MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
22.12.2016 Ne 1389
Kuis

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

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

HAKA3YIO:

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

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



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

4. 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
3APEECTPOBAHUX NIKAPCBKUX 3ACOBIB (MEAUYHUX IMYHOBIONOIN4YHUX NPEMAPATIB), AKI BHOCATLCA A0
AEPXXABHOI'O PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHA

AopaTtok 1

[0 Haka3sy MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu

22.12.2016 Ne 1389

(10x6) y 6nicTepax

Ne Ha3ssa Popma BuUnycKy 3asasHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n NliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BIiOnycKy aHHS peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1

1. ATOPBAKOP® | TabneTtku, BKpUTI MAT "dapmak” YkpaiHa MAT "dapmak” YkpaiHa peecTpadia Ha 5 3a peyernmom He UA/15677/01/01
NNiBKOBOIO pokiB nionsicae
060/10HKO10, No 10 Mr 3060B’'A3aHHsA Npu
N30 (10x3), Ne60 BuAaYi

peecTpadiiHoro
NOCBIAYEHHS ICHYIOTb
— HagaHHsA
JeTaslbHOro onucy
cMcTeMu ynpas/iHHA
pu3vKkamu y BUrnsgi
nnaHy ynpas/iiHHA
pu3ukamun Ao
30.10.2017
BiANOBIAHO A0
nignyHkty 1.8.2
nyHkTy 1.8 gogatky 5
Mopsaky
npoBefeHHs
ekcnepTusun
peecTpauinHmx
MaTepianis Ha
nikapcbki 3acobw, LWo
nogarTbcs Ha
JepxasHy
peecTpadito
(nepepeecTtpadito), a
TaKOX eKcnepTusn




Ne
n/n

HasBa
NliKapcbKo20
3acoby

dopma BUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asaBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeadypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
20
nocsio4eHHs

MaTepianis npo
BHECEHHS 3MiH A0
peecTpauinHmx
MaTepianis
npoTarom fii
peecTpauiiHoro
MOCBIAYEHHS,
3aTBEPKEHOr0
Hakazom MO3 Bifg,
26.08.2005 Ne 426 (y
pefaxuii Hakazy
MO3 Big 23.07.2015
Ne 460).
MepioanyHicTb
NoAaHHsA perynspHo
OHOB/IHOBAHOrO 3BITY
3 6e3snekn
BiANOBIAHO A0
Mopsaaky 34iiCHeHHS
Harnsagy 3a
noGiYHUMHK
peakujismmn
Nikapcbknx 3acobis,
[103BOJIEHUX 10
MeLMYHOro
3aCTOCyBaHHS,
3aTBEPLKEHOrO
Hakasom MO3 Big 27
rpyaHsa 2006 poky
Ne898,
3apEeECcTPOBaHoOro B
MiHicTepcTBi tocTuii
YKpaiHu 29 ciuHA
2007 poky 3a
Ne73/13340,
CTaHOBUTL:!
BiAMNOBIAHO A0
nepiognNYHOCTI
CKNafaHHs
perynspHo
OHOBJIHOBAHOrO 3BITY
3 6esnekn




(10x4) y 6nictepax

peecTpauiiHoro
NOCBiAYEHHS ICHYIOTb
— HagaHHsA
AeTanbHoro onucy
cMcTeMM ynpae/iHHA
pv3uKkamu y BUrnagi
nnaHy ynpasniHHs
pv3vikamu [0
30.10.2017
BiAMNOBIAHO A0
nignyHkTy 1.8.2
nyHkTy 1.8 gogatky 5
Mopsagky
npoBefeHHs
eKCcnepTunsmn
peecTpauinHmx
mMaTepianis Ha
nikapcbki 3aco6u, LWo
nojatoTbCa Ha
LepXaBHy
peecTpadito
(nepepeecTpauito), a
TaKOX eKCrnepTusun
mMaTepianis npo
BHECEHHS 3MiH A0
peecTpauinHmx
martepianis
npoTarom faii
peecTpauiiHoro
MOCBiAYEHHS,
3aTBEPKEHOr0
Hakazom MO3 Bifg,
26.08.2005 Ne 426 (y

Ne Hassa dopma BUMyCKY 3asisHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n NliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocsi0OYeHHs
nikapcbkoro 3acoby,
[03BOIEHOTO 10
MeLMYHOro
3aCTOCYyBaHHS, Ha
LEHTPa/IbHOMY PiBHi.
2. ATOPBAKOP® | TabneTtku, BKpUTI MAT "®dapmak" YkpaiHa MAT "®dapmak” YkpaiHa peecTpauis Ha 5 3a peyenmom He UA/15677/01/02
nAiBKOBOK poKiB niosnsieae
060/10HKO, M0 20 Mr 30608B’'A3aHHSA Npu
Ne30 (10x3), Ne40 BuAaui




Ne
n/n

HasBa
NliKapcbKo20
3acoby

Popma BuUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asaBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeadypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
20
nocsio4eHHs

pefakuii Hakasy
MO3 Big 23.07.2015
Ne 460).
MepiognyHicTb
nofilaHHsA perynspHo
OHOBJ/IOBAHOT O 3BITY
3 6e3neku
Bi4NOBIAHO A0
Mopsaaky 34iiCHEeHHSA
Harnsgy sa
noGiYHUMU
peakuismmn
nNikapcbknx 3acobis,
[03BONEHNX [0
MeLMYHOro
3acTOCyBaHHs,
3aTBEPKEHOrO
Hakaszom MO3 Big 27
rpyaHs 2006 poky
Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi roCTUL,T
YkpaiHu 29 ciuHs
2007 poky 3a
Ne73/13340,
CTaHOBUTL:!
BiANoBiAHO A0
nepiognYHOCTI
CcKnafaHHs
perynspHo
OHOB/IHOBAHOrO 3BITY
3 6e3neku
nikapcbKoro 3acoby,
[103BOJIEHOTO A0
MeANYHOro
3aCTOCYBaHHs, Ha
LEHTPa/IbHOMY PiBHi.

ATOPBAKOP®

TabneTku, BKPUTI
nAiBKOBOK
060/10HKO10, N0 40 Mr
Ne30 (10x3) y
6rictepax

MAT "dapmak”

YkpaiHa

MAT "dapmak”

YkpaiHa

peecTpadis Ha 5
poKiB
30608B’'A3aHHSA Npu
Buaaudi
peecTpadiiiHoro

3a peyernmom

He
nionsieae

UA/15677/01/03




Ne
n/n

HasBa
NliKapcbKo20
3acoby

dopma BUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asaBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeadypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
20
nocsio4eHHs

NOCBIAYEHHS iICHYIOTb
— HagaHHsA
JeTanbHoro onucy
cucTemMu ynpas/iHHA
pv3vkaMu y BUrNSgj
nnaHy ynpas/iiHHA
pv3viKamu [0
30.10.2017
BiANOBIAHO A0
nignyHkty 1.8.2
nyHkTy 1.8 gogatky 5
Mopsagaky
npoBefeHHSA
ekcnepTusun
peecTpauinHmnx
MaTepiasniB Ha
nikapcbki 3acobw, LWo
nogarTbcs Ha
JepaBHy
peecTpadito
(nepepeecTpadito), a
TaKoX ekcnepTnsn
MaTepianis npo
BHECEHHS 3MiH 0
peecTpauinHmx
MaTepianis
npoTarom fii
peecTpauiiHoro
NocCBiAYEHHS,
3aTBEPLKEHOrO
Hakazom MO3 Bifg,
26.08.2005 Ne 426 (y
pefakuii Hakasy
MO3 Big 23.07.2015
Ne 460).
MepiognyHicTb
nofilaHHsA perynspHo
OHOB/IOBAHOrO 3BITY
3 6e3neku
Bi4NOBIAHO A0
Mopsaaky 34iiCHEeHHSA
Harnsgy sa




Ne
n/n

HasBa
NliKapcbKo20
3acoby

Popma BuUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asaBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeadypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
20
nocsio4eHHs

noGiYHMMU
peakuiamun
nNikapcbKnx 3acobis,
[03BOJIEHUX A0
MeANYHOro
3acTOCyBaHHA,
3aTBEPKEHOr0
Hakasom MO3 Big 27
rpyaHs 2006 poky
Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil
YKpaiHu 29 ciuHs
2007 poky 3a
Ne73/13340,
CTaHOBUTL:!
BiANOBIAHO A0
nepiognYHoOCTI
cKnafaHHsA
perynspHo
OHOBJ/IOBAHOT O 3BITY
3 6e3nekn
niKkapcbKoro 3acoby,
[103BOJIEHOTO [0
MeLMYHOro
3aCTOCYBaHHs, Ha
LEHTPa/IbHOMY PiBHi.

ATOPBAKOP®

TabneTkn, BKPUTI
nNiBKOBOI
060/10HKOHO, M0 80 Mr
Ne30 (6x5) y
6nictepax

MAT "dapmak”

YkpaiHa

MAT "dapmak”

YkpaiHa

peecTpadia Ha 5
pokiB
3060B'A3aHHsA Npu
Bugaui
peecTpadiiHoro
NOCBIAYEHHS iICHYIOTb
— HagaHHsA
JeTanbHoro onucy
cuUcTeMY ynpasniHHA
pu3nkamun y Burnagi
nnaHy ynpas/iiHHA
pv3vikamu [0
30.10.2017
BiANOBIAHO A0
nignyHkTy 1.8.2

3a peuerimom

He
nionsicae

UA/15677/01/04




Ne Hassa dopma BUMyCKY 3asisHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n NliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocsi0OYeHHs
nyHkTy 1.8 gopgatky 5
Mopsaaky
npoBeAgeHHSA
ekcnepTusn

peecTpauinHmx
marepianis Ha
nikapcbki 3acobu, Wwo
noAarTbcs Ha
JepxasHy
peecTpadito
(nepepeecTpadito), a
TaKOX eKkcnepTusu
martepianis npo
BHECEHHS 3MiH A0
peecTpauinHmnx
MaTepianis
npoTarom faii
peecTpauiiHoro
NocCBiAYEHHS,
3aTBEPIAXKEHOr0
Hakaszom MO3 Big,
26.08.2005 Ne 426 (y
peaakuii Hakasy
MO3 Big 23.07.2015
Ne 460).
MepiognyHicTb
nofaHHs perynsipHo
OHOB/IHOBAHOrO 3BITY
3 6e3nekn
BiAMNOBIAHO A0
Mopagky 34ificHeHHs
Harnsgy sa
noGiYHMMU
peakuiamun
nNiKapcbKnx 3acobis,
[03BOJIEHUX A0
MeLMNYHOro
3acTOCyBaHHA,
3aTBEPKEHOr0
Hakasom MO3 Big 27
rpyaHs 2006 poky
Ne898,




10

BMPOGHWK Nener:
Ynkap Kimisa CaHai
Be TimkapeTt A.LL.,

Ne Hassa dopma BUMyCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Howmep
n/n NliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
3apEECcTPOBaHOro B
MiHicTepcTBi tocTuLil
YkpaiHu 29 ciuHa
2007 poky 3a
Ne73/13340,
CTaHOBUTL:
Bi4NOBIAHO A0
nepiognYHOCTI
CKNagaHHsa
perynspHo
OHOB/IOBAHOr0 3BITY
3 6e3nekn
nikapcbkoro 3acoby,
[03BONEHOTO 10
MeLMYHOro
3aCTOCyBaHHs, Ha
LleHTpa/IbHOMY PIBHiI.
5. AHOKCET Kancynu HOBE/N INAY | TypeuunHa MOBHWI LMK TypeyunHa peecTpadia Ha 5 3a peyenmom He UA/15671/01/01
KMLLKOBOPO34UHHI N0 MA3APJTAMA BMPOGHULITBA, pokKiB niosnsieae
30 mr Ne 28 (14x2) y BE CAHAI BiANoBiganbHUii 3a
6nicTepax NTA. WIPKETI BUNYCK cepil:
HOBEN INAY
CAHAI BE
TIDKAPET A.LL.,
TypeuunHa;
anbTepHaTUBHUIA
BUPOOBHWK nener:
Ynkap Kimis CaHai
Be Timxapet A.LL.,
TypeyynHa
6. AHOKCET Kancynu HOBE/N INAY | TypeuunHa MOBHWI LMK TypeuunHa peecTpadia Ha 5 3a peyenmom He UA/15671/01/02
KMLLKOBOPO34UHHI MO MA3APJTAMA BMPOGHULITBA, poKiB niosnsieae
60 Mr Ne 28 (14x2) y BE CAHAI BignoBiganbHuii 3a
6nictepax ATA. WIPKETI BUNYCK cepil:
HOBEN INAY
CAHAI BE
TIDKAPET A.LL.,
TypeuunHa;
anbTepHaTUBHUIA
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Ne Hassa dopma BUMyCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Howmep
n/n NliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
TypeyunHa
7. IPUHOTEKAHY | koHUeHTpaT ans AT "Nlekxim- YkpaiHa Ksiny Kutai peecTpadia Ha 5 - He UA/15592/01/01
FIAPOXNMOPUA, | po3uunHy ans iHdys3ii Xapkis" dapmaueyTikas pokiB nionisizae
20 Mr/mn no 2 mn in (XaiiHaHb) Ko., iTa,.
bulk: 40 cpnakoHiB y
Kopob6ui; no 5 mny
chnakoHax, in bulk: 32
oN1aKoHW y Kopoobui
8. KNAPUTPOMIL, | kpucTaniyHuia ToBapucTso 3 YkpaiHa XKepxiaHr MN'yobaHr Kutaii peecTpadia Ha 5 - He UA/15668/01/01
NH NOPOLLOK 06MEXEHOo dapmacbioTikan pokiB nionsicae
(cybeTaHuis) y BiANOBiAa/bHI Ko., NTa.
nosnieTnNIeHoBNX CTHO
nakertax gsis "PapmaueBTny
thapmMaLeBTUYHOTO Ha KoMnaHis
3aCTOCyBaHHA "3popoB's"
9. NOPATAAVH KpUCTaUTivHWiA AT "Jlekxim- YkpaiHa Bacyaxa ®apma IHaifa peecTpadia Ha 5 - He UA/15666/01/01
MOpPOLLOK Xapkis" Xewm Nlimiteq, pokKiB nionsieae
(cy6eTaHuin) y
NoABIiHMX
nonieTnNeHoBnx
naketax ass
hapmaleBTUYHOTO
3aCTOCYBaHHS
10. MOHTAHA rpaHynv no 4 mr Ne 7 CaHpo3s CnoBeHis BMPOGHMLTBO "in TypeuunHa/ peecTpadia Ha 5 3a peyenmom He UA/15637/03/01
(1x7), Ne 14 (1x14), PapmacbloTika bulk", nakyBaHHs: PymyHis/ pokKiB niosnsieae
Ne 28 (1x28) y calle n3 a.ao. CaHpo3 lnak CaHai CnoBeHis
Be TikapeT A.C.,
TypeuunHa,;
TeCcTyBaHHS:
C.K. CaHgos C.P.1.,
PymyHis;
BUNYCK cepii:
Nek
dapmaueBTUYHa
KoMnaHisa a.4.,
CnoBeHist
11. | onid piguHa (cybcTaHuis) y | ToBapuctso 3 YkpaiHa dpei+lay T'M6X HimeuunHa peecTpadia Ha 5 - He UA/15673/01/01
EBKAJINTOBA | crtaneBux 6apabaHax 06MeXeHo poKiB niosnsieae
, ansa Bi4NoBifasbHi
PEKTU®PIKOBA | thapmaueBTUYHOIO CTIO
HA 3acTocyBaHHA "¢PapmaueBTuy
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Ne Hassa dopma BUMyCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Howmep
n/n NliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocsioYeHHs1
Ha KoMnaHis
"3popoB's"
12. | OPHIAA30N po34nH ANns iHdysii MpuBaTtHe YkpaiHa MpusaTHe Ykpaina peecTpauis Ha 5 3a peyenmom He UA/15676/01/01
0,5 % no 100 mny aKuioHepHe aKuioHepHe pokKiB nionsieae
nAAwWLi; no 1 naswui TOBapUCTBO TOBapUCTBO
y nauuj "IHgpy3is" "lHdpy3is"
13. NMArAMAKC Kancynv no 75 mr Ne HOBE/N INAY | TypeuunHa HOBE/ ITAY TypeuunHa peecTpadia Ha 5 3a peyenmom He UA/15695/01/01
14 (14x1), Ne 56 MNA3APJIAMA CAHAI BE pokiB nionsieae
(14x4) y 6nicTepax BE CAHAI TIIKAPET A.LLL
NTA. WIPKETI
14. MArFAMAKC kancynu no 150 mr Ne | HOBEN IJIAY | Type4yunHa HOBEN INAY TypeyunHa peecTpadis Ha 5 3a peyenmom He UA/15695/01/02
14 (14x1), Ne 56 MA3APJTAMA CAHAI BE pokKiB niossieae
(14x4) y 6nictepax BE CAHAI TIDKAPET A.LL.
NTA. WIPKETI
15. NMArAMAKC kancynv no 300 mr Ne | HOBE INIAY | TypeuuuHa HOBE/ ITAY TypeuunHa peecTpadia Ha 5 3a peyenmom He UA/15695/01/03
14 (14x1), Ne 56 MA3APIAMA CAHAI BE pOKiB nioniszae
(14x4) y 6nictepax BE CAHAI TIDKAPET A.LLL.
NTA. WIPKETI
16. PO3TOPONMLUI NMOpPOLLOK MpAT YkpaiHa [xiaHrCy Kutaii peecTpadis Ha 5 - He UA/15670/01/01
CYXVIA (cybeTaHuis) y "papmaueBTuy IxianOxia pokiB niosisieae
EKCTPAKT, NoABIAHMX Ha hipma PapmacbioTikan
OYULLEEHWUN | nonieTNIEHOBNX "NapHnua” IHpacTpi Ko., NTa,.
CTAHOAPTUN3 naketax gsis
OBAHUIA hapmaLeBTUYHOro
3aCTOCYBaHHA
17. | CUNIMAPUH amophHMin NOpPOoLLOK ToBapucTBO 3 YkpaiHa TEBA YEX Yecbka peecTpauis Ha 5 - He UA/15672/01/01
(cybeTaHuin) y 06MEeXeHo IHOACTPIC C.P.O. Pecny6nika pokiB nionsizae
noAaBiiHNX BigNoBiga/bHi
nonieTnIeHoBmX CTiO
nakeTtax gns "PapmaueBTmy
hapmMaueBTUYHOTO Ha KoMnaHis
3aCTOCyBaHHSA "3p0poB'sa"
18. | CIMBPUH3A® Kpanni o4Hi no 5 mny AIKOH Benvka AnKoH-KyBpbop Benbris peecTpadis Ha 5 3a peyenmom He UA/15669/01/01
donakoHax- Nab6opatopis BpuTaHis pokiB nionisizae
KpanesnbHuuax "Apon- (OK) n1a,.
TeiHep®", Ne 1 abo
Ne 3
19. | CIHErPA TabneTkn, BKPUTI Hob6en Inay TypeuunHa | Hob6en lnay CaHai TypeyunHa peecTpadia Ha 5 3a peyenmom He UA/15696/01/01
nNiBKOBOK CaHai Be Be TimkapeT A.LL. pokKiB niossieae
060/10HKOD, N0 25 mr | TigpkapeT A.LL. 30608B’'A3aHHA Npu
Ne 4 (4x1) y BUgaui
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Ne Hassa dopma BUMyCKY 3asisHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n NliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocsi0OYeHHs
6nictepax peecTpauiiHoro

nocBigyYeHHs 4ns
nikapcbKoro 3acoby
ICHYIOTb — HaflaHHSA
JeTanbHoro onucy
cMcTeMM ynpas/iHHA
pusvkamu y Burnagi
nnaHy ynpasniHHs
pvi3vikamu [0
30.10.2017
BiANOBIAHO A0
nignyHkry 1.8.2
nyHkTy 1.8 gogatky 5
Mopsagky
npoBefeHHs
eKcnepTunsmn
peecTpauinHmx
mMaTepianis Ha
nikapcbki 3aco6w, Lo
nogalTbcs Ha
LepXaBHy
peecTpadito
(nepepeecTpadito), a
TaKOX eKCrnepTusun
MaTepianis npo
BHECEHHS 3MiH A0
peecTpauinHmx
MaTepianis
npoTarom fii
peecTpauiiHoro
MOCBIAYEHHS,
3aTBEPKEHOr0
Hakazom MO3 Bifg,
26.08.2005 Ne 426 (y
pefaxuii Hakazy
MO3 Big 23.07.2015
Ne 460).
MepioanyHicTb
NoAaHHsA perynsipHo
OHOB/THOBAHOrO 3BITY
3 6e3snekn
BiANOBIAHO A0
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Ne
n/n

HasBa
NliKapcbKo20
3acoby

Popma BuUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asaBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeadypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
20
nocsio4eHHs

Mopsaky 34iicHEHHS
Harnagy 3a
noGivYHUMU
peakuismmn

nNikapcbknx 3acobis,

[03BONEHNX [0
MeANYHOro

3acToCyBaHHS,

3aTBEPLKEHOrO

Hakazom MO3 Big 27

rpyaHs 2006 poky
Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi roCTUL,T
YkpaiHu 29 ciuHs
2007 poky 3a
Ne73/13340, gns
nikapcbKoro 3acoby
CTaHOBUT -
Bi4NOBIAHO 10
nepiognYHOCTI
CKnajaHHs
perynsipHo

OHOB/IHOBAHOrO 3BITY
3 6e3snekn

nikapcbkoro 3acoby,

[,03BONEHOTO 10
MeANYHOTOo
3acToCyBaHHS, Ha

LEHTPa/IbHOMY PiBHi.

20.

CIHEIPA

TabneTtkn, BKPUTI
NMiBKOBOIO
060/10HKO0, N0 50 mMr
Ne 4 (4x1) y
6nictepax

Ho6en lnau
CaHai Be
TigpxapeT A.LL.

TypeuunHa

Hob6en Ilnau CaHai
Be TigpkapeT A.LL.

TypeuunHa

peecTpauis Ha 5
pokiB
3060B's13aHHs Npu
Buaadi
peecTpauiiHoro
noceigyeHHs ans
nikapcbKoro 3acoby
iCHYIOTb — HaJlaHHS
JeTaslbHOro onucy
CUCTEMU YNpaBAiHHSA
pu3vKkamu y BUrnsgi
nJaHy ynpasiHHS

3a peyernnmom

He
nionsieae

UA/15696/01/02
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Ne Hassa dopma BUMyCKY 3asisHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n NliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocsi0OYeHHs

pu3ukamu Ao
30.10.2017
BiANoBiAHO A0
nignyHkry 1.8.2
nyHkTy 1.8 gogatky 5
Mopsiaky
npoBefeHHSA
ekcnepTusn
peecTpauinHmx
mMaTepianis Ha
nikapcbki 3aco6u, Lo
nopatTbes Ha
LepXaBHy
peecTpadito
(nepepeecTpadito), a
TakoX ekcnepTnan
MaTepianis npo
BHECEHHS 3MiH [0
peecTpauinHmx
MaTepianis
npoTarom fii
peecTpauiiHoro
MOCBIAYEHHS,
3aTBEPLKEHOrO
Hakazom MO3 Bifg,
26.08.2005 Ne 426 (y
pefaxuii Hakazy
MO3 Big 23.07.2015
Ne 460).
MepioanyHicTb
nofaHHs perynspHo
OHOB/IHOBAHOrO 3BITY
3 6e3snekn
BiANOBIAHO A0
Mopsaaky 34iiCHEeHHSA
Harnsgy 3a
noGiYHUMHK
peakujismmn
Nikapcbknx 3acobis,
[03BONEHNX [0
MEeANYHOro
3acTocyBaHHs,
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Ne
n/n

HasBa
NliKapcbKo20
3acoby

dopma BUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asaBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeadypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
20
nocsio4eHHs

3aTBEPKEHOrO
Hakaszom MO3 Big 27
rpyaHs 2006 poky
Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi roCTUL,T
YkpaiHu 29 ciuHs
2007 poky 3a
Ne73/13340, gns
NiKapcbKoro 3acoby
CTaHOBUT -
Bi4NOBIAHO 10
nepiognNYHOCTI
CKnafaHHs
perynspHo
OHOB/IHOBAHOrO 3BITY
3 6e3snekn
nikapcbKoro 3acooby,
[,03BONEHOTO 10
MeLMYHOro
3acToCyBaHHS, Ha
LEHTPa/IbHOMY PiBHi.

21.

CIHEIPA

TabneTtkn, BKPUTI
nAiBKOBOK
060/10HKO0, No 100
Mr Ne 4 (4x1) y
6nictepax

Ho6en lnau
CaHai Be
TigpxapeT A.LL.

TypeuunHa

Hob6en Ilnau CaHai
Be TigpkapeT A.LL.

TypeuunHa

peecTpauis Ha 5
pokiB
3060B's13aHHs Npu
Buaadi
peecTpauiiHoro
noceigyeHHs ans
nikapcbKoro 3acoby
iCHYIOTb — HaJlaHHS
JeTaslbHOro onucy
CUCTEMU YNpaBAiHHSA
pu3vKkamu y BUrnsgi
nnaHy ynpasniHHA
pv3vikamu [0
30.10.2017
BiANOBIAHO A0
nignyHkTy 1.8.2
nyHkTy 1.8 gogatky 5
Mopsagky
npoBefeHHs
eKCcnepTunsmn

3a peyernnmom

He
nionsieae

UA/15696/01/03
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Ne Hassa dopma BUMyCKY 3asisHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n NliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocsi0OYeHHs

peecTpauinHmx
mMaTepianis Ha
nikapcbki 3aco6w, Lo
nopatTbes Ha
LepXaBHy
peecTpadito
(nepepeecTpadito), a
TakoX ekcnepTnan
MaTepianis npo
BHECEHHS 3MiH [0
peecTpauinHmx
MaTepianis
npoTarom fii
peecTpauiiHoro
NMOCBIAYEHHS,
3aTBEPLKEHOrO
Hakazom MO3 Bifg,
26.08.2005 Ne 426 (y
pefaxuii Hakazy
MO3 Big 23.07.2015
Ne 460).
MepioanyHicTb
nofaHHs perynspHo
OHOB/IHOBAHOrO 3BITY
3 6e3snekn
BiANOBIAHO A0
Mopsaaky 34iiCHeHHS
Harnsgy 3a
noGivYHUMHK
peakujismmn
Nikapcbknx 3acobis,
[03BONEHNX [0
MEeANYHOro
3acToCyBaHHs,
3aTBEPLKEHOrO
Hakasom MO3 Big 27
rpygHsa 2006 poky
Ne898,
3apeecTpoBaHoOro B
MiHicTepcTBi tocTuii
YKpaiHu 29 ciuHA
2007 poky 3a




18

Ne Hassa dopma BUMyCKY 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Howmep
n/n NliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeadypa BionycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocsi0OYeHHs
Ne73/13340, gns
nikapcbKoro 3acoby
CTaHOBUTb -
Bi4NOBIAHO 10
nepiognYHOCTI
cKNagaHHs
perynsipHo
OHOB/THOBAHOrO 3BITY
3 6e3snekn
nikapcbkoro 3acoby,
[,03BONEHOTO 10
MeANYHOro
3aCTOCYBaHHS, Ha
LEHTPa/IbHOMY PiBHi.
22. | TUSAHIQUHY MOPOLLIOK MNAT YkpaiHa Cimep Nab6ce Nimiteq IHaisa peecTpauis Ha 5 - He UA/15674/01/01
rIAPOXNOPUL | (cybecTaHuis) y "KuniBcbkuii pokiB nionsizae
nakeTax noABinHNX BiTAMiHHUIA
nonieTuneHoBux ans 3aBsofg”
hapmMaLeBTUYHOTO
3aCTOCYBaHHSA
23. | ®PZTIYKOHA3OJ1 | KpucTastivyHuit TOB "TK YkpaiHa Bipynakwa IHaisa peecTpadis Ha 5 - He UA/15667/01/01
NMOPOLLIOK "Aspopa" OpraHikc NimiTes pokiB niosisieae
(cybeTaHuis) y
noAaBiiHNX

nonieTUIeHoBUX
MilKax (30BHILLHIi
4opHWiA) aNns
hapmMaueBTUYHOTO
3acTocyBaHHs

HauyanbHUK YnpaBniHHA
chapmayeBTUUYHOI A4iANILHOCTI Ta
AKOCTI hapmaLeBTUYHOI NPOAYKLT

T.M. IAacKOBCbKUn




NEPENIK

Aopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

22.12.2016 Ne 1389

NMEPEPEECTPOBAHUX NNIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIOJTIOMNYHUX MNMPEMAPATIB), AKI BHOCATbLCA A0
AEPXXABHOIO PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHA

mr/125 wmr, no 5
Tabnetok y 6nictepi,
no 4 6nictepu B
nauuj 3 KapToHy

6e3nekn/epeKkTBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuL,i
nNiKapcbKoro 3acoby, TEKCTi
MapKyBaHHSA Ta IHCTPYKLUIi A51a
MeAMYHOrO 3aCTOCYBaHHS Ha
nigcrasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
abo gocnimkeHb 3 6e3neku
3aCTOCYyBaHHS /iKapcbKoro
3acoby B nicnapeecTpaviliHnii
nepiog, abo sk pesynbTart
OL,iHKM 3BITY 3 AOCNIIKEHD,
npoBeAeHnX BignoBigHO A0
nnaHy negiaTpryHmx
pocnigpkeHb (PIP) (3MiHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YMNOBHOB&XEHNM OpraHom).
3MiHV BHECEHO [0 iHCTPYKLT
ANA MeAUYHOTO 3aCTOCYBaHHS
npenapary A0 po34inis
«Ocob6nmBOoCTi
3acTocyBaHHs», «[M06iYHI
peakuii» BignoBigHO A0
iHchbopMmawii cTocoBHO 6e3neku
Lit040l pevoBUHN.

3060B’13aHHA Npy BuAaui
peecTpauiiHoro NocBigYeHHs
iCHYIOTb — HafjaHHSA
[eTa/IbHOro onmcy cuctTemn
ynpaBiHHA py3vKamm y

Ne Hassa dopma sunycky 3asasHuKk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknamysa Homep
n/n JNliKapcbKo20 BionycKy HHS peecmpayjiliHo2o
3acoby nocsi04YeHHs1
1. ABUKNAB® TabneTkun, BKPUTI Abpun IHAis Aypob6iHao ®apma IHAjsa nepepeecTpauis Ha 3a He nionszae UA/11903/01/02
NNiBKOBOIO dopmyneiH3 Nimiteq, HOHIT-XII HeoOMeXeHW TepMiH; peuyenmom
060/10HKO0, 500 Met. N14. 3MiHu | TMNY - 3MiHK Woa0
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

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

ABUK/TAB®

TabneTku, BKPUTI
NNiBKOBOIO
o0600HKot, 875
mr/125 wmr, no 5
Tabnetok y 6nictepi,
no 2 6nictepu B

Abpun
dopmyneiH3
Met. /114,

IHais

AypobiHao ®apma
Nimiten, OHIT-XII

IHais

nepepeecTpauis Ha
HEO0OMEXEHWI TepMIH;
3MiHun | TMNy - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuLi

3a
peyenmom

He nidsisizae

UA/11903/01/01
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1

nauuj 3 KapToHy

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

nigcrasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
abo JocnimpkeHb 3 6e3nekn
3aCTOCyBaHHSA MiKapcbKoro
3acoby B nicnsipeecTpauiiHnii
nepiog, abo sk pesynbTart

OL,iHKM 3BITY 3 AOCNIAKEHD,

npoBefeHnX BignoBigHO A0

nnaaxy negiatpuyHnux
pocnipkeHb (PIP) (3MiHy

Y3rO[)KEHO 3 KOMMNETEHTHUM

YNOBHOB&XXEHVNM OPraHom).
3MiHV BHECEHO [0 iHCTPYKLT
A5 MeANYHOTo 3acTOCyBaHHS

npenapary A0 po34inis
«Oco61BOCTI
3acToCyBaHHs», «[M06IYHI
peakLii» BiANOBIAHO A0
iHchopMmawLii cToCOBHO Ge3neku
Lit0Y0l pevoBUHN.

3060B’s13aHHSA NpK BUAAui
peecTpauiiHoro NocBigYeHHs
iCHYIOTb — HaflaHHSA
[AeTasIbHOro onncy CMcTeMm
ynpaBniHHA pyU3vkammn y
BUINAAI NNaHy ynpas/iHHA
pu3nkamMmn Ta AONOBHEHHS [0
ornagy KNiHIYHUX AaHnx Ao
30.10.2017 BignoBigHo Ao
nignyHkTy 1.13 nyHKTy 1,
NiANyHKTY 2.3 NYHKTY 2
popartky 15 go Mopagky
npoBefEeHHA ekxcnepTu3n
peecTpauiiiHix maTepiasis Ha
nikapcbki 3acobwm, Wwo
noatTbCA Ha AepxaBHy
peecTpavuiio
(nepepeecTpaldito), a Takox
ekcrnepTusy Matepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx matepianis
npoTsArom fii peecTpadiiHoro
NOCBIJYEHHS, 3aTBEPIKEHOr0
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

Hakazom MO3 Big 26.08.2005
Ne 426 (y pefaxuii Hakazy
MO3 Big 23.07.2015 Ne 460).
MepiognyHicTb NogaHHsA
perynsipHo OHOB/IIOBAHOTO
3BiTY 3 6e3neku BigNoOBIAHO A0
Mopsaaky 34iicHeHHs Harnsay
3a No6IYHMMU peakLisimu
nikapcbknx 3acobis,
[103BOSIEHUX [0 MEANYHOro
3aCTOCYBaHHS,
3aTBepXeHoro Hakasom MO3
Bif 27 rpyaHsa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainu
29 ciuHa 2007 poky 3a
Ne73/13340, cTaHOBUTb:
BIANOBIAHO A0 NEpPioANYHOCTI
CKNafaHHsA perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
[103BOSIEHOTO 10 MEANYHOIO
3aCTOCyBaHHsA, Ha
LLEHTPa/IbHOMY piBHi.

