npuaaTHOCTI abo ymoBax 36epiraHHs
roTOBOrO /likapCcbkoro 3acoby (iHLi 3MiHKM) (3MiHa yMOB
36epiraHHA N13) (TepmiH BBEEHHSI 3MiH NPOTSAroM 6-Tn
MiCALIB MiCNA 3aTBEPLYKEHHS); 3MiHM | TUNY - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpOb roTOBOro
nikapcbkoro 3aco6by. 3MiHa napamMeTpiB cneuudikaliii
Ta/abo fonyCTUMUX MEX roTOBOrO /liKapCbKoro 3acoby
(iHLWi 3miHW) (3MiHM Y cneumdikauii Ta MeTogax
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
KOHTposnto /13 3a nokasHnkom «MikpobionoriyHa
4ynucToTay - [JOMNOBHEHHS NMOCWUNAHHSA Ha MeToam
KoHTposito (EP 5.1.4, 2.6.12, 2.6.13), Ta BCTAHOB/IEHHSA
KPUTEPIIO LL0A0 NepiognYHOCTI BUNPOOYBaHHS)
65. AOKCULUMKNIH | kancynu no 100 mr TOB Ykpaina Bunyck cepii: TOB Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3mMiHu | 3a UA/1307/01/01
Yy Ne 10 (10x1) y "XapkiBCcbke "XapkiBCcbke TUMY - BBEAEHHS ab0 3MiHV A0 y3arasibHEHUX AaHuX Mpo |  peyenmom
FAPOXNOPUA | 6nictepax hapmaneBTuy thapmaueBTUyHe cucTemy chapmakoHarnsgy (BkIoUarUm KOHTaKTHI faHi)
He nignpueMcTBo Ta/abo 3MiHW y po3MilLleHHI MacTep-haiina cucremu
nignpveMCcTBo "340p0B's Hapoay", hapmakoHarnagy
"3p0poB's YkpaiHa; BCi cTagji
Hapogay" BUPOBHULTBA,
KOHTpOnb fkocTi: TOB
"@apmaueBTnyHa
KoMnaHisa "3go0pos'a”,
YkpaiHa; BCi cTagji
BMPOGHMLITBA,
KOHTPOb AKOCTi: TOB
"®apmekc Mpyn",
YKpaiHa
66. AOHOPMIN TabneTku, BKPUTI YIMNCA CAC PpaHuis YIMNCA CAC PpaHuis BHECEHHS 3MiH [10 peecTpaLiiiHix maTtepianis: 3miHu | 6e3 UA/7213/02/01
060n10HKot0, Mo 15 TUMY - 3MiHa NocTavasibHNKa NakyBaslbHUX MaTepiasnis peyenma

mr no 10 a6o no 30
TabneTtok y Ty6i; no
1 Ty6i B KAPTOHHIl
Kopobui

ab0 KOMMNEeKTYUMX (AKLLO 3a3HaYeHO B [OCHE)
(BNYYEHHSI NOCTaYaslbHUKA) - BUAANEHHS HA3BM
nocTtayasibHvKa nakyBasibHUX Matepiasis; 3MiHu | Tuny -
3MiHa Y MeToax BUNpo6yBaHHA [0MNOMIKHOT peYOBUHN
(He3HauHi 3MiHW y 3aTBEPKEHMX MeTofax
BMNPOOYBaHb) — HE3HAYHI 3MiHU B 3aTBEPAXXEHOMY
MeTOAY KOHTPOJII0 [OMNOMDKHUX PEYOBWH (/1aKTO3M
MOHoOrigparty); 3MiHu | Tuny - 3mMiHa napameTpis
cneundikauii Ta/abo AONYCTUMMX MEX NEPBUHHOT
yNaKoBKM rOTOBOTO NiKapCbKOro 3acoby (BUMyYeHHS
He3Ha4yHOro NokasHuKa (Hanpuknag 3actapiforo
noKasHUKa)) - BHECEHHS 3MiH y MaTtepianu
peecTpadiiiHoro gocke p. 3.2.P.7. Cuctema
ynakoBka/ykynopka: BHeceHHs 3MiH y Cneumdikauito
noninponiNIeHoBOI Ty6u - BUAAIEHHS iHhopmauii Wwoao
maTepiasly Tyou i3 opraHoNenTUYHNX XapakTepUCTK
Tpy6K; 3a3Ha4YeHHs ABOX crneuumdikauili (cneymdikauii
Ana Ty6u Ta cneuudikauii 4ns Tyom 3 BCTaBKO); 3MiHM |
Tuny - 3MiHa napameTpiB cneuudikayin Ta/abo
[0MyCTUMUX MEX NEPBUHHOI YNakoBKV rOTOBOrO
NiKapcbKoro 3acoby - BHECEHHS 3MiH y MaTepiann
peecTpadiiiHoro gocke p. 3.2.P.7. Cuctema
ynakoBka/ykynopka: BHeceHHs 3MiH y Cneumdikauito
noninponisieHoBOI Ty6u - PO3LWMPEHHS AONYCTUMUX MEX
n. BHyTpiWHili giameTp Ty6u; 3miHm | Tmny - 3MiHa
napameTpiB cneuudikadiii Ta/abo 4ONYCTUMUX MeX
NepBVHHOI YNaKoBKN FOTOBOrO MikapCbKoro 3acoby -
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BHECEHHS 3MiH Y MaTepianv peecTpauiiHoro AockeE p.
3.2.P.7. Cuctema ynakoBka/yKynopka: BHECEHHS 3MiH Y
CneuumdpikaLito NoninponisieHoBOI Ty6U - PO3LLNMPEHHS
JonycTuMnx Mex n. Bucota Ty6m

67.

EBKANIOT

HacToika ans
30BHILLHLOTO Ta
BHYTPILLUHBOrO
3aCcToCyBaHHA Mo 25
My chnakoHax-
KpanenbHUUsAX, No
25 mn y chnakoHax-
KpanensHuusax Ne 1
y nauui

MAT
"Ny6Hudhapm"

YKpaiHa

MAT "Nly6Hudpapm”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepiasnis: 3MiHu |
TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asBHMKa (B/laCHUKa PEECTPaLiiHOro
noceigveHHs) (3mMiHa agpecu 3aaBHuKa) (TepmiH
BBE/IEHHS 3MiH MPOTAroM 6 -Tu MicsLiB nicns
3aTBEpMKEHHS); 3MiHM | TUNY - AQMIHICTPATVBHI 3MiHW.
3MiHa HalimeHyBaHHS1 Ta/abo agpecu Micus
NpoBaKEHHA AISNbHOCTI BUPOOHUKa/imnopTepa
rOTOBOrO JliKapCbKOro 3acoby, BK/IOYaloumn AiflbHUL
BUNYCKy cepii abo MicLe NpoBefeHHA KOHTPOSIKO SKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae BUPOOHUK/iMIopTep,
BK/IO4a0UM BUMYCK cepiid) (3MiHa agpecy BUPOGHMKa,
6e3 3MiHN MicLa BUPOOHMLTBA. (NepeliMeHyBaHHS BY/l.
MeTpoBcbkoro Ha ByNn. bapsiHkoBa) (TepMiH BBeAEHHS
3MiH NPOTSArom 6-Tv MicsLiB Micns 3aTBepPAKEHHS)

6e3
peuyenma

UA/7019/01/01

68.

EBKANIMTA
APYTOBUAHO
ro nncTqa

nucta no 50 r abo
no 75 ry naukax 3
BHYTPILLHIM NakeToMm

MAT
"Nly6Hudhapm"

YKpaiHa

MAT "Nly6Hudbapm"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiitHux maTepianis: 3MiHu |
TMny - AGMiIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asiBHMKa (B/laCHUKa peECTpaLiiiHoro
noceigueHHs) (3miHa agpecu 3asBHuKa) (TepmiH
BBE/EHHS 3MiH MPOTAroM 6 -Tu MicsALiB nicns
3aTBEePMKEHHSR); 3MiHM | TUNY - AOMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHs1 Ta/abo agpecu micus
NpoBafKeHHs AiSNbHOCTI BUPOOHUKa/imnopTepa
rOTOBOrO JlikapCbKOro 3aco0by, BK/IYaoumn AiflbHULI
BUNYCKy cepii abo MicLe NpoBeAeHHA KOHTPOSIKO AKOCTI.
(aisnbHicTb, 3a AKy Bignosigae BUPO6HUK/iMIopTep,
BK/IO4a0UM BUMYCK cepiid) (3MiHa agpecy BUPOGHMKa,
6e3 3MiHN MicLa BUPOOHMLTBA.(NepeliMeHyBaHHS BY/1.
MeTpoBcbkoro Ha ByNn. bapsiHkoBa) (TepMiH BBeAEHHS
3MiH NPOTAroM 6-T MicALiB Nic/IA 3aTBEPAKEHHS)

6e3
peuyenma

UA/8540/01/01

69.

ENIKBIC

TabneTku, BKpUTI
M/1iBKOBOIO
o60onoHkoto, no 2,5
Mmr no 10 TabneTok y
6nictepi, no 2
6nicTepu y nauui 3
KapTOHY

Mdcpaiizep IHK.

CLWA

Brpo6HMUTBO,
KOHTPO/1b AKOCTi Ta
KOHTPO/b SKOCTi Npy
BUMYCKY Cepii:
BpicTon-Maiiepc
CkBi66
MeHtohekuypuHr
Komnari, CLUA,
MakyBaHHs1, KOHTPO/b
AKOCTI Ta BUNYCK cepil:
Bpicton Maiiepc
Ckgi66 C.p.n., ITanis

CLia/
ITanis

BHECEHHS 3MiH [0 peecTpavyiiiHnux maTtepianis: 3MiHu |
TMNy - AGMIHICTPATUBHI 3MiHW. BunyyeHHs1 BUPOGHNYOI
OinbHULI (BKNOYaoun AinbHULi ans APl NpoMiXHOro
npoAayKTy abo rotToBOro Nikapcbkoro 3acoby, AinbHULI
NS NpOBefileHHA NaKyBaHHS, BUPOOHNKA,
BiANOBIAA/ILHOrO 3a BUNYCK Cepiii, MicLie NpoBeAEeHHS
KOHTPO/IIO cepil) abo noctadasibHyKa BUXigHOro
marepiany, peareHTy abo AONOMKHOT PeYOBMHU (SIKLLLO
3a3HaveHo y A0CbE) (BUAANEHHS BUPOOHNYOT AiNbHUL
N3 - bpicton-Maiiepc Ckgi66 KomnaHi, CLUA) (TepMiH
BBEAEHHS 3MiH MPOTArOM 6-TW MicALIB nic/s
3aTBEepMHKEHHSR); 3MiHM | TUNY - AQMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHA Ta/abo agpecy Micus
NPOBaPKEHHS AisS/IbHOCTI BUPO6HMKA (BK/IOYa4K, 3a

3a
peuyenmom

UA/13699/01/01
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HeobXiAHOCTI, MicLe NPOBEeLEHHS KOHTPO/IIO SIKOCTI), abo
BNacHuKa macTep-gaiina Ha A®l, abo noctavyasibHUKa
Adl/BnxigHoro matepiasy/peareHTy/npoMiXHOro
NPOAYKTY, WO 3aCTOCOBYIOTLCSA Yy BUPOOHNLTBI ADI
(AKLLLO 3a3HAYEHO Y AOCHE Ha JlikapCbKuii 3acib) 3a
BifICYTHOCTi cepTudcpikaTa BignoBigHOCTI EBponeiickkili
thapmakonei y 3aTBepKeHoOMy 40Cbe, ab0 BUPOOHMKA
HOBOI JONMOMIXXHOI PEYOBUHY (SKLLO 3a3HAYEHO Y [10CbE)
(3miHa HaliMeHyBaHHSA NPOMIXHOro BUpobHuKka AdI 3
BASF Pharma (Evionnaz) SA Ha Siegfried Evionnaz
SA); 3MiHu | TUny - AOMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecy Micusa NPOBaKEHHS
[iSNbHOCTI BUpOOHUKa (BK/THOYatoum, 3a HeobXiAHOCTI,
MicLLe NpoBeAEHHS KOHTPO/IO AKOCTI), abo BnacHMka
macTep-chaiina Ha A®Il, abo noctayanbHUKa
Adl/BnxigHoro matepiasy/peareHTy/MPOMiXHOro
NPOAYKTY, L0 3aCTOCOBYIOTHLCS Y BUPOOHMLTBI ADI
(AKLO 3a3HAYeHO Y A0ChE Ha Nikapcbkuii 3aci6) 3a
BiICYTHOCTI cepTucpikaTa BiANOBIgHOCTI EBpONechbkili
thapmakonei y 3aTBepaKeHoOMy A0CbE, ab0 BUPOOHMKA
HOBOI JONOMIXXHOI PEYOBUHY (SIKLLO 3a3HAYEHO Y [OCLE)
(3MiHa HaliMeHyBaHHS MPOMiXXHOrO BMPOGHMKa API 3
Micron Technologies Limited Ha Catalent Micron
Technologies Limited)

70.

ENIKBIC

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOI0, N0 5 Mr
no 10 Tabnetok y
6nictepi, no 3 abo
no 6 a6o no 10
6nicTepiB y nayui 3
KapToHy , no 14
Tabnetok y
6nicTepi, no 2
6nictepy y nauui 3
KapTOHY

Mdpaiizep IHk.

CLWA

Brpo6HMUTBO,
KOHTPO/Ib AKOCTi Ta
KOHTPO/1b SKOCTi Npn
BUMYCKy cepii:
BpicTton-Maiiepc
CkBi66
MeHtochekuypuHr
KomnaHi, CLUA;
MakyBaHHSA, KOHTPO/Tb
AKOCTI Ta BUNYCK cepil:
BpicTton Maiiepc
Ckgi66 C.p.n., ITanis

CuwA/
ITanis

BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu |
TMNy - AOMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOT
AinbHuUU (BKIOYatoumn AinbHui 4na A®l, npoMixXHOro
npoaykTy abo roToBOro Nikapcbkoro 3aco6y, AifbHUL
NS NpoBefieHHA NakyBaHHSA, BUPOBHNKa,
BIZANOBIAA/IbHOrO 3a BUNYCK Cepiil, MiCLie NPOBeAEHHS
KOHTPO/H0 cepil) abo nocTayasibHyKa BMXigHOro
marepiasny, peareHTy abo AONOMDKHOT PeYOBUHU (SIKLLO
3a3HayYeHo y J0CbE) (BUAAIEHHS BUPOOHMYOI AibHUL
N3 - bpicton-Maiiepc Ckgi66 KomnaHi, CLUA) (TepMiH
BBEEHHS 3MiH NPOTAroM 6-TW MicALIB nicas
3aTBEPMKEHHS); 3MiHM | TUNY - AAMIHICTPATVBHI 3MiHW.
3MiHa HalimeHyBaHHS Ta/abo agpecu micus
NPOBaPKeHHA AiS/IbHOCTI BUPOOHMKa (BK/ItOYaoun, 3a
HeobXiAHOCTI, MicLe NPOBELEHHS KOHTPO/IIO SKOCTI), abo
BNacHuka macTep-ghaiina Ha A®l, abo noctavasibHUKa
AdI/BuxigHOro Matepiany/peareHTy/npomiKHOro
NpoAyKTY, L0 3aCTOCOBYIOTbCS Y BUPOOHMLTBI ADI
(AKLLLO 3a3HAYEHO Y AOChE Ha JlikapCcbkuii 3acib) 3a
BiICYyTHOCTI cepTucpikaTa BiANoBigHOCTI EBpoNeichbkili
thapmakonei y 3aTBepAKeHOMY JOCbE, a60 BUPOOHMKA
HOBOI OMOMDKHOI PEYOBMHM (SIKLLO 3a3HAYEHO Y AOChE)
(3MiHa HalilMeHyBaHHs MPOMiXHOro BUPOGHMKa API 3
BASF Pharma (Evionnaz) SA Ha Siegfried Evionnaz

3a
peyenmom

UA/13699/01/02
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SA); 3miHu | Trny - AgMiIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu MicLA NPOBaKEHHS
LiSiNbHOCTI BUpOOHUMKa (BK/IHOYaK0UK, 38 HEOOXIAHOCTI,
MicLie NpoBeAEHHS KOHTPOJIO AKOCTI), abo BlacHuka
MacTep-aiina Ha A®l, abo nocTavanbHMKa
Adl/BuxigHoro matepiasy/peareHTy/npoMiXHOro
NPOAYKTY, WO 3aCTOCOBYIOTLCA Yy BUPOOHNLTBI ADI
(AKLLLO 3a3HAYEHO Y AOCHE Ha JlikapCbkuii 3acib) 3a
BifICYTHOCTi cepTudcpikaTa BignoBigHOCTI EBponeiickkili
thapmakonei y 3aTBepKeHoOMy A0CbE, ab0 BUPOOHMKA
HOBOI JONOMIXXHOI PEYOBUHY (SKLLO 3a3HAYEHO Y [10CbE)
(3miHa HaliMeHyBaHHSA NPOMIXHOro BUpobHuKa AdI 3
Micron Technologies Limited Ha Catalent Micron
Technologies Limited)

71.

EHANANPUN

Tabnetku no 10 mr
no 10 Tabnetok y
6nictepi; no 2
6nictepy y nauui 3
KapTOHY

MAT
"Nly6Hndhapm"

Ykpaina

MAT "Nly6Huchbapm"

Ykpaina

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu |
TMny - AGMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo afpecy 3asBHMKA (B/laCHUKa PEECTPALiiHOro
noceigyeHHs) (3miHa agpecu 3asBHMKa) (TepMmiH
BBE/EHHS 3MiH MPOTAroM 6 -TW MicsALiB nicns
3aTBEepPMKEHHS); 3MiHM | TUNY - AAMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHs Ta/abo agpecu micus
NpoBaPKEHHS AiSNbHOCTI BUpo6HUKa/imnopTepa
rOTOBOIO JIiKAPCbKOro 3acoby, BKIKOYaUN AiNbHUL
BWMNYCKy cepii abo MicLe NpoBeAEHHS KOHTPOJ/IHO SKOCTI.
(misnbHIiCTb, 3a AKy Bignosigae BUPObHUK/iMnopTep,
BK/IO4at0uM BUMYCK cepiid) (3MiHa aapecy BUPOGHMKa,
6e3 3MiHn Micua BUpoGHMLTBa.(NnepeliMeHyBaHHS By .
MeTpoBcbkoro Ha Byn. bapsiHkoBa) (TepMiH BBeAEHHS
3MiH NPOTArom 6-TW MicALIB Mic/A 3aTBEPAKEHHS)

3a
peyermom

UA/1195/01/02

72.

ECOATUN

renb no 40 ry Ty6i,
no 1 Ty6i B nauui 3
KapTOHY

MAT
"Nly6Hndhapm"

Ykpaina

MAT "Nly6Huchapm"

Ykpaina

BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu |
TMny - AGMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo afpecu 3asBHMKA (B/laCHUKA PEECTPALiiHOro
noceigyeHHs) (3miHa agpecu 3asBHMKa) (TepMmiH
BBEJEHHS 3MiH MPoTAroM 6 -Tn MicsAuiB nicns
3aTBEepPMKEHHS); 3MiHM | TUNY - AQMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHs Ta/abo agpecu micus
NpoBaPKEHHA AiSNbHOCTI BUpO6HUKa/imnopTepa
rOTOBOTO JIiKApCbKOro 3acoby, BKIKOYaUN AifbHUL
BWMNYCKy cepii abo MicLe NpoBeAeHHS KOHTPOJIHO SKOCTI.
(misnbHIiCTb, 3a AKy Bignosigae BUPo6HUK/iMnopTep,
BK/IO4At0UM BUMYCK cepiid) (3MiHa aapecy BUPOGHMKa,
6e3 3MiHn Micua BUpoGHMLTBa.(NnepeliMeHyBaHHS By/l.
MeTpoBcbKoro Ha By/1. bapsiHkoBa) (TepMiH BBEAEHHS
3MiH NPOTSArom 6-Tv MicALIB MiCAA 3aTBEPAKEHHS)

6e3
peyenma

UA/2105/01/01

73.

