]

MIHICTEPCTBO OXOPOHH 3[JOPOB’Sl YKPAIHU

HAKAS3
02.03.2017 Ne 203
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



NMEPENIK

Jopartok 1

A0 Haka3y MiHicTepcTBa OXOPOHMU
300pOB’A YKpaiHu
02.03.2017 Ne 203

3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIONOIN4YHUX MPENAPATIB), AKI BHOCATbLCHA
A0 DEP>XABHOIO PEECTPY JIIKAPCbKMX 3ACOBIB YKPAIHU

no 5 mr in bulk Ne 11760
(7x1680) y 6nictepax

KOHTPO/Ib SKOCTi, BUMYCK
cepi:
Anotekc IHK, KaHaga;
[MepBUHHE Ta BTOPUHHE
nakyBaHHS NikapcbKoro
3acoby :
Anotekc IHk, KaHaga,;
KOHTpO/b SIKOCTI,
nepBUHHE Ta BTOPUHHE
nakyBaHHS /likapCbKoro
3acoby:
Anotekc IHK, KaHaga;
Mikpob6ionoriuHwmii
KOHTPO/b NiKapCbKoro
3acoby:
Anotekc IHk, KaHaga

peecTpaLiiHOro NocBigYeHHs
iCHYIOTb — HaJaHHS AeTa/IbHOro
Onncy CUCTEMM yNpaBAiHHSA
pr3nkamMun y BUrNSgi nnaHy
ynpasniHHA pyu3nkammn a0
30.10.2017 BignosigHo A0
nignyHkty 1.8.2 nyHkTy 1.8
popartky 5 lNMopagky nposefeHHA
eKcnepTn3n peecTpauiiHnx
mMarepianiB Ha nikapcbki 3acobu,
LLI0 NOAAITHLCS Ha epXKaBHy
peecTpavuito (nepepeecTtpadito), a
TaKoX eKCnepTusn maTepianis npo
BHECEHHS 3MiH [JO peecTpaLiinHmx
marepianis NpoTArom gii
peecTpauiiHoro nNocBigYeHHs,
3aTBepAKeHoro Hakazom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3zy MO3 Big 23.07.2015 Ne
460).
MepiognyHiCTb NOgaHHSA
perynisipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku BignosigHO Ao MNopsaaky
3[iICHEHHS Harnagy 3a noGiYHNMM
peakuisiMn nikapcbkunx 3acobis,
[103BOMIEHUX [0 MEANYHOr0o
3aCTOCYBaHHS, 3aTBEPAKEHOIO

Ne Hassa dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiIBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo
3acoby ynakoska) 2o
nocsio4eHHs1
1. L-APrIHIH KpMcTaniuyHWin NOPOLLIOK TOB "TK Ykpaina AA31MHOMOTO Ko., [HK. AnNoHis peecTpauis Ha 5 pokis - He UA/15812/01/01
abo kpuctanm "ABPOPA" nions2ae
(cybeTaHuis) B
nonieTUIEHOBUX MilLKax
4ns hapmaeBTM4Horo
3aCTOCYBaHHSA
2. AJAXNO® TabneTku, BKPUTI MAT "®apmak” YkpaiHa Brvpo6HMLTBO roTOBOrO KaHapa peecTpauist Ha 5 pokis - He UA/15809/01/01
NAiBKOBOK 060/IOHKOIO, NiKapcbKoro 3acooy, 3060B’'s13aHHS Npu BUAadi nionsieae




Hassa
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n/n

JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHs

Howmep
peecmpayitiHo
20

Hakazom MO3 Big 27 rpyaHs 2006
poky Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainun 29
ciuHa 2007 poky 3a Ne73/13340,

CTaHOBWTb: BiANOBIAHO A0
nepioguyHOCTI 9K ANS NiKapCbKoro
3acoby nicns gepxaBHOl
peecTpadii B YkpaiHi, ik y nepLuiii
KpaiHi CBITy.

nocsio4eHHs

AJAXNO®

TabneTkn, BKpUTI
NNiBKOBOK 060/I0HKOHO,
no 10 mr in bulk Ne
11760 (7x1680) y
6nictepax

MAT "®apmak”

YkpaiHa

B1po6GHMLITBO rOTOBOMO
NiKapcbKoro 3acooby,
KOHTPO/1b SKOCTi, BUMYCK
cepii:

Anortekc IHK, KaHaga;
[MepBUHHE Ta BTOPUHHE
nakyBaHHS iKapCbKoro
3acoby :
Anotekc IHK, KaHaga;
KoHTponb sikocTi,
nepByHHE Ta BTOPUHHE
nakyBaHHS /ikapCbKoro
3acoby:
Anortekc IHK, KaHaga;
Mikpob6ionoriuHui
KOHTPO/1b NiKapCbKOro
3acoby:
Anotekc IHK, KaHaga

KaHaga

peecTpauist Ha 5 pokis
3060B’'sA3aHHA Npu BUAadi
peecTpaLinHoOro NoceigYeHHs
iCHYIOTb — HaJaHHS AeTa/IbHOro
onucy cucTemu ynpasniHHS
pv3vikaMun y BUTNSAI nnaHy
ynpasAiHHA pusnkamu o
30.10.2017 BignoBigHO A0
nignyHkty 1.8.2 nyHkTy 1.8
fopartky 5 rNopsaky nposefeHHs
eKCcrnepTn3n peecTpauiiHux
marepianis Ha nikapcbki 3acoowu,
LLIO NOAAI0THLCSA Ha AepXaBHy
peecTpavuito (nepepeecTtpadito), a
TaKoX eKkcrnepTnsn martepianis npo
BHECEHHS 3MiH [0 peecTpavyinHmx
mMartepianis npoTArom Aji
peecTpavuiiiHoro nocBig4YeHHs,
3aTBepmkeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakui
Hakady MO3 Big 23.07.2015 Ne
460).
MepiognyHICTb NOfAHHSA
perynsipHo OHOB/IHOBAHOIO 3BiTY 3
6e3neku BignNoBiagHO Jo0 MNopsaaky
3[iICHEHHS Harnaay 3a NoGiYHNMM
peakuisiMn likapCbKux 3acobis,
[103BOSIEHUX [0 MEANYHOr0
3aCTOCYBaHHS, 3aTBEPAKEHOro
Haka3om MO3 Big 27 rpyaHs 2006
poky Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULT Ykpainm 29
ciuHa 2007 poky 3a Ne73/13340,
CTaHOBWTb: BigMNOBIAHO A0
nepiognYHOCTI AK A1 NikapcbKoro
3acoby nicnsa gepxasHol
peecTpaujii B YkpaiHi, SiK y nepLuiii
KpaiHi CBITY.

He
nionsieae

UA/15809/01/02

AJAXNO®

TabNeTkn, BKPUTI

MAT "®apmak”

YKpaiHa

MAT “®apmak”

YkpaiHa

peecTpauis Ha 5 pokiB;

3a

He

UA/15810/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHs

Homep
peecmpayitiHo
20
nocsio4eHHs1

NNiBKOBOK 060/10HKOIO,
no 5 mr Ne 28 (7x4) y
6nictepax
(BUpPOGHMLTBO 3
nakyBaHHs in bulk
hipMU-BMPOGHMKA
Anotekc IHk, KaHaga)

30608B's13aHHA Npy BMAAYi
peecTpaLiiHOro NocBigYeHHs
iCHYIOTb — HaJaHHS AieTa/IbHOro
onucy cucTemu ynpasiHHS
pr3nkamMun y BUrNSAi nnaHy
ynpasniHHA pru3vkammn [0
30.10.2017 BignoBigHoO A0
nignyHkTy 1.8.2 nyHkTy 1.8
popartky 5 Mopsaky npoBefeHHs
eKCnepTn3n peecTpauiiHnx
Marepianis Ha nikapcbki 3acoou,
LLIO MOAAI0TLCA Ha AepXaBHY
peecTpadiio (MepepeecTpaviio), a
TakoX ekcnepTnsn marepianis Nnpo
BHECEHHS 3MiH 10 peecTpaLifiHnx
marepianis NpoTsArom fji
peecTpauiiiHoro nocBigYeHHs,
3aTBEepAKeHoro Hakazom MO3 Big,
26.08.2005 Ne 426 (y pepakuii
Haka3zy MO3 Big 23.07.2015 Ne
460).
MepiogunyHicTb NogaHHsA
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku BignosiagHO J0 Mopsaaky
3[iICHEHHS Harnagy 3a noGiYHNMK
peakuisiMn Nikapcbkux 3acobis,
[03BOMIEHNX A0 MELUYHOTO
3aCTOCYyBaHHS, 3aTBEPAKEHOr0
Haka3zoM MO3 Big 27 rpyaHs 2006
poky Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainn 29
ciyHsa 2007 poky 3a Ne73/13340,
CTaHOBWTbL: BifNOBIAHO 4O
nepioguYHOCTI K ANS NiKapCbKoro
3acoby nicns gepxasHol
peecTpaLii B YkpaiHi, K y nepLuii
KpaiHi CBITY.

peyerimom

nionsieae

ALAXNO®

TabneTku, BKPUTI
NNiBKOBOK 060/10HKOIO,
no 10 mr Ne 28 (7x4) y
6nictepax
(BUpPOGHMLTBO 3
nakyBaHHs in bulk
hipmMu-BMpPOOHUKA
AnoTekc IHK, KaHaga)

MAT "®dapmak”

YKpaiHa

MAT “®apmak”

YkpaiHa

peecTpavuis Ha 5 pokis;
30608B’3aHHA Npy BMAAYI
peecTpaLiiHOro NocBigYeHHs
iCHYIOTb — HaJaHHS AeTa/IbHOro
Onncy CUCTEMM yNpaBAiHHSA
pr3nkamMun y BUrNSgi nnaHy
ynpasniHHA pyu3nkammn a0
30.10.2017 BignosigHo A0
nignyHkty 1.8.2 nyHkTy 1.8
nopatky 5 rNopsaky nposefeHHs
eKcnepTn3n peecTpauiiHnx
MaTepianiB Ha nikapcbki 3acobu,

3a
peyenmom

He
nionsieae

UA/15810/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHs

Homep
peecmpayitiHo
20
nocsio4eHHs1

LLIO NOAAIOTHLCSA Ha fepXaBHy
peecTpavuito (nepepeecTtpadito), a
TaKOoX ekcrnepTnsn martepianis npo
BHECEHHS 3MiH [0 peecTpavyinHmx
martepianis NpoTArom Aji
peecTpavuiiiHoro nNocBigYeHHs,
3aTBepMKeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepaku,i
Haka3y MO3 Big 23.07.2015 Ne
460).
MepiognyHICTb NOgaHHSA
perynspHo OHOB/IHOBAHOIO 3BiTY 3
6e3neku BignoBigHO fo Mopsaaky
3[iICHEHHS Harnagy 3a NoGiYHNMM
peakuisiMn Nlikapcbkux 3acobis,
[103BOSIEHUX [0 MEANYHOI0
3aCTOCYyBaHHS, 3aTBEPAKEHOro
Haka3om MO3 Big 27 rpyaHa 2006
poky Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULT Ykpaitu 29
ciuHa 2007 poky 3a Ne73/13340,
CTaHOBWTb: BigMNOBIAHO A0
nepiognYHOCTI AK AN NikapcbKoro
3acoby nicnsa gepxasHol
peecTpaujii B YkpaiHi, SiK y nepLuiii
KpaiHi CBITY.

BPOHXOTEPO/

aepo30/1b 4030BaHW,
100 mkr/go3y no 10 mn
(200 po3) y 6anoHi,
repmMeT3oBaHoOMy
[03YI0UUM KranaHom

TOB
«BAJTAPTIH
PAPMA»

Ykpaina

ToBapucTso 3
o6MexeHo
BiANOBIAA/ILHICTIO
«MynbTicnpeli»

YkpaiHa

peecTpauist Ha 5 pokis
30608B’s13aHHA Npy BMAAi
peecTpaLiiHoro NocBigYeHHs
iCHYIOTb — HaJaHHS1 AeTa/IbHOro
onucy cucTemu ynpasiHHS
pr3nkamMun y BUrNSAi nnaHy
ynpasniHHA py3vkammn 10
30.10.2017 BignoBigHoO A0
nignyHkTy 1.8.2 nyHkTy 1.8
pogaartky 5 Mopsiaky npoBefeHHs
eKcnepTn3n peecTpauiitHnx
mMaTtepianis Ha nikapcbki 3acobu,
LLIO MOAAI0TbCA Ha AepXaBHY
peecTpadiio (MepepeecTpaviio), a
TakoX ekcnepTnsn marepianis npo
BHECEHHS 3MiH [0 peecTpaLinHx
marepianis NpoTArom gii
peecTpauiiiHoro nNocBigYeHHs,
3aTBepAXeHoro Hakasom MO3 Bif,
26.08.2005 Ne 426 (y pegakuii
Hakaszy MO3 Big 23.07.2015 Ne
460).
MepioAMYHICTb NOAAHHS

3a
peyerimom

He
nionsieae

UA/15813/01/01
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo
3acoby ynakoska) 2o
nocsio4eHHs1
perynisipHoO OHOB/IHOBAHOTO 3BITY 3
6e3neku BignosigHO Ao MNopsaaky
34ilicHeHHA Harnagy 3a noGiyHMMu
peakuisiMn nikapcbkunx 3acobis,
[103BOMIEHUX [0 MEANYHOro
3aCTOCyBaHHs, 3aTBEPAKEHOI0
Haka3om MO3 Big 27 rpyaHs 2006
poky Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainun 29
ciuHa 2007 poky 3a Ne73/13340,
CTaHOBWTb: BiANOBIAHO A0
nepioguyHOCTI 9K ANS NiKapCbKoro
3acoby nicns gepxaBHOl
peecTpaduii B YkpaiHi, ik y nepLuii
KpaiHi CBITy.
7. BICMYTY MOPOLLIOK (Cy6CTaHLis) B MAT YkpaiHa 5H Mntoc /llobek M6X HimeuunHa peecTpauis Ha 5 pokis - He UA/15814/01/01
CYBUUTPAT nakeTax "Kuismegnpen niosnsieae
MOPOLUOK (TAB) | nonieTuneHoBux gns apart"
dhapmaLeBTU4YHOro
3aCTOCYyBaHHSA
8. BOPUKA3 TabneTkn, BKPUTI neHmapk IHais neHmapk IHgis peecTpauist Ha 5 pokis 3a He UA/15815/01/01
N/1iBKOBOK 060/IOHKOMD, PapmacblTHK PapmacbioTukans flimites peyenmom niosisieae
no 50 mr Ne 10 (10x1) y ans Jita,.
6nictepax
9. BOPUKA3 TabneTku, BKpUTI "neHmapk IHais "neHmapk IHais peecTpauis Ha 5 pokis 3a He UA/15815/01/02
NAiBKOBOK 060/IOHKOHO, dapmacboTHK dapmacbioTukans flimites peuenmom nionsieae
no 200 mr Ne 10 (10x1) y ans Jta,.
6nictepax
10. FIOTPUND® TabneTku, BKpUTI BepiHrep HimeuunHa BVMPOGHULTBO, NEPBUHHE HimeuunHa peecTpaujisf Ha 5 pokis; 3a He UA/15816/01/01
MN/1iBKOBOK 0BGOJIOHKOMO, IHrenbxainm Ta BTOPVHHE MakKyBaHHS, MepiogunyHicTb NogaHHsA peyenmom nionsizae
no 20 mr Ne 28 (7x4) y IHTEepHeLHN KOHTPO/Ib AKOCTI Ta perynspHo OHOB/IHOBAHOrO 3BITY 3
6nicTepax 6X BUNYCK cepil: 6e3neku BignosiaHO J0 Mopsaaky

BepiHrep IHrenbxaim
dapma 'mbX i Ko. KT,
HimeuuunHa;
anbTepHaTnBHA
naboparopisa ans
NpPOBeAEHHSI KOHTPOSO
AKOCTi 38 NOKa3HUKOM
Mikpo6ionoriyHa uncrora:
CIC IHcTuTyT ®peseHiyc
m6X, HimeuunHa,;
Na6op N+C AT,
HimeuuunHa;
a/lbTepHaTUBHA AiNbHULSA
AN KOHTPOO AKOCTI
roTOBOrO /1iKapCbKOro
3acoby Ta 3a NOKa3HNKOM

3[iICHEHHS Harnagy 3a noGiYHNMK
peaxuisiMn Nikapcbkux 3acobis,
[,03BOMIEHNX A0 MELUYHOTO
3aCTOCYyBaHHS, 3aTBEPAKEHOr0
Haka3zoM MO3 Big 27 rpyaHs 2006
poky Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainn 29
ciyHA 2007 poky 3a Ne73/13340,
CTaHOBWTbL: BiNOBIAHO 4O
nepioguYHOCTI CKNagaHHs
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3rnekun Nikapcbkoro 3acooby,
[103BOJIEHOTO [J0 MELNYHOIO
3aCTOCYBaHHS, Ha LieHTpasibHOMY
piBHI.




8

n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHs

Homep
peecmpayitiHo
20
nocsio4eHHs1

"Po3knagaHHs
aimetunaminy":
DACT 'm6X, HimeuunHa;
anbTepHaTMBHA AiNTbHNLA
ONs MapKyBaHHS Ta
BTOPVMHHOIO NaKyBaHHS:
Papwm/lor Papma
NopyxicTik TM6X,
HimeuumnHa;
LLTeremaHH
JTboHbepnakyHreH yHa,
NoricTiwep Cepsic e. K.,
HimeuumnHa;
anbTepHaTuBHa
nabopartopia Ans
NpoBeLEHHS KOHTPOSTO
AKOCTI:

A eHp Em WTabTect
'M6X, HimeyunHa

11.

rioTPNoO®

TabneTku, BKPUTI
NNiBKOBOK 060/10HKOIO,
no 30 mr Ne 28 (7x4) y
6nictepax

BepiHrep
IHrenbxainm
IHTEpHELHN

M6X

HimeyunHa

BMPOBHWLTBO, NEPBUHHE
Ta BTOPVHHE NakKyBaHHS,
KOHTPO/Tb AKOCTi Ta
BUNYCK cepil:
BepiHrep IHrenbxaim
dapma 'mbX i Ko. K,
HimeuumnHa;
anbTepHaTuBHa
naboparopia aAns
NpOoBeAEHHS KOHTPOSO
AKOCTI 38 NOKa3HWKOM
MikpobiosoriyHa uncToTa:
CIC IHcTuTyT ®peseHiyc
'm6X, HimeyunHa;
Na6op N+C AT,
HimeuuunHa;
anbTepHaTMBHA AiNTbHULA
[N KOHTPOJIO AKOCTI
roTOBOrO /liKapCbKOro
3acoby Ta 3a NoKasHMKOM
"Po3knagaHHs
aimetunaminy":
DACT M'm6X, HimeuunHa;
a/lbTepHaTUBHA AiNbHULSA
AN MapkyBaHHS Ta
BTOPUHHOIO NaKyBaHHS:
dapm/lor dapma
NopyxicTik TM6X,
HimeuuunHa;
LTeremaHH

HimeuunHa

peecTpavuis Ha 5 pokis;
MepioanyHICTb NOgAHHSA
perynisipHoO OHOB/IIOBAHOTO 3BITY 3
6e3neku BignosiaHO Ao MNopsaaky
3[iICHEHHS Harnagy 3a noGiYHNMM
peakuisiMmn nikapcbkunx 3acobis,
[103BOSIEHUX [0 MEANYHOr0o
3aCTOCyBaHHS, 3aTBEPAKEHOIO
Hakazom MO3 Big 27 rpyaHs 2006
poky Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainn 29
ciuHa 2007 poky 3a Ne73/13340,
CTaHOBWTb: BiAMNOBIAHO A0
nepioguYHOCTI CKNagaHHs
perynisipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
[103BOSIEHOTO [10 MELNYHOIO
3aCTOCYBaHHS, Ha LieHTpaslbHOMY
piBHI.

3a
peyenmom

He
nionsieae

UA/15816/01/02
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo
3acoby ynakoska) 2o
nocsio4eHHs1
JNlboHtbepnakyHreH yHz,
NoricTiwep Cepsic e. K.,
HimeuuunHa;
anbTepHaTnBHa
na6oparopia ans
NpoBefEeHHS KOHTPOO
AKOCTI:
A eHp Em LUTabTecT
'M6X, HimeyunHa
12. FIOTPUND® TabneTkn, BKpUTI BepiHrep HimeuunHa BVPOGHMLTBO, NMEPBUHHE HimeuunHa peecTpauis Ha 5 pokiB; 3a He UA/15816/01/03
NAiBKOBOK 060/IOHKOHO, IHrenbxaim Ta BTOPUHHE NakKyBaHHS, MepiognyHICTb NOfAHHSA peuenmom nionsieae
no 40 mr Ne 28 (7x4) y IHTEepHeLwHN KOHTPO/Ib SKOCTi Ta perynsipHoO OHOB/IHOBAHOIO 3BiTY 3
6nicTepax 6X BMNYCK Cepil:

BepiHrep IHrenbxaim
dapma 'm6X i Ko. KI,
HimeuuunHa;
anbTepHaTnBHa
nabopartopia ans
NpOBeAEHHA KOHTPOSO
AKOCTi 38 NOKa3HWMKOM
MikpobiosioriyHa uncToTa:
CI'C IHcTuTyT ®peseHiyc
'M6X, HimeuuunHa,;
Nab6op N+C AT,
HimeuuunHa;
anbTepHaTUBHA AiNbHULSA
[ON151 KOHTPOSIHO SAKOCTI
roTOBOrO /1iKapCbKOro
3acoby Ta 3a NokKasHNKOM
"Po3knagaHHsA
aimeTnnaminy":
PACT 'm6X, HimeuunHa;
anbTepHaTMBHA AiNTbHULA
AN MapKyBaHHS Ta
BTOPVHHOTO NakKyBaHHS:
Papm/lor dapma
NopyxicTik TM6X,
HimeuuunHa;
LLiteremaHH
JlboHtbepnakyHreH yHz,
Norictiwep Cepsic e. K.,
HimeuuunHa;
anbTepHaTnBHa
nab6opartopis ans
NpoBeLEHHS KOHTPOSO
AKOCTI:

A eHp Em LTa6Tect
'm6X, HimeyunHa

6e3neku BignNoBiaHO f0 Mopsaaky
3[iICHEHHS Harnaay 3a NoGiYHNMM
peakuisiMn likapCbkux 3acobis,
[103BOSIEHUX [0 MEANYHOr0
3aCTOCYBaHHS, 3aTBEPAKEHOro
Haka3om MO3 Big 27 rpyaHs 2006
poky Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULT Ykpainm 29
ciuHa 2007 poky 3a Ne73/13340,
CTaHOBWTb: BigMNoBIAHO A0
nepiognYHOCTI CKnafaHHsa
perynsipHo OHOB/IHOBAHOIO 3BiTY 3
6e3nekun nikapcbkoro 3acooby,
[103BOMIEHOTO 10 MEVYHOrO
3aCTOCYBaHHS, Ha LeHTpasIbHOMY
PiBHi.




10

Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo
3acoby ynakoska) 2o
nocsio4eHHs1
13. FIOTPUD® TabneTku, BKpUTI Bepinrep HimeuunHa BVMPOGHMLTBO, NMEPBUHHE HimeuunHa peecTpauist Ha 5 pokiB; 3a He UA/15816/01/04
NNiBKOBOK 060/IOHKOHO, IHrenbxaim Ta BTOPUHHE NakKyBaHHS, MepiognyHICTb NOgaHHSA peuyenmom niossieae
no 50 mr Ne 28 (7x4) y IHTEepHeLHN KOHTPO/Ib SKOCTi Ta perynspHo OHOB/IHOBAHOIO 3BiTY 3
6nicTepax 6X BMNYCK Cepil: 6e3neku BignoBigHO fo Mopsaaky
BepiHrep IHrenbxaim 3[iICHEHHS Harnagy 3a NoGiYHNMM
dapma 'mbX i Ko. K, peakuisiMun nikapcbkunx 3acoobis,
HimeyunHa; [103BOSIEHUX [0 MEANYHOIO
anbTepHaTnBHa 3aCTOCYyBaHHS, 3aTBEPAKEHOro
nabopartopia Ans Haka3om MO3 Big 27 rpyaHa 2006
NpPOBeAEHHA KOHTPOSIO poky Ne898, 3apeecTpoBaHoro B
SAKOCTi 38 MOKa3HUKOM MiHicTepcTBi tocTULiT Ykpainu 29
Mikpob6iosioriyHa uncroTa: ciyHs 2007 poky 3a Ne73/13340,
CI'C IHcTuTyT ®PpeseHiyc CTaHOBWTb: BiANOBIAHO A0
'M6X, HimeuunHa,; nepioguYHOCTI cKnafaHHsa
Na6op N+C AT, perynspHo OHOB/IHOBAHOIO 3BiTY 3
HimeuuunHa; 6e3nekn nikapcbkoro 3acooby,
anbTepHaTuBHa AiNbHULA [103BOMIEHOTO 10 MENYHOr0
[ON151 KOHTPOSIHO SAKOCTI 3aCTOCYBaHHS, Ha LieHTpasibHOMY
roTOBOrO JIiKapCbKOro PiBHi.
3acoby Ta 3a MoKasHNKOM
"Po3knagaHHsA
aimeTnnaminy":
®ACT M'm6X, HimeuunHa,;
afbTepHaTUBHA AiNbHULSA
AN MapKyBaHHS Ta
BTOPVHHOTO NakKyBaHHS:
Papm/lor dapma
NopyxicTik TM6X,
HimeuuunHa,;
LLiteremaHH
JNlboHtbepnakyHreH yHz,
NoricTiwep Cepsic e. K.,
HimeuuunHa;
anbTepHaTnBHA
naboparopisa ans
NpoBefEHHS KOHTPOO
AKOCTI:
A eHp Em LUTabTecT
'mM6X, HimeyunHa
14. AOLETAKCEN KOHLeHTpaT ans KPKA, a.4a., CnoBeHis BignoBigabHWiA 3a IHais/ peecTpauist Ha 5 pokis 3a He UA/15818/01/01
KPKA pO34nHy Ans iHysili 20 HoBo mecTo BUPOGHMLTBO "in bulk", YropwmHa/ peuenmom niosnsieae
mr/Mn no 1 mn (20 mr) NepPBUHHY Ta BTOPUHHY CnoBeHis

abo no 4 mn (80 mr),
a6o no 8 mn (160 mr) y
pnakoHax Ne 1

yMakoBKy:

IHTac PapmacboTrKan3
Nimitea, IHais;
BignoBigabHWiA 3a
KOHTPO/b Ccepil:
BeccniHr YroplmHa K.,
YropuwmHa,
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo
3acoby ynakoska) 2o
nocsio4eHHs1
BignoBiga/bHWiA 3a
BTOPWHHY YNaKOBKY:
KPKA, a.4., HoBo mecTo,
CnoBeHis;
BiANoOBigaIbHUI 3a
BTOPVHHY YNakoBKy Ta
BMNYCK Cepil:
KPKA, a.4., Hoso mecTo,
CnoBeHis
15. 30/IEMEQA KOHLeHTpaT ans Anbmega LLiBefiuapis AkTasic Itani C.n.A. ITanis peecTpauist Ha 5 pokis 3a He UA/15794/01/01
pO34nHy ANs iHdys3ili 4 dapmachbioTika peuenmom nionsieae
Mr/5SMano5mny nc Ar
donakoHax Ne 1
16. IMMN/IMKOP® 50 TabneTku, BKPUTI ne dpaHuis Nab6opatopii Ceps’e dpaHuin peecTpauist Ha 5 pokis 3a He UA/15819/01/01
Mr/5 MIr NAiBKOBOK 060/IOHKOIO, NNABOPATYAP IHgacTpi peuyenmom nionsieae
no 50 mr/5 mr Ne 56 CEPBE
(14x4), Ne 112 (14x8) y
6nictepax
17. IMIN/TMKOP® 50 TabneTku, BKpUTI ne PpaHuis Na6opaTopii CepB’e ®paHuin peecTpauis Ha 5 pokis 3a He UA/15820/01/01
Mr/7,5 MIr NAiBKOBOK 060/IOHKOHO, NNABOPATYAP IHpacTpi peuenmom nionsieae
no 50 mr/7,5 mr Ne 56 CEPB'E
(14x4), Ne 112 (14x8) y
6nictepax
18. KANEUNTABIH TabneTku, BKpUTI KPKA, a.4a., CnoBeHis BignoBigasbHWiA 3a IHais/ peecTpauis Ha 5 pokis 3a He UA/15821/01/01
KPKA NNiBKOBOK 060/IOHKOHO, HoBo mecTo BMPOGHMLTBO "in bulk", ManbTa/ peuyenmom niossieae
no 150 mr, Ne 30 (10x3), NepBUHHY YNaKoBKY, CnoseHis
Ne 60 (10x6), Ne 120 BTOPUHHY YNaKOBKY:
(10x12) B 6nicTepax IHTac ®apmacbloTvKan3
Nimiteq , Ingjs;
IHTac dapmacboTkan3
Nimiteq, 1HAiN;
BifNOBigabHWIA 3a
KOHTpO/b cepii:
$apmakap Mpemiym N114.,
ManbTa;
BignoBigasbHMiA 3a
BTOPWHHY YNaKOBKY:
KPKA, a.4., HoBo mecTo,
CnoBeHis;
BiANOBIAa/IbHUIA 32 BUMYCK
cepii:
KPKA, a.4a., HoBo mecTo,
CnoBeHig
19. KAMNEUWTABIH TabneTku, BKpUTI KPKA, ao.4., CnoseHis BiANOBIAaIbHNI 3a IHpis/ peecTpauif Ha 5 pokis 3a He UA/15821/01/02
KPKA N/1iBKOBOK 06GOJIOHKOMO, Hoso mecTo BMPOGHMLUTBO "in bulk", Manbta/ peyenmom nionsizae
no 500 mr, Ne 30 (10x3), NepBUHHY YNakKoBKY, CnoBeHis

Ne 60 (10x6), Ne 120
(10x12) B 6riicTepax

BTOPUHHY YNaKOBKY:
IHTac ®apmacboTnKan3
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo
3acoby ynakoska) 2o
nocsio4eHHs1
Nimiteq , IHAis;
IHTac dapmacboTrKan3
Nimitea, IHais;
BignoBigasbHMiA 3a
KOHTPO/b Ccepil:
dapmakap Mpemiym NT14.,
ManbTa,;
BiANoOBigaIbHUI 3a
BTOPVHHY YNaKOBKY:
KPKA, a.4a., HoBo mecTo,
CnoseHis;
BiNOBIfa/IbHWIA 3a BUNYCK
cepii:
KPKA, a.4., HoBo mecTo,
CnoBeHis
20. KBETIAMIHY MOPOLLIOK (Cy6CTaHLis) y leTepo /1a63 IHAaia leTepo /1a63 NimiTeq, IHAjs peecTpauis Ha 5 pokis - He UA/15822/01/01
DYMAPAT noaBinHMX Nimiten niosnsieae
nonieTuIeHoBmx
nakeTtax Ass
dhapmaL,eBTUYHOro
3aCTOCyBaHHs
21. KNAPUTPOMILUW | nopouok (cybcTaHuis) y TOB Ykpaina XKEDKIAHT TYOBAHI Kutaii peecTpauis Ha 5 pokis - He UA/15798/01/01
H naketax "30PABO®AP ®APMACBHOTIKAN KO., nionsieae
nonieTuneHoBux ANs 8 nTAa.
dhapmaL,eBTU4YHOro
3aCTOCYBaHHSA
22. KOHTPAXICT TabneTkn, BKPUTI AT "Apavep, Monbwa NnepBrHHE Ta BTOPUHHE Monbwa peecTpauist Ha 5 pokis 6e3 nidnsieae UA/15823/01/01
ANEPDKI® N/1iBKOBOK 060/IOHKOHD, KoHcbomep nakyBaHHsi, KOHTPO/b peyenma
no 5 mr Ne 10 (10x1), 7 Xenckep" SAKOCTI Ta BUNYCK cepil:
(7x1) y 6nictepax Mab6'AHiLbKUiA
thapmaueBTUYHUIA 3aBOJ,
Monbtha A.T., MonbLua;
BUPOBHULITBO, NEPBUHHE
Ta BTOPVMHHE NakyBaHHS:
3aknag PapmaueBTUUHUIA
Apavepg ®apma C.A,,
MonbLia
23. NATAHO®APM Kpanni 04Hi, pO34rH Mo K.T. Pomdrapm PymyHis K.T. Pomdpapm KomnaHi PymyHis peecTpaujisf Ha 5 pokis; 3a He UA/15824/01/01
nntoc 2,5 mn 'y donakoHi- Komnawi C.P.N. 3060B's13aHHA Npy BMAAYi peyenmom nionsizae
KpanenbHuui Ne 1 C.P.N. peecTpaLiiHoro NocBigYeHHs

iCHYIOTb — HaJaHHS ieTa/IbHOro
Onncy CUCTEMM YNPaBAiHHSA
pv3vKkaMu y BUTNSIA| NaHy
ynpasniHHA pru3vkammn [0
30.10.2017 BignoBigHo A0
nignyHkTy 1.8.2 nyHkTy 1.8

popartky 5 Mopsaky npoBefeHHs
eKCnepTm3n peecTpauiiHnx
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo
3acoby ynakoska) 2o
nocsio4eHHs1
mMarepianis Ha nikapcbki 3acobw,
LLI0 NOAAITHLCS Ha AepXaBHy
peecTpavuito (nepepeecTtpadito), a
TakoX eKCnepTu3n maTepianis npo
BHECEHHS 3MiH [JO peecTpaviinHmx
marepianis NpoTArom gii
peecTpauiiHoro nNocBigYeHHs,
3aTBepAKeHoro Hakazom MO3 Bif,
26.08.2005 Ne 426 (y pegakuii
Hakazy MO3 Big 23.07.2015 Ne
460).
MepiognyHICTb NOgaHHSA
perynisipHoO OHOB/IHOBAHOTO 3BITY 3
6e3neku BignosigHO Ao MNopsaaky
34ilicHeHHA Harnagy 3a noGiyHMMu
peakuisiMn nikapcbkunx 3acobis,
[103BOSIEHUX [0 MEANYHOr0o
3aCTOCyBaHHs, 3aTBEPAKEHOIO
Haka3om MO3 Big 27 rpyaHs 2006
poky Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainun 29
ciuHa 2007 poky 3a Ne73/13340,
CTaHOBWTb: BiANOBIAHO A0
nepiognYHOCTI CKNagaHHsa
perynisipHoO OHOB/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
[,03BOJIEHOTO A0 MEANYHOro
3aCTOCYBaHHSA, Ha LIeHTpasIbHOMY
PiBHI.
24. MEIPE®IT Tabnetky no 100 mr Ne 2 CaHpo3 CnoseHis Cantotac ®apma 'moX HimeyunHa peecTpauist Ha 5 pokis 3a He UA/15825/01/02
(2x1), Ne 3 (3x1), Ne 6 dapmachboTika peyenmom nionsizae
(6x1) y 6nictepax n3 a.a.
25. MEFPE®IT Tabnetky no 50 mr Ne 2 CaHpo3 CnoseHis Cantotac ®apma 'moX HimeuunHa peecTpauist Ha 5 pokis 3a He UA/15825/01/01
(2x1), Ne 3 (3x1), Ne 6 dapmacbioTika peyenmom niosisieae
(6x1) y 6nictepax n3 a.a.
26. MIPALETAM nopowok (cybetaHuis) y | MAT "dapmak” YkpaiHa HopsicT ®apmacbtoTikan Kutaii peecTpauist Ha 5 pokis - He UA/15826/01/01
nakeTax noABiNHUX Ipyn Ko., Nl14. niossieae
nonieTuneHosux Ans
dhapmaLieBTU4YHOro
3aCTOCYBaHHSA
27. MPECTUNON® TabneTku, BKPUTI ne dpaHuis BUPOGHMLTBO, aHanis, dpaHuis/ peecTpavuis Ha 5 pokiB; 3a He UA/15827/01/02
10 Mr/10 Mr MN/1iBKOBOK 06O/TIOHKOIO NABOPATYAP nepBUHHE Ta BTOPUHHE IpnaHgjs MepiogunyHicTb NogaHHsA peyenmom nionsizae
no 10 mr /10 mr Ne 30 CEPB'E€ nakyBaHHs1, BUMNYCK cepii: perynspHo OHOBJ/IHOBAHOr O 3BITY 3

a60 Ne 100 y KoHTelHepi
Onst TabneTok

Nab6opaTtopii Ceps'e
IHgacTpi, PpaHuis;
NnepBUHHe Ta BTOPUHHE

nakyBaHHs, BUNycK cepii:

Ceps'e (Ipnangis)

6e3neku BignosiaHO J0 Mopsaaky
3[iICHEHHS Harnagy 3a noGiYHNMK
peaxuisiMn Nikapcbkux 3acobis,
[03BOMIEHNX A0 MELUYHOTO
3aCTOCYyBaHHS, 3aTBEPAKEHOr0
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo
3acoby ynakoska) 2o
nocsio4eHHs1
IHpacTpic NTa, IpnaHgis Hakazom MO3 Big 27 rpyaHs 2006
poky Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainun 29
ciuHa 2007 poky 3a Ne73/13340,
CTaHOBWTb: BiANOBIAHO A0
nepioguyHOCT cknagaHHs
perynisipHoO OHOB/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
[,03BOJIEHOTO A0 MEANYHOro
3aCTOCYBaHHSA, Ha LIeHTpasIbHOMY
PiBHI.
28. MNPECTUNON® TabneTkn, BKPUTI ne dpaHuis BMPOGHMLTBO, aHanis, dpaHuis/ peecTpavuis Ha 5 pokiB; 3a He UA/15828/01/01
10 Mr/5 Mr N/1iBKOBOK 060/IOHKOMO, NABOPATYAP nepBUHHE Ta BTOPUHHE IpnaHgjs MepiognyHicTb NogaHHsA peyenmom nionsizae
no 10 mr/5 mr Ne 30 a6o CEPB'E€ nakyBaHHs1, BUMNYCK cepii: perynspHo OHOB/IHOBAHOr O 3BITY 3
Ne 100 y KOHTeHepi Nab6opaTtopii Ceps'e 6e3neku BigNoBigHO Ao MNopsaaky
onsi TabneTok IHgacTpi, PpaHuis; 3[ifICHEHHS Harnagy 3a noGiYHNMK
nepBrHHE Ta BTOPUHHE peakuisiMn Nikapcbkux 3acobis,
nakyBaHHs1, BUNYycK cepii: [,03BOJIEHNX 4,0 MeANYHOIo
Cepg'e (IpnaHgis) 3acToCyBaHHS, 3aTBEPAKEHOr0
IHpacTpic N1T4, Ipnangis Haka3zoM MO3 Big 27 rpyaHs 2006
poky Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpaiin 29
ciyHA 2007 poky 3a Ne73/13340,
CTaHOBWTb: BiNOBIAHO A0
nepioguYHOCTI CKNagaHHs
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3mneKkmn Nikapcbkoro 3acooby,
[103BOJIEHOTO 40 MENYHOIO
3aCTOCYBaHHSA, Ha LIeHTpasibHOMY
PiBHI.
29. MPECTUNON® 5 TabneTku, BKpUTI ne PpaHuin BVMPOGHULTBO, aHasi3, PpaHuis/ peecTpauis Ha 5 pokiB; 3a He UA/15829/01/01
MI/10 M’ N/1iBKOBOKO 060/I0HKOIO NNABOPATYAP nepBrHHE Ta BTOPUHHE IpnaHgis nepiognYHICTb NOAAaHHS peuenmom nionsieae
no 5 mr/10 mr Ne 30 a6o CEPB'E€ nakyBaHHs1, BUMYCK cepii: perynspHo OHOB/IHOBAHOrO 3BITY 3

Ne 100 y koHTeliHepi
ons TabneTok

Na6opaTtopii CepB'e
IHaacTpi, ®paHuis;
NnepBMHHE Ta BTOPUHHE

nakyBaHHs1, BUMNYCK cepii:

Ceps'e (IpnaHgis)
IHgacTpic N1Ta, Ipnangis

6e3neku BigNoBiAHO A0 MNopsaaky
3[iICHEHHS Harnagy 3a NoGiYHNMM
peakuisiMn likapcbkux 3acobis,
[103BOSIEHUX [0 MEANYHOr0
3aCTOCYBaHHS, 3aTBEPAKEHOro
Haka3om MO3 Big 27 rpyaHs 2006
poky Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULiT Ykpainm 29
ciuHa 2007 poky 3a Ne73/13340,
CTaHOBUTb: BiAMNOBIAHO A0
nepioguYHOCTI CKnagaHHsa
perynsipHo OHOB/IHOBAHOIO 3BiTY 3
6e3nekun nikapcbkoro 3acooby,
[103BO/IEHOT0 10 MELVYHOIO
3aCTOCYBaHHs, Ha LeHTpaslbHOMY
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo
3acoby ynakoska) 2o
nocsio4eHHs1
PiBHi.
30. MPECTUNON® 5 TabneTku, BKPUTI ne dpaHuin BUPOGHMLTBO, aHanis, PpaHuis/ peecTpavuis Ha 5 pokis; 3a He UA/15827/01/01
Mr/5 MIr NAiBKOBOK 0H60/TI0HKO0 NTABOPATYAP NnepBUHHE Ta BTOPUHHE Ipnangis MepioanyHICTb NOgAHHSA peyenmom nionsieae
no 5 mr /5 mr Ne 30 abo CEPB'E€ nakyBaHHs1, BUNYycCK cepii: perynsipHoO OHOB/THOBAHOIO 3BiTY 3
Ne 100 y koHTeliHepi Nab6opaTopii Ceps'e 6e3neku BignosiaHO Ao MNopsaaky
ansa TabneTok IHgacTpi, PpaHuis; 3[iICHEHHS Harnagy 3a noGiYHNMM
nepBUHHE Ta BTOPUHHE peakuisiMmn nikapcbkunx 3acobis,
nakyBaHHs, BUMYCK cepil: [103BOSIEHUX [0 MEANYHOr0o
Ceps'e (Ipnangis) 3aCTOCyBaHHS, 3aTBEPLKEHOrO
IHpacTpic NTa, IpnaHgis Hakazom MO3 Big 27 rpyaHs 2006
poky Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainn 29
ciuHa 2007 poky 3a Ne73/13340,
CTaHOBWTb: BiANOBIAHO A0
nepioguYHOCTI CKNagaHHs
perynisipHoO OHOB/IIOBAHOTO 3BITY 3
6e3rnekun nikapcbkoro 3acooby,
[,03BOJIEHOT0 A0 MEANYHOTO
3aCTOCYBaHHS, Ha LieHTpasibHOMY
PiBHI.
31. TPAHEKCAMOB KpMCTaniuyHWin NOPOLLIOK MpAT "Nlekxim- YkpaiHa XyHaH [oHrTiHr Kutai peecTpauif Ha 5 pokis - He UA/15830/01/01
A KUCNOTA (cybeTaHuis) y Xapki" dapmacsbtoTikan Ko., Jta,. niosisieae
noaBinHMX
nonieTneHoBmX
nakeTtax Ans
dhapmaL,eBTUYHOro
3acToCyBaHHs
32. ®EHTABEPA 100 | nnactup AumHo Al HimeuyunHa AumnHo Al HimeyunHa peecTpauis Ha 5 pokis 3a He UA/15831/01/05
MKrirop, TpaHcAepMasbHUI No peyenmom nionsi2ae
100 mkr/rog y cawe Ne 5
(1x5)
33. ®EHTABEPA 12 nnacTtmp AupHo Al HimeuunHa AupHo Al HimeuunHa peecTpaujisf Ha 5 pokis 3a He UA/15831/01/01
MKri/rop, TpaHcAepMasbHWi Mo peyenmom nionsizae
12 mkr/rog y cawe Ne 5
(1x5)
34. ®EHTABEPA 25 nnactmp AuuHo Al HimeuunHa AuuHo Al HimeuunHa peecTpauist Ha 5 pokis 3a He UA/15831/01/02
MKrirop TpaHcAepMasbHUI No peuenmom niosnsieae
25 mkr/rog y cawe Ne 5
(1x5)
35. ®EHTABEPA 50 nnactup AumnHo Al HimeuunHa AumnHo Al HimeuunHa peecTpauist Ha 5 pokis 3a He UA/15831/01/03
MKrirop, TpaHcAepManbHWii no peyenmom nionsizae
50 mkr/rog, y cawe Ne 5
(1x5)
36. ®PEHTABEPA 75 nnactup AumHo Al HimeuyunHa AumHo Al HimeuunHa peecTpauist Ha 5 pokis 3a He UA/15831/01/04
MKriropg TpaHCcAepMasbHWI NO peuyenmom niossieae

75 mkr/rop y cawe Ne 5
(1x5)
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HavyanbHuK YnpaBniHHA cphapmMmayeBTUYHOI .
AiANBHOCTI Ta AKOCTI hapmaLLeBTUUHOT NPOAYKLiT T.M. NlackoBCcbkuM



NEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOIYHUX MNMPEMAPATIB), AKI BHOCATbLCA A0

Aopatok 2
A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn
02.03.2017 Ne 203

AEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

nocBigYeHHst; 3MiHu |
TMny - 3miHa
HaliMeHyBaHHS Ta/abo
MiCLle3HaxXOMKEHHS
BMPOGHMKA rOTOBOrO
nikapcbKoro 3acoby,
BKJ/IKOHAOUM MicLe
NPOBeLEHHsS KOHTPOSO
SKOCTi(BUPOGHMYa
OinbHMLA BUNYCKY cepir).
(3miHa
MiCLle3HaxXOMKEHHS
BUPOBHUKA) MicLe
BMPOOHULTBA He
3MiHMN0Ch; 3MiHW | THNYy -
Nikapcbki 3aco6u. 3MiHn
[0 iCHYHUQI cuctemm
thapmakoHarnagy, sk
3a3Ha4yeHo B ONWUCI
cucTemu

Ne Hassa Popma sUnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Howmep
n/n JliKapCcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeodypa BionycKky aHHs peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
1. A3BUTPOMIUWMH | nopoliok CninbHe YkpaiHa Epkpoc, C.A. IcnaHis nepepeecTpawis Ha - He UA/5732/01/01
(cy6eTaHuin) y YKpaiHCbKO- Heo6MeXeHUA TepMIH nionsizae
noaBiHNX icnaHcbke
nonieTMIEeHoBUX nigNpMeMcTBO
MillKax ans "Cnepko
thapmaueBTUYHOTO Ykpaina"
3acTOCyBaHHS
2, ATEHON-H™ TabneTkn, BKpUTI [xeHom IHaisA xeHom BioTek IHaisa nepepeectpavuis Ha 5 3a He UA/10468/01/01
NNiBKOBOKO BioTek IMBT. Mnet. T4 POKiB Yy 3B SA3KY i3 peyenmom nionsizae
06010HKOt0, Ne 100 Nra. 3aKiHYEHHAM TepMiHy aji
(10x10) y cTpunax peecTpadjiiiHoro
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Ne
n/n

HasBsa
JliKapcbKO20
3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asasHuUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionycKky

Peknamys
aHHs1

Homep
peecmpayitiHo
20
MocBi04YeHHs

hapmakoHarnagy (3miHa
YNOBHOBaXEHOI 0co6H,
BiANoBifa/IbHOT 3a
hapmakoHarnsg,).
CynyTHs 3MmiHa - Jlikapcbki
3aco6u. 3MiHn go
iCHytOUOT cucTemm
thapmakoHarnagy, sk
3a3Ha4yeHo B ONuCi
cuctemu
thapmakoHarnsagy (3miHa
B KOHTaKTHUX JaHWX
YNOBHOBaXEHOI 0co6H,
Bi4MNOBiAa/IbHOI 3a
hapmakoHarnsg).
3MiHu | TUny - FoToBWMIA
nikapcbkuii 3acib.
KoHTposib rotoBoro
nikapcbKoro 3acoby.
3miHa napameTpis
cneuudikayin Ta/abo
JONYyCTUMUX MEX
rOTOBOrO JliKapCbKoro
3aco6y (iHLWi 3MiHW).
CynyTHs 3miHa - FoToBWi
nikapcbkuii 3acib.
KoHTposb rotoBoro
nikapcbKoro 3acoby.
3miHa y meTogax
BMNPOBYBaHHSA rOTOBOrO
nikapcbKoro 3acoby (iHLwi
3MiHW Yy MeTofax
BMNpPOOGYyBaHb
(BK/TtoYatoUM 3amiHy abo
[ONOBHEHHS)).
3MiHu | TUny - FoToBwMiA
nikapcbkuii 3acio6.
KoHTposib rotoBoro
nikapcbKoro 3acoby.
3miHa napameTpis
cneuudikauiin Ta/abo
JOMYyCTUMUX MeX
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Ne
n/n

HasBsa
JliKapcbKO20
3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asasHuUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionycKky

Peknamys
aHHs1

Homep
peecmpayitiHo
20
MocBi04YeHHs

rOTOBOrO NiKapCbKOro
3aco6y (40MNOBHEHHSA
cneumdikavii HOBUM
NOKa3HWKOM 3
BIANOBIAHUM METOA0M
BMMNPOBYBaHHS).
(BONOBHEHHSA
cneuudikayii HoBMMUK
nokKasHukamm
«lpeHTudpikauis. Tutany
aiokena», «O4HOPIAHICTb
[030BaHNX O4UHULb», 3
BiANOBIAHUMK MeTOLaMU
BMNPOOGYBaHHS)
3MiHu | TMny - FoToBMIA
nikapcbkuii 3acib6.
KOHTpOsb roToBOro
nikapcbKoro 3acoby.
3miHa napameTpis
cneuuadikauiin Ta/abo
[ONyCTUMUX MeX
rOTOBOTO JliKAPCbKOr0

3aco0y (iHLwWi 3MiHK). 3a n.

«PO34YNHEHHSA»
3a3Ha4YeHHs BennymHu Q.
3MiHun | Tuny -
AJMiHICTpaTUBHI 3MiHN.
3miHa HalimeHyBaHHS
Ta/abo agpecu 3asiBHMKa
(BnacHuka
peecTpadjiiiHoro
noceig4yeHHs). (3miHa
MiCLLe3HaXOMKEHHS
3a5BHMKA)

BEH3ANKOHI
0 XNIOPU,

nopotuok abo
XenaTUHOBI YaCTUHKM
(cybeTaHuis) y
KOHTeliHepax 3
KpULLKOIO ANs
thapMaL,eBTUYHOrO
3acTOCyBaHHS

Hoso Hopgick
dapmarek E/C

[Janis

Hoso Hopgick
dapmarek E/C

[aHis

nepepeecTpaLis Ha
HEeOOMeXeHNn TepMiH

He
nionsizae

UA/12141/01/01
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6nicTepi; no 3
6nictepun y nayui

3MiHn | TUny - 3MiHN
wozno
6e3neku/edekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa
Y KOpPOTKilA
XapakrepucTui
nikapcbKoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKUiT ANa MegnyHoro
3aCTOCYBaHHA Ha nifacTasi
perynspHo
OHOB/IHOBAHOTO 3BITY 3
6e3nekn NikapcbKoro
3acoby, abo gocnigpxeHb
3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B
nicnspeecTpauiiHnii
nepioa, abo sk pesynbtat
OL|iHKM 3BITY 3
[OCNigKeHb, NPOBEeAEeHNX
BiAMOBIAHO A0 NnaHy
negiaTpuyHmNX
pocnigxeHs (PIP) (3miHy
Y3rOZKEHO 3
KOMMETEeHTHUM
YNOBHOBaXEHUM
opraHom).

(3miHM BHeceHo Ao
IHCTPYKUIT AN MeguyHoro
3acTocyBaHHA npenapary

[0 po3ginis
"PapmakosIoriyHi
BNacTMBOCTI" (YTOUHEHHSA

iHpopmauii),

Ne Hassa Popma suUnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Howmep
n/n JliKapCcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeodypa BionycKky aHHs peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
4. APOTABEPUH | nopouuok MAT YkpaiHa XKelisHr Anenoa Kutai nepepeecTpaia Ha - He UA/6290/01/01
Yy (cybeTaHuisn) y "Kuismegnpen KaHrio HeobMeXeHui TepMiH niosnsieae
rAPOXNOPU | nakeTax NOABINHNX apar" dapmaceyrtikan Ko.,
nonieTnNeHoBNxX Ans nrp,
thapmaLeBTUYHOTO
3aCTOCYBaHHS
5. ENNENTAN® Tabnetkm no 25 mr no | MAT "dapmak” YkpaiHa MAT "dapmak” YkpaiHa nepepeecTpawis Ha 3a He UA/6296/01/01
10 TabneTok y HEO6MEXEHUIA TEPMIH; peyernmom nionsizae
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Ne Hassa Popma suUnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Howmep
n/n JliKapCcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeodypa BionycKky aHHs peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
"MpoTnnokasaHHa",

"B3aemMopis 3 iHLWMMK
nikapcbkruMmn 3acobamu Ta
iHLWIi BUAW B3aemogiin",
"Oco6MBOCTi
3acTocyBaHHSA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpygaro”, "3aaTtHicTb
BNANBATK Ha LIBUAKICTb
peakuii Npy KepyBaHHi
aBTOTpaHcnopTom abo
po60Ti 3 iHWKMK
MexaHiamamu", "Cnocib
3acTocyBaHHA Ta fgos3n”
(YyTOUHEHHSA
hopmynoBaHHs), "ditn"
(YyTOYHEHHA
chopmynioBaHHs),
"MNepeno3yBaHHs",
"Mo6iyvHi peakuii”
BiAMOBIAHO A0 iHopmauii
Loao 6e3nekn airyor
peyvyoBUHM
"NamoTpUaKUH"
(pedbepeHTHMIA Npenapat
Nawmiktan, TabneTtkn)

MepiognyHiCTb NogaHHA
perynsipHo
OHOB/IHOBAHOIO 3BITY 3
6e3neku BiANoBiAHO A0
MopsaKy 34iiCHEHHS
Harnsay 3a noGiyHuMu
peakuisiMu NlikapCbKnx
3acobiB, 403BOIEHMX A0

MeANYHOro
3aCTOCYBaHHS,
3aTBEPKEHOIO Haka3oM
MO3 Big, 27 rpyaHsa 2006
poky Ne898,

3apEECTPOBAHOIO B
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Ne
n/n

HasBsa
JliKapcbKO20
3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asasHuUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionycKky

Peknamys
aHHs1

Homep
peecmpayitiHo
20
MocBi04YeHHs

MiHicTepcTBi tocTuLil
Ykpainu 29 ciuHsa 2007
poky 3a Ne73/13340,
CTaHOBMWTbL: BIANOBIAHO A0
nepioanYHOCTI ckNagaHHA
perynsipHo
OHOB/IHOBAHOIO 3BITY 3
6e3neku NikapcbKoro
3acoby, A03BOJIEHOrO A0
MeAMYHOro
3aCTOCYBaHHA, Ha
LeHTpa/IbHOMY PIBHi.

ENINENTAN®

Tabnetkm no 50 mr no
10 TabneTok y
6nictepi; no 3
6nictepu y navy,i

MAT "dapmak”

YkpaiHa

MAT "dapmak”

YkpaiHa

nepepeecTpaLis Ha
Heo6MeXeHnii TEPMIH;
3MiHun | Tuny - 3miHn
woao
6e3nekn/ePEKTUBHOCTI Ta
thapmakoHarnsgy. 3viHa
Y KOpOTKilA
XapakTepucTuLi
nikapcbKoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKUIT o158 MeguyHoro
3acTocyBaHHA Ha niacrasi
perynspHo
OHOB/IOBAHOr O 3BITY 3
6e3nekn NikapcbKoro
3acoby, abo AocnigKeHb
3 6e3nekn 3acTocyBaHHS
NikapcbKoro 3acoby B
nicnspeecTpauiiHnii
nepioa, abo Ak pesynbtar
OLLiHKM 3BITY 3
AocnigpkeHb, NpoBefeHnx
BiAMNOBIAHO A0 NnaHy
negjiaTpuyHNX
pocnigxeHb (PIP) (3MmiHy
Y3rOZPKEHO 3
KOMMETEHTHUM
YNOBHOB&XEHVUM
opraHom).
(3miHV BHeceHo a0

3a
peuerimom

He
nionsizcae

UA/6296/01/02
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Ne
n/n

HasBsa
JliKapcbKO20
3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asasHuUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionycKky

Peknamys
aHHs1

Homep
peecmpayitiHo
20
MocBi04YeHHs

IHCTPYKLUiT 418 MegnyHoro
3acTocyBaHHs npenaparty
[0 po3ainis
"dapmaKkooriyHi
BN1acTMBOCTI" (YTOUYHEHHSA
iHdhopmawii),
"lNpoTunokasaHHs",
"B3aemopis 3 iHWnuMu
nikapcbknMmmn 3acobamu Ta
iHLWI BMAW B3aemogiin",
"Oco6/1MBOCTi
3acTocyBaHHsA",
"3acTocyBaHHs y nepiog,
BariTHOCTI abo rogyBaHHs
rpygaro”, "3aaTtHictb
BMN/IMBATK Ha LUBUAKICTb
peakuii npy kepyBaHHi
aBTOTpaHcnopTom abo
po60Ti 3 iHWKUMHK
mexaHismamu”, "Cnoci6
3aCcToCcyBaHHA Ta fo3u"
(YyTOYHEHHSA
dopmyntoBaHHs), "ditn"
(YyTOUHEHHSA
hopMyNOBaHHS),
"MNepeno3yBaHHA",
"Mo6iyHi peakuii”
BiANOBIAHO A0 iHdopmauii
oo 6e3nekn ait4or
peyoBUHM
"namMoTpuaKuUH"
(pethepeHTHWMIT Npenapar
Nawmikran, TabneTtkn)

MepioAnyHICTb NOAAHHA
perynsipHo
OHOB/IOBAHOr O 3BITY 3
6e3nekn BiANOBIAHO A0
Mopsaaky 34iMCHEHHSA
Harnsgy 3a noGiyHuMmn
peakuisiMu NikapCbKnx
3acobiB, 03BOIEHMX A0
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Ne
n/n

HasBsa
JliKapcbKO20
3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asasHuUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionycKky

Peknamys
aHHs1

Homep
peecmpayitiHo
20
MocBi04YeHHs

MeLMYHOro
3aCTOCYBaHHS,
3aTBEPKEHOrO Haka3oM
MO3 Big, 27 rpyaHsa 2006
poky Ne898,
3apEeECcTpoBaHoro B
MiHicTepcTBi tocTuii
YKpainu 29 ciuHa 2007
poky 3a Ne73/13340,
CTaHOBMWTbL: BiANOBIAHO A0
nepioAgnYHOCTI CKNagaHHA
perynsipHo
OHOB/IOBAHOr O 3BITY 3
6e3nekun nikapcobKoro
3aco0by, A03BO/IEHO0 A0
MeLMNYHOro
3aCTOCYBaHHS, Ha
LEHTpa/IbHOMY PiBHi.

ENNENTAN®

Tabnetkn no 100 wmr,
no 10 Tabnetok y
6nictepi; no 3
6nictepn y navui

MAT "®apmak”

YkpaiHa

MAT "dapmak”

YkpaiHa

nepepeecTpais Ha
HEOOMEXEHWI TEPMIH;
3MiHuM | TUny - 3MiHN
wono
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsagy. 3miHa
Y KOpPOTKilA
XapaktepucTuu,i
nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKUIT AN MeguyHoro
3acTocyBaHHA Ha niacrasi
perynspHo
OHOBJIOBAHOrO 3BITY 3
6e3nekn Nikapcbkoro
3acoby, abo AocnigkeHb
3 6e3nekn 3acTocyBaHHA
nikapcbKoro 3acoby B
nicnspeecTpauinHmii
nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3
JocnigpKeHb, NpoBeAeHnX
BiNOBIAHO A0 NnaHy
nefiaTpuyHmx

3a
peuenmom

He
nionsizae

UA/6296/01/03
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Ne Hassa Popma suUnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Howmep
n/n JliKapCcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeodypa BionycKky aHHs peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs

pocnigpxkeHs (PIP) (3MiHy
Y3ro[pkeHo 3
KOMMETEHTHUM
YNOBHOB&XEHUM
opraHom).

(3miHM BHeceHo go
IHCTPYKL,iT AN19 MegnYHOro
3acTocyBaHHA npenapary

[0 po3ainis
"PapmakooriyHi
B/1acTMBOCTI" (YTOUYHEHHSA
iHdhopmawii),

"MpoTnnokasaHHA",

"B3aeMOAist 3 iHLLIMMM
nikapcbknMmn 3acobamm Ta
iHWi BMAW B3aemogijin”,
"Oco6/MBOCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rofyBaHHs
rpyaar”, "3aatHictb
BNMBaTW Ha LWBUAKICTb
peakuii npy kepyBaHHi
aBTOTpaHcnopTom abo
po6OTi 3 iHWKMK
mexaHismamu”, "Cnoci6
3acTocyBaHHA Ta fo3un"
(YyTOYHEHHSA
hopmynoBaHHs), "Oitn"
(YyTOYHEHHSA
hopMynoBaHHS),

"MNepepno3yBaHHa",

"Mo6ivHi peakuii”
BiANOBIAHO A0 iHdopmauii
oo 6e3nekn Ait4or
peyoBunHM
"NnamoTpUaXMH"
(pethepeHTHMn Npenapar
Nawmiktan, TabneTtkn)

MepiognyHICTb NoAaHHA
perynsipHo
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Ne
n/n

HasBsa
JliKapcbKO20
3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asasHuUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionycKky

Peknamys
aHHs1

Homep
peecmpayitiHo
20
MocBi04YeHHs

OHOB/IOBAHOI O 3BITY 3
6e3neku Bi4NOBIAHO [0
Mopsiaky 34iNCHEeHHS
Harns4y 3a noGiyHuMun
peakuisiMu NlikapCbKnx
3aco006iB, 4O3BOMIEHNX A0
MeANYHOro
3aCTOCYyBaHHS,
3aTBEPKEHOrO HaKa3oM
MO3 Big, 27 rpyaHa 2006
poky Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuL,i
Ykpainm 29 ciuna 2007
poKy 3a Ne73/13340,
CTaHOBUTbL: BiANOBIAHO A0
nepioAnYHOCTI ckNafaHHA
perynspHo
OHOB/IOBAHOr O 3BITY 3
6e3nekn NikapcbKoro
3acoby, [03BOJIEHOrO A0
MeANYHOro
3aCTOCYBaHHSA, Ha
LEeHTPa/IbHOMY PiBHi.

KANEHAYNA
KBITKU

KBITKM (CybCTaHUis) y
naketax
noninponisIieHoBMX
ans
thapmavneBTUYHOTO
3aCcTOCYBaHHSA

TOB
"Cymudpitoda
pmavis”

YkpaiHa

AnbthaHap Ko dhop
iMMOPT eHA, ekcrnopT

Apabcbka
Pecny6nika
ervnet

nepepeecTpauis Ha
HeobMeXeHui TepMiH

He
nionsizae

UA/11882/01/01

KANIO
NMEPMAHIAHA
T

NMoOpoLLOK AN
PO3UunHy A/1A
30BHILLHBLOrO
3aCTOCyBaHHA MO 5,
1 donakoH 3
MOPOLLKOM

TOB "NcTok-
Mnoc”

YkpaiHa

TOB "UcTok-Moc”

YkpaiHa

nepepeecTpauis Ha
HeobMeXeHui TepMiH
MepiognyHICTb NoJaHHA
perynspHo
OHOBJIOBAHOrO 3BITY 3
6e3nekn BiANOBIAHO A0
Mopsaaky 34iNCHEHHSA
Harnsgy 3a no6iyHummn
peakuisiMu NikapCbKnx
3aco6iB, J03BO/IEHUX A0
MefIMYHOro

6e3
peyenma

He
nionsieae

UA/5815/01/01
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Ymosu

Peknamys

Homep

Ne
n/n

HasBsa
JliKapcbKO20
3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asasHuUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

BionycKky

aHHA

peecmpayitiHo
20
MocBi04YeHHs

3aCTOCYBaHHS,
3aTBEPKEHOIO Haka3oM
MQO3 Big, 27 rpyaHa 2006
poky Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuL,i
YKpainu 29 ciyHsa 2007
poky 3a Ne73/13340,
CTaHOBUTbL: BiAMNOBIAHO A0
nepioanYHOCTI cknafaHHA
perynspHo
OHOB/IIOBAHOIO 3BITY 3
6e3nekn NikapcbKoro
3acoby, A03BOJIEHOrO A0
MeANYHOro
3aCTOCYBaHHS, Ha
LEeHTPa/IbHOMY PiBHi.