AAN-M-BIONIK

cycneHsis ans
iH'ekyii mo 0,5 mn (1
[o3a) abo 1 mn (2
£03n) B amnyniax Ne
10

MAT
"®APMCTAH
OAPT-BIONIK"

Ykpaina

MAT
"®APMCTAHIAP
T-BIOAIK"

YKpaiHa

nepepeecTpauis Ha
HEO0OMEXEHWI TepMIH;
30608B’s13aHHA Npy BUAAYI
peecTpauiiHoro NocBigYeHHs
iCHYIOTb — HafaHHSA
[eTa/lbHOro onucy cucTemm
ynpasiHHA py3vKammn y
BUrNSAAI NiaHy ynpasniHHA
pv3vkaMmn Ta JONOBHEHHS A0
ornagy KNiHiYHMX AaHnX o
30.10.2017 BignosigHo Ao
nignyHkTy 1.13 nyHkTy 1,
nignyHKTYy 2.3 NyHKTY 2
popartky 15 o Mopagky
NPOBeAEHHS eKCnepTnsmn
peecTpauiiHnx matepianis Ha
nikapcbki 3acobu, Wwo
noAalTbCs Ha AepxasHy
peecTpadiio
(nepepeecTpaliio), a Takox
eKkcnepTu3n marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHux matepianis
npoTArom fii peecTpadiiHoro

3a
peyenmom

He nionsiecae

UA/15665/01/01
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

NOCBIAYEHHS, 3aTBEPAKEHOrO
Hakazom MO3 Big 26.08.2005
Ne 426 (y peaaxuii Hakasy
MOS Bif 23.07.2015 Ne 460).
MepioAnYHICTb NofAHHSA
perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3Mneku BignoBiaHO f0
MopsiaKy 34iCHEHHs Harnsgy
3a NOGIYHNMMN peakuismn
nikapcbkyx 3acobis,
[103BOMIEHUX [0 MeANYHOro
3acTOoCyBaHHS,
3aTBepxeHoro Hakasom MO3
Bif, 27 rpyaHa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULi YKpaiHu
29 ciyHs 2007 poky 3a
Ne73/13340, cTaHOBUTb:
BIANOBIAHO [0 NepioANYHOCTI
CKnafaHHsa perynspHo
OHOB/tOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
[103BOMIEHOr0 1O MEANYHOrO
3acTocyBaHHS, Ha
LEHTPa/IbHOMY PiBHi.

AEPTAN®

TabneTkn, BKpUTI
NAiBKOBOO
06010HKot0, Mo 100
Mr Ne 20 (10x2), Ne
60 (10x6) y
6nictepax

BAT "TeneoH
PixTep"

YropLmHa

BAT "TeaeoH
Pixtep"

YropuimHa

nepepeecTpauis Ha
HEOoOMeXeHW TEPMIH;
3060B’3aHHA Npy BuAaYi
peecTpauiiHoro NocBigYeHHs
ICHYIOTb - HafaHHSA
[AeTa/IbHOro Onncy cMcTeMm
ynpasniHHA pyu3vkamm y
BUIAAAI NNaHy ynpasiHHA
pusmkammn go 30.10.2017
BiANOBIAHO A0 NignyHKTY 1.13
nyHkTy 1 goparky 15 go
Mopsaky NpoBegeHHs
eKCrepTn3n peecTpauintHnx
mMarepianis Ha nikapcbki
3acobu, Lo nofaloTbCs Ha
[epXxaBHy peecTpaLiiio
(nepepeecTpauiio), a Takox
eKcnepTu3n marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHux matepianis
npoTArom fAii peecTpauiiHoro
NoCBIAYEHHS, 3aTBEPAXKEHOrO
Hakazom MO3 Big 26.08.2005

3a
peyenmom

He nionsieae

UA/5359/01/01




24

Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

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

A3AKC®

TabneTkn, BKpUTI
o60s0HkKoto, no 500
Mr, no 3 TabneTkm y
6nictepi, no 1
6nictepy B
KapTOHHIA KOpooLi

HOBE/ INAY
CAHAI BE
TIIDKAPET
A.LL.

TypeuunHa

HOBE/ INAY
CAHAI BE
TIOXKAPET A.LL.

TypeyunHa

nepepeecTpavis Ha
HeobMeXeHni TepMiH; 3MiHu |
My - 3MiHK WoA0
6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuLi
nNiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeAMYHOr0o 3aCTOCYBaHHS Ha
nigcrasi perynsipHo
OHOB/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
abo gocnimkeHb 3 6e3neku
3aCTOCYyBaHHS /iKapcbKoro
3acoby B nicnapeecTpaviiiHuii
nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/IIKEHD,
npoBeAeHnX BignoBigHO A0
nnaHy negjaTpuyHmx
pocnigpxeHs (PIP) (3miHy
Y3rO[)KEHO 3 KOMMNETEHTHUM
YNOBHOB&XEHVM OpPraHom) -
3MiHU BHECEHO [0 IHCTPYKLUIT
ANA MeAUYHOro 3aCTOCYBaHHS
npenapary A0 po3Ainis

3a
peyerimom

He nionsieae

UA/5811/01/01
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1

"MokasaHHsa" (YTOUHEHHS
iHdhopmadii),
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMKn
nikapcbknMmn 3acobamu Ta
iHWi BUAW B3aemogiii",
"Oco611BOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepiofg
BariTHoCTi abo rofyBaHHs
rpyAa”, "3aartHicTb BMBaTH
Ha WBUAKICTb peakuii npu
KepyBaHHI aBTOTPaHCMopTOM
ab60 poboTi 3 IHWUMK
mexaHizmamu”, "Cnoci6
3acTocyBaHHs Ta go3un",
"Mepepo3yBaHHs", "Mob6iuHI
peaxuii” BignosigHo f0
iHchopmawii Lwoao 6e3snekn
Aito40T peYOBUHN
"a3uTpoMiLmnH" (TabneTku).
30608B’A3aHHA Npy BUAAYI
peecTpauiiHoro NocBigYeHHs
iCHYIOTb — HafaHHSA
[OMNOBHEHHSA A0 ornsagy
KNiHIYHUX AaHux o
30.10.2017, BignosigHo 8o
NiANyHKTY 2.3 NYHKTY 2
popartky 15 go Mopagky
npoBefEeHHA ekxcnepTu3n
peecTpauiiiHix maTepiasis Ha
nikapcbki 3acobwm, Wwo
noatTbCA Ha AepxaBHy
peecTpavuiio
(nepepeecTpaldito), a Takox
ekcrnepTusy Matepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx matepianis
npoTsArom fii peecTpadiiHoro
NOCBIAYEHHS, 3aTBEPIKEHOr0
Hakazom MO3 Big 26.08.2005
Ne 426 (y pefaxuii Hakazy
MO3 Big 23.07.2015 Ne 460).
MepiognyHicTb NogaHHsA
perynsipHo OHOB/IIOBAHOTO
3BiTY 3 6e3neku BigNoBIAHO A0
Mopsaaky 34iicHeHHs Harnsay
3a NOGIYHUMY peakLisiMu
nikapcbknx 3acobis,




Ne

Hassa
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n/n

JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o

BNEOLVH

[103BOJIEHUX [0 MEANYHOro
3aCTOCYBaHHS,
3aTBepAXeHoro Hakasom MO3
Bif 27 rpyaHs 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainu
29 ciuHa 2007 poky 3a
Ne73/13340, cTaHOBUTb:
BIANOBIAHO A0 NEpPiOANYHOCTI
CKNafaHHsa perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
[103BO/IEHOTO 10 MEANYHOIO
3aCTOCyBaHHsA, Ha
LEHTpasIbHOMY piBHiI

nocsBi0O4YeHHs

MOPOLLOK A5
PO3UUHY A151 iH'EKLLIA
no 15 mr B amnynax
abo y pnakoHax Ne
1

HinnoH Kasiky
Ko., NiTa.

AnoHis

HinnoH Kasky Ko.,
Ntp., Takacaki
MnaHT

AnoHis

nepepeecTpauis Ha 5 pokiB y
3B A3KY i3 3aKiHUEHHSIM
TepMiHy Aii peecTpaujiinHoro
nocsigyeHHs; 3MiHu | Tuny -
3MiHa HalimeHyBaHHsi Ta/abo
MiCLLe3HaXOMKEHHS
BMPOGHMKa rOTOBOrO
niKkapcbKoro 3acoby,
BK/IHOYAOUN MicLe
NpOoBefeHHA KOHTPOJIIO SKOCTI
(BMPOGHMYA AiNbHULA BUNYCKY
cepii). 3minn | TUNY - 3miHa
HalilMeHyBaHHs Ta/abo
MiCLIe3HaXOMKEeHHA 3asaBHMKaA
(BnacHvika peecTpadiiHoro
noceigueHHs). 3MiHn | Tuny -
[OTOBMIA NikapcbKuii 3aci6.
KOHTpO/1b roTOBOrO
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuucpikauiii
Ta/abo fonyCTUMUX MEX
rOTOBOrO JlikapCbKoro 3acoby
(BUNYyYEHHSI HE3HAYHOTO
nokasHuka (Hanpviknag,
BUJTyYEHHS 3acTapifioro
nokasHvka)) — BunyyeHHs
nokasHukis: "BmicT
Migi","TOKCUYHICTB",
"[lenpecopHi peyoBmnHN",
OCKI/TbKWN AaHi NOKa3HMKN
KOHTPO/IOIOTLCA B
cneuudikavii BXigHoro

KOHPOJIIO Ait040l PEYOBUHY;

3a
peyenmom

He nidsisizae

UA/9095/01/01
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1

3miHu | Tvny - FoToBMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKaPCbKOro 3acooby.
3miHa napameTpis
cneuudikauivi Ta/abo
[0MyCTUMUX MEX r0TOBOro
nikapcbkoro 3acoby
(8onoBHEHHS cneumdikauii
HOBWM MOKA3HUKOM 3
BigNOBiAHMM METOA0M
BMNPO6YBaHHs1) - BBeaeHHSA
nokasHukis: "Mpo3sopicTb",
"KonboposicTb", "MexaHi4Hi
BK/TIOUYEHHS. HeBuanmi
yacTkn", "MexaHiyHi
BK/IIOYEHHS. Bugnmi yactkn®,
"OfHOPIAHICTb 030BaHUX
oavHNLB". 3MiHK | TNy -
[OTOBMIA Nikapcbkunii 3aci6.
KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuwudikauiii
Ta/abo fonycTUMUX MEX
roTOBOro NikapCbKoro 3acoby
(3BYXXEHHSA 4ONYCTUMMX MEX) -
3MiHU KpUTEpIiB NPUAHATHOCTI
3a po3ginom "KinbkicHe
BM3HAUYEHHA".
3MmiHu | TNy - FoToBMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKaPCbKOro 3acoby.
3MiHa y meTogax
BMNPOBYBaHHA rOTOBOrO
nikapcbKkoro 3acoby (iHwi
3MiHW Y MeToAax BunpobysaHb
(BKtOYatoumn 3amiHy abo
[OMOBHEHHS)) po34in
«MiporeHn» 3amiHeHo Ha
po3ain «baktepianbHi
©HA0TOKCUHMW»; PO34iNu:
«CTepwbHICTb» , «BTpaTta B
Maci Npy BUCYLLYBaHHI»
NpUBELEHO Y BiAMNOBIAHICTb A0
BUMOT fit040ro BUAaHHS
€Bponeiicbkoi Ta ANOHCLKOT
dapmakonei. 3miHu | TUnYy -
3MiHuM Wwoao
6e3nekn/edpeKTNBHOCTI Ta
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NnocBiAYEHHST; 3MiHU | Tuny:
[oTOBMIA NiKapcbkunin 3aci6.
KoHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa y
MeToAax BUNPOOyBaHHS
rOTOBOrO JliKapCbkoro 3acoby
(iHWi 3miHW y MeTogax
BMNpoOGyBaHb (BK/IOYaYM
3aMiHy ab0 AOMOBHEHHS) —
npuvBeAeHHs po3ainy
«MikpobionoriyHa uncrora»
[0 BAMOT [1il040r0 BUAHHS
€Bponeiicbkoi Papmakonei.
3Minn | TURYy: Jlikapcbki
3aco6u. 3miHa y KOpOoTKiii
XapakTepucTuLi nikapcbkoro
3acoby, IHCTPYKUii ans
MeAMYHOro 3acTocyBaHHA abo
MapKyBaHHi ynakoBOK
(noTpebye BHECEHHS
BiANOBIAHO A0 iH(opMmaLii
pedyepeHTHOro/opuriHa/IbHOro
nikapcbKkoro 3acoby 6e3
HafaHHA XOLHNX HOBUX
[08aTKOBUX AaHNX
3asBHWNKOM), 3MiHV BHECEHO
00 IHCTPYKLii ANns MeanyHoro
3aCToCyBaHHA npenapary Ao
po3ginis
"papmakoTepanesTnyHa
rpyna. Kog ATX" (6yno - AO5A
X10; ctano - AO5A X),
MokazaHHS" (YTOUHEHHS
nokasaHb), "lMpoTunokasaHHs",
"Aitn" (He 3actocoByBatu
AiTAM) BignosigHO fo
aHas1oriyHoro npenapary
BOHO)KUTAP, kancynu
(BMpOGHYKK XepbioH MakncTaH
MpaiieT flimiTeq, MakucTaH).
3MiHu | TMNy: AAMiHICTpaTWBHI

Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1
thapmakoHarnagy. 3mMiHu y
TepaneBTUYHMX NOKa3aHHAX
(BWNyYEHHS1 TepaneBTUYHOIO
nokasaHHs)
7. BOHAXXUIAP cupon no 90 mn, no XepbioH MakncTtaH XepbioH MaknucTtaH MakncTtaH nepepeectpadisi Ha 5 pokis y 6e3 nionseae UA/9929/01/01
120 mn, no 150 mny MakucraH MpaiBseT NimiTeq, 3B A3KY i3 3aKIHYEHHSIM peyenma
dhnakoHi Ne 1 MpaiiBeT TepMiHy Aii peecTpaujiiiHoro
NimiTen
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu 3asBHUKA
(BnacHuka peecTpauiiHoro
nocBigYeHHs), - 3miHa
HalilMeHyBaHHs Ta/abo agpecu
3agBHMKa (BnacHvika PI).
3MiHn | TUNY: AOMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaPKEHHS AiSNIbHOCTI
BMPOGHMKa/imnopTepa
roToBOro MikapcbKoro 3acooby,
BK/IOYAIOUM OiNIbHUL BUMYCKY
cepii abo micLe npoBefeHHs
KOHTPOJO AKOCTI. (BisNIbHICTb,
3a AKy Bignosigae
BUPOGHUK/iMnopTep,
BK/IOHYAK0UM BUMNYCK Cepiii), -
3MiHa HalimeHyBaHHs Ta/abo
afpecy MicLs NPoBaKeHHs
[AiSNIbHOCTI BUPOOHUKA; 3MiHM |
TUMy - 3MiHW y NpoLeci
BMPOGHMLITBA FOTOBOrO
niKapcbKoro 3acoby (3miHa
nocnifoBHOCTI A0AABaHHS
[LOMOMDKHUX PEYOBUH); 3MiHU |
MRy - 3MiHa po3Mipy cepii
(BKNKOYAKOUM fiana3oH po3mipy
cepil) roToBOro nikapcbkoro
3acoby (36inblueHHa go 10
pasiB NMOPIBHSHO i3
3aTBEPAKEHNM PO3MIPOM
cepii).

BANEPIAHU
EKCTPAKT

TabneTku, BKPUTI
060/10HKOI0, N0 20
mr, no 10 TabneTok
y 6nictepi, no 5
6nictepiB y navi;
no 50 TabneTok y
6nictepax

NAT
"Fanuucapm"

Ykpaina

NAT "Tannucapm”

YKpaiHa

nepepeecTpauis Ha
HeobMeXeHni TepMiH; 3MiHu |
TMny: 3MiHW Woa0
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii 4515
MeAMYHOIO 3aCTOCYBaHHS Ha
nigcrasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
abo gocnimpkeHb 3 6e3nekn
3aCTOCYyBaHHSA MiKapcbKoro
3ac06y B nicnspeecTpauiiimii

6e3
peyenma

niosisiecae

UA/0265/02/02
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1

nepiog, abo sk pesynbTart

OL,iHKM 3BITY 3 AOCNIMKEHD,

npoBefeHnX BignoBigHO A0

nnaxy negiatpuyHnux
pocnipkeHb (PIP) (iHWi 3miHW)
- 3MiHU BHECEHO [0 IHCTPYKLT
ANA MeANYHOr0o 3aCTOCYBaHHS
npenapary A0 po3giny

"Mo6iuHi peakwji" BigNoBigHO
[0 iHdhopmaui woao 6e3neku
Lito4oi peqyoBuHK "BasiepiaHa”.

30608B’s13aHHA Npy BUAaYi
peecTpauiiHoro NocBigYeHHs
[AnA nikapcbKoro 3acoby
ICHYIOTb - HafjaHHSA
AeTasIbHOro onMcy CMcTeMm
ynpaBniHHA pyU3vkammn y
BUINAAI NNaHy ynpas/iHHA
pu3nkammn Ta AONOBHEHHN [0
ornagy KNiHIYHUX AaHnux Ao
30.10.2017 BignoBigHo go
nignyHkTy 1.13 nyHKTY 1,
NiANYHKTY 2.3 NYHKTY 2
popartky 15 go Mopagky
npoBefEeHHA ekxcnepTu3n
peecTpauiiiHix maTepiasis Ha
nikapcbki 3acobwm, Wwo
noJalTbCa Ha AepxaBHy
peecTpavuiio
(nepepeecTpaldito), a Takox
ekcrnepTusy Matepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx matepianis
npoTsArom fii peecTpadiiHoro
NOCBIAYEHHS, 3aTBEPIKEHOr0
Hakazom MO3 Big 26.08.2005
Ne 426 (y pefaxuii Hakazy
MO3 Big 23.07.2015 Ne 460).
MepiognyHicTb NogaHHsA
perynsipHo OHOB/IIOBAHOTO
3BiTY 3 6e3neku BigNoBIgHO A0
Mopsaaky 34iicHeHHs Harnsay
3a NOGIYHUMY peakLisiMu
nikapcbknx 3acobis,
[103BOSIEHUX [0 MEANYHOro
3aCTOCYBaHHS,
3aTBepXeHoro Hakasom MO3
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PeecmpayjitiHa npoyedypa

Ymosu

Peknamysa

Homep

Ne
n/n

Hassa
JliKapcbKO20

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

Bif 27 rpyaHs 2006 poky

Bionycky

HHSA

peecmpayiliHo2o
nocsioYeHHs

3acoby

Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainu
29 ciuHa 2007 poky 3a
Ne73/13340, cTaHOBUTb:
BIANOBIAHO A0 NEpPioANYHOCTI
CKNafaHHsa perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
[103BO/IEHOTO 10 MEANYHOIO
3aCTOCyBaHHsA, Ha
LEeHTpasIbHOMY piBHiI
nepepeecTpaujis Ha

3a

He nidsisizae

UA/5747/01/01

BAP®APUH-®C

Tabnetkn no 2,5 mr
Ne 10 (10x1), Ne 30
(10x3), Ne 100
(10x10) y 6nicTepax
y nauui 3 KapToHy

TOB "®dapma
Crapt”

Ykpaina

TOB "®apma
Crapt”

YkpaiHa

HeobMeXeHni TepMiH; 3MiHu |
TMny: 3MiHW Woa0
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii An1s
MeJMYHOro 3acTOCyBaHHS Ha
nigcrasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
abo gocnimpkeHb 3 6e3nekn
3aCTOCYyBaHHSA MiKapcbKoro
3acoby B nicnapeecTpauiiiHuii
nepiog, abo sk pesynbTart
OLLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHNX BignoBigHO A0
nnaxy negiaTpuyHux
pocnimpkeHb (PIP) (3MiHy
Y3rOKEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHoMm)
(B.1.3. (a),IB), 3miHV BHeceHO
[0 IHCTPYKLii Ana MeanyHoro
3aCTOCyBaHHA npenapary Ao
po3zinis "B3aemogis 3 iHLWMMK
nikapcbknmy 3acobamu Ta
iHWIi BUAW B3aemMogijin”,
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpypar”, "MepenosysaHHsS",
"Mo6iuHi peakwyji" BigNoBigHO
[0 iHdopmauji woao 6e3neku
Lito40i pevyoBuHU

peyenmom

"BapdpapviH").
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

30608B’s13aHHA Npy BUAAYi
peecTpauiiHoro NocBigYeHHs
ICHYIOTb - HafjaHHSA
[AeTa/IbHOro onucy cucTemm
ynpaBniHHA pyU3vkammn y
BUIAAAI NNaHy ynpasiHHA
pu3nkaMmn Ta JONOBHEHHS [0
ornsaay KNiHiYHUX AaHux oo
30.10.2017 BignosigHo Ao
nignyHkTy 1.13 nyHkTy 1,
NiANYHKTY 2.3 MYHKTY 2
nogatky 15 no Mopsgky
NPOBEefEeHHA ekcnepTu3n
peecTpauiiHux maTepianis Ha
nikapcbki 3acobwm, Lo
noJalTbCA Ha AePXaBHY
peecTpaduito
(nepepeecTpauiio), a Takox
eKcrnepTu3n marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHux matepianis
npoTArom Aii peecTpauiiHoro
NoCBIAYEHHS, 3aTBEPAKEHOrO
Hakazom MO3 Big 26.08.2005
Ne 426 (y pegaxuii Hakasy
MOS Big 23.07.2015 Ne 460).
MepiognyHICTb NOfAHHS
perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3neku BiANoBiAHO A0
MopsiaKy 34iCHEHHs Harnsay
3a NOGIYHUMM peakuismn
nikapcbknx 3acobis,
[03BOMIEHNX [0 MEAUYHOTO
3acTOCyBaHHs,
3aTBepxeHoro Hakasom MO3
Bif 27 rpyaHsa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu
29 ciyHs 2007 poky 3a
Ne73/13340, cTaHOBUTL:!
BiANOBIAHO A0 NepioanYHOCTI
CKNafilaHHsA perynsapHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
[103BO/IEHOrO [10 MENYHOIO
3acToCyBaHHS, Ha
LEeHTPa/IbHOMY PiBHi.

10.

BAP®APUH-®C

Tab61eTkn no 3 mr Ne

TOB "®apma

YKpaiHa

TOB "®apma

YKpaiHa

nepepeecTpawisi Ha

3a

He nidnis2ae

UA/5747/01/02
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1
10 (10x1), Ne 30 Crapt" Crapt" HeobMeXeHni TepMiH; 3MiHu | peyenmom

(10x3), Ne 100
(10x10) y 6nicTepax
y nauui 3 KapToHY

TMny: 3MiHW Woao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi

MapKyBaHHS Ta IHCTpyKLUii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOB/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
ab0o pocnimkeHb 3 6e3neku
3aCTOCYyBaHHS /iKapCbKoro
3acoby B nicnspeecTpaviiiHuii
nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/IIKEHD,
npoBeAeHnX BignoBigHoO A0
nnaHy negjaTpuyHmx
pocnigpxeHs (PIP) (3miHy
Y3rO[XKEHO 3 KOMMNETEHTHUM
YNOBHOB&XEHVNM OpraHom) -
3MiHU BHECEHO [0 IHCTPYKLUIT
ANA MeAUYHOro 3acTOCYBaHHS
npenapary A0 po34inis
"B3aemogis 3 iHWMMKn
nikapcbknMmn 3acobamu Ta
iHWi B1AW B3aemogiii",
"Oco611BOCTI 3acTOCyBaHHS",
"3acTocyBaHHA y nepiof
BariTHoCTi abo rofyBaHHs
rpypar”, "MepenosysaHHA",
"Mo6iuHi peakwji" BigNoBigHO
00 iHdopmauii woao 6esnekn
Aito40T peYOBUHN
"BapchapuH").
30608B’A3aHHA Npy BUAAYI
peecTpauiiHoro NocBigYeHHs
ICHYIOTb - HalaHHsA
[eTa/IbHOro onucy cucTemm
ynpaeiHHA py3vKammn y
BUrNAAI NnaHy ynpasniHHA
pv3vkaMun Ta JONOBHEHHSA A0
ornagy KNiHiYHMX AaHnX Ao
30.10.2017 BignosigHo Ao
nignyHkTy 1.13 nyHkTy 1,
nignyHKTY 2.3 NyHKTY 2
popartky 15 go Mopagky
NPOBE/EHHS eKCNepTU3n
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

peecTpauiiHnx maTepianis Ha
nikapcbki 3acobu, Wwo
noJatTbCsA Ha AepXaBHY
peecTpadiio
(nepepeecTpalito), a Takox
eKcnepTun3n marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHux matepianis
npoTArom fii peectpauiiiHoro
NOCBIAYEHHS, 3aTBEPAKEHOrO
Hakazom MO3 Big 26.08.2005
Ne 426 (y peaaxuii Hakasy
MOS Bif 23.07.2015 Ne 460).
MepioAnyHICTb NofAHHSA
perynspHoO OHOB/IOBAHOMO
3BiTy 3 6e3Mneku BignoBiaHO J0
MopsiaKy 34iCHEHHs Harnsay
3a NOGIYHNMKN peakuismn
nikapcbkyx 3acobis,
[103BOMIEHUX 4,0 MeANYHOro
3acToCyBaHHs,
3aTBepxeHoro Hakasom MO3
Bif, 27 rpyaHa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULi YKpaiHu
29 ciyHs 2007 poky 3a
Ne73/13340, cTaHOBUTb:
BIANOBIAHO [0 NepioANYHOCTI
CKnafaHHsa perynspHo
OHOB/tOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
[103BOMIEHOr0 1O MEANYHOrO
3aCTOCyBaHHs, Ha
LEHTPa/IbHOMY PiBHi.

11.

rPUNOLUNTPOH
®ITO

Tabnetku no 12,5
mr, no 10 TabneTok
y 6nicTepi, no 2
6nictepu y nauui 3
KapToHy; no 20

Tabnetok y 6nictepi,

no 1 6nicrepy y
nauuj 3 KapToHy

ToBapucTso 3
obmexeHoro
BiANOBiAA/IbHI
CTiO
"focnigHnin
3aBof,
“rHyact

YkpaiHa

BCi cTagii
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
ToBapucTso 3
0bMexeHoto
BiANOBIAAILHICTIO
"focnigHnii 3aBog,

YKpaiHa

nepepeecTpauis Ha
HEeOoObMeXeHW TEPMIH;
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS! Ta IHCTPYKUii Ans

"rTHUNC", Me[MYHOro 3acTocyBaHHA Ha
YKpaiHa; nigcTasi perynsipHo
BCi cTagii OHOB/IHOBAHOrO 3BITY 3
BMPOGHMLITBA, 6e3nekun nikapcbKoro 3acooby,
KOHTPO/b SIKOCTI, abo pocnimkeHb 3 6e3neku
BMMNYCK Cepii: 3aCTOCYBaHHS NiKapCbKoro

6e3
peuyenma

nionsieae

UA/13193/01/01
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1

ToBapucTso 3
06MexeHot
BIANOBIAA/LHICTIO
"®apmMaueBTNYHa
KOMMaHis
"3p0pos'a"’,
YkpaiHa

3acoby B nmicnspeecTpauiiiHmii
nepiogd, abo K pe3ynbTart
OLjiHKM 3BITY 3 AOCIMKEHD,
npoBeAeHUX BigNoBigHO A0
nnaHy negiaTpuyHux
pocnigkenb (PIP) (iHLwi 3miHW)
- 3MiHU BHECEHO [0 IHCTPYKLUIT
ANA MeAUYHOro 3aCTOCYBaHHS
npenapary A0 po3ainy
"Oco6nMBOCTI 3aCTOCYBaHHSA"
BiANOBIAHO A0 iHdopMaLiT
CTOCOBHO 6e3neku Ajtoyoi
PEYOBUHM NiKAPCbKOro 3acoby.
3060B’s13aHHSA NpW BUAAui
peecTpauiiHoro NocBigYeHHs
iCHYIOTb — HaflaHHS
AeTasIbHOro onMcy CMcTeMm
ynpaBniHHA pyU3vkammn y
BUINAAI NNaHy ynpas/iHHA
pu3nkammn Ta AONOBHEHHN [0
ornagy KNiHIYHUX AaHnux Ao
30.10.2017 BignoBigHo go
nignyHkTy 1.13 nyHKTY 1,
NiANYHKTY 2.3 NYHKTY 2
popartky 15 go Mopagky
npoBefEeHHA ekxcnepTu3n
peecTpauiiiHix maTepiasis Ha
nikapcbki 3acobwm, Wwo
noJalTbCa Ha AepxaBHy
peecTpavuiio
(nepepeecTpaldito), a Takox
ekcrnepTusy Matepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx matepianis
npoTsArom fii peecTpadiiHoro
NOCBIAYEHHS, 3aTBEPIKEHOr0
Hakazom MO3 Big 26.08.2005
Ne 426 (y pefaxuii Hakazy
MO3 Big 23.07.2015 Ne 460).
MepiognyHicTb NogaHHsA
perynsipHo OHOB/IIOBAHOTO
3BiTY 3 6e3neku BigNoBIgHO A0
Mopsaaky 34iicHeHHs Harnsay
3a No6IYHMMU peakLisimu
nikapcbknx 3acobis,
[103BOSIEHUX [0 MEANYHOro
3aCTOCYBaHHS,
3aTBepXeHoro Hakasom MO3
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

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

12.

rPUNOLUNTPOH
®ITO

Tabnetkn no 25 mr,
no 10 TabneTtok y
6nictepi, no 2
6nictepun y nauui 3
KapToHy; no 20
Tabnetok y énicrepi,
no 1 6nictepy y
nauui 3 KapToHy

ToBapuncTso 3
obmexeHoto
BiANOBiAaNbHI
CTIO
"focnigHnii
3aBof,
"rHyact

Ykpaina

BCi cTagii
BUpPOBHULTBA,
KOHTPO/b SKOCTI,
BWMYCK Cepii:
ToBapucTso 3
0bMexeHot

BiANOBiAA/IbHICTIO
"AocnigHuii 3aBog,

"rHUaC,
YKpaiHa;

BCi cTagii
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
ToBapucTso 3
0bMexeHoto

BiANOBIAAILHICTIO
"®apmMaueBTnYHa

KOMMaHis
"3p0pos'a”,
Ykpaina

YkpaiHa

nepepeecTpaujis Ha
HEO0OMEXEHWI TepMiH;
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii An1s
MeJMYHOro 3acTOCyBaHHS Ha
nigcrasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
abo gocnimpkeHb 3 6e3nekn
3aCTOCYyBaHHSA MiKapcbKoro
3acoby B nicnapeecTpauiiiHuii
nepiog, abo sk pesynbTart
OLLiHKM 3BITY 3 AOCNIMKEHD,
npoBefeHNX BignoBigHO A0
nnaxy negiaTpuyHux
pocnipkeHb (PIP) (iHWi 3miHW)
- 3MiHU BHECEHO [0 IHCTPYKLIT
ANA MeANYHOro 3aCTOCYBaHHS
npenapary A0 po3giny
"Oco6nMBOCTI 3acTOCyBaHHA"
BiANOBIAHO A0 iH(opMmaLii
CTOCOBHO 6e3neku Ajo4oi

PEYOBUHM MiIKAPCLKOTO 3aco0y.

3060B’13aHHA Npy BUuAaYi
peecTpauiiHoro NocBigYeHHs
iCHYIOTb — HafjaHHSA
[AeTa/IbHOro OnMcy cMcTeMm
ynpaBniHHA pyu3vkamm y
BUINAAI NNaHy ynpasiHHA
pu3nkamMmn Ta AONOBHEHHS [0
ornsaAy KNiHiYHUX AaHux o
30.10.2017 BignosigHo Ao

6e3
peyenma

niosisiecae

UA/13193/01/02




37

Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

nignyHkTy 1.13 nyHkTy 1,
NiANYHKTY 2.3 MYHKTY 2
nogatky 15 no Mopsgky
NpOBefEeHHsA ekcnepTu3n
peecTpauiiHux maTepianis Ha
nikapcbki 3acobwm, LWwo
noJaloTbCA Ha AePXaBHy
peecTpaduito
(nepepeecTpauiio), a Takox
eKcrnepTu3n marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHux matepianis
npoTArom Aii peecTpauiiHoro
NoCBIAYEHHS, 3aTBEPAKEHOrO
Hakazom MO3 Big 26.08.2005
Ne 426 (y pegaxuii Hakasy
MOS Big 23.07.2015 Ne 460).
MepiognyHICTb NOfAHHS
perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3neku BiANoBiAHO A0
MopsiaKy 34iCHEHHs Harnsay
3a NOGIYHUMM peakuismn
nikapcbknx 3acobis,
[03BOMIEHNX [0 MEAUYHOTO
3acTOCyBaHHs,
3aTBepxeHoro Hakasom MO3
Bif 27 rpyaHsa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu
29 ciyHs 2007 poky 3a
Ne73/13340, cTaHOBUTL:!
BiANOBIAHO A0 NepioanYHOCTI
CKNafilaHHsA perynsapHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
[03BO/IEHOTO 0 MEANYHOIO
3acToCyBaHHS, Ha
LEeHTPa/IbHOMY PiBHi.

13.