3ANTPAN
(ZALTRAP)

KOHLleHTparT ans
PO34nHy ana
iHdy3ild, 25 mr/mn no
4 M abo 8 mny

TOB "CaHodi-
ABEHTIC
YkpaiHa"

YkpaiHa

CaHochi-ABeHTiC
Hoiunang Tm6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3MiHn |
Tuny - 3MiHa nepiogy NOBTOPHMX BUNpobyBaHb/nepiogy
36epiraHHa abo ymoB 36epiraHHa AdI (3a BigcyTHOCTI y

3aTBEPKEHOMY [10CbE cepTudiikarta BignoBigHOCTI

3a
peyenmom

UA/13061/01/01




73

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
chnakoHi €Bponelicbkiin hapmakonel, Wwo BK/Yae nepiog,
NOBTOPHOro BUNPo6byBaHHSA) (3MiHa y 3aTBepIKEHOMY
MPOTOKOAI CTa6INIbHOCTI) - BUAaIEHHS BUNPOOYyBaHHSA
115 OUiHKN GiOHABaHT&XEHHS 3 NPOTOKO/Y CTabiIbHOCTI
AdI
74. 3ENEHIHA Kpanni opasibHi no TOB Ykpaina TOB "TepHochapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaviinHmx maTepiasis: 3MiHu || 6e3 UA/8628/01/01
KPANNI 25 Mn y donakoHax- "TepHodhapm" TMMy - 3MiHa BUPOOHMKa BUXiZHOTro/NpoMiKHOro peyenma
KpanenbHULAX B NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
nauuj abo 6e3 nauku BMPOGHMUYOMY npotieci A®|, abo 3miHa BUPOOHUKa
(Brtovatoun, fe HeobxigHO, MicLe NPOBeAEeHHS
KOHTPONIO sIKOCTi) ADI (3a BiACYTHOCTI cepTudikata
BiANOBIgHOCTI €Bponeiichkili hapmakonei y
3aTBepPAXEHOMY [OChE)(BBEAEHHS HOBOTO BUPOGHUKA
A®I 3 HagaHHAM MacTep-haiina Ha AdDl) - BBeAEHHS
HOBOroO BMPO6HMKa APl MeHTONY (1eBOMEHTONY).
BBegieHHA 3MiH NpoTAromM 6-Tm MicsiLiB nicns
3aTBEPAKEHHSA
75. 3IPKA 6anbzamno 4ry [NaHada B'eTHam [Janada B'eTHam BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu | 6e3 UA/7031/01/01
6aHoukax Ne 1 PapmacbloTika dapmacbioTikas Tuny - 3MiHa napameTpiB cneuudikayin Ta/abo peyenma
n OxoiHT CTOK [bxoiHT CTok Komnawi O0NyCTUMUX MEX rOTOBOrO J1ikapCbKoro 3acoby 3a p.
KomnaHi «Onuc» NpuBeLeHHs Y BifNOBIAHICTb A0 OPUFiIHAUTbHUX
[LOKYMEHTIB; 3MiHW [0 IHCTPYKUIT 4719 MeANYHOro
3acTocyBaHHSA y po3in "OCHOBHI (Pi3NKO-XiMiYHI
B/1ACTMBOCTI"; CyNyTHA 3MiHa: 3MiHa Y MeToAax
BUMPOOYBaHHA rOTOBOTO NiKapCbKOro 3acoby (HesHauHa
3MiHa Yy 3aTBEepKEHNX MeToAax BUNpobyBaHHs)
76. IBYNPOM Kancynu m'ski no KOHina6, Nn CLA BMPOGHUK Higepnangwu/ BHECEHHS 3MiH 0 peecTpayiiHux maTtepianis: 3MiHn | 6e3 UA/6045/02/01
CNPUHT KAMNC | 200 wr, no 6 a6o no BiANOBiAabHMI 3a MonbLa TUMy - BBEAEHHSI ab0 3MiHW A0 y3arasibHEHUX AaHuX Npo peyenma
10, a6o no 12 BMPOGHULITBO, cucTemy thapmakoHarnsagy (BkIoUaroUm KOHTaKTHI faHi)
Kancyn y 6nictepi, KOHTPO/b Ta BUMYCK Ta/abo 3MiHM y po3MileHHI MacTep-haiina cuctemm
no 1 6nictepy B npoaykty in bulk: thapmakoHarnsgy
KapTOHHIA KopobL; MateoH CochTaxenc
no 12 kancyny B.B., HigepnaHnaw;
6nicTepi, no 2 BMPOBHUK
6nictepu B BiANOBiAabHNI 32
KapTOHHI KopoobLi; YyNaKoBKY, KOHTPO/Ib
no 10 kancyny Ta BUNycK cepii
6nicTepi, no 3 rOTOBOrO NPOAYKTY:
6nictepn B TOB HOC dapmauis,
KapPTOHHI KOpOOLi MonbLua
77. IHFANIH® pignHa ans TOB Ykpaina TOB "TepHochapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu || 6e3 UA/4306/01/01
iHransauii no 40 mny | "TepHocapm" TMMy - 3MiHa BUPOOHMKa BUXiZHOTro/NpoMiKHOro peyenma

chnakoHax CKNSIHUX;
no 40 Mn y donakoHi
nonimepHomy, no 1
hnakoHy B nauui 3
KapToHy; no 40 mny
do1akoHax CKASIHUX,

NPOAYKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npotLieci AD| - BBE|eHHS HOBOTO
BMpOGHMKa AP| MeHTONy (NeBomeHTONy). BBepgeHHs
3MiH NPOTArom 6-Tu MicsLUiB NicNA 3aTBePAKEHHSA




74

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
no 1 dprakoHy B
nayi 3 KapTOHY
78. IHFAMICT PO3UMH ANS iH'EKUi, TOB "lOpis- Ykpaina TOB "tOpis-®Papm” YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHuX maTtepianis: 3MiHu | 3a UA/14062/01/01
100 mr/mn no 3 mn B [OFToV TMMy - 3MiHa po3Mipy cepii (BK/Yakoum gianasoH peyenmom
amnyni 3 TeMHOro po3Mipy cepii) roToBOro NikapcbKoro 3acoby
cKna; no 5 amnyn B (36inbLueHHs A0 10 pasiB NOPIBHAHO i3 3aTBEPLKEHUM
KOHTYpHIl po3mipom) - BBEAEHO A0AATKOBUIA pO3Mip cepii
YapyHKOBIl
ynakosLi; no 2
KOHTYpPHi YapyHKOBI
yNakoBKM B NauLli
79. KA3AHO® TabneTkn, BKPUTI Takegna CLA BMPOOHULITBO AnoHis/ BHECEHHS 3MiH 0 peecTpayiiHux maTtepianis: 3miHn | 3a UA/14173/01/01
NAiBKOBOO PapmacboTika Hepo3dacoBaHOro Ipnangis/ CLLA | Tuny - BBEAEHHS ab0 3MiHW A0 y3arasiHEHUX AaHWX Mpo |  peyenmom
060/10HKOI0, M0 12,5 nc CLA, IHk. NPOAYKTY, KOHTPO/Ib cuctemy hapmakoHarnsgy (BKIUaKuM KOHTaKTHI gaHi)
mr/1000 mr no 7 akocTi: Takega Ta/abo 3MiHW y po3MiLLeHHi MacTep-daiina cucremu
Tabnetok y 6nictepi; dapmacbioTikas hapmakoHarnsgy
no 4 abo no 8 Komnawi flimites,
6nictepiB y Ocaka MNnaHT, AnoHis;
KapTOHHI Kopo6Lyi [03BIiNT HAa BUMYCK
cepii: Takega
IpnaHgia N1a,
IpnaHgin; neperHHe,
BTOPVHHE NaKyBaHHS:
MekemxiHr
KoopguHaTtopc, JI/1C,
CLA
80. KA3AHO® TabneTkn, BKPUTI Takepa CLA BMPOGHULTBO AnoHisi/ BHECEHHS 3MiH 0 peecTpayiiHux maTtepianis: 3MiHn | 3a UA/14172/01/01
NNiBKOBOIO dapmacbloTika Hepo3acoBaHoro IpnaHgis/ CLUA | Tuny - BBeAeHHS ab0 3MiHV A0 y3arasibHeHUX JaHnX Npo | peyernmom
060n0HKo0, No 12,5 nc CLA, IHk. NPOAYKTY, KOHTPO/b cucTemy thapmakoHarnsagy (BkIoUaroUm KOHTaKTHI faHi)
mr/500 mr no 7 sKocTi: Takega Ta/abo 3MiHM y po3MileHHI MacTep-haiina cuctemm
Tabnetok y 6nictepi; dapmacbioTikan thapmakoHarnsgy
no 4 a6o no 8 KomnaHi flimites,
6nictepiB y Ocaka MNnaHT, AnoHis;
KapTOHHI Kopo6Lyi [03BIiN Ha BUMYCK
cepii: Takega
Ipnangis Nrg,
IpnaHgin; neperHHe,
BTOPVHHE NaKyBaHHS:
MekemKiHr
KoopawuHaTopc, JI/1C,
CLWA
81. KANbLIA -43 TabneTku XyBasbHi Takepa ABCTpIs Takepa AC Hopseris BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/3541/01/01
HIKOMEZ, 3 no 20 a6o no 50, ABcTpia F'M6X TUMy - BBEAEHHSI ab0 3MiHW A0 y3arasibHEHUX AaHuX Npo peyenma
AMNE/NIBCUHOB | a6o no 100 cuctemy thapmakoHarnsgy (BKIUauM KOHTaKTHI gaHi)
MM CMAKOM Tabnetok y cpriakoHi; Ta/abo 3MiHW y po3MiLLeHHI MacTep-daiina cucremm
no 1 chnakoHy B thapmakoHarnagy
KapTOHHI Kopobui
82. KANbLUIW -A3 TabNeTKN XyBaslbHi Takega ABCTpist Takega AC Hopseris BHECEHHS 3MiH 10 peecTpauiiHux maTtepianiB: 3MiHu | 6e3 UA/10610/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
HIKOMEA 3 no 30 a6o no 100 ABcTpia F'm6X TUMy - BBEAEHHS ab0 3MiHW A0 y3arasibHEHUX AaHuX Mpo peyenma
M'ATHAM Tabnetok y hNakoHi, cuctemy hapmakoHarnsgy (BKIYaum KOHTaKTHI faHi)
CMAKOM no 1 dponakoHy B Ta/abo 3MiHN Y po3MilLEHHI MacTep-daiina cuctemm
KapPTOHHI KOpOOLii dhapmakoHarnsgy
83. KANbLIA -43 TabneTku, BKPUTI Takena AC Hopseris NOBHUIA LKA HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3mMiHu | 6e3 UA/12921/01/01
HIKOMEL nAiBKOBOO BMpo6HMUTBa: Takeda [aHis/ EcToHiA TUNy - BBEAEHHS ab0 3MiHW A0 y3araJibHEHUX faHWX NPo peyenma
KOM®OPTE o6onoHkoto, no 30, vm6X, Micue cucTemy chapmakoHarnsgy (BkIoUarUm KOHTaKTHI faHi)
a6o no 60, abo no BMPOOHULITBA Ta/abo 3MiHW y po3MilLleHHI MacTep-haiina cucremu
90 TabneTok y OpaHieHbypr, thapmakoHarnsgy
thnakoHi; no 1 HiMeuunHa; nepBuHHE
dhnakoHy y Ta BTOPUHHE
KapTOHHI KOpOObLii nakyBaHHs, 403BiN Ha
BUNyckK cepii: Takeaa
dapma A/C, aHis;
Takepna dapma AC,
EcToHis
84. KANbLIA -43 TabneTku XyBasbHi Takepna AC Hopserist Takega AC Hopseris BHECEHHS 3MiH 10 peECTpaLiiiHnX maTepianis: 3MiHu | 6e3 UA/12922/01/01
HIKOMEL no 30, abo no 60, TUNy - BBEAEHHS ab0 3MiHW A0 y3araJibHEHUX JaHWX NPO peyernma
OCTEO®OPTE | a6o no 90 TabneTtok cucTemy hapmakoHarnsgy (BKIoUarum KOHTaKTHiI AaHi)
y thnakoHi; no 1 Ta/abo 3MiHW y po3MilLleHHi MacTep-halina cucremu
ch1akoHy B thapmakoHarnagy
KapPTOHHI KOpOOLi
85. KANbLIA -43 TabneTku XyBasbHi Takepa ABCTpIs Takega AC Hopseris BHECEHHS 3MiH 10 peECTpaLiiiHnX maTepianis: 3MiHu | 6e3 UA/3541/01/02
HIKOMEQ, no 30 a6o no 60, ABCTpist TM6X TUNy - BBEAEHHS ab60 3MiHW 40 y3araJibHEHUX JaHWX NPo peyenma
POPTE abo no 120 cuctemy hapmakoHarnsgy (BKIoUarum KOHTaKTHiI faHi)
TabneTok y pakoHi; Ta/abo 3MiHN Y po3MiLLEHHI MacTep-taiina cuctemm
no 1 chriakoHy B hapmakoHarnsgy
KapPTOHHI KOpOOLi
86. KANbLIA-43 TabneTkun, BKpUTI Takepa AC Hopseris MOBHWIA LKA HimeuunHa/ BHECEHHS 3MiH [0 peecTpavyiiiHnx maTtepianis: 3MiHu | 6e3 UA/12921/01/01
HIKOME], NAiBKOBOIO BVMPOGHMLTBA: [Lanis/ TMny - 3MiHK Woao 6e3nekn/edeKTBHOCTI Ta peyenma
KOM®OPTE 060/10HKO0, No 30, Takepa M'm6X, micue EcToHIiA thapmakoHarnsgy. 3miHu y TepaneBTUUYHUX NoKasaHHAX
abo no 60, a6o no BMPOGHULITBA (BUNyYEHHSI TEpaneBTUYHOIO NokasaHHs) (3MiHW J0
90 TabneTtok y OpaHieHbypr, IHCTpYKLii y po3gain "MNoka3aHHa") (TepMiH BBEAEHHS
hnakoHi; no 1 HimeuuunHa,; 3MiH NPOTAroM 3-X MicAUIiB NicNsA 3aTBEPAKEHHS); 3MiHU

hnakoHy y
KapTOHHIli KopoobLi

nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
[103BiN Ha BUMNYCK
cepii

Takepa dapma A/C,
[JaHis;

Takepa dPapma AC,
EcToHis

| Tvny - 3miHK Woao 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) (3MiHW y TEKCTI
MapKyBaHHS yNakoBOK /likapCbKOro 3acoby: 3a3HauyeHHs
iHchopMaLi, sika BifNoBifae KOPOTKili xapakTepucTu,i
N3, iHCTPYKUiT 4718 MEANYHOro 3aCTOCYBaHHSA Ta €
KopucHoto ans nauieHta (Ca 500 mr; D3 400 MO;
[JlonoBHeHHs 0o cneundivHOT Tepanii ocTeonopoay;
LLTpux-koa,; HassHa iHdhopmalis woao s1orotuny)
(TepMiH BBEAEHHS 3MiH MPOTAroM 6 -Tu MicsLB nicns
3aTBepMKeHHs); 3MiHu Il Tuny - 3miHn Wwoao
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy. 3miHm y
KOPOTKIili XapakTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3acToCyBaHHS
Y 3B’A3KY i3 HOBMMMW AAHWMW 3 SAKOCTI, AOK/iHIYHUMNU,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
KTIHIYHUMUW JaHVMU Ta faHuMuy 3 chapmakoHarnsgy
(3MiHM [0 IHCTPYKLUiT y po3ainu: "Cknag',
"®apmakoTepaneBTuyHa rpyna” (yTOYHeHHS Ha3Bu rpynu
BIANOBIAHO A0 knacudikatopa dpapm.rpyn i kogis ATX
BOO3), "®apmakonoriyHi BiactnsocTi”,
"MpoTunokasaHHaA", "B3aeMogis 3 IHLLMMU NiKapCbKUMKn
3acobamu Ta iHWi B1uAn B3aemogiin”, "OcobmBocCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta 403u",
"MepeposysaHHs", "Mo6iyHi peakuii”) (TepmiH BBEAEHHSA
3MiH NpoTSArom 3-X MicsLIB Nicnsl 3aTBEPAKEHHS)
87. KAHAMIUWH NnopoLloK ANs MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3mMiHu | 3a UA/7637/01/01
po3umnHy Ans iH'ekuin | "KvuiBmegnpen "Kuismegnpenapar" TUMY - BBEAEHHS ab0 3MiHV A0 y3arasibHEHUX AaHWX NMpo | peyenmom
nol0ry apart” cuctemy dhapmakoHarnsgy; 3MiHa yrnoBHOBaXeHOT
hnakoHax; y ocobu, BignoBifabHOI 3a 34iiCHEHHA hapMakoHarnsay
thnakoHax Ne 10 B
nayui
88. KAHTAB Tabnetku no 8 mr no HOBEN INAY TypeyuunHa HOBE/ I/IAY CAHAI TypeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/13920/01/01
14 TabneTok y CAHAI BE BE TIAXXKAPET A.LL. BMMNpPaB/IEHHS TEXHIYHOI MOMW/IKMA B METOAaX KOHTPOSIO peyenmom
6nicTepi; no 2, abo TIOXAPET AKOCTI Ha JlikapCbKuii 3aci6 y po3aini «YnakoBka»
4,abono 7 A.LL.
6nictepiB y
KapPTOHHI ynakoBLi
89. KAPBOMNNATA PO34MH ANA iH'EKUi, NAT Ykpaina MNAT YkpaiHa BHECEHHS 3MiH 10 peECTpaLiiiHnX maTepianis: 3MiHu | 3a UA/8869/01/01
H 10 mr/mn no 15 mn "KviBmegnpen "KviBmegnpenapart"” TUNy - BBEAEHHS ab60 3MiHW 40 y3araJibHEHUX JaHWX NPo peyenmom
abo 45 mny apar” (nakyBaHHA i3 in bulk cucTemy thapmakoHarniagy; 3mMiHa ynoBHOBaXeHOT
thnakoHax Ne 1 hipMun-BUPO6HMKa 0co6u, BignNoBiAanbHOI 3a 3AiicHeHHA hapMakoHarnagy
"®pe3seHiyc Kabi
OHkonomxu Nimites”,
1HAis)
90. KAPBE/IC Kpanni opaJibHi, MPO®APMA ManbTa [Op. N'yctaB KnsiH HimeuunHa BHECEHHS 3MiH [j0 peecTpauiitHux maTepiasis: 3MiHu | 6e3 UA/13314/01/01
po3unH no 30 mMA, no IHTepHeLwwHN 'M6X & Ko. KI TUny - 3MiHK 3 AKOCTI. [OTOBMIA Nikapcbkunii 3aci6. peuenma
50 mn, no 100 mny TpengnHr Cuctema KoHTeliHep/3akynoptoBasibHu 3aci6. 3MiHa
dhnakoHi, Nimiteq PO3Mipy YNakoBKM rOTOBOrO MikapcbKoro 3acoby (3MiHa
3aKynopeHomy macu/o6'emy BMICTy KOHTeliHepa 6araTof030B0Oro
npo6koto- NiKapcbKoro 3acoby Ans HenapeHTepasibHOro
KpanenbHuueto; no 1 3acTocyBaHHA (260 04HOL030BOr0, YaCTKOBOTO
hNakoHy B BUKOPUCTaHHS) (404aBaHHs HOBOro 06'eMy hriakoHa no
KapTOHHI nayw,i 30 mn, no 50 mn, 6e3 3MiHM MaTepiasly NepPBUHHOIO
nakyBaHHs (3aTBepgkeHo no 100 M), K HAC/iAOK 3MiHM
y po3gini «Cknafy», «Ynakoska» MKA 13, TekcTt
MapKyBaHHs NEePBMHHOT Ta BTOPUHHOI YNakoBKu
popaetbe) (TepmiH BBEAEHHS 3MiH MPOTAroM 6-Tu
MicsILiB MicNs 3aTBEPKEHHS)
91. KAPAUNPUN kancynu no 10 mr Ne AHaHTa Cnony4yeHe dnamiHro IHgis BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3miHn | 3a UA/5200/01/04
10 30 (10x3) y Megikeap /iTa. | KoponiscTteBo dapmacbloTKasic MMy - 3MiHa y MeTogax BUNpobyBaHHSA rOTOBOro peyenmom
6nictepax nra. niKapcbKoro 3acoby - OHOBMIEHHS, akTyani3aLis Ta