UA/0847/04/01

10.

KAHAIA

renb BariHasibHuia, 20
mr/r no 30 r y Ty6ax
Ne 1

nenmapk
dapmacbloTUK
ans /ita.

IHaisa

neHmapk
dapmacbloTuKan3
nra.

IHais

nepepeecTpawis Ha
HEOo6MEXeHUA TEPMIH;
3MiHn | TRy - 3MiHn
wozno
6e3nekn/ePeKTNBHOCTI Ta
thapmakoHarnsgy. 3viHa
Y KOpPOTKilA
XapakrepucTui
nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta
IHCTPYKL,T A/19 MeQUYHOro
3aCTOCYBaHHA Ha niacTasi
perynspHo
OHOBJ/IOBAHOTO 3BITY 3
6e3nekn Nikapcbkoro
3acoby, abo JoC/igKeHb
3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B
nicnapeecTpauinHmii
nepioa, abo sk pesynbtar
OLLiHKM 3BITY 3
AocnigpkeHb, NpoBefeHNX
BifNOBIAHO A0 NnaHy
negiaTpuyHmnX

pocnigxens (PIP) (3MiHY

6e3
peyenma

nionsizae
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Ne Hassa Popma suUnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Howmep
n/n JliKapCcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeodypa BionycKky aHHs peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs

Y3rOZPKEHO 3
KOMMETEHTHUM
YMOBHOBaXEHUM
opraHom) - 3MiHu
BHECEHO 0 IHCTPYKL,i
4NA MeanyHoro
3acTocyBaHHsA rnpenapary
[0 po3ainis
"MNpoTunokasaHHA",
"Mo6iyHi peakuir™,
"MNepeno3yBaHHA",
"3acTtocyBaHHs y nepiog,
BariTHoOCTi abo rofyBaHHs
rpyaai”, "Bsaemogis 3
IHLIMMUW NiKapCbKUMM
3acobamu abo iHWi Buan
B3aEmogiin”,
"Oco6MBOCTi
3acTocyBaHHsa"
BiANOBIAHO 40 OHOBEHOT
iHhopmawii 3 6esnekn
Ail04O0i peyoBUHM
"Knotpumazon"; 3miHu |
TMNY - 3MiHU LWoA0
6e3nekn/eheKTNBHOCTI Ta
thapmakoHarnagy.
BBeneHHs abo 3MiHU [0
y3araslbHeHxX AaHunx npo
cuctemy
thapmakoHarnsgy
(BeaeHHs y3arasibHeHNX
JaHvX npo cuctemy
hapmakoHarnagy, 3amiHa
YNOBHOBaXeEHOI 0cobu,
BiANoBifa/IbHOT 3a
3[iNCHEHHSA
thapmakoHarnagy;
KOHTaKTHOi 0co6u 3
hapmakoHarnagy
3asBHVKa AN 34ICHEHHS
thapmakoHarnsgy B
YKpaiHi, AKLLIO BOHa
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Ne Hassa Popma suUnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Howmep
n/n JliKapCcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeodypa BionycKky aHHs peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
BigMiHHa Big,

YNOBHOBaXEHOI 0co6H,
BiANoBifa/IbHOT 3a
3[iNCHEHHSA
hapmakoHarnagy
(BKNHOYAKOYM KOHTAKTHI
OaHi) Ta/abo 3MiHn y
po3MilLleHHI MmacTep-
tpaiina cuctemn
hapmakoHarnsgy)

3060B'A3aHHA Npu Bugadi
peecTpaLjiitHoro
NOCBIAYEHHS ICHYIOTb —
HaZaHHsA AONOBHEHHS A0
ornAay KAiHIYHUX daHux
[0 30.10.2017,
BiZNOBIAHO A0 NiANYHKTY
2.3 nyHKTY 2 popatky 15
00 MNopsaaky npoBeAeHHsA
ekcnepTusmn
peecTpauinHmx
MaTepianis Ha NiKkapcbkKi
3acobu, Lo NofaTbes
Ha [ilepXaBHy peecTpadito
(nepepeecTtpadio), a
TaKoX ekcnepTunsun
mMaTtepianis NPo BHECEHHS
3MiH 0 peecTpaviliHnX
marepianiB NpoTArom faii
peecTpadjiiiHoro
NOCBIAYEHHS,
3aTBEPKEHOrO HaKa3oM
MO3 Big, 26.08.2005 Ne
426 (y pepakuii Hakasy
MO3 Big, 23.07.2015 Ne
460).
MepioAnYHICTb NOAAHHSA
perynsipHo
OHOB/IHOBAHOI O 3BITY 3
6e3neku BiANoBigHO A0

Mopsaky 34iCHEHHS
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Ne
n/n

HasBsa
JliKapcbKO20
3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asasHuUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionycKky

Peknamys
aHHs1

Homep
peecmpayitiHo
20
MocBi04YeHHs

Harnsgy 3a no6iyHummn
peakuisiMu flikapCbKnx
3aco6iB, J03BO/IEHUX A0
MeAMNYHOro
3aCTOCYBaHHS,
3aTBEPKEHOr0 HaKa3oMm
MO3 Big, 27 rpyaHsa 2006
poky Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi toCTuL,i
Ykpainu 29 ciuHa 2007
poky 3a Ne73/13340,
CTaHOBMWTbL: BIANOBIAHO A0
nepiogNYHOCTI CKNafaHHs
perynspHo
OHOBJIOBAHOIO 3BITY 3
6e3nekmn Nikapcbkoro
3acoby, A03BOJIEHOrO A0
MeANYHOro
3aCTOCYBaHHSA, Ha
LEeHTpa/IbHOMY PiBHi.

11.

KATAPIA

rpanynvm no 4,0r/5,6 r
no 5,6 r rpaHyn B
calle, no 6 cawe B
Kopoo6Li

KYCYM
XENTTXKEP
NBT NTA

IHAjis

Kycym Xentxkep
Met 1T

IHAjs

nepepeecTpauis Ha
Heo6bMeXeHnii TEPMIH;
3MiHn | TUny - 3MiHN
wono
6e3nekun/edeKTMBHOCTI Ta
thapmakoHarnagy. 3miHa
Yy KOpOTKili
XapakrepucTuu,i
nikapcbKoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKUiT 419 MegnyHoro
3acTocyBaHHA Ha niacrasi
perynspHo
OHOB/IOBAHOr O 3BITY 3
6e3nekn NikapcbKoro
3acoby, abo AocnigKeHb
3 6e3nekn 3aCToCyBaHHSA
nikapcbKoro 3acoby B
nicnspeecTpauiiiHnii
nepiog, abo sk pe3ynbTart

OLiHKM 3BITY 3

6e3
peyenma

nionsizcae

UA/12090/01/01
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Ne
n/n

HasBsa
JliKapcbKO20
3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asasHuUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa
npoyeoypa

Ymosu
BionycKky

Peknamys
aHHs1

Homep
peecmpayitiHo
20
MocBi04YeHHs

AocnigpkeHb, NpoBeAeHNX
BiAMNOBIAHO A0 NnaHy
negiaTpuyHmX
pocnigxeHb (PIP) (3miHy
Y3ro[pKeHo 3
KOMNETEHTHUM
YNOBHOB&XEHUM
opraHom) - 3MiHu
BHECEHO [0 iHCTPYKLT
AN MefnyHOoro
3aCTOCyBaHHA npenapary
[0 po3ginis
"MpoTnnokasaHHA",
"B3aeMOAist 3 iHLLIMMM
nikapcbknMmn 3acobamm Ta
iHWi BMAW B3aemogijin”,
"Oco6/MBOCTi
3acTocyBaHHA",
"MNepeno3yBaHHa",
"Mo6iyHi peakuii”
BiANOBIAHO A0 iHdopmauii
oo 6e3nekn airoyor
PEYOBMHM HATPIlO UMTpaT.

3060B’A3aHHA Npu BUAadi
peecTpaujiiiHoro
NOCBIAYEHHS ICHYIOTb -
HaJlaHHsA feTanbHoro
onucy cuctemm
ynpas/iiHHA pUsnkammn y
BUrNAALI NNaHy
ynpas/liHHA pu3nkamy Ta
[OMNOBHEHHSA [0 ornsagy
KMIHIYHWUX JaHuX 00
30.10.2017 BignosigHo fo
nignyHkTy 1.13 nyHkTy 1,
nignyHKTy 2.3 NyHKTY 2
popartky 15 po Mopagky
NPOBEAEHHS EKCNEePTU3N
peecTpauinHmx
marepianis Ha JlikapcbKi
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Bupo6Huk

Kpaina

PeecmpayjitiHa

Ymosu

Peknamys
aHHs1

Homep
peecmpayitiHo

Ne
n/n

Hassa

JliKapcbKO20

3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asasHuUK

Kpaina
3asiBHUKa

BUPOGHUKa

npoyeoypa

3aco6u, Lo NoAaThCs

BionycKky

20
MocBi04YeHHs

Ha [lepxaBHy peecTpadito
(nepepeecTtpadito), a
TakoX ekcnepTunsun
mMaTtepianis NPo BHECEHHSA
3MiH 0O peecTpauiiiHnX
MaTepianiB NPoTsrom fgji
peecTpavujintHoro
NOCBIAYEHHS,
3aTBEPKEHOrO Haka3oM
MO3 Big, 26.08.2005 Ne
426 (y pepakuii Hakasy
MO3 Big, 23.07.2015 Ne
460).
MepiognyHICTb NogaHHA
perynsipHo
OHOB/IOBAHOI O 3BITY 3
6e3neku Bi4NOBIAHO [0
Mopsiaky 34iNCHEeHHS
Harns4y 3a noGiyHuMun
peakuisiMu NikapCbKnx
3aco006iB, 4O3BOMIEHNX A0
MeANYHOro
3aCTOCYyBaHHS,
3aTBEPKEHOrO HaKa3oM
MO3 Big, 27 rpyaHa 2006
poky Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuL,i
Ykpainm 29 ciuna 2007
poKy 3a Ne73/13340,
CTaHOBUTbL: BiANOBIAHO A0
nepioAnYHOCTI ckNafaHHA
perynspHo
OHOB/IOBAHOr O 3BITY 3
6e3nekn NikapcbKoro
3acoby, f03BOJIEHOrO A0
MeANYHOro
3aCTOCYBaHHSA, Ha
LEeHTPaIbHOMY PiBHi.
nepepeecTpawis Ha

3a

He

UA/5773/01/01

12.

NIOA3A-

nopowok ans

PO34YUHY NS iH'EKLIN

TOB "®3

YkpaiHa

"BIOPAPMA"

TOB "®3
"BIOPAPMA"

YkpaiHa

HEO6MEXEHWI TEPMIH;

peyenmom

niosnsicae

BIO®APMA
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Ne Hassa Popma suUnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Howmep
n/n JliKapCcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeodypa BionycKky aHHs peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
no 64 Of, no 5 3MiHn | Tuny - 3MiHN
hNakoHiB 3 Lono

MoOpoLLUKOM Yy 6nicTepi;
no 2 6nictepuny
nayui; no 5 amnyn 3
NOpPOLLUKOM Yy 6icTepi;
no 2 6aictepun y nauui

6e3neku/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3viHa
Y KOpOTKilA
XapaktepucTuui
nikapcbKoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKUiT AN1A MegnyHoro
3aCTOCYBaHHA Ha NiacTasi
perynspHo
OHOB/IIOBAHOIO 3BITY 3
6e3nekn NikapcbKoro
3acoby, abo gocnigpxeHb
3 Ge3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiHmii
nepioa, abo Ak pesynbtar
OL|iHKM 3BITY 3
AocnigkeHb, NpoBeAeHnx
BiAMOBIAHO A0 NnaHy
negiaTpuyHmx
pocnigxeHb (PIP) (3MiHy
Y3ro[pKeHo 3
KOMNETEHTHUM
YNOBHOBaXEHNM
opraHom) - 3MiHu
BHECEHO 0 iIHCTPYKL,i
Ana MeanyHoro
3acTOCyBaHHs npenapary
0o po3aainy "MNokazaHHA"
(BUNYyYEHO NOKa3aHHS:
"Kpim Toro, npenapar
Ninasa-Bioapma
3aCTOCOBYIOTb 4/15
nokpaLyeHHA
BCMOKTYBaHHS NiKapCbKNX
3aco6iB (micueBi
aHecTeTVKW, i30TOHIYHI
PO34MHN, MiOpenakcaHTu
TOLLO) Npw NigLwKipHOMY
Ta BHYTPILUHLOM'S30BOMY
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Ne
n/n

HasBsa
JliKapcbKO20
3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asasHuUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionycKky

Peknamys
aHHs1

Homep
peecmpayitiHo
20
MocBi04YeHHs

BBeLEHHi OCTaHHiIX.")
BiANOBiAHO MaTepianis
peecTpauiiiHoro fockbe

CTOCOBHO 6e3neku
nikapcbkoro 3acoby 3a
pekoMeHpaLlieto
KOHCY/1IbTaTUBHO-
eKcnepTHOT rpynu
"Xipypris,
aHecTesiosnorisi/peaHimaTo
noris. Jlikapcbki 3acobu”.

MepiognyHiCTb NogaHHA
perynsipHo
OHOB/IIOBAHOIO 3BITY 3
6e3neku BiANoBigHO A0
MopsaKy 34iiCHEHHS
Harnsay 3a noGiyHuMu
peakuisiMu NlikapCbKnx
3acobiB, 403BOIEHMX A0
MeANYHOro
3aCTOCYBaHHS,
3aTBEPKEHOIO Haka3oM
MO3 Big, 27 rpyaHsa 2006
poky Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi toCTuL,i
YKpainu 29 ciuHsa 2007
poky 3a Ne73/13340,
CTaHOBMTb: BifMNoOBIAHO A0
nepiognyHOCTI CKNagaHHA
perynsipHo
OHOB/IOBAHOI O 3BITY 3
6e3nekn NikapcbKoro
3acoby, A03BOJIEHOrO A0
MeANYHOro
3aCTOCYBaHHSA, Ha
LEHTpPa/IbHOMY PiBHI.

13.

M'ATUN
NEPLEBOI
nmcTA

nncta (cybeTaHuisn) y
naketax
noninponisieHoBMX
ans

TOB
"Cymudpitocha
pmauis”

YkpaiHa

AnbchaHap Ko dhop
iMMOPT eHA, ekcnopT

Apabcbka
Pecny6nika
ermnet

nepepeecTpawis Ha
HEOo6MEXeHUA TEPMIH

He
nionsizae

UA/11897/01/01
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Ne Hassa Popma suUnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Howmep
n/n JliKapCcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeodypa BionycKky aHHs peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
hapMaueBTUYHOTO
3aCTOCYBaHHS
14. HIKOPETTE® rymka xyBasibHa MakHin Ab Lseuis MakHin Ab Lseuis nepepeecTpais Ha 6e3 nionsizae UA/10734/01/02
3MMOBA NikyBasibHa no 4 mr, HEOOMEXEHWI TEPMIH; peyenma
M'ATA no 15 rymok 3MiHuM | TUny - 3MiHN

XYB&/TbHUX Y
6nictepi; no 2
6nicTepU B KAPTOHHIN
ynakoBLi

wono
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsagy. 3miHa
Y KOpPOTKilA
XapaktepucTuu,i
nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKUIT AN MeguyHoro
3acToCcyBaHHA Ha niacrasi
perynspHo
OHOBJIOBAHOrO 3BITY 3
6e3nekn Nikapcbkoro
3acoby, abo AocnigkeHb
3 6e3nekn 3acTocyBaHHA
nikapcbKoro 3acoby B
nicnspeecTpauiinHmii
nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3
JocnigpKeHb, NpoBeAeHnX
BiNOBIAHO A0 NnaHy
negiaTpuyHmx
pocnigxeHb (PIP) (iHwwi
3MiHN) - 3MiHN BHECEHO
[0 IHCTPyKLii ans
MeLMYHOr0 3aCTOCYBaHHS
npenapary 40 po3ginis
"Mo6iuHi peakuii",
"3acTtocyBaHHA y nepiog
BariTHOCTi abo rofyBaHHs
rpyaare” BignoBsigHo fo
MaTepianis
peecTpaLiiiHoro goche.

MepioAnYHICTb NOAAHHSA
perynspHo
OHOBJIOBAHOIO 3BITY 3
6e3neku BiANoBIAHO 10
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Homep

Ne
n/n

HasBsa
JliKapcbKO20
3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asasHuUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionycKky

Peknamys
aHHs1

peecmpayitiHo
20
MocBi04YeHHs

MopsaKy 34iiCHEHHS
Harnsay 3a noGiyHuMu
peakuisiMu NlikapCbKnx

3acobiB, 403BOIEHMX A0
MeLMYHOro
3aCTOCYBaHHS,
3aTBEPKEHOIO Haka3oM
MO3 Big, 27 rpyaHsa 2006
poky Ne898,
3apeecTpoBaHoro B

MiHicTepcTBi toCTuL,i
YKpainu 29 ciuHsa 2007

poky 3a Ne73/13340,

CTaHOBMTb: BifMNoOBIAHO A0
nepiognyHOCTI CKNagaHHA
perynsipHo

OHOB/IOBAHOI O 3BITY 3

6e3nekn NikapcbKoro
3acoby, A03BOJIEHOrO A0
MeAn4Horo
3aCTOCYBaHHS, Ha
LEHTpPa/IbHOMY PiBHI.

UA/10734/01/01

15.

HIKOPETTE®
3MMOBA
M'ATA

rymKa xyBasibHa
NikyBasibHa no 2 mr,
no 15 rymok
XYBa/TbHUX Y
6nictepi; no 2
6nicTepn B KAPTOHHIiA
ynakoBui

MakHin Ab

LBeuis

MakHin AB

LBeuis

nepepeecTpawis Ha
HEO6MEXEHUIA TEPMIH;
3MiHn | TUny - 3MiHN
wozno
6e3neku/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3miHa
Y KOpPOTKilA
XapakrepucTui
nikapcbKoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKUiT ANa MegnyHoro
3aCTOCYBaHHA Ha nifacTasi
perynspHo
OHOB/IHOBAHOTO 3BITY 3
6e3nekn NikapcbKoro
3acoby, abo gocnigpxeHb
3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B
nicnspeecTpauiiHnii

nepiog, abo siK pesynoTar

6e3
peyenma

nionsicae
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Ne Hassa Popma suUnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Howmep
n/n JliKapCcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeodypa BionycKky aHHs peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs

OLLiHKM 3BITY 3
AocnigpkeHb, NpoBefeHnx
BiANOBIAHO A0 NnaHy
negiaTpuyHmx
pocnigxeHb (PIP) (iHwwi
3MiHWN) - 3MiHN BHECEHO
[0 IHCTPYKUiT Ans
MeJMYHOr0 3aCTOCYBaHHS
npenapary o po3gainis
"Mo6iyHi peaxuii”,
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rofyBaHHs
rpyaat” BignosigHo o
MaTtepianis
peecTpaLjiiiHoro goche.

MepiognyHICTb NoAaHHA
perynspHo
OHOB/IOBAHOr O 3BITY 3
6e3neku Bi4NOBIAHO [0
Mopsiaky 34iNCHEHHS
Harnsgy 3a nodiyHumu
peakuisiMn likapCbKnx
3ac06iB, 403BOJIEHNX A0
MeLMYHOro
3aCTOCYBaHHS,
3aTBEPKEHOrO Haka3oM
MO3 Big, 27 rpyaHsa 2006
poky Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
YKpainu 29 ciuHa 2007
poky 3a Ne73/13340,
CTaHOBMWTbL: BiANOBIAHO A0
nepioAgnYHOCTI CKNagaHHA
perynsipHo
OHOB/IOBAHOr O 3BITY 3
6e3nekun nikapcobKoro
3aco0by, A03BO/IEHOI0 A0
MeLMNYHOro
3aCTOCYBaHHS, Ha
LEHTpa/IbHOMY PiBHi.
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Ne Hassa Popma suUnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Howmep
n/n JliKapCcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeodypa BionycKky aHHs peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
16. NNA3MOn PO34MH O/ iH'EKLIN, TOB "®3 YkpaiHa TOB "BIO®APMA YkpaiHa nepepeecTpaia Ha 3a He UA/5598/01/01
no 1 mn B amnyni; no "BIO®APMA" MAA3SMA", HEO6MEXEHUIA TEPMIH; peyenmom nionsizae
10 amnyn y nadui; no YkpaiHa 3MiHun | Tuny - 3miHn
1 mn B amnyni; no 5 (BMPOGHMLTBO, wozao
amnyn y énictepi; no nepBuHHE Ta 6e3nekun/edeKkTMBHOCTI Ta
2 6nictepu y navui BTOPVIHHE thapmakoHarnsgy. 3viHa
nakyBaHHs1, BUMYCK Yy KOpOTKilA
cepii; XapakrepucTui
BTOPUHHE NikapcbKoro 3acoby,
nakyBaHHs1, BUMYCK TEKCTi MapKyBaHHs Ta
cepiif); IHCTPYKUIT AN MeguyHoro
TOB "®3 3aCTOCYBaHHA Ha nigcTasi
"BIOPAPMA", perynsapHo
YkpaiHa OHOB/IOBAHOI O 3BITY 3

6e3nekn NikapcbKoro
3acoby, abo gocnigpxeHb
3 6e3nekn 3aCToCyBaHHS
nikapcbKoro 3acoby B
nicnapeecTpauiiHnii
nepioa, abo sk pesynbtat
OLiHKM 3BITY 3
AocnigpkeHb, NpoBeAeHNX
Bi4NoOBIAHO A0 NaHy
negiaTpuyHmnX
pocnigpxkeHs (PIP) (3MiHy
Y3ro[pkeHo 3
KOMNETEHTHUM
YNOBHOB&XEHUM
opraHom) (3MiHVM BHECEHO
[0 IHCTPYKLii ans
MeJMYHOro 3aCTOCyBaHHS
npenapary [0 po3gainis
"3acTtocyBaHHA y nepiog
BariTHOCTi abo rofyBaHHs
rpyaar”, "MooGiyHi
peakuii" BignoBigHO A0
iHhopmauii wopao
6e3nekun AilUnx pevyoBurH)

MepioanyHICTb NoJaHHA
perynsipHo
OHOBJ/IKOBAHOr 0 3BITY 3
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Ne Hassa Popma suUnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Howmep
n/n JliKapCcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeodypa BionycKky aHHs peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
6e3neku BiANoBigHO A0
Mopsiaky 34iNCHEeHHS
Harnagy 3a noGiyHumu
peakuisiMn NlikapCbKnx
3acobiB, 403BOJIEHUX A0
MeLMYHOro
3aCTOCYBaHHS,
3aTBEPKEHOr0 HaKa3oMm
MO3 Big, 27 rpyaHsa 2006
poky Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi toCTUL,i
YKpainu 29 ciuHsa 2007
poky 3a Ne73/13340,
CTaHOBMTb: BifMNoOBIAHO A0
nepioAnyHOCTI cknafaHHA
perynspHo
OHOB/IOBAHOr O 3BITY 3
6e3nekn NikapcbKoro
3aco0by, 403BOIEHOr0 40
MeANYHOro
3aCTOCYBaHHS, Ha
LEHTpPa/IbHOMY PIBHI.
17. POMALLKN KBITKM (CybCTaHUif) y TOB YkpaiHa AnbthaHap Ko cop Apabcecbka nepepeecTpais Ha - He UA/11905/01/01
KBITKU naketax "Cymudpitocha iMMNOPT eHA, ekcropT Pecny6nika Heo6MeXeHUA TEPMIH nionsizae
noninponineHoBmx pmavis" ermnet
ans
thapmavneBTUYHOTO
3aCTOCYBaHHSA
18. | CENTUN pPO34unH ansA TOB "OKrM YkpaiHa TOB "OKrM YkpaiHa nepepeecTpaia Ha 3a He UA/6211/01/01
30BHILLIHLOrO "PapmaueBTuy "PapmaueBTMyHa HeobMeXeHuii TepMIH peyenmom nionsizae
3acToCcyBaHHS, Ha habpurka” habpuka"
cnupToBuiA 70 % no
100 mn y chakoHax
19. | CIHAPTA® PO34MH ANS iH'EKLIN, MAT "dapmak” YkpaiHa MAT "dapmak” YKpaiHa nepepeecTpaLia Ha 3a He UA/12122/01/01
200 mr/mn no 2 mn Heo6bMeXeHnii TEPMIH; peuenmom nionsieae

PO34UMHYy B amnyii
(amnyna A) y
KoMnAekTi 3 1 mn
PO3YMHHMKA
(gieTaHonamiH, Boga

3MiHn | Tuny - 3MiHN
wono
6e3nekn/edPeEKTUBHOCTI Ta
hapmakoHarnsagy. 3miHu
Y KOpOTKil
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Ne Hassa Popma suUnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Peknamys Howmep
n/n JliKapCcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeodypa BionycKky aHHs peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs
ONs iH'exuin) (amnyna XapakrepucTui
B); no 5 amnyn Aino

Samnyn By
6nictepax
BiANoBiAHO; no 1
6nictepy 3 amnysiamu
Aino 1 6nictepy 3
amnynamu B B nayuj

nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKUIT AN MeguyHoro
3aCTOCYBaHHA
reHepuyHux/ribpngHnx/6io
NOAIGHNX NiKapCbKMX
3aco6iB nicnsi BHECEHHSA
TiET caMoT 3MiHN Ha
pedhepeHTHWn npenapat
(3miHa He noTpebye
HaZ,aHHA XOAHMX HOBUX
[0[aTKOBUX AaHUX).
3MiHN BHECEHO 110
IHCTPYKL,iT AN19 MegnYHOro
3aCTOCyBaHHs npenapary
[0 po3ainis
"PapmakooriyHi
B/1aCTUBOCTI",
"lNpoTunokasaHHsa",
"B3aemMopis 3 iHLWMMK
nikapcbknmmn 3acobamu Ta
iHWi BMAW B3aemogiin”,
"Oco6/1MBOCTi
3acTocyBaHHsA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rofyBaHHs
rpyaar”, "3aatHicTb
BNMBaTU Ha LUBUAKICTb
peaxuii npy KepyBaHHi
aBTOTpaHcnopTom abo
po60oTi 3 iHWKMK
MexaHiamamu", "Cnocib
3acTocyBaHHA Ta ao3n",
"0itn" (yTOYHEHHA
chopmynioBaHHs),
"Mepepo3yBaHHA",
"Mo6ivHi peakuii”
BifMNoOBIAHO A0 IHCTPYKLUIT
pedepeHTHOro
nikapcbKoro 3acoby

JOHA®, posuvH a1
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Ne
n/n

HasBsa
JliKapcbKO20
3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asasHuUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionycKky

Peknamys
aHHs1

Homep
peecmpayitiHo
20
MocBi04YeHHs

iH'eKUii N0 2 Mn B
amnynax.

MepiognyHICTb NogaHHA
perynsipHo
OHOB/IOBAHOI O 3BITY 3
6e3nekn BiANOBIAHO A0
Mopsiaky 34iiCHEHHS
Harnsgy 3a no6iyHummn
peakuisiMu flikapCbKnx
3aco6iB, J03BO/IEHUX A0
MeAMNYHOro
3aCTOCYBaHHS,
3aTBEPKEHOr0 HaKa3oM
MO3 Big, 27 rpyaHsa 2006
poky Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi toCTuL,i
Ykpainu 29 ciuHa 2007
poky 3a Ne73/13340,

CTaHOBUWTbL: BIANOBIAHO A0
nepiognYHOCTI CKNafaHHs

perynsipHo
OHOBJIOBAHOTO 3BITY 3
6e3neku NikapcbKoro

3aco6y, [103B0O/IEHOTO A0

MeANYHOro
3aCTOCYBaHHs, Ha
LeHTpa/IbHOMY PiBHi.

20.

LMNPO®NIOKC
ALUVHY
rAPOX/IOPUA,

MOPOLLOK
(cybeTaHuis) y
NoABIAHNX
nosieTNIeHOBNX
nakeTax ans
BMPOOHULTBA
CTEpPW/IbHUX Ta
HeCTepuUIbHUX
Nikapcbknx doopm

MAT "®apmak"

YkpaiHa

HoetoneHg
Na6opeTopi3
Nimiteq

IHAjs

nepepeecTpauis Ha
HeobMeXeHuii TepMiH

He
nionsicae

UA/6128/01/01

HauyanbHuK YnpaBniHHA dpapmaleBTUYHOI
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DIANBbHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT T.M. T1AcKOBCbLKUIA



MNEPENIK
NIKAPCBbKUX 3ACOBIB (MEAUYHNX IMYHOBIONIONYHUX NPENAPATIB), WLOAO AKNX BYNN BHECEHI 3MIHU O PEECTPALIAHNX
MATEPIANIB, AKI BHOCATbCA A0 AEPXABHOI'O PEECTPY NIIKAPCbKNX 3ACOBIB YKPAIHA

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

02.03.2017 Ne 203

Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 NoCBIOYEHHs
1. AKYPUT -3 TabneTkun, BKpUTI NioniH NMimitep IHais TNMonin Nimiteq, IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | TUny - 3a UA/6802/01/01
060/10HKO, Ne 672 AAMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
(28x24) y 6nicTtepax afpecy 3asBHVKa (BacHWKa peecTpauiliHoro nocBigYeHHs)
(3miHa agpecu 3asBHUKA)
2. AKYPUT -3 TabneTkn, BKpUTI Monix Miviteq IHAiA NMonin NMimiteq IHAis BHECEHHS 3MiH 0 peecTpaviiiHux matepiasnis: 3MiHn | Tuny - - UA/6803/01/01
060s10HKo, in bulk AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
Ne1000 y 6aHkax afpecy 3asiBHMKA (BNacHWKa peecTpaviliHoro nocBigyeHHs)
(3miHa agpecy 3asBHMKA)
3. AKYPUT - 4 TabneTku, BKpUTI JltoniH JlimiTeq, IHAjA JoniH NimiTeq, IHAjsA BHECEHHS 3MiH A0 peecTpaviiiHux matepiasis: 3MiHu | Tuny - 3a UA/11422/01/01
060/10HKOH0, Ne 672 AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo peuyenmom
(28x24), Ne 90 afipecy 3asBHVKa (BNacHWKa peecTpauiliHoro noceigveHHs)
(6x15) y bnicTepax (3miHa agpecu 3asBHMKA)
4, AKYPUT -4 TabneTkn, BKPUTI Monix Miviteq IHAiA Monin NMimiteq IHAis BHECEHHS 3MiH 10 peecTpauiiiHnx maTepianis: 3MiHun | Tuny - - UA/11423/01/01
060/10HKO10, in bulk AAMIHICTpaTVBHI 3MiHX. 3MiHA HaliMeHyBaHHA Ta/abo
Ne1000 y 6aHkax afpecy 3asBHYKa (BNacHWKa peecTpaviiHoro nocBigYeHHs)
(3miHa agpecwu 3asBHKKA)
5. ANEKCAH® PO34YMH NS iH'EKL EBEBE ABCTpIs NOBHWIA LMK AscTpisi/ BHECEHHS 3MiH [10 peecTpaviiiHiX maTepianis: 3a UA/1150/01/01
Ta iHdpysild, 20 Papma BMpobHUUTBa: EBEBE HimeuuunHa 3MiHW | TUNY - 3MiHW 4,0 IHCTPYKUIT ANA MeanYHOro peuyenmom
mr/mn no 5 mn (100 lec.m.6.X. dapma Nec.m.6.X. Hdor. 3acTocyBaHHsa y po3ginu: "MpoTunokasaHHsa", "Ocobamsi
Mr) y conakoHax Ne Hdor. KI K, ABCTpisi; TECTYBaHHS: 3axoau 6esnekn”, "B3aemogis 3 iHLUMMM SliKapCbKUMMN
Nab6op N+C Ar, 3acobamu Ta iHWi BUuAan B3aemogiii”, "Oco61mMBOCTi
HimeuyunHa; TecTyBaHHs: 3actocyBaHHa" (y T.4. "3gaTHICTb BN/MBATU Ha LUBUAKICTb
MM Mikpo6ionoriwec peakujii Npu KepyBaHHi aBTOTPaHCNOPTOM a60 iHLIMMY
Mptocpnabop MmoX, mMexaHismamu"), "Mo6iuHi peakuii”. 3miHu 3rigHo 3
ABCTpis pedhepeHTHUM npenapaTtoM LinTo3ap®. BBegeHHA 3MiH
NpPoTArom 6-T1M MicsiliB Nicnsa 3aTBepAKEHHs
6. ANNEKCAH® PO3YMH NS iH'EKLi EBEBE ABCTpiIs NOBHUIA LKA ABcTpisi/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/1150/01/02
Ta iHdysili, 50 dapma Bupo6HuuTea: EBEBE Himeuunna 3MiHM | TURY - 3MiHW A0 IHCTPYKLiT 4718 MeANYHOro peyenmom
mr/ma no 10 mn lec.m.6.X. dapma Nec.m.6.X. Hdor. 3acTocyBaHHs y po3ginu: "MNpoTrnokasaHHsa”, "OcobnmBi
(500 wmr), no 20 mn Hdor. KI KI', ABCTpifi; TeCTyBaHHs: 3axoau 6esnekun”, "B3aemopisa 3 iHWIMMU NiKapCbKUMu
(1000 wmr), no 40 mn Nab6op N+C Al 3acobamu Ta iHWi Buay B3aemogiii”, "OcobnmBocTi
(2000 mr) y HiMeuuunHa; TecTyBaHHS: 3acTocyBaHHs" (y T.4. "3[4aTHICTb BN/IMBATU Ha LUBUAKICTb
onakoHax Ne 1 MIJ1 Mikpo6ionoriwec peaxuii Npy KkepyBaHHi aBTOTPAHCNOPTOM a60 iHLUMMN
Mptochnadop Mm6X, mexaHismamun"), "Mo6iuHi peaxuii". 3miHu 3rigHo 3
ABCTpISA pechepeHTHUM NpenapaTtom LinTozap®. BBegeHHs 3MiH
npoTArom 6-T1 micauiB nicna 3aTBepAXeHHSA
7. AnonypPuHoOnN- Tabnetkn no 100 mr MAT Ykpaina MAT "KuniBcbkuit Ykpaina BHECEHHS 3MiH A0 peecTpaLiiiHux matepianis: 3MiHu | Tuny - 3a UA/12636/01/01
Nnyran Ne 10x5 y "KuiBcbkuii BiTaMiHHWIA 3aBoA” [oTOBMIA Nikapcbknii 3aci6. BUpobHMLTBO. 3amiHa abo peyenmom
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka
¢hopma, ynakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

KpaiHa
BUPOOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

6nictepax B nayuyj

BiTaMiHHWIA
3asof”

BBEJleHHSA [1O0AATKOBOI AiNIbHULL BUPOBHMLITBA /151 YACTUHM
a60 BCbOro BUPOGHMYOro NpoLecy roTOBOro NiKapCbKoro
3acoby (AiNbHNULSA, Ha SKi NPOBOAATLCA OYAb-sKi BUPOGHMYI
cTagii, 3a BUHATKOM BUMYCKY CEPIli, KOHTPOJIKO SKOCTI,
NepPBMHHOTO Ta BTOPVMHHOIO NakyBaHHSA, 4151 HECTePUSIbHUX
nikapcbkux 3aco6iB) (3amiHa AifbHULL BUPOBHNLTBA)
CynyTHS 3MiHa - [0TOBWIA flikapcbkuii 3aci6. Bupo6HMLTBO.
3amiHa abo BBeAeHHS [0AaTKOBOI AiNbHULi BUPO6HULTBA
[N YacTnHM abo BCbOro BUPOGHMYOro NpoLecy rotToBoro
nikapcbKoro 3acoby (4inbHULA A1 BTOPUHHOTO NaKyBaHHS).
- FoToBwMiA nikapcbkuii 3aci6. BupobHuuTteo. 3amiHa abo
BBEAEHHSA A0AATKOBOI AiNIbHULI BUPOBGHULTBA A1 YaCTUHU
a60 BCbOro BUPOGHMYOro NPOLLeCy rOTOBOTO iKapCbKOro
3aco6y (finbHULA AN NEPBUHHOIO NakyBaHHs) (3aMiHa
[inbHULUI BUPO6HMLTBA); 3MiHM | TNy - FOTOBWIA NiKapCbKWii
3aci6. Bupo6HMLTBO. 3MiHW, WO CTOCYTLCS BUMYCKY cepil
Ta KOHTPOJIt0 AKOCTi rOTOBOrO Nikapcbkoro 3acoby (3aMiHa
abo gofasaHHA BUPOGHUKA, BiAMOBIAA/IBHOIO 3a BUMYCK
cepil) - BK/IKOYaK4M KOHTPO/Ib/BUNPO6YBaHHA cepii (3aMiHa
OiNbHULI BUPOBHULITBA)

ANONYPUHON-
nyran

Tabnetkn no 300 mr
Ne 10x3 y
6nictepax B nauuj

NAT
"KuiBcbkuii
BiTAMiHHWIA

3aBof”

Ykpaina

MAT "KuiBcbkuii
BiTaMiHHMIA 3aBoA"

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHux matepiasnis: 3MiHn | Tuny -
[oTOBWIA Nikapcbkunii 3aci6. BupobHuuTBO. 3amiHa abo
BBEJEHHA [04aTKOBOI AiNlbHUL BUPOBHMLITBA 4151 HACTUHM
ab0 BCbOro BUPOGHMYOro NpoLecy roToBOro Nikapcbkoro
3acoby (AinbHMLSA, Ha SKii NPOBOAATLCSA By Ab-5Ki BUPOOHMI
cTagii, 3a BUHATKOM BUMYCKY CEPIli, KOHTPOJIHO SIKOCTI,
NEePBUHHOTO Ta BTOPMHHOIO NakyBaHHSA, A/151 HECTEPUSIbHUX
nikapcbknx 3acobiB) (3amiHa AiNbHULL BUPOGHNLTBA)
CynyTHS 3MiHa - [0TOBWIA Nlikapcbkuii 3aci6. BUpo6GHMLTBO.
3amiHa abo BBeAeHHA [04aTKOBOI AiNbHMLi BUPOOHULTBA
NS YacTHM abo BCbOro BUPOGHMNYOro NpoLecy rotoBoro
NiKapcbKoro 3acoby (AiNbHULA N5 BTOPUHHOIO NakKyBaHHS).
- FoToBwiA nikapcbkuii 3aci6. BupobHuuteo. 3amiHa abo
BBEJeHHSA [10AAaTKOBOI AiNIbHULL BUPOBHMLITBA 4151 YACTUHM
a60 BCbOro BUPOGHMYOro NpoLecy roToBOro NikapCbKoro
3aco6y (AinbHWLUA 415 NePBYHHOMO NakyBaHHS) (3aMiHa
AinbHUUI BUpo6HMLTBA); 3MiHu | TNy - FOTOBMIA NiKapCbKuii
3aci6. BupobHMUTBO. 3MiHWY, LLIO CTOCYIOTLCS BUNYCKY cepil
Ta KOHTPO/It0 SIKOCTi FOTOBOrO NikapCbkoro 3acoby (3amiHa
abo gofaBaHHS BUPOOHUKA, BiAMOBIAA/IbHOIO 3a BUMYCK
cepil) - BK/OYAKUM KOHTPOSL/BUNPOBYBaHHA cepil (3amiHa
AiNbHULI BUpO6HULTBA)

3a
peyerimom

UA/12636/01/02

AMIAK

pO34nH ons
30BHILUHLOIO
3actocyBaHHA 10%
no 40 mny
dhnakoHax

TOB "OKnM
"®GapmaueBTu
YyHa habpuka"

YKpaiHa

TOB "[OKrM
"®apmaueBTnyHa
habpuka"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaviiiHux matepiasis: 3MiHu | Tuny -
AAMIHICTPaTVBHI 3MiHW. BUyyYeHHs1 BUPOOHWYOT AiNbHULL
(Brntovaroun ginbHnLi ans A®l, npoMiXKHOTO NpoaykTy abo
roToBOrO Nikapcbkoro 3acoby, AiNbHULI NS NPOBEAEHHS
nakyBaHHs, BUPOGHWMKa, BifNOBifasIbHOrO 3a BUMNYCK Cepil,

MicLie NpoBefEHHsI KOHTPO/O cepii) abo nocTavyanibHuKa

6e3
peyenma

UA/3179/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka
¢hopma, ynakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

KpaiHa
BUPOOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

BMXIiQHOr0 Marepiasy, peareHTy abo JONOMIKHOI pEHOBVHN
(SIKLLLO 3a3HAYEHO Y A0ChE) (BUMYYEHHSI BUPOOHUYOI
AiNbHUL rOTOBOrO NiKapCbKOro 3acoby Ta, sk Hacnifok,
BUJTYYEHHA MapKyBaHHA AN AifIbHUL TOTOBOTO NiKapCbKOro
3acoby TOB «[KIM «®apmaueBThyHa habprkar»
Ykpaina, 10014, m. XXutomup, By/. JIepMOHTOBCHKE, 5)

10.

AMI3OH®

TabneTku, BKpUTI
060/10HKOI0, NO
0,25 1 Ne10 (10x1),
No20 (20x1) y
6nictepax

MAT
"®apmak”

YKpaiHa

MAT "dapmak”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | Tuny -
3MiHu 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /liKapCbkoro 3acoby. 3miHa y MmeTogax
BMNPOGYBaHHSA roTOBOrO liKapcbKoro 3acoby (HesHavyHa
3MiHa y 3aTBEPAXEHNX MeToAax BUNPOOYBaHHS) (HE3HAUHI
3MiHM y MeToAMLI BUNpobyBaHHSA 3a nokasHnkom MBUY:
3MiHEHO NPUroTyBaHHS BMMPOOOBYBaUTbHUX 3paskiB A/1s
BM3HAYEHHS 3aralbHOro Y1csia aepobHNX MiKpoopraHiamis
(TAMC), a came: po3BegeHHs 1:10 3aMiHWIM Ha
po3BeaeHHs 1:100. Kputepii npuitHaTHocTi MBY npnsegeHo
y BifnoBigHicTb A0 EP Ta 4ONOBHEHO METOAY KOHTPO/IO
AKOCTI BigNoBigHUM nocunaHHsam Ha EP 1a dY); 3minum |
TUny - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo
agpecu Micus NPoBaMKEHHS AiiSIbHOCTI
BMPO6GHMKa/iMNnopTepa roToBOro JlikapCbKOro 3acoby,
BK/IHOYA0UM AiNbHUL BUMYCKY cepii abo miclie NpoBeAeHHs
KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a Ky Bignosigae
BMPOGHMK/IMNOPTEp, BK/IOYAOUM BUMYCK Cepiid) (3MiHa
aapecy BUpo6HUKa, 6e3 3mMiHM Micus BUPOGHMLTBA. (3MiHA
IOPUANYHOI agpecu Ha hakTuyHy agpecy) (TepmiH
BBE/EHHS 3MiH MPOTAroM 3-X MicALiB NiCNSA 3aTBEPAYKEHHS);
3miHu | Trny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHun) (3MiHa rpadivyHmx 306paxeHb
NepBUHHOI Ta BTOPUHHOI YNAaKOBOK Ha TEKCT MapKyBaHHsA
NepBUHHOI Ta BTOPMHHOI ynakoBok) (TepMiH BBeAEHHS 3MiH
npoTarom 3-x MicsiLiB nicns 3aTBepKeHHs)

6e3
peyenma

UA/6493/01/01

11.

AMI3OH®

TabneTku, BKpUTI
060/10HKOHD, MO
0,125 r Ne10
(10x1), Ne20 (20x1)
y 6nictepax

MAT
"®apmak”

Ykpaina

MAT "®apmak”

Ykpaina

BHECEHHS 3MiH 40 peecTpaviiiHux matepianis: 3MiHn | Tuny -
3MiHM 3 SKOCTi. FoToBWIA Nikapcbkuii 3aci6. KoHTposb
roToBOro MikapcbKoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHS FOTOBOTO J1iKApCbKOro 3acoby (He3HauHa
3MiHa y 3aTBEpMKEHMX MeTofax BUNPobyBaHHs) (HE3HaYHI
3MiHM y MeToauLi BUNpobyBaHHSA 3a nokasHvkom MBUY:
3MiHEHO NMPUroTyBaHHSA BUNPO60OBYBasTbHUX 3pas3kiB /15
BU3HAYEHHS 3arasibHOro YMcna aepobHUX MiKpOOpraHiamis
(TAMC), a came: po3BefeHHs 1:10 3aMiHuIn Ha
po3segeHHs 1:100. Kputepii npuitHaTtHocTi MBY nprusegeHo
y BiAnoBigHicTb Ao EP Ta 4ONOBHEHO METOAW KOHTPO/IIO
AKOCTI BigNoBigHUM nocunaHHAM Ha EP Tta dY); 3MiHu |
TUny - AAMiHICTpaTMBHI 3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo
agpecu Micus NpoBaKEHHS 4isi/IbHOCTI
BMpOBHMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
BK/IKOYAK0UM AiNbHULI BUMYCKY cepii abo miclie npoBefeHHs

6e3
peyenma

UA/6493/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
KOHTPOJI0 AIKOCTI. (AiANbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMNOPTEp, BK/OUaUM BUMNYCK cepiid) (3MiHa
afpecy BUpo6HUKa, 6e3 3mMiHM Micua BUPOBHULTBA. (3MiHA
IopuanYHOI agpecu Ha hakTuuHy agpecy) (TepmiH
BBEJEHHS 3MiH NPOTAroM 3-X MiCAILiB MiCNs 3aTBEPKEHHS);
3MiHK | TUNY - 3MiHK LWoAo 6e3nekn/edreKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) (3mMiHa rpadpivHMX 306pakeHb
NepBUHHOI Ta BTOPUHHOI YNaKoBOK Ha TEKCT MapKyBaHHA
NepBUHHOT Ta BTOPUHHOI ynakoBok) (TepMiH BBEAEHHS 3MiH
npoTsirom 3-x MicsiLiB Nicnis 3aTBEPKEHHS)
12. AMIHOKAMNPOHO | ta6netku no 500 mr MAT Ykpaina MAT "®diTodhapm” Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/7449/01/01
BA KUCNOTA Ne 20 (10x2) y "®itochapm” 3MiHM | TUNYy - 3MiHa y MeTogax BUNpobyBaHHS roTOBOro peyenmom
6nictepax, Ne 20 y nNikapcbKoro 3acoby - OHOB/IEHHSI METOAMKM Ta creumdikai
KOHTeliHepax 3a nokasHukamu "CTtupaHicTb", "MikpobionoriyHa umcrora”,
"KinbkicHe BM3HaueHHs", "Onunc"; cynyTHA 3MiHa: 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
rOTOBOIO JIiKAPCLKOro 3acoby
13. APAHECH po34nH AN AMIXKeEH Higepnax MapkyBaHHs, BTOPUHHE Higepnang | BHeCeHHs 3MiH 4O peecTpauiiiHux maTepianis: NpuBeAeHHs 3a UA/11437/01/01
iH'ekujn, 25 Mkr/mn, €spona b.B. on nakyBaHHS Ta BUMYCK n/ y BifnoBigHICTb A0 peecTpauiliHUX MaTepianiB peyenmom
nonepegHL0 cepil: CLWA HanucaHHsA 04HOro 3 BUPOGHUKIB B Hakasi MO3 YkpaiHu
HaMOBHEHWI WNpUL, AvaxeH €spona B.B., Ne 973 Big 15.09.2016 B npoueci nepepeectpadii (6ys10 -
3 aBTOMaTUYHUM HigepnaHaw; MapKyBaHHS, BMOPUHHE naKyBaHHs ma BUrycK cepii:
3an06iKHNKOM Bupo6bHMLTBO, NEpBUHHE AMOxeH €8pona, HidepnaHou)
ronkun 0,4 mn Nely naxkyBaHHA:
6nicTepi B kopobuy; AvIxeH MaHydekuypiHr
nonepegHL0 Nimiten , CLLUA
HanoBHEHWIA LNpuLy
0,4 mn Nel B
KopobLi;
nonepegHL0
HanoBHEHWIA LWNpuLy
0,4 Mn Nely
6nicTepi B kopobui
14. APAHECH pO34nH ons AmMIXKeH HigepnaH MapkyBaHHs, BTOPUHHE HignepnaHg | BHeCEHHS 3MiH A0 peecTpauiiiHuX MaTepianis: NpUuBeAEHHS 3a UA/11437/01/03
iH'ekuili, 100 €spona b.B. on nakyBaHHA Ta BUMYCK n/ y BiANoBigHICTb A0 peecTpauiiiHux marepianis peyenmom
MKF/M/1, cepit: CLWA HanvcaHHs OAHOro 3 BUPOGHMKIB B Hakasi MO3 YkpaiHu
nonepegHL0 AmvaxeH €spona b.B., Ne 973 Big 15.09.2016 B npotieci nepepeecTpauii (6y/10 -
HanoBHEHWIA LNpuLy, HigepnaHgu; MapKysaHHsl, BMOPUHHE raKysaHHs ma BUIycK cepil:
3 aBTOMATUYHUM Bupo6HMLTBO, NEPBUHHE AMOeH €spona, HidepiaHou)
3ano6iKHKOM nakyBaHHs:
ronku 0,3 mn Nely AmMmpKeH MaHyhekuypiHr
6nicTepi B KOpooL,; Nimiteq , CLLUA

nonepeaHLo
HanoBHEHWIA LNpuLy,
0,3 M1 Nel B
KOpooLL;
nonepeaHbLo
HanoBHEHW LWnpuL
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
0,3 mn Nely
6nicTepi B kopobui
15. APAHECH po34uH AN AMIXKeEH Higepnax MapkyBaHHs, BTOPUHHE Higepnang | BHeECEHHs 3MiH 4O peecTpauiiiHux maTepianis: NpuBeAeHHs 3a UA/11437/01/05
iH'ekuin, 500 €spona b.B. on nakyBaHHS Ta BUMycK n/ y BifnoBigHICTb A0 peecTpauiiHNX MaTepiasiB peyenmom
MKr/M, cepit: CLWA HanucaHHsA o4HOro 3 BUPOGHUKIB B Hakasi MO3 YkpaiHu
nonepegHL0 AvaxeH €spona B.B., Ne 973 Big 15.09.2016 B npoueci nepepeectpadii (6ys10 -
HamnoBHEHWI LWnpuLy Higepnanaw; MapKyBaHHS, BMOPUHHE naKyBaHHs ma BUrycK cepii:
3 aBTOMATUYHUM Bupo6bHMLTBO, NEepBUHHE AMOeH €s8pona, HidepiaHou)
3ano6iXHVKOM nakyBaHHs:
ronkm 1,0 mn Nely AmMmpxeH MaHydekuypiHr
6nictepi B KOpobL; Nimiten , CLLUA
nonepegHL0
HamnoBHEHWI LWnpuLy
1,0 Mn Nels
Kopoo6L;
nonepeaHL0
HanoBHEHWIA LWNpuLy,
1,0 M Nely
6nicTepi B Kopobui
16. APFETT PANIA Kancynu [enbta LLiBeiiuapi nepBuHHE Ta BTOPUHHE HimeuunmHa | BHECEHHS 3MiH [J0 peecTpaviiiHix maTepianis: 3miHu | Tuny - 3a UA/13123/01/01
KMLLIKOBOPO3UNHHI Megiken A nakyBaHHA Ta BUMYCK / AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPO6HNYOI AinbHUL peyenmom
TBEpAi no 75 mr Ne MpomoyLH3 cepit: Ipnangis/ (Bkntovaroum ginbHuL ans A®l, npoMixXHOro NpoaykTy abo
10 (10x1), Ne 20 Al Csicc Kanc 'm6X, HimeuuunHa rOTOBOrO J1iKapCbKOro 3acoby, AiNbHULi AN18 NPOBEAEHHS
(10x2), Ne 30 HimeuunHa; nakyBaHHs, BUPO6HWMKa, BifNOBigasIbHOrO 3a BUMYCK Cepil,
(10x3), Ne 50 (10x5) BVPOGHMLTBO MicL,e NpOBeAEHHSI KOHTPOSIO cepii) abo noctavanbHMKa
y 6nictepax Hepo3dracoBaHOl BMXIAHOrO MaTepiany, peareHTy abo 4OMNOMDKHOI pe4OBUHN
NPOAYKLii, KOHTPO/b (AKLLLO 3a3HaYEeHO Y A0CHE) (BUNYYEHHS BUPOOHUYOI
AKOCTI: AiNbHWL TOTOBOrO NiKapCbKOro 3acoby Ta, sik Hacnifok,
Temmnep IpnaHgis BUJTYYEHHA MapKyBaHHA AN AiNIbHUL FOTOBOTO NiKapCbKOro
Nimiten, lpnaHgis; 3acoby Temmnep Bepke M'm6X, HimeuunHa) (TepmiH
nepBuHHE Ta BTOPUHHE BBEJEHHS 3MiH NPOTAroM 6 -Tn MicALiB nmicns
nakyBaHHs: 3aTBEPIKEHHS)
[pareHochapm Anotekep
Miown Mm6X, HimeyunHa
17. APTU®DINEKC TabneTku, BKpUTI ToBapucTso 3 YKpaiHa ToBapuCcTBO 3 06GMEXEHOID YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHux matepiasis: 3MiHu | TURY - 6e3 UA/12160/01/01
nnwc 06010HKoto, Ne 30 06MEXEHOI0 BiAMOBIAA/IbHICTIO AAMIHICTpaTVBHI 3MiHX. 3MiHa HaliMeHyBaHHA Ta/abo peyenma
(10x3), Ne60 (10x6) BiANOBIA&/IbHI "®apmMaueBTUYHa afpecy 3asBHYKa (BNacHWKa peecTpaviiHoro nocBigYeHHs)
CTIO KomnaHia "3gopos'a” (3miHa agpecu 3asBHuka 13) (TepMiH BBEAEHHS 3MiH
"®bapmaueBTn npoTArom 3-x MicsiUiB nicns 3aTBepAKEHHS); 3MiHu | Tuny -
YyHa KoMMaHis AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
"3p0pos'a" afipecy MicLA NPOBaIKEHHS Aif/IbHOCTI

BMpPO6HMKa/iMNnopTepa roToBOro JlikapCbKoro 3acoby,
BK/IHOYA0UM AiNbHUL BUMYCKY cepii abo Miclie NpoBeAeHHs
KOHTPOJIO AKOCTI. (AiANbHICTb, 3a Ky Bignosifae
BMPOGHMK/IMMOPTEpP, BK/IOYAKYM BUNYCK cepiii) (3MiHa
afpecy MicLs BNpOBaXeHHS AisiNIbHOCTI BUpO6HMKa M13.
Bupo6Huya finbHuus, agpecy sKoi 3MiHEeHO, Ta BCi
BMPO6HUYI onepauii 3annwatTbes He3amiHHMMK) (TepMiH
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
BBE/EHHS 3MiH MPOTAroM 3-X MiICALiB NIiCNs 3aTBEPAYKEHHS);
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FoTOBMIA Nikapcbkuii 3aci6.
CurcTeMa KoHTelHep/3akynoproBasibHUiA 3aci6. 3miHa
pO3Mipy ynakoBK/ roTOBOrO JlikapCbkoro 3acoby (Buy4YeHHs
ynakoBKU MEeBHOro po3Mipy) (BUyYeHHs ynakosku Ne 120
(10x12) y 6nictepax 3 BignoBiAHNMMN 3MiHAMW Y p.
"YnakoBka"); 3miHu | Tuny - 3miHn wWoao
6e3nekn/edhekTUBHOCTI Ta hapMakoHarnagy (iHwi 3MiHwn)
(3MiHa rpaciyHnx 306paxeHb NepPBUHHOT Ta BTOPUHHOI
YNaKoBOK Ha TEKCT MapKyBaHHSA NepBUHHOT Ta BTOPUHHOT
ynakoBokK) (TepMiH BBeAEHHS 3MiH MPOTAroM 3-x MicsLiB
nicns 3aTBepmXeHHs)
18. ATAPAKC® TabneTku, BKpUTI HOCB dapma Benbrisa Brpo6HMLTBO 3a NOBHUM Benebris BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | Tuny - 3a UA/1872/01/01
nNiBKOBOKO C.A. LIMK/IOM: 3MiHK 3 SIKOCTi. FOTOBUIA NiKapCbKuiA 3aci6. 3MiHW y peuyenmom
060/10HKOIO, N0 25 OCB ®apma C.A,, BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHK, L0 CTOCYHOTLCA
Mr, no 25 TabneTok Benbris; BWMYCKY Cepii Ta KOHTPOJIK0 SIKOCTi FOTOBOTO NiKapCbKOro
y 6nicTepi; no 1 [opaTkoBa BUPOGHUYA 3acoby (3amiHa abo AofaBaHHA AiNbHUL, Ha Kl
6nictepy y AiNbHUUA, Ha Kl 3[iACHIOETLCA KOHTPONB/BUNPOGYBaHHS cepii) (BBEAEHHS
KapTOHHI KOpoo6Li 34iACHIOETLCS KOHTPO/b [04aTKOBOT BUPOGHMYOT AiNbHULI Ha AKill 34iACHIOETLCA
cepit: KOHTpONb/BUNPO6YBaHHs cepii: CI'C Jlab CimoH CA, Benbris
AHnabioTvk HB, Benbris; i3 3a3HaYEHHAM QIYHKLT BXXe 3aTBEPXEHOr0 BUPOOHNKA);
CI'C a6 CimoH CA, 3MiHu | TUNY - 3MiHK 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6.
Benbris 3MiHM Y BUPOOHULTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIHO SIKOCTi FOTOBOro
nikapcbKkoro 3acoby (3amiHa abo AoaaBaHHsA AiNbHULI, Ha
AKilA 30iAICHIOETLCA KOHTPO/L/BUNPOGYBaHHS cepii)
(BBEAEHHA [OAATKOBOI BUPOOHMYOI AiNbHUL Ha SKii
3[iICHIOETLCS KOHTPO/IL/BUNPOGYBaHHS cepii: AHaGIOTUK
HB, Bernbris i3 3a3Ha4YeHHAM PYHKLT BXe 3aTBEPKEHOIO
BMPOGHUKa)
19. ATEHATMB 1000 | nopoLUoK Ans OkTadhapma ABCTpIs Oxtathapma AB, LUBeLis; Lseuis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasliB: NPpUBeAEHHS 3a UA/13082/01/02
Mo pO34nHy Ans dapmaueBTUK AnbTepHaTMBHa HimeuyunHa | y BiANOBIAHICTL HaNMCaHHA Ha3BM NiKapCbKOro 3acoby | peyernmom
AHTUTPOMBIH iHdysiii no 50 a BMpPOGHMYA ginsHKa 45 (MeguyHOro iMmyHoGioNorivHOro npenapary) B Hakaasi
i N gnHN MO/mn (1000 MpoaykTioHCr BTOPWHHOrO NakyBaHHSA: MOS3 YkpaiHu Ne 1429 Big 30.12.2016 B npoueci
ATENATIV® 1000 | MO/cnakoH )y ec. M.6.X. Oxtadhapma N'm6X, BHECEHHSA 3MiH - 3MiHN | Tuny - AAMIHICTPaTUBHI 3MiHN.
IU HUMAN nakoHi Nel B [leccay, HiveuunHa 3MiHa HalimeHyBaHHs Ta/abo agpecu MicLs NPOBaXEHHS
ANTITROMBIN Il | komnnekTi 3 AiSNIbHOCTI BUPO6HUKa/iMnopTepa roToBoro JlikapCbKoro

PO34MHHMKOM No 20
My donakoHi Nel

3acoby, BKIoYaoun AinbHuL BUNycky cepii abo micue
NPOBeLEHHS KOHTPOJIIO AKOCTI. (A4iANbHICTb, 3a AKy
BiAMNOBIAae BUPOGHYMK/iIMNopTep, BKIOYaUM BUMYCK Cepiid)
(3miHa agpecun MicLa NpoBaMKEHHS AifNbHOCTI BUPOGHMKA
OkTachapma AB, LLBeljis 6e3 3MiHU MicLA BUPOGHMLTBA)
(TepMiH BBEAEHHS 3MiH NPOTAroM 6-Tn MicAUIB nicns
3aTBEPAKEHHS); 3MiHM | TNy - 3MiHK Woa0
6e3nekn/edekTNBHOCTI Ta chapmakoHarnsgy (iHwi 3MiHN)
(3amiHa rpadiivyHOro 306paxeHHs yNakoBKN Ha TEKCT
MapKyBaHHA A1 NepPBUHHOT Ta BTOPUHHOI YNakoBKU A1
npuBefeHHs y BignosigHicTb Ao Hakazy MO3 Ykpainu Ne
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
426 Big 26.08.05 (y pepakuii Hakazy MO3 YkpaiHn Ne460
Big 23.07.2015 p.) (TepmiH BBeAEHHSA 3MiH NPOTArom 6-Tu
MicsauiB nicnsa 3aTtBepakeHHs) (6ys10 - ATEHATVB 1000 MO
AHMuUMpPOom6iIH 11l 1t0duHU)
20. ATEHATUVB 500 NOPOLLOK A5 Oktadhapma ABCTpiIs Oxtachapma AB, LUBeLis; Lseuis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHMX MaTepiasiB: NpUBeAEHHSA 3a UA/13082/01/01
MO po3UnHYy AN PapmaLeBTUK AnbTepHaTuBHa HimeuunHa | y BiANOBIAHICTb HANMCaHHA Ha3BU NiKapCbLKOro 3acoby | peyernmom
AHTUTPOMBIH iHcpysiin no 50 a BMPOGHUWYA AinsHKa ans (meguuHoro iMyHoGionoriuHoro npenapary) B Hakasi
i Nl gnHN MO/mn (500 MpoaykTioHcr BTOPWHHOrO NakyBaHHS: MOS3 Ykpainu Ne 1429 Big 30.12.2016 B npoueci
ATENATIV® 500 MO/cbnakoH ) y ec. Mm.6.X. OkTachapma 'm6X, BHECEHHA 3MiH - 3MiHu | Tuny - AgMIHICTPaTUBHI 3MiHN.
IU HUMAN donakoHi Nel B [Leccay, Himeuunna 3MiHa HalimeHyBaHHs Ta/abo agpecy MicLA NPOBaXEHHS
ANTITROMBIN Il | komnnekTi 3 LisiNIbHOCTI BUpO6GHMKa/iMnopTepa roToBoro JlikapCbKoro
PO34MHHMKOM Mo 10 3acoby, BK/IYaun AinbHMLI BUNYCKy cepil abo micue
My donakoHi Nel NpPOBeLEHHS KOHTPOJIO AKOCTI. (AiANbHICTb, 3a AKy
BiANOBIAae BUPOGHYMK/iIMNOPTEp, BKIOUAOUM BUMYCK Cepiid)
(3miHa agpecy MicuA NPoOBafXXEHHS AiS/IbHOCTI BUPOGHMKA
OxTtachapma AB, LUBeujis 6e3 3MiHU MicLA BUPOGHMLTBA)
(TepMiH BBEAEHHS 3MiH NPOTArOM 6-Tu MicALIB nicns
3aTBEPLKEHHS); 3MiHM | TUNY - 3MiHW Wo80
6e3nekn/edheKTMBHOCTI Ta chapmakoHarnagy (iHwi 3MiHN)
(3amiHa rpadivuHOro 306paxxeHHs ynakoBKU Ha TEKCT
MapKyBaHHs A/19 NePBUHHOI Ta BTOPUHHOT YNakoBKN A/15
npuBefeHHs y BignosigHicTb Ao Hakazy MO3 YkpaiHu Ne
426 Bif 26.08.05 (y pegakuii Hakazy MO3 YkpaiHn Ne460
Bif 23.07.2015 p.) (TepmiH BBEAEHHS 3MiH NPOTArom 6-Tn
MicsaUiB micnsa 3aTBepxeHHs) (6ys10 - ATEHATUB 500 MO
AHMUMpPOMG6IH 11l 1100uHU)
21. BENICA Kpanni opasibHi no TOB "OKnM Ykpaina TOB "AKnM Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux matepianis: 3MiHn | Tuny - 6e3 UA/9714/01/01
25 mn a6o 40 mn y "®apmaueBTu "®apmMaueBTNYHa AAMIHICTpaTUBHI 3MiHW. BUnyyeHHsI BUPOGHNYOI AinbHUL peyenma
hnakoHi B nayui yHa thabpuka" habpuka" (BKtovatoum ginbHUL ans A®l, npoMixXHOro NpoaykTy abo
rOTOBOrO /1iKapCbKOro 3acoby, AiNbHUL 415 NPOBEAEHHS
nakyBaHHs, BUPOGHUKA, BiNOBIAaIbHOMO 3a BUMYCK Cepil,
MicLLe NpoBeAEHHS KOHTPO/IIO cepil) abo nocTavasnbHUKa
BMXiAHOrO Marepiasny, peareHTy abo AONOMIKHOI peHOBUHN
(KO 3a3HAYEHO Y A0CHLE) (BUTYYEHHS BUPOOHUYOI
LiNbHUL TOTOBOrO NiKapCbKOro 3acoby Ta, K HacnifoK,
BW/TYYEHHS MapKyBaHHS 415 Ai/IbHWLj FOTOBOTO JliKapCbKOro
3acoby TOB «[KI «®apmaLeBTnyHa habprika»
YKpaina, 10014, m. XXutomup, By/. JIEpPMOHTOBChLKA, 5)
22. BOM-BEHIE Masb no 25 ry Ty6i TOB YkpaiHa TOB "TepHodthapm" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 6e3 UA/8618/01/01
MA3b anoMiHieBiii; no 1 "TepHodhapm" 3MiHu |l TMny - BBEAEHHSA HOBOro BUPOGHMKa AD| MEHTON peyenma
Ty6i B nayui 3 (neBOMEHTON) 3 HaZAHHAM MacTep-chaiina Ha AdI
KapTOHY; No 20 ry
6aHkax CKIsHMX; No
25 ry Ty6ax
TIOMIHIEBUX
23. BAKUWHA Ansa NMOPOLLIOK Ta "BIOME/[- Monbwa BMPOGHMWK BaKLUHK: Monbwa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/14884/01/01
MPO®DINAKTUKA PO3UMHHWK A5 NHOBMIH" "BIOMEA-/TIOBNIH" 3MiHM | TUNY - 3MiHa Yy TepMiHax NpuaaTHOCTi FOTOBOro peyenmom
TYBEPKY/IbO3Y | npurotyBaHHs BuTBYpHS ButBypHs Cyposil, i NiKapCbKOro 3acoby - NpMBeAeHH TEPMiHY MPUAATHOCTI
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka
¢hopma, ynakoska)

3asBHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

KpaiHa
BUPOOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

XVBA, CYXA
BLDK 10

cycneHsii gns
BHYTPILIHbOLLKIPHWX
iH'ekyjii, no 0,5 mr
(10 po3) nopoLuky y
CKNSHI amnyni Ta
nolwmn
PO3YMHHVKa
(i3oToHIUHOTrO
PO34nHY HaTpilo
X70pvay) B iHLUIMA
CKNsHin amnyni, Ne
5y KapTOHHiiA
Kopo6ui

CypoBil, i
LLleniioHek
Cnynka
Akuniina

Lleniionek Cnynka
AkumiiHa, MonbLya;
BMPOGHUK PO3UMHHMKA:
NMONb®APMA C.A.
PapmacbloTikas Bopkc,
MonbLla

PO34YMHHIMKA Y BiAMOBIAHICTb A0 MaTepiasniB peecTpauiiHoro
[ocbe

24.