EHKAL-BIOJNIIK®

PO34nH NS iH'eKLiR
3,5%,no3mns
amnyni, no 10
amnyn y nauui

MAT
"®APMCTAH
OAPT-BIOJIK"

YkpaiHa

MAT
"®APMCTAHOAP
T-BIONIK"

Ykpaina

nepepeecTpauisi Ha 5 pokiB y
3B AA3KY i3 3aKiHUEHHAM
TepMiHy Aii peecTpauiiiHoro
nocsigyeHHs; 3minu | Tuny:
3MiHM Wwoao
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUii Ans

3a
peyerimom

He nidnszae

UA/5196/01/01
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1

MeAMYHOr0o 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOB/tOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
abo pocnimkeHb 3 6e3neku
3acToCyBaHHSA Nikapcbkoro
3acoby B nmicnspeecTpauiiiHmii
nepiog, abo Ak pe3ynbTar
OLjiHKM 3BITY 3 AOCIMKEHD,
NpoBeAeHUX BigMNoBigHO A0
nnaHy negiaTpuyHux
pocnigkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHN BHECEHO [0 IHCTPYKLT
ANA MeANYHOro 3aCTOCYBaHHS
npenapary [0 po3ainis
"Mo6iuHi peakuii”,
"Oco6nMBOCTI 3aCTOCYBaHHSA"
BiAMNOBIAHO 4O OHOBNEHOT
iHchopmauii 3 6e3neku giroyoi
peyvoBuHM "eHKaq".
3060B’s13aHHSA NpY BUAAui
peecTpauiiHoro NocBigYeHHs
iCHYIOTb — HaZlaHHSA
[AeTasIbHOro onncy cMcTeMm
ynpaBniHHA pyU3vkammn y
BUINAAI NNaHy ynpas/iHHA
pu3nkammn Ta AONOBHEHHN [0
ornagy KNiHIYHUX AaHnux Ao
30.10.2017 BignoBigHo Ao
nignyHkTy 1.13 nyHKTY 1,
NiANYHKTY 2.3 NYHKTY 2
popartky 15 go Mopagky
npoBefEeHHA ekxcnepTu3n
peecTpauiiiHix maTepiasis Ha
nikapcbki 3acobwm, Wwo
noJalTbCa Ha AepxaBHy
peecTpauiio
(nepepeecTpaldito), a Takox
ekcrnepTusy Matepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx matepianis
npoTsArom fii peecTpadiiHoro
NOCBIAYEHHS, 3aTBEPIKEHOr0
Hakazom MO3 Big 26.08.2005
Ne 426 (y pefaxuii Hakazy
MO3 Big 23.07.2015 Ne 460).
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1
MepiognyHicTb NogaHHsA
perynsipHo OHOB/IIOBAHOTO
3BiTY 3 6e3neku BigNoBIgHO A0
Mopsaaky 34iicHeHHs Harnsay
3a NOGIYHUMY peakLisiMu
nikapcbknx 3acobis,
[103BOJIEHUX [0 MEANYHOro
3aCTOCYBaHHS,
3aTBepXeHoro Hakasom MO3
Bif 27 rpyaHsa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainu
29 ciuHa 2007 poky 3a
Ne73/13340, cTaHOBUTb:
BIANOBIAHO A0 NEPIOANYHOCTI
CKNafaHHsA perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
[103BO/IEHOTO 10 MEANYHOIO
3aCTOCyBaHHsA, Ha
LEHTpasIbHOMY piBHiI
14. ENNEPEHOH MOPOLLIOK IHpycTpiane ITania IHgycTpiane Kimika ITanisa nepepeecTpauis Ha - He nionsizae UA/12189/01/01
MIKPOHI3OBAH (cybeTaHuin) y Kimika, c.p.n. c.p.n. HeobMeXeHwnit TepMiH
nn noABiliHNX
nonieTNeHoBUx
nakeTtax gns
hapMaLeBTUYHOTO
3aCcTOCyBaHHSA
15. KAM®OPA NOPOLLIOK AT "Ctoma" YkpaiHa Kamdpop eHg, IHais nepepeecTpavis Ha - He nidnsizae UA/12343/01/01
PALIEMIHHA (cybeTaHuis) y Ennavig Mpopgaktc HeobMeXeHWin TepMiH
MilLKax 3 nTg
nonietTunexy ans
BMPOGHMLITBA
HecTepuIbHNX
NiKapcbknx hopm
16. KAHE®POH® H Kpansi opasibHi No BioHopuka CE HimeuunHa BioHopuka CE HimeuunHa nepepeecTpauisi Ha 5 pokiB y 6e3 nionsieae UA/4708/01/01
100 mn y dpnakoHi 3B AA3KY i3 3aKiHUEHHSM peyenma

Ne 1

TepMiHy Aii peecTpaLiiHoro
NOCBiAYEHHST; 3MiHK | Tuny:
3MiHu 3 sKocTi. CepTudikar
signosigHocTi/l E-cepTudikar
BiAMNOBIAHOCTI €EBPONENChKIl
thapmakonei/MoHorpadii.
3MiHK, nos'a3aHi 3
HEOOXiAHICTIO NPUBEAEHHS Y
BiA4NOBIAHICTb 40 MOHOrpadii
L®Y a6o €sponeiicbKol
hapmakonei, abo iHwoi
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1

HavjoHasIbHOI thapmakonel
nepxasun €C (3miHa y
cneundikauisx, nos'asaHa 3i
3aMiHOI0 BUMOT MOHorpadil
[®Y a6o iHWOoi HauioHasIbHOI
thapmakonei gepxasu €C Ha
BMMOrY MOHorpadii
€Bponelicbkoi hapmakonei),
(3MiHa nocunaHHA Ha MeTop,
BUMPOOYBaHHSA 3a NOKa3HMKOM
«Cyxuid 3a/MLIOK» -
3aTBepaxeHo: (Himeubka
HauioHanbHa ®apmakones);
3anponoHOBaHo:
(EBponeiicbka ®apmakones).
HagaHo nigTeepmxeHHs npo
3aTBEpPKEHHS 3MiH B KpaiHi
BMPOGHUKA. 3MiHN Il Tuny:
3MiHM Wwoao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3mMiHn y
KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUi Ans
MeAMYHOr0o 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMUW JaHNMU 3
SAKOCTIi, LOKNIHIYHUMM,
KNiHIYHMY faHuMK Ta
JaHumMu 3 hapMakoHarnagy,
(3MmiHM BHeceHO [0 IHCTPYKLT
ANA MeANYHOro 3aCTOCYBaHHS
npenapary A0 po3giny
"lMoka3zaHHA", a TakoX [0
po3ginis "Cnoci6
3acToCyBaHHA Ta fo3n"
(YTOUYHEHHs1 [03yBaHHS),
"fiTn" (6yno: 3 6 pokis, cTano:
3 12 pokiB), "®apmakonoriyHi
BNacTueocTi",
"MpoTunokasaHHa" BigMNOBIAHO
[,0 OHOBNEHOI KOPOTKOT
XapakTepucTukv npenapary Ta
BUCHOBKY KEI
"®iTonpenapatu. Jlikapcbki
3aco6u"). 3minu Il Trny: 3MiHn
3 AKOCTi. F0TOBMIA NiKapCbKUii
3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa
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Homep

Ne
n/n

Hassa
JliKapcbKO20

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

peecmpayiliHo2o
nocsioYeHHs

3acoby

napameTpiB cneuudikauiii
Ta/abo fonycTUMUX MEX
roTOBOro NikapCbKoro 3acoby
(3miHa 3HaxoauTbCA nosa
3aTBEPAKEHNMU
[OMyCTUMUMK Mexammn
cneuudikauin), (3miHa
[OMyCTUMMX MeX 3a
MOKa3HUKOM «pH> -
3arBepmxeHo: (5,1 —5,8);
3anpornoHoBaHo: (4,8 — 5,8).
(3MiHM BHOCATLCA Ha OCHOBI
pe3ynbTaTiB AOC/iHKEHHS
CTabinbHOCTI Nikapcbkoro
3acoby B fOBrOCTPOKOBMX
ymoBax 36epiraHHs). HagaHo
niaTBEPAKEHHSA NPO
3aTBEPAKEHHS 3MiH B KpaiHi
BMPOGHUKA)

6e3

nionsieae

UA/4708/02/01

17.

KAHE®POH® H

TabneTkn, BKpUTI
o6osoHKot, Ne 60
(20x3) y bnicTepax

BioHopvika CE

HimeuunHa

BioHopuka CE

HimeyunHa

nepepeecTpadisi Ha 5 pokis y
3B A3KY i3 3aKIHYEHHSIM
TepMiHy Aii peecTpaujiiiHoro
NnocBiAYEeHHST; 3MiHU | Tuny:
3MiHu 3 sKocTi. FoToBMI
nikapcbkuii 3aci6. KoHTponb
roToBOro NikapcbKoro 3acooby.
3MiHa napameTpis
cneuudikauivi Ta/abo
[0MyCTUMUX MEX r0TOBOro
nikapcbkoro 3acoby
(BUNYyYEHHS HE3HAYHOTO
nokasHuka (Hanpuknag,
3acTapifioro NokasHuKa,
TaKoro sk 3anax Ta cmak, abo
iAeHTHiKalia 6apBHUKIB Um
CMakoBMX [06aBOK),
BUTyYEHHS 3 cneuudikauii
NiKapcbKoro 3acoby nokasHuka
«CTiiKicTb [0
pO34aB/OBaHHSA», OCKINIbKN
[aHnin NoKasHUK
KOHTPO/IIOETLCA Mif Yac
npouecy BUPOGHMLTBA.

HagaHo nigTBepmxeHHs Npo
3aTBEPAKEHHS 3MiH B KpaiHi
BMPOGHUKa. 3MiHu Il Tuny:
3MiHuM Wwoao

6e3nekn/edeKTNBHOCTI Ta

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

thapmakoHarnagy. 3mMiHu y
KOPOTKili XapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeAMYHOr0o 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMUW JaHNMU 3
SAKOCTi, AOKMIHIYHMM,
KNIHIYHMY faHuMKn Ta
JaHumm 3
hapmakoHarnsagy(B.1.4.,11),
3MiHV BHECEHO [0 IHCTPYKLT
A5 MeANYHOro 3acToCyBaHHS
npenapary A0 po3giny
"lMoka3aHHA" 3 METOIO
6e3MneyHoro 3acTocyBaHHs
(6yno: OcHoBHa (6a3ucHa)
Tepanis, a Takox AK
KOMMOHEHT KOMMMIEKCHOT
Tepanii npy rocTpux Ta
XPOHIYHUX iHDEKLiAX CevyoBOro
Mixypa (LMCTUT) | HUPOK
(nienoHedppuT).
XpOHiuHi HeiHheKLiliHi
3aXBOPIOBAHHSA HUPOK
(rnomepynoHedpurT,
iHTepcTulianbHNii HedhbpuT).
MpodinakTrka yTBOpEHHS
CEYOBUX KaMeHiB, Y TOMY
umcni i nicns ix BuganeHHs.;
cTtas1o: 119 KOMM/IEKCHOTro
NiKyBaHHS 3anasibHNX
3aXBOPIOBaHb CEHOBUBIAHNX
LINAXIB.
MpodinakTka yTBOPEHHS
CEYOBUX KaMeHiB, Y TOMY
uncni i nicns ix BuganeHHs.), a
Takox Ao po3ginis "Cnocio
3acToCyBaHHA Ta fo3n"
(YTOUYHEHHs1 [,03yBaHHSA),
"fiTn" (6yno: 3 6 pokis, cTano:
3 12 pokiB), "®apmakonoriyHi
BnacTmsocTi",
"MpoTunokasaHHa" BigNOBIAHO
[,0 OHOBNEHOI KOPOTKOT
XapaKkTepucTukn npenapary Ta
BucHoBKIB KEI
"®iTonpenapatu. Jlikapcbki

3acobun"
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1
3MmiHu |l TURY: 3MiHK 3 AKOCTI.
[OTOBWIA NikapcbKuii 3aci6.
KOHTpO/Ib roToBOrO
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuucikauiii
Ta/abo fonyCTUMUX MEX
rOTOBOrO JliKapCbkoro 3acoby
(3miHa 3HaxoAnTbCs No3a
3aTBEPAKEHNMU
[OMyCTUMUMMN Mexammn
cneuudikayii), 3miHa
[OMYCTUMMX MEX MOKa3HUKa
"KinbkicHe BU3HAYeHHS
pO3MaprHOBOI KUC/I0TU".
HapaHo niaTBepmxeHHs npo
3aTBEPKEHHS 3MiH B KpaiHi
BMPOGHMKA
18. MATEPUHKWN eKCTpaKT piakunii MAT YkpaiHa MNAT "Tannucapm” YkpaiHa nepepeecTpauis Ha - He rniidns2ae UA/12519/01/01
TPABU (cybcTaHuis) y "Tannuchapm" HeobMeXeHni TepMiH
EKCTPAKT 60uKax NnosiMepHUx
PIAKNIA [N1S BUPOBHNLTBA
HecTepubHNX
NiKapcbknx hopm
19. MENNEPOH TabneTkn, BKpUTI CaHpos CnoBeHis Cantotac ®apma HimeuunHa nepepeecTpais Ha 5 pokiB y 3a He nidsisizae UA/5405/01/02
CAHAO3® NNiBKOBOIO dapmacbioTika M6X 3B AA3KY i3 3aKiHUEHHAM peyenmom
060/10HKO10, Mo 25 ns3 a.a. TepMiHy Aii peecTpaujiiiHoro

mr, no 10 TabneTtok
y 6nicTepi, no 2
6nictepn B KOPOOLL

nocsigyeHHs; 3miHu | Tuny:
3MiHK 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKapCbKoro 3acooby.
3mMiHa napameTpis
cneuudikauii Ta/aéo
[0MNYCTUMUX MEX FOTOBOr0
nikapcbKoro 3acoby (iHwi
3MiHW) - HAAaHHSA KOPEKTHOro
nepeknagy posginy «Onuc»;
- 06’eHaHO po3ainu
«CepefiHa Maca» Ta
«BigxvuneHHs Bif cepeHboi
mMacu TabneTku» y po3gain
«OfHopigHICTL Macu» 6e3
3MiHW METOAMKM
BUMNPOOYBaHHA Ta AONYCTUMUX
MeX;.
3MiHn | TURY: 3MiHK 3 AKOCTI.
[oTOBWMIA Nikapcbkuii 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa y
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

mMeTogax BUNpobyBaHHSA
roTOBOro Nikapcbkoro 3acoby
(He3HayHa 3miHa y
3aTBEPAKEHNX MEeToAaxX
BMNPo6YBaHHSA) - He3HauHi
3MiHV Y OnNuCi METOAMK
BMNPOGYBaHHS JlikapCbKOro
3acoby, a came, 3a
NOKa3HUKaMMU:
- «lgeHTndikauis mennepoHy»
(TWX) - meTOoAMKY [OMNOBHEHO
TUMOBOIO XpOMaTorpamoro Ta
Tabnuuet, B SKiii BKazaHO
KOHLLeHTpaLisi pPO34MHIB i
3HauyeHHs Rf;
- «KinbKicHe BU3HAUEHHS»
(BEPX) —3MmiHa po3paxyHKoBOT
hopmynu (KifIbKiCHOro BMIiCTY
A®l), a came, 3MiHa HABaXKM
3paska Ha KOHLeHTpaLito
PO34UHY, AONOBHEHHA PO3Liny
iHchopmavieto Wwoao vacy
YTPUMYBaHHS;

- «[poayKTn po3nagy» -
[0MOBHEHO iHhopMaLlieto
LLIOA0 OLiHKM pe3ynbTaTiB Ta
npuaaTHOCTI cucTemu)

20.

MENMNEPOH
CAHAO3®

TabneTku, BKPUTI
NiBKOBOO
060/10HKO0, Mo 10
Mr no 10 TabneTtok y
6nictepi, no 2
6nictepu B KOpoo6L

CaHpo3
dapmachbioTika

n3 a.4a.

CnoBeHisi

Canotac ®apma
M6X

HimeuunHa

nepepeecTpauis Ha 5 pokiB y
3B A3KY i3 3aKiHUEHHSIM
TepMiHy Aii peecTpaujiinHoro
nocsigyeHHs; 3miHu | Trny:
3MiHK 3 sIKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKapCbKOro 3acoby.
3mMiHa napameTpis
cneundikauivi Ta/abo
[0MyCTUMUX MEX roTOBOro
niKkapcbKoro 3acoby (iHwi
3MiHW) - HaJaHHS KOPEKTHOro
nepeknagy posginy «Onuc»;
- 06’eiHAHO po3ainn
«CepefHa maca» Ta
«BigxuneHHs Bif cepefHboi
Macu TabneTku» y po3gin
«OfHopigHICTL Macu» 6e3
3MiHWM METOANKM
BMNPOOYBaHHA Ta A0NYCTUMUX
MeX;.

3a
peyenmom

He nidsisizae

UA/5405/01/01
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

3MiHu | TURY: 3MiHK 3 AKOCTI.
[OTOBWIA NikapcbKuii 3aci6.
KOHTpO/Ib roToBOrO
nikapcbKoro 3acoby. 3miHa y
mMeTogax BUNpobyBaHHS
roTOBOro NikapCbKoro 3acoby
(He3HauHa 3miHa y
3aTBEPMKEHNX METoAaX
BUNpobyBaHHSA) - He3HauHi
3MiHW Y ONNCi METOAMK
BUNPOBYBaHHA NiKapCbKoro
3acoby, a came, 3a
NOKa3HUKaMMU:
- «laeHTudikauia mennepoHy»
(TWX) - MeToAUKY AONOBHEHO
TUNOBO XPOMATOrpamoro Ta
Tabnumueto, B sKili BKazaHo
KOHL|eHTpaL,ist PO3YMHIB i
3HayeHHs Rf;
- «KinbkicHe BU3HauYeHHs»
(BEPX) —3MiHa po3paxyHKOBOI
chopmy”nm (KifIbKiCHOTro BMiCTY
Adl), a came, 3MiHa HaBaXKKn
3paska Ha KOHLIeHTpaLito
PO34MHY, JOMOBHEHHSA PO3finy
iHhopmadieto Wwoao Yacy
YTPUMYBaHHS;

- «[MpopyKTn po3nagy» -
[0MNOBHEHO iHhopMaLieto
LLIOAO OLiHKM pe3ynbTaTiB Ta
npuaAaTHOCTI cnucTemmn)

21.

METUNYPALUUN-
DAPMEKC

cynosuTopii
pekTasnbHi no 500
Mmr, no 5
Cyno3nTopiiB y
cTpuni, No 2 cTpunn
B MauLi 3 KapToHy

TOB
"®APMEKC
reyn"

YkpaiHa

TOB "®APMEKC
reyn"

YKpaiHa

nepepeecTpauia Ha
HeobMeXeHWin TepMiH; 3MiHu |
TMny: 3MiHW Woao
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS! Ta IHCTPYKUii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3nekun nikapcbKoro 3acooby,
abo pocnimkeHb 3 6e3neku
3acTOCyBaHHSA Nikapcbkoro
3acoby B nmicnspeecTpauiiiHmii
nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 AOC/IDKEHD,

6e3
peyenma

nionsieae

UA/11698/01/01
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1

npoBeAeHUX BigNoBigHO A0
nnaHy negiaTpuyHux
pocnigkeHs (PIP) (3MiHy
Y3TO[PKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHU BHECEHO [0 IHCTPYKLT
ANA MeANYHOr0o 3aCTOCYBaHHS
npenapary [0 po3ainis
"Cnoci6 3acTocyBaHHA Ta
[03n" (YyTOUHEHHS
iHdbopmawii), "Mo6iyHi
peakuii”, "3acTocyBaHHs y
nepiog, BaritHocTi abo
rofysaHHs rpygao”, "Oitn"
(6yno - 3 8 pokis, cTasno - 3 14
pokiB), "34aTHiCTb BNvMBaTh
Ha WBUAKICTb peakuii npu
KepyBaHHI aBTOTPaHCMopTOM
abo iHWKYMKN MexaHi3mammn"
BiAMNOBIAHO 4O OHOBNEHOT
iHchopmauii 3 6e3neku giroyoi
peyoBuHM "MeTunypaunn")
3060B’s13aHHSA NpY BUAAui
peecTpauiiHoro NocBigYeHHs
ICHYIOTb - HafjaHHSA
[OOMOBHEHHA [0 ornsgy
KAIHIYHUX faHuX Ao
30.10.2017 BignoBigHo Ao
NiANYHKTY 2.3 MYHKTY 2
nogatky 15 no Mopsgky
NPOBEefEeHHA ekcnepTu3n
peecTpauiiHux maTepianis Ha
nikapcbki 3acobwm, Lo
noJaloTbCA Ha AePXaBHy
peecTpaduito
(nepepeecTpauiio), a Takox
eKcrnepTu3n marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHux matepianis
npoTArom Aii peecTpauiiHoro
NoCBIAYEHHS, 3aTBEPAKEHOrO
Hakazom MO3 Big 26.08.2005
Ne 426 (y pegaxuii Hakasy
MOS Bif 23.07.2015 Ne 460).
MepiognyHICTb NogaHHSA
perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3neku BiANoBiAHO A0
MopsiaKy 34iMCHEHHs Harnsay
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1
3a NOGIYHUMM peakuismn
nikapcbknx 3acobis,
[03BOMIEHNX [0 MEAUYHOTO
3aCTOCyBaHHs,
3aTBepxeHoro Hakasom MO3
Bif 27 rpyaHsa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu
29 ciyHs 2007 poky 3a
Ne73/13340, cTaHOBUTL:!
BiANOBIAHO A0 NepioanYHOCTI
CKNajiaHHA perynsapHo
OHOB/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
[103BO/IEHOrO [10 MENYHOIO
3acToCyBaHHS, Ha
LeHTpa/IbHOMY PiBHI
22. MIKAMIH MOPOLLIOK ANs Actennac Higepnangn | Bupo6HWK roToBOT Anonis/ nepepeecTpauis Ha 3a He nionsizae UA/12073/01/01
NPUroTyBaHHs dapma HOpon nikapcbkoi hopmu IpnaHgis HeoOMeXeHWn TepMiH; peyenmom
pPO34MHYy ANns B.B. (Bci cTagji 3060B’sA3aHHSA Npu BUAadi
iHcpysii no 50 wmr; 1 BMPOGHMLITBA, peecTpauiiHoro NocBig4YeHHs
h1aKoH 3 MOPOLUKOM thacyBaHHSs y iCHYIOTb — HafjaHHSA
y Kopobuj NepBUHHY [OMOBHEHHA [10 ornsgy
yMakoBKy): KAIHIYHUX JaHuX A0
Actennac ®apma 30.10.2017, BignoBigHo 8o
Tex Ko., Nl14, NiANYHKTY 2.3 MYHKTY 2
3aBof Takaoka, pogatky 15 no Mopsgky
AnoHis; NpoBefeHHA ekcnepTu3n
MakyBasbHWK peecTpauiiHux matepianis Ha
(BTOPUHHA nikapcbki 3acobwm, Lo
ynakoBka), noJaloTbCA Ha AePXaBHY
BUMyCKaounii peecTpadiito
KOHTPO/b: (nepepeecTpauiio), a Takox

Actennac IpnaHg
Ko. N14, IpnaHgis

eKcnepTu3n marepianis npo
BHECEHHS 3MiH [0
peecTpauiiiHux matepianis
npoTArom fAii peecTpauiiHoro
NoCBIAYEHHS, 3aTBEPAXKEHOrO
Hakazom MO3 Big 26.08.2005
Ne 426 (y pegaxuii Hakasy
MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOgAHHSA
perynsipHo OHOB/IIOBAHOTO
3BiTy 3 6e3neku BiANoBiAHO A0
Mopsaaky 34iCHEHHSA Harnsay
3a MOGIYHMMY peakLisiMm
nikapcbknx 3acobis,
[103BO/IEHUX 10 MEANYHOT0
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1
3aCTOCyBaHHs,
3aTBepaxeHoro Hakasom MO3
Bif 27 rpyaHs 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu
29 ciyHs 2007 poky 3a
Ne73/13340, cTaHOBUTL:!
BiANOBIAHO A0 NepioanYHOCTI
CKNajiaHHA perynsapHo
OHOB/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
[103BO/IEHOrO [10 MENYHOIO
3acToCcyBaHHS, Ha
LEeHTPa/IbHOMY PiBHi.
23. MIKAMIH MOPOLLIOK ANs Actennac Higepnangn | Bupo6HWK roToBOT Anonis/ nepepeecTpauis Ha 3a He nionsieae UA/12073/01/02
NPUroTyBaHHs dapma HOpon nikapcbkoi hopmu IpnaHgis HeoOMeXeHWn TepMiH; peyenmom
pPO34MHYy ANns B.B. (Bci cTagji 3060B’sA3aHHSA Npu BUAadi
iHcpysii no 100 mr; 1 BMPOGHMLITBA, peecTpauiiHoro NocBig4YeHHs
h1aKoH 3 MOPOLLUKOM thacyBaHHSs y iCHYIOTb — HafjaHHSA
y Kopobuj NepBUHHY [OMOBHEHHA [10 ornsgy
yMakoBKy): KAIHIYHUX JaHuX A0
Actennac ®apma 30.10.2017, BignoBigHo go
Tex Ko., Nl14, NiANYHKTY 2.3 NYHKTY 2
3aBof Takaoka, pogatky 15 no Mopsgky
AnoHis; NpoBefeHHsA ekcnepTu3n
MakyBasbHKK peecTpauiiHux matepianis Ha
(BTOPUHHA nikapcbki 3acobwm, Lo
ynakoBka), noJaloTbCA Ha AePXaBHY
BUMyCKatounii peecTpadiito
KOHTPO/Ib: (nepepeecTpauito), a Takox

Actennac IpnaHg
Ko. N14, IpnaHgis

eKcnepTu3n marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHux matepianis
npoTArom Aii peecTpauiiHoro
NoCBIAYEHHS, 3aTBEPAXKEHOrO
Hakazom MO3 Big 26.08.2005
Ne 426 (y pegaxuii Hakasy
MOS Big 23.07.2015 Ne 460).
MepiognyHICTb NOgAHHSA
perynsipHo OHOB/IIOBAHOTO
3BiTy 3 6e3neku BiANoBiAHO A0
Mopsaaky 34iCHeHHSA Harnsay
3a MOGIYHMMY peakLisiMm
nikapcbknx 3acobis,
[03BOMIEHNX A0 MEAUYHOTO
3aCTOCYyBaHHS,
3aTBepxeHoro Hakasom MO3
Bif 27 rpyaHs 2006 poky
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

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

24,

MITOTAKC®

PO34nNH NS iH'EKLN,
6 mr/mn no 5 mn (30
Mmr) abo 16,7 mn
(100 wmr), abo 41,7
M (250 mr) y
CKIAHOMY (P/1aKOHi,
no 1 dnakoHy B
KapTOHHI KopooLi

O-p Peppi'c
NabopaTtopic
nrg

IHais

4-p Peagi'c
Na6opaTopic /T4,
(Bupo6HUunii

Bigain - 7)

IHais

nepepeecTpauist Ha 5 pokiB y
3B AA3KY i3 3aKiHUEHHAM
TepMiHy Aii peecTpauiiiHoro
NOCBI4YEHHS;
3MmiHu | TUny: 3MiHK WoAao
6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKU|ii Ans
MeAMYHOro 3acToCyBaHHSA
reHepuyHUX/ribpuaHnx/éionoi
BGHKX NikapCbkMx 3aco6iB nicns
BHECEHHS Tiel caMoi 3MiHM Ha
pecbepeHTHWIA Nnpenapat
(3miHa He noTpebye HagaHHA
XOLHWNX HOBMX [0AaTKOBUX
[aHux), -3MiHY BHECEHO [0
IHCTPYKUi AN MeguyHoro
3aCTOCyBaHHA npenapary Ao
po3ainy "Moka3aHHS", @ TakoxX
0o posginis "Cnocio
3aCcToCyBaHHA Ta fo3n"
(YTOUHEHHS [03yBaHHS),
«®dapmakonorivHi
B/1ACTMBOCTI», IHchopmauis 3
6e3nekn BHeceHa A0 po3zinis:
«[MpoTrnokasaHHsa», «MoGiyHi
peakujii», «[lepefo3yBaHHs»,
«3paTHicTb BNANBaTK Ha
LIBMAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNopPTOM
a60 poboTi 3 iHWKMHK
mexaHismamu», «OcobanBocCTi
3acTocyBaHHA», «B3aemogis 3
IHLWIMMK NiKapCbKnMun
3acobamu Ta iHwWi BUAN

3a
peyerimom

He nidnszae

UA/5173/01/01
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1

B3a€EMOJji», «3acTocyBaHHA Y
nepiog, BaritHocTi a6o
rofyBaHHs rpyanio»,

«HanexHi 3axoan 6e3nekn
npu 3acToCyBaHHI», «[iTn»

BIANOBIAHO A0 pedepeHTHOro

npenapary (Maknitakcen-
TeBa, KOHLEHTpaT A4n1s
pO3unHy Ans iHdysiid, 6
Mr/m).
3asBHUK HafaB rapaHTiiHWiA
JINCT LWOA0 NiATOTOBKM
[OMOBHEHHA [0 ornsgy
KNiHIYHUX AaHnX | HagaHHSA
oro y TepMiHv BignoBigHoO A0
n.2.3 fopatky 15 MNopsaaky
npoBefEeHHA ekcnepTu3n
peecTpauiiiHix maTepiasis Ha
nikapcbki 3acobwm, Wwo
noJalTbCa Ha AepxaBHy
peecTpavuiio
(nepepeecTpauito), a Takox
ekcrnepTusy Matepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx matepianis
npoTsArom fii peecTpadiiHoro

NOCBIAYEHHS, 3aTBEPIKEHOr0

Hakazom MO3 Big 26.08.2005

Ne 426 (y pefaxuii Hakazy
MO3 Ykpainu Big 23.07.2015
Ne460). 3asBHUK HaAaB
rapaHTiliHuii NUCT Wwoao
HajaHHs NnaHy ynpas/iHHA
py3nKaMmn y TepMiHu

BignosigHo no n.1,13 Jdopatky

15 MNopsaaky NnpoBefeHHsA
eKCnepTu3m peecTpauiiHmnx
mMaTepianis Ha nikapcbki
3aco6u, LWo nojaTbes Ha
[epXaBHy peecTpaLiiio
(nepepeecTpalito), a Takox
eKkcnepTun3n marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHux matepianis
npoTArom fii peectpauiiiHoro

NOCBIAYEHHS, 3aTBEPAKEHOrO

Hakazom MO3 Big 26.08.2005

Ne 426 (y peaakuii Hakasy
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1
MO3 Ykpainu Big 23.07.2015
Ne460). MepioguuHicTb
noAaHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
MopsiaKy 34iCHEHHs Harnsay
3a NOGIYHUMM peakuismn
nikapcbknx 3acobis,
[03BOMIEHNX [0 MEAUYHOTO
3acTOCyBaHHs,
3aTBepaxeHoro Hakasom MO3
Bif 27 rpyaHsa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu
29 ciyHs 2007 poky 3a
Ne73/13340, cTaHOBUTL:!
BiANOBIAHO A0 NepioanYHOCTI
CKNajiaHHsA perynsapHo
OHOB/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
[03BOJIEHOTO 0 MEANYHOIO
3acToCcyBaHHS, Ha
LEeHTPa/IbHOMY PiBHi.
25. MOKCU®DTIOKCA | nopoLuok How Na6ec IHais How Na6c¢ MerT. IHais nepepeecTpavis Ha - He nidsisizae UA/12133/01/01
UNHY (cybeTaHuis) y Met. N14. nra. HeobMeXeHni TepMiH
rigpPoxnopPug noAgiliHMx
nonieTuIeHoBmx
naketax gns
BUPOGHMLTBA
CTepusibHUX Ta
HecTepuIbHNX
NiKapcbknx hopm
26. NIPNAOKCAN-5- MOPOLLIOK CninbHe YkpaiHa Pekopgaari ITanis nepepeecTpauis Ha - He rniidns2ae UA/5419/01/01
DPOCDAT KpucTanivyHui YKpaiHCbKO- IHaycTpia Kimika e HeobMeXeHnin TepMiH
(cybeTaHuin) y icnaHcbke dapmaueyTika C.
noABIliHMX nigNpMEMCTBO n. A.
nosieTuNeHoBMX "Cnepko
Millkax ons YkpaiHa"
BMPOGHMLITBA
HecTepuIbHNX
NiKapcbknx hopm
27. MCOPIKAN Kpem, 2 mr/r; no 30 r NAT YkpaiHa MAT YkpaiHa nepepeecTpavisi,Ha 6e3 nionsieae UA/6396/01/01
y Ty6i a/IloOMiHi€eBi; "Kvismegnpen "KviBmegnpenapa HeobMexeHni TepMiH; 3MiHu | peyenma
no 1 1y6i y nayui apat” T TMny: 3MiHW Woao

6e3nekn/epeKTBHOCTI Ta
hapmakoHarnsagy. 3miHa y
KOPOTKili XxapakTepucTui

NiKapCbKOro 3acoby, TeKCTi
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1

MapKyBaHHS Ta IHCTpyKLUii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
abo pocnimkeHb 3 6e3neku
3aCTOCYyBaHHSA /iKapCbKoro
3acoby B nicnspeecTpaviiiHuii
nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/IIKEHD,
npoBefeHnX BignoBigHoO A0
nnaHy negjaTpuyHmx
pocnipxeHb (PIP) (iHwwi 3miHW)
- 3MiHWN BHECEHO [0 iHCTPYKLT
A5 MeANYHOro 3acToCyBaHHS
npenapary A0 po34inis
"Oco611MBOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakuii”,
"Mepeno3yBaHHA" BiAMNOBIAHO
[0 OHOBJEHOI iHdhopmaLii 3
6e3nekun Ajtoyoi pevoBUHN)
30608B’s13aHHA Npy BUAaYi
peecTpauiiHoro NocBigYeHHs
ICHYIOTb - HafjaHHSA
[AeTa/IbHOro Onncy cucTemm
ynpasniHHA pyU3vkammn y
BUIAAAI NNaHy ynpasiHHA
pu3nkaMmn Ta JONOBHEHHS [0
ornsaay KNiHiYHUX AaHux oo
30.10.2017 BignosigHo Ao
nignyHkTy 1.13 nyHkTy 1,
NiANYHKTY 2.3 MYHKTY 2
nogatky 15 no Mopsgky
NpOBEefEeHHA ekcnepTuan
peecTpauiiHux maTepianis Ha
nikapcbki 3acobwm, Lo
noJalTbCA Ha AePXaBHy
peecTpaduito
(nepepeecTpauiio), a Takox
eKcrnepTu3n marepianis npo
BHECEHHS 3MiH A0
peecTpauiiHux matepianis
npoTArom Aii peecTpauiiHoro
NoCBIAYEHHS, 3aTBEPAKEHOrO
Hakazom MO3 Big 26.08.2005
Ne 426 (y pegaxuii Hakasy
MOS Big 23.07.2015 Ne 460).
MepioAnYHICTb NOAAHHS
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3neku BiANoBiAHO A0
MopsiaKy 34iCHEHHs Harnsay
3a NOGIYHUMM peakuismn
nikapcbknx 3acobis,
[03BOMIEHNX [0 MEAUYHOTO
3acTOCyBaHHs,
3aTBepaxeHoro Hakasom MO3
Bif 27 rpyaHsa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu
29 ciyHs 2007 poky 3a
Ne73/13340, cTaHOBUTL:!
BiANOBIAHO A0 NepioanYHOCTI
CKNafilaHHsA perynsapHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
[103BO/IEHOrO [10 MEANYHOIO
3acToCcyBaHHS, Ha
LEeHTPa/IbHOMY PiBHi.