npuBELEHHS Y BiANOBIAHICTb A0 BUMOT Ail04Or0 BUAAHHS
€ meTofiB KOHTPO/HO 3a p. «CepefHa Maca BMIiCTy
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
Kancys»; 3miHu | Tuny - 3MiHa napameTpis cneuudikawii
Ta/abo fonNyCcTMUX MEX rOTOBOTO /1iKapCbKOro 3acoby -
OHOBJ/IEHHS, aKTyani3alis Ta NpuBeAeHHs Y
BiAMNOBIAHICTb 4O BUMOT fjit040ro BUAaHHA €D
cneumadikauii 3a p. «CepefiHa Maca BMICTY Kancy/i»
92. KAPOUNPUN 5 Kancynm no 5 mr Ne AHaHTa Cnony4yeHe dnamiHro IHgis BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3miHn | 3a UA/5200/01/03
30 (10x3) y Megikeap /iTa. | KoponiscTteBo dapmacbloTKasic MMy - 3MiHa y MeTogax BUNpobyBaHHSA rOTOBOro peyenmom
6nictepax nra. niKapcbKoro 3acoby - OHOBMIEHHS, akTyani3aLlis Ta
npuBELEHHS Y BiANOBIAHICTb A0 BUMOT Ail04Or0 BUAAHHS
€® meTogiB KOHTPOHO 3a p. «CepeaHa Maca BMICTy
Kancysi»; 3MiHu | Tuny - 3MiHa napameTpiB cnewuudikawii
Ta/abo fonycTMMNX MEX roTOBOrO JliKapCbKoro 3acoby -
OHOBJIEHHS, aKkTyauizauis Ta NpuBeAeHHs y
Bi4NOBIAHICTb 4O BUMOT Ait04Oro BUAaHHA €D
cneundikauii 3a p. «CepefiHl Maca BMICTy Kancyi»
93. KAPAIOMATIHI TabneTku, BKpUTI Takena ABCTpIs BMPOGHULITBO 3a HimeuuunHa/ BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3MiHu | Ne 30 - 6e3 UA/10141/01/02
N ®OPTE NAiBKOBOO ABcTpist TM6X NOBHUM LMK/IOM: [JaHis TUNy - BBEAEHHA ab0 3MiHWN [0 y3arasibHEHUX AaHuX Npo peyenma;
060/10HKO0, Mo 150 Takega M'M6X, micue cuctemy chapmakoHarnsgy (BKIUaum KOHTaKTHI gaHi) Ne 100 - 3a
mr Ne 30, Ne 100 y BMPO6HULTBA Ta/abo 3MiHW y po3MiLLleHHI MacTep-daiina cucremu peyenmom
hnakoHax Ne 1; 1 OpaHieHbypr, thapmakoHarnsgy
h1aKoH Y KapTOHHI HimeuunHa;
Kopobui BMPOGHMLITBO
Hepo3dacoBaHoro
NPOAYKTY:
Takena ®apma A/C,
[Janis
94, KETOPON renb 2% no 30ry O-p Pepgij'c IHgis O-p Peppj'c IHgis BHECEHHS 3MiH A0 peecTpauiiHnx martepiasi: 3MiHu | 6e3 UA/2566/03/01
FENb Ty6i 3 KOHTpO/SIEM Na6opatopic Na6opaTopic /T4, TMny - AQMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peuyenma
nepLioro BiAKpUTTA Nt (BupobHuua finbHuua Ta/abo agpecu MicLus NPOBaKEHHA AiSNIbHOCTI
- VI) BMPOGHMKa/iMnopTepa roToBOro /likapcbkoro 3acoby,
BK/IOYa0UM OiNbHUL BUMYCKy cepii abo micue
NpPOBeLEeHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy
BiNOBiAA€ BUPOOHMK/iMNOPTEP, BKOUYAKOUM BUMYCK
cepiii) (3mMiHa Ha3BM Ta agpecu BUpobHuka N3 y 3B’A3ky
npuBeeHHsAM Y BiANOBIAHICTb A0 BUCHOBKY LW040
nigTBEpMKEHHS BiANOBIAHOCTI BUPOOHULUTBA /13
BuMoram GMP (Jepxnikcnyx6a YkpaiHu), 3 nepenikom
N3. BupobHnya AinbHuUA Ta BCi BUPOOHUYI onepadvii
3aMWwakTbea He3MiHHMMK) (TepMiH BBEAEHHS 3MiH
NpOTArom 6 -TW MicsLIB NicNsA 3aTBEPAKEHHS)
95. KOPAIAMIH- PO3YMH ANA iH'EKUi ToBapucTBo 3 Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [0 peecTpavliiiHnx maTtepianis: 3MiHu | 3a UA/7812/01/01
340POB'A 250 mr/mnno 2 mn B 0bMexeHot obmexeHor TMny - AGMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
amnynax NelO (5x2), | BignosiganbHi BiANOBIAA/IbHICTIO Ta/abo agpecu Micua NPOBaXeHHS AisNbHOCTI
Ne10 (10x1) y CTHO "®apmavueBTUyHa BMPOGHMKa/iMnopTepa rotoBoro ikapcbKoro 3acoby,
6nictepax B "®bapmaueBTu KoMnaHis "3gopos'a” BK/IO4A0UM OiNbHUL BUMYCKY cepii abo micue
Kopobui, Nel10 B YHa KOMMaHis NpoBeAeHHS KOHTPO/IO AKOCTI. (LiANbHICTb, 3a AKY
KopoobLi "3popos'a" BiANOBiAae BUPOGHMK/IMNOPTEpP, BKKOYAOUN BUMYCK

cepiit) (NpuBeAEHHSI MicUS 3HAXOAKEHHSI BUPOOHUMKA
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
roTOBOrO JliKapCbkoro 3acoby y BiANOBIAHICTb A0
NiueHsii Ha BUPOOHNLTBO Jlikapcbknx 3acobiB, 6€3 3MiHu
Micus Bupo6HuuTea) (TepmiH BBEAEHHS 3MiH nicnsa 3-x
MiCALIB MiC/1A 3aTBEPKEHHS); 3MiHM | Tuny -
AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
afpecy 3asBHVKa (BNacHWKa peecTpauiiHoro
noceigyeHHs) (NpuBeAeHHS aApecy 3asiBHYKa (BacHuKa
peecTpauiiiHoro NocBig4eHHs) y BiANOBIAHICTb A0
NiyeHsii Ha BUPOBHMLTBO NiKapcbknx 3aco6is) (TepMiH
BBEJEHHS 3MiH Micnsa 3-X MiCALIB MiC/1A 3aTBEPAKEHHS);
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) (3amina rpadpivHoro
0hOPMNEHHS YNaKOBKV Ha TEKCT MapKyBaHHSA A71S
NepBUHHOI Ta BTOPUHHOI ynakoBku) (TepMiH BBeAeHHS
3MiH NpoTAaromM 3-X micsiliB nicns 3aTBeppkeHHs)
96. KPEA3M Kancynv TBepgi, MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/2822/01/01
10000 KMLLKOBOPO34YUHHI N0 "TexHonor" TMNYy - 3MiHa Po3Mipy cepil (Bk/toYatoun AianasoH peuenma
10 kancyny pO3Mipy cepii) roToBOro NikapCcbKoro 3acoby
6nicTepi; no 2 (36inblueHHs Ao 10 pasiB NOPIBHSAHO i3 3aTBEPKEHUM
6nictepu y nauui i3 pO3Mipom) - 36iNbLUEHHS PO3MIpY cepil
KapToHY
97. KPEA3UM Kancynu Teepai, MpAT Ykpaina MpAT "TexHonor" Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/2822/01/02
20000 KMLLKOBOPO34YUHHI N0 "TexHonor" MRy - 3MiHa Po3Mipy cepil (BKk/ItoYatoun AianasoH peuenma
10 kancyny pO3Mipy cepii) roToBOro NikapcbKoro 3acoby
6nicTepi; no 2 (36inblueHHs Ao 10 pasiB NOPIBHSAHO i3 3aTBEPKEHUM
6nictepu y nauui i3 pO3Mipom) - 36iNbLUEHHS PO3MIpY cepil
KapToHY
98. KCUMENIH cnpeii HasanbHUiA No Takepa ABCTpiIs Hikomepn ®apma AC, Hopserisi/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3miHu | 6e3 UA/6955/01/01
EKCTPA 10 mMn y do1akoHi 3 ABcTpist TM6X Hopserist; Takega HimeuunHa TUNy - BBEAEHHS ab0 3MiHWN A0 y3arasibHEHUX AaHuX Npo peyenma
NMoOMMNOBUM 'M6X, HimeuyunHa cuctemy chapmakoHarnsgy (BKIUakum KOHTaKTHI AaHi)
[03yo4num Ta/abo 3MiHW y po3MilLleHHI MacTep-daiina cucremu
npucTpoeMm, no 1 hapmakoHarnsagy
donakoHy y
KapPTOHHI KOpOOLi
99. NENKO®O3NH | po3unH Ans iH'ekuil, AkTasic rpyn IcnaHgis CiHpgaH ®apma CP/1, PymyHis/ BHECEHHS 3MiH [0 peecTpavliiiHnx maTtepianis: 3MiHu | 3a UA/6749/01/01
10 mr/mn no 3 mn AT PymyHis; ITanisa TUny - AGMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
(30 mr) a6o 10 mn AkTasic ITanis C.n.A., Ta/abo agpecu Micua NPOBamXeHHN AiSNbHOCTI
(100 wr) y chnakoHi; ITanis BMPOBHMKa/iMnopTepa roToBOro Nikapcbkoro 3acoby,
no 1 dprakoHy B BK/IOYA0UM OiNbHUL BUMYCKY cepii abo micue
KapTOHHI naywi NpoBeAeHHS KOHTPO/I0 AKOCTI. (LiANbHICTb, 3a AKY
BiANOBiAae BUPOGHMK/IMNOPTEP, BKOYAOUM BUMYCK
cepiii) (3miHa Ha3BW Ta agpecy BUpo6Huka) (TepMiH
BBEEHHS 3MiH NPOTAroM 6-TW MicALiB nicas
3aTBEPKEHHS)
100. | NMNIBEKCUH® Tabnetku no 100 mr TOB "CaHodpi- YkpaiHa XIHOIH 3aBos YropumHa BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu | 6e3 UA/8252/01/01
Ne 20 (20x1) y ABeHTIC $papmaueBTUYHMX Ta TUny - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peuenma
6nicTepax YkpaiHa" Ximiynnx MpoaykTis CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo

MpaiisiT Ko. /114,

yMoBax 36epiraHHsi rOTOBOrO /likapCcbKoro 3acoby
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
(3MEHLLEHHSI TEPMiHY NPUAATHOCTI FOTOBOTO JliKapCbKOro
3acoby) - 1519 Toprosoi ynakoBkW (3MEHLUEHHS TEPMiHY
NpWAAaTHOCTI TOTOBOIO NiKapCbKOro 3acoby, 6yno — 5
pokiB, ctasno — 3 poku) (TepMiH BBeAEHHS 3MiH NPOTATOM
9-T1 MicsAUIB Nicns 3aTBEPKEHHS)
101. | MISUHONPWUN- Tabnetkv no 5 mr no paTtiothapm HimeuunHa BMPOGHMLITBO Himeuunna BHECEHHS 3MiH [0 peecTpavljiiiHuX maTtepianis: 3MiHu | 3a UA/1572/01/01
TEBA 10 TabneTok y M6X Hepo3dacoBaHoi TUMY - 3MiHW y NpoLLeCi BUPOGHMLTBA rOTOBOrO peyenmom
6nictepi; no 3 abo 6 npoaykuii, L03BiN Ha NiKapcbKoro 3aco6y, BKIOUaKUM NPOMKHUIA NPOAYKT,
6nicTepiB y Kopobui BMNycCK cepii: Mepkne LLIO 3aCTOCOBYETLCS NPU BUPOOHULITBI FOTOBOTO
'm6X, HimeuunHa; nikapcbKoro 3acoby — OHOBMEeHHSA nigpo3sainy 3.2.P.3.3.
nepBuHHa Ta Onuc BUPO6HMYOro npoLecy Ta Aoro KOHTPOonIo,
BTOPUHHA YNaKoBKa, 30Kpema, BUNpaB/ieHHs Onucy BUPOBHNYOro NpoLiecy Ha
KOHTPO/b AKOCTI: Step 1. Premixing Ta Step 2. Mixing, 6e3 3MmiH1
Mepkne 'vbX, TEXHOJI0MYHOro Npouecy BUPOBGHULTBA
HimeuynHa
102. | NISBUHONPUN- Tabnetku no 20 mr patiodapm HimeyunHa BMPOGHMLITBO HimeuunHa BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3MiHu | 3a UA/1572/01/02
TEBA no 10 TabneTtok y 6X Hepo3dhacoBaHOl TUNy - 3MiHW Y Npoueci BUPOOHULITBA rOTOBOrO peyenmom
6nicTepi; no 3 abo 6 npoayKuii, 03BN Ha NiKapcbKoro 3acoby, BKAOUaUy NPOMKHUIA MPOAYKT,
6nicTepis y kopobui BUMYyCK cepii: Mepkne LL|0 3aCTOCOBYETHCSA NPU BUPOOGHULTBI FOTOBOrO
'mM6X, HimeuunHa; niKkapcbKoro 3acoby — OHOBNEHHS nigpo3ainy 3.2.P.3.3.
nepBuHHA Ta Onunc BMPO6HMYOro NpoLiecy Ta Noro KOHTPOsHo,
BTOPWHHA ynakoBkKa, 30KpeMa, BUNpaB/ieHHs Onvcy BUPOGHNYOTrO NpoLecy Ha
KOHTPO/b SKOCTI: Step 1. Premixing Ta Step 2. Mixing, 6e3 3miHu
Mepkne T'M6X, TEXHO/OrYHOro NpoLecy BUPO6HMLITBA
HimeuunHa
103. | NMISUHONPUN- Tabnetku no 10 mr paTtiothapm HimeuyunHa BMPOGHMULITBO HimeuunHa BHECEHHS 3MiH 10 peECTpaLiiiHnX maTepianis: 3MiHu | 3a UA/1572/01/03
TEBA no 10 TabneTtok y 6X Hepo3dgracoBaHol TUNYy - 3MiHW Y NPOL,EeCi BUPOBHULITBA FOTOBOIO peyenmom
6nicTepi; no 3 abo 6 npoaykuii, L03BiN Ha nNikapcbKoro 3aco6y, BKIOUaKUM NPOMKHUIA NPOAYKT,
6nicTepis y KopoobLi BUMNYCK cepii: Mepkne LLIO 3aCTOCOBYETLCSA NPV BUPOGHULITBI FOTOBOrO
m6X, HimeuumnHa; NiKapcbKoro 3acoby — OHOBNEHHS nigpo3giny 3.2.P.3.3.
nepBuHHA Ta Onuc BUPO6HMYOro npoLecy Ta oro KOHTPOIo,
BTOPUHHA YNaKoBKa, 30Kpema, BUNpaB/ieHHsA onucy BUPOBHNYOro npoLiecy Ha
KOHTPO/b SKOCTI: Step 1. Premixing Ta Step 2. Mixing, 6e3 3MiHn
Mepkne 'M6X, TEXHOJI0M4YHOro NpoLecy BUPOGHULITBA
HimeuynHa
104. | NNTOMNEPAMIA, Tabnetkv no 2 mr Ne NnAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/7581/01/01
20 (10x2) y "Kuismegnpen "Knismegnpenapar” TUMYy - BBEAEHHSI ab0 3MiHW A0 y3arasibHEHUX AaHuX Npo peyernma
6nictepax B nauu,i apar” cucTemy thapmakoHarnisgy; 3mMiHa ynoBHOBaXXeHOT
0cobW, BignoBigasbHOI 3a 34iiCHEHHS ddapMakoHarnsay
105. | IONEPAMIA Kancynu tBepaino 2 | AT "IpiHgekc" Nartsis AT "IpiHaekc" NatBia BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3MiHu | 6e3 UA/6390/01/01
r'PIHAEKC mr Ne 10 (10x1) y MMy - 3MiHa NapameTpiB cneundikauiii Ta/abo peyenma
6nictepax [OMNyCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby -
npuBefeHHs nokasHuka "MikpobionoriyHa umctorta” fo
BuMor EP; 3MiHu | TURY - nogaHHs OHOBNEHOrO
ceptudpikata R1-CEP 2003-149-Rev 03 Big BXe
3aTBEPKEHOr0 BUPOGHUKA, KNI 3MiHUB Ha3BY; 3MiHW |
TUNY - BUWIYYEHHS BUPO6HUYOI AinbHULi ans AdI
106. | ONEPAMIAY NOpPOLLIOK AT "/lekxim- YKpaiHa Bacyaxa ®apma Xem IHAjs BHECEHHS 3MiH A0 peecTpauiliHnx martepianiB: 3MiHu | - UA/12518/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
FIAPOXNOPUA | (cy6ecTaHuis) y XapkiB" Nimiteq Tuny - 3MiHM 3 skocTi. CepTuddikaT BignosigHocTI/lE-
noABiliHMX NakeTax 3 cepTudikaT BignoBigHOCTI EBponeiickkiii
nonieTuneny gns hapmakonei/MmoHorpadii. NMogaHHs HOBOro abo
BMPOGHMLTBA OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI ab0 BUTyYEHHS
HeCcTepusIbHUX cepTudpikaTa BifnoBiAHOCTI EBponeiickkiin hapmakonei:
nikapcbknx hopm ana A®l; ans BuxigHoro
Marepiany/peareHTy/npoOMKHOr0 NPOAYKTY, L0
BVKOPUCTOBYHOTbCS Y BUPOOHULTBI API; 4151 ONOMDKHOT
peyoBUHM (cepTudpikaT BiaNoBiAHOCTI EBpONEiChKilt
chapmakonei) - HoBuii cepTudikar Bif Bxe
3aTBepXeHoro BUpo6Hvka (nogaHHsA Hosoro CEP
NeRO-CEP 2013-333-Rev 00 gns A®| nonepamigy
rigpoxnopuay Bif 3aTBEPKEHOro BUpobHuka Bacyaxa
dapma Xem Nlimites, IHAiA i3 3a3HAYEHHAM agpecu
MiCLA NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA Ta
npuBeaeHHs cneundikauii Ta MeToAiB KOHTPOSO SKOCTI
Lit040T pevyoBUHY 3a NOKA3HUKOM «3asIULLIKOBI Ki/IbKOCTI
OpraHiYHNX PO34MHHMKIB» Y BIANOBIAHICTL A0 CEP);
3MiHu | TUny - 3MiHM 3 akocTi. A®Il. CTabinbHicTb. 3MiHa
nepiogy NOBTOPHUX BUMNPOGYyBaHb/Nepiofy 36epiraHHs
abo ymoB 36epiraHHs A®I (3a BigCcyTHOCTI y
3aTBEPXEHOMY [JOCbE cepTudikara BifgnoBigHOCTI
€Bponelicbkiil hapmakonei, Lo BK/IYae nepiog,
NOBTOPHOro BUNpobyBaHHs) (nepios NOBTOPHOIO
BMNpobyBaHHsA/nepios 36epiraHHs) - 36inbLUEHHS abo
BBEJEHHs nepiogy NOBTOPHOrO BUNPOBYBaHHs/nepioay
36epiraHHa Ha OCHOBI pe3ynbTaTiB JOCAILKEHb Y
peasibHOMY Yaci (36inblUeHHs nepiogy 36epiraHHsa AdI (3
3-x 10 5-Tv pokiB)
107. | NOPATAAVH Tabnetku no 10 mr MAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH 0 peecTpayiiHux martepianis: 3miHn | 6e3 UA/7014/01/01
Ne 10 (10x1) y "Kuismegnpen "Knismegnpenapar” TUMy - BBEAEHHS ab0 3MiHW A0 y3arasibHEHUX AaHuX Npo peyenma
6nictepax y nauui apar” cucTemy hapmakoHarnagy; 3mMiHa ynoBHOBaXeHOT
ocobu, BignoBifanbHOI 3a 3AilICHEHHS hapmakoHarnsay
108. | MENTIOKCUKAM | po3uuH ans iH'ekuiin, | TOB "CaHodi- Ykpaina TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3MiHu | 3a UA/12604/01/01
-3EHTIBA 15 mr/1,5mnno 1,5 ABeHTIC Pecny6nika TUMy - 3MiHa 6yAb-KOI YaCTUHW MaTepiasny NepBUHHOT peyenmom
M1 B amnynax Ne 5, YkpaiHa" YNaKoBKMK, L0 He KOHTaKTY€E 3 FOTOBUM NiKapCbKUM
Ne 10 3ac060M - 3MiHa BiATiHKY KO/TbOPY KOZ0BUX KineLb Ha
amnynax. BeBegeHHA 3miH npoTarom 3-x micAuis
nicnA saTBepMAKEHHs; 3MiHW | Tuny - nogaHHA
OHOBeHoro ceptudikata R1-CEP 2009-184-Rev 00 Big
BXe 3aTBepKeHOro BUpo6bHuKa
109. | MEHOBA3VH pO34nH gns MAT Ykpaina MAT "/ly6Hndhapm™ Ykpaina BHECEHHS 3MiH A0 peecTpauiiHnx matepiasi: 3MiHu | 6e3 UA/8824/01/01
30BHILUHLOrO "Nly6Hnchapm" TMny - AQMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peuyenma
3acTocyBaHHs, Ta/abo agpecy 3asiBHMKA (B/1aCHUKA PEECTPALiiHOro
cnupToBuii no 40 mn nocBigyeHHs) (3miHa agpecu 3asBHuKa) (TepmiH
y thnakoHax BBEJEHHS 3MiH MPoTAroM 6 -T1 MicsALiB nicns