BA/IbCAKOP® H
320

TabneTku, BKpUTI
nAiBKOBOO
060n10HKot0, Mo 320
mr/12,5 mr no 10
TabneTok y
6nicTepi; no 3 abo 6
6nictepiB y
KapTOHHI kopobuyj;
no 14 tTabneTtok y
6nictepi; no 1, 2
abo 4 6nictepu B
KapTOHHI kopobuyj;
no 15 tabnetok y
6nicTepi; no 2 a6o 4
6nictepu B
KapTOHHI Kopoo6Lli

KPKA, a.4.,
HoBso mecTo

CnoBeHisa

KPKA, a.4., HoBo mecTto

CnoBeHis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TNy - NoAaHHA oHoBNeHux cepTudikatis R1-CEP
2000-091-Rev 03 Ta R1-CEP 2004-013-Rev 03 gnsa
rigpoxnopTiasuay Bif, BXe 3aTBepAXeHVX BUPOOHUKIB

3a
peyenmom

UA/9451/01/02

25.

BA/IbCAKOP®
HD 320

TabneTku, BKpUTI
NiBKOBOO
060/10HKO0, No 320
mr/25 mr no 10
TabneTtok y
6nictepi; no 3 abo 6
6nictepiB y
KapTOHHI kopobuyj;
no 14 tabneTtok y
6nictepi; no 1, 2
abo 4 6nictepn B
KapTOHHI kopobLyj;
no 15 tabneTtok y
6nicTepi; no 2 abo 4
6nictepu B
KapTOHHI Kopoo6Lli

KPKA, a.4a.,
HoBo mecTo

CnoBeHisa

KPKA, a.4., HoBo mecto

CnoBeHis

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:
3MiHu | TUNy - NnogaHHsA oHoBNeHnx cepTudikatise R1-CEP
2000-091-Rev 03 Ta R1-CEP 2004-013-Rev 03 gns
rigpoxnopTiasungy Bif BXe 3aTBepAXeHNX BUPOOHNKIB

3a
peyerimom

UA/9450/01/03

26.

BE/IbMETIA®

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKO10, Mo 50

Mepk LWapn i
[oym lgea IHK

LLiBeiiuapi
A

nepBMHHA Ta BTOPUHHA
ynakoBka, fl03Bi/1 Ha
BMNyck cepii: Mepk Lapn i

HigepnaHp,
n/ Benuka
BputaHis/

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
3MiHW I TUNY - 3MiHK [0 IHCTPYKUIT 4N MeanYHoro
3aCTOCYBaHHSA y po3ainu: "®apmMakooriyHi B1acTMBOCTI",

3a
peuyenmom

UA/13327/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
Mr/500 mr Ne 28 [Joym B.B., HigepnaHgy; MyepTo "Mo6iuHi peakuyji”.
(14x2), Ne 56 (14x4) BVMPOGHMLTBO Piko/ BBepeHHs 3MiH npoTarom 3-x MicAuis nicns
y 6nictepax Hepo3dgracoBaHol IcnaHis 3aTBepAKEeHHSA
NPOAYKLii, KOHTPO/Tb
sKocTi: Ecika KBiH60po
Nimiten, Benvka
BpuTanis; MNarteoH Myepto
Piko, IHk., MyepTo Piko;
nepBrHHA Ta BTOPVHHA
ynakoska: ®pocct
16epuka, C.A., IcnaHis
27. BE/IbMETIA® TabneTkn, BKpUTI Mepk Wapn i LLsenuapi nepBuHHA Ta BTOPUHHA Higepnang, BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3a UA/13327/01/02
NNiBKOBOKO [Joym lgea IHk A ynakoBKa, [j03BiN1 Ha n/ Benuka 3MiHW |l TURY - 3MiHK 8O IHCTPYKUIT NS MeAnYHOro peyenmom
060/10HKO10, Mo 50 BMnyck cepii: Mepk LWapn i BpuTtaHisa/ 3acTocyBaHHA y po3ainu: "®apmMakonoriyHi BnactmsocTi”,
Mr/850 mr Ne 28 [oym B.B., Higepnaxngy; MyepTo "Mo6iuHi peakuji”.
(14x2), Ne 56 (14x4) BVPOGHMLTBO Piko/ BBegeHHA 3MiH NpoTArom 3-x micAuiB nicns
y 6nicTepax Hepo3dacoBaHOl IcnaHis 3aTBepOKEeHHS
NPOAYKLii, KOHTPO/Ib
akocTi: Ecika KBiH60po
NimiTen, Benvka
BpuTaHis; MNarteoH Myepto
Piko, IHk., MyepTo Piko;
nepBUHHA Ta BTOPYHHA
ynakoska: ®poccT
16epuka, C.A., IcnaHis
28. BE/IbMETIA® TabneTku, BKpUTI Mepk LWapn i LLiBeiiuapi nepBMHHa Ta BTOPUHHA HigepnaHp, BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/13327/01/03
NNiBKOBOKO [Joym lpea IHK ] ynakoBKa, A03BiN Ha n/ Benuka 3MiHK || TNy - 3MiHK A0 IHCTPYKLiT A4N1a MegnMyHoro peyernmom
060/10HKOI0, N0 50 BMnyck cepii: Mepk LWapn i BpuTtaHisa/ 3acTocyBaHHA y po3ainu: "®apmMakonoriyHi B1acTmsocTi”,
Mr/1000 mr Ne 28 [oym B.B., Higepnanau; MyepTo "Mo6iuvHi peakuir”.
(14x2), Ne 56 (14x4) BVPOGHMLTBO Piko/ BBegeHHA 3MiH npoTArom 3-x micAuiB nicnsa
y 6nictepax Hepo3dacoBaHOT IcnaHis 3aTBepAKeHHSs
NPOAYKLIT, KOHTPO/b
sKocTi: Ecika KBiH60po
Nimiteq, Benuka
BputaHis; MaTteoH MNyepTto
Piko, IHk., MyepTo Piko;
nepBUHHA Ta BTOPUHHA
ynakoBka: ®poccT
16epuka, C.A., IcnaHis
29. BE/IbMETIA® TabneTku, BKpUTI Mepk LWapn i LLiBeiiuapi nepByHHA Ta BTOPUHHA HigepnaHp, BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/13327/01/02
nAiBKOBOO [loym |gea IHK A ynakoBka, fl03Bi/1 Ha n/ Benuka BUNPaBIEHHA TEXHIYHOT MOMUSIKN B METOAAX KOHTPO/HO peyenmom
060/10HKO10, Mo 50 BMnNyck cepii: Mepk LWapn i BpuTanisa/ SIKOCTi FOTOBOrO fliKapCbKOro 3acoby B Ha3Bi BUPOGHWKA, L0
Mr/850 mr Ne 28 [oym B.B., Higepnanaw; MyepTto NPU3BOANTL [0 Pi3HOUNTAHHS
(14x2), Ne 56 (14x4) BVMPOGHULTBO Piko/
y 6nictepax Hepo3dgiacoBaHol IcnaHis

NPOAYKLUIT, KOHTPO/Ib
AKocTi: Ecika KBiH60po
JlimiTeq, Benvka
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
BpuTanis; MNarteoH Myepto
Piko, IHk., MyepTo Piko;
nepBrHHA Ta BTOPVHHA
ynakoska: ®pocct
16epuka, C.A., IcnaHis
30. BE/IbMETIA® TabneTkn, BKpUTI Mepk Wapn i LLsefuapi nepBuHHA Ta BTOPUHHA Higepnang, BHECEHHS 3MiH 10 peecTpaviiiHiX maTtepianis: 3a UA/13327/01/03
NMiBKOBOO Joywm lgea IHk b ynakoBka, f,03BiN Ha n/ Benuka BWMPaB/IEHHSA TEXHIYHOT NOMWU/IKN B METOLAX KOHTPO/IIO peyenmom
060/10HKO10, Mo 50 BMnyck cepii: Mepk LWapn i BpuTtaHisa/ SIKOCTi rOTOBOrO flikapCbKOoro 3acoby B Ha3Bi BUPOGHMKA, L0
Mr/1000 mr Ne 28 [oym B.B., Higepnanaw; MyepTto NPU3BOANTL A0 Pi3HOUNTAHHS
(14x2), Ne 56 (14x4) BVPOGHMLTBO Piko/
y 6nicTepax Hepo3dhacoBaHOl IcnaHis
NPOAyKLii, KOHTPO/Ib
akocTi: Ecika KBiH60po
NimiTen, Benvka
BpuTanis; MNarteoH Myepto
Piko, IHk., MyepTo PiKo;
nepBUHHA Ta BTOPYHHA
ynakoska: ®poccT
16epuka, C.A., IcnaHis
31. BE/IbMETIA® TabneTkn, BKPUTI Mepk Wapn i Lselivapi nepBuHHa Ta BTOPUHHA Higepnanpg, BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/13327/01/01
nAiBKOBOO [oym lgea IHK A ynakoBka, [,03Bi/1 Ha n/ Benuka BMNPaBIEHHA TEXHIYHOT MOMUIIKM B METOAAX KOHTPO/O peyenmom
060/10HKOI0, Mo 50 BMnyck cepii: Mepk LWapn i BpuTtaHisa/ AIKOCTi FOTOBOrO flikapCbKOro 3acoby B Ha3Bi BUPOGHNKA, L0
Mr/500 mr Ne 28 [oym B.B., Higepnanau; MyepTto NPU3BOANTL [0 Pi3HOUMNTAHHSA
(14x2), Ne 56 (14x4) BVPOGHMLTBO Piko/
y 6nictepax Hepo3dacoBaHOT IcnaHis
NPOAYKLIT, KOHTPO/b
sKocTi: Ecika KBiH60po
Nimiteq, Benuka
BputaHis; MaTteoH MNyepTto
Piko, IHk., MyepTo Piko;
nepBUHHA Ta BTOPUHHA
ynakoBka: ®poccT
16epuka, C.A., IcnaHis
32. BIMISM KOHUEHTpaT ans BioMapwvH IpnaHgis BVPOGHMLTBO HimeuunHa | BHeCEHHSs 3MiH A0 peecTpauiiiHux matepianis: 3MiHu Il Tuny 3a UA/14547/01/01
po3UnHYy Ans IHTEepHeLUHN Hepo3schacoBaHol / - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. peyenmom
iHdpysiri 1 mr\ma no NimiTeq npoayKuii, NepBNHHE Bennkobpu 3MiHM Y KOPOTKIll XapaKTepuCTULi NikapcbKoro 3acooy,
5 Mny pnakoHax nakyBaHHs Ta KOHTPO/Ib TaHisa/ TeKCTi MapKyBaHHS Ta iHCTPYKUIT 4151 MegnyYHOro
Nel CTEPWUSIbHOCTI: Himeuunna 3aCTOCYBaHHA Y 3B’A3KY i3 HOBUMM JaHUMW 3 SKOCTI,
BeTtTep d®apma-depTiryHr llpnaHgis LOKNIHIYHUMM, KNIHIYHUMW JaHUMK Ta JaHUMK 3

v6X i Ko. KI', HimeuuunHa;
MapKyBaHHA Ta BTOPUHHE
nakyBaHHs:
AHpepcoHBpekoH (HOK)
Nimitea, BenukobputaHis;
KOHTPO/1b CTEPU/IBHOCTI:
BeTttep ®apma-depTiryHr
vm6X i Ko. KI, HimeyunHa;
MapKyBaHHA Ta BTOPUHHE

thapmakoHarnagy (3MiHM [0 IHCTPYKLT Y po3ginu:
"®apmakonoriyHi BnactmsocTi”, "Cnocib 3acTocyBaHHA Ta
[031n"); 3MiHn | TNy - 3MiHK 3 SIKOCTi. [OTOBWMIA Nikapcbknii
3aci6. 3MiHM y BUpO6HULTBI. 3MiHM Yy npoueci BUpobHMLTBa
rOTOBOrO J1iKapCbKOro 3acoby, BK/OUaUM NPOMIXHWIA
NPOAYKT, WO 3aCTOCOBYETLCA NPU BUPOOHWLTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa y NpoLeci
BMPOOHULITBA) (HE3HAYHA 3MiHa Y NpoLeci BUpO6GHULTBA ANs
BMpobHMKa VLAS Ha cTagii npomikHoOro npoaykty FBDS -
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
nakyBaHHs1, BUPOGHUIK, BBeJEHHS cTagii dinbTpauii yepes ginbTp 0,2 MKM, L0
BiANOBiAA/IbHMIA 3a BUMYCK [03BO/ISE 36iMbLUMTY Yac 36epiraHHA peKOMOGIHOBaHOro
cepii: FBDS (3 MOMEHTY 3aBepLUEHHS pekombiHauii fo
BioMapwvH IHTepHeLwHn 3aBepLUEHHS acenTUYHOro po3nmey /13 ) 3 72 roguH Ao "He
Nimiten, lpnaHgis 6inbLue 93 roguH npy Temnepartypi Big 2°C go 8°C"); 3MiHu |
TUny - 3MiHW 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHn y
BMPO6HMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOI AiNbHNL
BMPOGHMLTBA 15 YACTUHM ab0 BCbOro BUPOGHUYOrO
npoLecy rotoBoro Nikapcbkoro 3acoby (AinbHUUSA ans
BTOPUHHOIO NakyBaHHsA) (BBEAEHHS Ai/TbHNL BTOPUHHOTO
nakyBaHHa BioMapuH IHTepHewHn NlimiTes, agpeca micus
npoBagpkeHHs AisnbHocTi Wabanni, PiHrackiagni, Ko. Kopk,
IpnaHgis)
33. BIHOPE/IbBIH KOHUEeHTpaT ans EBEBE ABCTpiIs NOBHUIA LMK ABcTpisi/ BHECEHHS 3MiH 0 peecTpaLiiiHux Matepianis: 3MiHu | TUNY - 3a UA/4020/01/01
"EBEBE" po3UnHYy AN dapma BMPOGHMLTBA: Himeuunna 3MiHK 3 SKOCTi. FoTOBUIA NiKapCbkUiA 3aci6. 3MiHN y peyenmom
iHdpysiia, 10 mr/mn lec.m.6.X. EBEBE ®apma lec.m.6.X. BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHOTbCA
no 1 mn (10 mr) a6o Hdor. KI Hdor. K, ABCTpis; BUNYCKY cepii Ta KOHTPOJII0 SIKOCTi FOTOBOrO NiKapCbKoro
5wmn (50 mr) y TeCTyBaHHS: 3aco6y (3amiHa abo AofaBaHHA AibHUL, Ha Kl
donakoHi; no 1 MM Mikpo6ionoriwec 3[jACHIOETLCS KOHTPOL/BUMNPOOYBaHHS cepii) (AoAaBaHHA
dhnakoHy B Mptocpnabop Mm6X, LOiNbHUUB, LLO BiANOBIAAIOTL 38 KOHTPO/1L/BUNPOGYBAHHS
KapTOHHI KOpoo6Li ABCTPIS; cepii - MINJ1 Mikpob6ionoriwec Mprodnadop M6X, ABCTpis
TeCTyBaHHS: (TectyBaHHs) Ta Jlabop J1+C Al', HimeuunHa (TecTyBaHHS)
Nab6op N+C Ar, Ta 3a3Ha4YeHHs BUPOOHNUMX (DYHKLIA ANs 3aTBEPAKEHOTO
HimeuunHa BMpo6Huka EBEBE dapma Mec.m.6.X. Hdpr. KI, ABcTpis
(MOBHWIA UMK BUPOBHULITBA)
34. FAJICTEHA® Tabnetkn Ne 12 Pixapa AscTpis Pixapp bitTHep Al AscTpist BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/10024/01/01
(12x1), Ne 24 BiTTHep AT 3MiHK | TUNy - BBEAEHHS ab0 3MiHW [0 y3arasibHeHNX AaHnxX peyenma
(12x2), Ne 36 npo cuctemy chapmakoHarnsgy (BK1ovaoUm KOHTaKTHI AaHi)
(12x3), Ne 48 (12x4) Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina cucremu
y baictepax dhapmakoHarnisgy
35. FEKOKYP CNAT. Kpanni opasibHi no MEKAHA HimeyuunH MEKAHA HimeuunmHa | BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianiB: 3miHu | Tuny - 6e3 UA/13592/01/01
MEKA 30 mn, no 50 mny HATYPXAWN a HATYPXANIbMITTE/b AAMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BU NikapCbKOro 3acoby - peyenma
dhnakoHi; no 1 bMITTE/Ib eX (6yno - HEPATIUS «spag» PEKANA / TEMATIYC «CMAIM»
hnakoHy B M6X MEKAHA)
KapPTOHHI ynakoBLi
36. FEEMUUTABIH KOHLeHTpaT Ans EBEBE ABCTpIs EBEBE ®dapma Nec.m.6.X. ABcTpist BHECEHHS 3MiH A0 peecTpaviiiHux matepiasis: 3MiHu | Tuny - 3a UA/10475/01/02
"EBEBE" pO34nHYy AN Papma Hdor. KI 3MiHM 3 siKocTi. FO0TOBWMIA Nikapcbkuii 3aci6. CTabifnbHICTb. peuyenmom
iHdy3iid, 40 mr/mn, lec.m.6.X. 3miHa y TepmiHax npugaTHocTi abo ymoBax 36epiraHHs
no 5 mn (200 wmr), Hdor. KI rOTOBOrO J1iKapCbKOro 3aco0by (36iNbLLEHHS TEPMiHY

a6o no 25 mn (1000
Mmr), abo no 50 mn
(2000 mr) y
chnakoHi; no 1
hnakoHy B
KapTOHHI KOpooLi

NpUAATHOCTI FOTOBOrO JiKaPCLKOro 3acoby) - 4N Toproso’
yNakoBKM (NiATBEPLKYETHCA aHUMU PeasTbHOro Yacy)
(36inbLUEHHSI TepMiHY 36epiraHHs rOTOBOrO J1iKapCbKoro

3acoby (3 18-Tu micAUiB A0 2-X pOKiB); 3MiHM | TUNY - 3MiHK 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. KOHTPONb roToBoro
nikapcbKoro 3acoby. 3miHa napameTpiB cneuudikaui
Ta/abo JoNyCTVMMUX MEX rOTOBOTO /liKapCbKOro 3acoby

(3BY)XEHHS AONYCTUMUX MEX) (3BYXXEHHS MEX A5 AOMILLKN

C (2',2'-andpTop-2'-AeoKcnypranH) 06ymoBaeHo
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
36EepEeXeHHsIM MeX A/15 3ara/ibHOT KiJIbKOCTi AOMILLIOK, nicns
TOro K 6y/10 A0AaHO HOBI AOMILLKK); 3MiHW | TUMY - 3MiHK 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. KOHTPOnb roToBoro
nikapcbKoro 3acoby. 3miHa napameTpiB cneuudikauiii
Ta/abo JoNyCTVMMUX MEX FrOTOBOTO /liKapCbKOro 3acoby
(monoBHeHHSA cnevudikaLii HOBUM NOKa3HUKOM 3
BiANOBIAHUM METOA0M BMNPOGYBaHHS) (4ONOBHEHHS
cneuudikaLii a8 BUNYCKy Ta Ha TepMiH NpUAaTHOCTI
HOBMMW napameTpamu creumdikauii, a came gogaHo
[0[aTKOBO TpY ifeHT1dikoBaHi oMiwku (Aomiwka 1, 2 Ta 3)
3 Bi4NOBigHVM METOL0M BU3HAYEHHSA foMmilok (BEPX). Mexi
ANA AaHWX AOMILOK 6y0 BU3HAYEHO 3a pesyfibTatamu
OTPVMaHNX AaHnX NPy KOHTPOJi BUMYCKY Cepili Ta faHnmMm
LocniMKeHHs 3i CTabifIbHOCTI. JOMILLKM He €
thapmakoneiHMMu, OcKiNibkn Bynu igeHTUdikoBaHi Ta
BM3HAYEHi B pe3y/bTaTi NPOBELEHOro TOKCUKO/ONYHOTo
[OCNIMKEHHS)
37. FNHEKUT® TabneTkn, BKpUTI OpraHocuH IHAiA EBepTogxeH Navid IHAis BHECEHHS 3MiH [0 peecTauiiHnux matepianis: NpuBeAeHHs - UA/8793/01/01
NAiBKOBOO Naid CaeHcus NimiTeq, y BifnoBigHICTb A0 peecTpauiiHNX MaTepiasiB
060/10HKO, MO 1 1 CaeHcus MBT. HanucaHHsA ynakosku in bulk B Haka3i MO3 YkpaiHu
+ TabneTkun, BKPUTI nrg. Ne 973 Big 15.09.2016 B npoueci BHECEHHA 3MiH - 3MiHu |
NAiBKOBOO TUny - AAMiHICTpPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo
060/10HKO, MO 1 1 agpecu Micus NPoBaMKEHHS AiSIbHOCTI
+ Tabnetkn no 150 BMpPO6GHMKa/iMNnopTepa roToBOro JlikapCbKoro 3acoby,
wmr, in bulk: no 5000 BK/IHOYA0UM AiNbHUL BUMYCKY cepii abo miclie NpoBeAeHHs
Tabnetok KOHTPO/O SKOCTI (AiSNIbHICTb, 3a 5Ky BiAnoBifae
asnTpoMILHY, BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepiii) (3MiHa
5000 TabneTok HaliMeHyBaHHs BUpo6Huka 13, 6e3 3miHu Micus
cekHigasosny, 5000 BUpo6HULUTBA) (TepMiH BBEAEHHS 3MiH NPOTArom 3-X MicALiB
TabneTok nicns 3aTBepAKEHHS), 6y/10 - mabsiemku, BKPUMI M/1iBKOBOI
dnykoHasony B 060/10HKOI0, M0 1 2 + mabsemku, BKpUMI r/1iBKOBOO
nakeri 060/10HKOM, M0 1 2 + mabsemku no 150 me, in bulk: no 5000
mab6siemok azumpomiyuHy, 500 mabs1emok cekHida3osny,
500 mabemok ¢h/iykoHa30/1y 8 nakemi
38. rniPng TabneTkn no 2 mr CaHpos CnoseHis BMPOGHULITBO 38 NOBHUM Monbua BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/5824/01/02
Ne 30 (10x3) y dapmachboTiK LMK/IOM, NaKyBaHHS, 3MiHM | TUNY - 3mMiHa napameTpiB cneyudikavin Ta/abo peyenmom
6nictepax ans a.a. Bunyck cepii: flek C. A. O0NyCTUMUX MeX NepBUHHOT YNakoBKU rOTOBOrO J1iKapCbKOro
3acoby (0oNOBHEHHS cneundikaLii HOBUM MNOKA3HUKOM 3
BiAMNOBIAHUM METOA40M BUNPOBYBaHHSA); 3MiHW | TURY - 3MiHa
napameTpiB cneuudikauii Ta/abo AONyCTUMUX MEX
NnepBUHHOT YNakoBKW rOTOBOrO /ikapCbKOro 3acoby
(BMNYyYEHHA HE3HAYHOTO NOKasHMKa (Hanpuknag 3acTapisioro
NoKasHuKa))
39. rnipPng Tabnetkn no 3 mr CaHpo3 CnoseHisa BUPOBHMLTBO 3a NOBHUM Monbwa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/5824/01/03
Ne 30 (10x3) y dapmacbHoTiK LMK/IOM, MaKyBaHHS, 3MiHK | TUNY - 3MiHa NapamMeTpiB cneymdikayiin Ta/abo peuyenmom
6nicTepax ans a.a. Bunyck cepii: flek C. A. O0NyCTUMUX MeX NepBUHHOT YNakoBKU rOTOBOIO J1iKapCbKOro

3aco6y (AONOBHEHHS cneuudikalii HOBUM MOKA3HUKOM 3
BifNoOBiAHMM MeTO40M BUNPOBYBaHHSA); 3MiHM | TMNy - 3MiHa
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
napameTpiB cneuudikauii Ta/abo JONyCTUMUX MEX
nepBUHHOT YNaKkoBKWU rOTOBOrO /iKapCbKOro 3acoby
(BUNYYEHHA HE3HAYHOTO NOoKasHMKa (Hanpuknag 3acTapisioro
noKasHuKa))
40. rnipPng TabneTku no 4 mr CaHpo3 CnoseHisa BYPOGHMLTBO 3a NOBHUM Monbwa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/5824/01/04
Ne 30 (10x3) y dapmacbioTiK LMK/IOM, NaKyBaHHS, 3MiHM | TUNy - 3mMiHa napameTpis cneuudikavin Ta/abo peyenmom
6nictepax ans a.Aa. BMnNycK cepii: Jlek C. A. [OMNYCTUMMX MEX MEPBMHHOI YNaKOBKW rOTOBOTO JliKapCbKoro
3acoby ([oMNOBHEHHS creundikaLii HOBUM MNOKa3HUKOM 3
BiAMNOBIAHUM METOA0M BUNPOBYBaHHSA); 3MiHW | TUMY - 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
nepBUHHOT YNakoBKWM rOTOBOrO /1iKapCbKOro 3acoby
(BUNYYEHHA HE3HAYHOTO NOKasHMKa (Hanpuknag 3acTapisioro
nokKasHuKa))
41. FPUMNEKC CTAPT | kancynu no 6 a6o tOHina6, Nn CLIA BUPOBHUK, Monbwal/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 6e3 UA/10028/01/01
no 8 kancyny BiAgnoBiganbHMI 3a Benvka 3MiHK | TUNY - BBEAEHHA ab0 3MiHW [0 y3araslbHEHUX JaHnX peyenma
6nictepi; no 1 yNakoBKy, KOHTPO/b Ta BpuTaHis npo cuctemy chapmakoHarnsgy (BK1ovaoUm KOHTaKTHI AaHi)
6nictepy B BMNYCK Cepii roTOBOro Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina cucremu
KapTOHHI kopobLyj; npoaykty: TOB HOC thapmakoHarnsgy
no 10 a6o no 12 dPapmais, Monblua;
Kancyny énictepi; BUPOBHUK,
no 1 a6o no 2 BiANOBIAa/IbHMI 32
6nictepy B BMPOGHULITBO, KOHTPO/1b
KapTOHHI KopooLi Ta Bunyck cepii in bulk:
BpadyToH JTabopaTtopi3
JlimiTen, Benuka BputaHis
42. rPANNOCTAA® Kpanni HasaubHi, CTAOA HimeuunH CTA[LA ApuHaiimittens HimeuunHa BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 6e3 UA/3090/02/02
PUHO 0,05%, po3unH 0,05 %, no ApuHaiimitTen a Al 3MiHM | TURY - 3MiHW A0 IHCTPYKUIT 415 MeANYHOro peyenma
HA3ANbHI 10 Mn y doNakoHi; b Al 3acTocyBaHHSA y po3gin "MokasaHHa", "MpoTunokasaHHa",
KPANMI no 1 conakoHy B "Oco6nuBsi 3axoau 6esnekn","Bsaemogis 3 iHWIXMK
KapTOHHI KOPOOLi niKkapcbknMmy 3acobamu Ta iHLWi BUAW B3aEMOSn",
"3acTocyBaHHs y Nepios BariTHOCTi abo roflyBaHHs rpyaar”,
"3aaTHICTb BNAMBATY Ha LWBWAKICTL PeakLil Npu KepyBaHHI
aBTOTPAHCMOPTOM ab0 iHWMMKN MexaHiamamun', "Crnocio
3acTocyBaHHs Ta go3n”, "MepenosysaHHsa”, "Oitn"
43. rPANNOCTAA® Kpanni HasaubHi, CTAOA HimeuunH CTA[LA ApuHaiimittens Himeuunna BHECEHHS 3MiH [0 peecTpayiiiHux maTepianis: 6e3 UA/3090/02/01
PWHO 0,1 % po3uuH 0,1 %, no ApuHaiimitTen a Al 3MiHM | TURY - 3MiHW A0 IHCTPYKLiT 4718 MEeANYHOro peyenma
HA3ANbHI 10 mMn y doNakoHi; b Al 3acTocyBaHHSA y po3in "MokasaHHA", "MpoTunokasaHHA",
KPANMI no 1 conakoHy B "Ocob6nuBsi 3axoau 6esnekn","Bsaemogisa 3 iHWXMK
KapTOHHI KOpooLi nikapcbkMu 3acobamu Ta iHWi B1An B3aemMogiii",
"3acTocyBaHHs y Nepios BariTHOCTi abo roflyBaHHs rpyaar”,
"3aaTtHICTb BIAMBATY Ha LWBWAKICTL PeakLii Npu KepyBaHHi
aBTOTPaHCMNOPTOM abo iHWKUMK MexaHismammn”, "Cnocio
3acTocyBaHHA Ta go3sun”, "MepegosysanHHs”, "ditn"
44, AANAUVH cynosuTopii Mdpaiizep IHK. CLWA dapmauis i AnKOoH CLWA BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/11124/01/01
BariHasibHi no 100 Komnawi SINC 3MiHW |l TURY - 3MiHK 4O IHCTPYKUIT A4NS MeANYHOro peyenmom

Mmr, no 3
cynosuTtopii y
NlaMiHOBaHiM

3acToCyBaHHA y po3ainu: "®apmakoTepaneBTMyHa rpyna
(YTOYHEHHS Ha3BM rpynu BiANOBIAHO A0 KNacudikaTopa
dapm.rpyn i kogisB ATX BOO3), "dapmakonoriyHi
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
donb3i (cTpumni); no BnactmsocTi”, "MpoTunokasaHHs", "B3aemogis 3 iHwyMu
1cTtpuny 31 nikapcbkMKM 3acobamu Ta iHLWi BUAn B3aeMogiid",
annikaTopom y "Oco61BOCTi 3acTocyBaHHA" (B T.4. "3acTOCyBaHHA y
KapTOHHI KopooLi nepiog, BariTHOCTi abo rogyBaHHsa rpyaar”, "3aaTHicTb
BM/IMBATY Ha LWBUAKICTb peakuii Npu KepyBaHHI
aBTOTpaHCNOPTOM abo iHWUMK MexaHismammn”, "Cnocio
3acTocyBaHHs Ta go3u", "[itn","MobiuHi peaxuii").
BBepeHHs 3MiH npoTarom 3-x MicAuis nicns
3aTBepPAKEHHsA
45, ADEKAPUC Tabnetku no 150 BAT "TegeoH | YropwwuHa NOBHUIA LMK PymyHis/ BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | Tuny - 6e3 UA/6866/01/02
mr, no 1 tabnetuyiy PixTep" BMPOOHULTBA rOTOBOI YropwmHa AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo peyenma
6nictepi, no 1 NpoAyKLii, NaKyBaHHs, afipecy MicLA NPOBaMKEHHS AiS/IbHOCTI
6nictepy B KOHTpO/b cepii: BMPOGHMKa/iMnopTepa roToBoro /ikapcbKoro 3acoby,
KapTOHHI ynakoBLi 'epeoH Pixtep PymyHis BK/IIOYAKOUM [iNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
A.T., PymyHis; KOHTPO/IO SKOCTI. (AiANbHICTb, 3a AKy BignoBsifae
BUWMYCK Cepii, BMPOGHMWK/IMNOpTEp, BK/IOYaUM BUMYCK Cepiid) (3MiHa
ohopMNEHHS HallMeHyBaHHs Ta agpecu BUPo6HYKa, 6e3 3MiHM MicLst
cepTtudikaTiB SKOCTI: BMpo6HMLTBA) (TepmiH BBEAEHHS 3MiH MPOTAroM 3-X Micsiuis
BAT "T'egeoH Pixtep", nicns 3aTBepmXeHHS)
YropuimHa
46. AEKAPUC Tabnetku no 50 mr, BAT "TefieoH | YroplmHa NOBHWIA LKA PymyHis/ BHECEHHS 3MiH A0 peecTpaviiiHux matepianis: 3MiHu | Tuny - 6e3 UA/6866/01/01
no 2 Tabnetkn y PixTep" BMPOGHMLITBA rOTOBOT YropwmHa AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo peyenma
6nictepi; no 1 NPOAYKLT, NaKyBaHHS, agpecu Micusi NPoBaMKEHHS AiiSIbHOCTI
6nictepy B KOHTPO/b Cepii: BMpPO6HMKa/iMNnopTepa roToBOro JlikapCbKoro 3acoby,
KapTOHHI ynakoBLi 'epeoH Pixtep PymyHis BK/IHOYA0UM AiNbHULI BUMYCKY cepii abo miclie NpoBeAeHHs
A.T., PymyHisi; KOHTPOIO SIKOCTI. (AiSNbHICTb, 3a Ky BiAnoBigae
BWMYCK Cepii, BMPOGHMK/iMNOpPTEp, BKIOYAOUM BUMYCK Cepiid) (3MiHa
0hopMNIEHHS HaliMeHyBaHHs Ta afjpecu BUpPOo6HMKa, 6e3 3MiHW Micus
cepTugikaTis AKOCTI: BUpo6HULTBA) (TepMmiH BBEAEHHS 3MiH NPOTArom 3-X MicALiB
BAT "l'egeoH Pixtep", nicns 3aTBepmXeHHs)
YropumHa
47. AENYPEH® cnpei HasanbHWiA Pixapa ABCTpIs Pixappg bitTHep Al AscTpist BHECEHHSA 3MiH [0 peecTpauiiiHux maTtepianis: 6e3 UA/8539/01/01
no 20 mn, 30 MmNy BiTTHep Al 3MiHK | TNy - BBEAEHHS ab0 3MiHM [0 y3arasibHeHNX AaHnx peyenma
dhnakoHax 3 npo cuctemy hapmakoHarnsgy (BK1ovaoUm KOHTaKTHI AaHi)
posnunosayem Ne Ta/abo 3MiHM y PO3MiLLEHHI MacTep-haiina cuctemu
1 chapmakoHarnsgy
48. MWKEHTALYETO TabneTkun, BKpUTI BepiHrep HimeyuunH BepiHrep IHrenbxaim HimeuuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/14275/01/01
® NNiBKOBOKO IHrenbxanm a dapma M'm6X i Ko. KI 3MiHKM | TNy - 36iNbLUIEHHS Nepiogy NOBTOPHOroO peyernmom
060s10HKOM, 2,5 IHTepHeLwwH BMNpo6yBaHHA A®I niHarninTuHy 3 48 micsAuiB Ha 60 micAuiB
Mr/1000 mr no 10 mM6X
Tabnetok y
6nicTepi; no 3 abo
no 6 6nictepis B
KapTOHHiiA Kopo6Lli
49. MKEHTALYETO TabneTku, BKpUTI BepiHrep HimeuunH BepiHrep IHrenbxaim HimeuunHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/14274/01/01
® nNiBKOBOKO IHrenbxanm a dapma 'm6X i Ko. KI 3MiHK | TNy - 36ibLUIEHHS Nepiogy NOBTOPHOro peuyenmom
o060710HKOM, 2,5 IHTEepHeLwHN BunpobyBaHHA A®I niHarninTuHy 3 48 micsAuiB Ha 60 micauis

Mr/850 mr no 10

m6X
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
TabneTok y
6nictepi; no 3 a6o
no 6 6nicTepis B
KapPTOHHI KOpooU;i
50. OVNHACTAT niocpinizat ans Mdpaiizep IHK. CLIA BTOPVHHE NakKyBaHHS, Benbria/ BHECEHHS 3MiH 0 peecTpaLiiiHux Matepianis: 3MiHu | TUNy - 3a UA/2286/01/02
po3UnHYy AN BUWMYCK Cepii: CLWA AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
iH'ekuin no 40 mr, Mdpaiizep afpecy MicL NPOBaKEHHS AiS/IbHOCTI
10 donakoHiB 3 MeHtodekuypuHr benbris BMpPO6GHMKa/iMNopTepa roToBoro JlikapcbKoro 3acooy,
niogpinizatom B HB, Benbris; BK/IHOYA0UM AiNbHUL BUMYCKY cepii abo miclie npoBefeHHs
KapTOHHI KOpooLi BMPOG6HMLTBO in bulk, KOHTPOJI0 SIKOCTI. (AiANbHICTb, 3a Ky BignoBigae
nepBrHHE NakyBaHHS: BMPOGHMK/IMNOPTEp, BK/OUaUM BUMNYCK cepiid) (3MiHa
dapmauis i AngKoH HaliMeHyBaHHs BUpoOHuka 13, 6e3 3MiHu micua
Komnani /1/1C, CLLA BMpPOGHULITBA)
51. OVNHACTAT niocpinizat ans Mdpaiizep IHK. CLIA BTOPVHHE NakKyBaHHS, Benbris/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | TUNY - 3a UA/2525/01/01
po3unHy AN BUWMYCK Cepii: CLUA/ AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
iH'ekujn no 40 mr, 5 Mdpaiizep Benbrisa/ agpecu Micus NpoBaKeHHS 4isi/IbHOCTI
hnakoHiB 3 MeHtodekuypuHr benbris ITanis BMpO6GHMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
niogpinizatom y HB, Benbris; BK/IHOYA0UM AiNbHUL BUMYCKY cepii abo miclie NnpoBefeHHs
KOMNNEKTi 3 5 BMPOGHMLTBO in bulk, KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a Ky BiAnosigae
amMmnynamu nepBrHHE NaKyBaHHS: BMPOGHMK/IMNOPTEp, BK/OYaOUM BUNYCK cepiid) (3MiHa
PO3YMHHYKKa no 2 dapmauist i AnNgKoH HalilMeHyBaHHs BUpo6Huka 13, 6e3 3MiHu micua
M/ (HaTpito xiopua, Komnai SINC, CLUA; BMPOGHMLITBA)
BOAA AN iH'EKLiin) B BUPOBHUKM AN
KapTOHHI KOpoo6Li PO3YMHHYMKA:
NOBHWIA LMK
BUPOGHMLTBA Ta BUMYCK:
Mdpaiizep
MeHtodhekuypuHr benbris
HB, Benbris;
NOBHWIA LKA
BUPOGHMLTBA Ta BUMYCK:
AxTasic ITania C.n.A.,
ITanis
52. OANPEPENIH® nopoLuok no 3,75 mr INCEH PpaHuis Mopowok ®paHuin BHECEHHS 3MiHA0 peecTpauiliHix maTtepianis: 3miHu | Tuny - 3a UA/0695/01/02
Ta PO3YUHHUK ANs PAPMA Brpo6HMLTBO, 3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy peyenmom

cycneHnsii ans
iH'ekwin
NPO/IOHrOBaHOro
BVBI/IbHEHHS, 1
hnakoH 3
MOPOLLKOM Y
KOMM/IEKTI 3
PO3YMHHKKOM MO 2
M B amnyni,
Lnpuuom ans
0iHOPa30BOro
BVKOPUCTaHHSA Ta
ABowma ronikamm (y

MapKyBaHHA Ta
nakyBaHHs1, BTOPUHHE
nakyBaHHs1, KOHTPO/1b

SIKOCTi Ta BMMYCK

nikapcbkoro 3acoby
INCEH ®APMA BIOTEK,
dpaHuis;
PO34YnHHMK
Bupo6bHMLTBO, NEPBUHHE
nakyBaHHs1 Ta KOHTPO/1b
AKOCTI
CEHEKCI, ®paHuis;
BTOprHHE nakyBaHHSA Ta

(iHWi 3MiHW) (BW/TyYEHHST 3 TEKCTY «MapKyBaHHS POCIiCbKO
MOBOH»; BHECEHHS pefakLiiHNX NpaBoK Yy TEKCT
MapKyBaHHS yrnakoBok) (TepMiH BBeAEeHHSA 3MiH NPOTArom 3-
X MicsILiB MiCNs 3aTBEPAKEHHS)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
6nicTepHin BMNyCK cepil
ynakoBLi) INCEH ®APMA BIOTEK,
PpaHuisn
53. AIMAPUN® TabneTkn no 2 mr MAT Ykpaina MAT "KuiBmegnpenapar" YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/13785/01/01
Ne 30 (10x3) y "KviBmegnpen (dbacyBaHHs i3 in bulk 3MiHu | TUNy - BBEAEHHA ab0 3MiHW [0 y3ara/ibHeHVX JaHuX | peyernmom
6nictepi apat" hipMmn-BMpO6HMKa "IHA0KO npo cuctemy chapmakoHarnsgy (BKI1H0UYaun KOHTaKTHI AaHi)
Pemegisz NTA.", IHAiN) Ta/abo 3MiHM y po3MilLeHHI MacTep-dhaiina cuctemu
chapmakoHarnsgy
54. AIMAPUN® TabneTkn no 3 mr MAT Ykpaina MAT "KuiBmegnpenapar" YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3a UA/13785/01/02
Ne 30 (10x3) y "KviBmegnpen (dbacyBaHHs i3 in bulk 3MiHM | TUNY - BBEAEHHSA ab0 3MiHW [0 y3ara/iBHEHUX JaHuxX | peyernmom
6nictepi apart" hipmu-BrpobHUKa "lHA0KO npo cuctemy hapMakoHarnsgy (BK1ovaoUm KOHTaKTHI AaHi)
Pemegiz NTA.", IHAis) Ta/abo 3miHM y po3MilLeHHi macTep-dhaiina cucremu
chapmakoHarnsgy
55. AIMAPUN® TabneTkn no 4 mr MAT Ykpaina MAT "Kuismegnpenapar" YkpaiHa BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3a UA/13785/01/03
Ne 30 (10x3) y "Knismegnpen (dbacyBaHHs i3 in bulk 3MiHK | TNy - BBEAEHHS ab0 3MiHM [0 y3arasibHeHVX daHnX | peyenmom
6nictepi apart" hipMmn-BMpO6GHMKa “IHA0KO npo cuctemy hapmakoHarnsgy (BK1ovaoUm KOHTaKTHI AaHi)
Pemegiz NTA.", HAiS) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-haiina cuctemu
chapmakoHarnsgy
56. AIMAPUN® TabneTkn no 2 mr MAT Ykpaina MAT "KuiBmegnpenapat" Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/14726/01/01
Ne 30 (10x3) B "Knismegnpen 3MiHK | TNy - BBEAEHHA ab0 3MiHW [0 y3ara/ibHeHVX JAaHuX | peyenmom
6nictepi apat" npo cuctemMy chapmMakoHarnisgy (BKIHUYaun KOHTaKTHI AaHi)
Ta/ab0o 3MiHM y po3MilLleHHI MacTep-haiina cucremu
hapmakoHarnsgy
57. AIMAPUN® TabneTku no 3 mr MAT YkpaiHa MAT "KuiBmegnpenapar" YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/14726/01/02
Ne 30 (10x3) B "KviBmegnpen 3MiHu | TUNYy - BBEAEHHA ab0 3MiHW [0 y3ara/ibHeHVX JaHux | peyernmom
6nictepi apat" npo cuctemy chapmakoHarnsgy (BKI1H0UYaoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLeHHi MacTep-haiina cuctemu
chapmakoHarnsgy
58. AIMAPUN® TabneTku no 4 mr MAT Ykpaina MAT "KuiBmegnpenapat" Ykpaina BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3a UA/14726/01/03
Ne 30 (10x3) B "KviBmegnpen 3MiHM | TUNY - BBEAEHHSA ab0 3MiHW [0 y3ara/iHEHUX JaHux | peyernmom
6nictepi apart" npo cuctemy hapMakoHarnsgy (BKIovaoUm KOHTaKTHI AaHi)
Ta/abo 3MiHM Y po3MiLLEeHHI MacTep-haiina cuctemm
chapmakoHarnsgy
59. AIMAPUN® TabneTkn no 2 wr, MAT YkpaiHa MAT "KuiBmegnpenapat" Ykpaina BHECEHHS 3MiH [0 peecTpauiiiHnx maTepianis: 3MiHun | Tuny - 3a UA/14726/01/01
no 10 TabneTtok y "Knismegnpen 3MiHM 3 SiKOCTi. [OTOBMIA Nikapcbkuii 3aci6. Cuctema peuyenmom
6nicTepi; no 3, 5, apat" KOHTeliHep/3aKyrnoptoBasibHuii 3aci6. 3MiHa po3mipy
abo 6 6nicTepis y yNakoBKW rOTOBOrO MiKapCbKOro 3acoby (3MiHa KiflbKOCTi
nauuj ognHVUG (Hanpukiag TabeTok, aMmnys TOLLO) B yNakoBLi:) -
3MiHa nosa fiana3oHoM 3aTBepKeHNX PO3MIpiB yNakoBKu
(3miHa po3Mipy ynakoBku. [loAaHHsi BTOPMHHOT yNakoBKu
Ne50 Ta Ne60 (nepBrHHa ynakoBka He 3MiHunack) (TepMiH
BHECEHHS 3MiH NPOTAroM 6-TW MiCALIB NiC/A 3aTBEPAKEHHS)
60. AIMAPUN® TabneTkn no 3 wmr, MAT Ykpaina MAT "KuiBmegnpenapart" Ykpaina BHECEHHS 3MiH O peecTpauiiiHnx maTepiania: 3MiHun | Tuny - 3a UA/14726/01/02
no 10 TabneTok y "KviiBmegnpen 3MiHu 3 sKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema peyenmom
6nictepi; no 3, 5, apart" KOHTeliHep/3aKyrnoptoBasibHWiA 3aci6. 3MiHa po3mipy

abo 6 6nicTepis y
nauuj

yNakoBKW rOTOBOrO NiKapCbKOro 3acoby (3MiHa KiflbKOCTi
oavHuUp (Hanpukiag TabneTok, amnys TOLO) B yNakoBL,:) -
3MiHa nosa fiana3oHoM 3aTBepKEHNX PO3MIpIB YNakoBKM
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka
¢hopma, ynakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

KpaiHa
BUPOOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

(3miHa po3mipy ynakoeku. [loAaHHsi BTOPMHHOT yNakoBKu
Ne50 Ta Ne60 (nepBrHHa ynakoska He 3MiHunach) (TepMiH
BHECEHHS 3MiH NPOTArom 6-T1 MiCALIB NiCs 3aTBEPKEHHS)

61.

AIMAPUN®

TabneTku no 4 wr,
no 10 TabneTtok y
6nictepi; no 3, 5,

abo 6 6nicTepiB y
nauui

MAT
"Kuismegnpen
apart"

YKpaiHa

MAT "Kuismegnpenapar"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | Tuny -
3MiHu 3 siKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasnbHWii 3aci6. 3MiHa po3mipy

yMakoBKU FOTOBOr0 NikapCbKoro 3acoby (3MiHa KiflbKOCTi
oovHWUG (Hanpukiag, TabneTok, aMmnys TOLLO) B yNakoBLi:) -
3MiHa no3a Ajana3oHoM 3aTBEPMKEHNX PO3MIPIB YNaKoBKN
(3miHa po3mipy ynakoBku. [loAaHHsi BTOPMHHOT yNakoBKu
Ne50 Ta Ne60 (nepBrHHa ynakoska He 3MiHunach) (TepMiH
BHECEHHS 3MiH NPOTArom 6-T1 MiCALIB NiCa 3aTBEPAKEHHS)

3a
peyenmom

UA/14726/01/03

62.

[IIOKOP 160

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKOH0, Mo 160
mr/12,5 mr no 10
TabneTok B
6nictepi; no 1, no 3,
no 4 aéo no 9
6nicTepis y nayui 3
KapTOHY

TOB "®apma
Crapt"

YKpaiHa

TOB "®dapma Crapt"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHM | TUNY - 3MiHa y NapameTpax cneyudikayiin Ta/abo
O0NYCTUMUX MEX, BUSHaUYeHWX y crneumdikalisx Ha Adl, abo
BMXigHWIA/NPOMDKHUIA NpOAyKT/peareHT, Lo
BMKOPUCTOBYHOTLCA Y NpoLeci BUpobHuuTBa AdP| —
[OMNOBHEHHA creumdikav,ii BXigHOro KoHTposto APl
rigpoxnopotiasugy; 4ONOBHEHHS cnevmdikayii BXigHOro
KoHTponto A®| BancaptaHy (BupobHuuTBa Second Pharma
Co., Ltd.); AonoBHeHHs cneuymdikauii BXiAHOro KOHTPOO
A®| BancapTaHy (BMpobHuuTBa Zhejiang Huahai
Pharmaceutical Co., Ltd.); 3miHu | TUNY — NO4AHHS HOBOTO
CEP Ne R1-CEP 2006-011-Rev 00 ansa Adl
rigpoxnopoTiasvay Bif, 3aTBEPIKEHOr0 BUPOOHMKA; 3MiHW |
TMny — nogaHHA Hosoro CEP Ne RO-CEP 2014-008-Rev 00
ans A®l BancapTuaHy Bif HoBoro B1upo6Huka Second
Pharma Co., Ltd., China go Bxe 3aTBepXeHOro BUpPOOHNKa,;
3MiHKM | TUNy - 3MiHa y MmeTogax BunpobysaHHA APl abo
BUXiAHOrO Martepiany/npomikHOr0 NPOAYKTy/peareHTy, Lo
BVKOPVCTOBYETbLCA Y NpoLieci BUPO6HMLUTBA ADI (iHLLI 3MiHK
B MeToAax BUnNpobyBaHHs (BKIOUaloum 3aMiHy abo
[OOMNOBHEHHST) AN151 peareHTy, W0 He CIPUYMHSIE ICTOTHOIO
BM/MBY Ha AKICTb API) - 3aMiHa aHaIITUYHOT METOAMKN 3a
NMOKa3HNKOM «A3na»

3a
peyenmom

UA/8318/01/01

63.

LIOKOP 80

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKO10, No 80
mr/12,5 mr no 10
TabneTok B
6nictepi; no 1, no 3,
no 4 aéo no 9
6nicTepiB y nauuj 3
KapTOHY

TOB "®apma
Crapt"

YkpaiHa

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHux maTepianis:
3MiHM | TUNY - 3MiHa y NapameTpax cneuudikayin Ta/abo
[0NYCTUMUX MEX, BUSHAUYEHMX y crieuymdikalisx Ha Adl, abo
BUXIAHWIA/MPOMIKHWI NpoAyKT/peareHT, Wwo
BVKOPVCTOBYHOTLCS Y npoueci BUpobHuytea Adl -
[OMNOBHEHHA crieumdikalii BXifHOro KoHTposto AdI
rigpoxnopoTiasnay; AONOBHEHHS cnevmdikawii BXigHOro
KoHTponto A®I BancaptaHy (BupobHuyTea Second Pharma
Co., Ltd.); aonoBHeHHs cneumdikauii BXiAHOro KOHTPOsO
A®| BasnicapTaHy (BupobHuuTBa Zhejiang Huahai
Pharmaceutical Co., Ltd.); 3MiHu | TUNY - NogaHHA HOBOTO
CEP Ne R1-CEP 2006-011-Rev 00 ana A®l
rigpoxaopoTiasnay Bif 3aTBEPLKEHOrO BUPOOHMKA; 3MiHM |

3a
peyenmom

UA/8318/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
Tuny - nogaHHA Hosoro CEP Ne RO-CEP 2014-008-Rev 00
onsa A®l BancapTnaHy Big HOBOrO BUPOGHMKA [0 BXe
3aTBEPKEHOr0 BUPOOHMKa; 3MiHM | TUNY - 3MiHa Yy MeTogax
BMNpo6yBaHHA A®| abo BUXigHOrO MaTepiany/npomikHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y MPOLIEC
BMPO6HUMLTBA ADI (iHLI 3MiHK B MeToAax BUNpobyBaHHSA
(BrNtOYAKOUM 3aMiHy @60 [OMOBHEHHS) A1 peareHTy, Lo He
CNPUYMHSAE iICTOTHOrO BNANBY Ha AKicTb A®I) — 3amMiHa
aHaNiTMYHOI METOAMKM 38 NMOKAa3HUKOM «A3Ua»
64. AOKCA303U/H Tabnetku no 1 wr, ToBapucTBo 3 YkpaiHa BCi cTagii BUpO6GHMLTBA, YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | Tuny - 3a UA/2974/01/01
no 30 TabneTtok B 06MEXEHO KOHTPO/b SIKOCTi, BUMYCK 3MiHM 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. CTabifnbHICTb. peuyenmom
6aHuji abo BiANOBiA&bHI cepii: 3miHa y TepmiHax npuaaTHocTi abo ymoBax 36epiraHHs
KOHTeliHepi, no 1 CTIO ToBaprCTBO 3 0OMEXEHO0 rOTOBOrO J1iKapCbKOro 3acoby (36iNbLLIEHHS TEPMiHY
6aHLi abo "[focnigHnii BiANOBIAA/LHICTIO NPUAATHOCTI FOTOBOrO JiKaPCLKOTro 3acoby) - 4N Toprosoi
KOHTeliHepy B 3aBoj, "focnigHuii 3aBog, yNakoBKM (NigTBEPAXKYETLCS AaHNMU PeasibHOro Yacy)
Kopoo6Li "rHyact "THU/C", YkpaiHa; (36inbLIeHHs TepMiHY npuAaaTHOCTI (3 3-X A0 5-TW pokiB)

BCi cTagii BUpobHMLUTBa,
KOHTPO/b SKOCTi, BUMYCK
cepii:
ToBapuCTBO 3 0OMEXEHOI0
BiANOBIAALHICTIO
"®apmaueBTnyHa
KoMnaHis "3gopos'a”,
Ykpaina

(TepmiH BBEAEHHS 3MiH NPOTAroM 3-x MicsLiB micns
3aTBEPMXKEHHS); 3MiHM | TUNY - AAMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHs Ta/abo agpecu MicLs NPOBaXEHHS
LisiNIbHOCTI BUpO6HMKa/iMnopTepa roToBoro JlikapCbKoro
3acoby, BK/IYaun AiNnbHMLI BUNYCKy cepil abo micue
NPOBeLEHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy
BiANOBIAa€e BUPOGHYMK/IMNOPTEp, BKIOUAOUM BUMYCK CEpild)
(3miHa MicL,e3HaxX04KEeHHS1 BUPOOHUKIB, 6€3 3MiHM MicLs
BMpo6HULTBA) (TepmiH BBEAEHHS 3MiH MPOTAroM 3-X MicsiuiB
nicnsa 3aTBepkeHHs); 3MiHu | Tuny - AAMIHICTPaTVBHI 3MiHW.
3MiHa HaliMeHyBaHHSA Ta/abo agpecu 3asBHUKa (BNacHMKa
peecTpauiiHoro nocBig4eHHs) (3MiHa agpecy 3asBHVKa)
(TepMmiH BBEAEHHS 3MiH NPOTAroM 3-x MicsLiB micns
3aTBEPMKEHHS); 3MiHM | TNy - 3MiHK 3 AKkocTi. [oToBWMIA
nikapcbkuii 3aci6. Cructema KoHTelHep/3akynoproBasibHUIA
3aci6. 3miHa napameTpiB cneuudikauii Ta/abo fgonycTUMmX
MeX NEePBUHHOT YNakoBKN FOTOBOrO /iKapCbKOoro 3acoby (iHLwi
3MiHM) CynyTHS 3MiHa - 3MiHM 3 KOCTi. [OTOBWIA NikapCbKuii
3aci6. Cuctema KoHTeliHep/3akynoptoBasibHKiA 3aci6. 3MiHa
y MeTofax BUnpobyBaHHA NEPBUHHOI YNakoBKW rOTOBOTO
NiKapcbKoro 3acoby (He3HauHi 3MiHM y 3aTBEpOKEHMX
MeToAax BUNpobyBaHb) (3MiHa NnapameTpis crneundikaLii Ta
METOZB KOHTPOO AKOCTi NEPBUHHOT yNakoBKu (M/1iBKK
NONIBIHIIX/TOPUAHOT, hONbIY a/TlOMIHIEBOI, 6aHKK
noNiMepHOT 3 KPULLIKOKO, KOHTEeHepW NNacTMacoBi 3
KPWLLKOI; BaTV MEeAUYHOI TirpoCcKoniyHOT), LWoa0
NpOBeAEHHS KOHTPO/II0 MiKPOBIOIOriYHOT YACTOTU; 3MIHEHO
BMMOIY NapameTpiB cneuudikauii/meToaiB KOHTPOIO AKOCTI
ONA BaTU MeAMNYHOI MirpoCKONiYHOI (BBEAEHHS HOBUX
MOKa3HWKIB (30/1bHICTb, BMICT )XMPOBMX Ta BOCKONOAiGHMX
peyoBUH, NOrNNHaKYa 34aTHICTb Ta iHLU.) 3rigHO BUMOT
HOpPMaTVBHOI JOKyMeHTaLii BUpoOHMKa); 3MiHn | Tmny -
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n/n

Hassa

JliKapcbKO20

3acoby

dopma sunycky
(nikapcbka
¢hopma, ynakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

KpaiHa
BUPOOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2

0 NMNocBI0OYEeHHS

3MiHu 3 sKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHKi 3aci6. 3MiHa nocTadasibHrKa
nakyBaslbHUX MaTtepianiB abo KOMMIEKTYHUMX (KO
3a3Ha4yeHo B A0CbE) (3aMiHa abo AofaBaHHS
noctavanbHuka). CynyTHsi 3mMiHa - 3MiHU 3 SIKOCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema KoHTeliHep/3akynoptoBasibHUiA
3aci6. 3miHa y NepBYHHIli yNakoBLj rOTOBOrO /iKapCbKOro
3aco0y (KicHWIA Ta KinbKicHUIA cknan) - TBepAi fikapcbki
hopmu - 3MiHK 3 iKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
Cuctema KoHTeliHep/3aKynoptoBasibHMi 3aci6. 3MiHa chopmm
ab0 po3mipy KoHTeliHepa Yn 3aKynoplBasIbHOrO 3acoby
(NnepBUHHOI ynakoBku) (HecTepusbHI flikapcbki 3acobw); -
3MiHu 3 sKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHKi 3aci6. 3MiHa napaMeTpis
cneumdikauii Ta/abo fONYCTUMUX MEX NEPBUHHOI YNaKOBKN
rOTOBOrO JliKkapcbkoro 3acoby (iHLWi 3MiHW) - 40AAaTKOBO A0
3aTBEPAKEHNX BUPOBGHMKIB NEPBUHHOTO MakKyBaHHS
BBOJAATLCSA HOBi BUPOGHWKN KOHTENHEPY N1acTMacoBOro An1s
nikapcbkrx 3acobis (Tuny BIM — 2) TOB «®apmMaueBTuyHa
chipma «BepTekc» Ta KpULLKW 3 KOHTPONEM MEPLLOro
po3kpuTTsa (Tuny KBIM — 2) TOB «®apmaneBTuyHa gipma
«BepTekc» Ta KPULLKKU 3 KOHTPO/IEM NEPLLIOro PO3KPUTTS
(Tuny KK/4 — 1) 3AT «®ipma «Eninc», YkpaiHa. Ak Hacnigok,
3MiHa SIKICHOro Ta KifIbKiCHOro ckagy nakyBaslbHOro
martepiasny; )opmu Ta po3mipy NEPBUHHOI YNaKoBKa,;
npuBefeHHs napamMeTpiB cneyudikawin 4o BUMOr
HOPMAaTVBHOI JOKYMEHTaL,ii 3anponoHOBaHOIo BUPOBHNKA.

65.