28.

PUCIMAKCON®

TabneTkn, BKpUTI
NAiBKOBOO
060/10HKOI0, MO 2 Mr
no 10 TabneTok y
6nicTepi, no 2 abo
no 6 6nictepis y
nauuj 3 KapToHy

AT "T'piHgekc"

Nartis

AT "IpiHaekc"

Nartsia

nepepeecTpavis Ha
HeobMeXeHni TepMiH; 3MiHu |
My - 3MiHK WoA0
6e3nekn/eeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
ab0 3MiHM [0 y3arasibHeHuUx
[aHnX nNpo cuctemy
hapmakoHarnsgy (BegeHHs
y3arasibHeHUx faHnx npo
cuctemy chapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0co6y,
BiANOBIAA/IbHOI 3a 3AiAiCHEHHS
thapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 34iACHEHHS
thapmakoHarnsgy B Ykpaii,
SIKLLO BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0cobu,
BiANOBIA&UIbHOI 3a 34iICHEHHSA
thapmakoHarnsgy (Bkiouyatoum
KOHTaKTHI faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-thaiina
cmcTeMu chapmakoHarnsgy)
(Oitova pegakuisa: MisHoki
IpuHa CtenaHiBHa.
MponoHoBaHa pegakuis:
€kimoBa IpvHa BitaniiBHa)
3MiHu | TMNY - 3MiHK Woa0

3a
peyerimom

He nionsieae

UA/5817/01/02
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1

6e3nekn/edeKTUBHOCTI Ta
hapMakoHarnagy. 3miHu y
KOPOTKili xapakTepucTuui
nNiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUIi Ans
MeAMYHOro 3aCTOCyBaHHS
reHepunyHux/ribpugHux/6ionogi
H6HUX Nikapcbknx 3aco6iB nicns
BHECEHHS TiEl caMoi 3MiHM Ha
pedhepeHTHWIT npenapar
(3miHa He nNoTpebye HagaHHsA
XOLHMNX HOBMX [0AaTKOBUX
JaHunx).

(3MiHM BHECEHO [0 iHCTPYKUT
ANA MeAUYHOTO 3aCTOCYBaHHS
npenapary A0 po34inis
«MpoTtunokasaHHs», «MobiyHi
peakuji», «[epefo3yBaHHA»,
«OcobnmBocTi
3aCTOCyBaHHS», «B3aemogis 3
IHLLIMMKN NiKapCbKUMKN
3acob6amu Ta iHLWi BUan
B3a€EMOfji1», «3acTocyBaHHSA Y
nepiog, BaritTHocTi abo
roAyBaHHs rpyanro», «Jitn»
(peparosaHo po3gin)
BIAANOBIAHO A0 pedepeHTHOro
npenaparty (PvucnonenT,
TabneTku, BKpUTI NNIBKOBOO
0060/10HKOI0, MO 2 Mr, AHCCEH-
Cinar C.n.A).
3060B’s13aHHSA NpY BUAAui
peecTpauiiHoro NocBigYeHHs
iCHYIOTb — HaZlaHHSA
[AeTasIbHOro onncy cMcTeMm
ynpaBniHHA pyU3vkammn y
BUINAAI NNaHy ynpas/iHHA
pusnkammn go 30.10.2017
BiANOBIAHO A0 nignyHkTy 1.13
nyHkTy 1 gopatky 15 ao
Mopsaky NpoBeAeHHs
eKCMepTn3n peecTpauintHnx
Marepianis Ha nikapcbki
3acobwu, Lo NoAarTbesa Ha
OepXxaBHy peecTpavito
(nepepeecTpadito), a Takox
ekcrnepTusy Matepianis npo
BHECEHHS 3MiH 10
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

peecTpauiiHnx matepianis
npoTsArom fii peecTpadiiHoro
NOCBIAYEHHS, 3aTBEPIKEHOr0
Hakazom MO3 Big 26.08.2005
Ne 426 (y pefaxuii Hakazy
MO3 Big 23.07.2015 Ne 460).
MepiognyHicTb NogaHHsA
perynsipHo OHOB/IIOBAHOTO
3BiTY 3 6e3neku BigNoBIgHO A0
Mopsaaky 34iicHeHHs Harnsay
3a No6IYHMMU peakLismu
nikapcbknx 3acobis,
[103BOSIEHUX [0 MEANYHOro
3aCTOCYBaHHS,
3aTBepXeHoro Hakasom MO3
Bif 27 rpyaHsa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULi YKpainu
29 ciuHa 2007 poky 3a
Ne73/13340, cTaHOBUTb:
BIANOBIAHO A0 NEPiOANYHOCTI
CKNafaHHsa perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
[103BO/IEHOTO 10 MEANYHOIO
3aCTOCyBaHHsA, Ha
LEHTPa/IbHOMY DiBHi.

29.

PUCMAKCON®

TabneTku, BKPUTI
NiBKOBOO
060/10HKOI0, M0 4 MT,
no 10 TabneTok y
6nictepi, no 2 abo
no 6 6nictepis y
nauuj 3 KapToHy

AT "T'piHaekc"

NatBis

AT "I'piHaekc"

NatBin

nepepeecTpaujis Ha
HeobMeXeHni TepMiH; 3MiHu |
T™Mny - 3MiHn WoAo
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
a60 3mMiHM [0 y3aranbHeHWX
AaHux npo cuctemy
hapmakoHarnagy (BefeHHs
y3arasibHeHVX AaHnx npo
cuctemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIA&UIbHOI 3a 34iICHEHHSA
thapmakoHarnsay; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHMKA AN5 34ICHEHHSA
chapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif
YMOBHOBAXXEHOT 0CO6M,
BignoBiga/bHOI 3a 34iACHEHHSI
hapmakoHarnagy (Bkiovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHn y

3a
peyenmom

He nionsiecae

UA/5817/01/03




56

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

PO3MilLieHHI macTep-hainna
cucTemn dhapmMakoHarnsgy)
(Oitoua pepakuin: MisHoxi
IpuHa CtenaHiBHa.
MponoHoBaHa peaakuis:
€ximoBa IpnHa BiTaniiBHa)
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUii Ans
MeMYHOro 3acTOCyBaHHS
reHepuyHuX/ribpuaHnx/éionoi
BGHUX NikapcbkMx 3aco6iB nicns
BHECEHHS Tiel caMoi 3MiHW Ha
pecbepeHTHWIA Nnpenapat
(3miHa He noTpebye HagaHHA
XOLHWNX HOBMX [0AaTKOBUX
AaHunx).

(3MmiHM BHeceHO [0 IHCTPYKLT
ANA MeANYHOr0 3aCTOCYBaHHS
npenapary [0 po3ainis
«[MpoTnnokasaHHsa», «MoGiyHi
peakujii», «[lepefo3yBaHHs»,
«Oco61BOCTI
3acTocyBaHHs», «B3aemogis 3
IHLIMMKN NiKapCbKUMKN
3aco6amMu Ta iHWi B1uam
B3a€EMOJjii», «3acTocyBaHHs Yy
nepiog, BaritHocTi abo
roAyBaHHs rpyanio», «Oitn»
(peparosaHo po3ain)
BiAMOBIAHO A0 pedhepeHTHOro
npenaparty (PvucnonenT,
TabneTku, BKpUTI NNIBKOBOO
0060/10HKO0, N0 2 Mr, AHCCEH-
Cinar C.n.A).
30608B’3aHHA Npy BUAAYI
peecTpauiiHoro NocBigYeHHs
iCHYIOTb — HafaHHSA
[eTa/IbHOro onucy cucTemu
ynpaeniHHA py3vkammn y
BUrNAAI NnaHy ynpasniHHA
pusmkammn go 30.10.2017
BiANOBIAHO A0 mignyHkTy 1.13
nyHkTy 1 gogatky 15 go
Mopaaky NpoBefeHHA
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

eKCnepTu3m peecTpauiiHmnx
mMaTepianis Ha nikapcbki
3aco6u, LWo nojatTbeCs Ha
[epXaBHy peecTpaLiiio
(nepepeecTpalito), a Takox
eKcnepTun3n marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHux matepianis
npoTArom fii peectpauiiiHoro
NOCBIAYEHHS, 3aTBEPAKEHOrO
Hakazom MO3 Big 26.08.2005
Ne 426 (y peaaxuii Hakasy
MOS Bif 23.07.2015 Ne 460).
MepioAnyHICTb NofAHHSA
perynspHoO OHOB/IOBAHOMO
3BiTy 3 6e3Mneku BignoBiaHO J0
MopsiaKy 34iCHEHHs Harnsay
3a NOGIYHNMKN peakuismn
nikapcbkyx 3acobis,
[103BOMIEHUX 4,0 MeANYHOro
3acToCyBaHHs,
3aTBepxeHoro Hakasom MO3
Bif, 27 rpyaHa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULi YKpaiHu
29 ciyHs 2007 poky 3a
Ne73/13340, cTaHOBUTb:
BIANOBIAHO [0 NepioANYHOCTI
CKnafaHHsa perynspHo
OHOB/tOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
[103BOMIEHOr0 1O MEANYHOrO
3aCTOCyBaHHs, Ha
LEHTPa/IbHOMY PiBHi.

30.

CONMOAKN
KOPEHSA
EKCTPAKT
CYXu

MOPOLLIOK
(cybeTaHuis) y
naketax
nonieTMNeHoBUxX
noAagiviHnx gns
BMPOGHMLTBA
HecTepuIbHNX
nNikapcbknx opm

MAT
"Ximchapmsas
of "YepsoHa

3ipka”

YkpaiHa

ditochapm Kneka
C.A.

MonbLa

nepepeecTpaLis Ha
HEoOMeXeHWin TepMiH

He nidns2ae

UA/12238/01/01

31.

TETPALUUKNIH

Ma3b 3% no15ry
Ty6ax

AT
"Hwxdapm"

Pocilicbka
Pepepauis

AT "Hunxdapm"

Pocilicbka
bepepauis

nepepeectpauis Ha 5 pokis y
3B 5A3KY i3 3aKiHUEHHSIM
TepMiHy Aii peecTpaujiiiHoro
NnocBiAYEeHHsT; 3MiHU | Tuny:
AAMIHICTpaTVBHI 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu

3a
peyenmom

He nidsig2ae

UA/5008/01/01
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1
3asBHUKa (B1acHMKa
peecTpauiiHoro NocBigYEHHS);

3MiHn | TURY: AOMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI
BMPO6HMKa/imnopTepa
roTOBOrO /liKapCbKoro 3acoby,
BK/IOUA0UM AiNbHUL BUMYCKY
cepii abo micue npoBeAeHHs
KOHTPOJO AKOCTI. (QiSSIbHICTb,
3a AKy Bignosigae
BMPOGHMK/iMnopTep,
BK/1OUAKUM BUMYCK CEpiid);
3MiHn | TURNY: 3MiHK 3 AKOCTI.
[OTOBWMIA Nikapcbkunii 3aci6.
KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii
Ta/abo fonycTUMUX MEX
roTOBOro NikapCbKoro 3acoby
(iHWi 3miHK), (3aTBEPAKEHO:
(F® 12); 3anponoHoBaHo:
(E®); po3gin
«MikpobionoriyHa uncrora»

BMMOT [it04Oro BUAAHHSA
€Bponeiicbkoi Papmakone;
npuBeAeHHs po3giny
«lpeHTudikauia. HkicHa
peakuisi Ha Xxnopuan» y
Bi4NOBIAHICTb 40 BUMOT
Ai04Oro BUAAHHA
€Bponeiicbkoi Papmakonei.
3MiHM | TUNY: 3MiHK 3 AKOCTI.
[oTOBWIA NiKapCbKWii 3aci6.

KoHTposnk rotosoro

MeToAax BUNPO6yBaHHS
(iHWi 3miHW y MeTogax
BMNPOGYBaHb (BKAOUAKOUN

3aMiHy abo JOMOBHEHHS),

BMNPOBYBaHHSA -
3aTtBepmxeHo: (F'p 12);

npuBeAeHo y BiANOBIAHICTb A0

nikapcbkoro 3acoby. 3miHa y

rOTOBOrO JliKapCbkoro 3acoby

(3MiHa nocunaHb Ha METOANKU

3anponoHoBaHo: (EP); po3ain

«MikpobionoriyHa uncrora»
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

NpUBELEHO Y BiAMNOBIAHICTb A0
BUMOT fit040ro BUAaHHS
€Bponeiicbkoi dapmakoner;
nprBeAeHHss METOAVKMN
BMMNPOBYBaHHS 3a NOKa3HWKOM
«lpeHTudikauia. HkicHa
peakuisi Ha xnopuan» y
Bi4NOBIAHICTb 40 BUMOT
Ai04Oro BUAAHHSA
€Bponelicbkoi Papmakonei
(2.3.1.); npuBeAeHHA
MeTOAMKN BUNPOOYBaHHS 3a
po3ginom «pH» Ta 3a
po3zinomM «Po3mip 4acTok» y
BIANOBIAHICTb 4,0 BUMOT
Ail040oro BuAaHHs
€Bponelicbkoi hapmakonel
2.9.3; 2.9.37. (kpuTepii
NPUIAHATHOCTI HE 3MIHWNCB);
He3HauHi npasku Ta
YTOYHEHHS O METOAVKM
BMNPOBYBaHHA 3a PO34i/I0M
«KinbkicHe BU3HaYeHHs
TeTpauuKniny rigpoxnopuay»).
3MiHu | TURY: 3MiHK 3 AKOCTI.
[OTOBWIA NikapcbKuii 3aci6.
KOHTpO/Ib roToBOrO
nikapcbKoro 3acoby. 3miHa y
mMeTogax BUNpobyBaHHSA
roTOBOro NikapCbKoro 3acoby
(BunyyeHHs metoay
BUMPOOYBaHHSA, AKLLO BXe
3aTBEPAXEHNI
anbTepHaTUBHWI MeTOfA),
(BUNYy4YEHHA MiKpO6ioNoriYHoro
MeToay BUNpPoByBaHHSA 3
po3gainy «KinbkicHe
BU3HAYEHHA TeTpauukiiHy
rigpoxnopuay», OCKisIbKn
HasBHU meTod BEPX)

32.

X1oPooININT

Tabnetku no 25 mr,
no 40 TabneTok y
KOHTeliHepax
naacTMacoBux; no
10 Tabnetok y
6nictepi; no 2
6nictepu y nauui 3
KapToHy; no 20

ToBapucTso 3
obmexeHoro
BiANOBiAA/IbHI
CTiO
"focnigHnin
3aBof,
“rHyact

YkpaiHa

BCi cTagii
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BUNYyCK cepil:
ToBapucTso 3
0bMexeHoto
BiANOBIAAILHICTIO
"focnigHuii 3aBoa

YKpaiHa

nepepeecTpauia Ha
HeobMeXeHWin TepMiH; 3MiHu |
MRy - 3MiHM Woao
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUii Ans

6e3
peyenma

nionsieae

UA/1556/01/01
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1
TabneTok y 6nictepi; "THUC, MeJMNYHOro 3aCTOCyBaHHS Ha
no 1 6nicrepy y YkpaiHa; nigcTasi perynspHo
nauuj 3 KapToHy BCi cTagii OHOB/IHOBAHOIO 3BITY 3
BMPOGHMLITBA, 6e3nekun nikapcbkoro 3acoby,
KOHTPO/b SIKOCTI, abo pocnimkeHb 3 6e3neku
BUMNYCK Cepii: 3aCTOCYBaHHSA NiKapCbKoro
ToBapucTBO 3 3acoby B nmicnspeecTpauiiiHmii
0b6MeXxeHoto nepiog, abo Ak pe3ynbTar
BIANOBIAA/LHICTIO OLjiHKM 3BITY 3 AOCIMKEHD,
"dapmaLeBTnyHa npoBefeHnX BigNoBIgHO [0
KOMnNaHis nnaxy negiaTpuyHmx
"3popos'a”, pocnigkenb (PIP) (iHwwi 3miHW)
YkpaiHa -(3MiHV BHECEHO A0 iHCTPYKLi

ANA MeAUYHOro 3aCTOCYBaHHS
npenapary A0 po3ainy
«OC06MMBOCTI 3aCTOCYBaHHS»
BiANOBIAHO A0 iHdopMaLiT
CTOCOBHO 6e3neku Ajtoyoi
PEYOBUHM NiKapCbKOro
3acoby)
30608B’A3aHHA Npy BUAAYI
peecTpauiiHoro NocBigYeHHs
iCHYIOTb — HafaHHSA
[eTa/IbHOro onucy cucTemm
ynpaeniHHA py3vkammn y
BUrNAAI NnaHy ynpasniHHA
pv3vkaMmn Ta JONOBHEHHS A0
ornagy KNiHiYHMX AaHnX Ao
30.10.2017 BignosigHo Ao
nignyHkTy 1.13 nyHkTy 1,
nignyHKTY 2.3 NyHKTY 2
popartky 15 go Mopagky
NPOBEEHHS eKCnepTnsmn
peecTpauiiHnux maTepianis Ha
nikapcbki 3acobu, Wwo
noAalTbCs Ha AepxasHy
peecTpadiio
(nepepeecTpalito), a Takox
eKkcnepTun3n marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHux matepianis
npoTarom fii peectpauiiiHoro
NOCBIAYEHHS, 3aTBEPAKEHOrO
Hakazom MO3 Big 26.08.2005
Ne 426 (y peaaxuii Hakasy
MOS Bif 23.07.2015 Ne 460).
MepioAnYHICTb NofAHHSA
perynsipHo OHOBJ/IIOBAHOIO
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

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

33.

X1oPooIninNT

Tabnetku no 12,5
mr, no 10 TabneTtok
y 6nicTepi; no 2
6nictepu y nauui 3
KapToHy; no 20
TabneTok y 6nictepi;
no 1 6nicrepy y
nauuj 3 KapToHY;

ToBapucTso 3
obmexeHoro
BiANOBiAA/IbHI
CTiO
"focnigHnin
3aBof,
“rHyact

YkpaiHa

BCi cTagii
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
ToBapucTso 3
0bMexeHoto
BiANOBIAA/ILHICTIO
"focnigHnii 3aBog,
“rHuncCr,
YKpaiHa;

BCi cTagii
BMPOGHMLITBA,
KOHTPO/b AKOCTI,
BWMYCK Cepii:
ToBapucTso 3
06MexeHot
BIANOBIAA/LHICTIO
"®apmaueBTnyHa
KOMnaHis
"3popos'a’,
YkpaiHa

YKpaiHa

nepepeecTpaujia Ha
HeobMeXeHWin TepMiH; 3MiHu |
MRy - 3MiHK WoAao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3nekun nikapcbKoro 3acooby,
abo pocnimkeHb 3 6e3neku
3acToCyBaHHSA Nikapcbkoro
3acoby B nmicnspeecTpauiiiHmii
nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 AOC/IIKEHD,
npoBeAeHUX BigNoBigHO A0
nnaHy negiaTpuyHux
pocnigxenb (PIP) (iHwwi 3miHW)
-(3MiHV BHECEHO A0 iHCTPYKLi
ANA MeAUYHOro 3aCTOCYBaHHS
npenapary A0 po3ainy
«OCc06MMBOCTi 3aCTOCYBaHHS»
BiANOBIAHO A0 iHdopMaLiT
CTOCOBHO 6e3neku Ajtoyoi
PEYOBUHM NiKapCbKOro
3acoby)
30608B’s13aHHA Npy BUAAYI

6e3
peuyenma

nionsieae

UA/1556/01/02
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

peecTpauiiHoro NocBigYeHHs
iCHYIOTb — HafaHHSA
[eTa/IbHOro onucy cucTemm
ynpaeniHHA py3vKammn y
BUrNAAI NnaHy ynpasniHHA
pV3nKamMmn Ta AOMOBHEHHS [0
ornagy KNiHiYHMX AaHnX Ao
30.10.2017 BignosigHo Ao
nignyHkTy 1.13 nyHkTy 1,
nignyHKTY 2.3 NyHKTY 2
popartky 15 go Mopagky
NPOBELEHHs ekcnepTu3n
peecTpauiiHnux maTepianis Ha
nikapcbki 3acobu, Wwo
noAalnTbCa Ha AepxasHy
peecTpadiio
(nepepeecTpalito), a Takox
eKcnepTu3n marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHux matepianis
npoTArom fii peectpauiiiHoro
NOCBIAYEHHS, 3aTBEPAKEHOrO
Hakazom MO3 Big 26.08.2005
Ne 426 (y peaaxuii Hakasy
MOS Bif 23.07.2015 Ne 460).
MepioAnyHICTb NofaHHSA
perynspHo OHOB/HOBAHOMO
3BiTy 3 6e3Mneku BignoBiaHO f0
MopsiaKy 34iCHEHHs Harnsgy
3a NOGIYHNMKN peakuismn
nikapcbkyx 3acobis,
[103BOSIEHUX 4,0 MeANYHOro
3acToCyBaHHs,
3aTBepxeHoro Hakasom MO3
Bif, 27 rpyaHa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpaiHu
29 ciyHs 2007 poky 3a
Ne73/13340, cTaHOBUTb:
BIANOBIAHO [0 NepioANYHOCTI
cKnafaHHsa perynspHo
OHOB/OBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
[103BOMIEHOr0 1O MEANYHOrO
3aCTOCyBaHHs, Ha
LEHTPa/IbHOMY PiBHi.

34.

XME/IO LUNLWOK
EKCTPAKT

EKCTPaKT piakuii
(cybcTaHuis) B

NAT
"lrannudapm"

YkpaiHa

MAT "lrannudapm”

YKpaiHa

nepepeecTpaLis Ha
HeobMeXeHnin TepMiH

He nidns2ae

UA/12525/01/01
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1
PIAKUN 604kax NoniMepHNX
ANns BUpo6HULTBA
HecTepuIbHUX
NiKapcbknx hopm
35. LE®TPIAKCOH NOpPOLLOK A5 NAT YkpaiHa MAT YkpaiHa nepepeecTpavis Ha 3a He nidnsizae UA/6126/01/01
po3unHy ans iH'ekuin | "Knismeanpen "Kvismegnpenapa HeobMeXeHuin TpeMiH; 3MiHu | peyenmom
noo,5r, 10 apar" T TMny: 3MiHW Woao
donakoHiB 3 6e3nekn/edeKkTBHOCTI Ta
NOPOLLKOM Y thapmakoHarnsgy. 3mMiHu y
KOHTYPHiIl KOPOTKili XapakTepucTuL,i

YapyHKOBIli
ynakosLj; no 1
KOHTYPHiIl
YapyHKOBIli ynakoBLii
B nayu; hnakoHn 3
MOPOLLKOM

NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS! Ta IHCTPYKUii Ans
MeAMYHOro 3acToCyBaHHSA
reHepuyHuX/ribpuaHnx/éionoai
BGHUX Nikapcbknx 3aco6iB nicns
BHECEHHS Tiel caMoi 3MiHW Ha
pecbepeHTHWIA Nnpenapat
(3miHa He noTpebye HagaHHA
XOLHWNX HOBMX [0AaTKOBUX
AaHunx), 3MiHN BHECEHO [0
IHCTPYKUi AN MeguyHoro
3aCTOCyBaHHA npenapary Ao
po3ainis "dapmakonorivHi
BnacTueocTi", "MNoka3aHHsA"
(YTOYHEHHS noKasaHb),
"TMpoTunokasaHHa",
"B3aemogis 3 iHWyMu
nikapcbkMu 3acobamu Ta
iHLWi BMAW B3aemogiit",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaa”, "3aartHicte BMBaTtu
Ha LWBMAKICTb peakuii npn
KepyBaHHi aBTOTpaHCNOpPTOM
a60 poboTi 3 iHWKMHK
mexaHizmamu”, "Cnoci6
3acTocyBaHHA Ta gosun”, "Aditn"
(YTOUYHEHHS1 hOpMYy/IHOBaHHS),
"Mepepo3yBaHHs", "Mob6iuHI
peaxuii” BignoBigHo f0
IHCTPYKLii pechepeHTHOro
npenapaty POUE®IH®. 3MmiHn
| TMny: 3MiHM Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuLi
NiKapCbKOro 3acoby, TEKCTi
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1

MapKyBaHHS Ta IHCTpyKLUii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
abo pocnimkeHb 3 6e3neku
3aCTOCYyBaHHSA /iKapCbKoro
3acoby B nicnspeecTpaviiiHuii
nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/IIKEHD,
npoBefeHnX BignoBigHoO A0
nnaHy negjaTpuyHmx
pocnigpxeHs (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YNOBHOB&XEHVM OpraHoM)
(B.1.3. (a),IB), 3miHM BHeCeHO
[0 IHCTPYKLUiT A8 MeAUYHOro
3acTocyBaHHs npenapary Ao
po3giny «lMobiuHi peaxuii»
BiANOBIAHO pekoMeHaaLliii
[enaptameHTty
nicnspeecTpauiiHoro
Harnagy).
30608B’A3aHHA Npy BUAAYI
peecTpauiiHoro NocBigYeHHs
iCHYIOTb — HaJaHHSA
[eTa/IbHOro onucy cucTemm
ynpaeiHHA py3vKammn y
BUrNAAI NnaHy ynpasniHHA
pV3nKamMmn Ta AOMOBHEHHS [0
ornagy KNiHiYHWX AaHnX Ao
30.10.2017 BignosigHo Ao
nignyHkTy 1.13 nyHkTy 1,
nignyHKTY 2.3 NyHKTY 2
popartky 15 go Mopagky
NPOBEEHHS eKCnepTnsmn
peecTpauiiHnux maTepianis Ha
nikapcbki 3acobu, Wwo
noAalTbCa Ha AepxasHy
peecTpadiio
(nepepeecTpalito), a Takox
eKkcnepTun3n marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHux matepianis
npoTArom fii peectpauiiiHoro
NOCBIAYEHHS, 3aTBEPAKEHOrO
Hakazom MO3 Big 26.08.2005
Ne 426 (y peaakuii Hakasy
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

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

36.

LE®TPIAKCOH

MOPOLLOK ANA
PO3UnNHY A5 iH'EKLA
nol,0r, 10
donakoHiB 3
MOPOLLKOM Y
KOHTYPHiIl
YapyHKOBIli
ynakosLj; no 1
KOHTYPHiIl
YapyHKOBIli ynakoBLii
B nauu; hnakoHn 3
MOPOLLKOM

MAT
"Knismeganpen
apar”

YkpaiHa

MAT
"Kvismegnpenapa
™

YKpaiHa

nepepeecTpauia Ha
HeobMeXeHuin TpeMiH; 3MiHu |
TMny: 3MiHW Woao
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnagy. 3mMiHu y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKU|ii Ans
MeAMYHOro 3acToCyBaHHSA
reHepuyHUX/ribpuaHnx/éionoi
BGHMX NikapCbkMx 3aco6iB nicns
BHECEHHS Tiel caMoi 3MiHM Ha
pecbepeHTHWIA Nnpenapat
(3miHa He noTpebye HagaHHA
XOLHWNX HOBMX [0AaTKOBUX
AaHunx), 3MiHN BHECEHO [0
IHCTPYKUi AN MeguyHoro
3aCTOCyBaHHA npenapary Ao
po3ainis "dapmakonorivHi
BnacTmsocTi", "MNokasaHHsA"
(YTOYHEHHS noKasaHb),
"TMpoTunokasaHHa",
"B3aemogis 3 iHWyMu
nikapcbkMu 3acobamu Ta
iHLWi BMAW B3aemogiit",
"Oc06/1MBOCTI 3aCTOCYBaHHSA",

3a
peyenmom

He niodnsi2ae

UA/6126/01/02
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1
"3acTocyBaHHs y nepiog

BariTHOCTi abo rogyBaHHs
rpyaa”, "3aartHicte BNAnBaTu
Ha LWBWAKICTb peakuii npn
KepyBaHHi aBTOTpaHCNoOpPTOM
a60 poboTi 3 iHWKMHK
mexaHizmamu”, "Cnoci6
3acTocyBaHHA Ta gosun”, "Aditn"
(YTOUYHEHHS hOpMY/IHOBaHHS),
"Mepepo3yBaHHs", "MobiuHI
peaxuii” BignosigHo f0
IHCTPYKLii pechepeHTHOro
npenapaty POUE®IH®. 3MmiHn
| TMny: 3MiHW Woao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKili XapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooby,
abo pocnimkeHb 3 6e3neku
3aCTOCYyBaHHSA /iKapCbKoro
3acoby B nicnspeecTpaviiiHuii
nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/IIKEHD,
npoBeAeHnX BignoBigHO A0
nnaHy negjaTpuyHmx
pocnigpxeHs (PIP) (3miHy
Y3rO[XKEHO 3 KOMMNETEHTHUM
YNOBHOB&XEHVM OpraHoM)
(B.1.3. (a),IB), 3miHM BHeceHO
[0 IHCTPYKLUiT A8 MeAnNYHOro
3acTocyBaHHs npenapary Ao
po3giny «lMobiuHi peaxuii»
BiANOBIAHO pekoMeHaaLliii
[enaptameHTty
nicnspeecTpauiiHoro
Harnagy).
30608B’A3aHHA Npy BUAAYI
peecTpauiiHoro NocBigYeHHs
iCHYIOTb — HaJaHHSA
[eTa/IbHOro onucy cucTemm
ynpaeiHHA py3vKammn y
BUrNAAI NnaHy ynpasniHHA

pU3nKamn Ta AOMNOBHEHHA A0
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

ornagy KNiHiYHMX AaHnX o
30.10.2017 BignosigHo Ao
nignyHkTy 1.13 nyHkTy 1,
nignyHKTY 2.3 NyHKTY 2
popartky 15 go Mopagky
NPOBELEHHsA ekcnepTu3n
peecTpauiiHnux maTepianis Ha
nikapcbki 3acobu, Wwo
noAalTbCa Ha AepxasHy
peecTpadiio
(nepepeecTpaliio), a Takox
eKkcnepTun3n marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnux matepianis
npoTarom fii peectpauiiiHoro
NOCBIAYEHHS, 3aTBEPAKEHOrO
Hakazom MO3 Big 26.08.2005
Ne 426 (y peaaxuii Hakasy
MOS Bif 23.07.2015 Ne 460).
MepioAnYHICTb NofAHHSA
perynspHo OHOB/IOBAHOTO
3BiTy 3 6e3Mneku BignoBiaHO J0
MopsiaKy 34iCHEHHs Harnsgy
3a NOGIYHNMKN peakuismn
nikapcbkyx 3acobis,
[103BOMIEHUX [0 MeANYHOro
3acToCyBaHHs,
3aTBepxeHoro Hakasom MO3
Bif, 27 rpyaHa 2006 poky
Ne898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULi YkpaiHu
29 ciyHs 2007 poky 3a
Ne73/13340, cTaHOBUTb:
BIANOBIAHO [0 NepioANYHOCTI
CKnafaHHsa perynspHo
OHOB/tOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
[103BOMIEHOr0 1O MEANYHOrO
3aCTOCyBaHHs, Ha
LLEeHTPa/IbHOMY PiBHi.

37.

LLINMALLNHN
nnoau

nnoam (cybcraHuis)
y Milkax ans
BMPOGHMLTBA
HecTepuIbHNX
nNikapcbknx opm

MpAT
"NikTpasn"

YkpaiHa

MpAT "NikTpasun"

YKpaiHa

nepepeecTpaLis Ha
HeoOMeXeHWn TepMiH

He nionsieae

UA/5894/01/01

38.