3aTBePMKEHHS); 3MiHM | TUNY - AAMIHICTPATUBHI 3MiHW.
3MiHa HaliMeHyBaHHs1 Ta/abo agpecu micus
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
NpPOBaPKEHHS AISNbHOCTI BUPO6HUKa/imnopTepa
rOTOBOrO JliKapCbKOro 3acoby, BK/IUaoumn AiflbHUL
BUMNYCKy cepii abo MicLe NpoBeAeHHS KOHTPOJIHO AKOCTI.
(misnbHiCTb, 3a AKy Bignosigae BUPO6HUK/iMnopTep,
BK/IO4Al0UM BUMYCK cepiid) (3MiHa agpecy BUPOGHMKa,
6e3 3MiHU MicLs BUPOGHULTBA.(NepelimeHyBaHHs By,
MeTpoBcbkoro Ha Byn. bapsiHkoBa) (TepMiH BBeEHHS
3MiH NPOTArom 6-Tu MicALiB Nicna 3aTBEPAKEHHS)
110. | METPOHIAA30 | po3uuH gns iHdysii, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpavljiiiHuX maTtepianis: 3MiHu | 3a UA/4079/02/01
N-AAPHUNUA 5wmr/mnno 100 mny | “"dapmaueBTu "®apmaueBTUYHa TUny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbknii 3acib. peyenmom
thnakoHax, no 100 yHa thipma hipma "JapHuus” CucTema KoHTeliHep/3aKkynoptoBasibHUIA 3aci6 - Ao
MmNy donakoHax Ne 1 "fapHnus” marepianis peecTpaLiiniHoro 0CbE BHOCUTbCSA
y nauui anbTepHaTUBHWIA BUPOGHKK NoninponineHy ans
BUrOTOB/IEHHA NEPBMHHOIO NakyBasIbHOTro MaTepiany
111. | MIHIPUH Tabnetku no 0,2 mr ®eppiHr LLiseiiuapis BMPOGHMLTBO: Lsenuapis/ BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 3a UA/5118/02/02
Ne 30 y dhnakoHax IHTepHeLwHN PeppiHr IHTepHEeLLHN HimeuunHa TUny - 3MiHK 3 AKOCTI. [OTOBMIA Nikapcbkunii 3acib. peyenmom
Nel B kopobui CeHTep CA CeHTep CA, CucTeMa KoHTelHep/3akynoptoBasibHUiA 3aci6. 3miHa
LLIselinapis; PO3Mipy ynakoBK/ roTOBOrO /iKapCbKOro 3acoby
BiANOBIAa/IbHUI 3a (BUNYyYEHHA yNakoBKU MEBHOr0 Po3Mipy) (BUTyYEHHS
BUNYCK cepil: NEepPBUHHOT YNaKoBKM 3 MapKyBaHHSM Ha POCICbKiil MOBI)
Peppinr MM6X,
HimeuunHa
112. | MINPUNH Tabnetku no 2,5 TeBa I13painb TEBA dapmaueBTikan I13painb BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3miHu | 3a UA/8050/01/01
mr/12,5 mr no 10 dapmaueBTika IHaacTpi3 NTa. TMNYy - BBEAEHHSA abo 3MiHW A0 y3arasibHeHNX JaHux Npo | peyenmom
Tabnetok y 6nictepi; n lHpacTpi3 cuctemy hapmakoHarnsgy (BKIoUarum KOHTaKTHiI faHi)
no 3 6nictepu y nra. Ta/abo 3MiHW y po3MilLleHHi MacTep-halina cucremm
nayui dhapmakoHarnsgy
113. | MINPUNH Tabnetku no 5 mr/25 TeBa 13painb TEBA ®apmauesTikan 13painb BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3mMiHu | 3a UA/8050/01/02
mr no 10 Tabnetoky | PapmaueBTika IHpacTpi3 N14. TUMY - BBEAEHHS ab0 3MiHV A0 y3arasiHEHUX AaHuX Npo | peyenmom
6nicTepi; no 3 n lHaacTpi3 cucTemy chapmakoHarnsgy (BKIoUarUm KOHTaKTHI faHi)
6nicTepy y nauui nra. Ta/abo 3MiHW y po3MilLleHHI MacTep-haiina cucremu
dhapmakoHarnsagy
114. | MOP®O/IHIEB | nopoLuok NnAT YkpaiHa Eppepxieppe C.n.A. ITanisa BHECEHHS 3MiH 40 peecTpauiinHmx maTepiasis: 3miHu || - UA/12856/01/01
A Cllb (cybeTaHuin) y "Kuismegnpen TMny - 3MiHK 3 AkocTi. A®I. CtabinbHicTb. 3MiHa nepiogy
TIA3OTHOI noABINHNX apar” NMOBTOPHMX BUMPOGyBaHb/nepiogy 36epiraHHA abo ymoB
Kncnotu nonieTueHoBmx 36epiraHHa A®I (3a BigCYTHOCTI y 3aTBEpPAKEHOMY JOChE
naketax gns cepTudpikaTa BifnNoBiAHOCTI EBpoNeiichkiit hapmakoner,
BMPOGHMLTBA LLIO BK/THOYAE Nepiog NOBTOPHOrO BUNPOBYBaHHS) (iHLUi
CTEpUIbHUX Ta 3MiHM) (3 2-X 40 4-X pOKiB)
HecTepunbHUX
nikapcbkux dopm
115. | HASIK® cnpei HasasIbHUiA, Kaccenna-mep HimeyunHa Knoctepchpay bepniH HimeuunHa BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3MiHu | 6e3 UA/9132/01/01
pO34MH no 10 MmNy m6X eHp Ko. 6X TMny - nogaHHA Hosoro CEP ana A®l kcunomeTtasoniHy peyernma
chnakoHax Ne 1 KIr rigpoxnopugy R1-CEP 2006-286-Rev 01 Big HoBoro

pas3om 3 HacagKo
NS PO3MNUMEHHS Y
kopobui a6o no 10
My conakoHax Ne 1

BYPOGHYMKA [0 3aTBEPAXXEHOTO BUPOGHUKA




82

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
3 chikcoBaHoO
Hacafkoto ans
PO3NUAEHHSA
116. | HEMPOKCOH® | TabneTku, BkpUTi NnAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/13305/01/01
NAiBKOBOO "Kuismegnpen "Knismegnpenapar” TUNy - BBEAEHHA ab0 3MiHM [0 y3arasibHEHUX AaHuX Npo | peyernmom
060/10HKO10, No 500 apar” cuctemy thapmakoHarnisgy; 3mMiHa ynoBHOBaXXeHOT
mr Ne 20 (10x2), Ne ocobwu, BignoBifanbHOI 3a 34iliCHEHHA hapMakoHarnsay
30 (10x3) y
6nictepax
117. | HEMPOPYBIH TabneTku, BKpUTI TeBa 13painb AuvHo dapma Al LBeiuapis/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | 6e3 UA/1950/02/01
™.dOPTE NAiBKOBOO dapmaueBTika Lseiiyapis; HimeuuunHa TUNy - 3MiHK 3 AIKOCTI. [OTOBWIA Nikapcbkunii 3aci6. peuenma
NAKTAB 060n0HkKot0, o 10 n lHaacTpi3 fofartkosa CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
TabneTok y 6nictepi; nTg. naboparopis, wWwo ymMoBax 36epiraHHs roToBOro Nikapcbkoro 3acoby
no 2 6nictepu B npuiiMae yyacTb B (3MEeHLLEHHA TepMiHY NPUAATHOCTI rOTOBOrO NiKapCbKoro
KapTOHHI Kopo6Lyi KOHTPONi AKOCTI: 3aco6y) - 15 TOproBoi yNakoBky (3MEHLLEHHS TEPMiHY
YHTepP3yXYHICIHCTUTYT npugatHocTi N3 3 4-X 00 2-X pOoKiB)
Xennenep, HimeyunHa
118. | HIMECUH® Tabnetku no 100 mr OpraHocvH IHgis EBepTomxeH Jaiid IHgis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3MiHn | 3a UA/9973/01/01
no 10 TabneTtok y Navidp CaeHcu3 Nlimiteq, TUNYy - BBEAEHHSA ab0 3MiHW A0 y3arasibHEHWX AaHUX Npo | peyenmom
6nicTepi; no 1 abo CaeHcus MMBT. cucTemy thapmakoHarnsgy (BkIoHaroUm KOHTaKTHI faHi)
10 6nicTepiB y Nta. Ta/abo 3MiHM y po3MileHHI MacTep-haiina cuctemm
KaPTOHHIN nayuj hapmakoHarnsay
119. | HIMECUH® Tabnetku no 100 mr OpraHocvH IHAiA EBepTomxeH Jaiidy IHAis BHECEHHS 3MiH 10 peECTpaLiiiHNX MaTepianis: 3MiHu | - UA/9974/01/01
in bulk: mo 2500 Nand CaeHcus NlimiTes TUMy - BBEAEHHS ab0 3MiHW A0 y3arasibHEHUX AaHuX Mpo
Tabnetok y CaeHcus MMBrT. cuctemy hapmakoHarnsgy (BKIYaum KOHTaKTHI faHi)
KOHTelHepi nra. Ta/abo 3MiHN Y po3MilLEHHI MacTep-daiina cuctemm
dhapmakoHarnsgy
120. | HI®YPOKCA3W | Tabnetku, BKPUTI MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3mMiHu | 3a UA/1370/01/01
A N/1iBKOBOIO "Kuismegnpen "Kuismegnpenapar" TUMY - BBEAEHHS ab0 3MiHV A0 y3arasibHEHUX AaHuX Npo | peyenmom
o060n0oHkoto, no 200 apat” cucTtemy chapmakoHarnsgy (BkIoUarUm KOHTaKTHI faHi)
Mmr Ne 10 (10x1), Ne Ta/abo 3MiHW y po3MiLLleHHI MacTep-haiina cucremu
20 (10x2) y hapmakoHarisgy
6nictepax y nayui
121. | ONNPEH™ renrb 1% no20r TeBa 13painb BUPOGHUK, SIKWiA HimeuuunHa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3miHu | 6e3 UA/0646/02/01
FENb abo no 50 r y Ty6ax dapmaueBTika BiAnosigae 3a TUny — nofgaHHa oHossieHUx CEP Ne R1-CEP 2002-022- peyenma
Ne 1 n lHpacTpi3 BMPOGHMLITBO Rev 04 ta Ne R1-CEP 1997-041-Rev 04 gna Adl
nra. npoaykty in bulk, avknodyeHaky HaTpilo Bif, 3aTBEpAXEHNX BUPOOHYKIB
NepBrHHE MakKyBaHHS,
BTOPWHHE MakKyBaHHS,
KOHTPONb cepii:
Mepkne T'M6X,
HimeuunHa,
BUPOGHUK, SIKWiA
BiAnosigae 3a BMMNycK
cepii: Mepkne 'm6X,
HimeuunHa
122. | OPHI30/N® TabneTkn, BKPUTI MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3MiHn | 3a UA/1140/01/01
naiBKOBOKO "KviBmegnpen "KviBmegnpenapart" TUNY - BBEIEHHS1 a60 3MiHW 10 y3araJibHEHUX AaHMX NPO peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
o6onoHkoto, no 500 apat” cucTemy chapmakoHarnsgy (BKIoUarUm KOHTaKTHI faHi)
mr Ne 10 (10x1) y Ta/abo 3MiHM y po3MiLLleHHI MacTep-gaiina cucremu
6nictepax thapmakoHarisgy
123. | OCNNAMOKC AT | Tabnetku, Wo CaHpo3 CnoBeHis CaHpo3 'M6X - ABcTpis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/3975/04/01
aucnepryoTtbes, no dapmacbloTika TexOnc TUMy - NOAAHHSA OHOBNEHOrO cepTudikata R2-CEP peyenmom
500 mr no 12 n3 a.a. 1995-034-Rev 06 Bif, BXe 3aTBEPLKEHOr0 BUPOOHMKA
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHIV Kopobui
124. | OCNNAMOKC AT | Tabnetku, WWo CaHpo3 CnoseHis CaHpo3 'M6X - ABCTpiIs BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3MiHu | 3a UA/3975/04/03
aucnepryoTtbes, no dapmacbloTika TexOnc TUMy - NO4AaHHSA OHOBNEHOro cepTudikata R2-CEP peyenmom
1000 mr no 6 n3 a.a. 1995-034-Rev 06 Bif, BXe 3aTBEPXEHOr0 BUPOOHMKA
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHI Kopobui
125. | OPTUMON® Kpanni o4Hi, 5 mr/mn | NAT "dapmak” Ykpaina MAT "®apmak” Ykpaina BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasis: 3MiHu | 3a UA/4314/01/02
no5mn, 10 mny My - AAMIHICTPaTUBHI 3MiHW. 3MiHa Ha3BW NMiKapCbKOro peyenmom
donakoHax 3acoby — 3MiHa Ha3BW NlikapcbKoro 3acoby (6yno -
OPTUNMOIN) (TepMiH BBEAEHHS 3MiH MPOTArOM 3-X
MiCALIB MiCNA 3aTBEPLYKEHHS); 3MiHM | TUNY - 3MiHK 3
SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6. CTabisibHICTb. 3MiHa
y TepMiHax npuaaTtHocTi abo ymoBax 36epiraHHsi
roTOBOrO /iKapCbkoro 3acoby (iHLLi 3MiHKM) (3MiHa yMOB
36epiraHHs rOTOBOTO JliKapCbKoro 3acoby) (TepmiH
BBEJEHHS 3MiH NpoTAroM 3-x MicsuiB nicns
3aTBePMKEHHS); 3MiHM | TUNY - AAMIHICTPATUBHI 3MiHW.
3MiHa HaliMeHyBaHHS1 Ta/abo agpecu micus
NpoBaPKEHHS AiSNbHOCTI BUPO6HUKa/imnopTepa
rOTOBOrO /iKapCbKOro 3acoby, BK/IYaoumn AiflbHUL
BMNYCKy cepii abo MicLie NpoBeAEeHHS KOHTPOJIKO SKOCTI.
(misnbHicTb, 3a AKy Bignosigae BUPO6HUK/iMnopTep,
BK/THOUAIOYM BUMYCK Cepiid) (3MiHa agpecu BUpobHMKa
N3, i3 3a3Ha4YeHsAM (haKTUYHOro MicL BNPOBaKEHHS
LiSNIbHOCTI, B peecTpauiliHoMy nocBigueHi byna
3a3HayeHa topuanyHa agpeca) (TepmiH BBEEeHHS 3MiH
NPOTArom 3-X MiCALIB Nic/1a 3aTBEpMKEHHS); 3MiHK |
TMNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) (3amiHa rpadivyHoro
0)OPMNEHHS YNAKOBKV Ha TEKCT MapKyBaHHSA A1
NepPBUHHOI Ta BTOPUHHOI yNakoBok) (TepMiH BBeeHHS
3MiH NpoTaromM 3-X micsilis nicns 3aTBepkeHHs)
126. | NEPUHAOMPU | TabneTkun, BKPUTI TeBa I13painb AT dapmaueBTUYHNI YroplmHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/14925/01/01
NMHAANAMIA N/1iBKOBOIO dapmavesTika 3aBoj TEBA TUNY - 3MiHW [0 IHCTPYKUIT AN5 MEAWYHOrO 3aCTOCYBaHHA | peyernmom
POPTE-TEBA 060/10HKO0, N0 5 n lHaacTpi3 y po3ginu: MpoTtunokasaHHa. B3aemogis 3 iHWumun
mr/1,25 mr no 30 NTa. nikapcbkMKM 3acob6amu Ta iHLWi BUAN B3aEMOSIN.

Tabnetok y
KOHTeliHepi; no 1
KOHTEHepy B

Oco06/1MBOCTi 3aCTOCYBaHHs. 3aCTOCyBaHHS y nepiog,
BariTHocTi abo rogysaHHs rpyaato. MobiyHi peakuii,
3rigHO 3 iHhopmaLieto Woa0 6e3nNekn 3aCTOCyBaHHS
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
Kopobui [ilo4oi peyoBVHY NepyHaonpua. BBegeHHs 3MiH
npotsirom 3-x MicsiliB 3 faTU 3aTBEePAXKEHHSA
127. | NPEBEHAP® cycneHsis ans Mdpaiizep CLWA Baer CLUA/ Benuka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a 869/12-
13/ iH’ekuiii no 1 gosi Eiiy.Ci.Mi. dapmaceyTumKanc, BputaHis/ TMny - BunyyeHHst BUPOGHUYOI AinbHNL (BKIHOYAKUN peyenmom 300200000
PREVENAR® (0,5mn)y KopnopeiiLuH Benvika bputaHisi; IpnaHgis AinbHUU ansa A®l abo aitoyoi pevoBUHU, NMPOMIKHOTO
13 nonepeaHbLO Mdpbannzep IpneHg, npoaykTy abo rotToBOro NikapCbkoro 3acoby, AifbHUL
BAKUUHA HanoBHeHOMY dapmaceyTukasic, [N NpOBeAEeHHS NakyBaHHS, BUPOOHUKa,
MHEBMOKOKO | wwnpwuui 3 okpemoto IpnaHgis; BiANOBI4A/ILHOIO 3a BUMYCK CEPiii, MiCLie NPOBEAEHHS
BA ronkoro Nel BaeTt ®apmaceyTtukan KOHTPO/IO cepii) abo nocTavasibHMKa BUXIGHOTO

NONICAXAPUJ,
HA
KOH'IOrOBAH
A
(TPUHAZLATH
BAMEHTHA
ACOPGOBAH
A)

LiBbkH BaeT XongiHr
KoprnopeiiLlH, Ao4ipHe
niANPMEMCTBO
Mdpaiizep IHk., CLUA;
Bakctep
PapmaceyTukan
ConowmHe JINC,
CLIA

marepiany, peareHTy abo JONOMIKHOI peYOBMHM (SIKLLLO
3a3HavYeHo y peecTpauiliHomy Aocbe) (BunyueHHs
BMPOGHMYOI ainbHMLi Building 211, Wyeth
Pharmaceuticals 401 North Middletown Road Pearl
River, NY, United States, sika Bignosigae 3a
BMPOOGHULITBO Ta KOHTPOSIb AKOCTi MTHEBMOKOKOBMX
nonicaxapwvgis) (TepMiH BBeAEHHS 3MiH NPOTAroM 3-X
MicAILiB Nicns 3aTBepMKEHHS); 3MiHM | Tvny -
CepTuddikat BignoBigHOCTI EBpoNeichbkil
thapmakonei/CepTudikar BignoBigHOCTI EBpoNeiChKii
thapmakonei oo ryéyartoi eHuedanonarii. logaHHA
HOBOro abo OHOB/IEHOTO cepTudikata BifnoBigHOCTI
€Bponeiicbkili hapmakonei gns APl abo gitouoi
peyoBunHW/aNsA BUXIAHOTO
marepiany/peareHTy/npoOMKHOr0 NPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUpobHUUTBI A®I abo gjtoyoi
pPevoBUHW/ANA AONOMDKHOT pevyoBUHU (cepTudikar
BiANOBIAHOCTI €BpONeichbKili hapmakonei woa0
rybuatoi eHuedanonatii gna A®l abo gjroyoi
pPevoBUHY /BUXIAHOTO MaTepiany/peareHTy/MpoMiKHOro
npoaykTy abo AONOMIDKHOI PEYOBWHM) - OHOBMIEHWI
cepTudikaT BiAMOBIAHOCTI Big, 4il0HOro BUPO6HUKaA
(TepMiH BBEAEHHSA 3MiH NPOTAroM 3-X MicALiB nicns
3aTBepKeHHs); 3miHu | Tuny - APl abo gitoua
peuyoBuHa. KoHTponb A®I abo fitouoi peyoBuHW. 3MiHa Y
napameTpax cneuucpikauii Ta/abo AONyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha APl abo gitouy
peyoBUHy, ab0o BUXiZHWIA/MPOMIXHWIA NPOAYKT/peareHT,
L0 BUKOPUCTOBYHOTLCSA Y NpoLeci BupobHuuTea APl abo
Ai040T PEYOBVHY (3BYXXEHHSA A0MNYCTUMUX MEX,
BM3HAYEHNX Y cneuudikauii Ha nikapcbki 3acobu, Lo
nignsaralTb BUNYCKY cepii) (3BYXEHHS MexX ANns
nokasHuKa BiflbHi caxapuau y cneumdikauii gns
MOHOB&J/IEHTHOTO KOHbtoraTy cepoTuny 9V y chopmi bulk.
3aTtBepmxeHo < 35% W/W. 3anponoHoBaHo < 32%
W/W. 3BY>XXEHHA MeX 4715 NOKa3HWKa MOEKYNSPHOT
macu y crneumdikayii ana nonicaxapugy 7F.
3arBepmkeHo > 640 kDa. 3anponoHoBaHo > 690 kDa.
BrnpaBneHHs He3Ha4yHoi TMnorpadivyHoi NOMUIAKN Y
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnycKy

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

po3gini 3.2.S.2.4. Cepotvn 18C y Ha3Bi KOJTIOHKW 4151
BU3HAYEHHS MONEKYSApHoro po3mipy 50% kd (3 CL-4B
Ha CL-6B) (TepmiH BBELlEHHS 3MiH NPOTAroM 3-X MicsiL,iB
nicns 3aTBepmkeHHs); 3MiHu | Tuny - 3miHa
HalilMeHyBaHHsA Ta/abo MicLe3Hax0MKEeHHSI BUPOGHMKa
(BKNHOYarOUM 3a HeOOXIAHOCTI MicLe NpoBeAEHHS
KOHTPO/I0 SIKOCTI) @60 noctayasnbHrka A®| abo gitouol
peyoBUHW/BUXIAHOTO MaTepiany/peareHTy/NPOMKHOIo
NPOAYKTY, L0 3aCTOCOBYIOTbCA Y BUPOOHNLTBI AD| abo
Aito40i peyvoBrHHM (3a BiACYTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY peecTpaviliHoMy Aocbe) (3MiHa Ha3BK
BMPOGHMKA BifNoBiJaNIbHOTO 3a 36epexeHHs 6aHKy
KNITUH, BUPOBHULITBO Ta KOHTPO/Ib SKOCTI, BKHOHAUn
BVNYCK Ta AOCNIAKEHHSA CTabiNbHOCTI, aKTUBHOI
cy6cTaHuii 6e3 3MiHM MicLa BUpo6HMLTBA) (TepMiH
BBEJEHHS 3MiH NpoTAroM 3-x MicsliB nicns
3aTBEPMKEHHS); 3MiHM | TUNY - AAMIHICTPATUBHI 3MiHW.
3MiHa HalimeHyBaHHS Ta/abo agpecu micus
NpoBapKEHHS AiSNIbHOCTI BUPOBOHUKa/imnopTepa
rOTOBOrO JiKapCbKOro 3acoby, BK/IYaoumn AiflbHUL
BWMYCKy cepii abo MicLe NpoBeAEeHHS KOHTPOJTH0 SKOCTI.
(misnbHICTb, 3a AKy BignoBigae BUpoOHUK/iMopTep, He
BK/THOHAI0UMN BUMNYCK cepiii) (3MiHa Ha3BW BUPOGHMKA
BiANOBIA&/IbHOIO 3@ BUPOGHMLITBO Ta KOHTPO/Ib SIKOCTI
roTOBOro NPoAyKTY 6e3 3MiHM MicLs BUPOBHNLITBA)
(TepMiH BBEAEHHS 3MiH NPOTAroM 3-X MiCALiB nicas
3aTBEPMKEHHS); 3MiHM | TUNY - AQMIHICTPATVBHI 3MiHW.
3MiHa HalimeHyBaHHS Ta/abo agpecu Micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA (BK/IOYatoun, 3a
HeobXiAHOCTI, MicLe NPoBeLEHHS KOHTPO/IIO SIKOCTI), abo
BNacHuKa macTep-gaiina Ha A®l, abo noctavyasibHUKa
Adl/BnxigHoro matepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO 3aCTOCOBYIOTLCA Yy BUPOOHNLTBI ADI
(AKLLLO 3a3HAYEHO Y AOCHE Ha JlikapCbkuii 3acib) 3a
BifICYTHOCTi cepTucpikaTa BignoBigHOCTI EBponeiickkili
thapmakonei y 3aTBepKeHoOMy A0CbE, ab0 BUPOOHMKA
HOBOI JONOMIXXHOI PEYOBUHY (KO 3a3HAYEHO Y [10CbE)
(3miHa Ha3BM BUPOOHUKA, BIAMOBIAA/ILHOIO 3a
BUPOGHMLITBO Ta KOHTPO/b SIKOCTI, BK/OYAK0UM BUMYCK Ta
JocnimkeHHa cTabinbHOCTI, aKTUBHOI cybCcTaHLil 6e3
3MiHM Micus BUpobHuUTBa) (TepMiH BBEAEHHS 3MiH
npoTsirom 3-X MicsLiB Nic/ia 3aTBEpAKEHHS)

128.