JOKCA303VH

TabneTku no 2 wr,
no 10 TabneTtok y
6nictepax, no 2
6nicTepn B KOpOOLi

ToBapucTso 3
obmexeHoto
BiANOBiA&bHI
CTIo
"[focnigHnii
3aBof,
"rHunCc"

YKpaiHa

BCi cTagii BUpO6GHMLTBA,
KOHTPO/b SIKOCTi, BUNYCK
cepii:
ToBapnCTBO 3 06MEXEHOI0
BiANOBIAA/LHICTIO
"flocnigHnin 3aBog,
"THLUC", YkpaiHa;

BCi cTagii BUpobHMLUTBa,
KOHTPO/b SKOCTi, BUMYCK
cepii:
ToBapnCTBO 3 06MEXEHOID
BiANOBIAALHICTIO
"®APMEKC IPy1",
YkpaiHa,;

BCi cTagii BUpO6HMLTBA,
KOHTPO/b SIKOCTI, BUMYCK
cepit:
ToBapnCTBO 3 OOMEXEHO0
BiANOBiAA/IbHICTIO
"®apmaueBTnyHa
KoMnaHis "310pos'a”,

YkpaiHa

BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | Tuny -
3MiHM 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. CTabifnbHICTb.
3MiHa y TepMiHax NpuaaTHoOCTi abo ymoBax 36epiraHHsi
rOTOBOrO J1iKapCbKOro 3acoby (36iNbLLIEHHS TEPMiHY
NPUAATHOCTI FOTOBOrO JiKAPCLKOro 3acoby) - N5 Toprosoi
yNakoBKM (NiATBEPLAKYETHCA JAHUMMW PeasTbHOrO Yacy)
(36inbLIeHHs TepMiHY NnpuAaaTHOCTI (3 3-X A0 5-TW pokiB)
(TepMmiH BBEAEHHS 3MiH NPOTAroM 3-x MicsLiB micns
3aTBEPMXKEHHS); 3MiHM | TUNY - AAMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHs Ta/abo agpecy MicLA NPOBaXEHHS
LisiNIbHOCTI BUpO6HMKa/iMnopTepa roToBoro JlikapCbKoro
3acoby, BK/IYaun AiNbHMLI BUNYCKy cepil abo micue
NpPOBeLEHHS KOHTPOJIO AKOCTI. (AiANbHICTb, 3a AKy
BiANOBIAae BUPOGHYMK/iIMNOpTep, BKIOUAUM BUMYCK Cepiid)
(3miHa MicL,e3HaxXo4KeHHS1 BUPOOHUKIB, 6€3 3MiHM MicLs
BMpo6HULTBA) (TepmiH BBEAEHHS 3MiH MPOTAroM 3-X MicsiuiB
nicnsa 3aTBepkeHHs); 3MiHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWMIA NiKapcbkunii 3aci6. 3MiHWM y BUPOOHMULTBI. 3MiHa
iMnopTepa/aMiHu, L0 CTOCYOTLCA BUMYCKY cepii Ta
KOHTPO/I0 IKOCTi FOTOBOrO NiKapcbKoro 3acoby (3amiHa abo
AofaBaHHA BUPOOHMKA, LLO BifnoBigae 3a BBe3eHHS Ta/abo

3a
peyenmom

UA/2974/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka
¢hopma, ynakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

KpaiHa
BUPOOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

YkpaiHa

BWMYCK cepil) - Bkatoyaroun KOHTpob/BUNpobyBaHHSA cepil
(mopaBaHHsA oyHKLiOHaNIbHOTO 060B’'A3KY (BiANOBiAAbHNIA
3a BUMYCK cepii) A0 paHill 3aTBepKeHNX (OYHKLil
BVPOGHMKIB TOBApVCTBO 3 0OMEXEHOIO0 BiAMOBIAA/IbHICTIO
"papmMaueBTUYHa KOMNaHia "340pos'a”, YkpaiHa Ta
ToBapuCcTBO 3 06MEXEHO BiANOBiAasbHICTIO "PAPMEKC
FPYM", YkpaiHa) (TepMiH BBeAEHHS 3MiH NpoTArom 3-x
MicaLiB nicna 3aTBepmpKeHHs); 3MiHu | Tuny -
AQMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy 3asBHVKa (BacHWKa peecTpauiliHoro nocBigYeHHs)
(3miHa agpecu 3asBHYKA) (TepMiH BBeLEeHHS 3MiH NPOTArom
3-x micsLiB nicns 3aTBepAKEHHS); 3MiHW | Tuny - 3MiHKn 3
AkocTi. [oToBWiA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHKi 3aci6. 3MiHa napaMeTpis
cneumdikauii Ta/abo fONYCTUMUX MEX NEPBUHHOI YNaKOBKN
rOTOBOrO JliKapCbKOro 3acoby (iHwWi 3miHn) CynyTHSA 3MiHa -
3MiHu 3 siKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6. 3MiHa y MeToaax
BUMNPOOYBaHHA NEPBUHHOI YNaKOBKM rOTOBOIO NiKapCbKOro
3aco0by (He3HauHi 3MiHW y 3aTBEPIKEHUX MeTohax
BMNpo6yBaHb) (3MiHa nNapameTpis cnevudikaLii Ta MeTogis
KOHTPO/I0 SIKOCTi NEPBUHHOT YMakoBKM (NiBKM
NOAIBIHINIX1I0PUAHOT, (DONbIM atOMiIHIEBOT, 6aHKN
noniMepHOT 3 KPULLIKOK, KOHTEeHepW N1acTMacosi 3
KPULLIKOIO; BaTU MeAMYHOI TirpOCKOMiYHOI), 040
NPOBEAEHHSI KOHTPO/I0 MiKPOBIO/IOriYHOT YACTOTU; 3MIHEHO
BMMOrU NapameTpis cnevudikalii/MeToAiB KOHTPO/IO AKOCTI
ON151 BATU MeAWYHOI TirpOCKONiYHOI (BBEAEHHS HOBUX
NOKa3HWKIB (30/1bHICTb, BMICT XXMPOBUX Ta BOCKOMOAIGHNX
PeyYoBUH, NOrIMHaKYa 34aTHICTb Ta iHLW.) 3rigHO BUMOT
HOpPMAaTVBHOI JOKyMeHTaLii BUpo6HMKa); CynyTHS 3MiHa -
3MiHU 3 AIKOCTi. [0TOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynopoBasibHKiA 3aci6. 3miHa dhopmu abo
PO3Mipy KOHTelHepa 4Yu 3aKynopioBasIbHOro 3acoby
(NepBMHHOI YNakoBKW) (HECTepUsbHI Nikapcbki 3acobu); -
3MiHK 3 sikocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHKi 3aci6. 3MiHa napameTpis
cneumdikauin Ta/abo fonNycTUMKUX MEX NEPBUHHOT YNaKoBKM
roTOBOrO NiKaPCbKOro 3acoby (iHLi 3MiHM) - 3aMiHa
BMPOGHMKA NEPBMHHOIO MakyBaHHS (NNiBkK
nonisiHixnopugHoi) 3 TOB «KnekHep MNeHTannact Pyc»,
Pocilicbka ®epepauis Ha «Hua Xiang Plastic Co, LTD.,
Kutaii. Ak Hacnigok, 3miHa SKiCHOro Ta Ki/IbKiCHOro cknagy
nakyBasibHOro matepiasy; hopmu Ta po3Mipy NepPBUHHOI
ynakoBka; NpunBeAeHHsi napaMeTpiB cneumdikauii 4o BUMor
HOpPMaTMBHOI AOKYMEeHTaLii 3anponoHOBaHOro BUPOGHMKA.

66.

AOKCA303UH

TabneTkn no 4 mr,
no 10 TabneTok y

ToBapucTso 3
06MEXEHO

YKpaiHa

BCi cTagii BUpobHMLUTBa,
KOHTPO/b SKOCTi, BUMYCK

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | TUNy -
3MiHK 3 SKOCTi. FoToBMIA NiKapcbkuii 3aci6. CTabinbHICTb.

3a
peyenmom

UA/2974/01/03
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
6nictepax, no 2 BiANOBIAAbHI cepii: 3miHa y TepMiHax npuaaTHOCTi abo ymoBax 36epiraHHs
6nictepu B KOPOOLL CTHO ToBapuCTBO 3 06MEXEHOID rOTOBOrO J1iKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
"focnigHwnii BIANOBIAA/ILHICTIO nNpUAAaTHOCTI FOTOBOIO JiKAPCLKOro 3acoby) - 415 Toprosoi
3aBo/, "AocnigHnii 3aBog, yMakoBKM (NiATBEPAXYETHCA JaHUMMW PeasIbHOrO Yacy)
"rHUnNC" "THUC", YkpaiHa; (36inbLUeHHA TepMiHy NpuaaTtHocTi (3 3-X A0 5-T pokiB)

BCi cTagii BUPO6HMLTBA,
KOHTPO/b SIKOCTI, BUMYCK
cepit:
ToBapuCTBO 3 OOMEXEHOIO
BiANOBiAA/IbHICTIO
"®APMEKC IrPY1",
YKpaiHa;

BCi cTagii BUpO6GHMLTBA,
KOHTPO/b SIKOCTI, BUNYCK
cepii:
ToBapncTBO 3 06MEXEHOI0
BiANOBiAa/bHICTIO
"®apmMaueBTnYHa
KoMmnaHis "3gopos'a”,
YKpaiHa

(TepmiH BBEAEHHS 3MiH MPOTAroM 3-X MicsLiB Mmicas
3aTBEPMKEHHS); 3MiHM | TUNy - AQMIHICTPATUBHI 3MiHW.
3MiHa HalimeHyBaHHsi Ta/abo agpecy MicLA NPOBaXEHHS
AiSNbHOCTI BUPOOHUKa/iMnopTepa roToBoro iikapCbkoro
3aco6y, BKHOYAKUN AiNbHNL BUNYCKY Cepii abo MicLe
NpoBeAEeHHSA KOHTPOJIH0 AKOCTI. (LiSANbHICTb, 3a AKY
BiANOBigAa€ BUPOGHMK/iMMOPTEp, BKIOYAKOUN BUMYCK Cepild)
(3MiHa MicLe3HaxoMKeHHSI BUPO6HUKIB, 6€3 3MiHN MicLA
BUpo6HULUTBA) (TepMmiH BBEAEHHS 3MiH NPOTArom 3-X MicALiB
nicns 3aTeepmkeHHs); 3MiHu | Tuny - 3MiHU 3 AKOCTI.
[oTOBWMIA Nikapcbkuii 3aci6. 3mMiHWM y BUPOOHNLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTbCS BUMYCKY cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO MiKapCcbKoro 3acoby (3amiHa abo
[0faBaHHA BUPOOHMKA, LLO BiAnoBigae 3a BBe3eHHS Ta/abo
BUNYyCK cepii) - Bkntoyatoun KOHTPOb/BUNPoByBaHHA cepil
(nopaBaHHs hyHKLiOHaIbHOrO 060B’'A3KY (BiANOBiAAIbHNIA
3a BUNYyCK cepii) A0 paHill 3aTBepAKEHNX OYHKL,iN
BMPOGHMKIB TOBapCTBO 3 0OMEXEHOI0 BiAMNOBIAA/IbHICTHO
"®apmaueBTMYHa KomnaHia "340pos'a”, YkpaiHa Ta
ToBaprCcTBO 3 0GMEXEHOI BiANoBigabHICTIO "PAPMEKC
FPYM", YkpaiHa) (TepMiH BBe4EHHS 3MiH MPOTArOM 3-X
MicALIB MiCNA 3aTBEPLKEHHN); 3MiHM | TUny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy 3asBHYKa (BNacHWKa peecTpaviiHoro nocBigYeHHs)
(3miHa agpecu 3asBHMKa) (TepMiH BBEAEHHSA 3MiH NPOTATOM
3-x micsLiB nicns 3aTBepAKeHHS); 3MiHW | Tuny - 3MiHKn 3
AkocTi. FoTOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHKiA 3aci6. 3MiHa napaMeTpis
cneumdikauin Ta/abo fonycTMMMX MEX NepPBUHHOT YMakoBKM
rOTOBOrO JlikapCbKOro 3acoby (iHwWi 3miHn) CynyTHS 3MiHa -
3MiHK 3 sikocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkyrnopoBanbHWi 3aci6. 3MiHa y meTodax
BUMNPOOYBaHHA NEPBUHHOI YaKoBKW rOTOBOrO NiKapCbKOro
3ac06y (He3HauHi 3MiHW y 3aTBEPKEHNX MeTofax
BMNpoGyBaHb) (3MiHa NapameTpiB cnevudikalii Ta MeToaiB
KOHTPOJIO SIKOCTi NEPBUHHOI YNakoBku (M/1iBKM
NONIBIHINXTOPUAHOI, PONbIV aUTHOMIHIEBOI, 6HaHKN
NoNiMEPHOT 3 KPULLIKOK, KOHTEHepW N1acTMacoBi 3
KPWLLIKOK; BaTV MeAUYHOI rirpocKoniyHol), Wwoao
NPOBeAEeHHS KOHTPOJIIO0 MiKPOBIOIOMYHOT YACTOTU; 3MIHEHO

BMMOrU NapameTpiB cnewudikalii/MeToAiB KOHTPO/IHO SKOCTI

[O/151 BaTU MeMYHOI TirpocKomnivHol (BBeAEHHSA HOBUX
MOKa3HWKIB (30/1bHICTb, BMICT XMPOBMX Ta BOCKONOAi6HMX
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
PeyoBUWH, NOrMHaYa 34aTHICTb Ta iHLL.) 3rigHO BUMOT
HOpPMaTUBHOI JOKYMeHTaLii BUpOOHUKa); CynyTHS 3MiHa -
3MiHU 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasbHuiA 3aci6. 3miHa chopmun abo
PO3Mipy KOHTelHepa 4mn 3aKynoploBasibHOro 3acoby
(NepBMHHOI YNakoBKu) (HeCTepunbHi Nikapcbki 3acobu); -
3MiHu 3 sKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHKii 3aci6. 3MiHa napaMmeTpis
cneumdikauii Ta/abo fONYCTUMUX MEX NEPBUHHOI YNaKOBKN
roTOBOrO NliKapCbKOro 3acoby (iHLi 3MiHM) - 3aMiHa
BUPOBHMKa NEPBUHHOIO NakyBaHHS (M/1iBKK
nonisiHinxnopugHoi) 3 TOB «KnekHep MNeHTannact Pyc»,
Pocilicbka ®epepauis Ha «Hua Xiang Plastic Co, LTD.,
Kutaii. Ak Hacnigok, 3miHa SKiCHOroO Ta Ki/lbKiCHOro cknagy
nakyBaslbHOr0 MaTepiany; (hopmu Ta po3Mipy NePBUHHOIT
ynakoBKa; NpUBEAEHHS napaMeTpiB cneyndikauii 4o BUMOT
HOpPMAaTVBHOI AOKYMeHTaLii 3anponoHOBaHOro BUPOGHMKA.
67. AOKCULUKNIH- Tabnetkn no 100 mr paTiodhapm HimeuunH Mepkne MméeX Himeuunna BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/3033/02/01
TEBA no 10 TabneTok y M6X a (BMPOGHMLTBO 3MiHM | TUNY - BBEAEHHS Nepioay NOBTOPHOTO BUNPOGYBaHHSA | peyenmom
6nictepi; no 1 Hepo3dacoBaHOl Ha 4 pokn ana APl gokemumkniny Big BUpo6HMKa Yancheng
6nictepy B NPOAYKLIiT Ta A03BIiN HA Suhai Pharmaceutical Co., Ltd., China; 3mitu | Tuny -
KapTOHHI KOpooLi BWMNYCK Cepii; NnepBUHHA Ta nopaHHsa Hosoro CEP Ne R1-CEP 1997-115-Rev 06 ans Ad®l
BTOPWHHA ynakoBka, [OKCULWMKAIHY Bifi HOBOTrO BUPOBHMKA [10 BXe 3aTBEpKeHOro
KOHTpO/b cepii) BMPOGHMKA; 3MiHM | Tuny - nogaHHsa HoBoro CEP Ne R1-CEP
1999-157-Rev 04 ans A®| gOKCUUMKNIHY Bif HOBOTO
BMPOGHMKA [10 BXe 3aTBepA)KEHOro BUpPo6HMKa
68. EKCIHE®® TabneTkn, BKpUTI Mepk Wapn i LLsefiuapi BMPOOHUK Icnanis/ BHCEHHS 3MiH A0 peecTpauiiHnx martepianis: 3miHu Il Tuny - 3a UA/12286/01/01
nNiBKOBOKO [oym lpea IHK A Hepo3dacoBaHO| HigepnaHnp, 3MiHu Woao 6e3nekn/eddekTUBHOCTI Ta hapMakoHarnsay. peyenmom
06010HKO10, No 30 NPOAYKLT, KOHTPO/b " 3MiHU Y KOPOTKili XapakTepucTuL,i NlikapcbKkoro 3acoby,
mr Ne 2 (2x1), Ne 7 AIKOCTIi, NaKyBaHHS: TEKCTi MapKyBaHHS Ta iHCTPYKLi 415 MegnyHoro
(7x1), Ne 28 (7x4) y ®poccT l16epuka, C.A., 3aCTOCYBaHHSA y 3B’A3KY i3 HOBUMW JaHUMW 3 KOCTI,
6nictepax IcnaHis; LOKNIHIYHUMM, KNIHIYHUMW JaHUMK Ta JaHUMK 3
nakyBaHHs1, BUMYCK cepil: hapmakoHarniagy (3MiHM A0 IHCTPYKLT y po3ginn:
Mepk Wapn i foym B.B., "®apmakonoriyHi BnactmeocTi”, "Cnocib 3acTocyBaHHs Ta
HigepnaHnan no3un", "Mo6ivHi peakui™) (TepmiH BBeAEHHS 3MiH NPOTSArom
3-x MicsLiB MicnA 3aTBEPAKEHHS); 3MiHM | Tuny -
AAMiHICTpaTMBHI 3MiHN. 3MiHa Ha3BW JlikapcbKoro 3acoby
(6yno - EKCIHE® ) (TepmiH BBefeHHS 3MiH NPOTArom 3-X
MicALIB Mic/1a 3aTBEPKEHHS)
69. EKCIHE®® TabneTku, BKpUTI Mepk LWapn i LLiBeiiuapi BMPOBHUK Icnanis/ BHCEHHS 3MiH 0 peecTpauiiHnx Matepianis: 3miHu Il Tuny - 3a UA/12286/01/02
nNiBKOBOKO Joym lpea IHK a Hepo3ghacoBaHOl HigepnaHp, 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta chapmakoHarnsay. peyernmom
060/10HKO10, Mo 60 NPOAYKLUIiT, KOHTPO/Ib n 3MiHM Y KOPOTKIll XapaKTepuCTULi NikapcbKoro 3acooy,

Mmr Ne 2 (2x1), Ne 7
(7x1), Ne 28 (7x4) y
6nictepax

SAKOCTI, NaKyBaHHA:
dpoccT 16epuka, C.A.,
Icnanis;
nakyBaHHs1, BUMNYCK cepii:
Mepk Wapn i Joym B.B.,
Higepnangn

TeKCTi MapKyBaHHS Ta iHCTPYKUIT 4151 MegnyYHOro
3aCTOCYBaHHA Y 3B’A3KY i3 HOBUMM JaHUMW 3 SKOCTI,
LOKNIHIYHUMM, KNIHIYHUMW JaHUMK Ta JaHUMK 3
thapmakoHarnagy (3MiHM [0 IHCTPYKLUT Y po3ainu:
"®apmakonoriyHi BnactmsocTi”, "Cnocib 3actocyBaHHsA Ta
no3un", "Mo6ivHi peakuii™) (TepmiH BBeAEHHS 3MiH NPOTSArom
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
3-x MicsLiB MiC/1A 3aTBEPKEHHS); 3MiHM | Tuny -
AAMiHICTpaTBHI 3MiHW. 3MiHa Ha3BU NiKapCbKoro 3acoby
(6yno - EKCIHE® ) (TepmiH BBELlEHHS 3MiH NPOTAroM 3-X
MiCsILiB Micnsi 3aTBEPAKEHHS)
70. EKCIHE®® TabneTkun, BKpUTI Mepk LWapn i LLiBeiiuapi BMPOBHUK Icnanis/ BHCEHHS 3MiH 10 peecTpauiiHnx Matepianis: 3miHu Il Tuny - 3a UA/12286/01/03
NNiBKOBOKO Joym lpea IHk A Hepo3dghacoBaHo| HigepnaHp, 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta chapmakoHarnsgy. peyernmom
060s10HKoOI0, No 90 NPOAYKLii, KOHTPOsTb " 3MiHU Y KOPOTKili XapakTepucTuL, Nlikapcbkoro 3acoby,
Mr Ne 2 (2x1), Ne 7 SAAKOCTIi, NaKyBaHHS: TeKCTi MapKyBaHHS Ta iHCTPYKUIT 4151 MeAUYHOro
(7x1), Ne 28 (7x4) y ®poccT I6epuka, C.A., 3aCTOCYBaHHS y 3B’A3KY i3 HOBYMM JaHUMM 3 SKOCTI,
6nictepax IcnaHisi; LOKNIHIYHUMMA, KNIHIYHUMW JaHUMK Ta JaHUMK 3
nakyBaHHs1, BUNYCK cepii: hapMakoHarnagy (3MiHM A0 IHCTPYKLUT y po3ginu:
Mepk Wapn i Joym B.B., "®apmakonoriyni BnactmsocTi”, "Cnocib 3acTocyBaHHA Ta
Higepnavgu [o3n", "MobiyHi peakyii") (TepMiH BBeAEHHS 3MiH NPOTAroM
3-x micsLiB nicnsa 3aTBepXeHHSs); 3MiHu | Tuny -
AZMiHICTpaTMBHI 3MiHX. 3MiHa Ha3BW liKapCbKoro 3acoby
(6yno - EKCIHE® ) (TepmiH BBeZeHHS 3MiH MPOTAroM 3-X
MicsILiB Micns 3aTBepAKEHHS)
71. EKCIHE®® TabneTkn, BKpUTI Mepk Wapn i LLsefiuapi BMPOOBHUK Icnanis/ BHCEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu Il Tuny - 3a UA/12286/01/04
NNiBKOBOKO [oym lpea IHK A Hepo3dacoBaHOT Higepnanp, 3MiHu Woao 6e3nekn/eddekTMBHOCTI Ta hapMakoHarnsay. peyenmom
060/10HKOM0, Mo 120 NPOAYKLIT, KOHTPO/b " 3MiHU Y KOPOTKili XapakTepucTuL,i NlikapcbKkoro 3acoby,
mr Ne 2 (2x1), Ne 7 AIKOCTIi, NaKyBaHHS: TEKCTi MapKyBaHHS Ta iHCTPYKLi 415 MegnyHoro
(7x1), Ne 28 (7x4) y ®poccT l16epuka, C.A., 3aCTOCYBaHHSA Yy 3B’A3KY i3 HOBUMW JaHUMW 3 AKOCTI,
6nictepax IcnaHis; LOKNIHIYHUMM, KNIHIYHUMW JaHUMK Ta JaHUMK 3
nakyBaHHs1, BUMYCK cepil: hapmakoHarniagy (3MiHM A0 IHCTPYKUT y po3ginn:
Mepk Wapn i foym B.B., "®apmakonoriyHi BnactmeocTi”, "Cnocib 3acTocyBaHHs Ta
HigepnaHnan no3un", "Mo6ivHi peakui™) (TepmiH BBeAEHHS 3MiH NPOTSArom
3-x MicsLiB MicnA 3aTBEPAKEHHS); 3MiHM | Tuny -
AAMiHICTpaTMBHI 3MiHN. 3MiHa Ha3BW JlikapcbKoro 3acoby
(6yno - EKCIHE® ) (TepmiH BBefeHHS 3MiH NPOTArom 3-X
MicALIB MiC/1A 3aTBEPKEHHS)
72. EHBPEN | PO34MH ANA iH'EKL Mdcpaiizep CLA BeTtep ®apma-depTuryHr HimeyunHa | BHECEHHS 3MiH 40 peecTpauiiHix matepiasis: 3miHu | Tuny - 3a UA/13011/01/01
ENBREL® 50 mr/mny Eiiy.Ci.Mi. MM6X&Ko. KI, HimeuunHa; / [oTOBWIA Nikapcbkunii 3aci6. Bupo6bHULTBO. 3MiHW, L0 peyernmom
nonepeaHL0 KopnopeiiH BepuHrep IHrenbxainm Ipnangis/ CTOCYIOTbCA BUMYCKY Cepii Ta KOHTPOJIHO SAKOCTi FOTOBOrO
HanoBHEHWX dapma M'm6X&Ko. Kr, Benuka nikapcbKkoro 3acoby (3amiHa abo AoaaBaHHs AiNbHULLI, Ha
wnpuuax no 0,5 mn HimeuunHa, Bputania/ AKIN 30iAICHIOETLCA KOHTPOL/BUNPOGYBaHHSA cepii)
(25 mr) abo no 1 mn Mdpaiizep IpneHp, Benbris (JogaBaHHsa BMPOGHUYOI AinbHuLi MNdhaiizep
(50 mr) Ne4, abo y dapmaceyTrKaic, MeHtodhekuypuHr Benbrisa HB / Pfizer Manufacturing Belgium
nonepegHL0 IpnaHgjs; NV, PeiikcBer 12, B-2870, Myypc, Benbris / Rijksweg 12, B-

HanoBHEHUX py4Kax
no 1 mn (50 mr) Ned
y N1acTUKOBOMY
KOHTeliHepi

BaeT d®apmaceyTukasic,
Benvika bputaHis;
Mdpaiizep
MeHtodekuypuHr Benbris
HB, Benbris

2870, Puurs, Belgium, w0 Bignosigae 3a KOHTPOsb SKOCTI,
3a BUK/THOYEHHAM NoKa3HuKiB "CneumdivyHa aKTUBHICTb.
BioaHani3 anonTo3y", "Cnony4yHa 3gaTHicTb" Ana EH6pen,
po3unH gns iH'ekyii no 0,5 mn (25 mr) a6o no 1 mn (50 mr) y
nonepegHbLO HanoBHeHWX Wwnpuuax) (TepmiH BBeAeHHSA 3MiH
nNpoTAroM 3-x MicsLiB NiCNA 3aTBEPLKEHHSR); 3MiHM | TUny -
[oToBMIA Nikapcbkmii 3aci6. BUpOGHMLTBO. 3MiHKN y NpoLeci
BMPOGHULITBA rOTOBOTO /1iKapCbKOro 3acoby (iHLUi 3MiHW)
(Mogaudpikauis NiHii HaNOBHEHHS, LLIO BUKOPUCTOBYETLCA 15
npenapaty EH6pen y nonepeHb0 HANOBHEHMX LUNPULLAX)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs

(TepmiH BBeZleHHSI 3MiH NPOTArom 3-x MicsAUIB Mic/s
3aTBepMAKEHHS); 3MiHK | TUny - FOTOBWIA Nikapcbkuii 3aci6.
Cuctema ynakoBka/ykynopka. 3miHa napameTpis
cneumdikauin Ta/abo fonycTMMMX MEX NepBUHHOT YNakoBKM
roTOBOrO /iKapCbKOro 3acoby (3BYXXEHHS [ONYCTUMMUX MEX,
BU3HauYeHNX y cneuudikadii) (3MiHa KpUTepito NPUAHATHOCTI
Ans foBxuHu wnpvua 3 80,5-83,1 Ha 80,5-82,1) (TepMiH
BBEJEHHS 3MiH NPOTAroM 3-X MiCAILiB MiCNs 3aTBEPKEHHS);
3MiHu Il Tuny - FoToBUIA Nikapcbkuii 3aci6. BUpoGHMLTBO.
3amiHa abo BBeAeHHS [0AaTKOBOI AiNbHMLi BUPO6HULTBA
[ANS YacTnHM abo BCbOro BUPOGHMYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AiNbHUUA, Ha sikili NpoBoAsATLCA Byab-
AKi BUPOGHWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
NpOoBeeHHA KOHTPOJIIO SIKOCTi Ta BTOPUHHOTO NaKyBaHHS,
AN NikapcbKnx 3aco6iB 6i0/10rYHOro/iMyHONOTNYHOro
noxomxeHHs1) (JlogaBaHHa BUpO6HNYOT AinbHULI MNdpaiizep
MeHtodhekuypuHr benbrisa HB / Pfizer Manufacturing Belgium
NV, PeiikcBer 12, B-2870, MNyypc, benbris / Rijksweg 12, B-
2870, Puurs, Belgium, sik BUpo6HUKa KiHLLEBOro NPOAYKTY
EHGpen, po3uuH ans iH'ekyiin no 0,5 mn (25 mr) abo no 1 mn
(50 mr) y nonepeAHbO HanoBHeHVX LWnpuuax) (TepmiH
BBE/EHHS 3MiH MPOTAroM 3-X MiICSLiB NIiCNs 3aTBEPAYKEHHS);
3miHu |l TUNy - FOTOBWIA Nikapcbkuii 3aci6. BUpo6HULTBO.
3MiHM Y NpoLieci BUPOGHMLTBA rOTOBOTO JiKapCbKOro 3acoby
(nikapcbkuii 3aci6 € nikapcbkMM 3ac060M
6i0/10ri4YHOro/iMyHO/IONYHOTO MOXO/PKEHHS Ta 3MiHA B/Marae
NpoBefeHHs NOPIBHANBHUX AOCAILKEHb) (3SMiHM y NpoLieci
BUPOGHMLITBA FOTOBOrO NPOAYKTY Ans EH6pen, po3unH ans
iH'ekuii no 0,5 mn (25 mr) a6o no 1 mn (50 mr) y
nonepeaHbO HANOBHEHMX LUNPULAX: - 3MiHA Y
NporpaMoBaHnX LMKIax PO3MOPOXYBaHHS Ta
3aMOpOXyBaHHSA Y MpoLieci BUPOGHULTBA MPOMIDKHOIO
NpoAykKTy; - BBELlEHHS 40AATKOBOro etany inbTpauii ans
3HWKEHHS GiOHaBaHTaXEHHS Ha (DiNIbTP Npu CTepUNi3ytouii
pinbTpauii npomixHoro npoaykTy. CynyTHS 3MiHa - [0TOBMIA
nikapcbkuii 3aci6. BMpo6bHULTBO. 3MiHK y npoLeci
BMPOGHMLITBA rOTOBOTO /1iKapPCbKOro 3aco0y (iHLLi 3MiHW)
(MopoBXeHHs Yacy 36epiraHHA NPOMDKHOIO NPOAYKTY Npwu 2-
8? C [0 48 roanH nicns po3MopoXyBaHHA nepef
inbTpavieto) (TepmiH BBEAEHHS 3MiH MPOTAroM 3-X MicsiLiB
nicns 3aTBepgkeHHs); 3MiHu |l Tuny - FoToBWMIA Nikapcbkuii
3aci6. BupobHuLTBO. 3MiHa po3mipy cepii (Bktoyatun
nianasoH po3Mipy cepii) roToBOro slikapcbkoro 3acoby (3MiHa
BMMAarae OLiHKM NOPIBHAHHOCTI (NPOBEAEHHSA NOPIBHANBHUX
[ocnigpKeHb) Nikapcbkoro 3acoby
6i0/10ri4YHOro/iMyHO/ONYHOT0 NOXOKEHHS) ([JoaaBaHHs
HOBOro pPo3Mmipy cepii roTOBOro NikapcbKoro 3acoby ans
EH6pen, po3ynH ans iH'ekuiii no 0,5 mn (25 mr) a6o no 1 mn




67

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
(50 mr) y nonepeAHbO HAMOBHEHMX LUNpULAX BignoBigHO 40
PO3Mipy EMHOCTi A/15 3aMOPOXYBaHHS/PO3MOPOXYBaHHS Ha
ainaHui Pfizer Manufacturing Belgium NV, Rijksweg 12, B-
2870, Puurs, Belgium) (TepmiH BBEAEHHSA 3MiH MPOTArOM 3-X
MicsILiB Micns 3aTBEPAKEHHS)
73. EHTEPO/ 250 NMOPOLLOK A/1A BIOKOJEKC ®paHuisa BIOKOJEKC ®paHuis BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHn | Tuny - 6e3 UA/6295/01/01
opasibHOro AnMiHiCTpaTMBHI 3MiHKN. 3MiHa Ha3Bu A®| abo AONOMIXHOT peyenma
3acToCyBaHHSA No peyoBMHM (40AaBaHHA NO3HAYEHHS WTamy B Ha3si API).
250 mr no 10 TakoX 3MiHW B IHCTPYKLiO LLOAO AOAaBaHHA NMO3HAYEHHS
nakeTvkiB y wTamny B Ha3Bi A®| 3rifHO NnocunaHHA Woao peectpawii
KapTOHHI KOpooLi wramy CNCM 1-745 B «IHCTUTYTI MacTtepa ge Mapi» no
BCbOMY TeKCTY iHCTPYKUiT) (TepMiH BeAeHHS 3MiH NpOTArom
4-x MicAUIB MicNsa 3aTBEPAXEHHS); 3MiHW | Tuny - 3MiHK
wopo 6esneku/edpekTuBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHM) (3amiHa rpad)iyHOro 0thopMAIEHHS Ha TEKCT
MapKyBaHHs yrnakoBku) (TepMiH BeAeHHS 3MiH NpoTArom 4-x
MicsILiB Micns 3aTBepAKEHHS)
74. EHTEPO/ 250 Kancynum no 250 mr BIOKOJAEKC ®paHuina BIOKOJEKC ®paHuis BHECEHHS 3MiH 40 peecTpaviiiHux matepianis: 3MiHn | Tuny - 6e3 UA/6295/02/01
no 10 a6o no 20, AZMiHiCTpaTMBHI 3MiHKN. 3MiHa Ha3Bu A®I abo AONOMIXHOT peyenma
abo no 30, a6o no peyoBuHM ([logaBaHHA NO3HAYEHHS WTaMy B Ha3Bi API)
50 kancyn y naswui (TepmiH BBELEHHS 3MiH NPOTArom 4-x MicAUiB nicas
CKNSHii; no 1 3aTBEepXEHHSA); 3MiHM | TNy - 3MiHK Woa0
NAALWLI CKNSHINA Y 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay (iHwi 3MiHKn)
KapTOHHI kopobuyj; (3amiHa rpadpiuHOro opOpMIIEHHS HA TEKCT MapKyBaHHS A5
no 5 kancyny ynakoBku NelO Ta 3MiHa TekcTy MapkyBaHHs an1a Ne30)
6nictepi; no 2 abo (TepmiH BBEAEHHS 3MiH MPOTAroM 4-x MicsiLiB nmicns
no 4, abo no 6 3aTBEPAKEHHS)
6nictepiB y
KapTOHHI kopobLyj;
no 6 kancyny
6nicTepi; no 5
6nictepiB y
KapTOHHI Kopoo6Lli
75. ENOBIOKPUH®/ PO3YMH ANA iH'EKLiA TOB "®3 YKkpaiHa MpAT "Biodapma”, YKpaina BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a 353/13-
EPOBIOCRINUM no 1000 MO B "BIOPAPMA" YKpaiHa; TOB "3 3MiHu | TUNy - BBEAEHHA ab0 3MiHW [0 y3arasibHeHVX AaHuX | peyenmom 300200000
® amnynax abo "BIODAPMA", YkpaiHa npo cuctemy hapMakoHarnisay (BKIHYaoUmM KOHTaKTHI AaHi)
hnakoHax Ne 5 abo Ta/ab0o 3MiHM y po3MilLleHHI MacTep-haiina cucremu
Ne 10, no 2000 MO, hapmakoHarnsgy
4000 MO, 10000
MO B amnynax abo
dnakoHax Ne 5, Ne
6 Ta Ne 10; no 1000
MO, 2000 MO,
4000 MO, 10000
MO y wnpuyax abo
amnyniax Ne 5
76. EPUTPOMILUVH TabneTkn, BKPUTI MAT Ykpaina MAT "BitaMiHn" YkpaiHa BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3a UA/8709/01/01
060/10HKOHD, "BiTamiHn" 3MiHK | TNy - 3MiHa NapamMeTpiB cneumdikauiin Ta/abo peyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
KMNLUKOBOPO3YMNHHI [O0MNYyCTUMUX MEX NEPBUHHOI YNakoBK/ rOTOBOTO NiKapCbKOro
no 100 mr Ne 10 3aco0y; cynyTHSA 3MiHa: 3MiHa Yy MeToax BUNPOOyBaHHS
(10x1), Ne 20 (10x2) NepBMHHOT YNakoBKM rOTOBOIO JiKapCbKOro 3acoby; 3mMiHu A0
y 6rictepax cneuudikauii Ta METOAIB KOHTPOJ10 NEPBUHHOIO NakKyBaHHS
(nniBkM NONIBIHINXNOPUAHOT Ta ¢ObIM aNtoMiHIEBOT) 3a T.
"Mikpob6ionoriyHa ymctoTa"; 3MiHu | TUNy - 3MiHa y MeTogax
BMNpo6yBaHHA A®l abo BUXiQHOrO MaTepiany/npomikHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y MPOLIEC
BMPOGHMLUTBA AD| - 3MiHM Y MeTOoAax BUNPOBGYBaHHS T.
"CynyTHi gomiwwkun", "KifibkicHe BU3Ha4YeHHs"
77. EPIBELX® Kancynu no 150 mr ®.XocpcpmarH | LLseliuapi BUPOGHMLTBO KaHapa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/14697/01/01
no 28 kancyny -Ns Pow J1tg, A Hepo3cacoBaHol Lseiuapia | 3miHu | TMNy - 3MiHX B NpoLieci BUpo6HMLUTBa AD| (He3HauHa | peyenmom
naawui; no 1 npoaykuii: MateoH IHk., / 3MiHa y npoueci Bupo6Huutea A®I); 3miHu | Tuny - 3miHa
NAALWLUI Y KAPTOHHIN KaHapa; nepBuHHe Ta HimeuunHa | po3mipy cepii (BKNtoyatoum gianasoHun) A®l abo NpoMiKHOro
Kopoo6Li BTOPVHHE NaKyBaHHSA: NpoAykKTy, SK1ii 3aCTOCOBYETLCA Y NpoLeci BUPOOHNLTBA
®.XohcpmaHH-/15 PoLu A®| (36inbweHHs Ao 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
NTp, Wseiiuapis; PO3MipoMm) - 36i/IbLLEHHS PO3MIPY Cepil Ajlo40T pevyoBUHN A0
BMNPOBYBaHHSA KOHTPOSIO 115 «r (nogaTkoBuii 06Csr); 3miHM | TMNy -3MiHa B ymMOBax
akocTi: Pow ®apma Ar, 36epiraHHsA roTOBOro MiKapCbKOro 3acoby - MPMBEAEHHS p.
HimeuuunHa; Bunyck cepit: YMmoBWU 36epiraHHa 40 MaTtepiasniB BUPOOHUKA; 3MiHu Il Tuny -
®.XothpmarH-/15 PoLu 3MiHM [0 IHCTPYKLi 415 MeAUYHOTO 3aCTOCYBaHHS Yy
Ntp, Weeiiuapis po3ginu: "Oco6mBocTi 3acTocyBaHHA" (LLOA0 EPTUIBHOCTI
Y XiHOK), "YMOBU 36epiraHHs". BBe€HHA 3MiH NPOTArom
6-TM MicsiLiB nicns 3aTBepPAKEHHSA
78. ETPY3UN TabneTku, BKpUTI 3AT YropuwuyHa | BignoBigasbHWIA 3a BUNYCK | YroplivHa/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/11346/01/01
NNiBKOBOKO dapmaLeBTuy cepii: 3AT IcnaHis BUNPaB/IEHHS TEXHIYHMX NOMW/IOK B crneuudikavii Ta peuyenmom
060/10HKO10, M0 2,5 HWA 3aBO4 dapmaueBTUYHMI 3aBOS MeToAax KOHTPOJI0 AKOCTi rOTOBOrO NlikapCbkoro 3acoby 3a
Mr Ne 30 (10x3), Ne ErcC ErIC, YropwuHa,; nokasHukoMm «MikpobionoriyHa yncrtora»
90 (10x9) y BiAnoBiganbHMi 3a
6nictepax NOBHWIA LKA
BUPOGHMLITBA, BK/IKOHYAOUM
Bunyck cepii: CiHTOH
Xicnanig, C./1., Icnania
79. 3ETAMAKC® rpaHynu Mdpaiizep IHK. CLA BMPOGHMLTBO NpoAyKLUii in CuwA/ BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasiB: NpUBeAeHHSA 3a UA/5367/01/01
NPOJIOHroBaHOI fji bulk, nepsuHHe Ta ITanisa y BignNoBiAHICTb HaNUCaHHA Ha3BM OQHOrO 3 BUPOGHUKIB | peyernmom
AN opasibHOT BTOPWHHE NaKyBaHHS, nikapcbKoro 3aco6y B Hakasi MO3 Ykpaiuu
cycneHsiino 2,0ry KOHTPO/b SIKOCTi: Ne 33 Big 17.01.2017 B npovueci nepepeecTpadii (6ys10 -
hnakoHi Ne 1 Mdcpaiizep PapmactoTikan3 Mepatizep Papmacsromukasic En.En.Ci., CLUA)
NNC, CUWA,
BTOPWHHE NaKyBaHHS,
KOHTPO/b AKOCTi, BUMYCK
cepit:
Xaynt ®apma flatiHa
C.p.n., Itanis
80. 31BOKC TabneTkn, BKpUTI Mdpaiizep IHK. CLWA Mdpaiizep CLWA BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasliB: NPUBEeAEHHS 3a UA/1969/01/01
nNiBKOBOKO ®dapmactoTtikans /1/1C Y BiANOBiAHICTb HaNUCaHHA Ha3BU BUPOGOHMKa B HaKasi peuyenmom

060/10HKOH0, M0 600
mr Ne 10 (10x1) y

MO3 YkpaiHu Ne 919 Big 01.09.2016 B npoLeci BHECEHHSA
3MiH - 3MiHK | TMny - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
6nictepax chapmakoHarnsgy - 3aTBepAKeHHs CTUKepY YKPaiHCbKO
MOBOIO, LLIO HAHOCUTBLCS Ha OPUTiHaIbHY BTOPUHHY YNakoBKy
(6yno - MNdcpaiizep PapmacbioTikans JI/IC, CLUA)
81. 30MIKNOH-3H TabneTku, BKpUTI TOB Ykpaina BMnyck cepii: TOB YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/12778/01/01
060/10HKO10, M0 7,5 "XapkiBcbke "XapkiBcbke 3MiHuM | TUNY - BBEAEHHA ab0 3MiHM [10 y3araslbHEHUX AaHuX | peyernmom
mr Ne 10 (10x1), Ne thapmaveBTuy thapmaueBTuyHe npo cuctemy chapmakoHarnsgy (BKI1H0UYaun KOHTaKTHI AaHi)
20 (10x2), Ne 30 He nignpveMcTBo "340poB's Ta/abo 3MiHM y po3MilLeHHI MacTep-dhaiina cuctemu
(10x3) y 6nicTepax nignpUeMCcTBO Hapogay", YkpaiHa; BCi thapmakoHarnsgy
y nauui "340poB's cTagjii BUpo6bHNLTBA,
Hapoay" KOHTPO/b SKOCTI:
TOB "®APMEKC IPYM",
YkpaiHa; BCi cTagji
BMPOGHMLITBA, KOHTPO/b
saKocTi: TOB
"®apmMaueBTnyHa
KoMmnaHis "3gopos'a”,
YKpaiHa
82. 30TEK®-200 TabneTkn, BKpUTI OpraHocuH IHAis EBepTogKeH Navid IHAiA BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3a UA/11501/01/01
NNiBKOBOKO Naiid CaeHcus Jlimitep, TEeXHiYHa NMoOMWsIKa B METOAAX KOHTPOSIKO AKOCTI Ha peyenmom
060/10HKOH0, 1o 200 CaeHcus MBT. nikapcbkunii 3aci6, y METOAML BUNPOGYBaHHS 32 NOKa3HUKOM
mr no 10 Ta6neTok nrg. «KinbKicHe BM3HAYEHHS», NPUroTyBaHHS CTaHA4apPTHOrO
y 6nictepi; no 1 abo PO34UHy
10 6nicTepiB y
KapTOHHI Kopoo6Lli
83. 30TEK®-200 TabneTku, BKpUTI OpraHocuH IHais EBepTomkeH Naiid IHais BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: - UA/11502/01/01
nAiBKOBOO Naiicp CaeHcus NimiTeq, TexXHiYHa NOMUIKa B METOAAX KOHTPOIO AKOCTI Ha
060/10HKOH0, Mo 200 CaeHcus IMBT. nikapcbkuii 3acib, y MeToauui BUNpoOyBaHHS 3a NOKA3HUKOM
Mr in bulk: no 2500 nra. «KinibkicHe BU3HaYeHHSs», NPUroTyBaHHS CTaHA4apTHOro
Tabnetok y pO3UnHYy
NoABIMHMX nakeTax
3 ponbrn
nonieTuneHoBol y
KapPTOHHI KOpooU;i
84. 30TEK®-300 TabneTkun, BKpUTI OpraHocuH IHais EBepTomkeH Naiic IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/11501/01/02
NNiBKOBOKO Naiigp CaeHcus Jlivitep, TEeXHiYHa NOMUsIKa B METOAAX KOHTPOSIIO AKOCTI Ha peyernmom
o060s0HKot0, No 300 | CaeHcms [MBT. nikapcbKWii 3acib, y MeToauLi BUNPo6yBaHHS 3a MOKa3HUKOM
Mr no 10 TabneTok nTg. «KinbKicHe BU3HAYeHHs», NPUroTyBaHHA CTaHA4apTHOro
y 6nictepi; no 1 abo pO3unHy
10 6nicTepiB y
KapTOHHI Kopoo6Lli
85. 30TEK®-300 TabneTkn, BKpUTI OpraHocuH IHAiA EBepTogxeH Navid IHAis BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: - UA/11502/01/02
NAiBKOBOO Naid CaeHcus NimiTeq, TeXHiYHa NOMUIIKa B MeTOAax KOHTPOJIH0 SKOCTI Ha
060/10HKO10, Mo 300 CaeHcus MBT. nikapcbkuii 3aci6, y METOAML BUNPOGYBaHHS 3a NMOKa3HUKOM
mr in bulk: no 2500 nra. «KinbKicHe BU3HAYEHHS», NPUIroTYBaHHS CTaHAapTHOrO

TabneTok y
noAgiliHNx nakeTax
3 honbrn
nonieTunIeHoBoil y

po3unHy




70

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
KapPTOHHI KOpooU;i
86. 30TEK®-400 TabneTku, BKpUTI OpraHocuH IHais EBepTomKeH Naiic IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/11502/01/03
nAiBKOBOO Naid CaeHcus NimiTeq, TEeXHIYHa NOMUIIKa B METOAAX KOHTPO/IHO AKOCTI Ha
060s10HKot0, N0 400 | CaeHcms [MBT. nikapcbknii 3aci6, y MeToauLi BUNPO6yBaHHS 3a NMOKa3HUKOM
Mr in bulk: no 2500 nra. «KiflbkicHe BU3HaYEHHS», NPUroTYBaHHS CTaHA4apTHOro
TabneTok y pPO34nHYy
NnoABIHMX nakeTax
3 ponbrn
nonieTuIeHoBo! y
KapPTOHHI KOpooL;i
87. 30TEK®-400 TabneTku, BKpUTI OpraHocuH IHais EBepTomKeH Naiid IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/11501/01/03
NNiBKOBOKO Naidp CaeHcus Jlivitep, TEeXHiYHa MOMUsIKA B METOAAX KOHTPOSIIO SAKOCTI Ha peyernmom
060510HKo0, No 400 CaeHcus MBT. nikapcbkunii 3aci6, y MeToAMLi BUNPO6YBaHHS 3a NMOKa3HUKOM
Mr no 10 Tabnetok n1p. «KinbKicHe BU3HAYeHHS», NPUroTYBaHHSA CTaHAapPTHOrO
y 6nictepi; no 1 abo PO3unHy
10 6nicTepiB y
KapTOHHI Kopoo6Lli
88. IBYNPOM TabneTku, BKpUTI tOHina6, /N CLIA TOB HOC dapmauis Monbwa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/6045/01/01
060n0HKot0, Mo 200 3MiHW | TUNY - BBEAEHHA a60 3MiHM [0 y3araslbHEHVX AaHUX peyenma
Mr, N0 2 TabneTkn y npo cuctemy chapmakoHarnsgy (BKIHYaoun KOHTaKTHI AaHi)
cawe; no 10 Ta/abo 3MiHM Y po3MilLeHHI MacTep-haiina cuctemm
TabneTok B chapmakoHarnsgy
6nicTepi; no 1
6nictepy B
KapTOHHI kopobuyj;
no 50 TabneTok y
dnakoHi; no 1
hnakoHy B
KapTOHHiiA Kopo6Lli
89. IBYNPOM Kancysm m'ski no tOHina6, Nn CLWA nepBUHHE Ta BTOPVIHHE Monbwa/ BHECEHHS 3MiH [10 peecTpaviiiHiX maTepianis: 6e3 UA/13880/01/01
EKCTPA 400 mr no 6 kancyn nakyBaHHs1, KOHTPONb Ta HigepnaHp, 3MiHu | TUNY - nogaHHsA oHosneHoro CEP Ne R1-CEP 1996- peyenma
y 6nictepi; no 1 Bunyck cepii: TOB tOC " 061-Rev 09 ans fitoyoi pevoBrHK ibynpodeH Big,
6nictepy B dapmauis, Monblua; 3aTBEPMAKEHOro BUpobHUKa. 3MiHa Bk/tovae B cebe
KapTOHHI kopobuyj; BMPOBHULITBO Ta KOHTPO/1b BUAAIEHHSI BUPOOHMNYOI AiNTbHUL AN NPOMIKHUX NPOAYKTIB
no 10 kancyny AKOCTI NpoAykKTy in bulk,
6nicTepi; no 1 abo KOHTPO/Ib B NpOLIECi
no 2 6nictepu B BMPOOHULTBA, KOHTPO/Ib
KapTOHHiiA KOpo6Ll cepii: MateoH CodTpKenc
B.B., Higepnanay;
KOHTPOb cepii: Mpokci
Nab6opaTtopis B.B.,
Higepnangn
90. IBYNPOM Kancysm m'ski no tOHina6, Nn CLA nepBuHHE Ta BTOPUHHE Monbwa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/13880/01/01
EKCTPA 400 mr no 6 kancyn nakyBaHHs, KOHTPO/1b Ta HigepnaHp, 3MiHK | TUNy - BBEAEHHSA ab0 3MiHW [0 y3arasibHeHNX AaHnxX peyenma
y 6nictepi; mo 1 Bunyck cepii: TOB OC " npo cuctemMy chapMakoHarnisay (BKIHUYaun KOHTaKTHI AaHi)

6nictepy B
KapTOHHI kopobLyj;
no 10 kancyny

dapmalis, Monblua;
BMPOGHULITBO Ta KOHTPO/1b
SKOCTi npoAaykTy in bulk,

Ta/ab0o 3MiHM y po3MilLleHHI MacTep-haiina cucremu
thapmakoHarnsgy
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
6nicTepi; no 1 abo KOHTPO/Ib B NpOLIECi
no 2 6nictepu B BMPOOHULTBA, KOHTPO/Ib
KapTOHHiiA Kopo6Ll cepii: MateoH CodTpKenc
B.B., Higepnanaw;
KOHTPOb cepil: Mpokci
Nab6opaTtopi3 B.B.,
Higepnangn
91. IBYNPOM MAKC TabneTku, BKpUTI tOHina6, Nn CLIA BUPOBHUK, Monbwa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/1361/01/01
o60noHkKoto, no 400 BiAnoBiganbHNI 3a Higepnang, | 3miHW | TUNy - BBEAEHHA @60 3MiHW [0 y3arasibHEHUX JaHnX peyenma
Mr no 6 TabneTok y yNakoBKY, KOHTPO/b Ta " npo cuctemMy chapmMakoHarnisgy (BKIHUYaun KOHTaKTHI AaHi)
6nictepi, no 1 BMNYCK Ccepii roToBOro Ta/ab0o 3MiHM y po3MilLleHHI MacTep-haiina cucremu
6nictepy B npoaykty: TOB tOC thapmakoHarnsgy
KapTOHHI kopobuyj; dapmauis, Monblua;
no 12 tabnetok y BUPOGHMKM, BIANOBIAA/IbHI
6nicTepi; no 1 abo 3a BUPOGHMLTBO,
no 2 6nictepu B KOHTPO/b Ta BUMYCK
KapTOHHI kopobuyj, npogykty in bulk:
no 24 tabnetkn y LLlyedhapm Cepsices /T4,
donakoHi, no 1 Benuka BpuTaHis; CsiccKo
dhnakoHy B Cepsices Arl, LseiiLapis
KapTOHHI Kopoo6Lli
92. 130-MIK® cnpei TOB Ykpaina TOB HaykoBo-BMpo6HUMYa Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/2621/01/01
cybniHrBasIbHUIA HaykoBo- thipma "Mikpoxim" 3MiHM | TUny - 3MiHa napameTpiB cneyudikayiin Ta/abo peuyenmom
Ao3oBaHwuii, 1,25 BMPOGHMYA [0NYCTUMUX MEX FOTOBOrO /1iKapCbKOro 3aco0y - BUNYyYEHHS
Mmr/go3y no 15 mn hipma i3 cneumdikauii Noka3HMKIB AKOCTI; 3MiHW | TUNY - 3MiHa Y
(300 po3) y "Mikpoxim" MeTofax BUNpobyBaHHSA roTOBOrO JliKapCbKOro 3acoby
hnakoHax Ne 1 (BK/IHOYALOUM 3aMiHy 260 AOMOBHEHHS) - NPUBEAEHHS
nokasHuka skocTi "KisibkicHe BU3Ha4YeHHA" y BifgnoBigHICTb
0o APY; 3MmiHM 3aTBEPKEHOI0 MeToAy BUNPoOyBaHHS
93. IMYHOI JTOBY/IH | po34nH Ans iH'eKuiit TOB Ykpaina TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/13033/01/01
AHTUPE3YC no 1 mn (300 mkr "BIO®PAPMA MIA3SMA" 3MiHM | TUNY - BBEAEHHSA ab0 3MiHW [0 y3ara/iHEHUX JaHux | peyernmom
RHO(D) iMyHOrno6ynidy npu MNA3MA" npo cuctemy chapmakoHarnsgy (BKIHYaoun KOHTaKTHI AaHi)
N ANHN TnTpi 1:2000) B Ta/abo 3MiHM Y po3MilLeHHI MacTep-haiina cuctemm
amnynax Ne 1, Ne 3 thapmakoHarnsgy
a6o Ne 5
94. IMYHOI NOBY/IH | po3unH Ans iH'eKuii TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: 3a UA/13033/01/02
AHTUPE3YC no 2 mn (300 mkr "BIO®PAPMA MIA3SMA" 3MiHM | TUNY - BBEAEHHS ab0 3MiHW [0 y3araslbHEHUX AaHUX | peyenmom
RHO(D) iMyHOrno6yniHy npu MNA3MA" npo cuctemy chapmakoHarnsgy (BKI1H0Yaoun KOHTaKTHI AaHi)
nrognHn TnTpi 1:2000) B Ta/abo 3miHM y po3MilLeHHi MacTep-dhaiina cucremu
amnynax Ne 1, Ne 3 thapmakoHarnsgy
a6o Ne 5
95. IMYHOI NOBY/IH | po3unH ANs iH'eKuii TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/13034/01/01
AHTUCTA®ITIOK | no 100 MO B "BIO®PAPMA MIA3SMA" 3MiHu | TUNYy - BBEAEHHA ab0 3MiHW [0 y3ara/ibHeHVX JaHux | peyernmom
OKOBUIA amnynax Ne 3, Ne 5 MNA3MA" npo cuctemy chapmakoHarnsgy (BKI1H0UYaoun KOHTaKTHI AaHi)
nrognHnN a6o Ne 10 Ta/abo 3MiHM y po3MilLeHHI MacTep-dhaiina cuctemu
chapmakoHarnsgy
96. IMYHOINOBY/IH | po3unH Ans iH'ekuii TOB Ykpaina TOB "BIO®PAPMA Ykpaina BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3a 225/13-
AHTUUNTOMEI no 1,5 mn a6o 3,0 "BIOPAPMA MJIA3SMA" 3MiHK | TMNy - BBeAEHHS ab0o 3MiHM A0 y3ara/ibHeHVX AaHnX | peyenmom 300200000
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
ANOBIPYCHUU M B amnynax Ne MNA3MA" npo cuctemMy chapmMakoHarnisgy (BKIH0UYaun KOHTaKTHI AaHi)
N ANHN 10 Ta/ab0o 3MiHM y po3MilLleHHI MacTep-haiina cucremu
hapmakoHarnsgy
97. IMYHOI NOBY/IH | po3unH ANs iH'eKuii TOB Ykpaina TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a 41/12-
N ANHN 10 % no 1,5 mn (1 "BIO®PAPMA MIA3SMA" 3MiHu | TUNy - BBEAEHHA ab0 3MiHW [0 y3ara/ibHeHVX JaHuX | peyernmom 300200000
HOPMA/BHWIA - | gosa) Ta 3,0 mn (2 MNA3MA" npo cuctemy chapmakoHarnsgy (BKI1H0UYaun KOHTaKTHI AaHi)
BIO®PAPMA [o3n) B amnynax Ne Ta/abo 3MiHM y po3MilLeHHI MacTep-dhaiina cuctemu
10 dhapmakoHarnsgy
98. IMYHO®DNAIIA® cupon no 30 mn abo TOB "HBK YkpaiHa KomyHasibHe YkpaiHa BHECEHHS 3MiH [0 peeCcTpaLiiHnX MaTepiasiB: 3MiHu | Tuny - 6e3 UA/5510/01/01
no 50 mn, abo no "Exocpapm” nignpuemcTso “JlyraHcbka AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo peyenma
60 mn, a6o no 125 ob6nacHa "dapmavin”, afpecy 3asiBHKKa (BNacHWKa peecTpauiliHoro nocBigyeHHs)
My dhiakoHax 3 thapmaveBTUyHa (3miHa agpecwu 3asBHKKa) (TepMiH BBEAEHHS 3MiH NPOTArom
ckna abo nnacTuky; thabpuka, YkpaiHa; TOB 3 -x MicALiB nicns 3aTBepPXKEHHS)
no 1 pnakoHy "TepHochbapm”, YkpaiHa;
pasom 3 403YHUOo MAT "®apmak”, YkpaiHa
EMHICTIO B Nauuj 3
KapTOHHY
99. IHKECTA PO34MH NS iH'EKUIN NAT Ykpaina MAT "dapmak” YkpaiHa BHECEHHS 3MiH 40 pPeecTpauiiHnX MaTepiasiB: 3MiHu | Tuny - 3a UA/8926/01/02
2,5% B eTunoneari "®Papmak” 3MiHu Woao 6e3nekn/edeKTUBHOCTI Ta dapmakoHarnsgy peyenmom
no 1 mn B amnynax (iHLWi 3miHK) (3amiHa rpadpiyHOro ohopMIIEHHS YNaKoBOK
Ne 5, Ne 10 y nauuj, NiKapcbKoro 3acoby Ha TEKCT MapKyBaHHS yNakoBOK Ta
Ne 5x1, Ne 5x2 y 3a3HayYeHHs Ha NepBUHHIN ynakoBLi iHhopMmauii woao MHH)
6nicTepax y naui (TepmiH BHECEHHSA 3MiH nicns 3-X micauis 3 gatn
3aTBEpPMKEHHS); 3MiHM | TuRy - AGMIHICTPaTVBHI 3MiHW.
3MiHa HalimeHyBaHHsi Ta/abo agpecy MicLs NPOBaXEHHS
AiSNbHOCTI BUPOOHUKa/iMNopTepa roToBoro ikapCbkoro
3aco6y, BK/IUaun AiNbHNLI BUMYCKY cepil abo Micue
NPOBeEeHHSA KOHTPOJIH0 AKOCTI. (LiANbHICTb, 3a AKY
BiiNOBiga€ BUPOGHMK/iMNOPTEp, BKIOYAKUMN BUMYCK Cepild)
(MpBeAEHHS Y BiANOBIAHICTL aapecu Micus NPOBaKEHHS
AiANBHOCTI BUPOGHUKA roTOBOrO Nikapcbkoro 3acoby Ao
NiyeHsii Ha BUPOBHULTBO (3MiHA IOPUANYHOI agpecn Ha
hakTnyHy), 6€3 3MiHM MicLs BUPOGHMULTBA) (TepMmiH
BHECEHHS 3MiH nicasa 3-X MicAUiB 3 AaTW 3aTBEPAYKEHHS)
100. | IHXKECTA PO34MH ANA iH'EKLiA MAT Ykpaina MAT "dapmak” YkpaiHa BHECEHHS 3MiH O peecTpauiiiHnx maTepiania: 3MiHun | Tuny - 3a UA/8926/01/01
1% B eTwnoneari "®apmak” 3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy peyenmom

no 1 mn B amnynax
Ne 5, Ne 10 y nauui,
Ne 5x1, Ne 5x2 y
6nictepax y nauui

(iHWi 3miHK) (3amiHa rpadiyHOro 0HoOpPM/IEHHS YNakoBOK
NiKapcbKoro 3acoby Ha TEKCT MapKyBaHHS yNakoBOK Ta
3a3Ha4YeHHs Ha NepBUHHI ynakoBLi iHhopmau,ii woao MHH)
(TepMiH BHeceHHs 3MiH nicnsa 3-x micsAuiB 3 gatu
3aTBEPMKEHHS); 3MiHW | TUNY - AAMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHs Ta/abo agpecy MicLs NPOBaIXEHHS
AisNIbHOCTI BUPO6HUKa/iMnopTepa roToBoro JlikapCbKoro
3acoby, BKIOYaUM finbHNLi BUNYCKY cepii abo micue
NPOBeLEHHS KOHTPOJIO SKOCTI. (4iANbHICTb, 3a AKy
BiANOBIAa€e BUPOGHYMK/IMNOpTep, BKIOUAUM BUMYCK Cepild)
(NpvBeAeHHN y BIANOBIAHICTL aApecy MiCLA NPOBaKEHHS
LisNIbHOCTI BUPOGHMKA rOTOBOrO JlikapCcbKoro 3acoby Ao
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
NiyeHsii Ha BUpo6GHMLTBO (3MiHA HOPUANYHOI agpecn Ha
hakTnyHy), 6e3 3MiHM MicLs BUPOBGHULTBA) (TepMmiH
BHECEHHS 3MiH nicns 3-X MicAUiB 3 AaTW 3aTBEPAKEHHS)
101. | IHGAHPUKC™ cycneHsis ans nakcoCmiTKn Benuka "nakcoCmiTKnsiiH Benebris BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/13939/01/01
InB iH'ekyii no 0,5 mny slH EkcnopT BpuTaHis Bionoaxikan3 C.A. 3MiHK | TUNy - 3MiHK B Npoueci BupobHuuTBa AdI - peuyenmom
KOMBIHOBAHA nonepenHL0 Nimiteq 3aTBEPAKEHHS 3MEHLUEHHSI HaBaHTaxeHHs1 PRN cinbTpaty
BAKUVHA onga 3anoBHEHOMY npu iOHOOBMIHHI xpomaTtorpadii (konoHka 3 Q-cechapo30to)
MPODITAKTUKN ofiHopa3oBoOMY [0 66% Bif 06'EMy, SIKMIA BUKOPUCTOBYETLCSI HA AaHWi
ONODTEPII, LINPULi Y KOMMMEKTI MOMEHT; 3MiHM | TUNY - 3MiHa Y MeToax BUNPOGYyBaHHS
NPABLS, 3 ronkoto Ne 1 abo rOTOBOrO J1iKapCbKOro 3acoby - 3MiHW y MeTogax
KALUTHOKA Ne 10 BUNPOGYBaHHS NPOMIKHOIrO NPOAYKTY (3aMiHa cTaHAapTy
(ALUENONAPHA nepTakTuHy)
A KOMIMOHEHT)
TA
noniomienity
102. | IHUEHA® Kpanni opasibHi no Pixapa ABCTpIs Pixapg BittHep Al ABCTpIf BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 UA/8414/01/01
20 mn, no 50 mn, no BitTHep Al 3MiHu | TUNy - BBEAEHHA ab0 3MiHW [0 y3arasibHeHUX AaHnx peyenma
100 mny npo cuctemy hapmakoHarnsgy (BKIH0UYatoun KOHTaKTHI AaHi)
dhnakoHax- Ta/ab0o 3MiHM y po3MiLLeHHI MacTep-dhaiina cuctemu
KpanenbHuusax Ne 1 chapmakoHarnsgy
103. | KAJIEHAYNN KBITKM (CybCTaHL,is) TOB Ykpaina AnbchaHap Ko doop imMnopT | Apabebka BHECEHHS 3MiH 40 peecTpaviiHnx martepianis: 3MiHa - UA/11882/01/01
KBITKA y nakeTtax "Cymudpitodha eHf ekcrnopT Pecny6nik 3asBHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs) (3rigHo
noninponineHoBnx pmauis” a erunet Haka3zy MO3 Big 23.07.2015 Ne 460)
AN BUPOGHMLTBA
HecTepusbHNX
NiKapCbknx hopm
104. | KANbUIN-A3 TabneTkun XyBasbHi Takega ABCTpIs Takepga AC Hopseris BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | Tuny - 6e3 UA/3541/01/02
HIKOME], no 30 a6o no 60, ABcCTpisA TM6X 3MiHM 3 siKocTi. FO0TOBWMIA Nikapcbkuii 3aci6. CTabifnbHICTb. peyenma
DPOPTE abo no 120 3miHa y TepmiHax npugaTHocTi abo ymoBax 36epiraHHs
TabneTtok y rOTOBOrO JliKapCbKOro 3acoby (3MEHLLEHHS TEPMiHY
chnakoHi; no 1 NpUAATHOCTI FOTOBOrO JiKaPCLKOro 3acoby) - 4N Toproso’
hnakoHy B yNakoBKM (3MeHLUEeHHS TepMiHy npuaaTtHocTi 13 (3 3-x Ao
KapTOHHI KOpooLi 2,5 pokiB); 3miHu | TURy - 3MiHK 3 skocTi. [oTOBWMIA
nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHsi roTOBOrO /liKapCbKOro
3aco6y (iHwWwi 3MiHK) (3MiHK B ymoBax 36epiraHHs M13
(NpuBeaeHHS Yy BiANOBIAHICTb 40 OPUTiHANIBHUX AOKYMEHTIB
Bifl BUPOGHUMKa)
105. | KANbLUIKO po3uuH ans MpAT YkpaiHa MpAT "®apmaueBTuyHa YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/6822/01/01
Xnoeuma- iH'ekyiii, 100 mr/mn "bapmaueBTu thipma "OapHuus” 3MiHM | TUny - 3MiHa HaliMeHyBaHHS BUPOGHKKa ADI peuyenmom
AAPHMNUA no 5 mn B amnynax YyHa hipma Kanbuito xnopug, (kanbujio xnopug rekcarigpaty), 6e3 smiHu
Ne 10 y kopo6ui, Ne "AapHuus" MicL BUpO6HMLUTBA. BBeA€eHHA 3MiH NPOTArom 6-Tn