ANV ONIA
(MIXTW ONISA
E®IPHA)

onis (cybeTaHuis) y
604Kax NNacTMKoBMX
ANns BUpobHUYTBa

NAT
"Fanuuchapm"

Ykpaina

KomnaHist
"Cunbipchbki
HaTypasbHi onii"

Pocilicbka
bepepauis

nepepeecTpaujis Ha
HeobMeXeHwnit TepMiH

He nionsieae

UA/6857/01/01
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Ne Hassa ®opma surnycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 Bionycky HHS peecmpayiliHo2o
3acoby nocsi04YeHHs1

HEeCTepUsIbHNX

NiKapcbknx hopm

HauyanbHUK YnpaBniHHA
thapmaueBTUUYHOI AiANbHOCTI Ta

AKOCTI (hapmMmaLeBTUYHOI NpoAayKLUii

T.M. JIAcKOBCbKUM




Aopatok 3

[0 Hakasy MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu

22.12.2016 Ne 1389

MEPENIK
NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONOTYHUX NMPEMAPATIB), LLIOAO AKUX BY/IN BHECEHI 3MIHM A0 PEECTPALINHNX
MATEPIATIB, AKI BHOCATbLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Ne Ha3ssa ®dopma sunycky 3asasHUK KpaiHa Bupo6HuK Kpaina PeecmpayiliHa npoyedypa Ymosu Homep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsio4yeHHs
1. ABOOAPT Kancynu m'aki "nakcoCmiTKn Benuka "nakcoCmiTKnsiiH Monbwa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/1599/01/01
xenatuHosi rno 0,5 AliH EkcnopT BpuTaHis dapmacbloTUKan3 3MiHM | TUNy - NogaHHA HoBoro ceptudpikata R1-
mr no 10 kancyny Nimiteq C.A. CEP 2000-344-Rev 02 gns xenaTvHy Bifg HOBOTO
6nictepi; no 3 abo albTePHATUBHOIO BUPOOHWKA; 3MiHu | Tuny -
no 9 6nictepis B nofaHHsa HoBoro cepTucpikata R1-CEP 2003-028-
KapTOHHI KOpoOLyi Rev 00 ans xenaTvHy Bif, BXe 3aTBEpAKEHOro
BMPOGHWKA; 3MiHM | TMNy - NOAaHHA OHOBNEHNX
cepTtudikatis R1-CEP 2000-050-Rev 02 Ta R1-
CEP 2001-424-Rev 03 gnis XxenatuHy Bif BXe
3aTBEPAKEHOTO BUPOBHMKA; 3MiHW | TRy -
BUNyYeHHs cepTudikatis R1-CEP 2003-178-Rev
00, RO-CEP 2003-178-Rev 01, R1-CEP 2000-117-
Rev 00 ta R1-CEP 2000-050-Rev 01 gns
Xenaruxy
2. AJEMETIOHIH MOPOLLIOK TOB HaykoBo- YkpaiHa TOB HaykoBo- YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: - UA/14867/01/01
Y 1,4- (cybeTaHuis) y BMpOGHUYa BMpo6HMYa hipma 3MiHuM | TUNY - 3MiHa y MeTogax BunpobyBaHHA Ad|
BYTAHAUNCYN nakeTax 3 ipma "MIKPOXIM" abo BuUXigHoOro martepiany/npoMiKHOro
b®OHAT (hONIbroBaHoi N/1iBKK "MIKPOXIM" npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCSH Y
ans npoueci BUpobHuuTBa A®I (iHWi 3MiHK Y MeToAax
thapmaLeBTU4HOro BMNPOGYBaHHSA (BK/tOYaoun 3amiHy abo
3acToCyBaHHs [0NoBHEHHs) AD| abo BUXiAHOro/NpoMiKHOrO
npoayKTy)
3. AAN-M-BIONIK cycneHsis gns MAT YKpaiHa NAT Ykpaina BHECEHHS 3MiH 0 peecTpauiiin X maTepiais: 3a peyenmom 27/12-300200000
iH'ekujn no 0,5 mn (1 "®APMCTAH "®APMCTAHOAP 3miHu | TMNY - 3MiHK Woao 6e3nekn/ed)eKTUBHOCTI
no3a) abo 1 mn (2 OAPT-BIOJIK" T-BIONIK" Ta (hapmakoHarnsgy. BeegeHHs abo 3miHn oo
[031) B amnynax y3araslbHeHVX gaHnx npo cuctemy
Ne10 dhapmakoHarnsgy (BefieHHs y3araslbHeHVX AaHnX
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXXEHOT 0CO6MU, BiANOBigaIbHOT 3a
3[jificHeHHs hapMakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asaBHuKa A1 34iACHEHHS
hapmakoHarniagy B YkpaiHi, SKLLO BOHA BigMiHHa
Bifl yNOBHOBa)XeHOI 0cobu, BifgnoBifanbHOT 3a
3[jiCHEeHHs1 hapMakoHarisay (BKIKYakum
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
KOHTaKTHI flaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-

dhaiina cuctemun chapmakoHarnsgy); 3minu | tuny -
AOMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micLa NPoBaMKeHHS AiANbHOCTI
BMPO6GHMKa (BK/IKOYAOUM, 3a HEOOXIAHOCTI, MicLe
NPOBEefEHHA KOHTPOSIIO SKOCTI), @60 BNacHWKa
MacTtep-chaiina Ha A®l, abo nocTavasnbHMKa
Adl/BnxigHoro maTepiasy/peareHTy/npoMixXHOro
NpPOAYKTY, L0 3aCTOCOBYHTLCS Y BUPOOHULTBI AD|
(SIKLLLO 3a3HAYEHO Y AOChE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikara BignoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaKeHOMY
[ocbe, abo BUPOOHMKA HOBOT AOMOMIKHOT
PEYOBUHM (SIKLLLO 3a3HaYeHO y A0ckbe) (3miHa
HaliMeHyBaHHS BUpo6HUka APl 6e3 3MiHu Micus
BUPOGHMLTBA); 3MiHM | TUNY - 3MiHW 3 AKOCTI.
[oTOBUIA Nikapcbkuii 3aci6. KOHTPO/Ib FOTOBOTO
nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPOBYBaHHS rOTOBOrO NikapCbKOro 3acoby (iHLwi
3MiHM y MeTogax BUNpobyBaHb (BK/IHOHYAKOUN 3aMiHy
a60 fonoBHeHHS)) CynyTHS 3MiHa - 3MiHW 3 SIKOCTI.
[OTOBWIA Nikapcbkmii 3aci6. KOHTposib roTOBOroO
nikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikaLin Ta/abo fONyCTUMNX MEX FOTOBOrO
nikapcbkoro 3acoby (iHwi 3miHn) (MpuBeaeHHs
nocunaHb y cneumdikaLii Ta MeToAax KOHTPOso
0191 NOKa3HWKIB SKOCTi 40 Aio4oro BugaHHa oY,
3MiHa Ha3BM NokasHVKa "ABTEHTUYHICTL" Ha
"laeHTudpikayin" 6e3 3MiH1M HopMyBaHHS Ta
MeTOAVKN KOHTPOSI0. Mepe3aTBepAKeHHA
AHaniTu4HOT HopMaTuUBHOI AoKyMeHTauii (AHA)
Ha MeToau koHTponto sikocTi (MKS) 3 meToro
npusegeHHs A0 BUMOr Hakasy MO3 YkpaiHu
Ne460 Big 23.07.2015 p. Cneuundikauis Ta meToam
KOHTPO/I0 HE3MIiHHI); 3MiHU | TUNY - 3MiHK 3 SKOCTI.
Ceptudpikat BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/MoHorpadii. 3mMiHu, NoB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii 4dY abo €sponeiicbkoi hapmakoneri,
ab0 iHWOi HauioHasIbHOI dhapmakonei gepxasu EC
(iHwi 3miHn) (MpuBeaeHHs cneyudikauii 4ns
[LOMOMDKXHUX PEYOBWH, L0 BXOAATH A0 cknagy /13
(HaTpito xnopuay, Boau AN iH'EKLi) A0 BUMOT
aitoyoro BuagaHHA AdPY); 3MiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa Ha3Bu APl abo

[OMNOMDKHOI peyoBuHY - MprBeaeHHa Hassu AdDI oo

MiKHapPOAHOI HenaTeHTOBaHOI Ha3BK); 3MiHK | Tuny
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Ne

dapmaueBTikas
IHpacTpis Mg,
13paine;
Brpo6HWK, SKnii
Bignosigae 3a
KOHTPO/b cepii,
KpaiHa:
dapmaxewmi b.B.,
HigepnaHgn

I3painb (BupobHuk, sikuii Bignosigae 3a
BMPOOGHULTBO NpoaykTy in bulk, nepsuHHe
nakyBaHHs, BTOPUHHE NakyBaHHS, KOHTPO/b cepii,
BUMYyCK cepii) Ta AT ®apmaLeBTUYHWA 3aB0S
TEBA, H-4042 [e6peLeH, Byn. Mannari 13,
YropwuHa (BupobHuK, sikuii Bignosigae 3a
KOHTpOsb cepii) (TepmiH BBEAEHHS 3MiH NPOTArom
3-x MicsLiB nicns 3aTBepAKEHHS); 3MiHK | Tuny -
3MiHM Wopao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHW) (3MiHW y TEKCTI
MapKyBaHHs, a caMe BU/yYeHHs iHdhopmaii Ha
POCICbKi/i MOBI Y TEKCTi MapKyBaHHs1 NepBUHHOT Ta
BTOPUHHOI yNakoBoK (TepMiH BBEAEHHS 3MiH
npoTsArom 3-X MicsLiB Nicasa 3aTBepAKEHHS)

Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
- AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMWKa/imnopTepa roToBoro Mikapcbkoro
3acoby, BKIOYauu AinbHuLI BUNycky cepii abo
MicLie NpOBEeAEHHS KOHTPOIO AKOCTI. (AISNIbHICTb,
3a Ky BiZnoBigae BUPOGHUK/iMNOPTEp, BKIOYaKOUM
BWMNYCK cepiid); 3MiHu | TUNy - 3MiHK LWoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHM) (3amMiHa rpadhiyHOro 306paXkeHHs ynakoBKu
Ha TEKCT MapKyBaHHSA 415 NePBUHHOI Ta BTOPUHHOI
ynakoBKW 19 NpUBEAEHHS Y BIANOBIAHICTb A0
Hakasy MOS3 Ykpainu Ne 426 Big 26.08.05 (y
pepakuii Hakasy MO3 Ykpainu Ne460 Big
23.07.2015 p.); 3minu | Tvny - AgMiHICTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu
3asBHMKa (BNacHVKa peecTpauiiHoro NocBig4yeHHs1)
4, A3AKC® TabneTkn, BKPUTI HOBE/ INAY TypeyunHa HOBEN INAY TypeuunHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a peyenmom UA/5811/01/01
060/10HKO0, M0 500 CAHAI BE CAHAI BE 3MiHu | TUny - AAMIHICTPaTUBHI 3MiHW. 3MiHa
Mr, no 3 TabneTkn y TIOXKAPET TIOXKAPET A.LL. HalilMeHyBaHHA Ta/abo agpecy 3asBHMKA (BlacHUKa
6nictepi, mo 1 A.LL. peecTpauiinHoro noceigyeHHs) (3MiHa agpecu
6nictepy B 3a5BHVKA)
KapTOHHI KOpo6Li
5. A3INEKT Tabnetkv no 1 wmr, TeBa I3painb Brpo6HWK, SKnii I13pains/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a peyenmom UA/13573/01/01
no 10 Tabnetok y dapmaLeBTika Bignosigae 3a HigepnaHaun 3MiHu | TUNY - AgMiIHICTPaTUBHI 3MiHW. BunyyeHHs
6nicTepi, no 3 n lHaacTpis BMPOGHMLITBO BMPOGHWYOI AiNbHUL (BKNHOYAKUN AiNbHAL ANS
6nictepu B nrp. npoaykty in bulk, A®I, npomiXHOro NpoayKTy abo rotoBoro
KapTOHHilA KopooLi nepBuHHE NiKapcbKoro 3acoby, AiNbHUL 4158 NPOBEeAeHHS
nakyBaHHs, nakyBaHHs, BUPO6HWKa, BifNOBifa/IbHOMO 3a BUMYCK
BTOPUHHE cepili, MicLe NpoBeAEeHHS KOHTPOSIO cepii) abo
nakyBaHHs, noctavanbHUKa BUXiAHOTO MaTepiany, peareHTy
KOHTPO/b Ccepil, a60 4ONOMDKHOT Pe4OBUHU (SIKLLO 3a3HAYEHO Y
BUMYCK Cepii, [ocbe) (BUnyyYeHHs BupobHukie 13 TeBa
KpaiHa: dapmauesTikan IHaacTpi3 N1t4., Byn. Kipbat
TeBa XaMaga 20, Xap Xo3sim [Mpom. 30Ha, Epycanum,
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[031) B amnynax
Nel0

y3arasisHeHUX faHnX Npo cucTemy
hapmakoHarnagy (BefeHHs y3arasibHeHUX AaHnx
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBiAa1bHOI 3a
3[iicHeHHs thapmakoHarnsgy; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
hapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bifl yNOBHOB&aXXeHOI 0cobMu, BiANoBifasbHOT 3a
3[jicHeHHs1 hapmakoHaraay (Bkiyarum
KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MiLLEHHI MacTep-
dhaiina cuctemun chapmakoHarnsgy); 3miHu | tuny -
AOMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MicLa NPoBaKeHHS AisANbHOCTI
BMPOGHMKa (BK/IKOYAOUM, 38 HEOOXIAHOCTI, MicLe
NpOBEefEeHHA KOHTPOSIIO SKOCTI), @60 BNacHMkKa
MacTep-chaiina Ha A®l, abo nocTavanbHMKa
Adl/BnxigHoro maTepiasy/peareHTy/npoMixXHOro
NPOAYKTY, L0 3aCTOCOBYHTLCS Y BUPOOHULTBI AD|
(SIKLLLO 3a3HAYEHO Y AOChE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikarta BignoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaKeHOMY
[ocbe, abo BUPOOHMKA HOBOT AOMOMIKHOT
PEYOBUHM (SIKLLLO 3a3HAYeHO y A0cbE) (3miHa
HaliMeHyBaHHS BUpo6HUka A®| 6e3 3MiHu Micus
BUPOGHMLTBA); 3MiHM | TUNY - 3MiHN 3 AKOCTI.
[oTOBWMIA NikapcbkuMii 3aci6. KOHTPO/Ib FOTOBOMO
nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPOGYBaHHS rOTOBOrO NikapCbKoro 3acoby (iHLwi
3MiHM Yy MeTogax BUNpobyBaHb (BK/IH0HYAKOUN 3aMiHy
a60 gonoBHeHHs)) CynyTHSA 3MiHa - 3MiHM 3 AKOCTI.
[OTOBWIA Nikapcbkmii 3aci6. KOHTposib roTOBOroO
nikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikaLin Ta/abo fONyCTUMNX MEX FOTOBOrO
nikapcbkoro 3acoby (iHwi 3miHn) (MpuBeaeHHs
nocunaHb y cneumdikauii Ta MeTogax KOHTPOso
0191 NOKa3HWKIB SKOCTi 40 Ailoyoro BugaHHa 4OY.
3MiHa Ha3BuW NokasHVKa "ABTEHTUYHICTL" Ha
"laeHTudikayin" 6e3 3MiHM HopMyBaHHS Ta
MeTOAMKN KOHTPOSI0. Mepe3aTBepakeHHs
AHaNITMYHOT HopMaTMBHOI AokymeHTauil (AHA) Ha
MeTtoawn KoHTposio skocTi (MKSA) 3 meToro
npuBefeHHsa o0 BUMoOr Hakasy MO3 YkpaiHu Ne460
Big 23.07.2015 p. CneundikaLis Ta metoau
KOHTPO/I0 HE3MIiHHI); 3MiHU | TUMY - 3MiHK 3 SKOCTI.
CepTtudikaTt BignosigHocTi/l E-cepTuduikat

Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
6. AKAN-BIONIK cycneHsisa gns MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/13006/01/01
iH'ekuin no 0,5 mn (1 "®APMCTAH "®APMCTAHOAP 3MmiHu | TUnNY - 3MiHK Wwoao 6esnekn/edeKTUBHOCTI
po3a) abo 1 mn (2 OAPT-BIOJIK" T-BIONIK" Ta chapmakoHarnsgy. BeegeHHus abo 3miHv oo
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Ne
n/n

Hassa
JliKapcbK020
3acoby

®opma sunycky

3asasHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo2o
nocsioYeHHs1

BiANOBIAHOCTI EBpONeichbkili
thapmakonei/MoHorpadii. 3mMiHun, NoB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii 4dY abo €sponeiicbkoi hapmakoneri,
ab0 iHWOi HauioHasIbHOI dhapmakonei gepxasu EC
(iHwi 3miHn) (MpuBeaeHHs cneyudikavii 4ns
[OMOMDKHUX PEYOBWH, L0 BXOAATL A0 cknagy 13
(HaTpito xnopuay, Boau AN iH'EKLi) A0 BUMOT
giroyoro BugaHHA AdPY); 3MiHu | Tuny - 3miHn woao
6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy (iHwi
3MiHKM) (3amiHa rpad)iyHoro 306pakeHHs1 ynakoBKu
Ha TEKCT MapKyBaHHA A1 NePBUHHOI Ta BTOPUHHOI
ynakoBKU A/151 NPUBEAEHHS Y BiANOBIAHICTL A0
Haka3y MO3 Ykpainu Ne 426 Big 26.08.05 (y
pepakuii Hakazy MO3 Ykpainn Ne460 Big
23.07.2015 p.); 3miHun | TUNy - AgMiHICTPaTUBHI
3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
3a8BHMKa (BNacHyKa peecTpauiiHoro NocBig4YeHHs)
(3miHa agpecu 3anBHUKA); 3MiHK | TURy -
AAMiIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BUpPOGHMKa/iMNnopTepa roToBOro JikapCbKoro
3acoby, BK/IKYaKuM AinbHNULI BUNYCKy cepii abo
MicLe NpoBeAeHHSA KOHTPOIK0 AKOCTI. (4isANbHICTDb,
3a SKy BiAnNoBifae BUPOOHMK/IMIOPTEP, BKIOYAKOUM
BUMNYCK cepiid) (MpvBeAeHHA agpecu Micua
NPOBaKEHHS AiS/IbLHOCTI BUPO6HMKa A0 JliLeHsil
Ha BUPOBHMLTBO NiKapcbkunx 3acobiB 6e3 3miHu
MicL BUPOGHMLTBA); 3MiHM | Tuny -
AfMiHicTpaTuBHi 3MiHW. 3MmiHa Ha3Bu Ad®I abo
LonomikHOT pedosuHm (MpuBeaeHH:A Ha3su APl fo
MiXXHapOAHOI HenaTeHTOBaHOI Ha3B)

AMOKCUN® AT

Tabnetku, Wo
AncnepryTbCs Mo
500 wmr no 10
TabneTok y 6nictepi;
no 2 6nictepu B
nadui 3 KapToHy

MAT
"Kuismegnpen
apar”

YKpaiHa

MAT
"Kuismegnpenapa
™

YkpaiHa

BHECEHHS 3MH [10 peecTpaLiiiHux maTeianis: 3MiHu
| Tny - 3miHKW 3 aKocTi. FOTOBUIA Nikapcbkuii 3aci6.
CTabinbHicTb. 3MiHa y TepMiHax NpuAaTHOCTI abo
ymMoBax 36epiraHHs roToBOro Nikapcbkoro 3acoby
(36inbLUEHHs TEPMiIHY NPUAATHOCTI FOTOBOrO
nikapcbKkoro 3acoby) - s TOproeoi ynakoBKu
(niaTBEPOKYETHCA AAaHUMU PEasIbHOTO Yacy)
(36inbLUEHHA TepMiHy npugaTHocTi MN3 3 2-x Ao 3-x
pokiB) (TepmiH BBeLEHHS 3MiH NPOTSArom 6-1n
MicsILiB MicNs 3aTBepAXXEHHS)

3a peyenmom

UA/12288/01/01

AHPOKYP®

Tabnetkv no 50 mr
no 10 Tabnetok y
6nicTepi; no 2 abo
no 5 6nictepis y
nauui

Baiiep ®apma
Al

HimeyunHa

Lenbchapm NMinnb
C.A.C., dpaHuis;
Baiiep Baiimap
v6X i Ko. KI,
HimeuunHa

®paHuia/
HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis:
3MmiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu MicLs NPoBaXeHHS
AifNbHOCTI BUpOOHMKa/iMnopTepa roToBoro
NiKapCbKOro 3acoby, BKIOYAKUN Ai/TbHULL BAMYCKY
cepii abo MicLe NpoBefeHHS KOHTPOJIKO AKOCTI.

3a peyenmom

UA/4848/01/02
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
(aisnbHICTb, 3a AKy BignoBigae BUPOBGHUK/iMNopTep,
BK/IOUAt0UM BUMYCK cepili) (3MiHa agpecu
BMpo6Huka fenscapm Minnb C.A.C., ®paHuis, Wwo
BiANOBiAAaE 3a NOBHUIA LKA BUPOGHMLTBA,
BK/IHOYA0UM BMMYCK cepii, 6e3 3MiHn MicAa
BMPOGHMLTBA); 3MiHM | TUny - 3MiHK 3 skocTi. ADI.
CTabinbHicTb. 3MiHa nepiogy NOBTOPHMX
BMNpobyBaHb/nepiogy 36epiraHHA abo ymoB
36epiraHHA A®| (3a BigCYTHOCTI Y 3aTBEPAKEHOMY
[0Cbe cepTudikaTa BignosigHOCTI EBponeiichkiit
hapmakonei, Lo BKIoYae nepios NoBTOPHOro
BMNpOoGYBaHHS) (Nepiog MOBTOPHOrO
BUNPO6YBaHHs/Nepios, 36epiraHHs) - 3MEeHLIEHHS
(3MeHLLEeHHS nepiogy NOBTOPHOrO BUNPOOYBaHHS
A®| 3 60 micauiB fo 9 micauiB); 3MiHu | Tuny -
3MiHu 3 aKocTi. A®I. CtabinbHicTb. 3MiHa nepiogy
NOBTOPHUX BUNpobyBaHb/nepiogy 36epiraHHa abo
yMmoB 36epiraHHsa A®I (3a BigCyTHOCTI Y
3aTBEpPAKEHOMY 0Cbe cepTuddikarta BiANoBiLHOCTI
€Bponeiicbkii hapmakonei, LWo BKIoYae nepiog,
NMOBTOPHOro BMNpo6yBaHHS) (Nepiog NOBTOPHOTO
BMNPOB6YBaHHsA/Nepios 36epiraHHs) - BinbLu XXOpCTKi
yMOBM 36epiraHHs (3mMiHa ymoB 36epiraHHs Ha
6iIbLL XXOPCTOKI ); 3MiHM | TURY - 3MiHK LWOA0
6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy (iHwi
3MiHW) (3MiHa rpaciyHOro 0hOpPMIEHHS YNakoBKM
Ha MapKyBaHHS Ha YNakoBLii; BHECEHHSA 3MiH B
iHchopmaLito WoA0 BUPOBHMKA HA BTOPUHHIN
ynakoBLii)
9. AMNPOBE/Ib® TabneTku, BKpUTI TOB "CaHodhi- Ykpaina CaHodpi BiHTpon PpaHuin BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/8136/02/02
060/10HKO0, No 150 ABeHTiC IHpacTpia 3MiHM | TUny - 3MiHK Woo 6esnekn/edeKTUBHOCTI
mr Ne 14, Ne 28 YkpaiHa" Ta hapmakoHarsi4y - OHOBJ/IEHHS! 3aTBEPAKEHOro
(14x2): no 14 MapKyBaHHs
Tabnetok y 6nictepi;
no 1 a6o no 2
6nicTepu B
KapTOHHI KOpo6Li
10. AMNPOBE/Ib® TabneTkn, BKpUTI TOB "CaHodi- YkpaiHa CaHodpi BiHTpon ®paHLis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a peyenmom UA/8136/02/03
060/10HKO10, No 300 ABeHTIC IHoacTpia 3MiHu | TNy - 3MiHK WoAao 6e3nekn/eeKTUBHOCTI
mr Ne 14, Ne 28 YkpaiHa" Ta hapmakoHarnsgy - OHOB/IEHHS 3aTBEPKEHOrO
(14x2): no 14 MapKyBaHHs
TabneTok y 6nictepi;
no 1 a6o no 2
6nictepu B
KapTOHHI KopooLi
11. ATOKOP TabneTku, BKpUTI [-p Peggi'c IHAain [-p Pegpi'c IHAis BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a peyenmom UA/1377/01/01
N/1iBKOBOIO Na6opaTopic Na6opaTtopic /1Tg, 3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
060/10HKO10, M0 10 Nt (BupobHuya HalilMeHyBaHHs Ta/abo afpecy 3asiBHVKA (B/1acHMKa
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Ne
n/n

Hassa
JliKapcbK020
3acoby

®opma sunycky

3asasHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo2o
nocsioYeHHs1

Mmr, no 10 TabneTok
y 6nicTepi; no 1 abo
3 6nictepu y
Kopobui

AinbHUus - VI)

peecTpaLiiiHoro noceig4eHHs1) (3MiHa agpecu
3a8BHMKA); 3MiHU | TUMY - AGMIHICTPATUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu Micus
NpoBaPKEHHSA AiS/IbHOCTI BUpOOHUKa/imnopTepa
rOTOBOrO /iKapCbKoro 3acoby, BKIYaoun AiflbHUL
BUMYyCKy cepii abo MicLie NPOBEAEHHS KOHTPO/IO
AKOCTI. (AiSNIbHICTB, 3a SKy BiAnoBifae
BMPOGHMK/iMNOPTEpP, BK/OYAKYM BUMYCK Cepili)
(3MiHa HalilmeHyBaHHs Ta agpecu BUpobHuka M3 -
nepelimeHyBaHHs Wwtaty AHgpa MNpagew Ha
TenaHraHa Ta NpyBeLEHHS Y BiANOBIAHICTb A0
BrcHOBKyY 040 NiATBEPIKEHHS BiAMNOBIAHOCTI
BMPOGHMLTBA NiKapCbknx 3acobiB BUMOram
Has1eXxHOoi BUPo6HUYoi npakTukm (GMP), BugaHoro
[epxaBHot0 Cnyx6010 YKpaiHu 3 flikapCbknx
3aco6iB, 6e3 3MiHV MicLs BUPOBHULTBA 3
BiAMNOBIAHMMW 3MiHaMW B TEKCTi MapKyBaHHS)
(TepMiH BBEAEHHS 3MiH NPOTAroM 6-Tn MicsAUiB
nicnsa 3aTBEpPKEHHS)

12.

ATOKOP

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKO0, NO 20
Mr no 10 Tabnetok y
6nicTepi; no 1 a6o 3
6nictepu y Kopobui

[-p Pegpai'c
Na6opaTtopic
nTg

IHais

[-p Peggi'c
Na6opaTopic /1T
(BupobHuya
AinbHUus - VI)

IHais

BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis:
3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asBHUKa (BNacHuka
peecTpaL,iiniHoro Noceig4eHHs) (3miHa agpecu
3asBHKKA); 3MiHK | TUNY - AZMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
NPOBaKEHHS AiS/IbHOCTI BUpOBGHUMKa/imnopTepa
rOTOBOrO JlikapCbKOro 3acoby, BK/IYaoun AiNlbHUL
BUMNYCKY cepii abo MicLe NpoBeAEeHHS KOHTPOII0
SIKOCTI. (AiS/IbHICTb, 3a 5Ky BiAMNOBigaE
BMPOGHUWK/iMNOpTEp, BK/OYAKUM BUMYCK cepili)
(3miHa HalilMeHyBaHHA Ta agpecy BUpo6Huka M3 -
nepelimeHyBaHHs wrtaty AHgpa MNpagew Ha
TenaHraHa Ta nNpuBeAEHHS Y BigNOBIAHICTb A0
BurcHOBKy W00 NigTBEPAKEHHS BiAMNOBIAHOCTI
BMPOBHMUTBA MiKapCbKMX 3aco6iB BUMOram
HaNexHoi BUpo6HUYoi npakTukm (GMP), BugaHoro
[epxaBHOI0 Cnyx60t0 YKpaiHu 3 NliKkapCbKux
3aco6iB, 6e3 3MiHM MicLsi BUPOOGHULTBA 3
BiANOBiAHVMMN 3MiHAMMW B TEKCTI MapKyBaHHS)
(TepMiH BBEAEHHS 3MiH NPOTAroM 6-T1 MicsLIB
nicsia 3aTBEPKEHHS)

3a peyenmom

UA/1377/01/02

13.

AYPOKCETUN

TabneTtku no 250 mr
Ne 10 y 6nicTepi

AypobiHao
Papma /114,

IHais

Aypob6iHgo ®apma
nTg

IHais

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - 3MiHa YNOBHOBaXXEHOT 0CO6M,
BiAMOBIAA/TbHOI 3a 34iiCHEHHSA hapMakoHarnsay
(BK/IKOYAKOYM KOHTaKTHI AaHi)

3a peyenmom

UA/12973/01/01

14.

AYPOKCETWUN

Tabnetkv no 500 mr
Ne 10 y 6nicTepi

AypobiHgo
dapma /114,

IHais

Aypob6iHgo dapma
n1g,

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis:
3MiHM | TURY - 3MiHa YNOBHOBaXKEHOT 0cobw,
BiANOBIga/IbHOI 3a 3AiICHEHHA hapMakoHarnsay

3a peuenmom

UA/12973/01/02
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
(BK/IOYAKOYM KOHTaKTHI AaHi)
15. AYPOMOAOKC | Tabnetku, BKpUTI Aypob6iHa0 IHais Aypob6iHgo dapma IHais BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3a peyenmom UA/13403/01/01
NNiBKOBOO dapma /114, nra 3MiHM | TUNY - 3MiHa YNOBHOBaXKEHOT 0cobw,
060/10HKO0, No 100 BiANOBifa/IbHOT 3a 34iiCHEHHS thapMakoHarnsay
Mmr B 6nictepax Ne (BK/THOUAOYM KOHTaKTHI gaHi)
10
16. AYPOIMOAOKC | TabneTku, BKPUTI AypobiHao IHAia AypobiHgo ®apma IHAis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a peyenmom UA/13403/01/02
MN/1iBKOBOIO dapma N1 Nt 3MiHM | TURY - 3MiHa YNOBHOBaXKEHOT 0cobw,
060/10HKO10, N0 200 BiANOBIAa/IbHOI 3a 3AiiCHEHHSA hapMakoHarnsay
Mr B 6nictepax Ne (BKNHOYAKOUN KOHTaKTHI faHi)
10
17. BETMUIA Tabnetku, Actennac HigepnaHan BMPOBHULITBO cuaA/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/14532/01/01
NPOIOHIOBaHOI Aji, Papma KOpon bulk: Actennac HigepnaHamn 3MiHK |l TURY - 3MiHK [0 IHCTPYKLUIT 418 MeANYHOro
no 25 mr no 10 B.B. dapma 3acTocyBaHHs y po3ginu: "TpoTunokasaHHs",
Tabnetok y 6nictepi; TekHonoaxuc IHK., "B3aemopis 3 iHWMMKM NniKapcbknmy 3acobamu Ta
no 1 a6o 3 6nictepn CLUA; nepBrHHa iHWI BMAW B3aemogiin", "OcobmsocTi
Y KapTOHHI nayui Ta BTOPVHHA 3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta go3un",
yrnakoBka, "Mepepo3yBaHHsa", "Mo6GIYHI peakuii”. BBegeHHs
KOHTPO/b AKOCTI, 3MiH npoTarom 3-x MicauiB nicns
BignoBigabHMiA 3a 3aTBEpPAKEHHS
BUNYCK cepil:
Actennac ®apma
tOpon b.B.,
Higepnanaun
18. BETMUIA TabneTku, Actennac HigepnaHgn BMPOBHULITBO CcLa/ BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a peyenmom UA/14532/01/02
NPOJIOHIOBaHOT Ajl, dapma tOpon bulk: Actennac Higepnanaun 3MiHK |l TNy - 3MiHW [0 IHCTPYKLUIT 418 MeAUYHOro
no 50 mr no 10 b.B. Papma 3acTocyBaHHA y po3ainu: "MpoTunokasaHHsA",
TabneTtok y 6nictepi; TekHonoaXuc IHK., "B3aemMogis 3 iHWMMKM NiKapcbkumu 3acobamm Ta
no 1 a6o 3 6nictepn CLUA; nepBrHHa iHWI BMAW B3aemogiin”, "OcobnmBocTi
Y KapTOHHIi nauui Ta BTOpMHHa 3acTocyBaHHs", "Cnocib 3acTocyBaHHA Ta 031",
ynakoBka, "Mepeno3yBaHHs", "Mo6GiyHI peakuii”. BBegeHHs
KOHTPO/b AKOCTI, 3MiH npoTsArom 3-X micauiB nicns
BiANoBigabHMI 3a 3aTBepAKEHHSA
BUMYCK Cepii:
AcTtennac ®apma
HOpon B.B.,
Higepnangm
19. BA3OMNAMIA Tabnetkun AnsoreH IMKo | Jllokcembypr C.K. Nabopwmeg- PymyHis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/14070/01/01
NPOJIOHroBaHoI A, C.ap.n dapma C.A. 3MiHM | TURY - 3MiHa YNOBHOBaXEHOT 0cobu,
BKPWTi NNiBKOBOO BiANOBIAA/IbHOI 3a 34iICHEHHST chapMmakoHarnsaay;
o060n0oHkoto, no 1,5 KOHTaKTHOI 0co6u 3 hapMakoHarnsay 3asBHuKa
Mr B 6nicTepax Ne ONA 3aiicHEeHHA chapmakoHarnsgy B YkpaiHi
30 (10x3)
20. BA30MNMPO® pO34uH ONs iH'eKLiit MAT "®apmak” Ykpaina MAT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/11505/01/01

100 mr/mn, no 5 mn
B amnyni, Ne 10
(10x1), no5mnB
amnysi Ne 10 (5x2) y

3MiHY | TUNy - 3MiHK, NOB'A3aHI 3 HEOBXiAHICTIO
npuBeAeHHs Yy BIANOBIAHICTb A0 MoHorpadii Y
abo €sponelicbkoi hapmakonei, abo iHLWol
HauioHas1IbHOI dhapmakonei gepxasun €C (3miHa y
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
6nictepi cneuudikayii HecpapmakoneitHoro A®| ans
npuBeeHHs y BiANOBIAHICTb A0 BUMor DY abo
€Bponelicbkoi hapmakonei, abo iHwoT
HalioHanbHOT hapmakonei gepxasu €C); 3MiHu |l
TUMY - 3MiHa BUPOOHWKa BMXigHOrO/MPOMiXHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMpo6HUYOMY npoLeci ADl, abo 3miHa BUPOGHMKA
(BKTOYatoun, Ae HeobxigHO, MicLe NpoBeAeHHS
KOHTpON0 siKoCTi) ADI (3a BiACYTHOCTI cepTudikara
BiANOBIgHOCTI €Bponeiickkili hapmakonei y
3aTBEPKEHOMY [JOCbE); CYNYTHSA 3MiHa: 3MiHA Y
napameTpax cneuudikauii Ta/abo gonycTummx
MeX, BU3HaueHux y cneumdikayisx Ha Adl, abo
BUXIiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTLCSA Y npoueci BupobHuutea Ad|
(iHWi 3MiHKW)
21. BA/TOKOPANH Kpansi opasibHi, KpeBesnb HimeuyunHa KpeBenb HimeuunHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 peyenma UA/8462/01/01
® po3uuH no 20 mn, 50 Moiizenbb6ax Moiizensb6ax 3MiHM | TUNY - 3MiHa YNOBHOBaXKEHOT 0cobw, —20 mn, 3a
My chriakoHax- M6X 6X BiANOBifa/IbHOT 3a 3AiiCHEHHS (hapMakoHarnsay peyenmom —
KpanenbHuusax Ne 1 50 mn
22. BANCAP TabneTku, BKPUTI AypobiHao IHais Aypob6iHgo ®apma IHais BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/14796/01/01
N1iBKOBOIO Papma /114 Nimiteq — FOHIT VII 3MiHM | TUNY - 3MiHa YNOBHOBaXXEHOT 0CcobM,
060/10HKOH0, Mo 80 BiAMOBIAAUTbHOI 3a 34iiCHEHHA hapMakoHarnsay
Mr Mo 7 TabneTok y BK/THOHAI0UM KOHTaKTHi AaHi
6nicTepi; no 4
6nictepu B
KapTOHHI KOopoo6Li
23. BAJ/ICAP TabneTku, BKpUTI AypobiHgo IHAain Aypobingo ®apma IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a peyenmom UA/14796/01/02
N/1iBKOBOIO dapma N1 Nimiteq — FOHIT VII 3MiHM | TURY - 3MiHa YNOBHOBaXKEHOT 0cobw,
060/10HKO10, N0 160 BiANOBIAabHOI 3a 3AiICHEHHSA hapMakoHarnsgy
Mr no 7 TabneTok y BK/IOYAI0UM KOHTaKTHI AaHi
6nicTepi; no 4
6nictepu B
KapTOHHI/ Kopobui
24. BANCAP-H TabneTku, BKpUTI AypobiHao IHais Aypo6iHgo ®apma IHais BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a peyenmom UA/14977/01/01
nNiBKOBOO dapma /114 NimiTen — FOHIT VII 3MiHM | TUNY - 3MiHa YNOBHOBaXXEHOT 0co6M,
o6onoHkoto, 160 BiANOBIAaUIbHOI 3a 34iiCHEHHS hapMakoHarnsgy
Mmr/25 mr no 7 (BK/THOYAIOYM KOHTaKTHI AaHi)
Tabnetok y 6nictepi;
no 4 6nictepu B
KapPTOHHI KOpoOLyi
25. BANCAP-H TabneTku, BKPUTI AypobiHgo IHAain AypobiHgo ®apma IHAis BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis: 3a peyenmom UA/14977/01/02
NAiBKOBOIO dapma /114 NimiTeq — FOHIT VII 3MiHM | TUNY - 3MiHa YNOBHOBaXXEHOT 0Co6M,

o060n0oHkoto, 80
Mmr/12,5 mrno 7
TabneTtok y 6nictepi;
no 4 6nictepu B
KapTOHHI KOpo6Li