NMPOANOP

Tabnetkn Ne 10, Ne
20 (10x2), Ne 20
(20x1), Ne 24 (24x1)
y 6nictepax

ToBapucTso 3
06MexeHot
BignoBiga/bHi
CTIo
"®papmMauesTu

YKpaiHa

ToBapucTso 3
06MEXEHOI0
BiANOBiAA/IbHICTIO
"@apmaueBTnyHa
KoMnaHig "3nopos'a”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3mMiHu |
TUMY - BBEAEHHSA AOAATKOBO! AiIbHULL 3aTBEPKEHUM
BMPO6HMKOM A®I; 3miHu | Trny - nogaHHsA HoBoro CEP
(Ne R1-CEP 2008-185-Rev 00) ana A®l Kucnota
ackopbiHoBa Bif 3aTBEPKEHOr0 BUPOOHMKA Ta

6e3
peuyenma

UA/7974/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
YHa KOMMaHist YTOYHEHHS MiCLie3HaX0MKEHHS BUPOOHMKA; 3MiHW | Tuny
"3p0pos'a" - NpuBeAeHHs cneumdikauii Ta MeToAiB BXiAHOr0
KOHTPO/IO AKOCTI JOMNOMDKHUX PeYoBUH (MOBIAOH, MarHito
cTeapaTt Ta KpoXMaslb KapTOM/ISHWIA) Y BiANOBIAHICTb A0
BMMOT fito4oro BugaHHsA EP; cynyTHA 3MiHa: 3MiHa Yy
MeToAax BUNPo6yBaHHSA [OMOMKHOI PeUYOBUHM
(He3HauHi 3MiHM y 3aTBEPMAXEHUX MeTogax
BMNPOBYBaHb); 3MiHU | TUNY - 3MiHW Yy cneyudikauii Ta
MeToAax BXiAHOTO KOHTPOJIHO SIKOCTI 3a M.
«MikpobionoriyHa unctota» ans Abl deHonbHWiA
rigpocho6HMIA Npenapar nponosicy - NpUBeAEHHS 40
BVIMOT fil040ro BUAAHHA APY; cynyTHA 3MiHa: 3MiHa Y
MeTodax BunpobysaHHA A®l abo BUxXigHOro
MaTepiany/npoMiKHOro NpoAayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUPo6HMLTBa AD|
(He3HauHi 3MiHM y 3aTBEPAXEHUX MeTogax
BMNPOO6YBaHHSA); 3MiHM | TUMy - 3MiHa HaliMEHyBaHHS Ta
YTOYHEHHS MiCLie3HaXOMKEHHS BUPOGHWKIB
129. | NPOTEKOH® TabneTku, BKpUTI OpraHocyH IHAis EBepTomxeH Naiid IHAjs BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 6e3 UA/3347/01/01
060/10HKO10, M0 10 Naidp CaeHcus Jliviteq TUny - 3MiHK 3 AIKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peuenma
Tabnetok y 6nictepi; | CaeHcus MBT. CuncTemMa KoHTelHep/3aKynoproBasibHUiA 3aci6. 3miHa
no 3 6nictepun y nro. PO3Mipy YNakoBKM roTOBOr0 MikapcbKoro 3acoby (3MiHa
naJi 3 KapToHy; No KiNbKOCTI 0AnHULG (Hanpuknag, TabieTok, aMmnyn ToLo)
10 TabneTok y B ynakosL,i) - 3mMiHa no3a AianazoHoM 3aTBepAKEHNX
6nicTepi; no 3 pO3MipiB yNakoBKM (BBEAEHHS A0AATKOBOI MEPBUHHOI
6nictepy y nauui 3 ynakoBku no 30 TabNeTOK y KOHTelHepax; no 1
KapTOHy; Mo 3 nauku KOHTEliHepy B nauli 3 KapToHy, 6€3 3MiHW NePBUHHOTO
y nauui 3 KapToHy; naKyBa/lbHOro Matepiasty (3MiHWNach KinbKicTb Tabn1eTok
no 30 a6o 60 Y KOHTEeWHepi), 3 BigNOBiAHNMMN 3MiHAMK Y P.
Tabnetoky «YnakoBka»)
KOHTelHepax; no 1
KOHTelHepy B nauui
3 KapToHY
130. | NPOTIOHAMIA, | nopoLuok NMEH TCAO KuTaii MEH TCAO KEMIKAN KnTaii BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasis: 3MiHu | - UA/14159/01/01
KpucTaniyHmi KEMIKAN EHA, EHA, TMny - 3MiHK 3 AKkocTi. A®I. CtabinbHicTb. 3MiHa nepiogy
(cybeTaHuis) B PAPMACBIOT PAPMACBHIOTIKAN NMOBTOPHMX BUMPOGyBaHb/nepiody 36epiraHHA abo ymoB
noABiliHMX NakeTax 3 IKAN IHOACTPI KO., NTA. 36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEPAKEHOMY [0ChE
nniBkn IHOACTPI cepTudpikaTa BifnoBiAHOCTI EBponeiichkiin hapmakoner,
nonieTusieHoBoi Ans KOMIMAHI LLIO BK/TKOYAE Nepiof NOBTOPHOro BUNpobyBaHHs) (nepios
BMPOGHMLTBA NIMITEL NOBTOPHOroO BMNpo6yBaHHsA/Nepios 36epiraHHs) -
HeCTepu/IbHUX 36inblUeHHA abo BBeAEeHHS nepiody NOBTOPHOMO
nikapcbkux hopm BMNpoGyBaHHA/nepiody 36epiraHHA Ha OCHOBI
pe3ynbTaTiB AOCNIMKEHb Y peaslbHOMY Yaci (36inbLIeHHSs
nepiogy NOBTOPHOrO BUNPOBYBaHHS Ha OCHOBI
OOCnifKeHb y peanibHOMY Yaci (3 2-x Ao 3-X pokiB)
131. | NYCTUPHUKA TpaBano 50T, 100 r MAT Ykpaina MAT "Nly6Huchapm” Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/8287/01/0
TPABA y naukax 3 "Ny6Huapm" TUNy - AAMIHICTPaTWBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma

BHYTPILLHIM

Ta/abo agpecu 3asBHMKA (B1aCHMKA peecTpaviiHoro
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
naketom, no 1,5ry noceigyeHHs) (3mMiHa agpecy 3asBHMKa) (TepMiH
pinbTp-naketax Ne BBEJEHHS 3MiH NpoTAroM 6 -T1 MicsLiB nicns
20 y naukax 3aTBEPMKEHHS); 3MiHM | TUNY - AAMIHICTPATUBHI 3MiHW.
3MiHa HalimeHyBaHHS Ta/abo agpecu micus
NpoBapKEHHS AiSNIbHOCTI BUPOBOHUKa/imnopTepa
rOTOBOrO JiKapCbKOro 3acoby, BK/IYaoumn AiflbHUL
BWMNYCKY cepii abo MicLe NpoBeAeHHS KOHTPOJTH0 SKOCTI.
(misnbHiCcTb, 3a AKy BigNoBigae BUPO6HUK/iMnopTep,
BK/THOHAI0UM BUNYCK Cepiii) (3MiHa agpecn BUPOGHUKA,
6e3 3MiHN MicLsa BUpoGHMLTBA. (NepeliMeHyBaHHS By/l.
MeTpoBcbKoro Ha By/. bapeiHkoBa) (TepMiH BBEAEHHS
3MiH NpOTArom 6-T1 MicALiB Nicna 3aTBEPAKEHHS)
132. | PABEMPA30N KpucTaniyHmi ToBapucTBO 3 YkpaiHa Hidpti Ne6e MeT. N14. IHAjs BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis: - UA/8059/01/01
HATPIIO NOpPOLLOK 06MeXeHo BUNPAB/IEHHS TEXHIYHMX NOMW/IOK B METOAAX KOHTPO/I0
(cybeTaHuin) y BignoBiga/IbHI SIKOCTi Ha nikapcbkuii 3aci6 y Cneundikauii
NoABINHMX cTHo
nosnieTnIeHoBux "®apmaueBTun
naketax s YHa KOMMaHis
BMPOGHMLTBA "3p0pos'a”
HecTepunbHMUX
nikapcbkux gopm
133. | PEBANIA, kancynm Ne 30 TeBa 13painb AT dapmauleBTUYHNI YropwmHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/8405/01/01
(10x3) y 6nicTtepax dapmaueBTika 3aBog TEBA TUMy - 3MiHa HaliMeHyBaHHs Ta agpecy BUpo6Huka AdI peuenma
N lHpacTpis Komnnekc mikpoenemeHTiB (3aNi30, UUHK, Migpb), 6e3
Nita. 3MiHM MicLs BUPOGHMLTBA
134. | PEBMA/ITTVH cynosuTopii TOB YKpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHux maTepianis: 3MiHu | 3a UA/11608/01/01
pekTasbHi Mo 15 mr, "®APMEKC reyn" TMny - 3MiHK 3 AKOCTI. FOTOBWIA NiKapPCbKUiA 3aci6. peyenmom
no 5 cynosuTtopiis y reyn" CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
cTpwuni; no 1 aéo no ymoBax 36epiraHHsi rOTOBOr0O MikapCbKoro 3acoby
2 cTpvnu B nauui 3 (36iN1bLUEHHST TEPMIHY NPMAATHOCTI FOTOBOTO JTiKAPCLKOTO
KapTOHY 3aco6y) - [lna ToproBoi ynakoBku (MigTBEPLKYETbCS
[aHVMU peanbHOro yacy) (36iNbLUeHHS TEPMIHY
NPUAATHOCTI 3 2-X A0 3-X pokiB) (TepMiH BBEAEHHS 3MiH
NpOTArom 3-x MicauiB Nicas 3aTBepAKEHHS)
135. | PEBMAJ/TTUH Tabnetkn no 7,5 mr TOB YkpaiHa TOB "®APMEKC Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis: 3MiHu |1 3a UA/11608/03/01
Ne 20 (10x2) y "®APMEKC reyn" TUMy - 3MiHa BUPOGHMKA aKTMBHOI Cy6CTaHLi 3 peyenmom
6nicTepax reyn" BiANOBIAHOM 3MiHOIO cneuudikauii i MmeTogiB BXigHOro
KOHTPO/H0
136. | PEBMAJ/TTUH Tabnetku no 15 mr TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu || 3a UA/11608/03/02
Ne 10 (10x1), Ne 20 "®APMEKC reyn" TUMYy - 3MiHa BUPOOHUKA aKTUBHOI Cy6CTaHLii 3 peyenmom
(10x2), Ne 20 (20x1) reymn" BiANOBIAHOK 3MiHOO cneuudikauii i MeToAiB BXigHOro
y 6nictepax KOHTPO/0
137. | PEMEHC® Tabnetku Ne 12 Pixapg AscTpis Pixapg bitTHep Al AscTpis BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3miHu | 6e3 UA/10052/01/01
(12x1), Ne 24 (12x2), BitTHep Al TUNy - BBEAEHHS ab0 3MiHW A0 y3araJibHEHUX JaHWX NPO peyernma
Ne 36 (12x3), Ne 48 cucTemy hapmakoHarnsgy (BKIoUarum KOHTaKTHI AaHi)
(12x4) y 6nictepax Ta/abo 3MiHW y po3MilLleHHi MacTep-halina cucremu
dhapmakoHarnsgy
138. | PEHIA/Ib® TabNeTkn, BKPUTI MAT YKpaiHa MAT YKpaiHa BHECEHHS1 3MiH 10 peecTpauiiHux maTtepianiB: 3MiHu | 3a UA/14299/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
M/1iBKOBOIO "Kuismegnpen "Knismegnpenapar” TUMy - BBEAEHHS ab0 3MiHW A0 y3arasibHEHUX AaHWX MpPo | peyenmom
060/10HKOI0, M0 25 apar” (cbacyBaHHA 3 chopmu cucTemy thapmakoHarnsgy; 3mMiHa ynoBHOBaXeHOT
mr Ne 30 (10x3) y in bulk cipmu- 0ocobu, BigNoBifabHOI 3a 3AiicHeHHA hapMakoHarnagy
6nicTepax B navu, BMPOGHMKa
Mab'aHNLbKMIA
thapmaLeBTNYHMIA
3aBog Monbcha AT,
MonbLua)
139. | PEHIATb® TabneTku, BKPUTI MAT YKpaiHa MNAT YkpaiHa BHECEHHS 3MiH 0 peecTpayiiHux martepianis: 3miHn | 3a UA/14299/01/02
MN/1iBKOBOIO "Kuismegnpen "Knismegnpenapar” TUMy - BBEAEHHS ab0 3MiHW A0 y3arasibHEHUX AaHWX MPO |  peyenmom
060/10HKO10, M0 50 apar” (cbacyBaHHA 3 chopmu cucTemy thapmakoHarnagy; 3mMiHa ynoBHOBaXeHOoT
mr Ne 30 (10x3) y in bulk dipmu- ocobu, BignoBifabHOI 3a 34iiCHEHHA hapMakoHarnsay
6nicTepax B navu,i BMPOGHMKA
Ma6'aHnLbKMIA
thapmaueBTUYHWi
3aBog Monbcha AT,
MonbLia)
140. | PUHT cnpeii HasasbHUi MAT "®apmak” Ykpaina MAT "®apmak” Ykpaina BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu | 6e3 UA/12119/01/01
HA3A/IbHUIN 0,5 mr/r no 10 mny TUny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbkunii 3aci6. peyenma
CMPEN® 3 dhnakoHi pasom 3 CT1abifibHICTb. 3MiHa Yy TepMiHax npugartHocTi abo
MEHTO/IOM HaCcoCOM-[403aTopoM ymoBax 36epiraHHsi FOTOBOTO J1ikapCbKoro 3acoby (3miHa

3 po3nusBayem; no
1 chnakoHy B nauui 3
KapToHy

B yMOBax 36epiraHHs roToBOro /likapcbKoro 3acoby abo
nicna poO34YNHEHHNA/BIAHOBEHHS) (3MiHA B yMOBaxX
36epiraHHs M13) (TepMiH BBeAEHHSA 3MiH NPOTAroM 3-X
MiCAILiB Micns 3aTBePMKEHHS); 3MiHW | Tvny -
AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
afipecyt MicL NPOBaXXEHHS Ais/IbHOCTI
BUPOGHMKa/iMnopTepa rotToBoro Nikapcbkoro 3acoby,
BK/IIOYA0UM AiNbHULI BUNYCKy cepii abo micue
NpoBefEeHHS KOHTPO/IO AKOCTI. (AiANbHICTb, 3a AKy
BiANOBiAaEe BMPOGHMK/iMNOPTEp, BK/IOYAOUM BUMYCK
cepiii) (3MiHM y agpeci MicLa BNPOBaKEHHS AisiNIbHOCTI
— nNpuBefeHHs iHchopmauii, Lo MICTATL peecTpaviiHi
Marepianu fo 3a3HaveHol y NileHsii Ha BUPOOHNLTBO
N3) (TepmiH BBeAEHHA 3MiH NPOTArom 3-X MicALiB nicas
3aTBEPMKEHHS); 3MiHM | TUny - 3MiHM 3 AKOCTI.
CepTuddikat BignosigHocTI/E-cepTudikar BignosigHOCTI
€Bponeiicbkiit hapmakonei/MmoHorpadii. MogaHHs
HOBOro abo OHOB/IEHOro cepTudpikata BigNOBIAHOCTI a60
BWyYEHHS cepTudikaTta BignoBigHOCTI EBponeiicbkiii
thapmakonei: s A®l; ans BuxigHoro
marepiany/peareHTy/npoMKHOr0 MPOAYKTY, L0
BMKOPVCTOBYOTLCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBPONEiChKilt
hapmakonei) - OHoBreHUiA cepTudikat Bif yxe
3aTBEpAXEHOro BMpobHUKka (OHOBNeHW cepTudikat R1-
CEP 2008-064-Rev 01 Big, BXxe 3aTBEpAXEHOro
BMpo6HMKa BASF Pharma Chemikalien GmbH & Co.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
KG, Deutschland, sikuii 3miHuB Ha3By Ha Siegfried
PharmaChemikalien Minden GmbH, Germany) CynyTHsi
3MiHa - 3MiHM 3 sKoCTi. FOTOBWIA NikapcbkuMii 3aci6. Onuc
Ta cknag, (iHwWi 3mMiHK) -BUNpPaBIEHHS TEXHIYHOT MOMUIIKU
y po3gini «Cknaf», a came B YaCTUHI NepepaxyBaHHs
Aito4oi peyoBrHY Ha 100 % cyxy peqyoBuHy (BHECEHO
C/I0BO «CYXY»)
141. | CAIlbBYTAMO | kpucTaniyHuii My6niyHe Ykpaina HbtoneHnp, IHais BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3MiHu | - UA/4260/01/01
ny CYNb®AT MOpPOLLOK akujioHepHe Na6opaTtopiec flimiteq Tuny - 3MiHK 3 aKkocTi. CepTudikaT BignosigHoCTI/lIE-
(cybeTaHuis) y TOBapUCTBO cepTudikaT BignoBigHOCTI EBponeichKiii
noaBiiHMX "HaykoBo- hapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
nonieTueHoBmx BMPOGHNYNIA OHOBJ/IEHOrO cepTudikarta BifnoBigHOCTI abo BUTyYEHHS
naketax gns LeHTp cepTudpikaTa BignoBiAHOCTI EBpoNeiichKil thapmakonei:
hapmaLeBTUUYHOTO "BopLuariBcbk onsa A®l; ansa BuxigHoro
3aCcToCyBaHHA Ui XiMiKo- marepiany/peareHTy/npoOMKHOr0 NPOAYKTY, L0
hapmaueBTuy BVKOPVCTOBYIOTHCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
Huii 3aBoa” peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBpONEiCHKIlt
hapmaxonei) - OHoBMeHUIA cepTudikat Bif yxe
3aTBEpAXEHOro BMpobHUKa (OHOBNeHW cepTudikat R1-
CEP 2000-143-Rev 05 Big, BXxe 3aTBEpAXEHOro
Bupo6Huka Neuland Laboratories Limited, 3
MOCNifOBHO 3MIHOI0: 3MiHa afpecy BUPOGHUYOT
AOiNbHULI 63 3MiHW MicLis BUPOBHMLITBA)
142. | CEQABIT® Tabnetkn Ne 20 MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3miHn | 6e3 UA/7821/01/01
(10x2) y 6nicTepax "Kuismegnpen "Knismegnpenapar” TUMy - BBEAEHHS ab0 3MiHW A0 y3arasiHEHUX AaHuX Npo peyenma
apat” cucTemy thapmakoHarnsgy; 3mMiHa ynoBHOBaXeHOT
ocobu, BignoBifanbHOI 3a 34iliCHEHHA hapmakoHarnsay
143. | CIMIAOHA Tabnetku no 13 mry Amakca Benuvka BMPOGHULITBO 3a LLiBeiiuapis BHECEHHS 3MiH [J0 peeCcTpaLiiiHMX maTepianiB: TeXHIYHA 6e3 UA/14582/01/01
POPTE 6nictepax Ne 30 Papma /1T BputaHis NOBHUM LK/IOM: Makc nomusKa — NOMUIIKU NOB'A3aHi 3 nepeknagom abo peyenma
(30x1), Ne 90 (30x3) Llennep 3boHe AT, nepeHeceHHAM iHhopmauii, ki 6ym gonyLeHi npu
LlBeiiuapis; peecTpauii B MeTofax KOHTPOSI0 AKOCTi y Cneuundikawi
anbTepHaTUBHUIA ONSA BUNYCKY | AN TepMiHY NpuaaTHoOCTi Ta MeToaax
BUPOBHMK: KOHTPOSb KOHTPO/0
sKocTi: Jlabop
Llonninrep Arl,
LLIBeliapis;
anbTepHaTUBHWI
BUPOGHMK: NEPBUHHE
nakyBaHHs
(dbacyBaHHs),
BTOPWHHE MaKyBaHHS,
MapkyBaHHS: HcaHa
CA, Weeiiuapis;
anbTepHaTUBHUIA
BUPOBHMK: KOHTPOSb
cepiii: InTepna6bop
Benn Ar, Lseiiuapis
144. | CONMNAAEIH® TabneTku wunydi Ne nakcoCwmitKn Benvka damap A.B.E. AHToca | [peuis/ IpnaHgis BHECEHHS 3MiH 10 peecTpauiiHux maTtepianiB: 3MiHu | 6e3 UA/12392/01/01
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AKTNB

12 (2x6) B cTpunax

aH
KoHcbomep
Xenckep

BputaHis

nnaHT, peuis;
nakcoCwmiTKnaiiH
[NaHrapeaH flimites,
Ipnangis

TUMY - NOAAHHA OHOBNeHoro cepTudiikata R1-CEP
1998-047-Rev 04 ansa napauetamosny Bif BXe
3aTBEPAKEHOro BMPOGHYMKA 3i 3MiHOK agpecu

BMPOGHMKa, & caMe Ha3Bw LwrTarty

peyernma

145.