10 (5x2) y
KOHTYPHIl
YapyHKOBIli
ynakoBLi B naui,
no 10 mn B
amnynax Ne 10

MmicsauiB nicna 3aTBepmKeHHs
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
(5%2) y KOHTYpHIiA
YapyHKOBIli
ynakoBLji B nayLi
106. | KETAMIH-3H po3uuH ans TOB Ykpaina TOB "XapkiBCbke YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/12951/01/01
iH'ekyili, 50 mr/mn "XapkiBcbke hapmaueBTUyHe 3MiHu | TUNy - BBEAEHHA ab0 3MiHW [0 y3ara/ibHeHVX JaHuX | peyernmom
no 2 mn B amnynax thapmaveBTuy nignpveMcTBo "340poB's npo cuctemy chapmakoHarnsgy (BKI1H0UYaun KOHTaKTHI AaHi)
Ne 10 y kopo6ui; Ne He Hapoay" Ta/abo 3MiHM y po3MilLeHHI MacTep-dhaiina cuctemu
10 (5x2) y nignpUeMCcTBO thapmakoHarnsgy
6nictepax y "3p0p0B's
Kopo6Ui Hapoay"
107. | KOAEIHY NOPOLLIOK ToBapucTBO 3 Ykpaina MakcpapnaH Cwmit flimiteg, | CnonyyeHe | BHECEHHSI 3MiH 4O peecTpauiiiHuX MaTepianis: NpUBEAEHHS - UA/5109/01/01
DOCPAT (cybeTaHuis) y [04aTKOBOIO KoponiscTe y BifnoBiAHICTb A0 peecTpauiliHNX MaTepianis
naketax nogaBinHMx BignoBsigasbHi 0 HanMcaHHA NpU3Ha4YeHHA cy6cTaHuil B Hakasi MO3
i3 nniBkn cTHO YKpaiHu
nonieTuneHoBoi "IHTEPXIM" Ne 897 Big 26.08.2016 B npoueci BHECEHHA 3MiH - 3MiHu |

Ansa
chapmaueBTUUHOr
0 3aCTOCYBaHHs

Uy - 3MiHKn 3 AKocTi. A®Il. KoHTposib A®L. 3miHa y
napameTpax crneuudikauii Ta/abo 4oNyCcTUMUX MEX,
BM3HAYeHNX y cneuudikauisx Ha A®l, abo
BMXigHWA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCA Y MpoLeci BUpobHuULTBa AD| (3BY)XEHHA
[0NYCTUMUX MEX, BUSHAUYEHNX Y crneumdikav,ii)- 3a3HayeHHs
XimiyHOT Ha3Bu A®| KogeiHy docdhaty remirigpaty
BignosiaHo EP. MNpuBeeHHA MeX HOpMyBaHHS 3a
nokasHukom "KinbkicHe BU3HaueHHs" cneuudikauii A®I
KogeiHy chocchaty go martepianis BupobHuka APl KogeiHy
hoccpaty. 3miHun | TUNy - 3MiHK 3 AKOCTi. CepTudikaT
BignosigHocTi/l E-cepTudikat BignosigHOCTI EBpONeEChKii
thapmakonei/moHorpadii. NMogaHHS HOBOro abo OHOB/IEHOTO
cepTudikaTa BigNoBIgHOCTI abo BUyYeHHs cepTuduikata
BiAnoBigHOCTI EBponelickbkiin hapmakonei: ana A®l; ans
BMXIZHOro MaTepiany/peareHTy/NMpoMiKHOro NpPoayKTy, Lo
BVMKOPUCTOBYHOTLCH Y BUPOOHULTBI API; ANs [ONOMDKHOT
peyoBUHM (cepTrdiikaT BiAMNOBIZHOCTI €BPONENChKIi
hapmakonei) - OHOB/IeHUIA cepTudikaT Bif yxe
3aTBEPLKEHOr0 BUPOOHMKA - NPUBEAEHHS NOKa3HUKa
"CynposigHi gomiwwkmn" cneyndikauii A®I Kogeiny doccpary
[0 BUMOT YMHHOT MoHorpadii EP, BignoBigHO 0HOBNEHOrO
CEPYy Big, yxxe 3aTBepxeHoro Bupo6Huka ( No.R1-CEP
1999-053-Rev 03 (Holder MACFARLAN SMITH LIMITED).
3MiHu | TUNY - 3MiHKn 3 AKkocTi. A®Il. KoHTposnib A®L. 3miHa y
napameTpax crneuudikauii Ta/abo 4oNyCcTUMUX MeX,
BM3HAYeHNX y cneuudikauisx Ha A®l, abo
BVXigHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y npoueci BupobHuuTea AP (iHLWi 3MiHK)
- npuBeAeHHs cneuudikadii Ta MeToAis BUNpobysaHHA Ad|
KogzeiHy chocchaty 3a nokasHukom "MikpobionoriyHa
ynctoTa" 3rigHo Bumor EP (6ys10 - 8715 sBupobHUYmMBa
HecmepusibHUX J/IiKapcbKux ¢hopm)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
108. | KOOE®EMO/N H cvpon no 100 mn TOB YkpaiHa TOB "XapkiBCbke YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHiX maTepianis: 3a UA/12779/01/01
a6o no 200 mny "XapkiBcbke hapmaueBTUyHe 3MiHM | TUNY - BBEAEHHS ab0 3MiHW [0 y3araslbHEHUX AaHUX | peyenmom
hnakoHax Ne 1 i3 thapmaveBTuy nignpveMcTBo "340poB's npo cuctemy chapmakoHarnsgy (BKIH0Yaoun KOHTaKTHI AaHi)
MipHOIO JTOXXKOI He Hapoay" Ta/abo 3MiHM y po3MilLeHHi MacTep-dhaiina cuctemu
abo cTakaH4YMKoM y nignNpueMcTBO chapmakoHarnsgy
Kopoo6Li "340poB'sa
Hapozay"
109. | KOAEDPEMO/® cupon no 100 mny TOB Ykpaina TOB "Xapkicbke Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/1871/01/01
hnakoHax Ne 1 3 "XapkiBcbke thapmavueBTuyHe 3MiHM | TUNY - BBEAEHHA ab0 3MiHW [0 y3ara/ibHEHUX JaHux | peyernmom
MipHOIO JTOXXEUKOH0 thapmaveBTUy nignpveMcTBo "340poB's npo cuctemMy chapmMakoHarnisgy (BKIHUYaun KOHTaKTHI AaHi)
ab0 cTakaH4YMKOM He Hapoay" Ta/ab0o 3MiHM y po3MilLleHHI MacTep-haiina cucremu
nigNpMEMCTBO thapmakoHarnsgy
"3p0poB'A
Hapoay"
110. | KOATEPIMIH IC® Tabnetku no 10 ToBapucTBO 3 Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/8689/01/01
TabneTtok y [0AaTKOBOO [04aTKOBOIO 3MiHU | TUNYy - 3MiHK BUNPoByBaHb abo JONYCTUMUX MEX, peyenmom
6nictepi; no 1 BiANOBIAA/IbHI BiANOBIAAILHICTIO BCTaHOB/IEHUX Y cneuudikauisx, nig yac BMpobHULTBa
6nicTepy B nauu; CTHO "IHTEPXIM" rOTOBOrO /iKapCbkoro 3acoby — AONOBHEHHS cneuudikawii
no 10 TabneTok y "IHTEPXIM" Ha NMPOMiXHWI NPoayKT «Hepo3dacoBaHi TabneTkn»

6nictepax

NOKa3HNKOM SKOCTi «CTUPaHHICTb»; BU/TYYEHHS NOKa3HUKa
«3anmLuKoBa BOJOTICTb» 3i cneyudikaLlii Ta MeToAis
KOHTPO/10 NPOMDKHOTO MPOAYKTY «[paHyIAaT HeonyApeHuin»;
3MiHM B cneymdikauii Ta MeTogax KOHTPOSI0 NPOMIXHUX
NPOAYKTIB: - «'paHynsAT HeonyaApeHuii» 3a NOKasHUKOM
«KifnbKicHe BU3HAYEHHS»; - «TabneTky B NpoLeci
TabneTyBaHHsA» 3a NokasH1KoM «CepefHs maca; -
«Hepo3sacosaHi TabneTkm» 3a NokasHMkom «CepefHs
Maca» Ta «KinbKicHe BU3HauYeHHs»; 3MiHW | Tuny - 3MiHa
napameTpiB cneuugikauii Ta/abo AONYyCTUMUX MEX
roTOBOrO /liKapcbKoro 3acoby — 3MiHM y cneumdikavii Ta
MeToZax KOHTPOJIIO SIKOCTi FOTOBOTO NiKapCcbkoro 3acoby 3a
nokasHukom «Mikpo6iosoriyHa uncToTa» 3rigHo Bumor AdY;
3MiHM | TUNY - 3MiHa y MeToAax BUNpo6yBaHHS roTOBOro
nikapcbKoro 3acoby - 3MiHM y onuci MeToavku
BMNPOBYBaHHS rOTOBOTO NiKapCbKOro 3acoby 3a NOoKa3HUKOM
«PO3unHeHHS»; 3MiHW | TUNy - 3MiHa y MeTodax
BUMNPOOYBaHHA NEPBUHHOI YNaKoBKM rOTOBOrO NiKapCbKOro
3acoby — 3MiHW y METO/j BU3HAYEHHSI Ta HOPMYBaHHS TecTy
«MikpobionoriyHa uncToTa» A1 KOHTPOO NEPBUHHMX
nakyBasIbHVX MaTepiasiB roToBOro MikapCbKoro 3acoby;
3MiHM | TUny - 3MiHa napameTpiB cneyudikayiin Ta/abo
[ONYCTUMNX MEX A5 AONOMDKHOI PeYOBUHW - NPUBEAEHHS
cneundikauii Ta MeToAiB AOMNOMIKHUX PEYOBUH A0 BUMOT
MoHorpadiii EP/A®Y; 3MiHM | Tuny - 3MiHa y napameTpax
cneumdikaLin Ta/abo AoNYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha Adl, abo BMXigHWA/NPOMDKHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCS Y NPOLECi
BMPO6HMLUTBA AD| (4ONOBHEHHS cneundikauii HOBUM
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka
¢hopma, ynakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

KpaiHa
BUPOOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

NMOKa3HMKOM SIKOCTi Ta BignoBigHNM METOA0M
BUNPOBYBaHHSA) — Yy cneumdikavii BXigHOro KoHTposito Ha Adl
TepniHrigpar 3a NokasHUMKOM «laeHTudikaLisn» BBeAeHO
«laeHTudikauis C» (peakuist Ha TepniHN); 3MiHW | Tuny -
3MiHa y napameTpax crneuudikauii Ta/abo AOMyCTUMUX MEX,
BM3HAYeHWX y cneuudikauisx Ha A®l, abo
BVXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, Lo
BUKOPWCTOBYIOTbCS y Npoueci BUpobHuUTBa APl — 3MiHK Y
cneundikauii BXigHOr0 KOHTPOs0 ADI: - yTOUHEHHS
chopmystoBaHHSE HOPMYBaHHS TecTy «MikpobionoriyHa
ynucToTa» AiKUNX PevyoBuH KoaeiHy docdat remirigpar Ta
TepniHrigpar. - yTO4YHeHHS (hOpMY/THOBaHHS HOPMYBaHHS
nokasHuka «TemnepaTypa nnasneHHs» Ad®| TepniHrigpar -
YTOUYHEHHS (DOPMY/OBaHHSA TecTy «Onuc» Ad|
TepniHrigpar; 3MiHu | Tuny - 3mMiHa y MeTogax BunpobyBaHHSA
A®| abo BMXigHOrO MaTepiany/npoMiXXHOTO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y MPOLIEC
BMPOOHULTBA AP (iHLWI 3MiHN Y MeToAax BUNPOOyBaHHSA
(BkNtOUaKOUM 3aMiHy abo foMoBHeHHS) APl abo
BUXIAHOrO/NPOMIXHOr0o NPOAYKTY); 3MiHM | TNy - 3MiHa
nepiogy NOBTOPHWX BUNPOGYBaHb/nepiofy 36epiraHHA abo
yMoB 36epiraHHs A®| — 36iNbLUEHHS TEPMiHY NMPUAATHOCTI
A®I| TepniHrigpat

111.

KONIKIA®

CYCMEeH3sisi opaUibHa,
40 mr/mn no 30 mn
abo 60 mny
nakoHi; no 1
hnakoHy pasom 3
MipPHOIO JTOXKOHO B
KapTOHHI ynakoBsLi;
no 30 mn y 6aHuj;
no 1 6aHuj pasom 3
MipPHOIO JTOXKOIO B
KapTOHHI ynakoBLi

TOB "KYCYM
DAPM"

Ykpaina

TOB "KYCYM ®APM"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHn | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
afpecy 3asiBHKKa (BNacHWKa peecTpaviliHoro nocBigyeHHs)
(3MiHa HallMeHyBaHHS Ta NPUBEAEHHS afpecu 3asBHUKA Y
BiANOBIAHICTb A0 OpUTiHA/IbHUX AOKYMEHTIB) (TepMiH
BBEJEHHS 3MiH NPOTAroM 6-TW MicAUiB nicns
3aTBEPMXKEHHS); 3MiHM | TUNY - AAMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHs Ta/abo agpecy MicLs NPOBaXEHHS
LisiNIbHOCTI BUpO6HMKa/iMnopTepa roToBOoro JlikapCbKoro
3acoby, BK/IYaun AinbHMLI BUNYCKy cepil abo micue
NPOBeLEHHS KOHTPOJIO AKOCTI. (AiANbHICTb, 3a AKy
BiANOBIAae BUPOGHYMK/IMNOPTEp, BKIOUAOUM BUMYCK CEpild)
(npvBegeHHA pefakuii agpecu Ta HaiMeHyBaHHS
BMpo6HUKa /13 y BiANOBIAHICTL A0 OpUTriHANIBHMX
nokymeHTiB (CepTudpikaty GMP, BugaHoro [lepxaBHo
cnyx60t0 YKpaiHu 3 nikapcbknx 3acobiB), 6€3 3MiHM Micus
BMpo6HULTBA) (TepmiH BBEAEHHS 3MiH MPOTAroM 6-Tn
MicaLiB nicna 3aTBepMKeHHs); 3MiHW | TUny - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy (iHwi 3MiHN)
(3miHa B TeKCTi MapKyBaHHsS 06YMOB/IEHO 3a3HAaYEHHAM
iHhopmaLii 4O TEKCTY MapKyBaHHS yNnakoBKU LLLOA0
nokasaHHs 4515 3actocyBaHHs) (TepmiH BBeeHHA 3MiH
NPOTArom 6-T1 MicsALiB Nic/sA 3aTBepPAYKEeHHs1)

6e3
peyenma

UA/10461/02/01

112.

KOMBIMNPUN-KB

Tabnetkn no 5
Mr/10 mr, no 10

MAT
"KniBCbKUIA

YKpaiHa

MAT "KuiBCbKuiA
BiTamiHHWI 3aBoa”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
BUMNPaBAEHHS TEXHIYHOI NMOMWUIIKW Y TEKCTI MapKyBaHHS

3a
peyenmom

UA/11887/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
TabneTok y BiTaMiHHWI yMakoBKM
6nictepi, no 3 3aBog"
6nicTepu B nayy
113. | KOMBOI/I3A XR | Tabnetku, BKpuUTI AcTtpa3eHeka | Benvkobp AcTpa3eHeka CLWA BHECEHHS 3MiH [0 peecTpauiitHux maTepianis: 3miHu |l Tuny 3a UA/12952/01/01
nNiBKOBOKO IOK Nimiteq, nTaHis dapmacbroTukanc - 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarniagy. peuyenmom
060/10HKO10, M0 2,5 3MiHM Y KOPOTKill XapaKTepucTULi Nikapcbkoro 3acooy,
Mr/1000 mr, no 7 TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MeanyHoro
TabneTtok y 3acToCyBaHHS Yy 3B’A3KY i3 HOBUMMW AaHUMK 3 SKOCTI,
6nictepi, no 4 OOKMIHIYHUMM, KNIHIYHUMW JaHUMK Ta AaHMu 3
6nictepu B hapmakoHarnsgy (8o iHCTpyKuii y po3ain "OcobnmsocTi
KapTOHHI KOpooLi 3acTocyBaHHA",
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MicLUs NPOBaKEHHS AiSNbHOCTI
BUpPOBHMKa/iMNopTepa roToBOoro JlikapcbKoro 3acooy,
BK/IHOYA0UM AiNbHUL BUMYCKY cepii abo miclie npoBefeHHs
KOHTPO/I0 AIKOCTI. (AiANbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMNOPTEp, BK/OYaUM BUNYCK cepiid) (3MiHa
HallMeHyBaHHS Ta NpPYBEAEHHS MiCLLe3HaX04KEHHS
BMpo6HUKa 13 0 BUCHOBKY LLOAO NiATBEPIKEHHS
Bi4NOBIAHOCTI BUPOOHULTBA NiKapCbKMX 3acobiB BUMOram
HauexHoi BUpobHUYoi npakTukm (GMP), BugaHoro
[epxaBHoto cryx6010 YKpaiHu 3 flikapcbknx 3acobiB);
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) (3amiHa rpaduivyHoro
306pakeHHs yNnakoBKN Ha TEKCT MapKyBaHHSA 4151 NEPBUHHOI
Ta BTOPVHHOT YNaKoBKM Yy 3B'A3KY 3 MPUBEAEHHAM Y
BianosigHicTb Ao Hakasy MO3 Ykpainu Ne 426 Big 26.08.05
(y pepakuii Hakazy MO3 Ykpainu Ne460 Big 23.07.2015 p.)
114. | KOMBOI/I3A XR | TabneTku, BKpUTI AcTpa3eHeka | Benuko6p AcTpa3eHeka CLWA BHECEHHS 3MiH [10 peecTpauiitHux maTepianis: 3miHu Il Tuny 3a UA/12952/01/03
NNiBKOBOKO HOK Nimiteq, nTaHis dapmacbtoTukasnc Jin - 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarisgy. peyernmom

060/10HKOI0, N0 5
Mr/1000 wmr, 7
TabneTok y
6nictepi, no 4
6nictepu B
KapTOHHI KOpoo6Li

3MiHU Y KOPOTKili XapakTepucTuL, Nlikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLIT 415 MeAUYHOro
3aCTOCYBaHHS y 3B’A3KY i3 HOBVMM JaHUMM 3 SKOCTI,
LOKNIHIYHUMM, KNIHIYHAMW AaHUMK Ta faHUMA 3
hapmakoHarnagy (40 iHCTPyKUiT y po3ain "OcobnunsocTi
3acTocyBaHHs");
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa NPOBamXeHHs AisNIbHOCTI
BMpPO6HMKa/iMNopTepa roToBOro JlikapCbKoro 3acoby,
BK/IHOYA0UM AiNbHULI BUMYCKY cepii abo miclie NpoBeAeHHs
KOHTPOIO SIKOCTI. (AiSNbHICTb, 3a Ky BignoBigae
BMPOGHMK/iMNOpPTEp, BKOYAOUM BUMYCK Cepiid) (3MiHa
HaliMeHyBaHHS Ta NPUBEAEHHS MICLLe3HaXOKEHHS
BMpo6HUuKa M3 fo BUcHOBKyY LLOA0 NiATBEPAKEHHS
BiANOBIAHOCTI BUPOGHMLTBA NiKapCbKMX 3ac06iB BUMOram
HanexHol BUpobHUYoi npakTukm (GMP), BugaHoro
[epxaBHo0 Cnyx60t0 YKpaiHu 3 fikapcbkux 3aco6iB);
3miHu | TMny - 3miHn Wwoao 6esnekn/eddekTMBHOCTI Ta
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
thapmakoHarnagy (iHwi 3miHn) (3amiHa rpaduivyHoro
306paXKeHHs yNnakoBKN Ha TEKCT MapkKyBaHHS A4/151 NEPBUHHOI
Ta BTOPUHHOT YNAKOBKMW Y 3B’AA3KY 3 NPUBEAEHHAM Y
BignoBigHicTb A0 Hakaly MO3 YkpaiHn Ne 426 Big 26.08.05
(y pepakuii Hakazy MO3 Ykpainu Ne460 Big 23.07.2015 p.)
115. | KOMBOI/II3A XR | TabneTku, BKpUTI AcTpa3eHeka | Benukobp AcTpa3eHeka CLWA BHECEHHS 3MiH 0 peecTpauiiHux matepianis: 3MiHu Il Tuny 3a UA/12952/01/02
NAiBKOBOO HOK NimiTen uTaHis dapmacbtoTrkasic JM - 3miHu Woao 6e3nekn/edheKTMBHOCTI Ta hapMakoHarnsgy. | peyernmom
060/10HKOH0, M0 5 3MiHU Y KOPOTKili XapakTepucTuL, NlikapcbKoro 3acoby,
mr/500 wr, 7 TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MegnyHoro
TabneTtok y 3aCTOCyBaHHS Yy 3B’A3KY i3 HOBUMMW AaHUMU 3 SKOCTI,
6nictepi, no 4 LOKNIHIYHUMMW, KNIHIYHUMW JaHUMUK Ta JaHUMK 3
6nictepu B thapmakoHarnsgy (8o iHCTpykuii y po3ain "OcobnmsocTi
KapTOHHI KOpooLi 3acTocyBaHHs");
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa NPOBamKeHHs AisIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbKoro 3acoby,
BK/IIOYAOUM AiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
KOHTPO/IO SKOCTI. (AiANbHICTb, 3a AKy BignoBsifae
BMPOGHMWK/iMNOpTEp, BK/IOYaUM BUMYCK cepiid) (3MiHa
HaliMeHyBaHHS Ta NPUBEAEHHS MICLLe3HAXOLKEHHS
BMPO6HUKa 13 [0 BUCHOBKY LLLOAO NIATBEPIKEHHS
BiANOBIAHOCTI BUPOGHMLTBA NliKapCbKMX 3ac06iB BUMOram
Has1eXHOol BUpoOHUYOI npakTvkn (GMP), BugaHoro
[epxaBHO Cy60t0 YKpaiHu 3 flikapCbkux 3aco6iB);
3miHu | TNy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHu) (3amiHa rpadiyHoro
300paXeHHs YNaKkoBKM Ha TEKCT MapKyBaHHS 151 NEPBUHHOT
Ta BTOPVHHOT YMakKoBKM Y 3B'A3KY 3 NPUBEAEHHAM Y
BignoBigHicTb Ao Hakazy MO3 YkpaiHu Ne 426 Big 26.08.05
(y pegakuii Hakasy MO3 Ykpainu Ne460 Big 23.07.2015 p.)
116. | KOMAKCOH 40 pO34nH ons TeBa 13painb BMPOGHULITBO 3@ MOBHNUM I13pains/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/6307/01/02
iH'ekyili, 40 mr/mn dapmaueBTika uukiom: Teea Benuka 3MiHK | TUNy - 3MiHa y meTogax BunpobysaHHA Ad®| abo peuyenmom
no 1 mn po3uunHy B n lHgacTpi3 dapmauesTikan IHgacTpi3 Bputanis/ BMXiAHOrO Martepiany/npomikHOr0 NPOAYKTy/peareHTy, Lo
nonepegHL0 nrpa. Nta., 13paine; I13pains/ BVKOPVCTOBYETbLCA Y NpoLieci BUPO6HMLUTBA ADI (iHLLI 3MiHK
HanoBHEHOMY BUPOGHMLTBO 3a NOBHUM HigepnaHp, y MeToAax BunpobyBaHHs (BKIOHYauu 3amiHy abo
wnpuui; no 1 uyknom: AMBEKC n/ [0NoBHEHHS) AdD| abo BYXiZHOro/MPOMIKHOrO NPOAYKTY -
Lwinpuuy B 6nicTepi; dapmacbioTukans tok, YropwmHa 3aMiHa MeTofy BU3HaYeHHs BMicTy auetartiB y A®I (SI-

no 12 wnpuuis B
KapTOHHI KOpoo6Li

Benvika bpuTaHis;
KOHTpPO/b cepii
(aHaniTnyHi BUNpobyBaHHSA
Ta BUBYEHHSA
cTabinbHocTi): MnaHTekc
NtAa., 13painb; KOHTPosb
cepii (Tibkn
MikpobiosnoriyHe
TecTyBaHHsA): TeBa
dapmaueBTikan IHAacTpi3
JItA., 13painb; KOHTPO/Ib

14570) HoBuMM MeTOoAOM (SI-40016); 3miHM | Tvny -
36iNbLUEHHA PO3MIpy cepil nikapcbkoro 3acoby Ao 230 n Ans
BMpoG6HUKa TeBa ®apmaueBTikasn IHgacTpi3 114, AinbHULI
Kdpap Caba, I3painb; 3miHun | TUny - 3mMiHM y npoueci
BMPOGHMLITBA rOTOBOrO /1iKapCbKOro 3acoby, BKIKUYaum
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCS NPY BUPOBGHULITBI
roTOBOrO NikapCbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHMLITBA) — 3aMiHa 3'efHaHHA TPyOOK B acenTUyHoOMy
npoueci BUpo6HMLTBA
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
cepii (Tinbkn 6ionoriuHe
TecTyBaHHs): Abik /T4,
I13paink; KOHTPOb cepil
(noBHe TecTyBaHHS,
BK/THOHAIOUM HA
CTEPUSIbHICTb Ta
HakTepianbHi
€HA0TOKCUHW, ane oKpim
6i0/10MYHOr0 TECTYBAHHS):
dapmaxewmi B.B.,
HigepnaHan; KOHTpONb
cepii (Tinbku 6ionoriuHe
TecTyBaHHs): AT
dapmaueBTUYHUI 3aBOA,
TEBA , YropwuHa,
KOHTPO/b cepii
(aHaniTnyHe TeCTyBaHHSA
Ta BUBYEHHS
cTabinbHoCcTI): A3is
Kewmikan IHgacTpi3 NT4,.,
13painb
117. | KOPBAJIKANC Kancysm m'aki Ne 9 MAT YkpaiHa MAT "KuniBcbkuit YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 UA/13448/01/01
y 6nictepax; Ne 18 "KniBcbkuii BiTamiHHWI1 3aBoA” 3MiHW | TUNY - 3MiHW 4,0 IHCTPYKUIT ANS MeANYHOro peyenma
(9x2), Ne 27 (9x3) y BiTaAMiHHWI 3acTocyBaHHs y po3ain "MNobiyHi peakuii'. BBegeHHA 3MiH
6nictepax B nayuj 3aBog" NPoTArom 3-X MicsiLiB nicnis 3aTBepAKeHHSA
118. | KOPAWUMIH XL Tabnetku 3 KPKA, a.4., CnoseHis KPKA, a.4., HoBo mecto CnoBeHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/1105/02/02
MoAunikoBaHNM HoBo mecTo 3MiHM | TRy - NogaHHA HoBoro cepTudpikata R2-CEP 1995- | peyenmom
BUBI/IbHEHHAM MO 005-Rev 02 Bif HOBOr0 a/lbTEPHATUBHOTO BUPOOHUKA
40 mr Ne 20 (10x2)
y baictepax
119. | KO®EIH- pO34nH oNns ToBapucTBO 3 Ykpaina KOHTPO/b SIKOCTi, BUMYCK Ykpaina BHECEHHS 3MiH 0 peecTpaviiiHux matepianis: 3MiHu | TUny - 3a UA/0482/01/01
BEH3O0AT iH'ekyiii, 100 mr/mn, 06MEXEHO cepit: 3MiHK 3 IKOCTi. FOTOBUIA NiKapCbKuii 3aci6. 3MiHW y peyernmom
HATPIO no 1 mn B amnyi; BiANOBIAA/TbHI ToBapuCcTBO 3 0OMEXEHOID BMPOGHULTBI. 3amiHa abo BBeAEHHS 40AATKOBOI AiNbHUL
no 10 amnyn y cTio BiANOBIAabHICTIO BMPOGHMLTBA 415 YACTUHM ab0 BCbOro BUPOGHUYOro
nauuj; no 1 mn B "flocnigHnii "[locnifHnii 3aBog, npoLecy roToBoro Nikapcbkoro 3acoby (AiNbHULS, Ha kil
amnyni; no 10 3aB0Oj, "THLIC", YkpaiHa; NpoBOAATLCA OyAb-sKi BUPOOHMYI CTagji, 3a BUHATKOM
amnyn B 6nictepi, "rHUnNC" BCi cTagii BUpOGHMLTBA, BMNYCKY Cepii, KOHTPOJIIO AKOCTi Ta BTOPUHHOIO NakyBaHHS

no 1 6nictepy B
nadui; no 1 mn B
amnyni; no 5 amnyn
y 6nicTepi, no 2
6nicTepn B nauui

KOHTPO/b AKOCTi, BUMYCK
cepit:
ToBapnCTBO 3 06MEXEHOI0
BiANOBIAALHICTIO
"®apmaueBTnyHa
KoMnaHis "3gopos's”,
YkpaiHa

AN CTepUIbHUX NiKapcbKuxX 3acobiB (BKIOYaoum
BMPOG/IeHi acenTYHMM METOLOM), KPiM JTiKapCbKMx 3aco6iB
6i0/10r4YHOr0/iMyHOOrYHOrO MOXOMKEHHS) (BBEAEHHS
amny/bHOro Liexy 3 ABOMa B1AaMu NakyBaHb: No 1 mn B
amnyni, no 10 amnyn B 6aictepi, no 1 6aictepy B nadui; no 1
mA B amnyni, no 10 amnyn y nadui 40AATKOBO A0
3arBepxeHoro uexy Mo (ana BMpo6HUYOT 4inbHAL
ToBapnCTBO 3 0OMEXEHOI BifMNOBiAA/TbHICTIO
"apmaueBTnyHa komnaHia "3a0pos'a”) CynyTHA 3MiHa -
3MiHuM 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Yy
BMPOGHULTBI. 3amiHa abo BBeAEHHS 10A4ATKOBOI AiNbHULL
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs

BMPOBHMLTBA [/151 YACTUHM ab0 BCbOro BUPOGHUYOro
npoLecy roToBoro Nikapcbkoro 3acoby (AinbHuUA ans
BTOPWHHOIO NakyBaHHS); 3MiHu | Tvny - 3MiHM 3 AKOCTI.
["oTOBWIA Nikapcbkuii 3aci6. 3MiHWM y BUPOOHNLTBI. 3MiHa
po3Mipy cepil (Bk/toYatoun gianaszoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (iHLWi 3MiHN) (BBEAEHHA AOAATKOBOIO
po3mipy cepii npenapary y 3B'A3Ky 3 BBEAEHHAM
amMnynbHOro uexy Ao Ao4aTKoBOI BUPOOGHMYOT AiNTbHUL
ToBapnCTBO 3 0GMEXEHOI0 BifMNOBiAAIBHICTIO
"®apmavneBTMYHa komnaHia "3gopos'a”: Po3mip cepii
cknapae: 1 mn (54 n abo 54000 amnyn)(104 n a6o 104000
amnyn)(195 n a6o 195000 amnyn)(425 n a6o 425000
amnyn); 3miHn | Tuny - AgMiHiCTpaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy MicLs NPOBaKEHHS
AiSNbHOCTI BUPOOHUKa/iMnopTepa roToBoro /ikapCbkoro
3aco6y, BKHOYAKUN AiNbHNL BUNYCKY Cepii abo Micue
NpoBeAEeHHSA KOHTPOJIH0 AKOCTI. (LiSANbHICTb, 3a AKY
BiANOBigAa€ BUPOGHMK/iIMMOPTEP, BK/OYAKOUN BUMYCK Cepild)
(YTOYHEHHS y BUKNaAEHHI HaliMeHyBaHHA Ta
MicLie3HaxomkeHHs BUpOGHMKIB rOTOBOrO iKapCbKoro
3aco6y (NpyBeAEHO Y BiAMOBIAHICTb 40 MiLEH3i Ha
BMPOGHMLITBO Nikapcbkoro 3acoby) (TepMiH BBEAEHHS 3MiH
nNpoTAroM 3-x MicsAUiB Nicnsa 3aTBepiXeHHs); 3MiHu | Tuny -
AQMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy 3asBHVKa (BacHWKa peecTpauiliHoro nocBigYeHHs)
(YTOUHEHHSA Yy BUKIaAEHHI MiCLLEe3HaXOMKEHHS Ta
HaliMeHyBaHHs1 3asiBHVKa (BflacHVKa peecTpauiiHoro
nocBiAYEeHHS) FOTOBOrO flikapcbKoro 3acoby) (TepmiH
BBEJEHHS 3MiH NPOTAroM 3-X MiCAILiB MiCNs 3aTBEPKEHHS);
3MiHK | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKWii 3aci6.
3MiHM y BUPOGHMLTBI. 3MiHa iMmopTepa/3miHu, Wwo
CTOCYIOTbCA BUMYCKY Cepii Ta KOHTPO/O AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo foAaBaHHSA BUPOGHYKa, WO
BiAMOBIfAa€E 3a BBE3€HHS Ta/abo Bunyck cepii) - Bkioyaroun
KOHTPONb/BUNPOGYBaHHS cepii (BHECEHHS (DYHKLIT - BUMYCK
cepii [0 BUKOHYyBaHWX pyHKLil (BCi cTagii BUPOGHULTBA,
KOHTPO/Ib SIKOCTi) 4715 BUPOGHMKa TOBapnCTBO 3 0OMEXEHOI0
BignoBigasbHICTIO "®apmaleBTMYHa KOMNaHisa "310pos'a”,
YkpaiHa) (TepMiH BBEAEHHS 3MiH NPOTAroM 3-X MicsiLiB
nicns 3aTBepmKeHHs); 3MiHu | Tuny - AQMIHICTPATUBHI 3MiHW.
BunyuyeHHs BUPOGHMYOT Ai/TbHULI (BKIOYAKOYMN AiNbHUL ANS
A®I|, NPOMKHOrO NPoAYKTY abo roTOBOro NiKapCbKoro
3acoby, AinbHNLi AN NPOBEAEHHS NaKyBaHHS, BUPOGHMKa,
BiANOBIAAIbLHOIO 3a BMNYCK Cepiii, MicLie NpoBeAEHHS
KOHTPO/IIO cepii) abo noctayasibHyKa BUXIAHOTO Matepiasny,
peareHTy abo AOMOMIKHOT PEYOBUHM (SIKLLO 3a3HA4YEHO Y
[0Cbe) (BUNYyYEeHHSA pyHKUIT — BCi cTaaii BUpobHMUTBa — 3
BUKOHYBaHWX (OYHKLiA (BCi cTagii BAPOBHMLTBA, KOHTPO/Ib
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
SIKOCTI, BUNYCK cepil) ansi BUpobHuka ToBapmcTBO 3
06MeXeHoH BignosigansHicTio "AocnigHnii 3aBog
«THUNC», YkpaiHa (agpeca: XapkiBcbka 06/1., MiCTO XapkiB,
By/Mus Bopob6iioBa, 6yanHok 8); 3MiHu | Tuny - 3MiHu LWoao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnagy (iHwi 3MiHwn)
(3amiHa rpadiyHOro 306paXeHHs Ha TEKCT MapKyBaHHS
ynakoBok) (TepmiH BBEAEHHSA 3MiH MPOTAroM 3-X MicsLiB
nicns 3aTBepPKEHHS)
120. | KO®EIH- po34nH AN ToBapucTso 3 Ykpaina KOHTPO/b AKOCTi, BUMYCK Ykpaina BHECEHHS 3MiH 0 peecTpaLiinHux matepianis: 3MiHu | Tuny - 3a UA/0482/01/02
BEH30AT iH'ekyin, 200 mr/mn, obmexeHo cepii: 3MiHK 3 SKOCTi. F0TOBUIA NiKapCbkuii 3aci6. 3MiHM y peyenmom
HATPIO no 1 mn B amnyni; BiANOBIAA/IbHI ToBapuCcTBO 3 06MEXEHOID BMPOBOHULTBI. 3amiHa abo BBeeHHS 404ATKOBOI AiNbHULL
no 10 amnyny CTHO BiANOBIAALHICTIO BMPOGHMLTBA A1 YACTUHM abo BCbOro BUPOGHNYOTO
nadui; no 1 mn B "focnigHnii "[locnigHuii 3aBog, npoLiecy roToBOro NikapCcbKoro 3acoby (AinbHMLSA, Ha ki
amnyni; no 10 3aB0[, "THUIC", YkpaiHa; npoBoAATLCA Byb-AKi BUPOOHMYI CTajii, 3a BUHATKOM
amnyn B 6nictepi, "rHUnC" BCi cTagii BUpO6HMLTBA, BWMYCKY Cepii, KOHTPO/II0 AKOCTI Ta BTOPMHHOIO MakKyBaHHS

no 1 6nictepy B
nadui; no 1 mn B
amnyni; no 5 amnyn
y 6nictepi, no 2
6nictepu B nauLi

KOHTPO/b SIKOCTi, BUMYCK
cepit:
ToBapnCTBO 3 OOMEXEHO
BiANOBiAA/IbHICTIO
"®apmaueBTnyHa
KoMnaHis "3g0opos'a”,
YkpaiHa

AN cTepuibHUX NiKapCbKnX 3acobiB (BKIOYaoum
BMPOOG/IeHi acenTUYHUM METOLO0M), KPiM NiKapCbkMX 3aco6iB
6i0/10r4YHOr0/iIMyHOMOrYHOTO MOXOKEHHS) (BBEAEHHS
amny/IbHOrO Liexy 3 ABOMa B1aMu nakysaHb: no 1 mn B
amnyni, no 10 amnyn B 6nictepi, no 1 6nictepy B nadui; no 1
M1 B amnyni, no 10 amnyn y nadui 404aTKOBO 40
3aTBepmxeHoro uexy Mo (ans BMpo6HWYOT AinbHuL
ToBapuCTBO 3 06MEXEHOI0 BifNOBIAASIBHICTIO
"dapmaveBTMyHa komnania "3gopos'a”) CynyTHS 3MiHa -
3MiHK 3 SKOCTi. F0TOBUIA NiKapCbkuii 3aci6. 3MiHn y
BMPOBOHULTBI. 3amiHa abo BBeieHHA [404ATKOBOI AiNbHULL
BMPOGHMLTBA A1 YACTUHM abo BCbOro BUPOBGHNYOTO
npoLecy roToBOro Nikapcbkoro 3acoby (AinbHULSA Ans
BTOPMHHOIO NakyBaHHS); 3MiHW | Tuny - 3MiHW 3 SKOCTI.
[oTOBWIA NiKapcbkuii 3aci6. 3MiHWM y BUPOOHMLTBI. 3MiHa
po3mipy cepii (BktoYaroum gianasoH po3mipy cepii) roToBOro
niKkapcbKkoro 3acoby (iHWi 3MiHW) (BBEAEHHA [OAATKOBOIO
po3mipy cepii npenapary y 38'A3Ky 3 BBEEHHAM
amnysibHOro Liexy [0 AOAATKOBOT BUPOBHMNYOT AiflbHUL
ToBapuCTBO 3 06MEXEHOI0 BifNOBIAAIBHICTIO
"®apmaveBTMyHa KomnaHia "3gopos'a”: Po3mip cepii
cknapae: 1 mn (54 n abo 54000 amnyn)(104 n a6o 104000
amnyn)(195 n a6o 195000 amnyn)(425 n a6o 425000
amnyn); 3miHu | Tuny - AgMiHiCTpaTMBHI 3MiHX. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy MicLs NPOBaKEHHS
LisiNIbHOCTI BUpO6HMKa/iMnopTepa roToBOoro JlikapCbKoro
3acoby, BK/IYaun AinbHMLI BUNYCKy cepil abo micue
NPOBeLEHHS KOHTPOJIO AKOCTI. (AiANbHICTb, 3a AKy
BiANOBIAae BUPOGHYMK/iIMNOpTep, BKIOUAUM BUMYCK Cepiid)
(YTOYHEHHS y BUKNAfEeHHi HaliMeHyBaHHA Ta
MiCLie3HaxXo4KeHHS1 BpOGHWKIB rOTOBOrO NiKapCbKOro
3aco6y (NpyBeAEHO Y BiAMOBIAHICTb A0 MiLEH3I Ha
BMPOGHMLITBO Nikapcbkoro 3acoby) (TepMiH BBEAEHHS 3MiH
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka
¢hopma, ynakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

KpaiHa
BUPOOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2
0 rnocsio4eHHs1

NpoTAroM 3-x MiCsLiB MiC/1A 3aTBEPLKEHHS); 3MiHM | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
afpecu 3asBHUKa (B/1acHMKa PEECTpaLiiHOro NoCBigYEHHS)
(YTOYHEHHS y BUK/TaAEHHI MiCLe3HAXOMKEHHS Ta
HaliMeHyBaHHA 3asBHWKa (BNacHUka peectpauiiHoro
NOCBIJYEHHST) FOTOBOrO NiKapcbkoro 3acoby) (TepMiH
BBE/EHHS 3MiH MPOTAroM 3-X MICALiB NIiCNs 3aTBEPAYKEHHS);
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FoTOBMIA Nikapcbkuii 3aci6.
3MiHM Yy BUPO6GHMLTBI. 3MiHa iMnopTepa/3miHu, Wwo
CTOCYIOTbCA BUMYCKY Cepii Ta KOHTPOJIHO SAKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo fofaBaHHA BUPOGHKKA, Lo
BiAnoBigae 3a BBe3eHHA Ta/abo BMNyck cepii) - Bkaoyarum
KOHTPO/b/BMNPOGYBaHHSA cepii (BHeCEHHs (OYHKLUIT - BUMYyCK
cepii 40 BUKOHYBaHUX (OYHKLli (BCi cTagil BUPOGHMLTBA,
KOHTPO/Ib SIKOCTI) 4118 BUPOGHMKa TOBapnCTBO 3 0OMEXEHO0
BiANOBIAa/IbHICTIO "dapMaLieBTUYHa koMnaHis "3g0pos's”,
YkpaiHa) (TepMiH BBeLEHHS 3MiH NPOTAroM 3-x MicsLiB
nicns 3aTBepmkeHHs); 3MiHN | TUNy - AQMIHICTPATUBHI 3MiHW.
BunyyeHHs1 BUPOGHMYOI AinbHNL (BKIOYAKUN AiNbHNL A5
A®I, NpoMi>XXHOro NPOAYKTY abo roTOBOro NiKapCbKoro
3acoby, finbHNLi ANA NPOBELEHHS NaKyBaHHSA, BUPOOHMKA,
BiANOBIA&/IbHOIO 3a BMMNYCK Cepiii, MiCLie NPOBEAEHHS
KOHTPO/It0 cepii) abo nocTavasibHVKa BUXIAHOTO martepiany,
peareHTy abo LONOMiXHOI PEYOBUHY (SKLLO 3a3HAYEHO Y
[ocbe) (BUNyyYeHHs doyHKUiT — BCi cTagil BUpobHuLTBa — 3
BMKOHYBaHVX (OYHKLii (BCi cTagii BUpOOGHULTBA, KOHTPO/Tb
AKOCTI, BUNYCK cepil) g5 BUpobHuka ToBapucTBO 3
06MeXeHOH0 BignoBigabHICTIo "JocnigHnii 3aBog,
«HUJ1C», YkpaiHa (agpeca: XapkiBcbka 06/1., MiCTO XapkiB,
ByNMLUs Bopo6iioBa, 6yauHOK 8); 3MiHu | Tvny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta chapmakoHarnagy (iHwi 3MiHN)
(3amiHa rpadpiyHOro 306paXkeHHst Ha TEKCT MapKyBaHHS
ynakoBok) (TepMiH BBEAEHHS 3MiH NPOTAroM 3-X MicsiLiB
nicnsl 3aTBEPAKEHHS)

121.

KO®EIH-
BEH30AT
HATPIIO

pO34nH Ans
iH'ekyin, 200 mr/mn,
in bulk: no 1 mn B
amnyni; no 100
amnyn y kopobu,i 3
neperopogxamu; in
bulk: no 1 mn B
amnyni; no 10
amnyn y 6nictepi;
no 10 6nicTepis y
Kopoo6Li

ToBapucTso 3
obmexeHoro
BiANOBiAA/TbHI
CTiO
"flocnigHwin
3aBof,
"rHuact

YKpaiHa

KOHTPO/b AKOCTi, BUMYCK
cepii:
ToBapnCTBO 3 06MEXEHOI0
BiANOBIAA/LHICTIO
"flocnigHnin 3aBog,
"THLUIC", YkpaiHa;

BCi cTagii BUpobHMLUTBa,
KOHTPO/b AKOCTi, BUMYCK
cepii:
ToBapuCTBO 3 OOMEXEHOI0
BiANOBIAALHICTIO
"®GapmavueBTnyHa
KoMnaHis "3gopos'a”,
YkpaiHa

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | TUNY -
3MiHK 3 SKOCTi. FoTOBUIA NiKapCbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AAaTKOBOI AiNbHNL
BMPOGHMLTBA A5 YacTUHU abo BCbOro BUPOOHNYOro
npoLiecy rotToBOro NikapCcbkoro 3acoby (AinbHULA, Ha AKii
NpPoOBOAATLCA 6y b-Ki BUPOOHMYI cTagil, 38 BUHATKOM
BUMYCKY Cepii, KOHTPO/IIO SKOCTi Ta BTOPUHHOIO NakyBaHHSA
AN CTepUIbHUX iKapCbKMX 3acobiB (BKIOYaoum
BMPOG/IEeHi acenTYHUM METOAO0M), KpiM NikapCbKunx 3acobis
6i0N10ri4YHOro/iMyHO/ONYHOr0 NOXOKEHHS) (BBEAEHHS
amny/bHOro Lexy 3 BOMa B1aMu nakyBaHb: no 1 ma B
amnyni, no 10 amnyn B 6nicTepi, no 1 6nictepy B nayui; no 1
mA B amnyni, no 10 amnyn y nauui 4OAATKOBO A0
3arBepxeHoro uexy MNe (a1a BMpo6HWYOI AinbHAL

UA/12737/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
ToBaprCTBO 3 0OMEXEHOI0 BiAMOBIAA/IbHICTIO

"apmaueBTnyHa kKoMnaHia "3a0pos'a”) CynyTHA 3MiHa -
3MiHu 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Yy
BMPO6HMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOI AiNbHNL
BMPOBHMLTBA 15 YACTUHM ab0 BCbOro BUPOGHUYOro
npoLecy rotoBoro Nikapcbkoro 3acoby (AinbHUUSA ans
BTOPMHHOTO NakyBaHHs); 3MiHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHWM y BUPOOHULTBI. 3MiHa
po3Mipy cepil (Bk/toYatoum gianasoH po3Mmipy cepii) roToBoro
nikapcbKoro 3acoby (iHWwi 3MiHN) (BBEAEHHA AOAATKOBOTO
po3Mipy cepii npenapary y 38’s13Ky 3 BBEAEHHAM
aMnynbHOro uexy Ao A04AaTKOBOI BUPOOHMYOI AilbHUL
ToBaprCTBO 3 0OMEXEHOI0 BiAMOBIAA/IbHICTIO
"apmMaueBTUYHa KOMNaHia "3a0pos'a”: Po3mip cepil
cknagae: 1 mn (54 n a6o 54000 amnysn)(104 n a6o 104000
amnyn)(195 n a6o 195000 amnyn)(425 n a6o 425000
amnyn); 3MiHu | Tuny - AAMiHICTpaTUBHI 3MiHX. 3MiHa
HaliMeHyBaHHs Ta/abo agpecyn MicLsA NPOBaKEHHS
AiSNIbHOCTI BUPOOHUKa/iMnopTepa roToBoro JlikapCbkoro
3aco0y, BK/IoYaoun AinbHUL BUNYycKy cepii abo micue
NPOBeLEeHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy
BiAMOBIAa€e BUPOGHYMK/IMNOPTEp, BK/OYA0UM BUMYCK Cepiid)
(YTOUYHEHHS Yy BUKafEeHHI HaliMeHyBaHHA Ta
MiCLie3HaxoKeHHs1 BUPOGHWKIB rOTOBOTO NiKapCbKOro
3acoby (NpyBeAEHO Y BiAMOBIAHICTb A0 MiLEH3I Ha
BMPOBHULTBO Nikapcbkoro 3acoby) (TepmiH BBEAEHHS 3MiH
NpoTAroM 3-x MicsLiB NiC/1A 3aTBEPLKEHHSR); 3MiHM | TNy -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy 3asBHYKa (BNacHWKa peecTpaviiHoro nocBigYeHHs)
(YTOUHEHHS Y BUKIAaAEHHI MICLEE3HAXOMKEHHS Ta
HalimeHyBaHHs 3asBHVKa (BnacHvKa peecTpauiiHoro
NOCBIJYEHHST) FOTOBOrO NiKapcbKoro 3acoby) (TepMiH
BBE/€HHSA 3MiH NMPOTAroM 3-X MicALiB NiCNSA 3aTBEPAYKEHHS);
3MiHu | TMRY - 3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6.
3MiHM Y BUPOOHULTBI. 3MiHa iMnopTepa/3amMiHu, Lo
CTOCYHTbCS BUNYCKY Cepii Ta KOHTPOJIHO SKOCTi FOTOBOro
nikapcbKoro 3acoby (3amiHa abo fJoAaBaHHSA BUPOGHKKA, Lo
BignoBigae 3a BBe3eHHA Ta/abo BMNyck cepii) - Bkoyaroum
KOHTPONb/BUNPOGYBaHHSA cepii (BHECEHH:A dYHKLIT - BUNYCK
cepii A0 BUKOHYBaHUX OyHKLli (BCI cTagil BUPOGHMLTBA,
KOHTPO/1b AKOCTI) AN51 BUPOOHUKA TOBaApUCTBO 3 0OMEXEHOI0
BiANOBIAa/IbHICTIO "dPapmMaLieBT1YHa koMnaHis "3a0pos'a”,
Ykpaina) (TepmiH BBEAEHHS 3MiH MPOTAroM 3-X MicsiLiB
nicnsa 3aTBepkeHHs); 3MiHu | Tuny - AAMIHICTpaTUBHI 3MiHW.
BunyueHHss BUPOGHMYOI AinbHUL (BKNOYAKOUN AiNbHNL A5
A®|, npoMiKHOro NpoAyKTy abo roToBOro /ikapcbkoro
3aco0by, AiNbHUL 4NA NPOBEAEHHA NakyBaHHS, BUPOOHNMKa,

BifINOBIAA/IbHOrO 3a BMMYCK Cepili, MicLie NpoBefieHHs
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
KOHTPO/II0 cepii) abo nocTayasibHyKa BUXigHOTO Matepiany,
peareHTy abo AOMNOMIKHOT PEYOBUHM (SIKLLO 3a3HA4YEHO Y
[0cbe) (BUNyYeHHA doyHKUIT — BCi cTagil BMpobHuuTBa — 3
BMKOHYBaHVX OYHKLi (BCi cTagii BUpOOHULTBA, KOHTPO/Tb
SIKOCTi, BUNYCK cepii) ansi BUpobHuka ToBapncTBO 3
06MeXeHO BiANOBIAaLHICTIO "[oCNigHWIA 3aBOS,
«HUJ1C», YkpaiHa (agpeca: XapkiBcbka 0611., MiCTO XapkiB,
By/ MU Bopo6iioBa, 6yauHokK 8); 3MiHu | Tuny - 3MiHK LWoao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy (iHwi 3MiHN)
(3amiHa rpadhiyHOro 306paXkeHHs1 Ha TEKCT MapKyBaHHS
ynakoBokK) (TepMiH BBeAEHHS 3MiH MPOTAroM 3-x MicsLiB
nicns 3aTBepmXeHHs)
122. | KO®EIH- pPO34uH ANS iH'ekUin | ToBapucTBO 3 YkpaiHa KOHTPO/Ib SKOCTi, BUMYCK YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | Tuny - - UA/12737/01/02
BEH3OAT 100 mr/mn, in bulk: 06MEXEHO cepit: 3MiHK 3 SIKOCTi. FOTOBUIA NiKapCbKuiA 3aci6. 3MiHW y
HATPIIO no 100 amnyny BiANOBIAA/TbHI ToBapucTBO 3 0OMEXEHOID BMPOOHULTBI. 3amiHa abo BBeAEHHS 404ATKOBOI AiNbHUL
Kopoo6ui 3 cTHO BiANOBiAA/IbHICTIO BMPOGHMLTBA A1 YACTUHM abo BCbOro BUPOGHNYOTO
neperopogkamu; in "[ocnigHnii "focnigHnii 3aBof, npoLiecy roToBOro Nikapcbkoro 3acoby (AiNbHULSA, Ha SKil
bulk: no 10 amnyny 3aB0/, "THUNC", YkpaiHa,; NpPoBOAATLCA OyAb-AKi BUPOGHWYI cTagil, 3a BUHATKOM
6nicTepi; no 10 "rHyact BCi cTagii BUpO6GHMLTBA, BWMYCKY Cepii, KOHTPOJIH0 AKOCTi Ta BTOPMHHOIO MakKyBaHHS

6nictepis y Kopobui

KOHTPO/b SKOCTi, BUMYCK
cepii:
ToBapnCTBO 3 06MEXEHOI0
BiANOBIAA/LHICTIO
"®apmMaueBTnYHa
KoMmnaHis "3gopoB'a”,
YKpaiHa

0151 CTePUNBbHUX NiKapCcbknx 3acobiB (BKIOYaUU
BMPOO/IEHI acenTYHUM METOAOM), KpiM NikapCbKunx 3acobis
6i0/10r4YHOr0/iIMyHOOrYHOTO MOXOKEHHS) (BBEAEHHS
amnybHOro Lexy 3 ABOMa B1AaMu nakyBaHb: no 1 mn B
amnyni, no 10 amnyn B 6nicTepi, no 1 6nictepy B nauui; no 1
M B amnyni, no 10 amnyn y nayui 4OAATKOBO A0
3aTBepxeHoro uexy MNd (ans Bupo6HUYOI AiNbHULI
ToBapnCcTBO 3 0OMEXEHOI0 BifMNOBIAA/IBHICTIO
"®apmMaveBTUYHa komnaHia "3gopos'a”) CynyTHS 3MiHa -
3MiHK 3 SIKOCTi. FOTOBUIA NiKapCbKuii 3aci6. 3MiHW y
BMPO6HMLTBI. 3amiHa abo BBEAEHHS [0AaTKOBOI AiNbHNL
BMPOBHMLTBA [15 YaCTUHM ab0 BCbOro BUPOGHUYOro
npoLecy rotToBoro Nikapcbkoro 3acoby (AinbHuUA ans
BTOPWHHOrO NakyBaHHs); 3MiHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHWM y BUPOOHULTBI. 3MiHa
po3Mipy cepil (Bk/toYatoun gianaszoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (iHLWi 3MiHN) (BBEAEHHA AOAATKOBOrO
po3mipy cepii npenapary y 3B’A3Ky 3 BBEAEHHAM
amMnynbHOro uexy Ao A04AaTKoBOI BUPOOGHMYOT AiNbHUL
ToBapnCcTBO 3 0OMEXEHOI0 BifMNOBIAA/IBHICTIO
"®apmaveBTMYHa KomnaHia "3g0pos'a”: Po3mip cepii
cknagae: 1 mn (54 n a6o 54000 amnyn)(104 n a6o 104000
amnyn)(195 n a6o 195000 amnyn)(425 n a6o 425000
amnyn); 3miHn | Tuny - AgMiHiCTpaTUBHI 3MiHU. 3MiHa
HallMeHyBaHHs Ta/abo agpecy MicLsA NPOBaKEHHS
AiSNbHOCTI BUPOOHUKa/iMnopTepa roToBoro /ikapCbKoro
3aco6y, BK/H0YAKUN AiNbHNL BUNYCKY cepii abo Micue
NPOBEeAEHHS KOHTPOJIHO AKOCTI. (4isNbHICTb, 3a AKY
BiANoBigae BUPOGHMK/iMNopTep, BKIOYaUM BUMYCK Cepii)
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka
¢hopma, ynakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

KpaiHa
BUPOOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

(YTOYHEHHS y BUKNaAEHHI HaliMeHyBaHHA Ta
MicLie3HaxomkeHHs BUpOGHMKIB rOTOBOrO iKapCbKoro
3aco6y (NpyBeAEHO Y BiAMOBIAHICTb 40 MiLEH3i Ha
BMPOGHMLITBO Nikapcbkoro 3acoby) (TepMiH BBEAEHHS 3MiH
nNpoTAroM 3-x MicsAUiB Nicnsa 3aTBepiXeHHs); 3MiHu | Tuny -
AQMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy 3asBHVKa (BacHWKa peecTpauiliHoro nocBigYeHHs)
(YTOUHEHHSA Yy BUKIaAEHHI MiCLLEe3HaXOMKEHHS Ta
HaliMeHyBaHHs1 3asiBHVKa (BflacHVKa peecTpauiiHoro
nocBiAYEeHHs1) FOTOBOTO fiKapcbKoro 3acoby) (TepmiH
BBEJEHHS 3MiH NPOTAroM 3-X MiCAILiB MiCNs 3aTBEPKEHHS);
3MiHK | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKWii 3aci6.
3MiHM y BUPOGHMLTBI. 3MiHa iMmopTepa/3miHu, Wwo
CTOCYIOTbCA BUMYCKY Cepii Ta KOHTPO/O AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo foAaBaHHSA BUPOGHYKa, WO
BiAMOBIfA€E 3a BBE3EHHS Ta/abo Bunyck cepii) - Bkioyaroun
KOHTPONb/BUNPOGYBaHHS cepii (BHECEHHS (DYHKLIT - BUMYCK
cepii [0 BUKOHYyBaHWX pyHKLil (BCi cTagii BUPOGHULTBA,
KOHTPO/Ib SIKOCTi) 4715 BUPOGHMKa TOBapnCTBO 3 0OMEXEHOI0
BignoBigasbHICTIO "®apmaleBTMYHa KOMNaHisa "310pos'a”,
YkpaiHa) (TepMiH BBEAEHHS 3MiH NPOTArOM 3-X MiCAiLiB
nicns 3aTBepmkeHHs); 3MiHN | Tuny - AQMIHICTPATUBHI 3MiHW.
BunyuyeHHs BUPOGHMYOT Ai/TbHULI (BKIOYAKOYMN AiNbHUL ANS
A®I|, NPOMKHOrO NPOAYKTY abo roTOBOro NiKapCbKoro
3aco6y, AinbHNLi AN NPOBEAEHHS NaKyBaHHS, BUPOGHMKa,
BiANOBIAAILHOIO 3a BMUNYCK Cepiii, MicLie NpOBEAEHHS
KOHTPO/IIO cepii) abo noctayasibHyKa BUXIAHOTO Matepiany,
peareHTy abo AOMOMIKHOT PEYOBUHM (SIKLLO 3a3HA4YEHO Y
[0Cbe) (BUNYyYEeHHSA pyHKUIT — BCi cTaaii BUpobHMUTBa — 3
BUKOHYBaHWX (DYHKLiA (BCi cTagii BAPOOHMLTBA, KOHTPO/b
SIKOCTI, BUNYCK cepil) Ansi BUpobHuka ToBapmcTBO 3
06MeXeHoH BignosigansHicTio "AocnigHnii 3aBog
«THUNC», YkpaiHa (agpeca: XapkiBcbka 06/1., MiCTO XapkiB,
By/Mus Bopo6iioBa, 6yanHok 8); 3MiHu | Tuny - 3MiHu LWoao
6e3nekn/edhekTUBHOCTI Ta hapMakoHarnagy (iHwi 3MiHwn)
(3amiHa rpad)iuHOro 306paXkKeHHs Ha TEKCT MapKyBaHHS
ynakoBok) (TepmiH BBEAEHHSA 3MiH MPOTAroM 3-X MicsLiB
nicns 3aTBepKEHHS)

123.

KCONAP

NOPOLLIOK AN1s
PO34nHY AN1A

iH eKuii no 150 wmr,
1 donakoH 3
MOPOLLKOM Y
KOMM/EKTi 3
PO34MHHKKOM (BOAA
ONs iH ekyiin) no 2
M B amnynax Ne 1
B ynakosLji

HosaprTic
®apma Al

LLsenuapi
b

HoBapTic ®apma LTeiH
Al

LLiseiuapis

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:
3MiHM | TURY - 3MiHa y TepMiHax NpuaaTHoCTi abo ymoBax
36epiraHHsa roToBOro J1iKapCbKOro 3acoby (3MiHa y
3aTBEpP)KEHOMY NPOTOKOAI CTabiNIbHOCTI); 3MiHM | TUny -
3MiHa napameTpiB cneuyudikadiii Ta/abo JoMyCTUMUX MeX
roTOBOro NiKapCcbKOro 3acoby (4OMNOBHEHHS crieundikaLii
HOBVM MOKA3HVKOM 3 BiANOBIAHUM METOA0M BUNPOBYBaHHS);
3MiHM | TUNYy - 3MiHa Yy MeTofax BUNpo6yBaHHSA roTOBOrO
nNiKapcbkoro 3acoby (He3HayHa 3MiHa y 3aTBePAKEHNX
MeToAax BUNPo6yBaHHS); 3MiHW | Tuny - 3MiHa napameTpis

3a
peyerimom

UA/9055/01/02




86

n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka
¢hopma, ynakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

KpaiHa
BUPOOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

cneuudikauii Ta/abo AONYCTUMKX MEX FOTOBOr0
nikapcbKoro 3acoby — 3amMiHa TecTy «OAHOPIAHICTE Macu»
Ha TecT "OAHOPIAHICTb A030BaHMX oAuHULBL" EP 2.9.40;
3MiHM | TUNY - 3MiHa Yy MeTofax BUNpobyBaHHSA roTOBOro
nikapcbKoro 3acoby (BUy4eHHs MeToay BUNPOOYyBaHHS,
AKLLO BXe 3aTBEpPKEHNA a/lbTepPHATVBHUIA METOL); 3MiHW |
TUNy - 3MiHa y MeToAax BUNpobyBaHHS roTOBOro
niKkapcbkoro 3acoby (He3HayHa 3MiHa y 3aTBepIKEHNX
MeToAax BUNPOOYBaHHS) - HE3HAYHI 3MiHM 3a NOKA3HUKOM
AKOCTi "30BHILWLHIl BUrAA"; 3MiHK | TURY - 3MiHa y MeToaax
BMNPO6YBaHHSA rOTOBOrO J1iKapCbKOro 3acoby (He3HayHa
3MiHa y 3aTBEpKEHNX MeTofax BUNPO6yBaHHS) - 3MiHW Y
cneundikauii Ta MeToAax BUNpoGyBaHHS roTOBOro
NiKapcbKoro 3acoby; 3MiHW | TUNY — 3MiHKN Y 3aTBEpPXXEHOMY
meToZi BUnNpobyBaHHA 3a n. "CynpoBifHi AOMILLK/ Ta
npoaykTu po3nagy" metogom BEPX; 3MmiHu | Tuny - 3amiHa y
MeToAax BUNPo6YBaHHSA rOTOBOrO /likapCbKoro 3acoby -
3MiHW Y 3aTBEpKEHOMY MeToZi BUNpobyBaHHA 3a n.
"CynpoBigHi JOMILLKM Ta MPOAYKTV po3nady” MeToaoM
BEPX (renb-chinbTpauiiiHa xpomaTorpadis); 3miHu | Tuny -
He3HayHa 3MiHa y MeTofax BUNpobyBaHHSA roToBOro
NiKapCbKOro 3acoby - 3MiHN Y 3aTBEpPA)KEHOMY METOSi
BUNPOOBYBaHHSA 3a . "CynpoBigHi AOMILIKX Ta NPOAYKTU
po3nagy" metogom BEPX (ioHoo6MiHHa Xpomartorpadis);
3MiHM | TUNY - 3MiHa Yy MeTofax BUNpo6yBaHHSA roTOBOrO
niKkapcbkoro 3acoby (He3HayHa 3MiHa y 3aTBepIKEHNX
MeTofAax BUMPOBYBaHHS) - 3MiHW Y 3aTBEPKEHOMY METOf|
BMMNPOGYBaHHA 3a NOKa3HUKOM «laeHTudikaulis metogom
KaninspHoro enekrpogopesy»

124.