BiANOBIAa/IbHOI 3a 3AiiCHEHHSA hapMakoHarnsay
(BKNHOYAKOUN KOHTaKTHI faHi)
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
26. BIHOKCVH MB | TabneTtku TOB "dapma YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/11573/01/01
MPOJIOHroBaHoI fji Crapt” Crapt” 3MiHM | TURy - 3MiHK Woao 6esnekn/edeKTUBHOCTI
no 30 mr no 20 Ta hapmakoHarnsgy - 3MiHu y MmapkyBaHHi
Tabnetok y 6nictepi; BTOPVHHOI YNaKoBKM JliKapCbKOro 3acoby
no 1 a6o 3 6nictepn
B MayLii 3 KAPTOHY
27. BIHMNOLUETUH TabneTtky no 5 mr no ToBapucTBo 3 YKpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/1272/02/01
10 TabneTok y 06MeXeHo BMPOOHMLTBA, 3MiHM | TUNY - 3MiHa YNOBHOBaXXEHOT 0Co6M,
6nicTepi, no 3 BignoBigasIbHi KOHTPO/b SIKOCTI, BiANOBIAa/bHOI 3a 3AiiCHEHHSA hapMakoHarnsay
6nictepa B KOpo6L CTIo BMNYCK cepil: (BK/THOYAKOUM KOHTAKTHI gaHi) Ta/abo 3MiHN y
"[ocnigHnii ToBapuncTBO 3 po3MilLeHHI MacTep-haiina cuctemm
3aB0f, 06MeXeHOI0 dhapmakoHarnsgy
"rHunc" BiANOBIAA/LHICTIO
"[locnigHuii 3aBog
"rHUNCY,
YkpaiHa; BCi cTag,i
BMPOOHMLTBA,
KOHTPO/b SIKOCTI:
ToBapucTBo 3
obmexeHor
BiANOBIAA/ILHICTIO
"®APMEKC
rPYN", YkpaiHa,;
BCi cTagii
BMPOGHNLTBA,
KOHTPO/b SIKOCTI:
ToBapucTBo 3
obmexeHolo
BiANOBiAA/IbHICTIO
"®GapmaueBTnyHa
KOMMaHis
"3p0pos'a”,
YKpaiHa
28. FEK-IH®Y3IA PO34nH ANs iHdy3il MpuBaTtHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a peyenmom UA/5131/01/02
10% no 200 mn abo no akuioHepHe akujioHepHe 3MmiHu | TURY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa
400 Mn y nasiwkax TOBapUCTBO TOBapuCTBO HaliMeHyBaHHA Ta/abo afpecy MicLs NPoBaKEHHS
"Indpysia” "lHdpysia” AifNbHOCTI BUpOOHMKa/iMnopTepa roToBoro

NiKapCbKOro 3aco6y, BKIOYAKUN Ai/TbHNL BAMYCKY
cepii abo MicLe npoBefeHHS KOHTPO/IIO AKOCTI.
(@isnbHiCcTb, 3a AKy Bignosigae BUPOOHMK/iMIopTep,
BK/IO4A0UM BUMYCK Cepiid) (3MiHa agpecy Ta
HallMeHyBaHHS MiCList TPOBaKEHHS AiSNIbHOCTI
BMPOBHMKa roTOBOrO Nikapcbkoro 3acoby, 6e3
3MiHM Micus BUpobHuuTBa) (TepmiH BBEAEHHS 3MiH
NPOTArom 3-X MiICALiB Nicna 3aTBePAKEHHS); 3MiHN
| TNy - AOMiHICTpaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa (BlacHuKa
peecTpaLliiiHoro noceigyeHHs) (3MiHa agpecu Ta
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
HallMeHyBaHHs 3asBHUKa) (TepMiH BBEAEHHS 3MiH
npoTArom 3-x MicAUIB MiC/1a 3aTBEPKEHHS)
29. FEK-IH®Y3IA pO34nH ANs iHdy3ii MpusaTHe Ykpaina MpuBatHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/5131/01/01
6% no 200 mn abo no akujioHepHe akujioHepHe 3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
400 mMn y naswkax TOBapUCTBO TOBapuCTBO HaliMeHyBaHHA Ta/abo agpecy Micus NPOBaKEHHS
"IHgpy3isn” "IHdy3ia" [isnbHOCTI BUpo6HUKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BKIOYAUN [i/TbHAL BUNYCKY
cepii abo micLe NpoBeAEeHHS KOHTPO/THO SKOCTI.
(misnbHicTb, 3a AKy BignoBigae BUPOOHMK/iMIopTep,
BK/IOYAt0UM BUMYCK cepiid) (3MiHa agpecu Ta
HaliMeHyBaHHS MicUsl NPOBaKEHHS Ais/IbHOCTI
BMPOGHMKA rOTOBOTO NiKapcbKoro 3acoby, 6e3
3MiHV Micus BUpO6HULTBA) (TepMiH BBEAEHHS 3MiH
NpOTArom 3-X MiICALiB Nic/1a 3aTBEPMAKEHHS); 3MiHN
| TMny - AgMiHIiCTpaTVBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asBHUKa (BNacHuka
peecTpavuiiiHoro noceig4eHHs) (3MiHa agpecu Ta
HalilMeHyBaHHs 3asBHUKa) (TepMiH BBeAEHHS 3MiH
npoTArom 3-x MicAUIB MiC/A 3aTBEPKEHHS)
30. FEHOTPOMIH® | nopoLuok Mdpaiizep IHk. CLUA Mdpaiizep Benbris BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a peyenmom UA/11798/01/02
niogpinizoBaHuii Ta MeHo ek ypuHr 3MmiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBWMIA NiKapCbKUii
PO3YMHHUK ANA Benbria HB 3aci6. CucTtema KoHTeliHep/3akynoptoBasibHUI
po3unHy ons 3aci6. 3miHa po3mipy ynakoBkv roTOBOro
iH exuili no 36 MO niKapcbKoro 3acoby (3MiHa KiJIbKOCTi 0ANHULb
(12 mr)y (Hanpuknag TabneTok, amnyn TOLWO) B YNakoBLi:) -
nonepegHbL0 3miHa no3a fiana3oHoM 3aTBepAKEHVX PO3MIpiB
HamoBHEHI pyui ynakoBku (BBELEHHS [,04aTKOBOI ynakoBku no 5
Nel a6o Ne 5 nonepeaHb0 HANOBHEHWUX PYYOK, WO MICTATb 1
[BOKaMepHWii KapTpuax (nepegHs kamepa 3
MOPOLLKOM Ta 3a4Hs Kamepa 3 PO34YNHHUKOM)
KOXHa, 3 BignoBiAHNMM 3MiHaMu y p. "YnakoBka")
31. FENTPAN® MOPOLLIOK AGGOTT HimeuunHa dawmap flernb, ®paHuisa/ Mpeuis BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a peyenmom UA/6993/02/01
niodpinizoBaHuii Ans Nab6opaTopi3 PpaHuia; Pamap 3MiHK |l TNy - 3MiHW [0 IHCTPYKLUIT ANnA MeANYHOro
npuroTyBaHHA M6X A.B.E. Animoc 3aCTOCyBaHHA Ta KOPOTKOI XapaKTepucTukn y
pO34nHy ANS iH eIl MnaHT 63, BYN. Ar. po3ainu: "®apmakosnoriyHi BnactMeocTi",
no 400 mr, 5 LimiTpiy, Mpevis "Oco61BOCTI 3aCTOCyBaHHA", "3acTOCYBaHHSA Y

CKNSAHWX (hnakoHiB 3
NopoLUKOM Ta 5
amnyn 3
PO3YMHHMKOM (L-
Ni3WH, HaTpIto
rigpokcua, Boga ans
iH'ekUjin) mo 5 My
KOHTYPHIi
YapyHKOBIl
ynakosui; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLyi

nepiog BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHA Ta fo3n”, "Mepeno3yBaHHA",
"Mob6ivHi peakui”. BBefgeHHA 3MiH NpoTarom 3-x
MicALiB nicnsa 3aTBepAKeHHA
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
B KapTOHHIi Kopobui
32. FENTPAN® TabneTtkn AGGOTT HimeuyunHa A66BI C.p.n. ITanis BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3a peyenmom UA/6993/01/01
KMLLKOBOPO34YUHHI NO Na6opaTopi3 3MiHK |l TUNY - 3MiHW [0 IHCTPYKLUIT AN1A MeANYHOro
400 mr no 10 6X 3aCTOCYBaHHSA Ta KOPOTKOI XapakTepucTukn y
TabneTtok y 6nictepi; po3ainu: "dapmakonoriyHi BNacTmBocTi",
no 1 a6o 2 6nictepn "3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHs
Y KapTOHHiiA rpyaaro”, "MepeposysanHs", "Mo6iuHI peakwii.
yNaKoBLii BBeAeHHA 3MiH NPOTArom 3-x MicALiB nicns
3aTBepAXKEHHSA
33. FAIATUNIH PO3YMH ON5 iH'EKUIN, ITanchapmako ITanisa ITancapmako ITanisa BHECEHHS 3MiH 10 peecTpauiiiHnx maTepianis: 3a peyenmom UA/2196/01/01
1000 mr/4 mn no 4 C.n.A. C.nA. 3MiHM | Tuny - 3mMiHa napamMeTpiB cneuudikawii
mn B amnynax Ne 3 Ta/abo [oNyCTUMUX MEX FOTOBOTO NiKapCbKOro
3ac06y -— [ONOBHEHHSA cneuudikaLii Ha BUNyCcK
nokasHNKoM «CynyTHi AOMILLKW»; 3MiHu | TUny -
3MiHa Y MeToax BUNpo6yBaHHSA roTOBOro
NikapcbKoro 3acoby; CynyTHS 3MiHa: 3MiHa
napameTpiB cneuudikauiii Ta/abo JONYyCTUMMX MEX
roTOBOro Nikapcbkoro 3acoby — 3miHa MeToay
BMNPOOYBaHHA 3a NOKa3HUKOM «CynyTHi AOMILLKM»
34. rnio3omig kancynu no 20 mrno | AnsoreH IMKo | Jlokcembypr | Bupo6HMUTBO M3, IpnaHgjs BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a peyenmom UA/13832/01/01
1 kancyni y cawe; C.ap.n nakyBaHHs, 3MiHM | TUNY - 3MiHa YNOBHOBaXXEHOT 0co6M,
no 5 cawe y nauyui 3 TEeCTyBaHHS, BiANOBIAA/IbHOI 3@ 34iiCHEHHA dhapmakoHarnagy;
KapTOHY BUNYCK cepii: KOHTaKTHOi 0c0o6M 3 thapmakoHarnagy 3asBHuKa
EiileH ®apma 0N 30iCHEHHST hapMakoHarisay B YkpaiHi
Nimitea, lpnaHgis;
NepBUHHE i
BTOPVHHE
nakyBaHHS:
MinmayHT
Xenckea /114,
IpnaHgis
35. rniosomig Kancynu no 100 mr AngoreH IMKo | Jllokcembypr | BUpo6HMUTBO N3, IpnaHgis BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a peyenmom UA/13832/01/02
no 1 kancyniy C.ap.n nakyBaHHs, 3MiHM | TUNY - 3MiHa YNOBHOBaXXEHOT 0co6M,
calue; no 5 cawe y TEeCTyBaHHS, BiANOBIAA/IbHOI 3a 34iiCHEeHHA ddapmakoHarnsgy;
nautii 3 KapToHy BUNYCK cepii: KOHTaKTHOi 0c0o6M 3 thapmakoHarnagy 3asBHvKa
EiileH ®apma 0N 34iiCHEHHsT dhapMakoHarsay B YkpaiHi
Nimitea, lpnaHgis;
nepBuHHE i
BTOPVHHE
nakyBaHHS:
MinmayHT
Xenckea /114,
IpnaHgis
36. rniosomig Kancynu no 180 mr AngoreH IMKo | Jllokcembypr | BUpo6HMLUTBO N3, IpnaHgis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/13832/01/03
no 1 kancyniy C.ap.n nakyBaHHs, 3MiHM | TURY - 3MiHa YNOBHOBaXEHOT 0cobu,
calwe; no 5 cawey TEeCTyBaHHS, BiANOBIAA/IbHOI 3a 34iICHEHHST chapMakoHarnsaay;
nautii 3 KapToHy BUNYCK cepii: KOHTaKTHOi 0c0obu 3 thapmakoHarnagy 3asBHvKa

ElilfeH ®apma

ON5 3aiicHEeHH:A dhapmakoHarnsay B YkpaiHi
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
NimiTen, lpnaHgis;
nepBUHHE i
BTOPVHHE
nakyBaHHS:
MinmayHT
Xenckea Jita,
IpnaHgis
37. rnosomig kancynu no 250 mr AnBoreH IMKo | Jllokcembypr | BupobHMuTBO 13, Ipnangis BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a peyenmom UA/13832/01/04
no 1 kancyniy C.ap.n nakyBaHHs, 3MiHM | TUNY - 3MiHa YNOBHOBaXKEHOT 0cobw,
cauwle; no 5 cawe y TecTyBaHHs, BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
nautii 3 KapToHy BUNYCK cepii: KOHTaKTHOI 0c0o6M 3 thapMakoHarnagy 3asBHuKa
EiileH ®apma ONA 34iCHeHHsT dhapMakoHarisay B YkpaiHi
Nimitea, IpnaHgis;
NepBUHHE i
BTOPVHHE
nakyBaHHs:
MinmayHT
Xenckea /114,
IpnaHgis
38. FNIATOH® po3unH Ana iH'ekuiid, | MNAT "®dapmak” YkpaiHa MNAT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a peyenmom UA/13359/01/01
250 mr/mn, no 4 mn 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
B amnyni; no 5 HaliMeHyBaHHA Ta/abo afpecy MicLs NPOBaIKEHHS
amnyn y 6nictepi; no [iSNbHOCTI BUpOo6OHMKa/iMnopTepa roToBoro
1 a6o 2 6nictepn y niKapcbKoro 3acoby, BKYAUM Ai/bHULI BUMYCKY
nauuj 3 KapToHy; No cepii abo micLe NpoBefeHHsI KOHTPOO AKOCTI.
4 mn B amnyni, no 5 (@isnbHiCcTb, 3a AKy BignoBigae BUPOOHMK/iMIopTep,
a6o no 10 amnyn y BK/IO4al0uM BUNYCK cepiid) (TepMiH BBEAEHHS 3MiH
nauuj 3 KapToHy NpoTAroM 3-X MiCALIB NiCNA 3aTBEPMKEHHS); 3MiHU
| TNy - 3miHK Woao 6e3nekn/ehekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn) (3MiHa rpadivuHnx
300paxeHb NEePBUHHOT Ta BTOPVHHOI YNakoBOK Ha
TEKCT MapKyBaHHS NepPBUHHOT Ta BTOPUHHOT
ynakoBok) (TepMiH BBEEHHS 3MiH MPOTAroM 3-x
MicsLiB MiCNsA 3aTBEPAYKEHHS)
39. FNOKATEH® 1 | nioginizat ans A/T HoBo [OaHis BMPOGHWK [aHis BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a peyenmom UA/13221/01/01
MI TINOKIT pO34nHYy AN iH'eKUl Hopgaick nikapcbKoro 3MiHu Il Tuny - 3MiHa y NnapameTpax cneuudikauiii
no 1l wmr (1 MO)y 3acoby, nepBuHHa Ta/abo foMyCTUMUX MEX, BUHAYEHUX Y
chnakoHax B Ta BTOPVHHA cneundikauisix Ha A®l, abo BMXigHWIA/NPOMDKHUIA
KOMNEeKTi 3 ynakoska: A/T NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTHLCS Y NpoLeci
PO3YUHHMKOM MO 1 Hoso Hopgick, BMpo6HULUTBa AP| — BUIYyYeHHSI napameTpy
My wnpuui Ne 1 [JaHis;; BUpOOHNK, «Specific Productivity test» 3i cneuundikavii Ha
BiANOBigaIbHUI 3a BUNYCK, AN BUXiAHOI cupoBuHu — Master Cell Bank
BUMYCK Cepiii Ta Working Cell Bank
KiHLLeBOro
npopykty: AIT
Hoso Hopgaick,
[aHis
40. rorP4oKC PO34UH A5 iH'EKLLN, BAT "leneoH YropwmHa BAT "l'efeoH YropwuHa BHECEHHS 3MiH [10 pEECTpaLjiiiHuX MmaTepianis: 3a peyenmom UA/7395/01/01
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
10 000 KIoA4/mn no PixTep" PixTep" 3MiHu | TNy - 3MiHK Woao 6e3nekn/edpekTUBHOCTI
10 mn B amnynax Ne Ta chapmakoHarnsagy. 3miHa(n) y KopoTkii
25 XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHs1 abo IHCTPYKLi Ana MeguyHoro
3acTOCyBaHHS ANs NiKapcbKoro 3acooby,
niyeH3oBaHoro y €C 3a npoueayporo B3aEMHOro
BM3HAaHHS (Jlikapcbkuii 3aci6 BxoauTb go cchepu Al
npoueaypv B3aEMHOro BU3HaHHS) (3MiHN J0
IHCTPYKLUT A8 MEAUYHOrOo 3aCTOCYBaHHS y po3ainu:
MokasaHHA. Cnoci6 3acTocyBaHHsA Ta f03W. [M06iYHI
peakuji. 3acTocyBaHHA y nepiog, BarirTHocTi abo
rogyBaHHs rpyaato. OcobmBoCTi 3aCTOCyBaHHS,
3rifHO 3 pileHHAM komicii COMMISSION
IMPLEMENTING DECISION of 18.09.2013 y
pamkax ctarTi Article 31 of Directive 2001/83/EC of
the European Parliament and of the Council, the
marketing authorisations for medicinal produkts for
human use which contain the active substance
"Aprotinin" Referral under Article 31 of Directive
2001/83) (TepmiH BBEAEHHS 3MiH NPOTAroM 3-X
MicSLLB MiCNs 3aTBEPMKEHHS)
41. rPUNounTPO Tabnetku no 12,5 ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/13193/01/01
H ®ITO mr, no 10 TabneTok 06MeXeHo BMPOOHMLTBA, 3MiHM | TUNY - 3MiHa YNOBHOBaXXEHOT 0CO6M,
y 6nicTepi, no 2 BignoBigasIbHi KOHTPO/b SIKOCTI, BiANOBIAa/IbHOI 3a 3AiiCHEHHSA hapMakoHarnsay
6nictepn y nauui 3 CTHO BMNYCK cepil: (BK/THOYAKOYM KOHTAKTHI gaHi) Ta/abo 3MiHN y
KapToHy; no 20 "focnigHnii ToBapuncTBO 3 po3MilLeHHI MacTep-haiina cuctemm
TabneTok y 6nictepi, 3aB0f, 06MeXeHOI0 dhapmakoHarnsgy
no 1 6nictepy y "rTHUaC" BiANOBIAANILHICTIO
nadui 3 KapToHy "[locnigHuii 3aBog
"rHUNCY,
YkpaiHa; BCi cTag,i
BMPOOHMLTBA,
KOHTPO/b IKOCTI,
BUMYCK Cepii:
ToBapucTtso 3
06MexeHo
BiANOBIAA/LHICTIO
"®apmaueBTuyHa
KOMNaHis
"3p0pos'a”,
YkpaiHa
42, rPUNoUnTPO Tabnetku no 25 wr, ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/13193/01/02
H ®ITO no 10 Tabnetok y 06MexeHo BMPOGHMLTBA, 3MiHM | TUNY - 3MiHa YNOBHOBaXXEHOT 0CcobM,
6nicTepi, no 2 BignoBigasIbHi KOHTPO/1b AKOCTI, BiAMOBIAA/TbHOI 3a 34iiCHEHHSA hapMakoHarnsay
6nictepn y nauui 3 CTIo BUNYCK cepil: (BK/THOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
KapToHy; no 20 "focnigHnii ToBapucTBo 3 PO3MiLLEHHI MacTep-haiina cuctemu
TabneTok y 6nictepi, 3aBo[ obmexeHo thapmakoHarnagy
no 1 6nictepy y "rHunc” Bi4NOBIAA/ILHICTIO
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donakoHax Ne 1

3aci6. CtabinbHicTb. 3MiHa y TepMiHax NpuaaTHOCTI
a60 ymoBax 36epiraHHs rOTOBOrO J1iKapCbKOro
3acoby (3miHa B ymoBax 36epiraHHs roToBOro
nikapcbKoro 3acoby abo nicns
PO3YMHEHHA/BIAHOBNEHHS) (3MiHa yMOB
36epiraHHs); 3miHu | TMny - 3miHK Woao
6e3nekn/edheKTUBHOCTI Ta papMakoHarnisgy. 3miHu
Y KOPOTKili XapaKTepuCTuL NlikapCbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MeauyHoro
3aCTOCYBaHHS reHepUYHUX/TiIGPUAHMX/6ioNoAIGHNX
nNiKapcbknx 3aco6iB Nic/is BHECEHHA TiET camol
3MiHW Ha pedhepeHTHW npenapart (3MiHa He
noTpebye HafiaHHSA XOAHNX HOBUX AO0AATKOBUX
AaHvx) (3MiHM 40 IHCTPYKUIT Y po3ainu:
MpoTtunokasaHHa. Oco6MBOCTI 3aCTOCYBaHHS.
B3aemogis 3 iHWMMKM nikapcbkumu 3acobamu Ta
iHLWIi BMAW B3aEMOMii, 3rifHo 3 iHchopmalLlieto Loa0
MeAMYHOro 3acToCyBaHHA pethepeHTHOro
(MAKCWAEKC) nikapcbkoro 3aco6y); 3MiHu | Tuny -
AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOI
AinbHUUI (BKAOYaoumn AinbHuLi ana Adl,
NPOMIXHOr0 NPOAYKTY abo roToBOro Nikapcbkoro
3acoby, AinbHNULi AN NPOBEAEHHS NaKyBaHHS,
BMPOGHWKA, BiAMNOBifaIbHOTO 3a BUMYCK Cepil,
MicLle NPOBEAEHHSI KOHTPO/KO cepii) abo

Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
naJi 3 KapToHy "[locnigHwii 3aBog,
"rTHUC,
YKpaiHa; Bci ctagji
BUPOOHMLTBA,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
ToBapucTso 3
obmexeHoro
BiANOBIAANLHICTIO
"®apmaueBTuyHa
KOMMaHis
"3p0pos'a"’,
YKpaiHa
43. AEKCAMETA3 PO3YMH ANS iH'EKLIN, TOB YkpaiHa TOB "[ocnigHnii YKkpaina BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3a peyenmom UA/5274/02/01
OH 4 mr/mn no 1 mn a6o "OocnigHnii 3asog "rHUAC", 3MiHM | TUNY - 3MiHa YNOBHOBaXKEHOT 0cobw,
no 2 mn B amnynax 3aBof, YkpaiHa; TOB BiANOBifa/IbHOT 3a 34iiCHEHHSA thapMakoHarnsay
Ne 5 a6o no Ne 10 B "rHunc "apmaueBTnyHa (BK/THOYAKOYM KOHTAKTHI gaHi) Ta/abo 3MiHN y
nadui, Ne 5 (5x1), Ne KOMNaHis pO3MiLLeHHi MacTep-ghaiina cuctemu
10 (5x2), Ne 10 "3p0pos'a"’, thapmakoHarnagy
(10x1) y 6nicTtepax B Ykpaina
naywi
44, AEKCAMETA3 Kpanni o4Hi 0,1 % no TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaujiitHux maTepianis: 3a peyenmom UA/8384/01/01
OH-BIO®APMA | 10 mny "BIO®APMA" "BIO®APMA" 3miHu | TMNYy - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNi
NNacTyKoBUX
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
noctayanbHuKa BUXiLHOTO MaTepiany, peareHTy
ab0 AONOMIKHOT PeyoBUHU (SKLLO 3a3HaYeHo y
[0CbE) (BUYyYEHHA BUPOOHUYOT AinbHULi MpAT
"Biochapma", YkpaiHa) CynyTHS 3MiHa - 3MiHU 3
AaKocTi. FoToBwWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWiA 3aci6. 3miHa po3mipy
yNaKkoBKW rOTOBOTO NiKapCbKOro 3acoby (BUyYEHHS
yMakoBKM MEBHOr0 PO3Mipy) (BHECEHHS 3MiH Y p.
«YnaKkoBKa»:
Yy 3B’A3KY 3 MPUNMHEHHAM BUPOGHMLITBA
nikapcbKoro 3acoby Ha BUPOGHWUIl AinbHUL MPAT
"Biothapma”, YkpaiHa, BU/Ty4arTbCA YNakoBKu
nikapcbkoro 3acoby no 5 ma tano 10 mny
dhnakoHax ckisHUX Ne 1y KOMMMEeKTi 3 KPULLIKOK-
KpanenbHULEo, AKi BUPO6AANCH Ha Uil
BMPOGHUYIN AiNbHUUI Ta, SIK HAcNiAok, BiANOBIAHI
3MiHW Y TEKCT MapKyBaHHS)
45, AEPMAAPIH Mas3b, 20 mr/r no 20 dapmaueyTiw ABCTpIS PapmaueyTiwe ABCTpiIs BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/8996/01/01
r,50r, 100 r y Ty6ax e thabpik habpik MoHTaBIT 3MiHuM | TUNY - BBEAEHHSA abo 3MiHM A0
Ne 1 MoOHTaBIiT X y3arasibHeHuX gaHux npo cucremy
M6X hapmakoHarnsgy (Bk/rouvatoUy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHI MacTep-chalina
cucTeMun hapmakoHarisgy
46. ANKNOBEHE nnacTup TeBa I3painb [03BiN Ha BUNYCK HimeuuunHa/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/8678/01/01
TpaHCcAepMasIbHUi dapmaveBTika cepii: Mepkne AnoHis 3MiHV | TUNY - BBEAEHHA abo 3MiHW A0
no 140 mrno 5 n lHgacTpis vM6X, HimeuunHa; y3araslbHeHUX AaHux npo cucrtemy
nnacTupis y nra. BMPOBHULITBO hapmakoHarnsgy (Bk/irovatouy KOHTaKTHI AaHi)
repMeTuyHOMy Hepo3g)acoBaHOro Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chalina
naketi; no 1 a6o 2 NpoayKTY, cvucTeMun dpapmakoHarnsagy
nakeTu B KOpooL, nepBuHHa Ta
BTOPUHHA
ynakoBka,
KOHTPO/b SKOCTI:
Teiika
PapmacboTukan
Ko., 114., AnoHis
47. AnniPMAAMO TabneTkn, BKPUTI TOB YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHux martepianis: 3a peyenmom UA/7465/02/01
n o060onoHkoto, no 25 "focnigHnii BMPOGHMLTBA, 3MiHM | TURY - 3MiHa YNOBHOBaXKEHOT 0cobw,
Mmr Ne 50 y 6aHkax; 3aBof, KOHTPO/b SKOCTI, BiANOBIAabHOI 3a 3AiICHEHHSA hapMakoHarnsgy
Ne 50x1 y 6aHKax y "rTHUaC" BMNYCK cepil: (BK/THOYAKOYM KOHTAKTHI gaHi) Ta/abo 3MiHN y
nauuj; Ne 40 y ToBapucTBO 3 pO3MilLeHHi MacTep-ghaiina cuctemu
6nictepi; Ne 50 06MEXEHO hapmakoHarnsgy

(10x5) y 6nicTepi B
nauui

BiANOBIAA/LHICTIO
"[ocnigHuii 3aBog
"rTHUNC",
YkpaiHa; BCi cTagji
BMPOGHMLTBA,
KOHTPO/b SIKOCTI:
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
ToBapucTso 3
06MEXEHO
BiANOBIAANLHICTIO
"®apmaueBTuyHa
KOMMaHis
"3p0pos'a’,
YKpaiHa
48. AnniPMAAMO TabneTkn, BKPUTI TOB YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a peyenmom UA/7465/02/02
n 060n0HKo0, No 75 "OocnigHnii BMPOGHMLTBA, 3MiHM | TUNY - 3MiHa YNOBHOBaXKEHOT 0cobw,
Mmr Ne 40 y 6aHKax; 3aBof, KOHTPO/b AKOCTI, BiANOBifa/IbHOT 3a 3AiiCHEHHSA thapMakoHarnsay
Ne 40x1 y 6aHKax y "rHunc BMNYCK cepil: (BK/THOYAKOYM KOHTAKTHI gaHi) Ta/abo 3MiHN y
nayui; Ne 40 y ToBapucTBo 3 po3MiLLeHHi MacTep-ghaiina cuctemu
6nictepi; Ne 40 06MEXEHO hapmakoHarnsgy
(10x4) y 6nicTepi B BiANOBiAA/IbHICTIO
nauui "[locnigHwii 3aBog,
"rHUnC,
YKpaiHa; Bci cTagii
BMPOGHMLTBA,
KOHTPO/b AKOCTI:
ToBapucTtso 3
06MexeHo
BiANOBIAA/LHICTIO
"PapmaueBTuyHa
KOMNaHis
"3p0pos'a”,
YkpaiHa
49. AnniPMaAAMO TabneTku, BKPUTI TOB Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/7465/02/02
n 060/10HKO0, N0 75 "LocnigHnii BMPOGHMLTBA, 3MiHM | TUNY - 3MiHa NapameTpiB cneuudikawii
mr Ne 40 y 6aHkax; 3aBofj, KOHTPO/1b SIKOCTI, Ta/abo [oNyCTUMUX MEX NEPBUHHOI YNakoBK/
Ne 40x1 y 6aHKax y "rHunc" BUNYCK cepil: rOTOBOrO Jlikapcbkoro 3acoby (iHLi 3MiHW); CynyTHS
nauuj; Ne 40 y ToBapucTso 3 3MiHa: 3MiHa Y MeTofax BUNpo6yBaHHSA NepPBUHHOT
6nicTepi; Ne 40 obmexeHo YyNakoBKM FOTOBOTO NiKapCbKOro 3acoby (He3HauHi

(10x4) y 6nicTepi B
nauuj

BiANOBIAA/ILHICTIO
"[locnifHwii 3aBog,
"rHUnC,
YKpaiHa; Bci ctagji
BMPOGHMLTBA,
KOHTPO/1b SIKOCTI:
ToBapucTso 3
06MEXEHO
BigNoBiAA/IbHICTIO
"®GapmaueBTuyHa
KOMMaHis
"3p0pos's"’,
YkpaiHa