COMHON®

TabneTku, BKPUTI
N/1iBKOBOIO
060/10HKOI0, N0 7,5
Mr rno 10 TabneTok y
6nictepi, no 1 a6o
no 2 6nictepu B
KapTOHHI nayvi

AT "IpiHaeKc

Nartsia

AT "IpiHaekc"

Nartsia

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3mMiHu |
Tnny - nogaHHA oHossieHoro CEP Ne R1-CEP 2003-280-
Rev 02 ana A®I 30nik/oHy Bif 3aTBEpAKEHOTO
BUPOGHMKA; 3MiHM | TUNY - 3MiHa Y MeToAax
BMNPOGYBaHHA NEPBMHHOI YNakoBKM rOTOBOIO
nikapcbKoro 3acoby - 3amiHa MeTOAMKU BUNPOOYBaHHS
0151 NepBUHHOT ynakoBku (dhosibra antomiHiea) Ans
nokasHuka «lgeHtudikauis 1akoBoro NOKPUTTSA»; 3MiHH |
TuMy - 3MiHa napameTpis cneuudikauin Ta/abo
[0MyCTUMUX MEX rOTOBOrO NiKapCcbKOro 3acoby -
3BY)KEHHA AOMNYCTUMMX MEX y crevudikaLii roToBoro
NiKapCbKOro 3acoby 3a NOKa3HMKOM «[JOMILLKU»;
3BY)XEHHA [0MYyCTUMUX MeX Yy cneumdikauii npoTarom
TEepMiHy NpUAATHOCTI FOTOBOrO NiKapCcbKoro 3acoby 3a
NokasHMKOM «KinibkicHe BU3HaYEeHHS»

3a
peyenmom

UA/5343/01/01

146.

CTAM/10

Tabnetku no 5 mr,
no 10 TabneTtok y

cTpuni; no 2 abo 3
cTpunun y navui

[-p Peapi'c
JlabopaTopic
nTg,

IHais

[-p Peapi'c
Na6opaTopic /T4,
Brpo6Huya finbHnus
-1l

IHais

BHECEHHS 3MiH [j0 peecTpaLiitHux maTepianis: 3MiHu |
TMny - AGMiIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asiBHMKa (B/laCHUKa peECTpaLiiiHoro
noceifyeHHs) (3MiHa agpecy 3asiBHUKa); 3MiHu | Tuny -
AfMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
agpecu Micus NPoBaKeHHS Aisi/IbHOCTI
BMPOGHMKa/iMnopTepa roToBOro Nikapcbkoro 3acoby,
BK/IOYA0UM AiNbHUL BUMYCKy cepii abo micue
NpoBeAEeHHSA KOHTPOJIK0 AKOCTI. (LiANbHICTb, 3a AKY
BignoBiAae BUPOGHMK/iIMNOPTEP, BKIOYAKOUM BUNYCK
cepiii) (3mMiHa Ha3BM Ta agpecn BupobHuka M3 y 38'a3ky
3 nepeliMeHyBaHHAM YacTuHU WTaty 3 "AHgpa MNpagew”
Ha "TenaHraHa" Ta NpUBEAEHHS Y BiANOBIAHICTL A0
BrcHOBKY W00 MigTBEPAKEHHS BiANOBIAHOCTI
BMpo6bHuuTBa /13 BUuMoram GMP (Jepxnikcnyxba
Ykpainu), 3 nepenikom J13. BUpobHuya AinbHuLA Ta BCi
BMPOGHMWUYI onepauii 3a/mwatTbecs He3MiHHUMK) (TepMiH
BBEEHHS 3MiH NPOTAroM 6-TW MicALiB nics
3aTBEPKEHHS)

3a
peyenmom

UA/1421/01/01

147.

CTAM/IO

Tabnetkv no 10 wr,
no 10 Tabnetok y
cTpuni; no 2 abo 3
CcTpUMM y navuyi

[-p Peagi'c
Na6opatopic
nTg

IHgis

[-p Peagi'c
Na6opaTopic /174,
Bupo6Huya finbHuus
-1

IHgis

BHECEHHS 3MiH A0 peecTpayiiHnx matepiasi: 3MiHu |
My - AQMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asiBHMKA (B/1aCHUKA PEECTPALiiHOro

noceigyeHHst) (3MiHa agpecu 3asiBHMKA); 3MiHu | TNy -
AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo

afipecyt MicLA NPOBaKEHHS Ais/IbHOCTI
BMPOGHMKa/iMnopTepa roToBOro /likapcbkoro 3acoby,
BK/IOYa0UM AinbHUL BUMYCKy cepii abo micue
NpPOBeLEeHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy

BinoBiAa€ BUPOGHYMK/iMNOpTEp, BKAKOYAKUM BUNYCK

3a
peyenmom

UA/1421/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
cepiii) (3mMiHa Ha3BuW Ta agpecu BUpobHuka N3 y 3B’A3ky
3 nepeiiMeHyBaHHAM YacTuHU WTaty 3 "AHgpa MNpagew”
Ha "TenaHraHa" Ta NpMBEAEHHN Yy BiAMNOBIAHICTL [0
BrCHOBKY LW,00 MiATBEPAKEHHS BiMNOBIAHOCTI
BMpo6HULTBa /13 BUMoram GMP (Jepxnikcnyxba
Ykpainu), 3 nepenikom /13. BupobHunya AinbHuUA Ta BCi
BMPOGHMWUYI onepauii 3a/mwatTbCst He3MiHHUMK) (TepMiH
BBEEHHS 3MiH NPOTAroM 6-TW MicALiB nicns
3aTBEPKEHHS)
148. | CTPENTOMIUWN | nopoliok gns NnAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/3790/01/01
H pO3umnHy Ans iH'ekyin | "KniBmeanpen "Knismegnpenapar” TUNy - BBEAEHHA ab0 3MiHW [0 y3arasibHEHUX faHuX Npo | peyernmom
no 0,5 r y dhnakoHax apat” cuctemy thapmakoHarnisgy; 3mMiHa ynoBHOBaXXEHOT
Ne 10 y nayui 0cobW, BignoBigasbHOI 3a 34iiCHEHHS ddapMakoHarnsay
149. | CTPENTOMIUW | nopolok ans MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTtepianis: 3miHu | 3a UA/3790/01/02
H PO3umnHy Ans iH'ekuin | "KvuiBmegnpen "Kuismepgnpenapar" TUMY - BBEAEHHS ab0 3MiHV A0 y3arasibHEHUX AaHWX MPO |  peyenmom
no 1,0 r y dpnakoHax apart” cucTemy thapmakoHarniagy; 3mMiHa ynoBHOBaXeHOoT
Ne 10 y nayui ocobu, BignoBigabHOI 3a 34iiCHEHHA hapMakoHarnsay
150. | TAMCY/IOCTA Kancynm 3 CTALA HimeyunHa Bunyck cepii: HimeuuunHa/ BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasiiB: 3MiHu | 3a UA/12831/01/01
Jil MoAndpiKoBaHUM ApuHaiimitten CTALA Ipeuis/ TMNy — nogaHHA Hosoro CEP RO-CEP 2010-204-Rev peyenmom
BVBI/TbHEHHAM, b Al ApuHaiimitTTens AT, Higepnangn/ 0lHa A®l TamcynosuHy rigpoxsiopug Big,
TBepAi no 0,4 mr Ne HimeuunHa; IcnaHis 3aTBEPKEHOr0 BUPOBHYMKA; 3MiHW | TUMY - NOAaHHS
30 (10x3) B Brpo6HMLTBO HOBOro cepTudiikaTa BifNoBiAHOCTI EBPONECHKiIi
6nictepax Hepo3gracoBaHOro thapmakonei ans LONOMiXHOI pevyoBUHY Big, HOBOTo abo

NpoAyKTy, NepBrHHE
Ta BTOpVHHE
nakyBaHHS!, KOHTPO/1b
cepiit:
damap A.B.E.
AHTOycca lMnaHT,
Mpeuist;
CiHTOH XicnaHis C.J1.,
IcnaHisi;
PotteHgopd ®apma
'm6x, HimewunHa;
MepBuHHE Ta
BTOPUHHE MaKyBaHHS:
PotteHgopd ®apma
'm6x, HimeuunHa;
NAMIMN CAH
MPOCIMEPO CIA,
ITanis;
KoHTposb cepili:
CiHTOH BB,
HigepnaHgn

Aio40oro BUPOGHUKA; 3MiHW | TUNY - NofaHHA OHOBIEHOTO
cepTudpikaTa BigNoBiAHOCTI EBponeiickbkii hapmakonei
AN JOMOMDKHOI PEYOBUHM Bif, Ail0HOr0 BUPOGHMKA,;
3MiHKM | TUNY - 3MiHa abo foAaBaHHSA WTamnis,
NOTOBLUEHb ab0 IHLNX MapKyBaHb, YK/I04aoun 3amiHy
abo gofasaHHsa hap6b AN MapkyBaHHS NiKapCbKoro
3acoby — BUAaIEHHS1 4pYyKOBaHOro Hanucy thap6oto Ha
Kancyni, 3MiHu y cneyudikauii nikapcbkoro 3acoby 3a
po3ginom «Onuc» Ta B IHCTPYKLIT 4719 MeANYHOro
3acTocyBaHHsA y p. «Jlikapcbka dpopma» (OCHOBHi
(Qi3XMKO-XiMiYHi BNacTUBOCTI); 3MiHW | TUny - 3MiHa
napameTpiB cneuudikauiii Ta/abo 4ONyCTUMUX MEX
roTOBOrO J1iKapCbKOro 3acoby — NpuBeAeHHs TecTy
«MikpobionoriyHa YncToTa» y BifNOBIAHICTL 40 BUMOT
EP Ta matepianis Bupo6Huka /13; 3MiHu | TUny - 3miHu
[0 IHCTPYKLT 41159 MeNYHOro 3aCTOCYBaHHA Y pO34inu:
MpoTunokasaHHA. B3aemogis 3 iHWNMK NikapCbKUMU
3acobamu Ta iHWi BuAan B3aemogiii. OcobnmnBocTi
3acTocyBaHHs. 3aCTOCyBaHHS y nepio BaritTHOCTi abo
rogyBaHHs rpyaato. Aitv. MobiuHi peakwi, 3rigHo 3
iHchopMmavielo LWoA0 MeANYHOTO 3aCTOCyBaHHSA
pecepeHTHOro (OMHIK) nikapcbkoro 3acoby; 3minm I
TUNy - 3MiHa y cknagi (4ONOMKHUX pevyoBUHaXx) roToBoro
NikapcbKoro 3acoby (iHWi AONOMDKHI peYOBUHM) - 3MiHa,
AKa NigTBEPMAKYETLCA AOCNIMKEHHAMM 3
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€KBiBa/IEHTHOCTI; CynyTHS 3MiHa: 3MiHa NapameTpiB
cneuudikauin Ta/abo AONYCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby (3MiHa 3Haxo4MTbCs nosa
3aTBEPMHKEHNMN JONYCTMUMU MEXAMMU); 3MiHA Y
MeToAax BUNPobyBaHHA rOTOBOrO MikapCbKoro 3acoby
(iHWi 3mMiHW y MeTogax BunNpobyBaHb (BKIOYaOUM 3aMiHy
ab0 JONOBHEHHST) — 3MiHa KifIbKICHOTO cknagy
[0MOMiXXHUX PEYOBUH FOTOBOTO NiKAPCHKOro 3acoby,
3MiHM y crieymdpikavii Ta MmeTogax BUNpodyBaHHA
roTOBOrO J1iKapCbKOro 3acoby 3a NoKa3HNKOM
«lpeHTudpikauis», «CynposigHi AoMiwKkn», «KinbkicHe
BU3HAYEHHS»; 3MiHa KpUTEPI NPUAHATHOCTI 3a
NOKa3HUKOM «Po3unHeHHsA» Ta «CepefgHsa maca,
HanNOBHEHHS Kancynu»; 3MiHu Il Tuny - 3MiHa po3mipy
cepii (BKIOYaKOUM gianasoH po3mipy cepil) roToBoro
NiKapcbKoro 3acoby

151.

TA®DJIOTAH®

Kpanni ouHi, 15
MKr/Mn no 0,3 mny
THOOKK-
KpanensHuuax Ne 30
(10x3)

CaHTeH AT

diHnaHaisa

CaHTeH AT

PiHNAHAiA

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3mMiHu |
MMy - 3MiHa BUPOOHMKa BUXiZHOro/NpoMiKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMpOo6HUYOMY npoueci ADl, abo 3miHa BUpOGHMKa
(BKtovaroun, fe HeobxigHoO, MicLe NPoBeAEHHS
KOHTposito skocTi) A®I (3a BigcyTHOCTI cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCLE)(3aNpPONOHOBAHUA BUPOGHMK
HaNIeXuTb [0 TiEi camoi BUPOOHWUYOT rpynu MignpuemcTs,
Lo 11 3aTBEPAXKEHNIA); 3MiHW | TUNY - 3MiHA BUPOGHUKA
BMXiAHOr0/MPOMiXHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYOTbCS Y BUp06HUYOMY npoueci Adl, abo
3MiHa BUPOGHYMKa (BKNOYatouu, ae HeobxigHo, micue
npoBefeHHs KOHTPOI0 AKocTi) AdI (3a BiACYTHOCTI
cepTudikaTa BigNoBigHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCLE)(3MiHM 0 3aX0fiB, NOB'A3aHUX 3
KOHTponem Adl, abo goaaBaHHs AinbHULI, Ae
NPOBOANTLCS KOHTPO/L/BUMNPOGYBaHHS cepii); 3MiHu |
TMNYy - 3MiHa BUPOGHMKa BUXIAHOTO/NPOMIXHOr0o
NpoAyKTy/peareHTy, WO BUKOPUCTOBYOTLCA Y
BMPO6HMYOMY npoteci A®I, abo 3miHa BUPO6HUKa
(BKntovatoum, ae HeobXiAHO, MicLe NPoBeAEHHS
KOHTpOnto skocTi) APl (3a BigcyTHOCTI cepTudiikata
BiANOBIgHOCTI €Bponeiickkili hapmakonei y
3aTBEPAKEHOMY A0CHE)(iHLWi 3MiHM); 3MiHX | TURY - 3MiHW
B npoueci BupobHuutea AP (iHwi 3MiHW)

3a
peyenmom

UA/9952/01/01

152.

TENCAPTAH

Tabnetkv no 40 wr,
no 10 TabneTtok y
6nictepi; no 1 a6o 3
6nictepu B
KapTOHHIli KopoobLi

[-p Peapi'c
NabopaTopic
nrtp

IHAjA

[-p Peppi'c
Na6opaTopic /T4,
Bupo6Huya ginbHuus
-1

IHAjsA

BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasis: 3MiHu |
TMNYy - AOMiHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSI
Ta/abo agpecu 3asBHMKA (BlaCHWNKa peecTpaviiHoro
noceigyeHHs) (3MiHa agpecu 3aaBHNUKa); 3MiHu | Tuny -
AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
afpecy MicLs NPOBaXEHHS Ais/IbHOCTI

3a
peyenmom

UA/14589/01/02
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnycKy

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

BVPOGHMKa/imnopTepa rotoBoro fikapcbKoro 3acoby,
BK/IIOHA0UM AiNbHULI BUMYCKY cepii a6o Micue
NpPOBELEHHS KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBiAAE BMPOGHMK/IMNOPTEpP, BK/IOYAKOYM BUMYCK
cepiii) (3MiHa agpecy BUpo6HUKa 13 (NepeiMeHyBaHHS
wraTy AHgpa MNpagelw Ha TenaHraHa), Ta NpUBEeAEHHS
HalilMeHyBaHHS BUpOOHUKa Yy BiANOBIAHICTb A0 BUCHOBKY
LLOA0 NiATBEPAKEHHS BifMNoBIAHOCTI BUPOOHMLUTBA
NiKapCbKMxX 3ac0o6iB BUMOraM HaleXHOI BUPOOHUYOI
npaktukm (GMP), BuaaHoro [lep>aBHot Cy»60t0
YKpaiHu 3 nikapcbkmx 3acobis, 6e3 3MiHW MicLA
BMPO6HMLTBA) (TEPMiIH BBELEHHS 3MiH MPOTAroM 6-Tu
MiCsILLiB MiCNsi 3aTBEPAKEHHST)

153.

TENCAPTAH

Tabnetku no 80 mr
no 10 TabneTtok y
6nicTepi; no 1 a6o 3
6nictepu B
KapTOHHIli Kopoobui

[-p Peapi'c
JTabopaTopic
nTg,

IHais

[-p Peapi'c
Na6opaTopic /T4,
Bupo6Huya ginbHuus
-1l

IHais

BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3MiHu |
TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asiBHVKa (B/1aCHUKa peECTpaLiiniHoro
noceigyeHHs) (3MiHa agpecu 3aaBHUKa); 3MiHu | Tuny -
AfMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy MicLs NPOBaXEHHS Ais/IbHOCTI
BUPOGHMKa/iMnopTepa roToBoro MikapcbKoro 3acoby,
BK/IO4A0UM AiNbHUL BUMYCKY cepii abo micue
NpoBeLEeHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy
BignoBigae BUPOGHUK/IMNOPTEP, BKIOYAKOUM BUNYCK
cepiin) (3miHa agpecu Bupo6HuKa 13 (nepelimeHyBaHHs
wraTy AHgpa MNpagew Ha TenaHraHa), Ta NpMBEeAEHHS
HalilMeHyBaHHs BUPO6GHUKa Y BiANOBIAHICTL A0 BUCHOBKY
040 NiATBEPAKEHHS BiANOBIAHOCTI BUPO6HMLITBA
NiKapCbKNX 3ac06iB BUMOraM HasleXXHOI BUPOOHUYOI
npaxktukm (GMP), BuaaHoro [lepXaBHOoH CnyX60t0
YKpaiHu 3 nikapcbknx 3acob6iB, 6e3 3MiHM MicLsa
BMpo6HMLTBA) (TEepMiH BBEAEHHS 3MiH MPOTAroM 6-Tn
MiCsILiB MiCNs 3aTBEPKEHHS)

3a
peyenmom

UA/14589/01/01

154.

TEHOYEK®

Tabnetku Ne 28
(14x2) y 6nictepax

Inka
Na6opaTtopis
NimiTeq

IHais

Inka JTabopatopi3
Nimiteq

IHgis

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTtepianis: 3MiHu |
TMny - BBEAEHHSA abo 3MiHWN A0 y3arasibHEeHWX AaHuX Npo
cuctemy hapmakoHarnsgy (BKIUaKuM KOHTaKTHI AaHi)

Ta/abo 3MiHM y po3MilLeHHI MacTep-halina cuctemm

dhapmakoHarnsgy

3a
peyernmom

UA/8615/01/01

155.