KYKYPYA3W
CTOBMYMKA 3
MPUAMOYKAMMN

CTOBMYUKM 3
npuiiMoykamu no 40
rabo 50 r y naukax
3 BHYTPILLHIM
nakeTom

MpAT
"NikTpasu"

Ykpaina

MpAT "NMikTpasn”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiauliB: NPUBEeAEHHSA
y BifnoBigHICTb A0 peecTpauiiHNX MaTepiasiB
HanucaHHA peknamyBaHHA B Hakasi MO3 YkpaiHu Ne 836
Big 15.08.2016 B npoveci nepepeecTpadii (pegakuis B
Hakasi — 6y/10 NponyLeHo; 3anpornoHoBaHa peakLis -
nignsrae)

6e3
peyenma

UA/5866/01/01

125.

NA®EPOBIOH®
(IHTEP®EPOH
ANTb®A-2B
PEKOMBIHAHTH
M1 CYXWIA)

NOPOLLIOK
Hasa/bHWUiA No
100000 MO y
nakoHax Ne 10
abo Ne 5y
KOMN/EKTi 3 5
L03yUMMm
nineTkamm

TOB "®3
"BIO®PAPMA"

Ykpaina

TOB "®3 "BIOPAPMA"

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:
3MiHN | TUNY - BBEAEHHS ab0 3MiHW A0 y3araslbHeHUX JaHnX
npo cuctemy hapMakoHarnsgy (BKI1oYaoUm KOHTaKTHI AaHi)
Ta/abo 3MiHM Y po3MiLLEeHHI MacTep-haiina cuctemm
chapmakoHarnsgy

3a
peyerimom

72/12-
300200000

126.

NEBOKOM

Tabnetku no 250
mr/25 mr no 10
TabneTok y
6nictepi; no 3 abo
10 6nicTepiB y

TOB "®apma
Crapt"

YkpaiHa

TOB "®apma Crapt”

Ykpaina

BHECEHHSA 3MiH [0 peecTpauiiiHux maTepianis:
3MiHK | TUNY - 3MiHa y NapameTpax cneundikauii Ta/abo
O0NYCTUMUX MEX, BU3HAYeHWX y crieumdikalisx Ha Adl, abo
BUXiAHWIA/NPOMIDKHUIA NpoAYKT/peareHT, Lo
BVKOPVCTOBYHOTbCS Y mpoueci BupobHuytea Adl -

3a
peyenmom

UA/7844/02/01




87

n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka
¢hopma, ynakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

KpaiHa
BUPOOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

nauuj 3 KapToHy

[OMOBHEHHA creumdikav,ii BxiZHOro KoHTposto Ad|
Kap6igona; 3miHu | Tuny - 3MiHa y napameTpax
cneumdikauii Ta/abo fONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha Adl, abo BMXigHWA/NPOMDKHWIA
NpOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NpoLeCi
BMPO6HULTBA AD| - AONOBHEHHSA cneuudikauii BXigHOro
KOHTpOA0 JleBogona; 3MiHW | Tuny - NofaHHA HOBOrO
cepTudikaty signosigHocTi EP Ha A®| Kap6igona Big Bxe
3aTBEPLKEHOr0 BUPOOHMKA; 3MiHU | TNy - NoAaHHA
OHOBJIEHOrO cepTudpikaTy BignosigHocTi EP 3i 3MiHO Ha3BK
BUpo6HMKa APl 6e3 3MiHM apecy BUPOBHUYNX AiNbHULb

127.

NEBOKOM

Tabnetkun no 250
Mmr/25 mr in bulk: no
7Ky
nonieTuNeHoBUX
naketax

TOB "®apma
Crapt”

Ykpaina

TOB "®apma Crapt”

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:
3MiHM | TURY - 3MiHa y NapameTpax cneuudikauin Ta/abo
LOMyCTUMMX MEX, BU3HAUYEHNX Yy crieundikaLiax Ha A®l, abo
BUXIAHWIA/MPOMDKHWI NpoAyKT/peareHT, Wwo
BVKOPVCTOBYIOTbCSA Y npoueci BUpobHuytea Adl -
[0NOBHEHHS cneumdikavii BXigHOro KoHTposito Ad|
Kap6igona; 3miHu | TMny - 3miHa y napameTpax
cneuudikauin Ta/abo AoNyCTUMKUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha Ad®l, abo BMXigHWUA/NPOMKHWIA
nNpoAayKT/peareHT, L0 BUKOPUCTOBYIOTLCSA Y NPOLLEC
BMPOGHMLTBA AD| - 4ONOBHEHHS cneuyndikauii BXigHOro
KOHTpoOAo JleBogona; 3MiHW | TMny - NogaHHA HOBOrO
ceptucpikaty BignosigHocTi EP Ha A®| Kap6igona Big, Bxe
3aTBEPKEHOr0 BUPOGHUKA; 3MiHM | TUMY - NoJaHHsA
OHOBJIEHOrO cepTudikaTy BignosigHOCTI EP 3i 3MiHOIO Ha3BKU
BMpO6HMKa AP| 6e3 3MiHM agpecn BUPOBHNYMX AiNbHULb

UA/4000/01/01

128.

NIEBOKOM
PETAP/,

TabneTkn
NPONOHIoBaHOI A,
BKPUTi MNiBKOBOIO
o060n0HKoto, 200
mr/50 mr no 10
TabneTok y
6nicTepi; no 3 abo
no 10 6nicTepis y
nauvj 3 KapToHy

TOB "®apma
Crapt"

YKpaiHa

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHM | TUNY - 3MiHa y NapameTpax cneyudikayiin Ta/abo
O0NYCTUMUX MEX, BUSHaUYeHWX y crneumdikalisx Ha Adl, abo
BMXigHWIA/NPOMDKHUIA NpOAyKT/peareHT, Lo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl -
[OMNOBHEHHS creumdikavii BXigHOro KoHTpornto JSleBogona;
3MiHM | TURY - 3MiHa y NapameTpax cneuudikayin Ta/abo
LOMyCTUMMX MEX, BU3HAUYEHNX Yy crieundikaLiax Ha A®l, abo
BUXIAHWIA/MPOMKHWI NpoAyKT/pearexT, Wwo
BVIKOPVCTOBYHOTLCSA Y npoueci BUpobHuytea Adl -
[0NOBHEHHS cneumdikayii BXigHOro KoHTposito Ad|
Kap6igona; 3minu | TMny - nogaHHsA HOBOrO cepTudikarty
BignosigHocTi EP Ha A®I Kap6igona Bif Bxe
3aTBEPLPKEHOr0 BUPOOHMKA; 3MiHU | TUNY - NoJaHHA
OHOB/IEHOrO cepTudikaTy BignoBigHocTi EP 3i 3MiHOIO Ha3BK
BMpo6HMKa ADI 6e3 3MiHM agpecy BUPOOHUYNX AiNbHULb

3a
peyenmom

UA/7844/01/01

129.

NEBOKOM
PETAP[,

TabneTku
NPOSIOHrOBaHOI Aji,
BKPWUTI NNiBKOBOKO
o6onoHkKot, 200
Mr/50 mr in bulk: no

TOB "®apma
Crapt"

YkpaiHa

TOB "®apma Crapt”

Ykpaina

BHECEHHSA 3MiH [0 peecTpauiiiHux maTepianis:
3MiHK | TUNY - 3MiHa y NapameTpax cneundikauii Ta/abo
O0NYCTUMUX MEX, BU3HAYeHWX y crieumdikalisx Ha Adl, abo
BUXiAHWIA/NPOMIDKHUIA NpoAYKT/peareHT, Lo
BVKOPVCTOBYHOTbCS Y mpoueci BupobHuytea Adl -

UA/4000/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
Tkry [OOMNOBHEHHS crieumdikavii BXifZHOro KoHTposio JSleBogona;
nonieTuneHoBmx 3MiHM | TUNY - 3MiHa y NapameTpax cneuudikayiin Ta/abo
naketax, siki O0NYCTUMUX MEX, BUSHAUYeHNX y crneumdikalisx Ha Adl, abo
BK/1a[al0ThCa Y BMXigHWIA/NPOMDKHWIA NpoAyKT/peareHT, Wwo
KOHTelHepu BMKOPVCTOBYIOTbLCS Y Npoueci BUpobHuuTBa AdI -
[OMNOBHEHHA creumdikaii BXigHOro KoHTposo APl
Kapb6igona; 3miHu | TMny - nogaHHsA HOBOTO cepTudikarty
BignosigHocTi EP Ha A®I Kap6igona Big, Bxe
3aTBEPLKEHOr0 BUPOOHMKA; 3MiHU | TNy - NoAaHHA
OHOBJIEHOrO cepTudpikaTy BignosigHocTi EP 3i 3MiHO Ha3BK
BUpo6HMKa APl 6e3 3MiHM apecy BUPOBHUYNX AiNbHULb
130. | NEBOLUEN po3uunH ans NMPOPAPMA ManbTa Na6opaTopioc HopmoH Icnanis BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3a UA/13346/01/01
iHdpysii, 5 mr/mn no IHTepHeLwwH C.A. 3MiHM | TUMy - 3MiHa po3Mipy cepii (Bk/Ioyatoum gianasoH peyenmom
100 mn y nakeTi; no TpeiguHr po3Mipy cepii) roToBOro nikapcbKoro 3acoby (36inbLIeHHs 40
1 nakeTy y 6nictepi JNimiTeq 10 pasiB NOPIBHSAHO i3 3aTBEPAKEHUM PO3MIPOM)
131. | NEKPO/MIH® Kpansi ouHi, 40 CaHTeH AT PiHNAHAIA Brvpo6HMLTBO 3a NOBHUM ®iHNAHZIA/ | BHECEHHSA 3MiH [0 peecTpaviiiHuxX maTepianiB: 3miHu | Tuny - 3a UA/2383/01/02
Mmr/mn, no 5 mny LIMK/IOM: Kutaii 3MiHK 3 IKOCTi. FOTOBUIA NiKapCbKuii 3aci6. 3MiHW y peuyenmom
dhNakoHi- CaHteH AT, ®iHnaHAjs; BMPO6HMLTBI. 3amiHa abo BBEAEHHS [0AAaTKOBOI AiNbHUL
KpanenbHuuj, no 1 Bnpo6HuK, BMPOBHMLTBA [/15 YaCTUHM ab0 BCbOro BUPOGHUYOro
hnakoHy B BiAnoBiganbHMi 3a npoLiecy roToBOro Nikapcbkoro 3acoby (AiNbHMULA, Ha SKil
KapTOHHI KOpoo6Li BMPO6HMLTBO in bulk, NpPOBOAATLCA Oy Ab-5Ki BUPOGHWYI CTagil, 3a BUHATKOM
NepBUHHE Ta BTOPUHHE BUMYCKY Cepii, KOHTPO/IIO AKOCTi Ta BTOPUHHOIO NakyBaHHSA
nakyBaHHS: ON5 CTePUNbHUX NiKapcbknx 3acobiB (BKIOYaUM
CaHTeH ®apmacbloTikan BMPOGIEHi acenTYHUM METOAO0M), KpiM NikapCbKunx 3acobis
YaiiHa Ko. /T, Kutait; 6i0/10r4YHOr0/iIMyHOOFYHOTO MOXOKEHHS) (BBEAEHHS
Bupo6HuK, BMpOGHMKa CaHTeH PapmacbtoTikan YaiiHa Ko. ITa, Kntaii
BiAnoBiganbHWI 3a Ans BUPOGHMUMX onepavili — BUPO6HMLTBO in-bulk,
KOHTPO/b SIKOCTi Ta BUNYCK nepBUHHE Ta BTOPWHHE NakyBaHHS. BUPO6HMK
cepil: BiANOBIAA/IbHUIA 32 XiMiYHi, MIKPOGIONOriYHI BUNPOBYBaHHS
CaHTeH AT, PiHnaHgis Ta 3a BUNycK cepii 3annwaeTbes 6e3 3MiH); 3miHu | Tuny -
3MiHK 3 SKOCTi. F0TOBUIA NiKapCcbKuii 3aci6. 3MiHW y
BMPOBOHULTBI. 3amiHa abo BBeAEHHSA 404ATKOBOI AiNbHULL
BMPOGHMLTBA A1 YACTUHM abo BCbOro BUPOGHNYOTO
npoLiecy roToBOro MikapCbkoro 3acoby (AinbHWUA Ans
BTOPVHHOIO NakKyBaHHs) (BBeAEHHSA BUPOOHMKa CaHTeH
®apmacbtoTikan YaiiHa Ko. fita., Kutaii gns BupobHuumnx
onepauin — Bupo6H1LTBO in-bulk, nepBMHHE Ta BTOPUHHE
nakyBaHHs. BUpOGHWK BignoBifaibHUIA 3a XiMiuHi,
MiKpo6ionoriyHi BUNpobyBaHHA Ta 3a BUMYCK cepil
3aMwacTbesl 6e3 3MiH)
132. | NEKPO/TIH® Kpanni oyHi, 20 CaHTeH AT PiHNAHAIA Brpo6HMLTBO 3a NOBHUM ®iHNAHAIA/ | BHECEHHS 3MiH A0 peecTpauiiiHix maTepianis: 3miHu | Tuny - 3a UA/2383/01/01
mr/mn, no 10 mny LMK/TOM: Kutaii 3MiHM 3 SIKOCTi. [0TOBWIA NiKapCbKuii 3aci6. 3MiHN Y peuyenmom
nosieTuneHoBoMy CaHTeH AT, PiHnaHAais; BMPOGHMLTBI. 3amiHa abo BBeEHHS OAATKOBOI AiNbHUL
hNaKoHi- B1po6HuK, BMPOGHULTBA A1 YACTUHM abo BCbOro BUPOBHUYOTO
KpanesibHuuj, no 1 BiANOBIAa/IbHMIA 32 npouecy roToBOrO JliKapCbKOro 3acoby (AiNbHULS, Ha SKil
dhnakoHy- BMPOGHMLTBO in bulk, NpoOBOAATLCA 6Yb-5Ki BUPOOHMYI cTagil, 38 BUHATKOM

KpanenbHuui y
KapPTOHHI KOpoOU;i

nepByHHE Ta BTOPUHHE
nakyBaHHA:

BUWMYCKY Cepii, KOHTPOJTH AKOCTi Ta BTOPMHHOIO MakKyBaHHSsI
0151 CTEPUIbHUX NIKapCbKMX 3acobiB (BKIYAKYM
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka
¢hopma, ynakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

KpaiHa
BUPOOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

CaHTeH ®apmacbloTikan
YaiiHa Ko. /i, Kutait;

Bunpo6HuK,
BiANOBIAa/IbHMIA 32

KOHTPO/1b AKOCTi Ta BUNYCK

cepii:

CaHTeH AT, ®iHnsHAjs

BMPOG/IEeHi acenTYHUM METOAO0M), KpiM NiKapCbKunx 3acobis
6i0N0rivYHOro/iMyHO/OMNYHOr0 NOXOMKEHHS) (BBEAEHHS
[04aTKOBOI [ibHUL BUPO6GHMLTBA - CaHTeH
dapmacsbtoTikan YaiiHa Ko. /lta, Kutail. BUpo6HuK,
BiANOBIAa/IbHNIA 3a XiMiYHi, MIKpOGIONOriYHi BUNPOGYBaHHS
(KOHTPO/Ib SKOCTI) Ta BUNYCK 3aNnaeTbesl 6€3 3MiH); 3MiHu
| TMINy - 3MiHW 3 AKOCTi. FOTOBWIA NiKapCbKuMii 3aci6. 3MiHM y
BUPOGHMLTBI. 3MiHa po3mipy cepii (BKoyatuum gianasoH
po3Mipy cepii) roToBOro AikapcbKoro 3acoby (36inbLIeHHs A0
10 pasiB NOPIBHSAHO i3 3aTBEPAXEHUM PO3MipoM) (BHACNILO0K
peecTpaLii 4oAaTKOBOro BUPO6GHMKa NPONOHYETLCS A0
peecTpauii foaaTkoBuii gianasoH po3mipy cepii 220 n a6o
500 n, Ha gogaTtok go aianasoHy 100 n abo 340 n); 3MmiHu |
TMNy - 3MiHK 3 SIKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOOBHULITBI. 3MiHW Y NpoLeci BUPOOHNLTBA FOTOBOMO
NiKapcbKoro 3acoby, BKIOYaUY NPOMDKHUIA MPOAYKT, WO
3aCTOCOBYETHLCS NPV BUPOGHULITBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y npoueci BUpobHNULTBA)
(BHacnigoK peecTpauii 40AATKOBOrO BUPOOHUKA
MPOMNOHYETLCS A0 PEECTPaLii 40AATKOBMWIA Yac BUTpUMKHY (60
roaviH) Ansa crepunisauii in-bulk po3unHy Ha o6nagHaHHI Ans
[0[aTKOBOI AiNIAHKM, Ha AOAATOK A0 iCHYHYOro Yacy
BUTPUMKN AN cTepunidadii in-bulk po3unHy 24 rognHu ons
nonepeAHbLO CXBaNEHOI BUPOOHNYOI AiNAHKKW); 3MiHW | TUny -
3MiHK 3 SKOCTi. F0TOBUIA NiKapCbkuiA 3aci6. 3MiHN y
BMPOOHULTBI. 3amiHa abo BBeieHHS 104ATKOBOI AiNbHULL
BMPOGHMLTBA A1 YACTUHM abo BCbOro BUPOBHNYOTO
npoLecy roToBOro NikapcbKoro 3acoby (AinbHULSA ans
BTOPVHHOrO NakyBaHHS) (BBEAEHHS A0AATKOBOI AifbHUL
BMPO6HMLTBa - CaHTeH ®apmackioTikan YaliHa Ko. /iTa,
KvTaii. BUpobHuUK, BignoBiganbHWi 3a XiMiuHi,
MiKpO6io/orivyHi BUNPOo6YyBaHHS (KOHTPO/Ib SIKOCTI) Ta BUNYCK
3a/MaeTbea 6e3 3MiH)

133.

NIJA3A-
BIO®APMA

MOPOLLOK AN1A
pO34nHyY AnA
iH'ekuii no 64 O[, 5
hN1aKoHiIB 3
MOPOLLKOM Y
6nicTepi; no 2
6nicTepu y nauui 3
KapToHy; 5 amnyn 3
NMOPOLLKOM Y
6nicTepi; no 2
6nictepu y nauui 3
KapTOoHY

TOB "3
"BIO®APMA"

YKpaiHa

TOB "®3 "BIOPAPMA"

YkpaiHa

BHECEHHS 3MiHAO0 peecTpauiliHix maTtepianis: 3miHu | Tuny -
AAMIHICTpaTVBHI 3MiHW. BUyYeHHs1 BUPOOHMYOT AiNbHULL
(Brntovaroun ginbHnLi ana A®l, npoMiKHOTO NpoaykTy abo
roTOBOrO JliKapCbKOro 3acoby, AiNbHUL 415 NPOBeAEHHS
nakyBaHHs, BUPOGHWMKa, BifNOBifasIbHOIO 3a BUMYCK Cepil,

MicLie NMPOBeAEHHSI KOHTPOIO cepii) abo noctavasnibHuKa
BUXiQHOrO Marepiasy, peareHTy abo AOMOMIKXHOI pEHOBVHN
(SIKLLO 3a3HaYeHOo Y A0CbE) (BUTYYEHHS BUPOOBHUYOT
AinbHuui MpAT "Biochapma’, YkpaiHa) CynyTHS 3miHa
- 3MiHu 3 sKocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa po3mipy
yMNaKoBKN FOTOBOr0 NiKapCbKoro 3acoby (BUyYEHHS
yMakoBKM MEBHOTO PO3Mipy) (BHECEHHS 3MiH Y p. «YMNakoBKa»

Yy 3B'A3KY 3 MPUMUHEHHAM BMPOGHULITBA NiKapCbKoro 3acoby

Ha BMPO6HMUIN ainbHuui MNPAT "Biodapma’, YkpaiHa,

3a
peyenmom

UA/5773/01/01




90

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
BW/Ty4alOTbCS YNaKoBKy Jlikapcbkoro 3acoby (no 64 O/l B
amnynax Ne 10 y nauui), ki BApOGNSUCh Ha Ll
BUPOGHWYIN AinbHULL)
134. | NIJA3A- NOPOLLIOK ANs TOB "3 Ykpaina MpAT "BIO®APMA", YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/5773/01/01
BIO®APMA pPO34mnHy Ans "BIOPAPMA" YkpaiHa; TOB "3 3MiHuM | TUNY - BBEAEHHA ab0 3MiHM [10 y3araslbHEHUX AaHuX | peyernmom
iH'ekuin no 64 O/, "BIO®PAPMA", YkpaiHa npo cuctemy hapMakoHarnisgy (BKI1HYaoUm KOHTaKTHI AaHi)
10 amnyn 3 Ta/abo 3MiHM y po3MilLeHHI MacTep-dhaiina cuctemu
MOPOLLKOM Yy nauuii 3 chapmakoHarnsgy
KapToHy (ans
BMpOGHMKa MpAT
"BIO®APMA "
YkpaiHa); 5
hN1aKoHiIB 3
MOPOLLKOM Yy
6nicTepi; no 2
6nictepu y nauui 3
KapToHy; 5 amnyn 3
MOPOLLKOM Y
6nicTepi; no 2
6nictepu y nauui 3
KapToHy; (ans
BMpOGHMKa TOB
"®3 "BIOPAPMA *,
YkpaiHa)
135. | JIOTECT® TabneTku, BKpUTI Baiiep ®apma | HimeuunH Oenbchapm Ninnb C.A.C. PpaHuis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/4859/01/01
060n0HKo0, Mo 21 Al a TEXHiYHa NOMW/IKa B METOLAX KOHTPO/IO AKOCTI Ha peyenmom
TabneTui y 6nictepi nikapcbkuii 3aci6 y po3gini «Cknag»
3 KasleHAapHoI0
Lwkasoto; no 1
6nicTepy y nayui
136. | MAPBE/TIOH® Tabnetkn Ne 21x1, Wepinr-Mnay | LUseiuapi 3a MOBHUM LIMK/IOM: HigepnaHp, BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/10176/01/01
Ne 21x3 y CenTtpan Ict A H.B.OpraHoH, u/ IpnaHgis 3MiHW I TUNY - 3MiHKX [0 IHCTPYKUIT 4N MeanYHOro peyenmom
6nictepax B calle Al HigepnaHay; 3a noBHUM 3acToCcyBaHHA Y po3ainu: MNpoTtunokasaHHA. Bsaemogis 3
uuksiom: OpraHoH iHLWMMKM NikapcbkMKU 3acob6amMu Ta iHLi BUAN B3aEMOLN.
(Ipnangis) N14., lpnadgis Oco6u1BOCTi 3acTOCyBaHHSA. M06iuHi peakuii
137. | MEBCIH Kancysnm no 200 mr, OpraHocuH IHAis EBepTogxeH Navid IHAjs BHECEHHS 3MiH A0 peecTpaviiiHux matepiasis: 3MiHu | Tuny - 3a UA/8968/01/01
PETAPO® no 10 kancyny Naiigp CaeHcus Jlimitep, AAMIHICTpaTUBHI 3MiHWU. BUnyyeHHsI BUPOGHUYOI AinbHNL peuyenmom
6nictepi; no 3 CaeHcua MMBT. (Brntovaroun ginbHuLi ana A®l, npoMiKHOTO NPoaykTy abo
6nictepu y nauui 3 nra. rOTOBOrO /liKapCbKOro 3acoby, AiNbHUL 415 NPOBEeAEHHS
KapTOoHYy nakyBaHHsl, BUPOGHUKA, BiANOBIAaIbHOMO 3a BUMYCK Cepil,
MicLie NpoBeAEHHSI KOHTPOIO cepii) abo noctavasibHuKa
BUXiQHOr0 Marepiasy, peareHTy abo JONOMIKHOI peYOBVHN
(AIKLLLO 3a3HAYEHO Y A0CHE) (BUYYEHHS BUPOOHUYMNX
AinbHuub CiHgemik labopatopis, IHAiA; MaiinaH
JlabopaTopis JlimiTea, IHAis)
138. | MEBCIH Kancynu no 200 mr, OpraHocuH IHais EBepTomKeH Naiic IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | TUny - - UA/8969/01/01
PETAPO® in bulk: no 1000 Naid CaeHcus NlimiTeq, AAMIHICTPaTUBHI 3MiHW. BunyyeHHss BUPO6HNYOI AinbHUL

TabneTok Yy naketTax

CaeHcm3 [MBT.

(BKKOYaOumM ginbHULUi ans A®I, NpoMixXHOro NpoaykTy abo
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
nra. rOTOBOrO /liKapCbKOro 3acoby, AiNbHUL 415 NPOBEAEHHS
nakyBaHHs, BUPOGHWKa, BifNOBifasIbHOIO 3a BUMYCK Cepil,
MicLie NpoBeAEHHsI KOHTPOIO cepii) abo noctavasnibHuKa
BUXIiQHOr0 Marepiasy, peareHTy abo JONOMIKHOI pEHOBVHN
(AKLLLO 3a3HAYEHO Y A0CHE) (BUYYEHHS BUPOOHUYMNX
AinbHuub CiHgemik Jlabopatopis, IHAjsA; MaiinaH
JlabopaTopis JlimiTea, IHAis)
139. | MEMOKC 10 TabneTku, BKpUTI TOB "®apma Ykpaina TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/13188/01/01
nAiBKOBOO Crapt” (dhacyBaHHA Ta nakyBaHHs 3MiHM | TURY - 3MiHW A0 IHCTPYKLiT 4715 MEeANYHOro peyenmom
060s10HKoI0, No 10 3 chopmu in bulk dpipmu 3acToCyBaHHSA y po34invn "B3aemogis 3 iHWVMU NTikapCbKuMn
Mr no 10 TabneTok CiHTOH XicnaHis, C.J1., 3acobamu Ta iHWi BUuAan B3aemogiii”, "Oco61mMBOCTi
y 6nicTepi; no 3 abo IcnaHis) 3acTocyBaHHS", "3acTocyBaHHs Yy nepiog BaritTHoCTi abo
6 6nicTepiB y nayui rogyBaHHs rpyaar”, "MepeposyBaHHs", "Mob6iyuHi peakwyii”
3 KapToHYy 3rigHO 3 iH(hopmaLieto LWoA0 MEAUYHOIO 3aCTOCYBaHHSA
pedgepeHTHOro (ABIKCA) nikapcbkoro 3acoby. BBegeHHs
3MiH NPOTArom 3-X MicsiLliB nicns 3aTBepPAKEeHHSA
140. | MEMOKC 20 TabneTku, BKpUTI TOB "®apma Ykpaina TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/13188/01/02
nAiBKOBOO Crapt” (dbacyBaHHA Ta NakyBaHHs 3MiHM | TURY - 3MiHK A0 IHCTPYKLiT 4718 MeANYHOro peyenmom
060/10HKOI0, Mo 20 3 dpopmu in bulk cpipmun 3aCTOCYBaHHA y po3ainy "B3aemogis 3 iHWMMU NiKapCbKUMn
Mr no 10 TabneTok CiHTOH XicnaHisi, C.J1., 3aco6amu Ta iHWi B1uAamn B3aemogiii", "Oco61mMBOCTi
y 6nicTepi; no 3 IcnaHis) 3acTocyBaHHS", "3acTocyBaHHs y nepiog BariTHoCTi abo
6nicTepun y nauui 3 rogyBaHHs rpyaar”, "MepeposyBaHHs", "Mo6iuHI peakwyii”
KapToHY 3rigHO 3 iH(hopmMaLjieto LWoA0 MEAUYHOTO 3aCTOCYBaHHSA
pegepeHTHOro (ABIKCA) nikapcbkoro 3acoby. BBegeHHs
3MiH NpoTArom 3-x MicsiLiB nicnsa 3aTBepAKEHHS
141. | MEMOPIA® Tabnetkn Ne 12 Pixapa ABCTpIs Pixapp bitTHep Al AscTpist BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 6e3 UA/8877/02/01
(12x1), Ne 24 BiTTHep Al 3MiHK | TNy - BBEAEHHS ab0 3MiHM [0 y3arasibHeHNX AaHnxX peyenma
(12x2), Ne 36 npo cuctemy chapmakoHarnsgy (BK1ovaoUm KOHTaKTHI AaHi)
(12x3), Ne 48 (12x4) Ta/ab0o 3MiHM y po3MilLleHHI MacTep-haiina cucremu
y baictepax dhapMakoHarisgy
142. | MEMOPIA® Kpanni opasbHi no Pixapa ABCTpiIs Pixapg BittHep Al ABCTpis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/8877/01/01
20 mn, 50 mn, 100 BitTHep Al 3MiHu | TUNy - BBEAEHHSA ab0 3MiHW [0 Y3arasibHeHUX AaHnxX peyenma
My doniakoHax- npo cuctemMy chapmMakoHarnisgy (BKIH0UYaun KOHTaKTHI AaHi)
KpanesnbHuusax Ne 1 Ta/ab0o 3MiHM y po3MilLleHHI MacTep-haiina cucremu
hapmakoHarnsgy
143. | METOTPEKCAT- po3uuH ans TEBA I13painb dapmaxemi B.B. Higepnang, BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/0818/01/02
TEBA iH'ekyiii, 100 mr/mn dapmaLeBTika " 3MiHu | TUNy - nogaHHsA oHosneHoro CEP Ne R1-CEP 2001- | peuyenmom
nol0mny n lHgacTpi3 145-Rev 02 gna A®| meToTpekcaTy Bif, BXe 3aTBEPAKEHOro
donakoHi, no 1 nra. BMPOGHWKA; 3MiHM | TUMy - 3MiHa y napameTpax

hnakoHy B KOpo6Li

cneuudikaLin Ta/abo AoNYCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisx Ha AdPl, abo BMXigHWUA/NPOMDKHWIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NpoLeci
BUPOGHMLTBA AD| (3BY)XEHHS AONYCTUMUX MEX, BUSHAUEHNX
y cneyudpikauii) - 3BY)XeHHS AONYCTUMOI MeXi BMICTY
GakTepiasibHNX eHA0TOKCUHIB, BU3HAYEHOI Y cneuudikauil
Ha A®| meToTpekcaTy; npuseneHHs cneuundikaii AdI
MeToTpekcaTy WoA0 MiKpo6ios1oriyHOi YNCTOTH Y
BigNoBiAHICTb A0 BUMOTr EP; 3MiHM | TMny - 3MiHK, NOB'A3aHi 3
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
HeoOXiAHICTIO NPUBELEHHS Y BiANOBIAHICTb A0 MOHOrpadil
[®Y abo Esponeiicbkoi hapmakonei, abo iHLWOoi
HauioHanbHOI hapmakonei gepxasu EC (3miHa y
cneuudikauisix, Nnos'a3aHa 3i 3miHamu B ®Y, abo
€Bponeiicbkilt hapmakonei, abo iHLWii HalioHabHIl
hapmakonei gepxasu €C) - npuBefeHHs BUMOT
cneuudikauii A®l meToTpekcary y BignoBigHICTb 4O BUMOT
MOHorpagii «Methotrexate» EP
144. | MIHIPUH Tabnetkn no 0,1 mr ®eppiHr LLsefuapi BMPOGHMLTBO: PeppiHr LLiseiuapis BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/5118/02/01
Ne 30 y donakoHax IHTepHeLHN b IHTepHewHn CeHTep CA, / 3MiHN | TUNY - BBEAEHHS abo 3MiHW A0 y3arasibHeHUX JaHnx | peyernmom
Ne 1 B kOpo6U;i CeHtep CA Lseiiyapis; HimeuunHa | npo cuctemy thapmakoHarnagy (BKIo4arun KOHTaKTHI gaHi)
BiANOBiAa/IbHMI 3@ BUNYCK Ta/abo 3MiHM Y po3MiLLEeHHI MacTep-haiina cuctemm
cepii: ®eppiHr TM6X, hapmakoHarnsgy
HimeuunHa
145. | MIHIPUH Tabnetku no 0,2 mr ®eppiHr LLsefuapi BMPOGHMLTBO: deppiHr LLiBeiuapis BHECEHHS 3MiH [0 peecTpavjiiiHix maTtepianis: 3a UA/5118/02/02
Ne 30 y donakoHax IHTEepHeLWHN A IHTepHewHn CeHTep CA, / 3MiHM | TUNY - BBEAEHHA ab0 3MiHW [0 y3ara/iHEHUX JaHux | peyernmom
Ne 1 B kOpo6Li CeHntep CA LBeiiyapis; HimeuwunHa | npo cuctemy chapmakoHarnagy (BKIo4arum KOHTaKTHI gaHi)
BiANOBiAa/IbHMI 3@ BUNYCK Ta/abo 3MiHM Y po3MiLLEeHHI MacTep-haiina cuctemm
cepii: ®eppiHr TM6X, thapmakoHarnsgy
HimeuunHa
146. | MOHO®DEP® pO34nH gns dapmakocmoc [Oanis BUPOGHUK, [Lanisa/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/14601/01/01
iH'eKLin/iHdy3il, AlC BiANOBigabHUIA 3a BUNycK | HimeuumHa | 3miHuM Il TMNy - 4O IHCTPYKLIT A8 MeAuYHOro 3acTOCyBaHHS Y | peyernmom
100 mr/mn no 1 mn cepii: Papmakocmoc A/C, po3ginu: "MpoTtunokasaHHs", "Cnoci6é 3acTocyBaHHA Ta
abono5wmnB [aHis; BUPOGHNK, nosun”, "Ocobnumei 3axogmn 6e3nekn”, "OcobINBOCTI
amnynax Ne 5 BiAnoBiganbHMIA 3a 3acTocyBaHHs", "®apmakonoriyHi B1acTneocTi”,
BUPOGHMLTBO "INoka3aHHA"
Hepo3dgiacoBaHol
npoayKLii, NepBUHHOI Ta
BTOPVHHOT YNaKOBKU:
Contochapm
dapmavoiiTiwe
Epuoiirdicce Mm6X,
Himeyynna
147. | MO®JTIOKCUH TabneTkun, BKpUTI NioniH NMimiTep IHais TNMonin Nimiteq, IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | TUny - 3a UA/12975/01/01
NoniH NNiBKOBOKO AAMiIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peyernmom
o060s10HKot0 no 400 afpecy 3asBHVKa (BacHMKa peecTpauiliHoro nocBigYeHHs)
Mr; no 5 TabneTok y (3miHa agpecu 3asaBHUKA)
6nicTepi; no 1
6nictepy B
KapTOHHI ynakoBL;
no 10 ynakoBokK y
KapTOHHI kopobuyj;
no 50 TabneTok y
NAacTUKoBMX
6aHKax
148. | MO®DJTIOKCUH TabneTkun, BKpUTI NioniH NMimitep IHais TMonin Nimiteq, IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | TUny - - UA/12976/01/01
nHoniH nAiBKOBOO AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo

060/10HKOI No 400

agpecy 3asiBHMKA (BNacHMKa peecTpauiiiHoro NocBigYeHHs )
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
Mr in bulk: mo 50 (3miHa agpecwn 3asBHKKA)
Tabnetok y
NnacTUKOBUX
6aHKax
149. | MYUUTYC Kancynu no 150 mr, Maxkneopc IHais Makneopc IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHMX MaTepiasiB: NpUBeAEHHSA 3a UA/5589/01/01
no 6 kancyny PapmacboTHK dapmacbioTrkanc Jliviteq y BiANoBigHICTb [0 peecTpauiiiHux marepianis peyenmom
cTpvni; no 2 abo no anc Nimiteq HanMcaHHA pek/laMyBaHHA Ta YMOB BifnycKy B Hakasi
5 cTpvnis B MO3 YkpaiHu Ne 1275 Big 24.11.2016 B npoLeci
ynakoBLj nepepeecTpadii, pegakuis B Hakasi — 6e3 peuenTa,
nignsarae; 3aTBepAXeHo pedakLiio — 3a peLienTom, He
nignarae
150. | MYUUTYC kancysm no 300 mr, Makneopc IHais Makneogc IHgis BHECEHHS 3MiH A0 peecTpaLiiHnX MaTepiasiiB: npuBeAeHHs 3a UA/5589/01/02
no 6 kancyny PapmacblTHK dapmacbloTukanc Jlimires y BignoBigHICTb A0 peecTpauiiHUX MaTepianiB peyenmom
cTpuni; no 2 a6o no anc fimiteq HanucaHHA peknamyBaHHA Ta YMOB BiinyCKy B Hakasi
5 cTpunis B MO3 Ykpainu Ne 1275 Big 24.11.2016 B npoveci
ynakoBL;i nepepeecTpawii, pefakuis B Hakasi — 6e3 peuenTa,
nignsrae; 3aTBEPAXXEHO pejakLiio — 3a peLenTom, He
nignsarae
151. | M'ATU nucTs (cybeTaHuis) TOB Ykpaina AnbthaHap Ko chop imnopt | Apabebka BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHa - UA/11897/01/01
NEPLEBOI B naketax "Cymudpitoda eHf excropT Pecny6nik 3as1BHUKA (B1aCHMKa peecTpaLiiHoro noceig4yeHHs) (3rigHo
NNCTA noninpomnisIeHoBUX pmavis” a €ermnet Hakasy MO3 Big 23.07.2015 Ne 460)
ANA BUPobHMLTBA
HecTepusbHUX
NiKapCbknx chopm
152. | HA3UBIH® Kpanni HasasibHi Mepk HimeyuunH [,03BiN Ha BUNYCK cepil: ABcTpisi/ BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: NpuBeAeHHSA 6e3 UA/11620/01/01
CEHCUTWB 0,01% no5mny 3en6cTmennk a Mepk KlaA i Ko. Bepk HimeuunHa y BignoBigHICTb A0 peecTpauiliHux MaTtepianis peyenma
dhnakoHax Ne 1 aTioH Mv6X LWniTTanb, ABCTpIs; / HanucaHHA peknamyBaHHA B Hakasi MO3 YkpaiHu Ne 836
BVMPOGHMLTBO IcnaHis BiA 15.08.2016 B npoueci nepepeecTpadii (pefakuis B
Hepo3dgracoBaHol Hakasi — nignsrae; 3anponoHoBaHa peakuis — He nignarae)
npoayKuii, NepBnHHe Ta
BTOPWHHE NaKyBaHHS:
Ypcachapm ApuHeimiTTens
M6X, HimeuyunHa;
damap Xenc Keap
Cepsiciz Magpug, C.A.Y.,
IcnaHis
153. | HA30-CMPEN 3 cnpeii HazasbHUiA, ToBapucTBO 3 Ykpaina ToBapuCTBO 3 06MEXEHOID Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/12989/01/01
EKCTPAKTOM 0,5 mr/mn no 15 mn 06MEXEHO0 BIAMNOBIAA/TbHICTIO 3MiHu | TUNY — 3MiHM Y cneyudikauii Ta meTogax BXiAHOMO peyenma
ANOE abo no 20 mny BiANOBiAaNbHI "®apmaveBTUYHa KOHTposto skocTi A®I okcumeTasoniHy rigpoxiopugy Ao
donakoHax Ne 1 3 CTHO KoMnaHis "3gopos'a” BUMOT MOHorpadii «Oxymetazoline Hydrochloride» EP: -
KnanaHom-Hacocowm, | "®apmaueBTu 3MiHM y cneumdikauii 3a nokasHrkamu «CynpoBifHi
Hasa/lbHO YyHa KOMMaHis Jomilkm» Ta «KinbKicHe BU3HAYEHHS»; - 3MiHW Y MeToAj
HacafKoto- "3popoB'a” KOHTPO/O 3a MOKa3HUKOM «laeHTudikauis»; - 3aMmiHa
po3nunioBavyem nokasHuka «BTpaTa B Maci npy BUCYLLYBaHHI» Ha NOKa3HUK

«Bopa»; MNpuBeaeHHs cneyudikalii Ta MeToAiB BXigHOro
KOHTPO/II0 32 NOKa3HWKoM «MikpobionoriyHa ymctoTa» Ao
BuMor [1®Y; cynyTHA 3MiHa: 3MiHa y MeToAax BUNpobyBaHHS
A®| abo BMXigHOrO MaTepiany/npoMmixXHOro
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIEC
BMpoOHULUTBa API; 3MiHM | TUNY - NnogaHHsA oHosneHoro CEP
Ne R1-CEP 2008-064-Rev 01 gns A®| okcumeTasoniHy
rigpoxnopuay Bif 3aTBepxeHoro BupobHuka Siegfried
Pharmachemikalien Minden GmbH, Germany, 3i 3MiHOt0
Ha3BW BNPOOHYVKA Ta YTOUHEHHAM HanncaHHsA agpecu
MicLLeNpoBaMKEHHS Ais/IbHOCTI
154. | HAKTO®EH renb, 10 mr/r, no 60 KPKA, a.4., CnoseHis KPKA, a.4., HoBo mecto CnoBeHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/3480/05/01
rrentoy Ty6i, no 1 HoBso mecTo 3MiHK | TNy - 3MiHa y MeToAax BUNpobyBaHHSA rOTOBOro peyenma
Ty6i y KApTOHHIl NiKapCcbKOro 3acoby - 3MiHN Y MeToAMKax BUNPOOyBaHHS
KopoobLi «lgeHTudbikauis guknogeHaky i CynpoBifHi 4OMILLKK
avknoderaky», «laeHTndikauis i KibkiCHe BU3HAYEHHS
HaTpito cynbiTy 6e3BogHoro (E 221)», BignoBigHi
pefakLiiiHi npaBkn cneundikauii 3a p. «laeHTudikaLlis»
155. | HAIBY®IH-3H pO34nH oNns ToBapucTBO 3 Ykpaina ToBapuCcTBO 3 0OMEXEHOID Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/13460/01/01
iH'ekuin, 10 mr/mn, 06MEeXeHO Bif4NoBiAaIbHICTIO 3MiHM | TUNY - BBEAEHHA ab0 3MiHW [0 y3ara/iHEHUX JaHux | peyernmom
no 1 mn, no2 mns BiANOBIAA/IbHI "XapkiBcbke npo cuctemy hapmMakoHarnsgy (BKI1ovakoUm KOHTaKTHI AaHi)
amnynax Ne 5, Ne CTHO thapmavueBTUyHe Ta/abo 3miHM y po3MilLeHHI macTep-haiina cucremu
10 B kopo6uUi, Ne 5 "XapkiBcbke nignpuemMmcTso "340p0oB'A thapmakoHarnsgy
(5x1), Ne 10 (5x2) B | chapmaueBTnY Hapoay"
6nictepax B He
KopooLi nignpUeEMCTBO
"340poB'a
Hapoay"
156. | HATPIO pO34nH ons TOB Ykpaina BCi cTafii BUPOGHMLTBA, Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/8827/01/01
ALEHO3UHTPU iH'ekyii, 10 mr/mn "XapkiBcbke KOHTPOb SKOCTi, BUMYCK 3MiHu | TUNy - BBEAEHHA ab0 3MiHW [0 y3arasibHeHVX AaHuX | peyenmom
DPOCPAT no 1 mn B amnynax hapmaueBThy cepii: TOB "XapkiBcbke npo cuctemy hapMakoHarnisay (BKIHYaoUmM KOHTaKTHI AaHi)
Ne 10 y kopo6ui, Ne He hapmaueBTUyHe Ta/ab0o 3MiHM y po3MilLleHHI MacTep-haiina cucremu
10 (5x2), Ne 10 niANPMEMCTBO nignpMeMcTBo "340poB's hapmakoHarnsgy
(10x1) y 6nicTtepax "3[0p0B's Hapoay", YKpaiHa; BCi
B KOpOOLi Hapoay" cTagiii BAPOGHMLTBA,
KOHTpONb AKocTi: TOB
"®apmaueBTnyHa
KoMnaHis "3gopos's”,
YKpaiHa
157. | HIKOPETTE® rymMKa XyBasibHa MakHin Ab LLseuis MakHin AB LLiBeuis BHECEHHS 3MiH A0 peecTpaviiiHux matepiasis: 3MiHu | Tuny - 6e3 UA/10734/01/01
3MMOBA M'ATA NiKyBasibHa no 2 mr, AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo peyenma
no 15 rymok afipecy MicL NPOBaKEHHS Ais/IbHOCTI
XYB&JTbHUX Y BMPOGHMKa/imnopTepa roToBoro ikapcbKoro 3acoby,
6nictepi; no 2 BK/IIOYAOUM AiNbHULI BUNYCKY cepii abo Micue NpoBefeHHs
6nictepu B KOHTPOJIO AKOCTI. (AiANbHICTb, 3a Ky Bignosifae
KapTOHHI ynakoBLi BMPOGHMK/iMNOpPTEp, BK/IOYAUM BUMYCK Cepiid) (3MiHa
agpecy BUpo6HMKa, 6e3 3MiHM Micusi BUpOBHULTBA); 3MiHK |
TMny - 3MiHK WoAo 6e3nekn/edeKTnBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) (3mMiHa rpadpivHMX 306pakeHb
NepBUHHOI Ta BTOPUHHOI YNaKoBOK Ha TEKCT MapKyBaHHA
NepBUHHOI Ta BTOPMHHOI YNakoBOK)
158. | HIKOPETTE® ryMKa XyBasibHa MakHin AB LLIBeuis MakHin Ab LLiBeuis BHECEHHS 3MiH 0 peecTpauiiHnX MaTepiasiB: 3MiHu | Tuny - 6e3 UA/10734/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
3MMOBA M'ATA nikyBasibHa no 4 mr, AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenma
no 15 rymok agpecu Micusi NPoBaMKEHHS Aii/IbHOCTI
XyBa/lbHUX Y BMpPO6HMKa/iMNopTepa roToBOro JlikapCcbKoro 3acoby,
6nicTepi; no 2 BK/IHOYA0UM AiNbHUL BUMYCKY cepii abo MicLie NpoBeAeHHs
6nictepu B KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a Ky BiAgnosigae
KapTOHHII ynakoBL,i BMPOGHMK/IMNOPTEP, BK/OYAOUM BUNYCK cepiid) (3MiHa
agpecy BUpo6HWKa, 6e3 3MiHM Micus BUpOoOHULTBA); 3MiHu |
TMny - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) (3MiHa rpadoivHnX 306paxkeHb
NepBUHHOI Ta BTOPUHHOI YNaKoBOK Ha TEKCT MapKyBaHHA
NEePBUHHOI Ta BTOPUHHOI YNakoBOK)
159. | HIMIA® rpaHynun, 100 mr/2 1 TOB Ykpaina Kycym Xentxkep MBT /T4, IHAis/ BHECEHHS 3MiH 0 peecTpaLiiiHuX MmaTepiasliB: 3a3Ha4YeHHSA - UA/12051/01/01
in bulk Ne 350 "TNELPAPM IHAjsA YkpaiHa peecTpauiiiHoro Homepa B Hakasi MO3 Ykpaitu Ne 54
(1x350):no2rB nTaor abo BiA 23.01.2017 B npoueci nepepeecTpadii (pefakLis B
cawe, no 350 cawe TOB "KYCYM ®APM", Hakasi — BiJCYTHI/i HOMep, 3aTBEPAKEHO peaakLiiio
B KapTOHHIi YkpaiHa —-UA/12051/01/01)
Kopobui
160. | HOBIFAH® TabneTkn, BKpUTI [-p Peppj'c IHAis [-p Pegpaj'c Nabopatopic IHAiA BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 6e3 UA/5127/01/01
NNiBKOBOKO Na6opaTtopic N1a (BupobHuya ginbHuua BUMpaB/IEHHSA peecTpauiliHoro Homepa B Hakasi MO3 peyenma
060/10HKO10, No 10 nrp, - VI) YKpaiHu
TabneTok y Ne 69 Big 31.01.2017 B npoveci nepepeecTtpadii (6ys10 -
6nictepi, no 1 UA/5127/01/011)
6nictepy B
KapTOHHI Kopoo6Lli
161. | OKTATAM pO34nH ons OKTA®PAPMA ABCTpiIs OKTA®APMA ABcTpisi/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | TUny - 3a UA/13905/01/01
iH'eKUiA, no 20 Mn PapmaLeBTUK PapmaveBTuKa LWseis/ AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
abo no 50 mn, abo a MpopaykTioHcrec. M.6.X., HimeuunHa agpecy Micusi NPOBaKEHHS 4isiSTbHOCTI
no 100 mn, abo no MponykTioHCr ABCTpIS; BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
200 mMn y naswui; ec. M.6.X. OKTA®APMA AB, BK/IKOYA0UM AiNbHUL BUMYCKY cepii abo miclie npoBefeHHs
no 1 naswui y LLIBeuis; KOHTPO/IO SIKOCTI. (AiSNIbHICTb, 3a 5Ky BignoBigae
KapTOHHI Kopoo6Li OKTA®APMA C.A.C., BMPOGHMK/iMNOpPTEp, BK/OYaUM BUMYCK cepiid) (3MiHa
®paHuis; agpecyt BUPOBGHNYOI finsHKM (6e3 3MiHK reorpacdiyHoro
AnbTepHaTMBHa po3TaLlyBaHHs) BHAc/ifOK peopraHisadii Ta nnaHy po3suTkKy
BMPOGHMWYa AinsiHKa ans BMPOGHMYOI AinsHkm OkTadpapma AB, LLBelis) (TepmiH
BTOPVMHHOrO NakyBaHHA: BBEAEHHSA 3MiH NMPOTAroM 6-Tu MicALIB NICNSA 3aTBEPLYKEHHS)
OKTA®APMA M'm6X,
[eccay, HimeyunHa
162. | OniA HACIHHA onis no 100 mn y ToBapucTso 3 Ykpaina BCi cTagii BUPO6HMLTBA, Ykpaina BHECEHHS 3MiH O peecTpauiiiHnx maTepiania: 3MiHun | Tuny - 6e3 UA/3517/01/01
FAPBY3A donakoHi Nel obmexeHo KOHTPO/Ib SKOCTi, BUMYCK 3MiHM 3 SKOCTi. F0TOBUIA NiKapCbkuiA 3aci6. 3MiHW y peyenma
BiANOBiA&/IbHI cepit: BMPOOGHUUTBI. 3MiHa iMNopTepa/3aMiHK, L0 CTOCYHOThCA
CTHO ToBapuCTBO 3 0OMEXEHOI0 BWMYCKY Cepii Ta KOHTPOJIK0 SKOCTi FOTOBOTO NiKapCbKOro
"[ocnigHnii BiANOBiAA/IbHICTIO 3acoby (3amiHa abo gogaBaHHA BUPOOHNMKA, LLO BignoBigae
3aB0/, "focnigHnii 3aBofg, 3a BBe3eHHSA Ta/abo Bunyck cepir) - Bkaoyarum
"rHunC" "THLUIC", YkpaiHa; KOHTPONb/BUNPOGYBaHHSA cepii (BHeCEHHA dYHKLIT - BUNYCK

BCi cTagii BUpO6GHMLTBA,
KOHTPO/b SIKOCTi, BUNYCK
cepii:
ToBapnCTBO 3 06MEXEHOD

cepii 40 BUKOHYBaHUX OYHKLli (BCI cTagil BUPOGHMLTBA,
KOHTPO/Ib AKOCTI) AN5 BUPOOHUKA TOBaApUCTBO 3 0OMEXEHO0
BiANOBIAa/IbHICTIO "dPapmMaLieBT1YHa koMnaHis "3a0pos'a”,
YkpaiHa) (TepMiH BBEAEHHS 3MiH MPOTAroM 3-X MicsiLiB
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
BiANOBIAA/BHICTIO nicns 3aTBepMKeHHs); 3MiHN | Tuny - AQMIHICTPaTUBHI 3MiHW.
"®apmMaueBTUYHa 3MiHa HalimeHyBaHHsi Ta/abo agpecu MicLs NPOBaXEHHS
KoMnaHis "3g0pos'a”, AiSNbHOCTI BUPOOHUKa/iMnopTepa roToBoro iikapCbkoro
YkpaiHa 3aco6y, BKH0YAKUN AiNbHNL BUNYCKY Cepii abo Micue
NpoBeEeHHSA KOHTPOJIH0 AKOCTI. (LiSANbHICTb, 3a AKY
BiiNOBiga€e BUPOGHMK/iIMMOPTEp, BKOYAKOUN BUMYCK Cepild)
(NpviBeAEeHHA MicLe3HaxX0mKeHHS BUPOGHWKIB 13 y
BIAMNOBIAHICTb 4O OPUTiHA/TbHUX [OKYMEHTIB (Komii fiLeHsit
Ha BUPOOHULITBO), 6€3 3MiHW Micus BUpobHULTBa) (TepmiH
BBE/EHHS 3MiH MPOTAroM 3-X MICALiB NIiCNs 3aTBEPAYKEHHS);
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asBHKKa (BlacHMKa peecTpauiliHoro
nocBigyeHHs) (3MiHa agpecu 3asBHUKa) (TepMiH BBEAEHHS
3MiH NPOTArom 3-X MicsLIB NicNs 3aTBEPKEHHS)
163. | OMIKC Kancynu Teepai, MpAT Ykpaina MpAT "TexHonor" Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiaulis: NPUBEeAEHHSA 3a UA/4311/01/01
NPOJIOHrOBaHOI fji "TexHonor" y BifnoBigHICTb A0 peecTpauiliHNX MaTepiasiB peyenmom
no 0,4 mr Ne 10 HanucaHHsA peknamyBaHHA B Hakasi MO3 YkpaiHu Ne 273
(10x1), Ne 30 (10x3) Big 28.03.2016 B npoLieci nepepeecTpadii (pegakuis B
y 6nictepax Hakasi — BiICYTHE; 3aTBEPAKEHO peflakLilo — He nignsrae)
164. | OMIKC Kancynu TBepai, MpAT Ykpaina MpAT "TexHonor" Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasnis: NpUBeAEHHSA - UA/13120/01/01
NPOJIOHrOBaHOI fji "TexHonor" y BifnoBiAHICTb A0 peecTpauiiHuX MaTepianis
no 0,4 wr in bulk Ne HanucaHHsA peknamyBaHHs B Hakasi MO3 YkpaiHu Ne 273
2000y Big, 28.03.2016 B npoLieci nepepeecTpadii (pegakuis B
KOHTeliHepax Hakasi — BiACYTHE; 3aTBEPAKEHO pefiakLilo — He nignsarae)
165. | ONTIPEN 300 PO34MH ANS iH'EKLi ManninkpoaT HimeuunH | Nliben-®napcxeiim KeHega KaHnapa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/9440/01/01
Ta iHysili, 636 [Loiunang a IHK. 3MiHKM | TUNYy - 3MiHa y MeTogax BunpobyBaHHA Ad®| abo peyernmom
mr/mn no 50 m, X BMXIAHOIO MaTepiany/MpoMiKHOro NpoAyKTy/peareHTy, LWo
100 M1y dp1aKoHi; BMKOPVCTOBYETbLCA Y NpoLieci BUPOGHMLUTBA ADI (iHLLI 3MiHK
no 10 chnakoHiB y y MeToAax BunpobyBaHHs (BKIoUYauu 3amiHy abo
Kopo6ui; no 50 mny [0NOBHEHHS) A®| abo BMXiAHOrO/MPOMIXKHOrO MPOAYKTY) -
nonepegHL0 anbTepHaTUBHWI METOZ KOHTPOSO SKOCTi (KinbkicHe
HanoBHEHOMY BM3HAYEHHS, BU3HAUYEHHS XpoMaTorpagivyHoi YncToTu,
wnpuvyi ans 3ara/ibHMX AOMILLIOK Ta HeigeHTUiKoBaHNX AOMiWOoK). Jo
PYYHOro BBEAEHHS; meToay HPLC nopaetbes meTog UPLC; anbTepHaTUBHWI
no 10 wnpuuis y MeTOZ KOHTPOK SKOCTi (BU3HaUYeHHA MP - fomiliok). o
Kopo6ui; no 100 mn, meTogy HPLC pgopaetbeca metog UPLC
125 mny
nonepegHL0
HanoBHEHOMY
wnpuvyi ans
aBToOMaTU4HOro
BBefeHHs; rno 10
LINpu1LiB y Kopooui
166. | ONTIPEN 320 PO34MH ANA iH'EKLiA ManniHkpoaT | HimewunH | Niben-®napcxeiim KeHepa Kanaga BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3a UA/9440/01/02
Ta iHdysili, 678 [onunang a IHK. 3MiHM | TRy - 3MiHa y MmeTogax BunpobysaHHA A®l abo peyenmom
mr/mn no 50 mn, 6X BMXIZAHOro MaTepiany/NpoMiKHOro NpoAaykTy/peareHTy, LWo

100 mn, 200 mn y
dnakoHi; no 10

BMKOPUCTOBYETLCA Y NpoLieci BUPo6HMLUTBA AP (iHLLI 3MiHK
y MeToAax BUnpobyBaHHs (BKIoYakum 3amiHy abo
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
dNakoHiB y [0noBHeHHs) AD| abo BUXiZHOro/NPOMKHOIO MPOAYKTY) -
Kopo6uj; no 50 mn 'y anbTepHaTUBHUIA MEeTOZ, KOHTPOJIIO AKOCTi (BU3HaYeHHss MP -
nonepenHL0 nowmiwok). Ao metoay HPLC pgogaetbes metog UPLC;
HanoBHEHOMY anbTepHaTUBHWI MEeTOZ KOHTPOSO SKOCTi (KinbKicHe
Lwnpuvui ans BU3HAYEHHS, BU3HAYEHHSA XpoMaTorpadiyHoi YncToTK,
PYYHOro BBEAEHHS, 3arasibHMX AOMILLIOK Ta HeigeHTUdIKoBaHUX AOMILOK). [o
no 10 wnpwuyis y metoay HPLC popaetbecs metod UPLC
Kopobui
167. | OPHIAA30N TabneTkn, BKpUTI Monix Miviteq IHAisA NMonin NMimiteq IHAis BHECEHHS 3MiH 0 peecTpaLiinHux matepianis: 3MiHu | Tuny - 3a UA/12991/01/01
o060s10HKot0, Nno 500 AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo peyenmom
mr Ne 10, Ne 50 afpecy 3asiBHYKa (BNacHWKa peecTpaviliHoro nocBigYeHHs)
(10x1x5) y (3miHa agpecu 3asBHMKA)
6nictepax
168. | OPHIAA30/- TabneTku, BKpUTI ToBapucTBO 3 Ykpaina ToBapuCcTBO 3 06MEXEHOID Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | TUNY - 3a UA/12598/01/01
340POB'A o60n10HKoto, no 500 obmexeHoro BiANOBIAAILHICTIO AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
mr Ne 10 (10x1) y BignoBsigasbHi "®apmMaueBTNYHa agpecu Micus NpoBaKeHHS 4isi/IbHOCTI
6nictepax y CTHO KoMnaHis "3gopos'a” BMpO6GHMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
Kopob6ui; Ne 20 "®bapmaueBTu BK/IHOYA0UM AiNbHUL BUMYCKY cepii abo miclie NnpoBefeHHs
(10x2) y 6nicTepax YyHa KoMmMnaHis KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a Ky BiAnosigae
y Kopobui "3p0pos'a" BMPOGHMK/IMNOPTEpP, BK/IOYaOUM BUMYCK Cepiid)
(NpvBegeHHA MicLe3HaxomKeHHs BUpobHuka M3y
BiANOBIAHICTb A0 NiLeHsil Ha BUPOGHMLTBO, 6€3 3MiHM Micus
BUpo6HULUTBA) (TepMmiH BBEAEHHS 3MiH NPOTArom 3-X MicALiB
nicns 3aTBepmKeHHs); 3MiHN | Tuny - AQMIHICTPATUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHvKa
peecTpavuiiiHoro nocBig4eHHs1) (3MiHa aapecy 3asiBHUKA)
(TepMmiH BBEAEHHS 3MiH MPOTArOM 3-X MicsLiB Micas
3aTBEpPXEHHSA); 3MiHKM | TNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay (iHwi 3MiHun)
(3amiHa rpadhiuHOro 306paXkKeHHs1 YNakoBKMN Ha TEKCT
MapKyBaHHA A1 NepBUHHOT Ta BTOPUHHOI YNakoBKW Y
3B'A3KY 3 NPUBELEHHAM Y BiANOBiAHICTL A0 Hakasy MO3
YkpaiHu Ne 426 Big 26.08.05 (y pegakuii Hakasy MO3
Ykpainn Ned60 Big 23.07.2015 p), KpiM TOro Ha BTOPUHHIi
ynakoBLi 3a3Ha4YeHOo Cnocib Ta LWisaxX BBeAEeHHS BiANOBiAHO
[0 3aTBEpAKEHOT IHCTPYKLIT) (TepMiH BBEAEHHS 3MiH
NpOTArom 3-x MicsUiB Nic/ia 3aTBEPAKEHHS)
169. | O®/TIOKCALUUH TabneTkn no 200 mr MAT Ykpaina MAT "Kuismegnpenapar" YkpaiHa BHECEHHSA 3MiH [0 peecTpauiiiHux maTtepianis: 3a UA/0838/01/01
no 10 TabneTtok y "Knismegnpen 3MiHM | TURY - 3MiHW A0 IHCTPYKUIT 415 MeANYHOro peuyenmom
6nicTepi; no 1 apart" 3acTocyBaHHs y po3ginu: MobivHi peakuii. OcobnusocTi
6nicTepi y navui 3aCTOCYBaHHS.
170. | NAN3NHA Tabnetkn no 500 mr | JlioniH NimiTeq, IHais Monin Nlimiteq, IHgis BHECEHHS 3MiH A0 peecTpaviiiHux matepiasis: 3MiHu | Tuny - 3a UA/9425/01/01
Ne100, Ne1000 y AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo peuyenmom
6aHkax afpecu 3asBHUKa (B/1acHMKa PEECTPaLiiHOro NOCBigYEHHS)
(3miHa agpecy 3asBHMKA)
171. | NAN3NHA Tabnetkn no 500 mr | JlioniH NimiTeq, IHais TMonin Nimiteq, IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | TUny - - UA/0644/01/01

in bulk Ne1000 y
N1ACTUKOBUX

AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecy 3asiBHMKA (BNacHMKa peecTpauiiiHoro NocBigYeHHs )
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs

6GaHKax (3miHa agpecy 3asBHMKA)

172. | NAHAHIIH TabneTku, BKpUTI BAT "TefeoH | YropwmHa BAT "lepfeoH Pixtep" YropwmHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/7315/01/01
NNiBKOBOKO PixTep" 3MiHK | TNy - 3MiHa y TepMiHax NPUAaTHOCTI abo ymMmoBax peyenma
060s10HKo0, Ne 50 y 36epiraHHsA roTOBOroO /liKapCbKOro 3acoby - 3MiHa yMOB
donakoHi Ne 1 36epiraHHs roToBOro /iKapcbKoro 3acoby

173. | NMAHTOMNPA30/ TabneTkun [xy6inaHt IHAis [bxy6inaHT [xeHepikc IHAiA BHECEHHS 3MiH A0 peecTpaLiiiHux matepianis: 3MiHn | Tuny - 3a UA/13664/01/01
KMLLKOBOPO3YMHHI [bkeHepikc Nimiteq AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo peyenmom
no 20 wr, no 10 NimiTen agpecu Micus NPoBaMKEHHS AiiSIbHOCTI
TabneTok B BMPO6HMKa/iMNnopTepa roToBOro JlikapCbKoro 3acoby,
6nicTepi; no 1 a6o 3 BK/IHOYA0UM AiNbHULI BUMYCKY cepii abo miclie NpoBeAeHHs
6nictepn y KOHTPOIO SIKOCTI. (AiSNbHICTb, 3a Ky BiAnoBigae

KapTOHHI KOpoo6Li

BMPOGHMK/IMNOpPTEp, BKIOYAOUM BUMYCK Cepiid) (3MiHa
HaliMeHyBaHHS Ta NPUBEAEHHS MICLLe3HaXOKEHHS
BMpO6HUKa M3 y BiANOBIAHICTL A0 BUCHOBKY LLOAO0

niATBEPKEHHS BiANOBIAHOCTI BUPO6HMLUTBA /13 BUMOram
GMP (Oepxnikcnyxba Ykpainu), 6e3 3miHu micus
BUPOGHMUTBA); 3MiHK | Tuny - AAMIHICTpaTUBHI 3MiHX. 3MiHa
HalilmeHyBaHHS Ta/abo agpecy MicLs NPOBaKEHHS
[isnbHOCTI BUpo6bHUKa (BK/IKOHakun, 3a HeobXiAHOCTI, MicLe
NpoBeeHHs KOHTPO/O SKOCTi), 260 BNacHMKa mactep-
thaiina Ha A®l, abo noctavanbHuka APl/BuxigHoro
mMaTtepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, WO
3aCTOCOBYHOTLCA Y BUPOGHULTBI API (AKLLO 3a3HAYEHO Y
[0CbE Ha fikapCbKuMii 3acib) 3a BiACYTHOCTI cepTuddikara
BiANOBIAHOCTI EBponelickbkili hapmakonei y 3aTBepakKeHoMy
nocbe, abo BUPOOHMKA HOBOT AOMOMDKHOI PEHOBUHM (SKLLO
3a3HayYeHo y JOCbE) (3MiHA HaiMeHyBaHHS BUPOOHUKa Adl);
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asiBHYKa (BlacHMKa peecTpaviliHoro
NOCBIAYEHHST) (3MiHa HaliMeHyBaHHS 3asiBHMKA); 3MiHN |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili xapaktepucTui
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA
reHepuyHUX/ribpuaHNx/6ionoAibHMX Nikapcbkux 3aco6is
nicns BHECEHHS TiEl camoi 3MiHU Ha pedhepeHTHUI
npenapar (3miHa He NoTpebye HafaHHA XOLHNX HOBUX

[0[aTKOBUX AaHuX) (3MiHW 40 IHCTPYKUIT y po3ainn ans

[o3syBaHHa 20 Mr: ®apmakoTepaneBTUyHa rpyna.
(yTouHeHHs1 Ha3BK) MokasaHHs. MNpoTunokasaHHA. Cnocib
3acTocyBaHHA Ta o3u. MobivHi peakuii. Nepeno3yBaHHS.
3acTocyBaHHS Y nepiog, BariTHOCTi abo rogyBaHHs rpyaato.
[itn. Ocob6mBoCTi 3aCTOCyBaHHA. 34aTHICTb BN/IMBATU Ha
LIBUAKICTb peakLii npu kepyBaHHi aBToTpaHcnopTom abo
po60Ti 3 IHWUMK MexaHisMamun. B3aemogis 3 iHwmmun
nikapcbkvMun 3acob6amMu Ta iHLWi BUAY B3aEMOSIN.
$apmakonorivyHi BNacTUBOCTI, 3riHO 3 iHhopmaLlieto Wwoa0
MEeAMYHOro 3acTocyBaHHs pechepeHTHoro (KOHTPOJIOK
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka
¢hopma, ynakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

KpaiHa
BUPOOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

TabNeTkn ractpope3ncTeHTHi 20,0 Mr) sikapcbkoro 3acoby)

174.