3MiHM y 3aTBEepIKEHNX MeToAax BUNpobyBaHb) -
3MiHa napameTpiB cneundikadii Ta metoais
KOHTPO/IO SKOCTi NEPBMHHOT yNakoBku; 3MiHN | Tuny
- 3MiHa nocTavasibHMKa nakysasibHVUX maTepianis
ab0 KOMMNEKTYOUMX (SKLWO 3a3Ha4YeHO B [OCLE)
(3amiHa abo fofaBaHHS NocTavyasibHUKa); CymyTHS
3MiHa: 3MiHa Y NepBUHHI yNakoBLi rOTOBOro
NiKapcbKoro 3acoby (AKiCHWIA Ta KinbKiCHWIA cknag) -
TBepAi nikapcbki oopmu; 3MiHa napaMeTpis
cneumdikauin Ta/abo AONYCTUMUX MEX NEPBUHHOT
yNakoBKU FOTOBOrO NiKapCbKoro 3acoby — 3amiHa
BMPO6GHMKA NEPBMHHOIO NakyBaHHS (NAiBKW
NONIBIHINX/TIOPUAHOT) Ta 3MiHa SIKICHOro Ta
KiNIbKICHOTO Cckiagy nakyBa/lbHOro martepiasy;
npyBeLeHHs NapameTpiB cneuvdikauiii naiBku
NoAiBIHINIX/T0PUAHOI 10 BUMOT HOPMaTUBHOI
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
[IOKyMeHTaLlii 3anponoHOBaHOro BUPOGHUKaA
50. AnniPMAAMO TabneTkn, BKPUTI TOB YkpaiHa BCi cTagii YKpaina BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3a peyenmom UA/7465/02/01
n 060n0HKot0, No 25 "OocnigHnii BMPOGHMLTBA, 3MiHM | TUNY - 3MiHa NapameTpiB cnevumdikawii
mr Ne 50 y 6aHKax; 3aBof, KOHTPO/b AKOCTI, Ta/abo [oMyCTUMUX MEX NEPBUHHOI yNakoBKu
Ne 50x1 y 6aHKax y "rHunc BMNYCK cepil: roTOBOrO /iKapCbKOro 3acoby (iHLWi 3MiHK); CynyTHS
nayui; Ne 40 y ToBapucTBO 3 3MiHa: 3MiHa Y MeToAax BUNpoGyBaHHS NepPBUHHOT
6nicTepi; Ne 50 obmexeHoo yNakoBKM rOTOBOrO MiKapCbKOro 3acoby (He3HauHi
(10x5) y 6nicTepi B BiANOBiAA/IbHICTIO 3MiHM y 3aTBEpKEHNX MeToAAx BUNpPobyBaHb) -
nauui "[locnigHwii 3aBog, 3MiHa napamMeTpiB cneumdikayii Ta MeTosiB
"rHUICY, KOHTPO/O AKOCTI NEPBUHHOT YNaKoBKKW; 3MiHW | Tuny
YKpaiHa; Bci cTagii - 3MiHa NocTavasibHMKa NaKkyBasibHUX MaTepianis
BUPOGHMLITBA, ab0 KOMMNEKTYOUMX (AKLLO 3a3HAYEHO B [JOCbE)
KOHTPO/b AKOCTI: (3amiHa abo fofaBaHHA nocTavyasibHUKa); CynyTHA
ToBapuncTBO 3 3MiHa: 3MiHa y NMEePBUHHII yNakoBL|i FOTOBOr0
06MexeHo nikapcbKoro 3acoby (SKiCHWIA Ta KinlbKicHUiA cknag) -
BiANOBIAA/LHICTIO TBEpAi Nikapcbki hopmu; 3MiHa napaMmeTpis
"apmaueBTnyHa cneungikauii Ta/abo 4oNyCTUMMX MEX MEePBUHHOT
KOMnaHis yNakoBKM rOTOBOTO /likapCbKOro 3acoby — 3amiHa
"3p0pos'a"’, BMPOGHUKA NEPBUHHOIO NakyBaHHs (NAiBKK
Ykpaina NOAIBIHINIX/TOPUAHOT) Ta 3MiHa SKICHOTo Ta
KiNIbKICHOTO ck1agy nakyBaslbHOro marepiasy;
npvBefeHHs napameTpiB cneumdikauili nniBku
NOMIBIHISIX/TOPUAHOT 4O BUMOT HOPMATUBHOI
[OKyMeHTaLlii 3anponoHOBaHOI0 BUPOGHUKA
51. ANDEPENIH® nopoLuok no 0,1 mr INCEH PpaHLin MOPOLLIOK - PpaHuin BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a peyenmom UA/0695/02/01
Ta PO3YMHHUK AN PAPMA BVMPOGHMLTBO, TexHiyHa nomunka y Cneumdpikauii npy Bunycky Ta
pO34nHy Ans TeCTyBaHHs, Ha TepMiH NPMAATHOCTI PO3YMHHMKA METOAIB
iH'eKw;jin; no 7 nakyBaHHs, BUMYCK KOHTPOIO SIKOCTi NikapCbKoro 3acoby 3a
chakoHiB 3 cepii: INCEH nokasHukom «KinbkicHe BU3HaueHHs. BmicT
NnopoLUKoMm Ta 7 ®APMA BIOTEK, xnopuay»
amnyn 31 mn ®paHuis;
PO34MHHYMKA (PO3YNH PO3YNHHVK -
Hatpito xnopugy 0,9 BMPOGHMLTBO,
%) Y KapTOHHii nepBuHHe
Kopobui nakyBaHHs Ta
KOHTPO/b SKOCTI:
CEHEKCI,
®paHuis;
BTOPVHHE
nakyBaHHs1, BUMYCK
cepii: INCEH
®APMA BIOTEK,
PpaHuin
52. AIA30MIH ANA | rpaHynu gns TOB YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 peyenma UA/7633/01/01
DITEA OpasIbHOI CyCneHsil, "focnigHnii BUPOOHMLTBA, 3MiHM | TUNY - 3MiHa YNOBHOBaXXEHOT 0co6M,
0,6 r/200mMnno9ry 3aBof, KOHTPO/b SKOCTI, BiANOBIAaUTbHOI 3a 3A4iICHEHHSA hapMmakoHarnsgy
chnakoHi Ne 1 3i "rHuact Bunyck cepii: TOB (BKIKOYAKOUN KOHTAKTHI JaHi) Ta/abo 3miHn y

CTakaH4MKoM y

"[ocnigHuii 3aBof

PO3MiLLeHHI MacTep-dhaiiia cuctemu
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
nauui "THUCY, hapmakoHarnsgy
YkpaiHa; Bci ctagil
BMPOGHMLTBA,
KOHTPO/b SIKOCTI,
BUMYCK Cepii:
ToBapucTBO 3
obmexeHoto
BiANOBIAALHICTIO
"®GapmaueBTnyHa
KOMMaHis
"3p0pos'a”,
YKpaiHa
53. AIOEHOA TabneTku, BKPUTI AngoreH IMKo | Jllokcembypr Na6opaTtopioc Icnanis BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis: 3a peyenmom UA/13227/01/01
NAiBKOBOIO C.ap.n JleoH ®apma C.A. 3MiHM | TUNY - 3MiHa YNOBHOBaXXEHOT 0co6M,
060/10HKOI0, 3 BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
mr/0,02 Mr no 28 KOHTaKTHOT 0CO6U 3 chapMakoHarnsay 3asiBHuKa
TabneTtok y 6rictepi 0N 30jCHEHHsT chapmakoHarnsay B YKpaiHi
(24 Tabnetkn
poxesoro Ta 4
TabneTtku nnauebo
6in0ro KonbLoOpy) No
1 TabneTui y nayui 3
KapTOHY
54. AOKCULUMKNIH | kancynu M'siki no patiochapm HimeuyunHa [03BiN Ha BUNYCK HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/3033/01/02
-TEBA 100 mr no 10 kancyn 6X cepii: Mepkne 3MiHK | TURY - 3MiHW 0 IHCTPYKLUIT 418 MeanYHOoro
y 6nicTepi; no 1 vM6X, HimeuunHa; 3acTocyBaHHsA y po3aiu: B3aemogis 3 iHWnMK
6nictepy B KopobL,i BMPOBHULITBO nikapcbkMKU 3acobamMu Ta iHLWi BUAM B3aEMOSIN.
Hepo3gacoBaHol Mo6iyHi peakuii, 3rigHO 3 iHhopmaLieto Wwoa0
npoayKuii, 6e3nekn 3acTocyBaHHs Ajt40i pe4yoBUHU
KOHTPO/b SKOCTI: [oKcuLukNiH. BBegeHHA 3MiH npoTArom 3-x
KataneHt MicALiB nicnsa 3aTBepaKeHHA
Himeyunna
E6epbax Mm6X,
HimeuyumnHa;
nepBuHHa Ta
BTOPVHHA
yrnakoBka,
KOHTPO/1b SIKOCTI:
Mepkne 'm6X,
HimeyunHa
55. EKCTPAHIN po34MH Ans Bakctep Ipnangis Bakctep Xenckea IpnaHgjs BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a peyenmom UA/3426/01/01
nepuToHeaIbHOro Xenckea C.A. C.A. 3MiHK | TUNy - 3MiHK Woao 6e3nekn/eeKTUBHOCTI
aianisy no 2,5 n Ta thapmakoHarnsgy — 3miHa TEKCTY MapKyBaHHS
PO34UHY Yy NepBUHHOI Ta BTOPMHHOT YNaKoBOK Yy 3B'A3KY i3
naacTUKOBOMY 3a3HaYeHHAM XiMiYHMX hOPMY/ AiloUMX PEYOBUH Ta
MIiLLIKY, 06’emy BOAM AN15 IH €KL
obnagHaHoMy

iH'EKLiHUM NOpTOM
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
Ta 3'e4HyBayem,
BKNafeHoOMY Y
npo3opuii

nNacTVKOBWI NakeT;
no 4 KOMMNEKTN y
KapTOHHI Kopo6Lyj;
no 2,5 51 po3uunHy y
n1acTMKoBOMY
MiLLIKY,
obnagHaHoMy
iH'EKLiiHMM nopTOM,
3 iHTErpoBaHUM 3a
[10NOMOroH0 BOX
marictpanei i Y-
3'eqHyBava
NOPOXHIM
NAacTMKOBUM
MiLLKOM ANns
ApeHaxy,
BKNafeHnx y
npo3opuii
nNacTVKOBWI NakeT;
no 4 KOMMNEKTN y
KapTOHHI Kopo6Lyj;
no 2,0 /1 po34unHy y
n1acTMKoBOMY
MiLLIKY,
obnagHaHomMy
iH'EKLiiHMM NnopTOM
Ta 3'efHyBayvem,
BK/1afileHoMy y
nposopuii
NNacTVKOBUI NakeT;
no 5 kKoMNAekTiB y
KapTOHHI Kopo6Lyj;
no 2,0 /1 po3ynHy y
nnacTykoBoMy
MiLLIKY,
obnagHaHoMy
iH'EKLiiHMM NopTOM,
3 iHTerposaHvm 3a
[10MOMOro0 BOX
marictpaneit i Y-
3'eHyBava
NMOPOXHIM
nNacTVKoBNM
MiLLKOM AN
ApeHaxy,
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Ne
n/n

Hassa
JliKapcbK020
3acoby

®opma sunycky

3asasHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo2o
nocsioYeHHs1

BKNaJEHNX Y
nposopuii
NNacTVKOBUI NakeT;
no 5 kKoMNNekTiB y
KapTOHHI/ Kopobui

56.

EKCTPAHIN

PO34MH AN
nepuTOHeasIbHOro
nianisy no 2,5 n
PO34nHYy y
n1acTMKOBOMY
MiLLKY,
obnagHaHoMy
iH'EKLiIIHUM NOPTOM
Ta 3'egHyBavem,
BK1afeHoMy y
npo3opwui
NNacTVKOBUI NakeT;
no 4 KOMNNEKTN Y
KapTOHHIlA KOpo6L;
no 2,5 51 po3unHy y
nNacTyKoBoMy
MiLLIKY,
obnagHaHoMy
iH'EKLiiHMM nopTOM,
3 iHTerpoBaHunmM 3a
[I0MOMOrot0 BOX
marictpaneii i Y-
3'egHyBava
NMOPOXHIM
nNacTVKoBNM
MiLLKOM AN
ApeHaxy,
BKafEHNX y
npo3opwui
NNacTVKOBUI NakeT;
no 4 KOMNNEKTN Y
KapTOHHIlA KOpO6L;
no 2,0 /1 po34unHy y
nNacTyKoBoMy
MiLLIKY,
obnagHaHoMy
iH'EKLiiHUM NnopTOM
Ta 3'e4HyBayem,
BK/1afleHoMY Y
npo3opuii
nNacTVKOBUI NakeT;
no 5 KoMNNekTiB y
KapPTOHHI KOpooLij;

Bakctep
Xenckea C.A.

IpnaHgis

Bakctep Xenckea
C.A.

IpnaHgis

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHV | TUNY - BBEAEHHA abo 3MiHW A0
y3ara/ibHeHNX JaHnx nNpo cucTemy
hapmakoHarnsgy (Bk/1royvatouy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chalina
cuctemun hapmakoHarnagy

3a peyenmom

UA/3426/01/01
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
no 2,0 /1 po3uunHy y
n1acTMKoBOMY
MiLLIKY,
obnagHaHoMy
iH'EKLiiHMM nopTOM,
3 iHTErpoBaHUM 3a
[10NOMOro0 BOX
marictpanei i Y-
3'egHyBava
NOPOXHIM
nNacTVKoBUM
MiLLKOM ANns
ApeHaxy,
BKaJEHNX Y
npo3opuii
nNacTVKOBWI NakeT;
no 5 KoMnAekTiB y
KapPTOHHI KOpoOLyi
57. ENENICO NOpOLLOK Mcpaiizep CWA MpoTanikc N14., I13pains/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/14379/01/01
niodpinisoBaHnii gnis Eiu.Ci.Mi. I3painb (KOHTpONb Ipnangis/ CLWA 3MiHK |l TURYy - 3MiHW [0 IHCTPYKUIT 418 MeANYHOro
pO34nHy Ans KopnopeiiH AKOCTI Npu 3acTocyBaHHSA y po3ginu: "®apmakonoriyHi
iHcpysiii no 200 Oy BUMYCKY Ta BnacTueocTi", "Oco6anBOCTi 3acTocyBaHHA" (Y T.4.
donakoHi Ne 1 OOCNioKEHHS "3acTocyBaHHS y nepiog, BariTHOCTi abo rogyBaHHs
cTabinbHoCTI); rpyaat”), "Cnocib 3actocyBaHHs Ta Ao3u",
Mdcpaiizep IpnaHgis "Mo6iyHi peakuii”. BBefeHHA 3MiH NpoTarom 3-x
dapmacbtoTikans, MicsLiB nicnsa 3aTBepA)KeHHs
IpnaHgis
(KOHTpOSIb AKOCTI
npv BUNYyCKy Ta
OOCNiMKEHHS
cTabinbHOCTI);
dapmaus i
AnmpxoH KomnaHi,
CLIA
(BMPOGHMLTBO
(chopmyna,
acenTuyHe
HarnoBHEHHS,
niocpinizauis),
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
MapKyBaHHS,
BUMYCK cepii)
58. ENOKCATUH® KOHUeHTpaT ans TOB "CaHodhi- Ykpaina CaHodpi-ABeHTIC HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/9385/02/01
pO34YuHy AN ABeHTIC [Loiiunang MmeX 3MiHu Il TMny - 3MiHa napameTpiB cneuudikawii
iHcpy3ii, 5 mr/mn Ne YkpaiHa" Ta/abo [oMyCTUMUX MEX rOTOBOro MikapCbKoro

1:no 10 mn

3acoby (3miHa 3HaxoamMTbCs No3a 3aTBepaKeHnMU
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
KOHLeHTpaTy, Lo [ONyCTUMUMK MeXamu cneumdikadliii)
MicTaTb 50 Mr
okcaninnatuny, y
thnakoHi a6o no 20
MJ1 KOHLieHTparTy, LWo
MicTaTb 100 mr
okcaninnatuuy, y
chnakoHi; B NiaAoHi,
3anasHomy
KpULLKOtO, B
KapTOHHI/ Kopobui
59. EPOTOH® Tabnetkv no 50 mr MAT Ykpaina BiANOBIga/IbHUI 3a YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/4652/01/01
no 1 a6o no 2, a6o "®iTochapm" BMPOGHULTBO, BUMNPaBAIEHHA TEXHIYHUX NOMUIOK B pO3Aini
no 4 Tabnetkn y nepByrHHE, «Onnc» B 3a3HaYeHHi oopMmn TabneTkn B metTogax
6nicTepi; no 1 BTOPWHHE KOHTPOJO SIKOCTI
6nicTtepy B naui 3 nakyBaHHs,
KapTOHY KOHTPO/Ib Ta
Bunyck cepii: NAT
"®iTochapm"
YkpaiHa;
BiANOBIgaIbHMI 3a
BMPOGHULTBO,
NnepBUHHE,
BTOPVHHE
nakyBaHHs,
KOHTPO/b SIKOCTI:
TOB
"AcTpadhapm”,
YkpaiHa;
BiANOBIgaIbHMI 3a
BMPOGHULTBO,
NnepBUHHE,
BTOPVHHE
nakyBaHHs,
KOHTPO/b SIKOCTI:
MAT "BiTamiHn",
YKpaiHa
60. EPOTOH® Tabnetkv no 100 mr MNAT YkpaiHa BiANOBIAa/IbHNI 3a YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a peyenmom UA/4652/01/02
no 1 a6o no 2, a6o "®iTochapm” BMPOGHMLTBO, BUNPABNEHHS TEXHIYHUX NOMWU/IOK B 3a3HaYeHHI
no 4 TabneTtkn y nepBuHHE, chopmu TabneTkmn 3a po3gisiom «Onue» B
6nicTepi; no 1 BTOPUHHE cneundikauii Ta MeToAax KOHTPOSIHO SKOCTi Ta B
6nictepy B nayi 3 nakyBaHHs, MeToauLi BUNPOoGYBaHHSA 3a pPo34isIoM

KapToHy

KOHTPO/b Ta
BUMycK cepii: MAT
"®iTochapm”
YKpaiHa;
BignoBiga/IbHMiA 3a
BMPOGHMLTBO,

«PO34YMHEHHA»
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
nepBuHHE,
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI:
TOB
"AcTpadapm”,
YKpaiHa;
BiANOBIAaIbHNI 3a
BMPOGHMLTBO,
nepBuHHE,
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI:
MAT "BiTamiHn",
YKpaiHa
61. €BPOBICONP TabneTku, BKPUTI TOB "dapma YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/13786/01/02
onon 1o NAiBKOBOIO Crapt" Crapt" 3MiHK | TUNYy - NnogaHHsA oHoBneHoro CEP s Adl
o60onoHkoto, no 10 (dbacyBaHHA Ta 6iconponony remicoymapary Bif BXxe
mr Ne 20 (20x1) y nakyBaHHs 3 3aTBEPKEHOr0 BUPOOHUKA; 3MiHM | TUNY - NoAaHHSA
6nictepi; no 1 opmum in bulk oHoBneHoro CEP gnisa A®I 6iconponony
6nicTepy B nauui 3 chipmn CiHTOH remidpymapary Bif, BXe 3aTBepA)KEHOro BUPOGHMKa
KapToHy Xicnanis, C.J1., 3i 3miHot0 BracHuka CEP Ta BUyYyeHHAM OfHiel i3
Icnanis) OiNbHULB
62. €BPOBICONP TabneTku, BKPUTI TOB "dapma Ykpaina TOB "®apma YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/13786/01/01
onons N1iBKOBOIO Crapt” Crapt” 3MiHM | TUNY - nogaHHa oHoeneHoro CEP ansa Adl
060/10HKOI0, N0 5 Mr (chacyBaHHs Ta 6iconporsony remicoymaparty Bif, BXxe
Ne 20 (20x1) y nakyBaHHs 3 3aTBEPAXEHOr0 BUPOBHUKA; 3MiHM | TUNY - NoAaHHSA
6nicTepi; no 1 copmu in bulk oHosrnieHoro CEP gns A®| 6iconponony
6nicTepy B nauui 3 chipmun CiHTOH remidoymapary Bif, BXe 3aTBEpPA)KEHOro BUPOGHMKa
KapToHy XicnaHist, C.J1., 3i 3MiHOO BnacHuka CEP Ta BUyYeHHSIM OHI€T i3
Icnanis) AiNbHULbB
63. 3APCIO® PO34uH A5 iH'eKLi CaHpo3 M'mM6X ABCTpis BignoBigabHMiA 3a HimeuuunHa/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a peyenmom UA/12447/01/01
a6o iHdysiid, 30 M/H BUPOGHMLTBO, ABCTpis BUNPaB/IEHHS TEXHIYHOT MOMUIKM B TEKCTI
0//0,5 mn no 0,5 mn nakyBaHHs, MapKyBaHHS BTOPVHHWX YNakoBOK, a came B . 2.

B nonepegHLo
3anoBHEHOMY
LINpUL 3 3aXUCHUM
NPUCTPOEM; no 1
nonepegHL0
3anoBHEHOMY
LUMPULLO Y
6nicTepHili ynakoBLuyj;
no 1 a6o5
6nicTepHux
ynakoBOK B
KapTOHHI Kopobui

KOHTpOsb cepii: Al
Li Ti Bionorika
'm6X, HimeuunHa;
BTOPVHHE
nakyBaHHs: Tl
peHuax
MpopakwHs M6X,
HimeuyumnHa,;
BTOPVHHE
nakyBaHHS:
CaHpo3 'm6X -
BN WadteHay,
ABCTpIS;
BiANOBiga/IbHMI 32

«KinbKicTb Ajt040i peqyoBUHU»
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
BUNYCK cepil:
CaHpo3 'mbX,
ABCTpIs
64. 3APCIO® PO34MH ANA H'EKLI CaHpio3 F'm6X ABCTpis BiNOBIgaNbHWIA 3a Himeuunna/ BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a peyenmom UA/12447/01/02
a60 iHQy3iin, 48 MH BUPOBHMLTBO, ABCTpIst BUNPAB/IEHHSI TEXHIYHOT MOMUIKM B TEKCTI
0f4/0,5 mn 04/0,5 nakyBaHHs, MapKyBaHHA BTOPUHHMX YNaKoBOK, a came B M. 2.
mn no 0,5 mn B KOHTpONb cepii: A «KinbKicTb Ajtoyoi peqyoBuHn»
nonepegHsL0 Li Ti Bionorika
3anoBHeHOMY M6X, HimeuunHa;
LUNPULL 3 3aXUCHUM BTOPUHHE
NPUCTPOEM; Nno 1 nakyBaHHs: T
nonepegHL0 IpeHuax
3arnoBHeHOMy MpopakwHs M6X,
LUMPULLO Y HimeyvunHa;
6nicTepHili ynakoBLuyj; BTOPUHHE
no 1l a6o5 nakyBaHHs:
6nicTepHux CaHpos 'm6X -
ynakoBOK B BN WadteHay,
KapTOHHIlA KOopooLi ABCTpIg;
BiANoBiAa/IbHMIA 32
BUNYCK cepil:
CaHpo3 'm6X,
ABCTpIst
65. NOKC obnonickysay ans TEBA I3painb TeBa Yex Yecbka BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: be3 peyenma UA/1829/02/01
ropna, KoHueHTpart dapmaLeBTika IHgacTpi3 c.p.o. Pecny6nika 3MiHu | TUNY: 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkuii
no 50 mny n lHgacTpis 3aci6. KOHTposib roTOBOrO NikapcbKoro 3acoby.
hnakoHax Ne 1 nTa. 3MiHa y MeTofax BMNpo6yBaHHS roToBOro

pa3om 3 MipHUM
KOBMaukoM y
KopoobLi

niKkapcbKoro 3acoby (iHLWi 3MiHM y MeTogax
BMNpPOGYBaHb (BK/IOYaoUM 3amiHy abo
[OMNOBHEHHS)) - AoAaBaHHA Y cneumdikauio Ta
ONNC aHaNITUYHNX METOLMK 3a NMOKA3HUKOM
«lgeHTudikayis» Ta «KinbkicHWIA BMICT aKTMBHOTO
nofy», «KinbKicHUiA BMICT anaHTOIHY» BHYTPILLHbOT
Hymepauii hipmu-BUpo6HMKa. 3MiHM | TUny: 3MiHW 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo A0NYCTUMUX
MeX, BCTAHOBJ/IEHUX Y cneumdikalisx, nig yac
BVMPOGHMLTBA rOTOBOrO JliKapCbKoro 3acoby (iHLwui
3MiHK) - 3MiHa 4ONYCTUMUX MEX BMICTY aKTUBHOIO
nopy y cneuudikayii Ha NPOMDKHUI NPOAYKT. 3MiHM
| Tuny: 3miHK 3 AKocTi. FOTOBUIA Nikapcbkuii 3aci6.
KOHTpOo/b roToBOro MikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo AoNYyCTUMMX MEX
roTOBOrO JlikapcbKoro 3acoby (iHLi 3MiHW) -
npuBeAEHHS KpUTepIii NPUAHATHOCTI Y cneuudikauii
"N3 3a nokasHMKom «MikpobionoriyHa ymctoTa» [0
BvMor EP. 3miHu | Tuny: 3miHu 3 skocTi. FoToBUiA
nikapcbkuii 3aci6. CtabifbHicTb. 3MiHa y TepMiHax
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1

npuaatHocTi abo ymoBax 36epiraHHsi roTOBOro
NiKapCbKoro 3aco6y (3MeHLIEeHHSA TEPMiHY
npuaaTHOCTI FOTOBOrO Jlikapcbkoro 3acoby) - Ans
TOProBOi YNakoBKW - 3MEHLLEHHS TEePMiHY
npugatHocTi /13. 3MiHn | TUNYy: 3MiHK 3 AKOCTI.
[oTOBWMIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULTBI.
3MiHM BUNPO6YBaHb abo A0NYCTUMUX MEX,
BCTAHOB/IEHVX Y cneundikauisx, nig vac
BMPOOBHMLITBA FOTOBOTO J1iKapPCbKOro 3acoby
(mofaBaHHs HOBOTO METOAY BUNPOGYBaHHS Ta
Aonyctummx mex) - [logaBaHHs napameTpis
KOHTPO/IO B NPOLECi BUPOGHULTBA KIHLLEeBOrO
npoaykTty: «Control of mixing» Ta «Torque
moment». 3MiHn | TUNY: 3MiHK 3 sAKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHWLTBI. 3MiHN Y
npoueci BUPOGHULITBA FOTOBOTIO NiKapCbKoro
3aco6y, BK/IOYAKYN MPOMKHUIA MPOAYKT, WO
3aCTOCOBYETLCA NPV BUPOGHULITBI FOTOBOIO
nikapcbKoro 3acoby (He3HayHa 3miHa y npoLeci
BMPOGHULITBA) -

He3HauHi 3MiHM y npoueci BupobHuuTea /13,
30Kpema, BBEEHHS O0AATKOBOI cTagjil
OXONTIOMKEHHS PO3UMHY. 3MiHM | TUNy: 3MiHK 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. KoHTponb
[0MOMDKHMX peyoBUH. 3MiHa napameTpis
cneuudikaLin Ta/abo gonycTummux mex ans
[O0NOMDKHOT PeYOBMHM (J0NOBHEHHSA crnieumddikauii
HOBUM MOKa3HUKOM 3 BiNOBIiAHUM METOAO0M
BMNPOOYBaHHS) - BHECEHHS 3MiH Y crieumdikavito
Ha [OMOMiKXHY PeYOBUHWUY — JIUMOHHY KACNOTY 3a
NoKasHNKOM «Mikpo6ionoriyHa YiCToTax:
[opasaHHsA koHTponto Burkhoderia cepacia
complex. 3MiHu | TUNy: 3miHK 3 AKocTi. [oTOBWMIA
nikapcbkuii 3aci6. KOHTPOb JOMOMIXKHUX PEYOBUH.
3MmiHa napameTpiB cneundikauii Ta/abo
[OMYCTUMUX MeX A/18 [ONOMKHOT peYoBUHN
(4oNoOBHEHHS cneumdikavlii HOBUM NOKA3HUKOM 3
BiANOBIAHUM METOAO0M BMNPOGYBaHHS) - BBEAEHHS
[ofaTKoBMX TeCTiB A0 cneumdikauii Ha LONOMIXHY
peuoBuHy MNponinexrnikons: «Diethylene glucol»

Ta «Ethylene glucol».

[oTOBWIA Nnikapcbkuii 3aci6. KOHTPOb AOMOMIKHUX
peyoBuWH. 3MiHa NapameTpiB cneuudikauii Ta/abo
O0NYCTUMUX MEX A1 AONOMIKHOT PEYOBUHM
(4oNOBHEHHS cneumaikavii HOBUM NOKA3HUKOM 3
BiAMNOBIAHMM METOA0M BUNPOOYBaHHS) - BBEAEHHS
TecTy «MikpobionoriyHa uncToTa» y cneumdikadito
Ha AOMNOMIKHY PeYOBUHY JIMMOHHY KMCNOTY. 3MiHu |




95

Ne
n/n

Hassa
JliKapcbK020
3acoby

®opma sunycky

3asasHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo2o
nocsioYeHHs1

TUny: 3MiHW 3 AKOCTi. FOTOBWIA NiKapcbkuii 3aci6.
KOHTpOsb f4OMOMDKHUX peyoBrH. 3MiHa Y MeTofax
BMNPO6YBaHHA [OMOMDKHOI PEYOBUHM (iHLUI 3MiHU Y

MeToAax BUNpobyBaHHA (BK/IOUaUun 3amiHy abo

nopasaHHs)) -flogasaHHs iHdopmadii Wwoao
BHYTPILUHLOIO MeToAy igeHTudikauii Ta
BM3HAYEHHS CYMYTHIX AOMILLOK Y /IEBOMEHTOS.

3miHa y napameTpax cneuudikauin Ta/abo
LOMYCTUMMUX MEX, BUSHAUYEHNX Y crieundikaLisax Ha
A®I, abo BUXIAHWIA/NPOMDKHUIA NPOAYKT/peareHT,
LLIO BMKOPUCTOBYHOTLCA Y MPOLieci BUPO6HULTBA
Ad| (BUAYYEHHSA HE3HAYHOrO NOKa3HVKa AKOCTI
(Hanpuknag, BUTyYEHHs 3aCTapifioro NokasHmka)) -
BunyueHHs napameTpy "3aMLWKOBI PO3YNHHUKM" 3i
crneundikavii akTMBHOI CybCTaHLT anaHToiHY.
3MiHu |l TURYy: 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKumii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHM Yy Mpoueci
BMPOBGHULTBA FOTOBOrO NiKapCbKoro 3acooby,
BK/1O4AI0UM MPOMIKHUI MPOAYKT, WO
3aCTOCOBYETHLCA NPV BUPOGHULITBI FOTOBOIO
niKapcbKoro 3acoby (BBeAeHHS abo 36i/bLUEHHS
npunycTumMoro Hagamwky A®l) - BeegeHHs 5%-ro
HaA/IMLLKY NOBIJOHY /i0f0BaHOr0 y Npoueci
BUpo6HUUTBa /13.

66.

NOXIMBIHY
rAPOX/IOPUA,

Tabnetkv no 5 mr Ne
50 y KoHTeliHepax y
Kopobui, Ne 50 y
KOHTeliHepax, Ne 50
(10x5) y 6nictepax y
KopooLi

ToBapucTtso 3
06MexeHo
BiANOBIAa/bHI
cTIo
"®apmaueBTn
YHa KOMMaHis
"3popos'a”

YKkpaiHa

ToBapucTtso 3
06MexeHo
BiANOBIAA/LHICTIO
"®apmaueBTuyHa
KOMNaHis
"3p0pos'a"

YkpaiHa

BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis:
3MiHu | TUNY - 3MiHa po3mipy cepii (BkoYaun
[iana3oH po3mipy cepii) roToBOro likapCbKoro
3acoby - BBEEHHS [0AATKOBMX PO3MipiB cepil
npenapary s gitoyoro uexy [/1® Ta HOBOro Lexy
rOTOBOrO /1iKapCbKOro 3acoby; 3miHu | Tuny - 3amiHa
abo BBeAEeHHA A0A4ATKOBOI AiNIbHULL BUPOOHMLTBA
NS YacTrHM abo BCbOro BUPO6GHMYOro npotiecy
roTOBOrO iKapCbKOro 3acoby - BBEIEHHS HOBOIO
LieXy roToBOro /ikapcbKoro 3acoby [04aTkoBO [0
3aTBepKeHoro uexy M®; cynyTHa 3miHa: 3amiHa
abo BBefieHHA A04aTKOBOT AifIbHULL BUPOBHULTBA
[N YacTHKM abo BCbOro BUPOGHUYOro npoLecy
roTOBOrO JlikapCcbKoro 3acoby (finbHuUsa ans
NepBYHHOIO NakyBaHHS); 3amiHa abo BBefeHHSA
[,04aTKOBOI Aj/bHUL BUPOBHULTBA 4151 YaCTVHU
a60 BCbOro BUPOGHMYOro NpoLecy rotoBoro
nNikapcbKoro 3acoby (AinbHUUA 4151 BTOPUHHOTO
nakyBaHHs)

3a peyenmom

UA/3714/01/01

67.