TEOTAPL

TabneTkun
MPOJIOHTOBaHOI Aji
no 300 mr no 10
Tabnetok y 6nictepi;
no 5 6nictepis y
KapTOHHI naywi

MNAT
"BiTamiHn"

YkpaiHa

Brpo6HMLTBO
Hepo3dg)acoBaHol
NPOAYKLUiT, NepBUHHA
Ta BTOPUHHa
ynakoBka:

AT "YHichapm",
Bonrapisi;
BTopuHHa ynakoska,
[l03BiN Ha BUMYCK
cepii:

MAT "Bitaminn",

Bonrapis/
YkpaiHa

BHECEHHS 3MiH [0 peecTpavyiiiHnx maTtepianis: 3MiHu |
TMNy - AGMIHICTPATUBHI 3MiHW. 3MiHa HaliMEeHYBaHHSI
Ta/abo afpecyu MicLs NPOBAKEHHS AiS/IbHOCTI
BUPOGHMKa/iMNnopTepa roToBOro Nikapcbkoro 3acoby,
BK/IKOYAOUM AiflbHMLi BUMYCKY cepii abo Micue
NpoBeAEeHHS KOHTPOSIH0 AKOCTI. (LiANbHICTb, 3a AKY
BiANoBigae BUPOGHMK/IMNOPTEP, HE BK/OYAOUM BUMYCK
cepiil) (NpuBeAEHHS MiCLLe3HaX04KEHHS BUPOOHMKa AT
"YHichapm", Bonrapia y BignosigHicTb o Ceptudikaty
HBIM, BugaHoro epxnikcnyx6oto YKpaiiu, 6e3 3MiHun
MicUsi BAPOOHULTBA); 3MiHM | TMny - AgMiHICTpaTMBHI

3a
peuyenmom

UA/6494/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
YkpaiHa; 3MiHW. 3miHa HaliMeHyBaHHS Ta/abo agpecu micus
[l03Bin Ha BMNycK NpoBapKEHHS AiSNIbHOCTI BUPOBOHUKa/imnopTepa
cepil: rOTOBOTO JliKapCbKOro 3acoby, BKIKUYaoUN AifbHUL
AT "Codpapma”, BWMNYCKy cepii abo MicLe NpoBeAEeHHS KOHTPOJTHO SKOCTI.
Bonrapis (misnbHICTb, 3a AKy BiANoBiAae BUPOGHUK/iMNopTep,
BK/THOHAK0UM BUNYCK Cepiit) (NpvBeAeHH:
MicLe3HaxomkeHHs Bupo6Huka AT "Codhapma’,
Bonrapis y BignosigHicTe fo Ceptudikaty HBI,
BUAaHoro [lepxnikcnyx6oto Ykpainu, 6e3 3MiHu Micua
BMPOGHMLTBA); 3MiHM | TUny - 3MiHK 3 AkocTi. [oToBWIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI (iHLUi 3MiHN)
(npuBeaeHHs hyHKLii BUPOBHWMKIB Y BiANOBIAHICTL A0
CeptudpikatiB HBIM, BugaHux Jepxikcnyx60o Ykpaiiu,
BMPOGHUYI AiNbHUL Ta BCi BUPOGHMYI onepalil
3a/IMLIATHCSA HE3MIHHUMK); 3MiHW | TUny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3mMiHun)
(3amiHa rpachiuHOro 306paXKeHHs yNakoBKN Ha TEKCT
MapKyBaHHs [/19 NepPBUHHOI Ta BTOPUHHOT YNaKoBKM Y
3B'A3KY 3 NpUBEAEHHAM Y BiAnoBigHicTb Ao Hakasy MO3
Ykpainu Ne 426 Big 26.08.05 (y pepakuii Hakasy MO3
Ykpainn Ne460 sig 23.07.2015 p.)
156. | TEOTAPJ], Tabnetku NnAT YkpaiHa Brpo6HMLUTBO Bonrapis BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu | - UA/12938/01/01
NPOJIOHIOBaHOT Aji "BiTamiHn" Hepo3dracoBaHOl TMNy - AOMiIHICTPaTUBHI 3MiHW. 3MiHa HaliMEHyBaHHS
no 300 mr in bulk nNpoAyKLii, NnepBuHHa Ta/abo agpecu MicLs NPOBaKEHHS AiSNIbHOCTI
Ne2460: no 10 ynakoBka: BMPOGHMKa/iMnopTepa rotoBoro fikapcbKoro 3acoby,
Tabnetok y 6nictepi; AT "YHichapm" , BK/IIOYaA0OUM AiNbHULI BUMYCKY cepii a6o micue
no 246 6nicTepis y Bonrapis; NPOBELEHHS KOHTPOJTO AKOCTI. (AiANbHICTb, 3a AKy
noninponineHoB.ii [o3Bin Ha Bunyck BiANOBiAa€e BUPOGHMK/IMNOpTEp, He BK/OUAUM BUMYCK
Kopobui; in bulk cepi: cepiii) (NpUBEAEHHSI MiCLLe3HAXOKEHHSI BUPOOHUKa AT
Ne2580: no 10 AT "Codhapma”, "YHidphapm", Bonrapis y BignosigHicTb o CepTudikaty
Tabnetok y 6nictepi; Bonrapis HBIM, BugaHoro Aepxnikcnyx6oto YkpaiHu, 6e3 3mMiHun

no 258 6nictepis y
no/inponisIeHoBIMN
Kopobui

MicLst BUPOBHULTBA); 3MiHM | TUNY - AAMIHICTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu micus
NpOBaPKEHHS AiSNbHOCTI BUpobHUKa/imnopTepa
rOTOBOIO JIiKAPCbKOro 3acoby, BKIKOYaUN AifbHUL
BWMNYCKy cepii abo MicLe NpoBeAEHHS KOHTPOJ/IHO SKOCTI.
(misnbHIiCTb, 3a AKy Bignosigae BUPo6bHUK/iMnopTep,
BK/1HO4AK0UM BUMYCK Cepiii) (NpuBeaeHHs
MicLe3HaxoMmkeHHs BupobHuka AT "Codhapma’,
Bonrapis y BignosigHicTb o Ceptudikaty HBIM,
BuAaHoro Jepxnikcnyxooto YkpaiHu, 6e3 3miHn micus
BMPO6HMLTBA); 3MiHM | TUny - 3MiHK 3 AKkocTi. FoToBWI
nikapcbkuii 3aci6. 3MiHU Y BUPOGHWLTBI (iHLUi 3MiHN)
(NpvBeneHHs doyHKLUii BAPOOHUKIB Y BiAMOBIAHICTb fO
Ceptucpikatis HBIM, BugaHux [Jepxikcnyx6ot Ykpaiiu,
BMPOGHUYI AiNbHUL Ta BCi BUPOGHMYI onepadii
3aMLLIAITLCA HE3MIHHMMM); 3MiHKM | TNy - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta papmakoHarnsagy (iHwi 3miHun)
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
(3amiHa rpadhiuHOro 306paXKeHHsT yNakoBKU Ha TEKCT
MapKyBaHHA 1A NePBUHHOT Ta BTOPUHHOT YNakoBKU Y
3B’A3KY 3 NpUBEAEHHAM Y BiANOBiAHICTL Ao Hakasy MO3
Ykpainn Ne 426 Big 26.08.05 (y pegakuii Hakasy MO3
Ykpainu Ne460 Big 23.07.2015 p.)
157. | TIOKTOOAP PO34MH ANS iH'EKLi MpAT "Mo Ykpaina MpAT "Mo YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHuX maTtepianis: 3MiHu | 3a UA/3005/01/01
3%nol0mny BUPOBGHNLITBY BUPOGHULTBY TMNYy - BBEAEHHSA abo 3MiHW A0 y3arasibHEeHVX AaHuX Npo | peyenmom
dhnakoHi; no 1 IHCYniHIB iHcyniHiB "IHOAP" cuctemy hapmakoHarnsgy (BKIUaun KOHTaKTHI faHi)
hnakoHy B mauuj; no "IHOAP" Ta/abo 3MiHM y po3MilLeHHI MacTep-halina cuctemm
10 mn y dpriakoHi; no thapmakoHarnagy
5 tpnakoHiB y
6nicTepHil
YapyHKOBIl
ynakosLi; no 1 a6o
no 2 6nicTepHi
YapyHKOBI YNakoBKu
B nauuj
158. | TIOLETAM® TabneTkn, BKPUTI MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 0 peecTpayiiHux maTtepianis: 3miHn | 3a UA/6941/01/01
POPTE NAiBKOBOO "Kuismegnpen "Knismegnpenapar” TUMy - BBEAEHHS ab0 3MiHM A0 y3araslbHEHUX AaHWX MpPo | peyenmom
060710HKOt0, Ne 30 apat” cucTemy thapmakoHarnsgy; 3mMiHa ynoBHOBaXeHOT
(10x3), Ne 60 (10x6) ocobu, BignoBifasbHOI 3a 34iiCHEHHA hapMakoHarnsay
y 6nicTepax y nayuj
159. | TOKCEKC Kpanni opasibHi no MEKAHA HimeyunHa NMEKAHA HimeuunHa BHECEHHS XMH [10 peecTpauiliHix matepianis: 3miHu | 6e3 UA/13608/01/01
CNAT. NMEKA 30 mn, no 50 mny HATYPXAIN HATYPXANBMITTE MRy - AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BW NiKapCbKOro peyenma
hnakoHi; no 1 bMITTENb b Tm6X 3aco6y (3MiHa TOproBesibHOI Ha3BW JlikapcbKoro 3acoby
h1akoHy B M6X (6yno - TO-EKC «CMAIM» MEKAHA)
KapPTOHHI ynakoBLi
160. | TPAMAAO/N-3H | kancynu no 50 mr Ne TOB Ykpaina TOB "Xapkicbke Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3mMiHu | 3a UA/7148/02/01
10 (10x1), Ne 20 "XapkiBcbke thapmaueBTuyHe TUMY - BBEAEHHS ab0 3MiHV A0 y3arasiHEHUX AaHuX Npo | peyenmom
(10x2), Ne 30 (10x3) | dhapmaueBTUH niANPMEMCTBO cucTemy chapmakoHarnsgy (BKIoUarUm KOHTaKTHI faHi)
y 6nictepax He "3p0poB'a Hapoay" Ta/abo 3MiHW y po3MilLleHHI MacTep-haiina cucremu
nignpueMCTBO hapmakoHarnsagy
"3a0poB's
Hapoay”
161. | YPCOHOCT kancynu no 150 wmr, OpraHocuH IHais dpaHuia ITanis BHECEHHS 3MiH A0 peecTpauiiHux martepianis: 3MiHu | 3a UA/12572/01/01
no 10 kancyny Nand dapmachbHoTivi TMny - 3MiHK Woao 6e3nekn/edeKTBHOCTI Ta peyenmom
6nictepi; no 2 abo CaeHcus MMBT. IHaycTpia ®apmako thapmakoHarnagy. BeegeHHs abo 3MiHn o
no 5 6nicTepis B Nra. Bionopxika C.p.n. y3araslbHeHNX AaHnx npo cuctemy hapmakoHarnsgy

KapTOHHIli KopoobLi

(BefeHHs y3arasibHeHNX fJaHux Npo cuctemy
thapmakoHarnsgy, amiHa ynoBHoOBaXeHOoT ocobu,
BiANOBIAA/IbHOI 32 34iICHEHHSA hapmakoHarnsgy;

KOHTaKTHOI 0cobu 3 (hapMakoHarnfgy 3asBHuKa gns
3[jiiCHEHHsT hapMakoHarsay B YKpaiHi, AKL0 BOHa
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAA/IbHOI 3a
3pjificHeHHs hapmakoHarnsgy (BK/IH0HYAKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
cuctemu hapmakoHarnsgy). 3mMiHa KOHTaKTHUX JaHux
YNOBHOBaXEHOT 0C06U. 3MiHA agpecy 34iNCHEHHS!
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
OCHOBHOI Ajsi/IbHOCTi 3 dhapmakoHarnsgy. 3miHa agpecu
macTep-gaiina. 3miHa Homepa MacTtep-aiina); 3MiHa
3as1BHUKA (B/1ACHMKA pPEECTpaLiiHOro NocBigYEHHS)
162. | YPCOHOCT kancysv no 300 wr, OpraHocvH IHAis dpaHuia ITanisa BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3miHu | 3a UA/12572/01/02
no 10 kancyny Naiidp dapmacbioTivi TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
6nicTepi; no 2 abo CaeHcu3 MMBT. IHaycTpia ®apmako hapmakoHarnsgy. BeegeHHs abo 3miHu o
no 5 6nictepis B nro. Bionogxika C.p.n. y3araslbHeHMX AaHnX Npo cuctemy hapmakoHarnsgy
KapTOHHI KOpOGLiLi (BEOEHHS y3ara/lbHEHUX JaHMX NPO cUcCTeMy
hapmakoHarnsay, 3amiHa ynoBHOBaXKeHOT ocobu,
BiANOBIAA/IbLHOI 3a 34iliCHeHHS dhapmakoHarnagy;
KOHTaKTHOI 0c0obU 3 hapMakoHarnsgy 3asBHuKa ons
3[iiCHEHHs hapMakoHarnsay B YkpaiHi, AKLWO BOHa
BiAMiHHA BiZ YNOBHOBaXeHOI 0cO6WU, BiAMNOBIAA/IbHOI 3a
3pificHeHHs1 hapMakoHarnsay (BK/IHYAKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MmileHHI macTep-tharina
cuctemu chapmakoHarnsgy). 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0c06U. 3MiHa afpecu 34iiCHEHHS
OCHOBHOI AisiIbHOCTi 3 hapmakoHarnsgy. 3miHa agpecu
macTep-haiina. 3miHa Homepa MacTtep-aiina); 3MiHa
3asBHMKa (BNacHVKa peecTpauiiHoro nocBigYeHHs)
163. | PAMATEN- TabneTkun, BKpUTI ToBapucTeo 3 Ykpaina BCi cTagil Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu | 3a UA/1120/01/02
340POB'A 060/10HKO10, M0 40 06MeXeHOo BMPOGHMLITBA, TUNYy - BBEAEHHA HOBOro Uexy /13 goaaTkoso o peyenmom
DOPTE mr Ne 10 y 6nictepi, BignoBigasbHI KOHTPO/b SKOCTI, 3aTBepxeHoro uexy MNd ana BupobHrka ToBapucTeo 3
Ne 10 (10x1), Ne 20 cTIo BWMYCK Cepii: 06MeXeHHO BiANoBiAaIbHICTIO "dapmaleBTnyHa
(10x2) y 6nicTepax "papmaueBTu ToBapucTBO 3 KOMnaHis "340poB'a”, YKpaiHa; cynyTHS 3MiHa: 3amiHa
YHa KOMNaHis 06MeXeHo a60 BBeAieHHA 40AATKOBOI AiNbHULI BUPOGHULTBA 415
"3popos'a” BiAMNOBIAA/IbHICTIO 4YacTUHM ab0 BCbOr0 BUPOBHMYOrO NPoLEeCy roToBOro
"dapmaLeBTnyHa NikapcbKoro 3acoby (AiNbHWUA AN BTOPUHHOTO
KoMnaHisa "3g0pos'a”, nakyBaHHs); 3aMiHa ab0 BBeEeHHS 404AaTKOBOI AifIbHUL
YkpaiHa; BCi cTagji BVMPOGHMLTBA A1 YACTUHM abo BCbOro BUPOBGHNYOro
BMPOGHMLITBA, npoLiecy roToBOro Nikapcbkoro 3acoby (AinbHUUA Ans
KOHTPO/b SIKOCTI: NepBUHHOTO MakKyBaHHS) - BBeAEHHs1 HOBOTO Liexy N3
ToBapucTBo 3 [0[aTKOBO [0 3aTBepmxeHoro uexy Mo ana
06MeXeHoH BMpo6HMKa TOB "dapmalieBT1yYHa koMnaHis "340poB's”,
BiANOBIAAILHICTIO YKpaiHa; 3MiHuK | Tuny - 3mMiHa po3mipy cepii (Bknoyatoum
"®APMEKC TPy, fianasoH po3mipy cepii) roToBOro JlikapCcbKoro 3acoby
YkpaiHa (iHWi 3miHW) - BBEAEHHA [0AAaTKOBMX PO3MIpiB cepil
npenapary Ans gitovoro uexy Ne ta goaarkosoi
AinbHULU BUpo6bHMLTBa Lexy 13 gnsa BupobHuka
ToBapnCTBO 3 0OMEXEHHOH0 BifNOBiAaNbHICTIO
"apmaLeBTMYHA KOMNaHisa "3p0poB'a”, YkpaiHa. A
TakoX BMKIaAEeHHS 3aTBEPAXEHUX PO3MipiB cepii B
Kinorpamax Tay TUC. yNakoBOK B TEOPETUHHOMY
po3paxyHKy
164. | PEHOBAPBITA | Tabnetkn no 100 mr ToBapucTBO 3 Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3MiHn | 3a UA/12251/01/01
n-3H no 10 TabneTtok y 06MeXeHoto 06MeXeHoI0 TNy - NoAaHHA OHOBMEHOTO cepTudikaTta BignoBiAHOCTI | peyenmom
6nicTepi; no 5 BiANOBIAa/bHI BiANOBIAA/LHICTIO EP pns pitoyoi pevosunHn Phenobarbital Big,
6niicTepiB y Kopobui CTHo "XapkiBcbke 3aTBEPKEHVX BUPOOHMKIB; 3MiHM | TMNY - 3MiHA Y
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Ymosu

Homep

Ne
n/n

Hassa
JliKapcbKO20

Popma sUnycKy

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Bionycky

peecmpayjiliHo2
0 rnocsio4eHHs1

3acoby

"XapkiBCcbke
thapmaueBTny
He
nignpyeMCcTBO
"340poB'a
Hapogay"

thapmaueBTUyHe
nignpueMcTBo
"3p0pos'a Hapoay"

MeTogax BUNpoBYyBaHHSA [OMNOMDKHOT PEHOBUHM -
He3HauHi 3MiHW Yy MeTofax BUNPOOYyBaHHA AOMNOMDKHUX
PeyvoBUH MarHito cteapar, HaTpilo naypwuicynbgar
BiANOBIAHO A0 BUMOr MoHorpadii Aitoyoro BugaHHs EP;
3MiHM | Tuny - 3MiHa napameTpis cneyudikauiin Ta/abo
[0MNYCTUMMX MEX FOTOBOTO NiKAPCLKOro 3acoby - 3MiHU Y
cneuudikauii roToBoro MikapcbKoro 3acoby 3a T.
"CynpoBigHi AOMILLKM"; CyNYTHA 3MiHa: 3MiHa Yy MeToAax
BMNPOGYBaHHS rOTOBOrO JIIKApCbKOro 3acoby (He3HauyHa
3MiHa y 3aTBEpPMKEHNX MeTogax BUNpobyBaHHs); 3MiHM |
Tuny - 3MiHa napameTpiB cneyudikayin Ta/abo
[0NyCTUMMX MEX rOTOBOTO J1iKapCbKOro 3acoby -
He3HayHa 3MiHa go p." MikpobionoriyHa yncrora”, y
3B°A3KY 3 NPUBEAEHHAM [0 BUMOT [it0HOr0 BUAHHS
[OdY; 3miHa y cnewmdikayii roToBOro Nikapcbkoro
3acoby 3a T. "lgeHTudikauis” 4ONOBHEHHS [0 MeToay
BEPX sikicHy peakuito Ha 6apbiTypaTu; cynyTHS 3miHa:
3MiHa y MeTofax B1UNpobyBaHHA rOTOBOrO NiKapCbKoro
3acoby; 3MiHW | Tuny - 3MiHa PO3Mipy yMakoBKM rOTOBOTO
nikapcbKoro 3acoby (BU/TyYEHHS YNakoBKy NeBHOTO
po3mipy); 3MiHK | TMNy - 3MiHK Y cneuwudikauii 4ns
[OMOMDKHMX PEYOBWH BiZNOBIAHO 4O BUMOT MOHOrpadil
Aitoyoro BugaHHa EP; cynyTHs 3miHa: 3mMiHa y MeTodax
BMNPOGYBaHHA [OMOMDKHOI PEYOBUHW; 3MiHM | TUny -
3MiHa napameTpiB cneuudikauiii Ta/abo JonyCcTUMnX
MeX 4151 JOMOMiXKXHOI PEeYOBMHM; CYNyTHA 3MiHa: 3MiHa Y
MeToAax BUNpo6yBaHHSA [OMOMIKHOI pe4YOBUHM

3a

UA/12251/01/02

165.