MAHTOMPA3O0N

Tabnetku
KMLLKOBOPO3UNHHI
no 40 wr, no 10
Tabnetok B
6nictepi; no 1 a6o 3
6nictepn y
KapTOHHI KOpooLi

Lbxy6inaHt
[hxeHepikc
NimiTen

IHais

[bxy6inaHT IxeHepikc
Nimiten

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | TUNy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy MicLs NPOBaMXEHHS Ais/IbHOCTI
BMpPO6GHMKa/iMNopTepa roToBoro JlikapcbKoro 3acooy,
BK/IHOYA0UM AiNbHUL BUMYCKY cepii abo miclie npoBefeHHs
KOHTPOJI0 SIKOCTI. (AiANbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMNOPTEp, BK/OUaUM BUNYCK cepiid) (3MiHa
HalilMeHyBaHHS Ta NpPVYBEAEHHS MiCLLe3HaX04KEHHS
BMpo6Huka 13 y BiANOBIAHICTL A0 BUCHOBKY LL0A0
nigTBEPKEHHA BiANOBIAHOCTI BUPO6HMLTBA /13 BUMOram
GMP (Oepxnikcnyxo6a Ykpainum), 6e3 3MiHn micus
BMPOGHMLTBA); 3MiHM | TUMY - AQMIHICTPATVBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy MicLs NPOBaKEHHS
AiSNbHOCTI BUpOOHMKa (BK/IHOHatoun, 3a HeobXiAHOCTI, MicLe
NpoBefeHHA KOHTPO/0 SKOCTi), abo BacHMKa mactep-
(paiina Ha A®I, abo noctavansHuka A®l/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
3aCTOCOBYHOTLCA Y BUPOGHULTBI API (AKLLO 3a3HA4EHO Y
[0CbE Ha Nikapcbkuid 3acib) 3a BifACYTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiichbkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT PEYOBUHY (SIKLLIO
3a3Ha4YeHo y A0CcbE) (3MiHa HaliMeHyBaHHsi BUPOGHMKa Adl);
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asiBHVKa (BnacHWKa peecTpaviiiHoro
nocBiAYeHHs) (3MiHa HaliMeHYBaHHS 3asiBHIKA); 3MiHU |
TMny - 3MiHK WoAo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpOTKili XapakTepucTuyj
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iIHCTPYKLIT ANs
Me[MYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMX/6ionoaibHKX Nnikapcbkux 3acobiB
nicnsi BHECEHHS Tiel camoi 3MiHU Ha pedhepeHTHUI
npenapar (3mMiHa He NOTpebye HafaHHA XOLHUX HOBUX
JojatkoBux gaHvx) (PapmakoTepaneBTMyHa rpyna.
(yTouHeHHs Ha3Bwu) MokasaHHA. [MpoTunokasaHHsa. Cnocio
3acTocyBaHHs Ta A03u. MNo6iyHi peakuji. MNepeosysaHHS.
3acTocyBaHHS Y nepiog, BariTHOCTi abo rogyBaHHs rpyaato.
[Litn. OcobnmBOCTi 3acTOCyBaHHSA. 34aTHICTb BNAMBATM Ha
LIBMAKICTb peakLii Npy KepyBaHHi aBToTpaHcnopTom abo
po6OTi 3 IHWUMK MexaHi3Mamu. B3aemogis 3 iHWmMn
nikapcbkMKn 3acobamMu Ta iHLWi BUAN B3aEMOIiN.
dapmakos1orivyHi BNacTUBOCTI, 3rigHO 3 iHhopmaLieto Wwoa0
MeJMWYHOro 3acTocyBaHHs pedpepeHTHoro (KOHTPOJIOK
TabneTkn racTpopesncTeHTHi 40 Mr) NikapcbKoro 3acoby)

3a
peyenmom

UA/13664/01/02

175.

MAHTOMPA3O0N

TabNeTKN
KMLLKOBOPO3UUHHI
no 20 wr in bulk: no
5000 TabneTok y

[bxy6inaHt
[bxeHepikc
NimiTen

IHais

[bxy6inaHT [pkeHepikc
Nimiteq

IHgis

BHECEHHS 3MiH A0 peecTpaLiiiHux matepianis: 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
agpecu Micusi NPoBaMKEHHS AiiSIbHOCTI
BMpPO6HMKa/iMNopTepa roToBOro JIikapcbKoro 3acoby,

UA/13665/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka
¢hopma, ynakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

KpaiHa
BUPOOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

nonieTuaeHoBoMy
nakerti

BK/IHOYA0UM AiNbHUL BUMYCKY cepii abo MicLie NpoBeAeHHs
KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a Ky BiAgnosigae
BMPOGHMK/iMMOPTEp, BK/IOYAOUMN BUMYCK Cepiid) (3MiHa
HaliMeHyBaHHS Ta NPUBEAEHHS MICLLe3HAXOLKEHHS
BMpO6HUKa /13 y BiANOBIAHICTL A0 BUCHOBKY L1040
niATBEPLKEHHS BiANOBIAHOCTI BUPO6HMLTBA /13 BUMOram
GMP (Jepxnikcnyxba Ykpainu), 6e3 3miHu micus
BMPOGHMLTBA); 3MiHM | TUNY - AQMIHICTPaTWBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecyn MicLsA NPOBaKEHHS
[iSNbHOCTI BUpOOHUKa (BK/THOHa0un, 3a HeObOXiAHOCTI, Micue
NpoBefeHHs KOHTPO/O SKOCTi), abo BacHMKa mactep-
thaiina Ha A®l, abo noctayansHuka APl/BnxigHOro
mMarepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
3aCTOCOBYHOTLCA Y BUPOGHULTBI API (AKLLO 3a3HAYEHO Y
[0CbE Ha Nikapcbkuii 3acib) 3a BiACyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickbkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHUKA HOBOT AOMOMDKHOI PEHOBUHM (SKLLO
3a3Ha4YeHo y A0CbE) (3MiHa HaliMeHyBaHHsi BUPOGHMKa AdI);
3MmiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asiBHVKa (BacHWKa peecTpaviiHoro
nocBigYeHHs) (3MiHa HaliMeHyBaHHA 3asiBHUKA)

176.

MNAHTOMPA3O0N

TabneTku
KMLLKOBOPO3UUHHI
no 40 wr in bulk: no
5000 TabneTtok y
nonieTuneHoBoMy
nakerti

Lxy6inaHt

[bkeHepikc
Nimiteq

IHais

[xy6inaHT [IxeHepikc
Nimiteq

IHais

BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
afipecy MicLA NPOBaMKEHHS Aif/IbHOCTI
BMPOGHMWKa/iMnopTepa roToBoro /ikapcbKoro 3acoby,
BK/IIOYAOUM [iNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
KOHTPO/IO AKOCTI. (AiANbHICTb, 3a AKy BignoBsifae
BMPOGHMWK/iMNOpTEp, BK/IOYaUM BUMYCK Ccepiid) (3MiHa
HaliMeHyBaHHS Ta NPUBEAEHHS MICLLe3HAXOLKEHHS
BMpO6HUKa /13 y BiANOBIAHICTL A0 BUCHOBKY L1040
niATBEPXEHHS BiANOBIAHOCTI BUPO6GHMUTBA /13 BUMOram
GMP (Oepxnikcnyx6a Ykpainu), 6e3 3MiHn micus
BMPOGHMLTBA); 3MiHW | TUNY - AAMIHICTPaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy MicLs NPOBaKEHHS
AisNbHOCTI BUpO6OHUKa (BK/IHOYaKouK, 3a He06XIAHOCTI, Micue
NpoBeLEHHS KOHTPO/IIO SKOCTI), ab0o BnacHuka macTep-
thaiina Ha A®l, abo noctavansHuka A®l/BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOIo NPOAYKTY, LLO
3aCTOCOBYOTbCS Y BUPOOHULTBI AD| (SKLLO 3a3HAYEHO Y
[OCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakKeHoMy
[ocbe, abo BUPOOHMKa HOBOT AOMOMDKHOT PEYOBUHY (SIKLLLO
3a3HavYeHo y A0cbE) (3MiHa HaliMeHyBaHHS BUpPo6HuKa AdI);
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiiHoro
NocBiJYEHHS) (3MiHA HaliMeHyBaHHS 3asiBHMKA)

UA/13665/01/02

177.

NMAPALEETAMOI/1-
BILLDA

cupon 120 mr/5 mn
no 60 mn a6o no 90

TOB "OKMN
"PapmaueBTu

YKpaiHa

TOB "AKN
"®GapmMaueBTNYHa

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHux matepiasis: 3MiHu | TUNY -
AAMIHICTpaTMBHI 3MiHW. BuyyeHHst BUPO6HMYOI AinbHUL

6e3
peyenma

UA/11525/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
My 6aHuj 3 yHa habpmka" thabpmka" (Brntovaroum ginbHnLi ans A®l, npoMiXXHOTO NpoaykTy abo
[,03YH040l0 roTOBOrO JIiKapCbKOro 3acoby, AiNbHULi A8 NPOBEAEHHS
CK/ITHOYKOIO B MauLi nakyBaHHs1, BAPOGHUKa, BiNOBIAAIbHOMO 3a BUMYCK Cepild,
MicLie NPOBeAEHHSI KOHTPOSIO cepii) abo noctavasnibHMKa
BUXiAHOrO MaTepiany, peareHTy abo 4OMNOMDKHOI peYOBUHU
(AKLLLO 3a3HaYEeHO Y A0ChE) (BUNYYEHHS BUPOOHUYOI
AOiNbHWL TOTOBOTO NiKapCbKOro 3acoby Ta, sik Hacnifok,
BUJTyYEHHA MapKyBaHHA AN AifIbHUL TOTOBOTO NiKapCbKoro
3acoby TOB «[KIM «®apmaieBTnyHa pabprka»
YKpaiHa, 10014, m. XKutomup, By/. JIepMOHTOBCbKA, 5)
178. | NEHIMEKC® TabneTku, BKpUTI "HOHiK IHais HOHiIK ®apmacbloTrKan IHAis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/8707/01/01
nAiBKOBOO PapmacbTHK NabopaTopi3 (BigaineHHs 3MiHM | TUNY - BBEAEHHA ab0 3MiHW [0 y3arasibHEHUX JaHux | peyernmom
060/10HKOI0, N0 25 an ipmm "Ox. B. Kemikans npo cuctemMy chapMakoHarnisay (BK1HUYakun KOHTaKTHI AaHi)
mr, no 1 a6o no 4 Nab6opaTtopiz" eHg dapmacbloTKan3 Ta/ab0o 3MiHM y po3MilLleHHI MacTep-haiina cucremu
TabneTtkny (BipaineHHs nrp") thapmakoHarnsgy
6nicTepi; no 1 chipmm "Ox. B.
6nictepy B Kemikans eHg,
KapTOHHI KOPOOL PapmacboThK
ans ita.")
179. | NEHIMEKC® TabneTku, BKpUTI "HOHiK IHais HOHiK ®apmacbkioTrKan IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/8707/01/02
nAiBKOBOO PapmacbTHK NabopaTopi3 (BigaineHHs 3MiHM | TUNY - BBEAEHHA ab0 3MiHW [0 y3arasibHEHUX JaHux | peyernmom
060/10HKOI0, Mo 50 an chipmu "Ox. B. Kemikans npo cuctemy chapmakoHarnagy (BK1ovaoUm KOHTaKTHI AaHi)
mr, no 1 a6o no 4 Na6opaTtopiz" eHg dapmacbloTKan3 Ta/ab0o 3MiHM y po3MilLleHHI MacTep-haiina cuctemu
TabneTtkny (BipaineHHs nra") thapmakoHarnsgy
6nicTepi; no 1 chipmm "Ox. B.
6nictepy B Kemikans eHg,
KapTOHHI KOPOOLi PapmacbioThK
ans /ita.")
180. | MEHIMEKC® TabneTku, BKpUTI "HOHiK IHais HOHiIK ®apmacbkioTrKan IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/8707/01/03
NNiBKOBOKO dapmacblTHK NabopaTopi3 (BigaineHHs 3MiHK | TNy - BBEAEHHS ab0 3MiHM [0 y3ara/ibHeHVX daHnX | peyernmom
060/10HKOt0, No 100 an chipmu "Ox. B. Kemikans npo cuctemy hapmakoHarnsgy (BK1ovatoUm KOHTaKTHI AaHi)
mr, no 1 a6o no 4 Na6opaTtopisz" eHg, dapmacbioTkan3 Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina cuctemu
TabneTkn y (BigaineHHs Nt hapMakoHarnsgy
6nicTepi; no 1 chipmm "Ox. B.
6nictepy B Kemikans eHp,
KapTOHHI KOPOOLi dapmacblTHK
ans /ita.")
181. | MEHTOTPEH po3unH gns MpAT Ykpaina MpAT "®apmauesTuyHa YkpaiHa BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3a UA/15146/01/01
iHcpysiia, 0,5 mr/mn "dapmaueBTu thipma "AapHuus” 3MiHM | Tuny - 3miHK 3 sAkocTi. Cuctema peyenmom
no 200 mny YyHa hipma KOHTeliHep/3aKkynopoBasibHWiA 3acib - A0 MaTepianis
dhnakoHax "AapHuus" peecTpaLiiHoro A0CbE BHOCUTLCA aslbTEPHATUBHUIA
BMPOGHWK NO/INponifeHy A5 BUrOTOB/IEHHSA NEPBUHHOTO
nakyBa/sibHOro matepiany
182. | NEPUCTAP TabneTkn no 8 mr Monix Miviteq IHAiA NMonin NMimiteq IHAis BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHn | Tuny - 3a UA/14760/01/01
Ne30 (15x2) y AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo peyenmom
6nictepax afpecy 3asiBHMKA (BNacHWKa peecTpaviliHoro nocBigyeHHs)
(3miHa agpecy 3asaBHMKA)
183. | MEPUCTAP TabneTkn no 4 mr JloniH JlimiTeq IHAjs JltoniH JlimiTeq, IHAjs BHECEHHS 3MiH 0 peecTpauliiHnX MaTepiasiB: 3MiHu | Tuny - 3a UA/14760/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
Ne30 (30x1) y AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
6nictepax afpecy 3asBHYKa (BNacHWKa peecTpaviiHoro nocBigYeHHs)
(3miHa agpecy 3asBHUKA)
184. | MPO3EPVH po3uuH ans ToBapucTBo 3 Ykpaina KOHTPO/Ib SKOCTi, BUMYCK YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | Tuny - 3a UA/6253/01/01
iH'ekyii, 0,5 mr/mn 06MEXEHO cepit: AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo peuyenmom
no 1 mn B amnynax BiANOBiA&bHI ToBapnCTBO 3 OOMEXEHO0 afipecy 3asBHVIKa (BnacHWKa peecTpauiliHoro nocBigYeHHs)
Ne 10 y nauuj; Ne 10 cTHO BiANOBiAA/IbHICTIO (YTOYHEHHS Yy BUKTaAEHHI MiCLe3HaX0MKEHHS Ta
(10x1) y 6nicTepax "[focnigHnii "focnigHuii 3aBof, HalimeHyBaHHs1 3asiBHVKa (BnacHvKa peecTpauiiHoro
y nauui 3aB0/, "THLUC", YkpaiHa; nocBiAYEeHHS) rOTOBOTO NiKapcbkoro 3acoby) (TepmiH
“rHUNC BCi cTagii BUpO6GHMLTBA, BBE/EHHS 3MiH MPOTAroM 3-X MiCALiB NiCNS 3aTBEPAYKEHHS);

KOHTPO/b SAKOCTi, BUMYCK
cepii:
ToBapnCTBO 3 06MEXEHOI0
BiANOBIAA/LHICTIO
"®apmMaueBTnyHa
KoMmnaHis "3gopos'a”,
YKpaiHa

3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa NPOBamKeHHs AisIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbKoro 3acoby,
BK/IIOYAKOUM [iNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
KOHTPO/IO SKOCTI. (AiANbHICTb, 3a AKy BignoBsifae
BMPOGHMK/IMNOpTEp, BK/OUAUM BUMYCK Cepiii) (YTOYHEHHS
Y BUKNAAEHHI MiCLie3HaX0MKeHHA Ta HaliMeHyBaHHS
Brpo6HWKIB rOTOBOrO Nikapcbkoro 3acoby) (TepmiH
BBE/EHHS 3MiH MPOTAroM 3-X MiCSLiB NiCNs 3aTBEPAXKEHHS);
3MiHY | TUNY - AOMIHICTPATUBHI 3MiHW. BunyyeHHs
BMPOBHMYOI AinbHUL (BKNOYAOUN AinbHuL ans Adl,
NPOMIKHOro NPoAYKTy abo roToBOro NikapcbKoro 3acoby,
OiNbHULI ANS NpoBeAEeHHS NaKyBaHHS, BUPOOHMKA,
BiANOBIA&/IbHOrO 3a BMNYCK Cepiil, MiCLie NPOBEAEHHS
KOHTPO/II0 cepii) abo nocTayasnbHyKa BUXIigHOTO Matepiany,
peareHTy abo AOMNOMIKHOT PEYOBUHY (SIKLLO 3a3HAYEHO Y
[0cbe) (BUNyYeHHs doyHKUIT — BCi cTagil BUpobHuuTBa — 3
BMKOHYBaHVX OYHKL (BCi cTazii BUpOOHULTBA, KOHTPO/Tb
SAKOCTI, BUNYCK cepii) ANns BupobHuka ToBapucTBO 3
obmexeHolo BignosiganbHicTio "AocnigHnii 3aBog
«HUJ1C», YkpaiHa (appeca: XapkiBcbka 0611., MiCTO XapkiB,
BY/MUs Bopo6iioBa, 6yauHok 8); 3MiHK | TURy - 3MiHK 3
AKocTi. FoTOBWiA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnoptoBanbHuii 3aci6. 3MiHa po3mipy
yNakoBKM rOTOBOTO /TiKapPCbKOro 3acoby (BUNyYEHHS
yMakoBKN MEBHOTO PO3Mipy) (BUTyYEHHS YNakoBOK: - N0 1 mn
B amnyni; no 5 amnyn y 6nictepi, no 1 abo 2 6nictepu B
naJui 3 KapToHy) (TepMiH BBeAEHHS 3MiH NPOTArOM 3-X
MiCALIB MicNsA 3aTBEPKEHHS); 3MiHW | TURY - 3MiHM 3 AKOCTI.
[oTOBWMIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
KOHTPO/TH0 SIKOCTi FOTOBOrO AiKapCcbKoro 3acoby (3amiHa abo
[0faBaHHA BUPOOHHMKa, LLO BiAMnoBigae 3a BBe3eHHS Ta/abo
BUNYyCK cepii) - Bkntoyatoum KOHTPOsb/BUNPOBYBaHHSA cepil
(BHECEHHSA DYHKLT - BUNYCK Cepii 40 BUKOHYBAHWX (PYHKL
(Bci cTagii BUpo6GHNLTBA, KOHTPO/Ib SKOCTI) AN BUPOOHMKA
ToBapuCTBO 3 06MEXEHOI0 BifNOBiAASIbHICTIO
"®apmaueBTMyHa komnania "3gopos's”, YkpaiHa) (TepmiH
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Ne Hassa
n/n JliKapcbKo20
3acoby

dopma sunycky 3asiBHUK KpaiHa KpaiHa
(nikapcbka 3asiBHUK BUPOOGHUK

¢hopma, ynakoska) a a

Bupo6Huk Ymosu

Bionycky

PeecmpayjitiHa npoyedypa Howmep
peecmpayjiliHo2

0 NMNocBI0OYEeHHS

BBE/EHHS 3MiH MPOTAroM 3-X MiICALiB NIiCNs 3aTBEPAYKEHHS);
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FoTOBMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHa po3Mmipy cepii (BkIoYaoum

Jiana3oH po3Mipy cepii) roTOBOro /ikapCcbKoro 3aco6y (iHLwi

3MiHK) (BBEAEHHA 404AaTKOBOrO po3Mipy cepii npenaparty y
3B'A3KY 3 BBE,€HHAM aMMyIbHOro Lexy [0 A0AATKOBOI

BMPOGHWYOI AiNbHML TOBApUCTBO 3 06MEXEHOH0

BignoBigasbHICTIO "®apmaleBTUYHa KOMNaHisa "3a0poB'a”:

Po3mip cepii cknagae: 2 mn (40 n a6o 40000 amnys) (100 n

abo 100000 amnyn) (195 n a6o 195000 amnyn) (425 n abo
425000 amnyn); 3MiHn | TUNYy - 3MiHK 3 SiKOCTi. FOTOBWMIA

nikapcbkuii 3aci6. 3MiHM y BUPOBHMLTBI. 3aMiHa abo

BBEJleHHS [10AATKOBOI AiNIbHULL BUPOBHMLITBA /151 YACTUHM
a60 BCbOro BUPOGHMYOro NpoLecy roTOBOro NikapCbKoro

3acoby (AiNbHNLSA, Ha SKi NPOBOAATLCA OYAb-AKi BUPOGHMYI
cTagii, 3a BUHATKOM BUMYCKY Cepii, KOHTPOJIO SKOCTi Ta

BTOPWHHOTO MakyBaHHS A4/151 CTEPUIIbHUX NiKapCbknx 3aco6iB

(BKIOYA0YM BUPOG/IEHI aCENTUYHUM METOLOM), KpiM
nikapcbkunx 3acobiB 6i0/10rYHOro/iMyHOMOrYHOrO

MOXOAXXEHHS) (BBEEHHA HOBOrO amMy/IbHOTO Liexy 3 fBoMa
BMAaMKM nakysaHb: no 10 amnyn y nayyi; no 10 amnyn y

6nicTepi, no 1 6nictepy B nayuj, JOAATKOBO A0
3aTBepxeHoro uexy MNd (ans Bupo6HUYOI AiNbHUL
ToBapnCTBO 3 0OMEXEHOI0 BifMNOBiAASIBHICTIO
"®apmavneBTMyHa komnaHis "3g0pos'a"). CynyTHsA 3MiHa -
3MiHK 3 SKOCTi. FOTOBUIA NiKapCbKuiA 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI AiNbHNL
BMPOBHMLTBA [/151 YaCTUHM ab0 BCbOro BUPOGHUYOro
npoLecy roToBoro Nikapcbkoro 3acoby (AinbHuUA ans
BTOPUHHOTO NakyBaHHA). 3MiHW | Tuny - 3MiHW Wwoao
6e3nekn/edekTMBHOCTI Ta chapmakoHarnagy (iHwi 3MiHN)
(3miHa rpachiyHOro 306paXeHHs ynakoBOK Ha TEKCT

MapKyBaHHs) (TepMiH BBeAEHHS 3MiH NPOTArom 3-Xx MicauiB

nicnsl 3aTBEPAKEHHS)

185.

NMPO3EPWNH

pO34nH Ans
iH'ekuin, 0,5 mr/mn
no 1 mn B amnynax
Ne 10 y kopobui, no
1 mn Ne 10 (5x2) y
6nictepax y
Kopo6ui; Ne 10
(10x1) y 6nicTepax
y kopobuj

TOB
"XapkiBCcbke
thapmaveBTUy
He
nigNpMEMCTBO
"3p0poB'A
Hapoay"

YKpaiHa

BCi cTagii BUpobHMLUTBa,
KOHTPO/b SIKOCTi. BUNYCK
cepii: TOB "XapkiBcbke

hapmaueBTUyHe

nignpveMcTBo "340poB's

Hapopy", YkpaiHa; BCi
cTagii BUpo6bHMLTBAa,
KOHTP/Ib sikoCTi: TOB
"®apmaueBTnyHa
KoMnaHis "3gopos'a”,
YkpaiHa

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TUNY - BBEAEHHA ab0 3MiHW [0 y3araslbHEHUX JaHnX
npo cuctemMy chapmMakoHarnisgy (BKIHUYaun KOHTaKTHI AaHi)
Ta/ab0o 3MiHM y po3MilLleHHI MacTep-ghaiina cucremu
thapmakoHarnsgy

3a
peyenmom

UA/8836/01/01

186.

NYMNAH®

Tabnetkn Ne 12
(12x1), Ne 24
(12x2), Ne 36

Pixapa
BitTHep Al

ABCTpIs

Pixapg BittHep Al

ABCTpIf

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHM | TUNY - BBEAEHHS @60 3MiHW A0 y3arasibHeHNX JaHuX
npo cucTemy hapMakoHarisgy (BKI1HYaUm KOHTaKTHI AaHi)

6e3
peyenma

UA/10049/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka
¢hopma, ynakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

KpaiHa
BUPOOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

(12x3), Ne 48 (12x4)
y 6nictepax

Ta/abo 3miHM y po3MmilLeHHI MacTep-dhaiina cuctemu
chapmakoHarnagy

187.

PEANCTATUH

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKOt0, N0 5 Mr
Ne 30 (10x3) y
6nictepax

[-p Peppi'c
NabopaTtopic
nrta

IHais

[-p Pepai'c Nabopatopic
Nitp, BupobHuya ginbHuus

IHgis

BHECEHHS 3MiH 0 peecTpavinHux matepiasnis: 3MiHn | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
agpecu Micus NPoBaMKEHHS AiSIbHOCTI
BMPO6HMKa/iMNnopTepa roToBOro JlikapCbKoro 3acoby,
BK/IHOYA0UM AiNbHUL BUMYCKY cepii abo miclie NpoBeAeHHs
KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a Ky Bignosigae
BMPOGHMK/IMNOPTEp, BK/OYAOUM BUMYCK cepili) (3MiHa Ha3su
Ta agpecu BUpo6Huka 13 - nepeiiMeHyBaHHs WwTaty AHApa
Mpagelw Ha TenaHraHa Ta NpYBeAEHHS y BiANOBIAHICTb A0
BrCHOBKY L0410 MigTBEPAKEHHS BiANOBIAHOCTI BUPOOHULITBA
NiKapCbKnxX 3ac06iB BUMOraM HanleXHoi BUPOOHUYOI
npaxktukm (GMP), BugaHoro [lepXaBHOoK CNyX6010 YkpaiHu 3
niKapcbKknx 3acobis, 6€3 3MiHM Micus BUpO6HMLUTBA 3
BiANOBIAHUMY 3MiHAMY B TEKCTi MapKyBaHHS YMakoBOK)
(TepMiH BBEAEHHS 3MiH NPOTArOM 6-Tu MicALIB nicns
3aTBEPMXKEHHS); 3MiHM | TUNY - AAMIHICTPaTUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHvKa
peecTpaLiiiHoro noceig4eHHsi) (3miHa agpecu 3asiBHUKA)

3a
peyerimom

UA/14948/01/01

188.

PEANCTATUH

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKO10, Nno 10
mr Ne 30 (10x3) y
6nictepax

[-p Peppi'c
NabopaTtopic
nrta

IHais

[-p Pepgai'c Nabopatopic
Nta, BupobHuya ginbHuus

IHgis

BHECEHHS 3MiH A0 peecTpaviiiHux matepianis: 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
agpecu Micusi NPoBaMKEHHS AiiSIbHOCTI
BMpPO6HMKa/iMNnopTepa roToBOro JlikapCbKoro 3acoby,
BK/IHOYA0UM AiNbHULI BUMYCKY cepii abo miclie NpoBeAeHHs
KOHTPOIO SIKOCTI. (AiSNbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/IMNOpPTEp, BK/OYAUM BUMYCK cepili) (3MiHa Ha3su
Ta agpecu BUpo6Huka 13 - nepeiiMeHyBaHHs WwTaty AHApa
Mpagelw Ha TenaHraHa Ta NpUBELEHHS Y BiANOBIAHICTb A0
BrCHOBKY LL,0A0 MigTBEPAKEHHS BiANOBIAHOCTI BUPOOHULITBA
NiKapCbKnx 3ac06iB BUMOraM HaneXHol BUPOOHUYOI
npaktukm (GMP), BugaHoro [lepXaBHOoK CNy60t0 YkpaiHu 3
nNiKapcbKnx 3acobis, 6€3 3MiHM Micus BUpOOHMLUTBA 3
BiAMNOBIAHMMW 3MiHAMW B TEKCTi MapKyBaHHS yrnakoBOK)
(TepMiH BBEAEHHS 3MiH NPOTArOM 6-Tu MicALIB nicns
3aTBEPMKEHHS); 3MiHM | TUNy - AAMIHICTPaTUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHvKa
peecTpaLiiiHoro noceig4eHHst) (3miHa agpecu 3asiBHUKA)

3a
peyerimom

UA/14948/01/02

189.

PEONCTATUH

TabneTkun, BKpUTI
NNiBKOBOKO
060/10HKO10, No 20
mr Ne 30 (10x3) y
6nicTepax

[-p Peppi'c
JNabopaTtopic
nrtg

IHgis

[-p Pepgai'c Nabopatopic
Nta, BupobHuya ginbHuus

IHgis

BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiis: 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
afipecy MicLA NPOBaIKEHHS Aif/IbHOCTI
BMpPO6HMKa/iMNnopTepa roToBOro JlikapCbKoro 3acoby,
BK/IHOYA0UM AiNbHUL BUMYCKY cepii abo Miclie NpoBeAeHHs
KOHTPOJIO AKOCTI. (AiANbHICTb, 3a Ky Bignosifae
BMPOGHMK/IMIOPTEP, BK/IOYAKYM BUMYCK Cepiii) (3MiHa Ha3Bu
Ta agpecu BUpo6Huka 13 - nepeiiMeHyBaHHs WwTaty AHApa
Mpagelw Ha TenaHraHa Ta NpUBELEHHS Y BiANOBIAHICTb A0
BWCHOBKY LLIOAO MiATBEPAKEHHS BigNOBIAHOCTI BUPO6HMUTBA

3a
peyenmom

UA/14948/01/03
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka
¢hopma, ynakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

KpaiHa
BUPOOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2

0 NMNocBI0OYEeHHS

NiKapCbKnx 3ac06iB BUMOraM HaleXHOT BUPOOHUYOI
npaxktukm (GMP), BugaHoro [lepXaBHOoH CNy6010 YkpaiHu 3
niKkapcbKknx 3acobis, 6€3 3MiHM Micus BUpO6GHMLTBA 3
BiANOBIAHUMY 3MiHAMY B TEKCTi MapKyBaHHS YMakoBOK)
(TepMiH BBEAEHHS 3MiH NPOTAroM 6-Tu MicAUIB nicns
3aTBEPMKEHHS); 3MiHM | TUNY - AAMIHICTPaTUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHvKa
peecTpaLiiiHoro noceig4eHHsi) (3miHa agpecu 3asiBHUKA)

190.

PEANCTATUH

TabneTkun, BKpUTI
NNiBKOBOKO
060/10HKO10, Nno 40
mr Ne 30 (10x3) y
6nictepax

[-p Peppi'c
NabopaTtopic
nrta

IHais

[-p Pepgai'c Nabopatopic
Nitp, BupobHuya ginbHuus
-1l

IHgis

BHECEHHS 3MiH 0 peecTpaLiinHux matepianis: 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
agpecu Micus NPoBaMKEHHS AiiSIbHOCTI
BMPO6HMKa/iMnopTepa roToBOro JlikapCbKOro 3acoby,
BK/IHOYA0UM AiNbHULI BUMYCKY cepii abo Miclie NpoBeAeHHs
KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/IMNOPTEp, BK/OYAOUM BUMYCK cepili) (3MiHa Ha3su
Ta agpecu BUpo6Huka N3 - nepeiiMeHyBaHHs WwTaty AHApa
Mpagelw Ha TenaHraHa Ta NpYBeAEHHS y BiANOBIAHICTb A0
BrCHOBKY LL,040 MigTBEPAKEHHS BiANOBIAHOCTI BUPOOHULTBA
NiKapCbKMX 3ac06iB BUMOraM HanleXHol BUPOOHUYOI
npaxktukm (GMP), BugaHoro [lepXaBHOH CNyX6010 YkpaiHu 3
niKkapcbKknx 3acobis, 6€3 3MiHM Micus BUPO6HMLUTBA 3
BiANOBIAHUMY 3MiHAMY B TEKCTi MapKyBaHHS! yMakoBOK)
(TepMiH BBEAEHHS 3MiH NPOTArOM 6-TU MicALIB nicns
3aTBEPMKEHHS); 3MiHM | TUNY - AAMIHICTPaTUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHvKa
peecTpaLiiiHoro noceig4eHHsi) (3miHa agpecu 3asiBHUKA)

3a
peyerimom

UA/14948/01/04

191.

PE3OHATUB

pO34nH Ans
iH'ekujin, 625
MO/mn, no 1 mn B
amnyni; no 1 amnyni
B N/1aCTUKOBIi
6nicTepHil
ynakosLj; no 1
NAacTUKOBIN
6niCTepHilt ynakoBLi
B KapPTOHHIi
Kopoo6Li; no 2 Mn B
amnyni; no 1 amnyni
B NJ1aCTUKOBIN
6nicTepHil
ynakosLi; no 1
nnacTuKoBil
6nicTepHili ynakoBLi
B KapTOHHIi
Kopoo6Li

OkTadhapma
dapmaueBTuK
a
MpogaykTioHer
ec m.6.X.

ABCTpIs

BUPOGHUK,
BiANOBiAa/IbHWIA 32
BTOPWHHE NaKyBaHHS:
OkTachapma M'mbX,
[eccay, HimeuunHa;
BUPOBHUK,
BiAgnoBiganbHMI 3a
BUPOGHMLITBO 3@ NOBHUM
LIK/TOM:
Oktadhapma AB, LUBeLis

HimeuunHa
/
LLseuis

BHECEHHS 3MiH 40 peecTpaLiiiHux matepianis: 3MiHn | Tuny -
3MiHM 3 SKOCTi. F0TOBUIA Nikapcbkuii 3aci6. KoHTposb
roToBOro nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AONYCTUMKX MEX FOTOBOrO
NikapcbKoro 3acoby (3BY>KEHHSI AOMYCTUMUX MEX,
BM3HaYeHNX y cneundikauii Ha nikapcbki 3acobu, A1 KNxX
OTPUMYETBLCA A03BiN Ha BUNYCK cepii Bif odiliiiHoro
perynsTopHoOro opraHy) (3anponoHoBaHa HKHSA Mexa
BM3HAYeHHs KinbkicHoro BmicTy Monicop6ar 80) (TepmiH
BBE/EHHS 3MiH MPOTAroM 3-X MicsLiB NiCNs 3aTBEPAYKEHHS);
3MiHu | TURY - 3MiHK 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6.
3MiHM Yy BUpO6HMUTBI. 3MiHa po3mipy cepii (BKouatum
AianasoH po3mipy cepil) roTOBOro JlikapCbKoro 3acoby
(MacwTab ansa nikapcbkoro 3acoby
6i0N0rYHOro/iMyHO/IOMNYHOrO NOXOKEHHS
36i/1bLUMBCA/3MEHLUNBCA 63 3MiHM BUPOBHUYOro npouecy
(Hanpwknag Ay6ntoBaHHA MiHii); 3MiHW | TNy - 3MiHK 3
sIKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOro
nikapcbkoro 3acoby. 3miHa y MeToAax BUnpobyBaHHS
roTOBOrO Jlikapcbkoro 3acoby (iHLi 3MiHW y MeTogax
BMNPOGYBaHb (BKOYAUM 3aMiHy ab0 [ONOBHEHHS))
(meToa Bu3HayeHHs1 Monicopbaty 80 y npenapaty

3a
peyerimom

UA/14323/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs

Pe3oHatue 6yB ONTUMi30BaHUIi A4/19 TOUHOTO BU3HAYEHHS
HWXHBbOT MeXi); 3MiHW | Tuny - 3MiHK 3 aKocTi. AdI.
Brpo6HMuTBO. 3MiHa po3mipy cepii (Bkouaoun gianasoHn)
A®| abo NpoMiKHOro NPOAYKTY, SKNIA 3aCTOCOBYETLCA Y
npoteci BUpo6HuuTBa AdD| (pO3Mip cepii akTUBHOI peYOBUHM
6i0/10r4YHOr0/iMyHOONYHOTO MOXOLKEHHS
36iNbLUMBCSA/3MEHLMBCS 6e3 3MiHVM napameTpiB npouecy
(Hanpuknag, gy6ntoBaHHSA AiHii)) (Po3Mip cepii NPOMIXHOro
npoaykTy (34pibHeHoI Kpionaasmu); 3miHun | Tuny - 3MiHn 3
akocTi. A®l. CTabinbHicTb. 3MiHa nepiofy NOBTOPHMX
BUNpo6yBaHb/nepiogy 36epiraHHA abo ymoB 36epiraHHs Ad®|
(3a BiACYTHOCTI y 3aTBEpAKEHOMY AOCLE cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei, Lo BKIoYae
nepiog NOBTOPHOTrO BUNPOGYBaHHSA) (Nepios NOBTOPHOrO
BunNpobyBaHHsA/nepios 36epiraHHs) - 36iNbLUeHHS abo
BBEAEHHA Nepiogy MOBTOPHOrO BUNPOGYBaHHs/Nepiogy
36epiraHHa Ha OCHOBI pe3y/bTaTiB AOCNILKEHb Y
peasibHoMy yaci (4715 yMOB 36epiraHHsi < - 25°C TepMiH
npuaaTHOCTI NPOMOHYETLCA 36iNbWNTU [0 24 MicALIB);
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FoTOBMIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHU Y NpoLeci BUPO6HULITBA
rOTOBOrO /1iKapCbKOro 3acoby, BK/IOYaUM MPOMIKHWIA
NPOAYKT, L0 3aCTOCOBYETLCA NPU BUPOOHWLTBI FOTOBOrO
niKapcbKoro 3acoby (iHwWi 3MiHW) (3aMiHa KapTPUAXHOTO
inbTpy 415 cTepunbHOI dinbTpauii aHTu-, 0CHOBHOro
PO34UHY Ta CTepUbHOI hinbTpauil KIHLEBUX KOHTENHEPIB Ha
KancynbHuit inbTp) (TepM iH BBEAEHHS 3MiH NPOTArom 3-X
MiCALIB MiC/1A 3aTBEPKEHHS); 3MiHM | TUMy - 3MiHM 3 AKOCTI.
A®I. Bupo6HMuTBO. 3MiHM B npoveci BupobHuutea Ad|
(He3HauyHa 3miHa y npoueci BupobHuuTBa A®l) (BUganeHHs
cTagii cenapauii ®akropy IX nicnsa cragii kpionpeuuniTaw,i)
(TepMmiH BBEAEHHS 3MiH MPOTAroM 3-x MicsLiB nicns
3aTBEPMKEHHS); 3MiHM | TUNY - AAMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHs Ta/abo agpecy MicLs NPOBaIKEHHS
AisNIbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapCbKoro
3acoby, BKIOYaUM finbHNLi BUNYCKY cepii abo Micue
NPOBeLEHHS KOHTPOJIIO SKOCTI. (Z4iANbHICTb, 3a AKy
BiANOBIAae BUPOGHYMK/iIMNOpTep, BKIOUAUM BUMYCK Cepild)
(3miHa agpecu BUpo6HUKa (6e3 3MiHM reorpaciuHoro
po3TallyBaHHs) BHACMNiAOK peopraHisadii Ta nnaHy po3BuTKY
BMpo6HUYOT ainsiHkm Oktadpapma AB, Lseuis) (TepMiH
BBE/€HHSA 3MiH NMPOTAroM 3-X MicALiB NiCNSA 3aTBEPAYKEHHS);
3miHu |l Tuny - 3MiHK 3 SKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
Onuc Ta cknag,. 3MiHa y ckniagi (40NoMiKHUX peyoBUHaX)
rOTOBOrO J1iKapCbKOro 3acoby (iHLLi AOMOMKHI pevyoBUHN) -
3MmiHa y flikapcbkoMy 3aco6i 6i0/10riYHOro/iMyHOMOrYHOrO
noxomkKeHHs (BBeLeHHA A0 cknagy nonicopbarta 80)
(TepMmiH BBEAEHHS 3MiH MPOTAroM 3-X MicsLiB nmicas
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka
¢hopma, ynakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

KpaiHa
BUPOOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2

0 NMNocBI0OYEeHHS

3aTBepMKeHHs); 3MiHu Il Tuny - 3miHW 3 skocTi. [oToBWMiA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHU Y NpoLeci
BMPOGHULITBA rOTOBOTO /1iKapCbKOro 3acoby, BK/IUaum
MPOMiKHWIA MPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHULITBI
roTOBOrO JlikapCbKoro 3acoby (nikapcbkuii 3aci6 e
nikapcbknM 3aco60m 6i0N10rYHOro/iMyHOMOMNYHOIo
MOXOKEHHS Ta 3MiHa BUMarae NpoBeAeHHs NOPIBHANbHUX
nocnigpxeHs) (BUpo6HUYMIA npoLec Pe3oHaTBy 3MiHEHO
cTocoBHO MeToAy dpakuii Cohl Ha meTog, dppaxuii KN B
YyacTuHi BupobHuuTBa dpakyii Il.) (TepmiH BBEAEHHS 3MiH
npoTAarom 3-x micsauiB nicnsa 3aTBepkeHHs); 3MiHn Il Tuny -
3MiHu 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Yy
BMPOBHULTBI. 3MiHW Y Npoueci BUPOOHULTBA FOTOBOTO
NiKapCbKoro 3acoby, BK/IKOHAI0UM NPOMIKHWIA NPOAYKT, L0
3aCTOCOBYETLCA NMPU BUPOGHULTBI FOTOBOrO NiKapCbKOro
3acoby (nikapcbkuii 3acib € nikapcbkrM 3aco60m
6i0/10ri4YHOro/iMyHO/IONYHOTO MOXO/PKEHHS Ta 3MiHA B/Marae
NpoBeEHHs NOPIBHANBHUX AOCNIMKEHb) (BUPOOHNYMI
npouec Pe3oHaTvBy 3MiHEHO CTOCOBHO CTagjiin [ofaBaHHS
Monicop6arty 80 B npoLeci BUpo6bHULTBA Npenapary. Ans
[ocArHeHHs koHueHTpauii 30 mkr/mn Monicopbat 80
[opatoTb nicns giadinbTpauii Ta yasTpadinbTpauii
(nonepenHs pegakuis: Monicop6at 80 fofaBascs nicns
ynbTpadinsTpayii) (TepmiH BBEAEHHS 3MiH NPOTAToM 3-X
MicSLIB MicnsA 3aTBEpAKEHHS); 3MiHuM |l Tvny - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbknii 3aci6. 3MiHWM Y BUPOOHULITBI.
3MiHM Y npoLeci BUPOOHULITBA FOTOBOTO NiKapCbKOro
3aco06y, BK/0YaKUY NPOMDKHUIA MPOAYKT, WO
3aCTOCOBYETLCS NPV BUPOGHULITBI FOTOBOTO NiKapCbKOro
3acoby (nikapcbkuii 3aci6 € nikapcbkM 3aco60om
6i010ri4YHOro/iMyHO/ONYHOTO MOXOPKEHHS Ta 3MiHa BMarae
npoBeAeHHS NOPIBHAMBLHUX AocnimpKeHb) (TepMiH BBeAEeHHS
3MiH NpoTArom 3-X MicauiB nicns 3aTBepikeHHs)

192,

POMALLKN
KBITKA

KBITKM (CybCTaHLis)
y nakertax
noninponifieHoBUx
AN BUPOOHMLTBA
HecTepubHNX
nikapcbknx hopm

TOB
"Cymuditoda
pmauis"”

YKpaiHa

eHf, ekcropT

AnbthaHap Ko cop imnopT

Apabcbka
Pecny6nik
a ermner

BHECEHHS 3MiH IO peecTpaLjiiiHux maTepianis: 3miHa
3asBHMKa (BNacHyKa peecTpauiiHoro noceigyeHHs) (3rigHo
Haka3zy MO3 Big 23.07.2015 Ne 460)

UA/11905/01/01

193.

POMEHEM

MOPOLLOK ANA
NpUroTyBaHHs
pO3unHy Ans
iH'ekLin abo iHdysii
no 500 wmr, 1
hNakoH 3
MOPOLLKOM Y
KapTOHHI KopooLi

AkTasic rpyn
AT

Icnangis

AHdapm Xennac C.A,

Ipeuis
abo
Oemo C.A., peuis;

cepii:

BiANOBiAabHMI 3a BUMYCK

dapmateH C.A., peuis

peuis

BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
afipecy MicL NPOBaXEHHS Ais/IbHOCTI
BMPOGHMKa/iMnopTepa rotToBoro Nikapcbkoro 3acoby,
BK/IOYAKOUM AiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
KOHTPO/IO AKOCTI. (AiANbHICTb, 3a AKy BignoBigae
BMPOGHUK/iMNOPTEp, He BK/IKYaKUM BUMYCK cepili)
(NpvBeAeHHA MicLle3HaxomKeHHs BUpobHuka 13 AHdhapm
Xennac C.A,, peujis y BIiANOBIAHICTb A0 BUCHOBKY LL0A0

3a
peyenmom

UA/12078/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
NiATBEPKEHHS BiANOBIAHOCTI BUPOOHMLITBA NIKAPCHKNX
3aco06iB BUMOram HanexHoi BUpO6HMYOT npakTukm (GMP),
BMAaHoro flepxxasHoto cnyx60t0 YkpaiHu 3 nikapCbkux
3acobiB)
194. | POMEHEM NOPOLLOK A5 AkTasic rpyn IcnaHgis AHdapm Xennac C.A, peuis BHECEHHS 3MiH 0 peecTpaLiiiHux Matepianis: 3MiHu | TUNy - 3a UA/12078/01/02
NPUroTyBaHHsA AT pevis AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
PO34nHy Ans abo afpecy MicL NPOBaKEHHS AiS/IbHOCTI
iH'ekLit abo iHdys3ii Oemo C.A., Ipeuis; BMpPO6GHMKa/iMNopTepa roToBoro JlikapcbKoro 3acooy,
no 1000 wmr, 1 BiANOBIAA/IbHWI 3a BUMYCK BK/IHOYA0UM AiNbHUL BUMYCKY cepii abo miclie npoBefeHHs
hnakoH 3 cepii: KOHTPOJI0 SIKOCTI. (AiANbHICTb, 3a Ky BignoBigae
NOPOLLKOM Y dapmateH C.A., peuis BMPOBGHUK/iMNOpPTEp, HE BK/IKUYAKUM BUNYCK cepili)
KapTOHHI KOPOOL (NpvBeAEeHHS MicLLe3HaxXoMKeHHST BUpobHuKa 13 AHdhapm
Xennac C.A., l'peyis y BiANOBIAHICTb A0 BUCHOBKY LL0A0
nigTBEPKEHHSA BiANOBIAHOCTI BUPOGHULTBA NiKAPCHKUX
3ac06iB BMMOram Has1eXHOi BUPO6HWYOI npakTuku (GMP),
BMAaHoro [lep>xaBHoto cry60t0 YKpaiHu 3 nikapcbKux
3acobiB)
195. | CEHN INCTA NNCTA pizaHo- MpAT YkpaiHa MpAT "NikTpasun" Ykpaina BHECEHHS 3MiH A0 pPeecTpaLiiHnX MaTepiasiiB: npuBeAeHHs 6e3 UA/5882/01/01
npecosaHe no 100 r "NikTpasun" y BifnoBigHICTb A0 peecTpauiliHUX MaTepianiB peyenma
y naukax 3 HanucaHHA peknamyBaHHA B Hakasi MO3 YkpaiHu Ne 453
BHYTPILLUHIM Big 18.05.2016 B npoLeci nepepeecTpalLii, pefakuis B
nakeTom Hakasi — nigasrae; 3aTBepAXEHO pefakLito — He nignsarae
196. | CUNAOKAL TabneTkn, BKPUTI [xy6inaHt IHAiA [bxy6inaHT [pkeHepikc IHAis BHECEHHS 3MiH 1O peecTpauiiiHnx maTepiania: 3MiHun | Tuny - 3a UA/13706/01/01
060/10HKO10, Mo 25 [bkeHepikc Nimiteq AZMIHICTpaTVBHI 3MiHX. 3MiHa HaliMeHyBaHHA Ta/abo peuyenmom
Mr, no 4 a6o no 10 Nimiten afpecy 3asBHYKa (BNacHWKa peecTpaviiHoro nocBigYeHHs)

Tabnetok y
6nictepi; no 1
6nictepyy
KapTOHHiiA KOpo6Ll

(3miHa HaliMeHyBaHHS 3asiBHMKa); 3MiHu | TNy -
AAMIHICTpaTVBHI 3MiHX. 3MiHA HaliMeHyBaHHA Ta/abo
agpecu Micusi NPoBaMKEHHS Aisi/IbHOCTI
BMpPO6HMKa/iMNopTepa roToBOro JlikapcbKoro 3acoby,
BK/IIOHAKOUM AiNbHMLi BUMYCKY cepii abo MicLie NpoBeAeHHs
KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a 5Ky BiAgnosigae
BMPOGHMK/iIMMOPTEp, BK/IOYAOUMN BUMYCK cepild) (3MiHa
HaliMeHyBaHHS Ta NPUBEAEHHS MICLLe3HAXOLKEHHS
BMpo6HUKa 13 y BiANOBIAHICTL A0 BUCHOBKY L1040
niATBEPLKEHHSA BiANOBIAHOCTI BUPO6HMLTBA /13 BUMOram
GMP (Oepxnikcnyxo6a Ykpainu), 6e3 3MiHn micus
BMPOGHULTBA); 3MiHM | TUMy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3mMiHu y
KOPOTKIl XapaKTepuCTULLi NiKapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4N MeAVN4HOro 3acToCyBaHHS
reHepuyHUX/ribpuaHMX/6ionoaibHNX NikapCcbknx 3acobis
nic/1 BHECEHHSA TiET camoi 3MiHN Ha pedhepeHTHWI
npenapar (3mMiHa He NOTpebye HafaHHA XOLHNX HOBUX
[04AaTKOBUX AaHuX) (3MiHW 40 IHCTPYKUiT y po3ainu:
MokasaHHsA. Cnoci6 3acTocyBaHHsS Ta A03u. [o6iuHI peakuji.
Oco611BoCTi 3acTocyBaHHs. B3aemogist 3 iHLWMMun
NikapcbKMK 3aco6amMu Ta iHLWi BUAW B3aeMOSilA, 3rifHo 3
iH(hopMaLi€ero Woa0 MegnMyHoOro 3acTocyBaHHs




109

n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka
¢hopma, ynakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

KpaiHa
BUPOOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

pedoepeHTHoro (BIAIPA) nikapcbkoro 3acoby)

197.

CUNAOKAL

TabneTku, BKpUTI
060/10HKO0, 10 50
mr, no 4 a6o no 10
Tabnetok y
6nicTepi; no 1
6nictepyy
KapTOHHI KOpooLi

Lbxy6inaHt
[hxeHepikc
NimiTen

IHais

[bxy6inaHT IxeHepikc
Nimiten

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | TUNy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy 3asBHVKa (BnacHWKa peecTpauiliHoro nocBigYeHHs)
(3MiHa HaliMeHyBaHHs 3asiBHUKA); 3MiHU | TNy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy MicL NPOBaKEHHS AiS/IbHOCTI
BMpPO6GHMKa/iMNopTepa roToBoro JlikapcbKoro 3acooy,
BK/IHOYA0UM AiNbHUL BUMYCKY cepii abo miclie npoBefeHHs
KOHTPOJI0 SIKOCTI. (AiANbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMNOPTEp, BK/OUaUM BUMNYCK cepiid) (3MiHa
HallMeHyBaHHS Ta NpPYBEAEHHS MiCLLe3HaX04KEHHS
BMpo6HUuka 13 y BiANOBIAHICTL A0 BUCHOBKY LL0A0
nigTBEpKEHHA BiANOBIAHOCTI BUPO6HMLTBA /13 BUMOram
GMP (Oepxnikcnyxo6a Ykpainum), 6e3 3MiHn micus
BMPOGHULTBA); 3MiHM | TUny - 3MiHK Woao
6e3nekn/edpekTUBHOCTI Ta thapMakoHarnisagy. 3MiHn y
KOPOTKI XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAVN4HOro 3acToCyBaHHSA
reHepuYHNX/riopuaHNx/6ionoibHMX NikapcbknMx 3aco6iB
nicns BHECEHHS TiEl camoi 3MiHU Ha pedhepeHTHU
npenapar (3miHa He NoTpebye HafaHHsA XOLHUX HOBUX
[04aTKOBUX JaHnX) (3MiHW [0 IHCTPYKUIT y po3ginu:
Moka3aHHs. Cnoci6 3acTocyBaHHs Ta Ao3u. MobiuHi peakui.
Oco61mBoCTi 3acTocyBaHHs. B3aemogist 3 iHLWvMun
nikapcbkMKU 3aco6amMu Ta iHLWi BUAM B3aeMOild, 3rigHoO 3
iH(hopMaLi€ero WoA0 MegNYHOro 3aCToCyBaHHS
pedoepeHTHoro (BIAIPA) nikapcbkoro 3acoby)

3a
peyenmom

UA/13706/01/02

198.

CUNAOKAL,

TabneTku, BKpUTI
06010HKot0, Mo 100
mr, no 4 a6o no 10
Tabnetok y
6nicTepi; no 1
6nictepyy
KapTOHHI KopooLi

Lbxy6inant
[hxeHepikc
Nimiteq

IHais

[bxy6inaHT IxeHepikc
Nimiten

IHais

BHECEHHS 3MiH 0 peecTpaviiiHux matepiasis: 3MiHu | TUNY -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy 3asBHVKa (BNacHWKa peecTpaviiHoro nocBigYeHHs)
(3MiHa HaliMeHyBaHHs 3asiBHUKA); 3MiHU | Tvny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micus NpoBaKeHHS Aisi/IbHOCTI
BMpO6GHMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
BK/IHOYA0UM AiNbHUL BUMYCKY cepii abo miclie NnpoBeaeHHs
KOHTPOJIO SAKOCTI. (AiS/IbHICTb, 3a Ky BiAnosigae
BMPOGHMK/IMNOPTEp, BK/OYaOUM BUNYCK cepiid) (3MiHa
HalilMeHyBaHHS Ta NpYBEAEHHS MiCLLe3HaX04KEeHHS
BMpO6HUKa 13 y BiANOBIAHICTL A0 BUCHOBKY L1040
nigTBEPKEHHA BiANOBIAHOCTI BUPOGHMLTBA /13 BUMOram
GMP (Oepxnikcnyxo6a Ykpainum), 6e3 3MiHn micus
BMPOGHULTBA); 3MiHM | TUMy - 3MiHK Woao
6e3nekn/edpekTBHOCTI Ta hapMakoHarnagy. 3mMiHn y
KOPOTKIl XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAN4HOro 3acToCyBaHHSA
reHepuyHUX/ribpuaHNx/6ionoAibHMX Nikapcbkux 3aco6iB
nicnsi BHECEHHS Tiel camoi 3MiHU Ha pedhepeHTHUI

3a
peyenmom

UA/13706/01/03
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs

npenapar (3miHa He NnoTpebye HafaHHSA XOLHUX HOBUX
[04aTKOBUX AaHuX) (3MiHW [0 iIHCTPYKUIT y po3ginu:
MokasaHHsA. Cnoci6 3acTocyBaHHA Ta Ao3u. MobiuHI peakui.
Oco6mBOCTi 3acTocyBaHHsA. B3aemogis 3 iHLWmvmMun
nikapcbkMKU 3acobamMu Ta iHLWi BUAM B3aEMOIilA, 3rigHo 3
iH(hopMaLieto Woa0 MeanyYHOro 3acTocyBaHHs
pedoepeHTHoro (BIAIPA) nikapcbkoro 3acoby)
199. | CUNOOKAL TabneTku, BKpUTI Lbxy6inaHt IHais [bxy6inaHT IxeHepikc IHAis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | TUNY -
060/10HKO0 NO 25 [hxeHepikc Nimiteq AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
Mr in bulk: no 5000 Niviten afpecy 3asBHVKa (BnacHWKa peecTpauiliHoro nocBigYeHHs)
TabneTok y naketax (3MiHa HaliMeHyBaHHs 3asiBHUKA); 3MiHU | Tvny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy MicLs NPOBaMKEHHS Ais/IbHOCTI
BUpPOBHMKa/iMNopTepa roToBOoro JlikapcbKoro 3acooy,
BK/IHOYA0UM AiNbHUL BUMYCKY cepii abo miclie npoBefeHHs
KOHTPO/I0 AIKOCTI. (AiANbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMNOPTEp, BK/OYaUM BUNYCK cepiid) (3MiHa
HallMeHyBaHHS Ta NpPYBEAEHHS MiCLLe3HaX04KEHHS
BMpo6Huka 13 y BiANOBIAHICTL A0 BUCHOBKY LL0A0
nigTBEPKEHHS BiANOBIAHOCTI BUPO6GHMLTBA /13 BUMOram
GMP (Oepxnikcnyxo6a Ykpainum), 6e3 3MiHn micus
BMPOGHULITBA)
200. | CUNAOKAL TabneTku, BKpUTI Lbxy6inant IHais [bxy6inaHT IxeHepikc IHais BHECEHHS 3MiH 0 peecTpaviiiHux matepiasnis: 3MiHu | TUNY -
060/10HKO0 No 50 [hxeHepikc Nimiteq AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
mr in bulk: no 5000 Nimiten afpecy 3asBHVKa (BNacHWKa peecTpavuiliHoro nocBigYeHHs)
TabneTok y naketax (3MiHa HaliMeHyBaHHs 3asiBHUKA); 3MiHU | Tvny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micus NpoBaKEHHS 4isi/IbHOCTI
BMpOBHMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
BK/IHOYA0UM AiNbHUL BUMYCKY cepii abo miclie NnpoBeaeHHs
KOHTPOJIO SAKOCTI. (AiS/IbHICTb, 3a Ky BiAnosigae
BMPOGHMK/IMNOPTEP, BK/OYaOUM BUNYCK cepiid) (3MiHa
HallMeHyBaHHS Ta NpPYBEAEHHS MiCLLe3HaX04KEHHS
BMpo6HUKa 13 y BiANOBIAHICTL A0 BUCHOBKY L1040
nigTBEPKEHHA BiANOBIAHOCTI BUPOGHMLTBA /13 BUMOram
GMP (Oepxnikcnyxo6a Ykpainum), 6e3 3MiHn micus
BMPOGHULITBA)
201. | CUNAOKAL TabneTkn, BKPUTI [xy6inaHt IHAiA [bxy6inaHT [pkeHepikc IHAis BHECEHHS 3MiH 1O peecTpaviiiHnx maTepianisa: 3MiHun | Tuny -
060/10HKOI0 No 100 [bkeHepikc Nimiteq AAMIHICTpaTVBHI 3MiHX. 3MiHa HaliMeHyBaHHA Ta/abo
Mr in bulk: no 5000 Nimiten afpecy 3asBHYKa (BNacHWKa peecTpaviiHoro nocBigYeHHs)
TabneToK y naketax (3miHa HaliMeHyBaHHS 3asiBHMKa); 3MiHu | TNy -
AAMIHICTpaTVBHI 3MiHX. 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micusi NPoBaKEHHS Aisi/IbHOCTI
BMPO6GHMKa/iMNopTepa roToBOro JlikapCcbKoro 3acoby,
BK/IIOYAKOUM AiNbHMLI BUNYCKY cepii abo MicLe NpoBeAeHHs
KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a SKy BiAgnosigae
BMPOGHMK/iIMMOPTEp, BK/IOYAOUMN BUMYCK cepild) (3MiHa
HaiMeHyBaHHs Ta NPUBEAEHHSA MiCLIe3HAXOKEHHS

- UA/13707/01/01

- UA/13707/01/02

- UA/13707/01/03
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
BMpo6HUka 13 y BiANOBIAHICTL A0 BUCHOBKY L1040
nigTBEPXKEHHA BiANOBIAHOCTI BUPO6HMLTBA /13 BUMOram
GMP (Oepxnikcnyx6a Ykpainum), 6e3 3MiHn micus
BMPOGHULITBA)
202. | COJIEKC® TabneTkun, BKpUTI Pisochapm CA | LUBeiiuapi Pisochapm CA LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/14312/01/01
nAiBKOBOO A 3MiHM | TNy - NoAaHHA OHoBNeHuX cepTudikatis R1-CEP peyenmom
060/10HKOH0, Mo 400 2008-202-Rev 01 Ta R1-CEP 2009-397-Rev 00 Big, BXe
mr Ne 30 (10x3) B 3aTBEPKEHMX BUPOOHUKIB
6nictepax
203. | COJIEKC® Tabnetku no 100 mr | PiBochapm CA | Llseiiyapi Pisothapm CA LLiBeiuapis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/14312/01/02
Ne 30 (10x3) B A 3MiHu | TUNy - NnogaHHs oHoBAEeHUX cepTudikatise R1-CEP peuyenmom
6nictepax 2008-202-Rev 01 ta R1-CEP 2009-397-Rev 00 Big BXe
3aTBEPMAKEHNX BUPOGHUKIB
204. | COJIEKC® Tabnetkn no 200 mr | PiBodhapm CA | LUseiiuapi Pisochapm CA LBeliuapis BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3a UA/14312/01/03
Ne 30 (10x3) B A 3MiHK | TUNY - NoAaHHs OHOBAEHUX cepTudikatie R1-CEP peuyenmom
6nicTepax 2008-202-Rev 01 ta R1-CEP 2009-397-Rev 00 Big, BXxe
3aTBEPKEHNX BUPOOHUKIB
205. | CTPEMNCIIC® 3 nboasHukn Ne 24 PexkkiTT Benuka PekkiTT BeHkizep Xenckep Benuka BHECEHHS 3MiH [10 peecTpaviiiHiX maTepianis: 6e3 UA/7436/01/01
BITAMIHOM C 3lI (12x2) y 6nictepax BeHkizep BpuTaHis IHTepHewwHN MlimiTes BpuTaHis 3MiHu | TUNYy - 3MiHa y MeTogax BUnpobyBaHHSA roTOBOro peyenma
CMAKOM B KapTOHHilA Xenckep nNikapcbKoro 3acoby (He3HayHa 3MiHa Y 3aTBEpAKEHNX
AMNENbCUHA Kopoo6Li IHTepHeLwwH MeTodax BUMPOOYBaHHS)
NimiTeq
206. | CYNb®ALUUN Kpansi Ou4Hi, TOB "HIKO" YkpaiHa TOB "HIKO" YkpaiHa BHECEHHS 3MiH A0 pPeecTpaLiiHnX MaTepiasiiB: npuBeAeHHs 3a UA/13492/01/01
po3uuH, 200 Mr/mn y BifnoBigHICTb A0 peecTpauiiHNX MaTepiasiB peyenmom
no1l0mny HanMcaHHA peecTpauiliHoi npoueaypu B Hakasi MO3
donakoHax Ne 1, Ne Ykpainu Ne 336 Big 12.06.2015 B npoueci BHECEHHS 3MiH
5 (3MiHa MicLe3HaxXoMKEHHS 3a8BHMKa), pefakuis B Hakasi —
6yB NponyLLeHnii TepMiH BBEAEHHS 3MiH; 3anpornoHoBaHa
pejakuis — 3miHa MicLe3HaxomkeHHs 3asBHUKa (TepmiH
BBeleHHA 3MiH - NPOTArom 3-x micAliB nicns
3aTBEPAKEHHS).
207. | CYNb®ALUN Kpansi OuHi, TOB "HIKO" YkpaiHa TOB "HIKO" YkpaiHa BHECEHHS 3MiH A0 pPeecTpaLiiHnX MaTepiasiiB: npuBeAeHHs 3a UA/13492/01/02
po3uuH, 300 mr/Mn y BifnoBigHICTb A0 peecTpauiiHUX MaTepianiB peyenmom
no1l0mny HanUcaHHA peecTpauiliHoi npoueaypu B Hakasi MO3
donakoHax Ne 1, Ne YkpaiHu Ne 336 Big 12.06.2015 B npoueci BHECEHHS 3MiH
5 (3MiHa MicLe3HaxXOMKeHHSA 3asBHUKA), pefakLis B Hakasi —
6yB NpoNyLLEeHW i TepMiH BBEAEHHS 3MiH; 3anpornoHoBaHa
pepakuis — 3MiHa MicLie3HaxokeHHs 3asBHUka (TepmiH
BBEeAEHHA 3MiH - npoTsromM 3-x MicsAuis nicnsa
3aTBEPAKEHHS).
208. | CYMETPOIM® Tabnetkun no 400 3AT YropwmHa 3AT dapmaueBTUUHWIA YropumHa BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3a UA/3194/02/01
Mmr/80 mr no 10 dapmaueBTny 3aBofg ElC BUNPABEHHS TEXHIYHOT NOMUKM Y TEKCTI MapKyBaHHSA peyenmom
TabneTok y HWiA 3aBOf, NepBUHHOT YNakoBKM MiKapCbKOro 3acoby
6nictepi; no 2 ErC
6nictepu y
KapTOHHiii Kopo6Lli
209. | TENMMICAPTAH NMOPOLLIOK TOB "KYCYM YkpaiHa FNOXEM IHBACTPI3 IHAjs BHECEHHS 3MH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - - UA/12083/01/01
(cybeTaHuis) y PAPM" NIMITEL AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo




KapToHy

"3anuiukosa BooricTb" 3i cneyudikauii Ta MeTois
KOHTPOJ110 NPOMIDKHOIO MPOAYKTY “IpaHynsaT HeonyapeHuii";
3MiHM | TUNY - 3MiHa Yy MeTofax BUNPo6yBaHHSA roTOBOrO

nikapcbkoro 3acoby (He3HayHa 3MiHa y 3aTBEpPAYKEHNX
MeToAax BUMPOOYBaHHS) - HE3HAYHA 3MiHa Y MeTogax
BMNPOGYBaHHSA rOTOBOrO J1iKapCbKOro 3acoby; 3miHu | Tuny -
3MiHa napameTpis cneundikauiii Ta/abo JonyCTUMUX MeX
roTOBOrO /iKapCbKOro 3acoby (BUIyYEHHS HE3HAYHOro
nokasHuka (Hanpuknag 3acTapisioro nokasHuka, Takoro sk
3anax Ta cMak, abo igeHTudikavis 6apBHUKIB YN CMaKoBUX
[06aB0oK)) - BUMyYeHHs T. "CTupaHHicTb", "Po3nagaHHs" 3i
cneumaikaLii Ta MeToiB KOHTPO/IHO rOTOBOrO NikapCbKoro
3aco6y; 3MiHM | Tuny - 3mMiHa napameTpis cneuudikawin
Ta/abo foMyCTUMUX MeX 4718 fOMOMDKHOI PeYOBUHM (iHLUi
3MiHK); 3MiHY | TUNY - 3MiHKX BUNpobyBaHb abo AONYCTUMUX
MeX, BCTaHOB/IEHMX y creuudikalisx, nig yac BupobHuuTea
rOTOBOrO JliKapcbkoro 3acoby - npuBeAeHHs cneyndikauii Ta
MeTOZIB KOHTPOJIHO AKOCTi Ha NPOMiXHY NPOAYKLit0 A0
3aTBEPAKEHOI cneumdikayii Ta MeTOAiIB KOHTPOSIIO SKOCTI
rOTOBOrO JlikapcbKoro 3acoby; 3miHu | TMny - 3MiHK
BMNPO6YyBaHb a60 JONYCTUMUX MEX, BCTAHOBIEHUX Y
cneumdikauisix, nig yac BUPOOHNLTBA FOTOBOrO MiKapCbKOro
3acoby (fofaBaHHs HOBOTrO MeTOAY BUMPOOYBaHHSA Ta
[OMYCTUMUX MEX) - AONOBHEHHS cnewundikaLii NpoMiKHOro
npoaykty "Hepo3sdacosaHi TabneTtkn" gogatkosum n. "
Po3zgineHHsa Tabnetkn" Ta 3MiHM [0 IHCTPYKLii ANs
MEAMYHOr0o 3aCTOCYBaHHS y p. «PapmaLeBTUYHI
XapaKTepUCTMKM» (OCHOBHI (Pi3UKO-XiMiYHI BNACTUBOCTI);
CYNyTHS 3MiHa: 3MiHM 3 SIKOCTi. [OTOBWIA NikapcbkWii 3acib.
Onuc Ta cknag, (iHwi 3miHn); 3MiHK | TUNy - 3MiHa y MeToAax
BMNpo6yBaHHA A®| abo BUXigHOro maTepiasy/npomikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIEC
BUpO6HULTBa AP (iHLWI 3MiHM y MeToAax BUNPOOYyBaHHS
(Bkntovaroum 3amiHy abo fonoBHeHHS) APl abo
BVIXiZLHOro/MPOMDKHOro NPOAYKTY) - 3MiHM y MeToAax
KOHTpoto sikocTi A®I (PeHobapbiTan), y 3B°A3Ky 3

npusefeHHsam Ao sumor EP/APY; 3mibu | Tuny - 3miHa y

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
noABiliHMX afpecy 3asBHVKa (BacHWKa peecTpauiliHoro nocBigYeHHs)
nonieTuneHoBmx (3miHa agpecu 3asaBHUKA)
nakeTtax gns
BMPOGHMLTBA
HecTepubHNX
nNikapcbknx hopm
210. | TEO®EAPVH Tabnetku no 10 ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/9230/01/01
IC® TabneTtok y [04aTKOBO [00aTKOBOO 3MiHU | TUNY - 3MiHW BUNPOByBaHb ab0 JONYCTUMUX MEX, peyenmom
6nicTepi; no 1 BiANOBiA&bHI BiANOBIAAIBHICTIO BCTAHOB/IEHVX Y cneumdikauisx, nig vyac BMpo6bHMUTBa
6nicTepy B nauui 3 CTIO "IHTEPXIM" rOTOBOrO JlikapCbKoro 3acoby (BU/Iy4YeHHSI HECYTTEBOIO
"IHTEPXIM" BMNPOBYBaHHA B NPOLECi BUPOOHULTBA) - BUTYYEHHS N.
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka
¢hopma, ynakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

KpaiHa
BUPOOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

mMeTodax BunpobysaHHs A®l abo BUXigHOro
mMaTtepiany/npomiKHOro nNpoAayKTy/peareHTy, LWo
BMKOPWCTOBYETbLCA Y NpoLeci BUPO6HMLUTBA AD| (HEe3HaYHI
3MiHW Y 3aTBEpIKEHVX METOAaX BUNPOOYBaHHS) - HE3HAYHI
3MiHM Y MeTogax koHTposnto A®| (beHobapbiTan) BiANOBIAHO
0o sumor EP/A®Y; 3miHn | Tuny - 3MiHa y napameTpax
cneumdikauin Ta/abo AoNyCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha Adl, a6o BMXigHWUA/NPOMKHWIA
NpoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCSA Y NPOLLEC
BMPOGHMLUTBA ADI (iHLLI 3MiHWM) - HE3HAYHI 3MiHN Y
cneundoikauii A®I (MapaueTtamon), y 38 3Ky 3 NpUBEAEHHS
0o sumor EP/A®Y; 3miHn | Tuny - 3MiHa y napameTpax
cneumdikauin Ta/abo AoNyCTUMUX MEX, BUSHAUYEHUX Y
cneuudikauisix Ha Adl, abo BMXigHWUA/NPOMKHWIA
NpoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCSA Y NPOLLEC
BUPOOHMLTBA AD| (BUTYYEHHA HE3HAYHOIO NOKa3HUKa
SAKOCTi (Hanpuknaz, BUIyYeHHs 3acTapifioro nokasHuka)) -
BUNYyYeHHs 3i cneuudikayii APl (Mapavetamon) T.
"Cynbtpatn" ,"Cynbcign” ,"Xnopuamn" BignosigHo Ao Bumor
EP/A®Y; 3miHn | TNy - 3MiHa y napameTpax cneuudikadiii
Ta/abo fonycTMMNX MEX, BUSHAYEHNX Y cneumdikauisax Ha
A®I, abo BUXIQHWIA/NPOMDKHWIA NPOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NpoLeci BUpobHuuTea APl
(nonoBHeHHS cneuudikaLlii HOBUM NMOKA3HUKOM SIKOCTi Ta
BiANOBIAHVMM MEeTOA0M BUNPOOYBaHHS) - AONOBHEHHS
cneumaikalii HOBUM NOKa3HUKOM SKOCTI Ta BiAMNOBIAHUM
MeToAoM BUNpo6yBaHHA anst A®I (KodheiH 6e3BoaHMI);
3MiHM | TMNy - NOAaHHSA OHOB/IEHOTO cepTudikaTy
BignosigHocTi EP ans gitouoi peyosuHu (TeodiniH
6e3B0O/HWIA) Bif 3aTBEpA)KEHOr0 BipoOHMKa; 3MiHK | Tuny -
NnoJaHHA OHOBMIEHOro cepTudikaty BignosigHocTi EP ans
Aitoyoi peyvoBrHK (TeodiniH 6€3BOAHNMIA) Bif, 3aTBEPAXKEHOTO
BipOGHYKa

211.

TEO®EAPUH
IC®

Tabnetkun no 10
Tabnetok y
6nictepi; no 1
6nicTepy B nauui 3
KapTOoHY

ToBapucTso 3
[04aTKOBOO
BiANOBiA&bHI
CTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAALHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHKM | TUNY - BUNy4YeHHs BupobHuka APl Nantong Jinghua
pharmaceutical Co.,Ltd., India

3a
peyenmom

UA/9230/01/01

212.

TEPIOH 250

kancynu no 250 wr;
Ne50, Ne100 y
KOHTelHepi Nel

MoniH Miviteq

IHais

NMonin NMiviteq

IHgis

BHECEHHS 3MiH A0 peecTpaLiiiHux matepianis: 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
agpecy 3asiBHVKa (B1lacHMKa peecTpauiliHoro nocBigyeHHs)
(3miHa agpecy 3asBHMKA)

3a
peyerimom

UA/12386/01/01

213.

TEPIOH 250

kancynu no 250 mr
in bulk Ne 500 y
nakeTi y KOHTelHepi

NoniH NMimiten

IHais

Nionin Nimiteq,

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | TUny -
AAMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecy 3asiBHMKa (BNacHMKa peecTpauiiiHoro nocBigYeHHs)
(3miHa agpecu 3asiBHMKA)

UA/12387/01/01

214.

TEPIOH 300

kancynu no 300 mr
No50, Ne100 y

Monix NMiviteq

IHais

NMonin NMimiteq

IHais

BHECEHHS 3MiH O peecTpauiiiHnx maTepiania: 3MiHun | Tuny -
AZMiHICTpaTVBHI 3MiHX. 3MiHA HaliMeHyBaHHsA Ta/abo

3a
peyenmom

UA/12386/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
KOHTeliHepi Ne 1 afpecy 3asBHVKa (BacHWKa peecTpauiliHoro nocBigYeHHs)
(3miHa agpecu 3asBHUKA)
215. | TEPIOH 300 Kancynu no 300 mr Monix Miviteq IHAiA NMonin NMimiteq IHAis BHECEHHS 3MiH 0 peecTpavinHux matepiasnis: 3MiHn | Tuny - - UA/12387/01/02
in bulk Ne500 y AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
nakeTi y KOHTelHepi afpecy 3asiBHKKa (BNacHWKa peecTpaviliHoro nocBigyeHHs)
(3miHa agpecy 3asaBHMKA)
216. | TIOTPUASO/NIH® | po3unH AnA NAT Ykpaina MNAT "Tanuudapm” Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/2931/01/03
iH ekuiid, 50 mr/mn, "Tanuudgapm" 3MiHK | TUNy - 3MiHa nepiogy NOBTOPHUX peuyenmom
no 1 mn B amnyni, BMNpobyBaHb/nepiody 36epiraHHs abo ymoB 36epiraHHs Ad|
no 10 amnyny (3a BiACYTHOCTI y 3aTBEpXEHOMY [0CbE cepTudikara
KOHTYPHiIl BiANOBIgHOCTI E€Bponeiickkili hapmakonei, Lo BKIoYae
YapyHKOBIli nepiog, NOBTOPHOrO BUNPOGYBaHHS) - 36inbLUeHHs abo
ynakosui, no 1 BBE/AEHHA Nepioay NOBTOPHOrO BUNPOGYBaHHs/Nepioay
KOHTYPHiIl 36epiraHHa Ha OCHOBI pe3y/bTaTiB AOCNILKEHb Y
YapyHKOBIl peasibHOMy yaci
ynakoBLi B nau;
no 2 mn B amnyni,
no 10 amnyny
KOHTYpHIl
YapyHKOBIli
ynakosLi, no 1
KOHTYpHIl
YapyHKOBIl
ynakoBLji B nayLi
217. | TIOTPUASONIH® | po3unH Ans NAT Ykpaina NAT "Tanuudapm” Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/2931/01/02
iH'eKUil, 25 mr/mn "Tannudapm” 3MiHV | TNy - 3MiHa nepioAy NOBTOPHUX peyenmom
no 2 mn B amnysi BMNPOGYBaHb/nepiogy 36epiraHHA abo ymoB 36epiraHHs Ad|
Ne 10 (10x1) B (3a BiACYTHOCTI y 3aTBEpIXEHOMY [OCLE cepTudikara
KOHTYPHUX BiANoBigHOCTI EBponeiickkili hapmakonei, Lo BKIoYae
YapyHKOBMX nepiof NOBTOPHOTO BUNPOOGYBaHHS) - 36i/1bLLIEHHS abo
ynakoBkax, no 4 mn BBEJleHHA nepioay NOBTOPHOrO BUNPOobyBaHHs/Nepiogy
B amnyni Ne 10 36epiraHHa Ha OCHOBI pe3ynbTaTiB AOC/IKEHb Y
(5X2) B KOHTYPHUX peasibHOMY Yaci
YyapyHKOBUX
ynakoBkax
218. | TPABA BIMHVKA | TpaBa (cybcTaHuis) TOB "HBK YkpaiHa TOB "HBK "Ekochapm" YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: - UA/13368/01/01
HA3EMHOIo y MilLKax ans "Ekocpapm” 3MiHK | TNy - 3MiHa y MeTogax BunpobysaHHA A®l abo
BMPOGHULTBA BUXiAHOrO Marepiany/npomMiKHOr0 NPOAYKTy/peareHTy, Lo
HecTepusbHNX BMKOPWUCTOBYETLCSA y Npoueci BUPobHMLUTBa APl — BHECEHHS
nikapcbkux hopm He3Ha4yHWX 3MiH y meTogax BunpobysaHHA API n. «KinbkicHe
BM3HAUYEHHS1 h1aBOHOIAIB» Ta M. «Ki/lbKiCHEe BU3HAYEHHS
Kap6OHOBUX KNCNOT»
219. | TPABA LWYYKHN Tpasa (cybcTaHLuis) TOB "HBK Ykpaina TOB "HBK "Ekochapm” Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/13369/01/01
DEPHUCTOI y Milkax ans "Ekochapm"” 3MiHM | TRy - 3mMiHa y meTtogax BunpobysaHHA APl abo

BMPOGHMLTBA
HecTepubHNX
nikapcbknx hopm

BWXiAHOrO Marepiany/npomiKHOro NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCS Y Npoueci BUPoOHMLTBA APl — BHECEHHS
He3HauyHMX 3MiH y meTogax BunpobysaHHa APl n. «KinbkicHe

BM3HAYEHHs1 p/1aBOHOIAIB» Ta N. «KislbKicHe BU3HAYEHHS
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
Kap6OHOBMX KNCNIOT»
220. | TPAXEHTA® TabneTku, BKpUTI BepiHrep HimeyuunH BUPOBHULTBO, NEPBUHHE cuwA/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/13236/01/01
NNiBKOBOKO IHrenbxanm a Ta BTOPUHHE NakyBaHHS, HimeuunHa 3MiHu | TUNy - 3MiHa Nepiogy NOBTOPHUX peyernmom
060/10HKOI0, N0 5 Mr IHTepHeLwwH KOHTPO/Ib SKOCTi, BUMYCK BMNpobyBaHb/nepiogy 36epiraHHs abo ymoB 36epiraHHs Ad|
no 10 TabneTtok y 6X cepii: bepiHrep - 36i/bLLUEHHS Nepiofy NOBTOPHOro BUNpobyBaHHA Ad|
6nicTepi; no 3 IHrenbxaiim PokcaH IHK., NiHarninTMHY Ha OCHOBI AOCIMKEHb Y PpeasibHOMY Yaci
6nictepu B CLUA; BTOpUHHE
KapTOHHI KOpooLi nakyBaHHS Ta BUMYCK
cepii: bepiHrep
IHrenbxaiim ®apma Mv6X i
Ko.KI', HimeyuunHa
221. | TPAUPEMON H cupon no 100 mn, TOB Ykpaina TOB "XapkiBcbke Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/13900/01/01
no 200 mny "XapkiBcbke hapmaueBTUyHe 3MiHM | TUNY - BBEAEHHSA ab0 3MiHW [0 y3ara/iBHEHUX JaHux | peyernmom
hnakoHi i3 hapmaueBTny nignpruemcTBeo "340p0oB's npo cuctemy hapmMakoHarnsgy (BKIovaoUm KOHTaKTHI AaHi)
L,03YH0UMM He Hapoay" Ta/abo 3MiHM Y po3MiLLEeHHiI MacTep-haiina cuctemm
npucTpoem, Ne 1 B nignpremMcTeo chapmakoHarnsgy
Kopoobui "300p0B'A
Hapoay"
222. | TPAMALON-3H pO34nH ons TOB Ykpaina TOB "XapkiBcbke Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/12470/01/01
iH'eKUilA, 50 mr/mn "Xapkiscbke hapmavueBTuyHe 3MiHM | TUNY - BBEAEHHA ab0 3MiHM [0 y3arasibHEHUX JaHux | peyernmom
no 1 mn a6o no 2 hapmaueBThy nignNprueMcTBO "340p0B's npo cuctemy hapMakoHarnisay (BKIHYaoUmM KOHTaKTHI AaHi)
M1 B amnynax Ne 5 He Hapoay" Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina cucremu
(5x1), Ne 10 (5x2) y niANPMEMCTBO hapmakoHarnsgy
6nictepax "3[0p0B's
Hapogy"
223. | YPO-BAKCOM Kancysm no 6 mr no AcTtennac HigepnaH OM dapma CA LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/12599/01/01
10 kancyny dapma HOpon an 3miHu |l TMny - 3MiHa po3mipy cepii (BkoYalouu fianasoHu) | peyenmom
6nictepi; no 3 B.B. A®| abo NpoOMXKHOro NPOAYKTY, SAKNIA 3aCTOCOBYETLCS Y
6nictepu y npoueci BupobHuLTea APl (3MiHa, Lo noTpebye AOBEAEHHSN

KapTOHHI KOpooLi

MOPIBHAHHOCTi aKTVBHOT PEYOBUHN
6i0N0rivYHOro/iMyHO/OMNYHOrO NOXOMKEHHS); 3MiHM Il TUNy -
3MiHM BUNpo6yBaHb abo AONyCTUMMX MEX Y NPoLEeCi
BMPO6HMLTBa ADI, L0 BCTAHOB/EHI y cneuudikavisx
(pO3LWMpPEeHHs 3aTBEPMKEHNX AONYCTUMUX MEX Y MPOLIECi
BMPOGHULTBA A/151 MOKA3HVIKIB, SKi MOXYTb ICTOTHO BNVHYTW
Ha skicTb A®Il) — 3miHun y nigposgini 3.2.S.2.2.0nuc
BMPOGHNYOro NpoLecy Ta Noro KOHTPO/I0, 30KPeMa He3HauHi
3MiHV TemnepaTypu Ta TUCKY y Npoueci BUpOGHULTBA, L0
06yMOB/IEHO 36iMbLUEHHSAM PO3Mipy cepii; 3MiHu |l Tuny -
3MiHM B npoveci BUpo6bHuuTea AP (3MiHa CTOCYETbCA
aKTVBHOI pe4YOBMHY 6i010rNYHOr0/iMyHONOrYHOrO
NOXOKEHHSI ab0 BUKOPUCTaHHS XiMiYHUX AdD| y
BMPOBGHULITBI NiKapCbKOro 3acoby
6i010r4YHOro/iMyHOMOrYHOTO NMOXOKEHHS, Sika MOXe MaTu
3HaYHWI BMN/IMB Ha SKICTb, 6e3MneKy Ta eqDeKTUBHICTb
niKkapcbKoro 3acoby, i He CTOCYETbCA MPOTOKONY) —
BBEJEHHS HOBOro ob/1agHaHHsa A5 niodgoinisauii Ta
NPOCit0BaHHA aKTMBHOI PEYOBWHM, LLIO 06YMOB/IEHO
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
306i/IbLLUEHHSIM PO3Mipy cepil
224. | YPO-BAKCOM Kancysm no 6 mr no AcTtennac HigepnaH OM dapma CA LLiBeiiapis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/12599/01/01
10 kancyn y Papma HOpon an BMMNpPaB/IEHHS TEXHIYHOI MOMW/IKW B IHCTPYKLi AN peyenmom
6nicTepi; no 3 B.B. MeJMYHOro 3acToCyBaHHsA y po3aini "BupobHuk"
6nictepn y
KapTOHHI Kopoo6Lli
225. | YPOMNPEC® Kpanni HasaslbHi, NAT Ykpaina MAT "®apmak” Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/6944/01/01
0,1 mr/mn no 2,5 mn "®apmak” 3MiHu | TUNy - 3MiHa y MeToAax BUnpobyBaHHSA rOTOBOro peyernmom
abono5wmny nikapcbKoro 3acoby (iHwi 3MiHM y MeTodax BUNpobyBaHb
chnakoHi; no 1 (BKNKOYAKOUM 3aMiHY @60 [LOMOBHEHHS))
hnakoHy B nauu,i 3
KapToHY
226. | YPOMNPEC® cnpeii HazasIbHUiA, NAT Ykpaina MAT "®apmak” Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/6944/02/01
0,1 mr/mn no 2,5 mn "®apmak” 3MiHM | TUNY - 3MiHa y MeTofax BUNpobyBaHHS roToBOro peyenmom
abono5mny nikapcbKoro 3acoby no po3giny "KisbkicHe BU3HAYeHHS.
chnakoHi; no 1 BeH3asikoHito xnopug”
hnakoHy B navi 3
KapTOHY
227. | ®EPPYM JIEK pOo34nH ons CaHpo3 CnoseHis Nex dapmaneBTUYHA CnoBeHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/9347/01/01
iH'ekyjiii, 100 mr/2 dapmacbHoTikK KOMnaHisa g.4a. 3MiHK | TUNy - 3MiHa y MeToAax BUNpobyBaHHSA rOTOBOro peyernmom
M no 2 Mn B ans a.a. NikapcbKoro 3acoby (Hes3HayHa 3MiHa Y 3aTBepaKeHNX
amnyni; no 5 amnyn MeToAax BUNpobyBaHHS)
y 6nicTepi; no 1
6nictepy y
KapTOHHI kopobuyj;
no 2 M1 B amnyni;
no 10 amnyny
6nictepi; no 5
6nictepiB y
KapPTOHHI KOpooU;i
228. | ®NYTFECIK Kancynu, no 100 mr | JloniH NimiTes IHais Monin Nimiteq, IHais BHECEHHS 3MiH 0 peecTpaLiiiHux Matepianis: 3MiHu | TUNY - 3a UA/13465/01/01
no 10 kancyny AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
6nicTepi; no 1 abo afpecy 3asBHVKa (BnacHWKa peecTpauiliHoro nocBigYeHHs)
no 3 6nictepa y (3miHa agpecu 3asaBHUKA)
KapTOHHI kopobuyj;
no 500 kancyny
GaHLui
229. | ®TYKOHA3ON - po34nH ans MpAT Ykpaina MpAT "®apmaueBTuyHa Ykpaina BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3a UA/14391/01/01
AAPHMUA iHdpysii, 2 mr/mn no "apmaueBTu thipma "OapHuus” 3MiHu | TUNY - NnogaHHA HoBoro ceptudiikata R1-CEP 2009- | peyenmom
100 mn y dhnakoHax YyHa hipma 075-Rev 00 Big, BXe 3aTBEpAXEHOro BUPOBGHMKa, 3MiHa
Ne 1, y donakoHax "fapHuus” afipecyt BUPOGHWYOI finbHNLi 6e3 3MiHN MicLs BUPOGHMLTBA.
Ne 1 B nayui BBepaeHHA 3MiH NpoTAromM 6-Tu micauiB nicns
3aTBEPAKEHHSA
230. | PNIYUAP®- Kpem, 1 mr/rno 15 MpAT Ykpaina MpAT "®apmaveBTuyHa YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3a UA/6215/01/01
AAPHNLA y Ty6i; no 1 Ty6i B "®GapmaueBTu thipma "OapHuus” BUNPAaB/IEHHA TEXHIYHWUX NOMU/IOK Y MeToZax KOHTPOSI0 peyenmom
nauui YyHa hipma SAKOCTi y po3aini «Cknag»
"dapHnusa"
231. | ®PIHO3AK Tabnetku no 150 mr €Bpo Benuvka S AC NimviTeq, IHais BHECEHHS 3MiH [10 PEECTPALiiHUX MaTepiasiB: NpUBeAEHHS 6e3 UA/5495/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
Ne 1 (1x1) y Navicokep Nt | BputaHis y BifnoBigHICTb A0 peecTpauiiHNX MaTepiaiB peyenma
6nictepax HanMcaHHA YMOB BifnycKy nikapcbKoro 3aco6y B Hakasi
MOS3 Ykpaiuun
Ne 1019 Big 29.12.2014 B NpoLeci BHECEHHS 3MiH (3MiHa
MiCLLe3HaxX0MKeHHSI BUPOOHMKa, 6€3 3MiHU MicLs
BMPOGHMLTBA), PefakLis B HaKasi — 3a peLenTom;
3aTBEPAXEHO pefakLiio — 6e3 peuenTta
232. | POPTYM™ NOPOLLOK A/1A nakcoCmiTKn Benuka nakcoCmiTKnsiiH ITania BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/1636/01/01
po34nHYy AN anH Ekcnopt BputaHis MaHydaktypuHr C.n.A. 3MiHM | TUNY - NoAaHHA OHOBNeHoro cepTudiikata R1-CEP peyenmom
iH'ekujn no 500 wr, NimiTen 2004-306-Rev 01 Bif BXe 3aTBEPMAXEHOr0 BUPOOHUKA
1 cpnakoH 3
MOPOLLKOM Y
KapPTOHHI KOpooL;i
233. | ®POPTYM™ NOPOLLOK A/1A nakcoCmiTKn Benuka nakcoCmiTKnsinH ITanisa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/1636/01/02
po3unHy AN anH Ekcnopt BputaHis MaHydakTypuHr C.n.A. 3MiHM | TUNY - NoAaHHA OHoBNeHoro cepTudiikata R1-CEP peyenmom
iHekuimnolr, 1 Nimiteq 2004-306-Rev 01 Bif BXe 3aTBEPIAXEHOr0 BUPOOHUKA
hNakoH 3
MOPOLLKOM Y
KapPTOHHI KOpoOLj
234. | POPTYM™ NOpPOLLOK A/1A nakcoCmiTKn Benuvka nakcoCmiTKnsaiiH ITania BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/1636/01/03
PO3UnNHY AN SH EkcnopT BpwvTaHis MaHydaktypuHr C.n.A. 3MiHK | TUNY - NOA4AaHHS OHOBNEHOTO cepTudiikata R1-CEP peyenmom
iH'ekyiimo2r, 1 Nimiten 2004-306-Rev 01 Bif BXe 3aTBEPAXEHOT0 BUPOOHUKA
hnakoH 3
MOPOLLKOM Y
KapPTOHHI KOpo6Lj
235. | XOHAPOITUHOB | mMa3b 5% no 251y TOB "AKnM Ykpaina TOB "OKnM YkpaiHa BHECEHHS 3MiH O peecTpauiiiHnx maTepiania: 3MiHun | Tuny - 6e3 UA/6983/01/01
A MA3b Tyb6ax Ne 1y naukax | "dapmauesTu "®apmaueBTUyHa AAMIHICTPaTUBHI 3MiHW. BuyuyeHHsI BUPO6HUYOI AinbHUL peyenma
YyHa thabpuka" habpuka” (Bkntovaroum ginbHNL Ans A®l, NpoMixXHOro NpoaykTy a6o
rOTOBOrO /iKapCbKOro 3acoby, AiNbHUL 418 NPOBEAEHHS
nakyBaHHs, BUPOGHMKa, BifNoBigasIbHOTO 3a BUMYCK Cepil,
MicLie NpoBeAeHHs KOHTPOIO cepii) abo nocTavasbHKKa
BUXiHOrO Marepiasy, peareHTy abo AONOMDKHOI peYOBUHM
(AKLLO 3a3HaYEeHO Y A0CHE) (BUTYYEHHS BUPOOHUYOI
[OiNbHUL TOTOBOrO NiKapCbKoro 3acoby Ta, siKk Hacnifok,
BW/TYYEHHA MapKyBaHHSA 415 Ai/IbHWLi FOTOBOTO /liKapCbKOro
3acoby TOB «[KIM «dapmareBTnyHa habprka»
YKpaiHa, 10014, m. XXutomup, By/1. JIEpPMOHTOBCbKa, 5)
236. | XYMY/IH M3 cycneHsis gns Ninni ®paxHc ®paHuis Ninni ®paHc dpaHuis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/8567/01/01
iH'ekyin, 100 MO/mn 3MiHW, L0 NOTPe6Y0Th HOBOT peecTpav,ii - 3MiHa BEKTOpa, peyenmom

no3,0mny
KapTpumkax Ne 5;
no 3,0 mny
KapTpuKax,
BKNAAEHUX y
Lunpmu-py4Ky
KsiklMeH Ne 5

AKUIA BUKOPUCTOBYETLCS A/19 BUPOOHMLTBA aHTUreHa abo
BMXiAHOr0 Marepiasy, BKIOYaUy HOBWI roNI0BHNI H6aHK
KMITWH Bif HLIOro Mxepena, SKWO0 XapakTepucTuku, ki
BM3HAYaloTb CMiBBIAHOLLIEHHS KOPUCTbL/PU3NK, CYTTEBO He
BiAPI3HAOTLCSA Bif, 32PEECTPOBAHNX: 3MiHA Y TO/TOBHOMY
6aHKy K/TITUH - HOBa eKcrpecyroya KoHCTpykuis E.coli, wo
3a6e3neyye BuaaneHHs HebesneyHoro marepiany,
6pPOMUCTOrO LmaHoreHy, Ta 6inbll ed)eKTUBHOI ekcnpecii
NpeKypcopy iHCyniHa NoAnHU. B pamkax BuLLe3a3Ha4YeHoro
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n/n

JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka
¢hopma, ynakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

KpaiHa
BUPOOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2

237.

XYMYNIH M3

cycneHsis ans

BiAGY/IMCb HACTYMHI 3MiHW Yy BUPOGHNYOMY MPOLECI:
KBaUslihikoBaHO HOBUIA FTONTOBHUIA GaHK KMITUH, LLLO HE MICTUTb
HOBWIA MaTepiasT TBAPMHHOTO MOXOMXEHHS Ta PO60YOro
6aHKy KNiTWH, WO MICTATb HOBY MP npoiHcyliHOBY
KOHCTPYKLIit0; BBEAEHO (hyHKLiS 3aMOPOXyBaHHS Ta
36epiraHHs rpaHyIbOBaHO KOHLEHTPATY; BUK/IIOUEHEHO
cTagisf po3LLensieHHss 6pOMUCTOro LiMaHoreHy; AoAaHo
cTagjto npouecy Ansa hepmMeHTaTVBHOrO BUuganeHHs MP-
CUTHaUIbHOI NOCNIJOBHOCTI; OHOB/IEHO 3arasibHa cTapaTeris
KOHTPOJII0, BK/TKOHAI0UN KPUTUYHI TEXHOOTIYHI napameTpu Ta
NPOMiXHI cnevumdikayii. TakoX BHECEHi 3MiHW Y cucTeMy
ynakoBka/yKynopka Ta TepmiH npugaTtHocTti A®|

0 NMNocBI0OYEeHHS

238.

XYMYNIH HAX

iH'ekyiit, 100 MO/Mn
inbulk: no3mny
KapTpuaxax rno 325
abo 330
KapTpuaXiB y
noTkax

Ninni ®paHc

®paHuia

Ninni ®paHc

®paHuis

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHK, L0 NOTPebyloTb HOBOT peecTpauil - 3MiHa BeKTopa,
AKUIA BUKOPWCTOBYETLCA A/19 BUPOBGHMLTBA aHTUreHa abo
BMXi4HOr0 Marepiasy, BKOUaUy HOBWIA roN0BHNI 6aHK

KNITWH BiA IHWOrO mxepena, KLU0 XapakTepucTukm, ski
BM3HAYal0Tb CMIBBIAHOLIEHHS KOPUCTL/PU3NK, CYTTEBO HE
BiPi3HAIOTLCSA Bif 3aPEECTPOBAHNX: 3MiHA Y TO/IOBHOMY
6aHKy KIITUH - HOBa ekcnpecyya KoHCTpykuis E.coli, wo
3ab6e3neyye BUAANIEHHS] HEGE3MeYyHoro marepiany,
6pOMUCTOro LmaHoreHy, Ta 6inbll edheKTUBHOI ekcnpecii
npeKypcopy iHCcyniHa NoAuHU. B pamkax BuLLe3a3HauyeHoro
BiAGYIMCb HACTYMHI 3MiHN Yy BUPOGHMYOMY MPOLECI:
KBaUTihikoBaHO HOBWIA FTOMTOBHUIA GaHK KAITUH, LLO HE MICTUTb
HOBWIA MaTepiasT TBAPMHHOTO MOXOMXEHHS Ta pO60YOro
6aHKy KNiTWH, WO MICTATb HOBY MP npoiHCcyliHOBY
KOHCTPYKLit0; BBEAEHO (DYHKLIISi 3aMOpOXYBaHHS Ta
36epiraHHsA rpaHyIbOBaHO KOHLEHTPATY; BUK/TIOYEHEHO
CTagjis po3LLensieHHst GPOMUCTOrO LMaHoreHy; oAaH0
cTagjto npouecy Ans hepMeHTaTVBHOIO BuaneHHs MP-
CUrHasIbHOI MOC/iJOBHOCTI; OHOB/IEHO 3arasibHa cTapareris
KOHTPO/I0, BKOYAI0UM KPUTUYHI TEXHOOTIYHI napamMeTpu Ta
NPOMXKHI cneuudikauii. Takox BHECEHI 3MiHW Y cucTemy
ynakoBka/yKynopka Ta TepmiH npugartHocti APl

UA/8568/01/01

cycneHsisa ans
iH'ekujin, 100 MO/mn
no 3 MN y CKNAHOMy
KapTpuaxi; no 5
KapTpuaxis y
KapTOHHI navui; no
3 M1y CKIsSHOMY
KapTpuaxi; no 1
KapTpuaxy y
LINpUL-pyyL
KBikleH; no 5
LUNPULL-PYYHOK Y

KapTOHHIM nayui

Ninni ®paHc

®paHuina

Ninni ®paHc

®paHuis

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:
3MiHW, L0 NOTPeObY0Th HOBOT peecTpav,ii - 3MiHa BEKTOpa,
AKUIA BUKOPUCTOBYETLCS A/19 BUPOOHNLTBA aHTUreHa abo
BMXiAHOrO Marepiasy, BKIoYaoUy HOBWI rofI0BHNI 6aHK

KNiTVH Bif IHWOro mxepena, AKLWOo XapakTepucTuku, sKi
BM3HA4aloTb CMiBBIAHOLIEHHA KOPUCTL/PU3UK, CYTTEBO He
BiAPI3HAIOTLCSA Bif, 3aPEECTPOBAHNX: 3MiHA Y TO/TOBHOMY
6aHKy KTITUH - HOBa eKcrpecyroya KoHCTpykuis E.coli, wo
3a6e3neyye BuaaneHHs HebesneyHoro marepiany,
6pOMUCTOrO LmaHoreHy, Ta 6inbll ed)eKTUBHOI ekcnpecii
npekypcopy iHCyniHa NioguHn. B pamkax BuLLe3asHa4yeHoro
BiAOYNNCb HACTYMNHI 3MiHW Y BUPOGHUYOMY MPOLLECI:

3a
peyerimom

KBaNichikoBaHO HOBMIA TONI0BHUI GaHK KNITUH, LLO HE MICTUTb

UA/8569/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka
¢hopma, ynakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

KpaiHa
BUPOOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

HOBWIA MaTepias1 TBAPMHHOTO MOXOMKEHHSA Ta po604Oro
6aHKy KNiTWH, WO MICTATb HOBY MP npoiHcyniHoBY
KOHCTPYKLit0; BBEAEHO (DYHKLIIS 3aMOPOXYBaHHA Ta
36epiraHHA rpaHyIbOBaHO KOHLEHTPATY; BUK/THOYEHEHO
cTagis posLLensieHHss 6POMUCTOrO LMaHoreHy; oAaHo
CTajjlo npouecy Ans hepmeHTaTuBHOrO BUganeHHss MP-
CUrHaJ1bHOI MOC/iJOBHOCTI; OHOB/IEHO 3arasibHa cTapareris
KOHTPO/II0, BK/TKOHAIOUN KPUTUYHI TEXHOMOTIYHI NapameTpu Ta
NPOMXKHI cneundikauii. Takox BHECEHI 3MiHW Y cnuctemy
ynakoBKa/yKynopka Ta TepMiH npugartHocTi Ad|

239.

XYMYNIH HNX

cycneHsis ans
iH'ekyin, 100 MO/mn
in bulk: ro 3 mny
CKNSAHOMY
KapTpuaxi, no 325
a6o 330
KapTpuaxis y
noTkax

Ninni ®paHc

PpaHuis

Ninni ®paHc

PpaHuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHK, WO NOTPebyoTb HOBOI peecTpauil - 3MiHa BEKTOPa,
AKUI BUKOPUCTOBYETLCSA A/19 BUPOOHMLTBA aHTUreHa abo
BMXiAHOr0 Matepiasy, BK/HOUaKUM HOBWI rON0BHNIA GaHK

KMITWH Bif IHLLOrO MKepena, SKWO XapakTepucTukn, ski
BM3HaYaloTb CMiBBIAHOLLIEHHS KOPUCTL/PU3NK, CYTTEBO He
BiAPI3HAOTLCA Bif, 3apeECTPOBaHMX: 3MiHa Y TO/IOBHOMY
6aHKy KiTUH - HOBa eKcrpecyroya KoHCTpykuis E.coli, wo
3abe3neyvye BuganeHHs HebesneyHoro matepiany,
6pOMUCTOrO LmaHoreHy, Ta 6inbLl eddekTUBHOI ekcnpecii
npekypcopy iHCyniHa NioguHn. B pamkax BuLLe3asHa4yeHoro
BiAGYIMCb HACTYMHI 3MiHW Yy BUPOGHMYOMY MPOLECi:
KBaUslihikoBaHO HOBUIA FTO/IOBHUIA GaHK KMITUH, LLO HE MICTUTb
HOBWI MaTepian TBapUHHOTO NMOXOMKEHHS Ta pobo4oro
6aHKy KNiTWH, WO MiCTATb HOBY MP npoiHcyliHOBY
KOHCTPYKLIit0; BBEAEHO (hyHKLiA 3aMOPOXyBaHHS Ta
36epiraHHs rpaHyIbOBaHO KOHLEHTPATY; BUK/IIOYEHEHO
cTagif po3LLensieHHss 6pOMUCTOro LMaHoreHy; oAaHo
cTagjto npouecy Ans hepmMeHTaTUBHOrO BuganeHHs MP-
CUTH&JTbHOI NOCNIAOBHOCTI; OHOB/IEHO 3arasibHa cTapaTeris
KOHTPOJII0, BK/TKOHAIOUN KPUTUYHI TEXHOMOTIYHI napameTpu Ta
NPOMiXHI cnevumdikayii. TakoX BHECEHI 3MiHU Y cucTeMy
ynakoBka/ykynopka Ta TepmiH npugaTtHocTti A®|

UA/8570/01/01

240.

XYMYNIH
PErynsap

pO34nH Ana
iH'ekuiii, 100 MO/mn
inbulk: no3mny
CKNISAHOMY
KapTpuaxi, no 325
a6o no 330
KapTpuaxis y
noTkax

Ninni ®paHc

PpaHuis

Ninni ®paHc

PpaHuis

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHK, WO NOTpebyloTb HOBOT peecTpaLii -3mMiHa BekTopa,
AKWIA BUKOPUCTOBYETLCA A/151 BUPOBGHMLTBA aHTUreHa abo
BMXiQHOr0 Marepiasy, BKIOUaUy HOBWI roN0BHNI 6aHK

KNITVWH BiA IHWOro mxepena, SKLWO0 XapakTepuCTUKm, siki
BM3HA4aloTb CMiBBIAHOLLEHHS KOPUCTL/PU3UK, CYTTEBO HE
BiPi3HAOTLCA Bif, 3apeeCTPOBaHMX: 3MiHa Y TO/IOBHOMY
6aHKy KIITUH - HOBa ekcnpecyoya KoHCTpykuis E.coli, wo

3ab6e3neyye BUAAIEHHS] HEGE3MEeYHOro martepiany,
6pOMUCTOro LmMaHoreHy, Ta 6inbll edheKTUBHOI ekcnpecii
npekypcopy iHCcyniHa NoAnHU. B pamkax BuLLe3asHauyeHoro
BiAGYIMCb HACTYMHI 3MiHW Yy BUPOGHMYOMY MPOLECi:
KBaUTidhikoBaHO HOBUIA FTOMTOBHUIA GaHK KMITUH, LLIO HE MICTUTb

HOBWIA MaTepias1 TBAPMHHOTO MOXOMXEHHS Ta PO60YOro

6aHKy KNiTWH, WO MiCTATb HOBY MP npoiHcyliHOBY

UA/8572/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka
¢hopma, ynakoska)

3assHUK

KpaiHa
3asB8HUK
a

Bupo6Huk

KpaiHa
BUPOOGHUK
a

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 rnocsio4eHHs1

KOHCTPYKLit0; BBEAEHO (DYHKLIISi 3aMOPOXYBaHHS Ta
36epiraHHsA rpaHyIbOBaHO KOHLEHTPATY; BUK/TIOYEHEHO
cTafia posLuenneHHs 6pOMUCTOro LiaHoreHy; 4oAaHo

cTagito npouecy Ans hepmMeHTaTVBHOIO BuganeHHs MP-
CUrHasIbHOI MOC/iJOBHOCTI; OHOB/IEHO 3arasibHa cTapareris
KOHTPO/I0, BKOYA0UM KPUTUYHI TEXHOOTIYHI napamMeTpu Ta
NPOMKHI cneuudikauii. Takox BHECEHI 3MiHW Y cucTemy
ynakoBka/yKynopka Ta TepMiH npugartHocTi APl

241.

XYMYNIH
PErynsap

po3uunH ans
iH'ekuii, 100 MO/mn
no3mny
KapTpukax Ne 5;
no3mny
KapTpuKax,
BKNAAEHUX y
Lnpuuy-py4ky
KgikMeH Ne 5

Ninni ®panc

®paHuisa

Ninni ®paHc

®paHuis

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHW, L0 NOTPeObY0Th HOBOT peecTpaw,ii - 3MiHa BEKTOpa,
AKUIA BUKOPUCTOBYETHLCS A/19 BUPOOHMLTBA aHTUreHa abo
BMXiAHOr0 Marepiasy, BKIoYaUy HOBWI roNI0BHNI 6aHK

KMITWH Bif HLIOro Mxepena, SKWO0 XapakTepucTuku, ki
BM3HAYaloTb CMiBBIAHOLLIEHHS KOPUCTL/PU3NK, CYTTEBO He
BiAPI3HAOTLCSA Bif, 32PEECTPOBAHNX: 3MiHA Y TO/TOBHOMY
6aHKy K/TiITUH - HOBa eKcrpecyroya KoHCTpykuis E.coli, wo

3a6e3neyye BuAaneHHs HebesneyHoro marepiany,
6pPOMUCTOrO LmaHoreHy, Ta 6inbll ed)eKTUBHOI ekcnpecii
npeKypcopy iHCyniHa NoAnHU. B pamkax BuLLe3asHa4yeHoro
BiAOYNNCb HACTYMNHI 3MiHW Y BUPOGHUYOMY MPOLLECI:
KBaUuTihikoBaHO HOBUIA FTONOBHUIA GaHK KAITUH, LLO HE MICTUTb
HOBWIA MaTepias1 TBAPMHHOTO MOXOMKEHHS Ta pO60YOro
6aHKy KNiTWH, WO MICTATb HOBY MP npoiHcyniHoBY
KOHCTPYKLit0; BBEAEHO (DYHKLIIS 3aMOPOXYBaHHA Ta
36epiraHHA rpaHyIbOBaHO KOHLEHTPATY; BUK/TIOYEHEHO
cTagis po3LLensieHHss 6POMUCTOrO LMaHoreHy; oAaHo
cTagilo npouecy Ans hepmeHTaTMBHOrO BUganeHHss MP-
CUrHaJ1bHOI MOC/iJOBHOCTI; OHOB/IEHO 3arasibHa cTapareris
KOHTPO/10, BK/TKOHAIOUN KPUTUYHI TEXHOMOTIYHI NapameTpu Ta
NPOMXKHI cneundikauii. Takox BHECEHI 3MiHW Y cnuctemy
ynakoBKa/yKynopka Ta TepMiH npugartHocTi Ad|

3a
peyerimom

UA/8571/01/01

242,

LEENECTO/AEPM-
B® 3
rAPAMILIMHOM

Kpem 30 ry Ty6ax
Ne 1

LWepiHr-Mnay
CeHtpan lct
Al

LLiBeiiuapi
A

LUepiHr-Mnay Nla6o H.B.

Benbrisa

BHECEHHS 3MiH 0 peecTpaviiiHux matepiasnis: 3MiHu | TUNY -
3MiHM 3 SIKOCTi. [OTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnoptoBabHuii 3aci6. 3MiHa po3mipy
ynakoBKM1 rOTOBOTO /TiKapPCbKOro 3acoby (BUMyYeHHS

yMakoBKM MEBHOT0 PO3Mipy) (BUTYYEHHS PO3Mipy YMakoBKM
no 15 r y Ty6i 3 BignoBigH1MM 3MiHaMK y p. "Ynakoska")
(TepmiH BBEAEHHS 3MiH MPOTAroM 3-X MicsLiB nicns
3aTBEPAKEHHS)

3a
peyenmom

UA/3403/01/01

243.

LIENECTOAEPM-
B® 3
rAPAMILIMHOM

Ma3bno 30ry
Ty6ax Ne 1

LWepiHr-Mnay
CeHtpan Ict
Al

LLiBeiiuapi
A

LWepiHr-MNnay /1a6o H.B.

Benbris

BHECEHHS 3MiH 0 peecTpaviiiHux matepianis: 3MiHu | TUny -
3MiHu 3 sikocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHMIA 3aci6. 3miHa po3mipy
yNakoBKM rOTOBOTO /1iKapCbKOro 3acoby (BUnyYeHHS

yMakoBKW MNEBHOr0 PO3Mipy) (BUYYEHHS PO3MIPY YNakoBKM
no 15 r y Ty6i 3 BignoBigH1Mu 3miHaMmun y p. "YnakoBka")
(TepmiH BBEAEHHS 3MiH MPOTAroM 3-x MicsLiB nicns
3aTBEPKEHHS)

3a
peuyenmom

UA/3403/02/01

244,

UETPUNEB HEO

Tab1eTKN BKPUTI

eTepo /1a63

IHais

eTepo /1a63 JlimiTeq

IHais

BHECEHHS 3MiH 40 peeCcTpaliiHnX MaTepiasiB: 3MiHu | Tuny -

6e3

UA/15063/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
NAiBKOBOO Niviteq AAMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BW likapCbKoro 3acoby peyenma
060/10HKOI0, N0 5 (6yno - TA3SWH); 3miHun | Tuny - 3MiHK 3 AkocTi. FoToBWIA
mr, no 10 TabneTok nikapcbkuii 3aci6. Cuctema KoHTelHep/3aKynoproBasibHUIA
y 6nictepi; no 1 abo 3aci6. 3MiHa po3mipy ynakoBKu roTOBOro /ikapcbKoro 3acoby
3 6nictepu B (3MiHa KinbkocTi ogvHMLb (Hanpukiad TabneTok, aMmnyn
KapTOHHiiA KopobLj; TOLLO) B yNakoBLj) - 3MiHa no3a Ajana3oHoM 3aTBepAKeHNX
no 1 6nictepy y pO3MipiB ynakoBkn (BBeAEHHS A0AATKOBOI ynakoBku no 10
KapTOHili kopobL, Tabnetok y 6nictepi no 1 6nictepy y kKapToHiii kopobLi, no
no 10 KapTOHHUX 10 KapTOHHKX KOPOBOK Y KapTOHHiIK kopobui (Ne100
KOPOGOK y (10x1x10), 3 BigNOBIAHNMM 3MIHAMU Y P. «YNAKOBKa».
KapTOHHI KopooLi MepBYHHWIA NaKyBasibHUIA MaTepian He 3MiHWBCS)
Ne100 (10x1x10)
245. | UE®TPUAKCOH- | nopoluok ans MpAT YkpaiHa MpAT "®apmaueBTuyHa YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/6340/01/01
OAPHMLUA pO34nHYy ANns "bapmaueBTu thipma "OapHuus” 3MiHM | TUny - 3MiHa napameTpiB cneyudikayiin Ta/abo peuyenmom
iH'ekuinno 0,5ry YyHa hipma O0NYyCTUMUX MEX rOTOBOTO /iKapCbKOro 3acoby; CynyTHSA
honakoHax Ne 1y "fapHuus" 3MiHa: 3MiHa y MeToAax BUNpo6yBaHHSA roTOBOro
nauui, Ne 5 (5x1) y nikapcbKoro 3acoby (iHwWi 3MiHW y MeTogax BunpobysaHb
KOHTYPHUX (BKNtoyatoun 3amiHy abo [AO0MNOBHEHHS)); 3MiHW | TUMy - 3MiHa
YapyHKOBUX y napameTpax crneumdikayiin Ta/abo fonycTUMUX Mex,
ynakoBkax y naui, BM3HAYeHUX y cneyudikauisx Ha A®l, abo
Ne 40 y Kopobui; y BUXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, Lo
honakoHax Ne 1y BVKOPVCTOBYIOTLCSA Y npoueci BupobHuutea A®l; cynyTHs
KOMMNNEKTI 3 3MiHa: 3MiHa y MeToaax BunpobysaHHsA APl abo BMXiAHOTO
PO3YMHHMKOM MO 5 MaTepiany/npomiKHOro NpoAyKTy/peareHTy, LWo
M B amnynax Ne 1 BVIKOPVCTOBYETbLCA Y NpoLieci BUPO6HMLUTBA ADI (iHLLI 3MiHK
Y KOHTYPHUX y MeToAax BunpobyBaHHsA (BKIOHYauu 3amiHy abo
YapyHKOBUX [OMNOBHEHHS)); 3MiHU | TUNY - 3MiHW B NpoLeci BUpobHuLTBa
ynakoBKax y naui A®| - He3HaYHa 3MiHa Ha MPOMIKXHUX CTafisX CUHTE3Y Aoyl
peyoBUHM LEedITPMAKCOHY HaTpiesa Cislb; 3MiHK || Tuny -
3MiHa BUPO6HUKA BUXIAHOro/NPOMIKHOTO
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYOTLCSA Y BUPOGHUYOMY
npoueci A®l, abo 3miHa BUpo6HKKa (BKOUatouu, ae
HeoObXifHO, MicLie NPOBEAEHHS KOHTPO/IO AKOCTi) AdI -
BBE[EHHA [104aTKOBOro BUPOOHYMKA [il0H0T PEYOBUHW.
BBepeHHA 3MiH NpoTarom 6-Tu micauiB nicns
3aTBepPAKEHHSA
246. | LE®TPUAKCOH- | nopoluok ans MpAT Ykpaina MpAT "®apmaveBTuyHa Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/6340/01/02
OAPHMLUA pO34nHYy AN "PapmaueBTu thipma "JapHuus" 3MiHM | TUNy - 3MiHa napameTpiB cneyudikayiin Ta/abo peuyenmom
iH'ekyinno1lry YyHa hipma O0MNYCTUMUX MEX FOTOBOTO /iKapCbKOro 3acoby; CynyTHS
hnakoHax Ne 1y "OapHuus” 3MiHa: 3MiHa y MeToAax BUNpo6yBaHHSA roTOBOro

nauui, Ne 5 (5x1) y
KOHTYPHUX
YapyHKOBUX
ynakoBkax y nauii,
Ne 40 y Kopobui; y
hnakoHax Ne 1y
KOMMNAEKTi 3
PO34YMHHMKOM No 10

nikapcbKoro 3acoby (iHwi 3MiHM y MeTogax BunpobyBaHb
(BkNtOYatOUM 3aMiHy abo [AONOBHEHHS)); 3MiHW | TUMY - 3MiHA
y NapameTpax crneumdikayiini Ta/abo onycTUMUX MEX,
BM3HAYeHuxX y cneyudpikauisx Ha A®l, abo
BUXIAHWA/MPOMKHWI NpoAayKT/pearexT, Wwo
BUKOPWCTOBYIOTLCA Y Npoueci BUpobHuuTBa A®I; cynyTHA
3MiHa: 3MiHa y meToaax BunpobysaHHA APl abo BUXiAHOTO
Marepiany/npoMiXXKHOT0 NpoAyKTy/peareHTy, Lo
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUK BUPOGHUK Bionycky | peecmpayitiHo2
3acoby ¢hopma, ynakoska) a a 0 MNoCBIOYEHHs
M B amnynax Ne 1 BVIKOPVCTOBYETbLCA Y NpoLeci BUPO6HMLUTBA ADI (iHLLI 3MiHK
Y KOHTYPHMX y MeTogax BunpobysaHHs (BKIoUaoumn 3amiHy abo
YapyHKOBUX [OMNOBHEHHS)); 3MiHK | TUNY - 3MiHW B NpoLeci BUpo6HULTBA
ynakoBKax y maui A®| - He3HaYHa 3MiHa Ha MPOMIKHMX CTafisX CUHTE3Y Ailoyol
peyoBUHM LedITPMAKCOHY HaTpiesa Cisb; 3MiHK || Tuny -
3MiHa BUPO6HUKA BUXIAHOro/NPOMIKHOTO
NPoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCSA Y BUPOGHUYOMY
npoueci A®l, a6o 3miHa BUpo6HKKa (BKOUatouu, e
HeoObXifHO, MicLie NPOBELEHHS KOHTPO/IO AKOCTI) API -
BBE[eHHSA [104aTKOBOro BUPOOHYMKA [il04H0T PEYOBUHW.
BBepeHHA 3MiH NpoTArom 6-Tu micauiB nicns
3aTBEPAKEHHSA
247. | UWUWHAPU3UH Tabnetkv no 75 mr MAT YkpaiHa MAT "KuiBmegnpenapar" YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/1085/01/01
DOPTE Ne 20 (10x2) y "Kvismegnpen 3MiHu | TUNy - BBEAEHHA ab0 3MiHW [0 y3ara/ibHeHVX JaHux | peyenmom
6nictepax apar" npo cuctemy chapmakoHarnsgy (BKI1H0UYaoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLeHHi MacTep-haiina cuctemu
chapmakoHarnsgy
248. | UUTPAMOH Tabnetku, no 10 MpAT Ykpaina MpAT "®apmaueBTuyHa YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 6e3 UA/3984/01/01
EKCTPA TabneTok y "®apmaueBTu thipma "OapHuus” 3MiHW | TUNY - 3MiHW 4,0 IHCTPYKUIT 418 MeAnYHOro peyenma
KOHTYPHil YyHa hipma 3acTocyBaHHA y po3ginu: MNpoTtunokasaHHa. Ocobnmsi
YapyHKOBIli "AapHuus" 3axoau 6esneku, 3rigHo 3 iHhopmauieto LWoA0 6e3nekn

ynakosui; no 1
KOHTYPHiIl
YapyHKOBIl
ynakosLi B navui

3aCTOCYBaHHSA [il040T pe4yoBuHY napauetamors. BeegeHHs
3MiH NpoTArom 3-X MicALiB Nicnsa 3arBepaKeHHs

HayanbHuK YnpasniHHA papmavueBTUYHOIT
OIANBHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT

T.M. JIackoBCbKUM




MEPENIK

Aopatok 4

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

02.03.2017 Ne 203

NIKAPCbKUNX 3ACOBIB (MEANYHUX IMYHOBIO/TOINYHUX NPENAPATIB), AKUM BIAMOBJ/IEHO Y AEP>XXABHIN PEECTPALLIT, NEPEPEECTPALLII TA
BHECEHHI 3MIH 4O PEECTPALIMHNX MATEPIANIB
TA AEP)XABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa dopma sunycky 3assHuK KpaiHa Bupo6Huk KpaiHa riocmasa lpoyedypa
n/n | nikapcbko20
3acoby
1. rnisoO»OP® Tabnetkn, BKpuTi nniskosoto | MAT "dapmak” YKkpaiHa MAT YkpaiHa 3acigaHHa HTP Ne 03 BigMoBUTM Yy 3arBepmKeHHi 3MiHW -
o6onoHko, 500 wmr/5 wmr,no "dapmax” Big 26.01.2017 BUNpPAaB/IEHHS TEXHIYHOT MOMWIKW Yy po3aini
10 Tabnetok y 6nictepi; no 3. «CKnag» MeTOAiB KOHTPOSIHO SKOCTI, sika 6yna
6, ab6o 10 6nicTepiB y nayui 3 JonyuieHa nig 4ac npoBefeHHsA npouenypu
KapToHy B 6nictepax peectpauii (Haka3 Ne 211 Big 28.03.2012 p.),
(nakyBaHHs i3 hopmm in bulk OCKi/IbKM MaTtepiasin fOCbE Ha BUMPaB/IEHHSA
hipMn-BMPOGHUKa "usv TeXHIYHOT NOMWSIKN He BignosigarTb
Limited", IHgis) mMartepianam  peecTpauiiHoro  [0Cbe,  AKi
npefcTaBfeHi B apXisi
2, rnisO®OP® Tabnetkn, BKpuTi nniBkoBot | [MAT "dapmak” YkpaiHa HOCB IHaifa 3acigaHHa HTP Ne 03 BigmoButn y 3arBepmXeHHi 3MiHM -
060510HKO0, 500 Mr/5 Mr in NimiTeq Bif 26.01.2017 BUMNPAaB/IEHHA TEXHIYHOI MOMUAKM Yy po34ini
bulk : Ne 1000 (10x100) y «Cknaf» MeToAiB KOHTPO/IHO AKOCTI, fika Byna
6nictepax JonyuweHa nig 4vac npoBefeHHs npoueaypu
peectpauii (Haka3 Ne 211 Big 28.03.2012 p.),
OCKifIbKM  MaTepianin A0CbE Ha BUMpPaB/IEHHS
TEeXHIYHOT NOMW/IKN He BignosiganTb
mMarTepianam  peecTpauiiHoro  J0Cbe,  SKi
npeacTaBfeHi B apXiBi

HayanbHuK YnpasniHHA papmavueBTUYHOT

OIANBHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT

T.M. JIackoBCbKUM




	МІНІСТЕРСТВО ОХОРОНИ ЗДОРОВ’Я УКРАЇНИ
	Н А К А З
	Додаток 1
	до наказу Міністерства охорони
	Додаток 2
	до наказу Міністерства охорони

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