®PEHOBAPBITA
Nn-3H

Tabnetku no 50 mr
no 10 TabneTtok y
6nictepi; no 5
6nicTepiB y kopobLi

ToBapucTso 3
06MexeHoto
BiANOBIAaA/bHI
CTHO
"XapkiBcbke
hapmaneBTny
He
nigNpPUEMCTBO
"340poB'a
Hapoay”

YKpaiHa

ToBapucTso 3
06MeXeHoto
BIANOBIAA/LHICTIO
"XapkiBcbke
hapmaueBTUyHe
niANPMEMCTBO
"3[0poB'a Hapoay"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu |
TUMy - NOLAHHSA OHOBNEHOTO cepTudikaTa BifgnoBigHOCTI
EP ans gitouoi pevosuHn Phenobarbital Big,
3aTBEPMKEHUX BUPOBHWKIB; 3MiHU | TUMY - 3MiHA Y
MeToAax BUNPoGYBaHHSA [ONOMDKHOT PEHOBUHM -
He3HauHi 3MiHV Yy MeTogax BUNPobyBaHHA AOMNOMIKHMX
PeyYoBUH MarHito cTeapart, HaTpilo naypwicynbgar
BiANOBIAHO 40 BUMOr MOHOrpadii Aitovoro BuaaHHs EP;
3MiHM | Tuny - 3MiHa napameTpis cneyudikauiin Ta/abo
[OMyCTUMUX MEX rOTOBOTO NKapCbKOro 3acoby - 3MiHN y
cneumdikaLii roToBOro likapcbkoro 3acoby 3a T.
"CynpoBigHi JOMILLKK"; CyNyTHA 3MiHa: 3MiHa y MeToAax
BMNPO6YBaHHA roTOBOro /iKapCbKOro 3acoby (HesHauHa
3MiHa y 3aTBEPAKEHNX MeToAax BUMNPOBYBaHHS); 3MiHK |

Tuny - 3MiHa napameTpis cneuudikavin Ta/abo
[0MyCTUMUX MEX rOTOBOrO NiKapCbKOro 3acoby -
He3HauHa 3miHa o p." MikpobionoriyHa uucrora”, y
3B A3KY 3 NPUBEAEHHSAM [0 BMMOT Ail0H0r0 BUAAHHS
[dY; 3miHa y cneyudikawii roToBOro Nikapcbkoro
3acoby 3a T. "lgeHTudikauis" 4ONOBHEHHS 40 MeToay

BEPX skicHy peakuito Ha 6apbiTypaTtu; CynyTHs 3MiHa:

peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
3MiHa y MeTofax B1UnNpobyBaHHSA roTOBOrO JliKapCbKOro
3aco0by; 3MiHu | Tuny - 3MiHa PO3Mipy yNakoBKW roOTOBOrO
NiKapCbKoro 3acoby (BUyYEHHS YNakoBKN NEBHOTO
po3Mmipy); 3MiHK | TMNy - 3MiHKM y cneuwudikauii s
[0MNOMDKHMX PEYOBUH BifNOBIAHO A0 BUMOr MOHOrpadii
Aitoyoro BuaaHHa EP; cynyTHS 3miHa: 3MiHa y meTogax
BMNPOGYBaHHA JOMOMDKHOI PEYOBUHM; 3MiHW | TuMy -
3MiHa NnapameTpiB cneuudikauii Ta/abo JonycTUMmX
MeX A/15 AONOMDKHOT PEYOBUHW; CYMYTHA 3MiHa: 3MiHa Y
MeTogax BUnpobyBaHHA AOMOMIKHOI PEHOBWHM
166. | PEHTAHINT M TpaHcaepMasibHUIA CaHpo3 CnoseHis Fekcan Al HimeuuunHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3mMiHu | 3a UA/10842/01/01
CAHAO3® nnactup, no 25 dapmacbloTika MMy - 3MiHa po3Mipy cepii (BK/Yalum gianasoH peyenmom
MKr/rof y nakeTukax n3 a.a. po3Mmipy cepii) roToBOro ikapcbKoro 3acoby -
no 1 nnactupy; no 5 BUAaIEHHA A0AATKOBOT iHGhopMaLLil CTOCOBHO po3mipy
nakeTuKiB y kopobui cepii, Aka 6yna NOMWIKOBO BHECEHA B A0CHE
167. | PEHTAHINT M TpaHcaepMasibHUi CaHpo3 CnoseHisa ekcan Al HimeuunHa BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3MiHu | 3a UA/10842/01/02
CAHAO3® nnactup, no 50 dapmacbloTika MRy - 3MiHa Po3Mipy cepil (Bk/ItoYatoun AianasoH peyenmom
MKr/rof y nakeTmkax n3 a.a. pO3Mipy cepil) roTOBOrO JlikapCbKOro 3acoby -
no 1 nnactupy; no 5 BUJaIeHHA 404aTKOBOT iHGhopMaLii CTOCOBHO pOo3Mipy
nakeTukKiB y Kopobui cepii, sika 6y/1a NOMUIKOBO BHECEHA B 10CbE
168. | PEHTAHINT M TpaHcaepmasibHUi CaHpo3 CnoBeHis lekcan Al HimeuunHa BHECEHHS 3MiH 0 peecTpayiiHux maTtepianis: 3MiHn | 3a UA/10842/01/03
CAHAO3® nnactup, no 75 PapmacbloTika TMNYy - 3MiHa PO3Mipy cepil (BKk/ItoYatoun gianasoH peyenmom
MKr/rofl y nakeTukax n3 a.a. po3Mipy cepil) roToBOro JlikapCbKOro 3acoby -
no 1 nnactupy; no 5 BUAIEHHS AOAATKOBOI iHGhopMaLiii CTOCOBHO po3mipy
nakeTVKiB y Kopobui cepii, ika 6y/1a NOMWUIKOBO BHECEHA B JOCHE
169. | PEHTAHIN M TpaHcaepMasibHU CaHpo3 CnoseHisa Iekcan Al HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/10842/01/04
CAHOO3® nnactup, no 100 dapmacbloTika TMMy - 3MiHa po3Mipy cepii (BK/OYakum gianasoH peyenmom
MKr/rof y nakeTmkax n3 a.a. po3Mipy cepil) roToBOro JlikapCbKOro 3acooy -
no 1 nnactupy; no 5 BUAAIEHHS [04aTKOBOI iHhopMmaL,ii CTOCOBHO po3Mipy
nakeTuKiB y Kopooui cepii, sika 6ys1a NOMUIKOBO BHECEHA B JOCHE
170. | ®JZIOKCAN® Kpansi O4Hi, po3ynH TOB Ykpaina [p. F'epxaps MaHH HimeuuunHa BHECEHHS 3MiH [j0 peeCTpaLiiiHuX MaTepiasliB: BHECEHHS 3a UA/8528/01/01
0,3%no5mny "BAJIEAHT Xewm.-thapm. Pabpuk 3MiH [0 peecTpauiliHix martepianis: 3miHu | Tuny - peyenmom
chnakoHi 3 ®APMACBIOT M6X noaaHHs oHoBneHoro cepTudikata R1-CEP 2003-210-
KpanenbHuueto; no 1 IKAN3" Rev 03 Big, BXe 3aTBEPAKEHOTO BUPOBHIKA, SIKWIA 3MIHNB
pnakoHy 3 Has3By
KpanenbHuUUeto
171. | ®JIOKCAN® Masb o4Ha 0,3 % no TOB Ykpaina [p. F'epxaps MaHH HimeuuunHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/8528/02/01
3ryTy6i Ne 1 "BAJIEAHT Xewm.-thapm. Pabpuk TUMY - NOAAaHHA OHOBNeHoro cepTudiikata R1-CEP peyenmom
PAPMACBIOT M6X 2003-210-Rev 03 Big BXe 3aTBEPAKEHOIO BUPOGHMKA,
IKAN3" SIKUIA 3MIHMB Ha3BY
172. | onyimyumn niocpinizat gns 3aM60H ITanis 3am6oH C.M.A. ITanis BHECEHHS 3MiH A0 peecTpauiiHnx matepiasis: 3MiHu | 3a UA/8503/01/01
AHTUBIOTUK po34nHy Ans C.N.A. TMny - AQMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
IT iH eKuii no 500 wmr; 3 Ta/abo agpecy 3asBHMKA (B/laCHUKA PEECTPALiiHOrO
donakoHa 3 noceigueHHst) (3miHa agpecy 3asBHNKA)
niodpinizatom T1a 3
amnynu 3

PO3YMHHMKOM M0 4
ma (Boga ans
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sUnycKy

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

iH €KLIiA) Y KApPTOHHIi
Kopobui

173.

D/TYKOHA3O0/

MOPOLLOK
(cybcTaHuis) y
nonieTUIEHOBNX
nakeTtax gns
chapmaL,eBTUYHOTO
3aCTOCYBaHHs!

BE3
dapmaxem
A.0.0.

Xopsaris

[paHynes IHgis
NimiTeq

IHgis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu |
Tuny - 3MiHn 3 skocTi. CepTuddikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
thapmakonei/moHorpadii. NMogaHHA HoBoro a6o
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUTyYEHHS
cepTudpikaTa BifnoBiAHOCTI EBpoNeiichKiit hapmakonei:
ana A®l; ans BuxigHoro
Marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI API; 4151 ONOMDKHOT
peyoBuUHM (cepTrdikaT BiANOBIAHOCTI €BPONENCHKIN
hapmakonei) - OHoOBMeHUIA cepTudikaT Bif yxe
3aTBEPXEHOro BUPOo6HUKa (OHOBMEHW cepTudikat R1-
CEP 2009-075-Rev 00 Big, Bxe 3aTBEpAXEHOro
BMpo6HUKa Granules India Limited, 3 nocnigoBHUMM
3MiHamu: 3MiHa y pe-TecT nepiogi 3 1 poky Ha 5 pokis
npuBefeHo A0 AOKyMeHTauil BUPOGHMKa 3rigHO HOBOTO
cepTudiikaTa; 3MiHa agpecy BUpobHuka (3mMiHa
KOZlyBaHHS IHAEKCY Y 3B'A3KY 3 peopraHisauieto
agmiHicTpaTneHoi oauHuLi (6yno: 531 021; crano: 531
019)) 6e3 3miHM MicLs BUPO6HULITBA NMPYBEAEHO [0
[JOKyMeHTaUil BUPO6HYMKa 3rilHO HOBOTO cepTudikaTa)

UA/15037/01/01

174.

DYPACON

ob6nonickysau,
nopowok 0,1
r/nakeTmkno 1 ry
naketukax Ne 15

AT
"OnaiiHdhapm"

Nartsia

AT "Onaiincpapm"

Nartgia

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu |
Tuny - 3MiHa napameTpiB cneuudikayin Ta/abo
[0MyCTUMUX MEX NEPBUHHOI YNakoBKV rOTOBOrO
NiKapcbKoro 3acoby - 3aMiHM y cneuugikaLii Ha
NepBUHHWI NaKyBaslbHWIA MaTepian (namiHaT): BkazaHo
KiNbKiCHWI cknag namiHaty, y 3B'si3Ky 3 LM
NPOMNOHYIOTLCA ABi crnevumdikav,ii; BHeceHo n.
«lgeHTudikalis»; 3MiHK | TURY - 3MiHa Y NEPBUHHIi
yMaKoBL{i FOTOBOro NikapCbKoro 3acoby (skicHWi Ta
KinbKiCHWIA cknaa) - TBepai Nikapcbki hopMu - BHECEHHS
aNlbTepHaTUBHOIO NakyBasIbHOTO MaTepiasy, 3
BiANOBIAHMMY 3MiHAMW Y p. «YNakoBKa»; 3MiHuW | Tuny -
3MiHa y MeTogax B1UNpobyBaHHsS rOTOBOrO NiKapCbKoro
3aco0y - BHECEHHS 3MiH B ONWC MeToAy BUMPoOyBaHHA
rOTOBOrO JIiKapCbKOro 3acoby n. «MBY»; 3miHu | TNy -
3MiHa nocTavasibHUKa nakyBasibHUX MaTepiasiis abo
KOMMNIEKTYOUNX - BHECEHHSI J0AATKOBOrO BYPOBGHNMKa
namiHaty Constantia Topebal, Icnanis

3a
peyernmom

UA/1627/01/01

175.

XYMOAAP® b
100P

cycneHsis gns
iH'ekuili, 100 MO/mn
no3wmny
KapTpumkax Ne 3, Ne
5, no10 mny
thnakoHax Ne 1, no 5
M1y dprrakoHax Ne

MpAT "Mo
BMPOGHMLTBY
iHCYNiHIB
"IHOAP"

YkpaiHa

MpAT "Mo
BMPOOHULITBY
iHcyniHis "IHOAP"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3MiHn |
TUMy - BBEAEHHSI ab0 3MiHW A0 y3arasibHEHUX AaHuX Npo
cuctemy thapmakoHarnsgy (BKIUaKUM KOHTaKTHI AaHi)

Ta/abo 3MiHM y po3MileHHI MacTep-haiina cuctemm

thapmakoHarnsgy

3a
peyenmom

UA/1155/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs
1,Ne5
176. | XYMOOAP® b cycneHsia gns MpAT "Mo Ykpaina MpAT "Mo Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3mMiHu | - UA/13721/01/01
100P iH'ekuii, 100 MO/mn BMPOGHMLTBY BMPOOHMULITBY TUMy - BBEAEHHS ab0 3MiHW A0 y3arasibHEHUX AaHnX npo
in bulk no 5 mn Ta iHCyniHIB iHcyniHiB "IHOAP" cuctemy chapmakoHarnsgy (BkIoUarUmM KOHTaKTHI faHi)
no 10 mny "IHOAP" Ta/abo 3MiHW y pO3MiLLleHHi MacTep-haiina cucremu
thnakoHax Ne 100, thapmakoHarnsgy
Ne 200
177. | XYMOOAP® cycneHsia gns MpAT "Mo Ykpaina MpAT "Mo Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/1533/01/01
K25 100P iH'ekujin, 100 MO/mn BUPOOHNLTBY BMPOGHULTBY TUNy - BBEAEHHS ab0 3MiHW A0 y3araJibHEHUX JaHuX Npo | peyenmom
no3mny iHCYniHIB iHcyniHiB "IHOAP" cucTemy hapmakoHarnsgy (BKIoUarum KOHTaKTHI faHi)
KapTpumkax Ne 3, Ne "IHOAP" Ta/abo 3MiHW y po3MilLleHHi MacTep-halina cucremm
5 nol0mny hapmakoHarnsgy
hnakoHax Ne 1, no 5
My cpnakoHax Ne
1, Ne 5
178. | XYMOAOAP® cycrneHsisa gns MpAT "Mo Ykpaina MpAT "Mo Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepiani: 3mMiHu | - UA/13722/01/01
K25 100P iH'ekuiA, 100 MO/mn BMPOGHNLTBY BUPOOHULITBY TUMY - BBEAEHHS ab0 3MiHW A0 y3arasibHEHUX AaHuX npo
no 5 mn a6o no 10 iHCYniHIB iHcyniHiB "IHOAP" cuctemy chapmakoHarnsgy (BKIUakum KOHTaKTHiI gaHi)
M in bulk y "IHOAP" Ta/abo 3MiHW y po3MiLLleHHI MacTep-daiina cucremu
hnakoHax Ne 100, hapmakoHarnagy
Ne 200
179. | XYMOOAP® P PO3YMH ANS iH'EKLi, MpAT "Mo Ykpaina MpAT "Mo Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3mMiHu | 3a UA/1232/01/01
100P 100 MO/mn no 3 mn BMPOGHNLTBY BMPOOHULITBY TUMY - BBEAEHHS ab0 3MiHV A0 y3arasiHEHUX AaHuX Npo | peyenmom
y kapTpugxax Ne 3, iHCyniHIB iHcyniHiB "IHOAP" cuctemy chapmakoHarnsgy (BKI0UarUm KOHTaKTHI faHi)
Ne 5, no 10 mny "IHOAP" Ta/abo 3MiHM y po3MiLLleHHI MacTep-gaiina cucremm
thnakoHax Ne 1, no 5 hapmakoHarnsagy
mn 'y donakoHax Ne
1,Ne5
180. | XYMOAAP® P PO3YMH ANS iH'EKi, MpAT "Mo Ykpaina MpAT "Mo Ykpaina BHECEHHS 3MiH 10 peecTpavljiiiHuX maTtepianis: 3MiHu | - UA/13723/01/01
100P 100 MO/mn in bulk BMPOGHMLTBY BMPOOHMLITBY TUMy - BBEAEHHS ab0 3MiHW A0 y3arasibHEHUX AaHuX Npo
no 5 wmn, no 10 mny IHCYniHIB iHcyniHiB "IHOAP" cuctemy hapmakoHarnsgy (BKIUaun KOHTaKTHI faHi)
thnakoHax Ne 100, "IHOAP" Ta/abo 3MiHM y po3MilLeHHI MacTep-halina cuctemm
Ne 200 dhapmakoHarnsgy
181. | LLE®AHTPAN nopoLUoK aNs NMonin Nimiteq, IHais Nonin Nimiteq, IHais BHECEHHS 3MiH [j0 peecTpaLiitHux maTepianis: 3MiHu | 3a UA/0522/01/03
PO34MHY ANS iH'EKLi TMny - AGMiIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
no 1r y dpnakoHax Ta/abo agpecu 3asiBHMKa (B/laCHUKa peECTpaLiiiHoOro
Ne 1 noceigyeHHs) (3mMiHa agpecy 3asiBHMKA)
182. | LEDPAHTPAN NMopoLOK ANs JMoniH Nimiteq, IHgis ionin Nlimiteq, IHgis BHECEHHS 3MiH A0 peecTpayiiHnx matepiasi: 3MiHu | - UA/0523/01/01
PO34MHY ANS iH'EKLi TMny - AQMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
nolrinbulky Ta/abo agpecy 3asBHMKA (B/laCHUKA PEECTPALiiHOro
donakoHax Ne 25 noceigyeHHs) (3miHa agpecy 3asiBHMKA)
183. | YEMMIKC TabneTku, BKpUTI Mdpaiizep IHK. CLIA P-®apm [IxepmaHi HimeuuunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu |1 3a UA/9398/01/01
nAiBKOBOO 6X TVNY - 3MiH A0 IHCTPYKLi A/ Me4MYHOro 3aCTOCYBaHHS peyenmom

060/10HKO0, Mo 0,5
Mmr Ne 11 y 6nicTepi
+ TabneTkun, BKpUTI
NAiBKOBOIO
060/10HKO, N0 1 Mr

y po3ginu: "dapmakosnoriyHi BnacTuBocCTi",
"MpoTunokasaHHsA", "B3aemMogis 3 iHLWMMU NikapCbKMun
3acob6amMu Ta iHLi BUAY B3aeMOZIR" (pefaryBaHHs

po3giny), "Oco6mnBOCTi 3aCTOCyBaHHSA", "3acTocyBaHHs
y nepiof BariTHOCTi abo rofyBaHHs rpyaat”,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayitiHo2
3aco6y 0 NOCBIOYEHHs

Ne 14 y 6nicTepi B
ynakosLi abo
TabneTku, BKPUTI
M/1iBKOBOIO
060/10HKOI0, M0 1 Mr
Ne 28 (14x2) y
6nictepax B
ynakoBLi

"Mepeno3yBaHHA" (pegaryBaHHs po3giny), "MobiyHi
peaxuii”. BBegeHHA 3MiH npoTarom 3-x Mmicsiyis nicns
3aTBEPAKEHHSA

HauyanbHUK YnpaBniHHA
thapmaneBTUYHOT AiANBHOCTI Ta
AKOCTI (hapmMmaueBTUYHOI NPOAYKLT

T.M. IacKoBCbKUu




NEPENIK

Aopartok 4

[0 Hakaly MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu

02.03.2017 Ne 236

NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONOTYHUX NMPEMAPATIB), AKUM BIAMOBJ/IEHO Y JEP)XXABHIN PEECTPALL,
NMEPEPEECTPALII TA BHECEHHI 3MIH O PEECTPALUINMHUX MATEPIANIB
TA LEPXXABHOIO PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hassa dopma sunycky 3asisHUK KpaiHa Bupo6Huk KpaiHa riocmasa lpoyedypa
n/n | nikapcbkoz20
3acoby
1. AMITPUNTUNIH Tabnetku, BKPUTI ToBapucTeo 3 YkpaiHa ToBapucTso 3 YkpaiHa 3acigaHHa HTP Ne 04 BiamoBuTHn y 3aTBePKEHHI -
060/10HKOI0, MO0 25 Mr, 06MexXeHot 06MEXeHOo Big 02.02.2017 BUNPAaB/IEHHS TEXHIYHMX NOMU/IOK Y po3ini
no 25 Tabnetok Yy | BignosigasbHiCT BiAnNoBiganbHicT «MapKyBaHHs», OCKiNbKK 3a3HayeHe
BGaHkax, no 10 10 "[docnigHuin t0 "LocnigHuin BUMNPAaB/IEHHS He BIANOBIgAaE apXiBHUM
TabneTok y | 3aBog "THU/AC" 3aBsog "THU/C", MaTepianam, BHECEHHS1  [04aTKOBOrO
6nictepax, no 10 YkpaiHa (BCi Hanucy Ha POCiIACbKin MOBI Ta 3a3Ha4YeHHs
Tabnetok y 6nictepi cragji [0[4aTKOBO KifIbKICTb Ail040i pevyoBUHU He
no 5 6nictepis y BUPOGHULTBA, nignagae nig  BM3HAYEHHA  TeXHIYHOT
Kopoo6Li KOHTPO/1b NOMWIIKA
AKOCTI, BUMYCK
cepii);
TosBapucTso 3
06MeXeHoto
BignosiganbHiCcT
10
"®apmaveBTNyH
a KomMnaHis
"3popos's”,
YkpaiHa (BCi
cragii
BMPOGHNLTBA,
KOHTPO/1b
AKOCTi, BUNYCK
cepii)
2. BPOHXO®IT HacTolika cknagHa no | TOB "HaykoBo- YkpaiHa TOB "HaykoBo- YkpaiHa 3acigaHHa HTP Ne 04 BiamoBuTtun y 3aTBepPKEHHI -
100 mn y 6GaHui BUPOGHMNYA BUPOGHNYA Big 02.02.2017 BUMPAaB/IEHHS TEXHIYHUX NOMWIIOK Y pO34ini
CKNAHIl; no 1 6aHui B | hapmavleBTuyH thapmaueBTUYH «MapkyBaHHA», 3a3HayeHe BUNPaB/IEHHS
nayudi; no 100 mn B a KomnaHisi a KoMmnaHisi He nignagae nig npoueaypy BuUnpaBieHHSA




2

n/n

Hassa
JliKapcbKO20
3acoby

Popma suUryCKy

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

Miocmasa

lMpoyedypa

6aHLi noniMepHii; no
1 6GaHui B mayui; no
100 mn y cniakoHi
noniMepHomy; no 1
dhnakoHy B nayi

"ENMM"

"EMM"

TEXHIYHOI MOMWSIKW, OCKISIbKU Yy  TeKCTi

nepBuHHOI yNakoBKu 3a3HayvyeHHs
nikapcbkoi  dopmMn  He  nepeabayeHo.
Mpouenypoto  BUNPaB/IEHHSA  TEXHIYHOT
NOMWIIKM Takox He nepegbayeHo

3aTBepaXXeHHA HOBOIo TEKCTY MapKyBaHHA.

HavyanbHuK YnpasniHHA papmaueBTUYHOIT
OIANBLHOCTI Ta AKOCTI (hapmaLeBTUYHOI NPOAYKLiT

T.M. IAacKOBCbKUA
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