1I30COn

pO34nH ANs iHdy3iit
no 100 mn, a6o 200
M, abo 250 mn, abo
400 mn, a6o 500 mn

[JouipHe
nignpMeEMCTBO
"®apmartpeiig’

YKpaiHa

[JouipHe
nignpMeEMCTBO
"®bapmaTpeng"”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHn | TUNY - AAMIHICTPATUBHI 3MiHW. 3MiHa Ha3BMW
nikapcbkoro 3acoby (byno - EnekrponiTie-153
pO34uH); 3MiHK | Tuny - 3MiHK 3 skocTi. [oTOoBWMIA

3a peyenmom

UA/6817/01/01
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
Y KOHTelHepax nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynopoBasibHWiA 3aci6. 3miHa po3mipy
yMakKoBKM FOTOBOTO NiKapCbKOro 3acoby (iHLi 3MiHN)
(BBEAEHHS BTOPVMHHOT YNAKOBKN Y BUTNSAL)
KapTOHHOI KOPO6KU Ta BUTyYeHHs iHchopmaii
LLIOA0 rPYNoOBMX YNakoBOK 3 BifMNoBigHUMMN 3MiHaMU
y p. "YnakoBka")
68. IHBEF'A® TabneTtkn TOB Pociiicbka Bupo6HMLTBO CcLa/ BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a peyenmom UA/7032/01/01
NPOJIOHIOBaHOT Aji, "[KOHCOH & Pepepauis nikapcbKoro ITanis 3miHu Il Tuny - Nlikapcbki 3acobu. 3miHa(n) oo
BKPUTI 060/T0HKOHO, [>XOHCOH" 3acoby: TepaneBTUYHMX NOKa3aHb (A04aBaHHS HOBOrO
no 3 mr Ne 28 (7x4) Anza TepaneBTUYHOro MoKa3aHHSA abo 3MiHK
y bnictepax y KopnopeiiH, 3aTBEpPKEHOro NokasaHHs) (3MiHW [0 iHCTPYKUT y
KapTOHHIlA KOpooLi CLUA; po3zin "MokasaHHs". FK HacNifLOK BHECTU 3MiHM A0
Anccen-Cinar IHCTPYKLii y po3ain "Cnocib 3acTocyBaHHsA Ta
MaHydekuypuHr nosun")
NNC, CWA;
MepBUHHA i
BTOPVHHA
ynakoBka, BUMycK
cepii:
Anccen-Cinar
C.n.A,, ltania
69. IHBEFA® Tabnetkn TOB Pociiicbka Brpo6HMLTBO CLA/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a peyenmom UA/7032/01/02
NPOJIOHIOBaHoOT Ajl, "[KOHCOH & Pepepauis nikapcbKoro ITanis 3miHu 1l Tuny - Nikapceki 3acobu. 3miHa(u) Ao
BKPUTI 060/TI0HKOHO, L[KOHCOH" 3acoby: TepaneBTUYHMX NOKa3aHb (A404aBaHHA HOBOMO
no 6 mr Ne 28 (7x4) Anza TepaneBTUYHOrO MoKa3aHHs abo 3MiHN
y bnicTepax y KopnopeiiH, 3aTBEpPKEHOro NokasaHHs) (3MiHW 40 IHCTPYKUiT y
KapTOHHIA KOpO6L CLUA; po3gin "MokasaHHs". Ak HacnifoK BHECTW 3MiHU [0
AncceH-Cinar IHCTpYKLii y po3ain "Crocib 3acTocyBaHHsA Ta
MaHydekuypuHr nosun")
NNC, CWA;
MepBuHHA i
BTOPVHHA
ynakoBka, BUMycK
cepii:
Anccen-Cinar
C.n.A., lITania
70. IHBEFA® Tabnetkn TOB Pociiicbka Brpo6HMLTBO CLWA/ BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a peyenmom UA/7032/01/03
NPOIOHIOBaHOT Ajl, "[KOHCOH & Pepepauis nikapcbKoro ITania 3miHu 1l Tuny - Nlikapceki 3acobu. 3miHa(u) Ao
BKPUTiI 060/TI0HKOHO, L[HKOHCOH" 3acoby: TepaneBTUYHMX NOKa3aHb (404aBaHHSA HOBOMO
no 9 mr Ne 28 (7x4) Anza TepaneBTUYHOrO MoKa3aHHs abo 3MiHK
y 6nictepax y KopnopeiiiH, 3aTBEPKEHOr0 NoKasaHHS) (3MiHW [0 iHCTPYKUiT Y
KapTOHHI Kopobui CLUA; po3gin "MokasaHHs". Ak HacNifoK BHECTW 3MiHU [0
AncceH-Cinar IHCTpYKLii y po3ain "Crocib 3acTocyBaHHsA Ta
MaHydekuypuHr nosun")
NNC, CWA;
MepBrHHA i

BTOPUHHa
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
ynakoBka, BUMYCK
cepii:
Anccen-Cinar
C.n.A,, ltanis
71. IHEMN/1HOC NMopoLIOK ANns Aypob6iHa0 IHais AypoHekcT dapma IHais BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a peyenmom UA/14338/01/01
pO34nHYy ANS iH'eKUil dapma /114, MeT. fitA. 3MiHM | TUNY - 3MiHa YNOBHOBaXKEHOT 0cobw,
no 250 mr/250 mry BiANOBifa/IbHOT 3a 3AiiCHEHHSA thapMakoHarnsay
donakoHi Ne 1 (BK/IOYAKOYM KOHTAKTHI gaHi)
72. IHEMNJ/TFOC nopoLuoK ans AypobiHao IHais AypoHekcT dapma IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/14338/01/02
PO34UHY ANs iH el Papma /114, MeT. NiTA. 3MiHM | TUNY - 3MiHa YNOBHOBaXXEHOT 0CO6M,
no 500 mr/500 mry BiAMOBIAaUTbHOI 3a 34iiCHEHHA hapMakoHarnsay
donakoHi Ne 1 (BK/IKOYAKOYM KOHTaKTHI AaHi)
73. IHTENNAH cupon no 90 mn, 120 XepbioH MaknctaH XepbioH MaknctaH MakncTtaH BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 6e3 peyenma UA/10243/01/01
mn, 150 mny MaknctaH MpaiiBeT fimiTeq, BMNPaBIEHHSA TEXHIYHUX MOMUIOK B TEKCTI
donakoHi; no 1 MpaiiBeT MapKyBaHHSA BTOPUHHOT YNakoBKuM
chnakoHy y Nimiten
KapPTOHHIi KOpooLii
74. IHPAHPUKC cycneHsis (DTPa- FnakcoCmiTKn | Benukobput | nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom 333/12-300200000
FEKCA™/INFA HBV-IPV) ansa ANH ExcnopT aHis Bionogxikans C.A. 3MiHK |l TURYy - 3MiHW [0 IHCTPYKLUIT 418 MeANYHOro
NRIX HEXA™ iH'eKUil y Nimiten 3acToCyBaHHA B pO3Aisin: "®apmMakosiorivHi
KOMBIHOBAH nonepegHsL0 BNACTMBOCTI/IMyHONOriIYHI | 6i0N10riYHI BNacTUBOCTI
A BAKUMHA HanoBHeHOMY ", "B3aemogis 3 iHWKMM fikapcbkuMmn 3acobamu Ta
ansa 0 HOpPa30BOMY iHWI BMAW B3aemogiin", "Cnocib 3acTocyBaHHA Ta
MPO®ITAKTUK | wnpuuiy KOMNAEKTi no3un", "MobiyvHi peaxuii”, "Oco6mMBOCTI
N ANDTEPII, 3 ABOMA rosikamu 1a 3aCTOCYBaHHA"
NPABLA, niodpinizar (Hib) y
KALLUJTHOKY donakoHi, o
(ALENONAPH 3MiLWyOTbCS Nepes
nin BUKOPUCTaHHAM, Ne
KOMMNOHEHT), 1 a6o Ne 10
FENATUTY B,
noniomienity
TA
3AXBOPHOBAH
bl
3BYAHUKOM
AKX €
HAEMOPHILUS
INFLUENZAE
TNy B
75. KABIHTOH KOHUeHTpaT ans BAT "leneoH YropwmHa BAT "T'eieoH YropwuHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/4854/02/01
po3uuHy Ans Pixtep" PixTep" 3MiHV | TUMY - NOAAHHA HOBOro cepTudikata

iHdpysilA, 5 mr/mn no
2 Mn B amnynax Ne
10 (5x2)

BignosigHocTi RO-CEP 2011-059-Rev 00 Big, Bxe
3aTBEPXEHOro BUPO6HUKa 3 BiAMNOBIAHOK 3MiHOK

B crneundikauii A®I o T. "3annkoBi PO3UYMHHUKKN",

"BMICT nasiagito”; 3miHu | Tmny - 3MiHa y MeTogax
BMNpobyBaHHA A®l abo BMXigHOTO
Marepiany/npomipKHOro NPoAyKTy/peareHTy, Lo
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
BMKOPUCTOBYETLCA Y npoLieci BUpobHuuTea AdI -
He3HauHi 3MiHW y 3aTBEpAKEHNX MeTogax
KOHTpO/0 ADI: 3MiHa KofyBaHHSA Ta
YAO0CKOHa/IEHHS onNncy MeToauK T. " |aeHTndikauis
14", "OnTnyHe obepTaHHs, "BTpata macu npu
BucyLlyBaHHI", "CynbchaTHa 30na", "CynposigHi
LOMiLKn"
76. KANIMIH® 60 H | TabneTkn no 60 mr TeBa I3painb [,03BiN Ha BMNYCK HimeuunHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a peyenmom UA/9462/01/01
no 50 a6o 100 dPapmaLeBTika cepii: Mepkne 3MiHM | TUNY - BBEAEHHS abo 3MiHM A0
TabneTok y o1akoHi; N lHpacTpi3 v6X, HimeuyuunHa,; y3arasibHeHux gaHux npo cucrtemy
no 1 chnakoHy B nra. BMPOBGHULITBO hapMakoHarnsgy (BKk/Iro4Yatoum KOHTaKTHI AaHi)
KopoobLi Hepo3gacoBaHol Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chaiina
NPoOAYKUiT, cucTeMun dpapmakoHarnsagy
nepBuHHa Ta
BTOPVHHA
ynakoska: Knoke
dapma-Cepsic
'm6X, HimeyunHa
77. KETOPON TabneTku, BKpUTI [-p Pepgi'c IHAaia [O-p Pegpi'c IHAis BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a peyenmom UA/2566/02/01
MN/1iBKOBOIO Na6opaTopic Na6opaTopic /Ta, 3MmiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
06010HKO0, No 10 N1 BrpobHuya HalimeHyBaHHs1 Ta/abo agpecu 3asBHUKa (BNacHuka
Mmr Ne 20 (10x2) y AinbHuuA - 1l peecTpaLliiHoro noceigyeHHs) (3mMiHa agpecu
6nicTepax 3a8BHMKA); 3MiHU | TUNY - AGMIHICTPATUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu Micua
NpoBafKeHHA AiNIbHOCTI BUPOOHUKa/imnopTepa
rOTOBOrO JlikapCbKoro 3acoby, BK/IYaoUn AiNlbHUL
BUNYyCKy cepii abo MicLe NpoBefeHHS KOHTPOTHO
AKOCTI. (AIANbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpPTEpP, BK/IOYAKYM BUMYCK Cepili)
(3miHa HaliMeHyBaHHS BUPOOHYMKa Ta NprBeAeHHs
MiCLLe3HaxXOMKEHHS Y Bi4NOBIAHICTb A0 BUCHOBKY
LL0A0 NiATBEPAKEHHS BiANOBIAHOCTI BUPOOHMLTBA
nikapcbknx 3acobiB BUMOraM HasieXHoi BUPOGHMYOT
npaktukm (GMP), BuaaHoro [lepxasHoto Cry»60t0
YKpaiHu 3 flikapcbkux 3acobiB, 6e3 3MiHu MicLA
BMpo6HMUTBA (3MiHa WTaTy AHgpa Mpajew B
TenanraHa) (TepMiH BBEAEHHS 3MiH NPOTArom 6-Tn
MicsILiB Mic/1A 3aTBepAKEHHS)
78. KETOTU®DEH Kpanni oyHi, 0,25 ToBapucTBO 3 YkpaiHa TOB "[focnigHuii YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/1942/01/01

mr/mano 5 mny
chnakoHi Ne 1y
KOpoOLi y KOMMEeKTi
3 KPULLIKOO-
KpanenbHuLeto

06MexeHo
BignoBigasbHi
cTio
"flocnigHui
3aBof,
"THU C"

3asog "THU/IC,
YkpaiHa (Bci cTagii
BUPOGHMLTBA,
KOHTPO/b SIKOCTI,
BMMYCK cepii);
TOB "®APMEKC
rPYN", YkpaiHa
(Bci cTagii
BUPOGHMLTBA,

3MiHK | TUNY - 3MiHa YNOBHOBaXEHOT 0CcO6U,
BiAMOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MiLLeHHI MacTep-haiina cuctemm
thapmakoHarnagy
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
KOHTPO/b AKOCTI)
79. KNCEHb ras y basioHax gns ToBapucTBO 3 YkpaiHa BMPOBGHULITBO YKpaina BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3a peyenmom UA/5201/01/01
MEOVYHUI CTUCHYTOrO rasy 06MexeHo roToBOro 3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
FA30MN0OAIBHU | o6'emom 2 n, 5 1, BiANOBIAa/IbHI nikapcbKoro HalimeHyBaHHs Ta/abo agpecu 3asBHUKa (BNacHuka
"n 10 n, 40 na6o 3 cTio dipma 3acoby: peecTpauiiHoro noceigyeHHs) (MpuBegeHHs
rasmdikaropis "KpioreHcepsic ToBapucTBO 3 HanucaHHs HaliMeHyBaHHSA Ta agpecy 3asaBHUKa
KpiOreHHmX " 06MEXEHO 3riHO BUMUCKM 3 EQNHOTO AepXaBHOrO peecTpy
BiANOBiAA/IbHICTIO IOPUANYHUX OCI6 Ta (hisnYHUX OCi6-NiANPUEMLB);
Pipma 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
"KpioreHcepsic", HaliMeHyBaHHA Ta/abo afpecy MicLs NPOBaIKEHHS
YKpaiHa; AOiSbHOCTI BUpO6OHMKa/iMnopTepa roToBoro
BUPOGHMLITBO NikapcbKoro 3acoby, BK/IHOHaOUN AibHULI BUNYCKY
roToBOro cepii abo miclLie NpoBefEeHHsI KOHTPOO AKOCTI.
nikapcbkoro ([isnbHICTb, 3a 5Ky BignoBigae BUpoGHUK/iMnopTep,
3acoby: He BK/IO4atouM BUMYyCK cepiid) (3miHa
ToBapucTBO 3 HaliMeHyBaHHs Ta afpecyn MicLA NPOBaKEHHS
06MEXEHO nisiNbHOCTI BUpo6bHuKa /13, He BKIYarumn
BiANOBIAA/IbHICTIO OiNbHULIO BUNYCKY cepil); 3MiHK | Tuny - 3MiHu 3
Pipma AKocTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHK y
"KpioreHcepsic", BUPOGHMLTBI. 3amiHa abo BBeAEHHS 404aTKOBOT
YkpaiHa; AiNbHWLI BUPOGHULTBA A48 YacTUHK abo BCbOro
cepTudikauis BMPOOGHUYOro NpoLecy roToBOr0 NiKapCbKoro
Cepiii, KOHTPO/Ib 3acoby (gibHMUSA, Ha Kili NPOBOAATLCS Oy Ab-SKi
SAKOCTI: BMPOGHMYI CTafii, 3a BUHATKOM BUMYCKY Cepil,
ToBapucTBO 3 KOHTPOJIH0 SKOCTi, NEPBUHHOTO Ta BTOPUHHOIO
06MEXEHOI nakyBaHHs1, 4151 HECTePWU/IbHUX JTiKapCbKMX 3ac00iB)
Bi4NOBIAA/ILHICTIO (BBegeHHs 10AATKOBOI Ai/TbHULL BUPOGHMLTBA
Pipma IN3). CynyTHA 3MiHa - 3MiHK 3 AKOCTi. FoToBWMIA
"KpioreHcepsic", nNiKapcbkuii 3aci6. 3MiHM y BUpO6HMUTBI. 3amiHa
Ykpaina ab0 BBeieHHS 40AATKOBOI AifIbHUL BUPOOHMLTBA
AN YacTHKM abo BCbOro BUPOOGHUYOro npoLiecy
rOTOBOrO NikapCbKoro 3acoby (4ibHuus ans
NEepPBMHHOIO nakyBaHHs); 3MiHW | Tuny - 3MiHK 3
AKocTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHMUTBI. 3MiHa iMnopTepa/3aMiHu, LWo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOrO NlikapCbKoro 3acoby (3amiHa abo
[ofaBaHHs BUPOOHMKa, L0 BigNoOBigaE 3a
BBE3EHHSA Ta/abo BUMNycK cepii) - Bkoyaroun
KOHTPONb/BUNPOGYBaHHSA cepii (BBEAEHHSA
[04aTKOBOT AiNbHULI). BBegeHHs 404aTKOBOro
BMPOGHUWKa, SIKWiA BiANOBIAAE 3a BUNYCK cepil,
BK/1H0YaK0UM KOHTPO/1b/BUNPO6YBaHHSA cepii.
80. KNIMAKCAH Tabnetkn Ne 20 y TOB "Martepia YkpaiHa BVMPOGHMLTBO 3a Pociicbka BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 peyenma UA/12815/01/01
FTOMEONATNY 6nictepax y kopoobuLi Mepuka- NOBHUM LK/IOM: depnepauis/ 3MmiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBWMIA NiKapPCbKUi
HWIA YkpaiHa" TOB "HB® NntBa 3aci6. 3MiHM y BUpo6HULTBI. 3amiHa abo BBEAEHHS
"MATEPIA [04aTKOBOT AiNbHUL BUPOGHMLTBA A1 YACTUHN

MEJNKA

a60 BCbOro BUPOGHMYOro NpoLLeCcy roTOBOTo
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BiANOBIAA/LHICTIO
"[locnigHuii 3aBog
"rHUNC",
YkpaiHa; BCi cTag,i
BMPOOHMLTBA,
KOHTPO/b AKOCTI:
ToBapucTso 3
obmexeHor
BigNoBiga/IbHICTIO"
PAPMEKC Py
YKpaiHa; Bci cTagii
BMPOGHMLTBA,
KOHTPO/b SKOCTI:
ToBapucTtso 3
06MexeHo

Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
XOonguHre, niKkapcbKoro 3acoby (ZinbHWLA N5 NePBUHHOIO
Pacilicbka nakyBaHHs) (BBefEHHS 404aTKOBOT AifIbHUL
depgepadlis; BMPOOHMLTBA 41151 NEPBUHHOMO T BTOPYHHOIO
nepsBrHHa Ta nakyBaHHs — 3AT CaHTOHika (agpeca micus
BTOPVHHA npoBafXeHHs Ais/IbHOCTI: BY/. Belisepto 1346, m.
yrnakoBKa, KayHac, KayHacbke M. cam., LT-46352, JlutBa, sk
BMNPOGYBaHHSA HaCMifLOK, YTOYHEHHS BUPOGHNYMX CDYHKLLl
KOHTPOJIH0 SIKOCTI, 3aTBepxeHoro B1upobHrka TOB "HB® "MATEPIA
[03BiN Ha BUNYCK MEOWKA XONAWNHI™, Pocilicbka ®epepavis
cepi: (BUPOBHMLTBO 3@ NOBHUM LMK/IOM), T BBEAEHHS
3AT CaHToHiKa, [04aTKOBOro TEKCTY MapKyBaHHA yNnakoBOK A5
NutBa HOBOro BMpo6HUKa - 3AT CaHToHiKa, /InTBa)
CynyTHs1 3MiHa - 3MiHW 3 AKOCTi. F0TOBMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa
a60 BBeAEeHHA A0AATKOBOT AiTbHULI BUPOOHMLTBA
[Ns YacTVHM abo BCbOro BUPOGHMYOTro npoLecy
rOTOBOrO /iKapCbkoro 3acoby (finbHnusa ans
BTOPVHHOIO MakyBaHHSA); 3MiHW | Tuny - 3MiHW 3
sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYIOTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOrO JlikapCcbKoro 3acoby (3amiHa abo
A0faBaHHA BUPOOHMKa, LLO BignoBigae 3a
BBE3EHHA Ta/abo BMMNycK cepii) - Bkoyaroun
KOHTPONb/BUNPOGYBaHHSA cepii (BBEAEHHS
BMPOGHMKA, LLO BiANOBIAAE 3a BUMYCK Cepii,
BK/1HOYa0UM KOHTPO/Ib/BUNPOGYBaHHS cepii )
81. KNONIAOINPEN | TabneTku, BKPUTI ToBapucTBO 3 YKpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/3924/01/01
b 060/10HKOHD, MO 75 06MeXeHOo BMPOOHMLTBA, 3iHu | TNy - 3MiHa YNOBHOBaXXEHOT 0CO6MU,
mr Ne 10 (10x1), Ne BignoBigasIbHi KOHTPO/b SIKOCTI, BiANOBIAa/IbHOI 3a 3AiiCHEHHSA hapMakoHarnsay
20 (10x2), Ne 30 cTIo BUMYCK Cepii: (BKNIOYAKOUM KOHTAKTHI faHi) Ta/abo 3MiHn y
(10x3) y bnicTepax B "[ocnigHnii ToBapuncTBO 3 po3MileHHI MacTep-haiina cuctemm
KOpoo6Li 3aB0f, 06MeXeHOI0 dhapmakoHarnsgy
"rHuaict
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yncToTa», y 38 A3Ky 3 NPUBEAEHHAM [0 BUMOT
EP/A®Y; 3MiHK | TUNY - NOAAHHS OHOB/IEHOrO
CeprtudpikaTy BignosigHocTi (CEP) €Bponeiicbkoi
dapmakonei Bif 3aTBepayKeHoro supobHuka APl
AN Aio40i PevOBMHM KNOTPYMason 3
BiNOBIAHMMM 3MiHaMM 3a N. "3aINLLKOBI Ki/IbKOCTi
OpraHiYH1X PO3UMHHKKIB"; CYNyTHSA 3MiHA: 3MiHa Y
napameTpax crneuudikauii Ta/abo AonycTUMmx
MeX, BU3Ha4YeHnx y crneumdikayisx Ha Adl, abo
BUXIiAHWIA/NPOMKHUIA NpoayKT/peareHT, Wwo
BMKOPVCTOBYIOTBCS y Npoueci BUpobHuuTea Ad|
(DONOBHEHHS cneumaikaLii HOBUM MOKa3HUKOM
AKOCTI Ta BifNoBiAHVM METOL0M BUNPOOYBaHHS);
3MiHK | TUNY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
npvBeLeHHs y BiANOBIAHICTb A0 MoHorpadii AdY
abo €sponelicbkoi hapmakonei, abo iHLWOoT
HauioHas1bHOI hapmakonei gepxasmn €C (3MiHa y
cneumdikauisix, noB'A3aHa 3i 3MiHamu B J®Y, a6o
€Bponeiicbkili hapmakonei, abo iHLwil
HauioHasbHI dpapmakonei gepxasu €C) - 3miHa y
cneumdoikauii A®I 3a n. "MikpobionoriyHa uncToTa”,
y 3B°A13Ky 3 NpuBefeHHsAM A0 sumor EP/ADY; 3miHu
| TMRY - 3MiHW, NOB'AA3aHi 3 HEOOXIAHICTIO
npvBeLeHHs y BiANOBIAHICTb A0 MoHorpadii AdY
abo €sponelicbkoi hapmakonei, abo iHLWOoT
HauioHas1bHOI hapmakonei gepxasmn €C (3MiHa y
cneumdikauisix, noB'aA3aHa 3i 3MiHamu B J®Y, a6o
€Bponeiicbkili hapmakonei, abo iHLwi
HauioHasbHI dpapmakonei gepxasn €C) - 3MiHN y
cneundikavii 4na AoNOMKHOT peyoBUHU
(nponineHrnikone): p. "MikpobionoriyHa uncrora”,
3amiHa p. “MNpo3opicTb", "KonbopoBIiCTb" Ha

"30BHilLHIli BUTNSiA pO34nHY", y 3B SA3KY 3

Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
Bi4NOBIAANBLHICTIO
"GapmaueBTuyHa
KOMnaHis
"3p0pos'a”,
YKpaiHa
82. KNOTPUMA3O Ma3b 1% no25ry My6niyHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/1645/02/01
n Ty6ax akujioHepHe akujioHepHe 3MiHU | TUNY - 3MiHK, NOB'A3aHI 3 HEOBXiAHICTIO
TOBapuCTBO TOBapnCTBO npvBeAeHHs y BiAMNOBIAHICTb 40 MoHorpadii AdY
"HaykoBo- "HaykoBo- abo €sponelicbkoi hapmakonei, abo iHLwol
BUPOBHNUNIA BUPOGHNUNIA HaLujioHasIbHOT thapmakonei aepxasu €C (3miHa 'y
LEeHTP LEeHTP crneungikauisx, nos'asaHa 3i 3amiHamy B dY, abo
"BopLyariBcbk "BopLyariBcbKuii €Bponeiicbkiii hapmakonei, abo iHLwil
uii Ximiko- XimiKo- HauioHasbHi dhapmakonei gepxasu €C) - 3MiHW y
thapmMaueBTny hapMaLeBTUYHWIA crneunqikaujii Ha LONOMiXXHY pedyoBuHy — CnupT
HWi 3aBoa” 3aBog" LeTocTeapunoBuii 3a p. «MikpobionoriyHa
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
npuseAeHHAM Ao sumor EP/APY; 3miHn | Tuny -

3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHorpadii APY abo
€Bponelicbkoi hapmakonei, abo iHwoT

HauioHasbHOT hapmakonei gepxasmn €C (3miHa y
cneumdikauisix, NoB'A3aHa 3i 3MiHamu B JdY, abo
€Bponeiicbkili hapmakonei, abo iHLwil
HaLjioHasnbHIl thapmakonei gepxasn €C) - 3MiHW Y
crneuudikaii 4na AONOMKHOT peyoBUHU
(nonieTunenrnikons 400): p. "Mikpo6ionoriyHa
yucToTa ", 3amiHa p. "Mpo3opicTb", "KonboposicTb"
Ha "30BHILLHI BUrNSA PO34KHY", ¥ 3B A3KY 3
npueeAeHHAM Ao sumor EP/A®Y; 3miHn | Tuny -

3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHorpadii APY abo
€Bponelicbkoi hapmakonei, abo iHwoT

HauioHasbHOT hapmakonei gepxasmn €C (3MmiHa y

cneumdikauisix, NoB'A3aHa 3i 3MiHamu B JdY, abo

€Bponeiicbkili hapmakonei, abo iHLwil
HaLjioHasnbHIl thapmakonei gepxasn €C) - 3MiHW Y
crneuudikaii 4na AONOMKHOT peyoBUHU

(nonieTnneHrnikosb LeTocTeapuioBuii edip): p.

«MikpobiofioriyHa YncToTa» NpPMBEAEHO A0 BUMOT
EP/O®Y; 3MiHK | TUNY - 3MiHKX, NOB'A3aHi 3

HEeOo6XiHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0

MOHorpadgii oY abo €Bponelicbkoi thapmakonei,

abo iHWOi HauioHasIbHOI dhapmakonei gepxasn E€C

(3miHa y cneuucpikauisix, nos'a3aHa 3i 3MiHamu B

[dY, abo €sponeiicbkiii dhapmakonei, abo iHLWii

HaLjioHanbHili hapmakonei gepxasu €C) - 3MiHN Y
crneungikavii 4ns 4ONOMDKHOT peyoBUHU

(npokcaHony 268): p. "MikpobionoriyHa uictoTa"

npveeaeHo Ao Bumor EP/A®Y; 3miHM | TUNY - 3MiHK
BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOBNEHNX
y cneuudikauisix, nig yac BUPOOGHULTBA FOTOBOrO
NiKapcbKoro 3acoby (BU1y4eHHs1 HeCYyTTEBOTO
BMNPOGYBaHHS B NpoLEeCci BAPOOHULTBA); 3MiHM |
TUny - 3MiHa napameTpis cneyudikauiin Ta/abo
[0MyCTUMUX MEX rOTOBOrO NiKapCbKoro 3acoby
(BMNYyYEHHs1 HE3HAYHOrO NoKasHWKa (Hanpuknag,
3acTapifioro NokasHvika, Takoro K 3anax Ta cMak,
abo igeHTUdikaLis 6apBHMKIB Y/ CMaKOBKX
[06aB0K)); 3MiHM | TUNY - 3MiHa napameTpis
cneuudikaLin Ta/abo foNyCTUMUX MEX rOTOBOrO
niKkapcbKoro 3aco6y; 3MiHu | Tuny - 3miHa y
mMeToAax BUNPOGYBaHHS rOTOBOrO /liKapCbKoro
3ac00y (He3HayHa 3MiHa y 3aTBEepAKeHNX MeTodax

BMNPOGYBaAHHS)
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
83. KOAENCWH Tabnetkv no 10 TOB "®apma YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis: 3a peyenmom UA/11812/01/01
Tabnetok y 6nictepi; Crapt" Crapt” 3MiHM | TUNy - 3MiHa y napameTpax cneuudikaui
no 1 6nictepy B Ta/abo [oNyCTUMUX MEX, BUSHAUYEHUX Y
naJi 3 KapToHy cneundgoikauisix Ha A®I, abo BMXigHWIA/NPOMKHUIA
npoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECi
BMPOGHMLTBA ADI (iHLUI 3MiHM) — 4OMOBHEHHSA
cneuudikauii BXigHoro koHTpono ans APl HaTpito
rigpokap6oHarty; 3miHu | TMny - 3MiHa y napameTpax
cneuudikauin Ta/abo AONYCTUMKX MEX,
BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
BUXIiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTLCSA Y npoueci BupobHuutea AdI
(iHWi 3mMiHM) — [ONOBHEHHSA crneundikaLii BXigHOro
KOHTPOIO TepniHrigpaTty; 3miHu | Tuny - 3MiHa y
napameTpax cneuudikauii Ta/abo gonycTummx
MeX, BU3HaueHux y cneumdikayisx Ha Adl, abo
BUXIiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTLCSA Y npoueci BupobHuutea Ad|
(iHWi 3mMiHM) — [ONOBHEHHSA crneundikaLii BXigHOro
KOHTPOH0 KoAeiHy dhocdaty
84. KOKCEPWUH Kancynu no 250 mr Makneopc IHais Maxkneopc IHais BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/2483/01/01
Ne 100 (10x10): no dapmMacbloTUK dapmacbloThKanc 3MiHun | TUNY - 3MiHK 3 AKoCTi. FoTOoBUIA NikapCbkuii
10 kancyn y cTpwni; auic Nlimiteq, Nimiteq 3aci6. Cuctema KoHTeliHep/3akynoptoBasibHUI
no 10 ctpunis y 3aci6. 3MiHa y NepBUHHIli yNakoBLji FOTOBOro
KapTOHHIA ynakoBL,i; nikapcbKoro 3acoby (SKiCHWIA Ta KinibKicHUlA cknag) -
Ne 90 (10x9), Ne 100 Teepgai nikapcoki hopmy CynyTHS 3MmiHa - 3MiHK 3
(10x10): no 10 sKocTi. [oToBwWIA Nnikapcbkuii 3aci6. Cuctema
Kancyn y énictepi; KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa po3mipy
no 9 a6o 10 yNaKkoBKM rOTOBOTO J1iKapCbKOro 3acoby (3miHa
6nicTepiB y KINbKOCTi 0AMHWLE (Hanpuknag TabneTok, amnys
KapTOHHIA ynakoBL,i TOLLO) B ynakoBLii:) - 3MiHa no3a giana3oHoMm
3aTBEPMAKEHNX PO3MIPIB YNaKOBKM. - 3MiHM 3 SIKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y
TepMmiHax npuaaTHOCTI abo ymMoBax 36epiraHHs
roTOBOrO NiKkapCbKoro 3acoby (36iNbLIEeHHS TEPMiHY
npuaaTHOCTI TOTOBOrO Jlikapcbkoro 3acoby) - Ans
TOProsoi ynaxkoBku (NiATBEPMAXYETLCA fJaHUMK
peasnibHOro yacy) (BeefeHHs 40AaTKOBMX YNaKoBOK
3i 3MiHOK NepPBUHHOT YNaKOBKU Ta 36i/bLUEHHAM
TepMiHy NpuAaTHOCTI AN 3anponoHOBaHOT
ynakoBku - Ne90 (10x9) Ta 100 (10x10) y 6nicTepax
3 TepMiHOM npuaaTtHocTi 36 micauis (3 pokn)
85. KOMIN/IEPA® TabneTku, BKPUTI TOB Pocilicbka Bupo6HMLTBO KaHnaga/ BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a peyenmom UA/14475/01/01
MN/1iBKOBOIO "[DKOHCOH & depepauis Hepo3dacoBaHoro Ipnangis/ 3MiHn Il Tuny - Jlikapcbki 3acobu. 3miHu, Lo
060/10HKO10, N0 200 LKoHCOH" npoaykTy Ta ITanis NoB’'si3aHi 3i 3HAYHVMU 3MiHAMW Y KOPOTKiiA
Mr/25 mr/245 mr Ne nepBuHHa XapaKkTepucTuLi NikapcbKoro 3acoby, IHCTpYKLii Ans
30 y hnakoHi ynakoBska: MeAMYHOro 3acTOCYBaHHA 3riAHO 3 HOBUMU JaHUMU
MaTeoH IHK., 3 AKOCTi, AOKNIHIYHUMU, KNIHIYHUMY JaHUMK Ta
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
KaHaga; AaHnumy chapmakoHarnsgy (3mMiHu 4o iHCTPYKUIT y
MepBuHHA po3sgainu: "®apmakonoriyHi BnactmeocTi”,
ynakoBKa: "MpoTunokasaHHa", "B3aemogis 3 iHWMu
lneapn CaiieHcun3 nikapcbk1MK 3acobamu Ta iHWi BUAM B3aEMOSiid",
Nimites, lpnaxgis; "Oco61MBOCTI 3aCTOCyBaHHSA", "3acTOCyBaHHS Y
BTopuHHa nepiog, BariTHocTi abo rogyBaHHs rpyaato”, "Mo6iyHi
ynakoBka Ta peaxuii"); 3miHwn 1l Tuny - Jlikapcbki 3aco6u.
BUMYCK Cepii: 3miHa(n) Ao TepaneBTUYHMX MOKa3aHb (40AaBaHHSA
AHcceH-Cinar HOBOrO TepaneBTUYHOIO NOKa3aHHA abo 3MiHN
C.n.A., ITanis 3aTBEPKEHOr0 NoKa3aHHS) (3MiHW 40 IHCTPYKUiT Y
po3gin "MokasaHHs")
86. KOHBYNbCO®I | Tabnetku no 300 mr TeBa I3painb BMPOGHMLITBO HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/7536/01/01
H® no 100 TabneTok y PapmaveBTika Hepo3shacoBaHoi 3MiHV | TUNY - BBEAEHHA abo 3MiHW A0
donakoHi; no 1 N lHgacTpi3 npoaykuii, y3araJ/ibHeHUX AaHux Npo cuctemy
donakoHy B nra. nepByHHa Ta hapmakoHarnsagy (Bk/rovatouy KOHTaKTHI AaHi)
KapTOHHIlA KOopooLi BTOPVHHA Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chalina
ynakoBka, cuctemun hapmakoHarnagy
KOHTPO/b SIKOCTI:
Knoke ®apma-
Cepsic 'M6X,
HimeuuunHa;
KOHTPO/b AKOCTI,
BMNYCK Cepi:
Mepkne F'm6X,
HimeyunHa
87. KOPUH®AP® Tabnetku, TeBa I3painb MNIBA XpBatcka XopBartis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a peyenmom UA/9756/01/01
NPOJIOHIOBaHoOT Ajl, dapmaLeBTika [.0.0. 3MiHM | TUNY - BBEAEHHS abo 3MiHM A0
no 10 mr no 10 N lHpacTpi3 y3arasibHeHuXx gaHux npo cucremy
TabneTok y 6nictepi; nrp. thapmakoHarnagy (BK/vakum KOHTaKTHi AaHi)
no 3 6nictepu y Ta/abo 3MiHM y po3MiLLEeHHI MacTep-haiina
Kopobui; no 50 abo cucTeMun dpapmakoHarnsagy
100 TabneTok y
dhnakoHi; no 1
donakoHy y Kopobui
88. KOPUH®AP® Tabnetkn TeBa I3painb MNIBA XpBatcka XopBartis BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a peyenmom UA/9815/01/01
PETAPL NPOIOHIOBaHoT Aji dapmaLeBTika 4.0.0. 3MiHuM | TUNY - BBeAEeHHA abo 3MiHu 0
no 20 mr no 10 N lHgacTpi3 y3arasibHeHuX gaHux npo cucremy
TabneTok y 6nictepi; nrp. thapmakoHarnagy (BKovatum KOHTaKTHi AaHi)
no 3 6nictepu B Ta/abo 3MiHM y pO3MiLLEeHHI MacTep-chalina
kopobui; no 50 abo cucteMun dpapmakoHarnsagy
no 100 TabneTok y
donakoHi; no 1
ch1akoHy B KOpoo6Ui
89. KOPUH®AP® Tabnetkn TeBa I3painb [03BiN Ha BUNYCK HimeuuunHa/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a peyenmom UA/9902/01/01
YHO 40 NPOIOHIOBaHOI Aji dapmaLeBTika cepii: Mepkne LLiBeiiuapis 3MiHuM | TUNY - BBEAEHHA abo 3MiHu 0
no 40 mr no 10 n lHgacTpis vM6X, HimeyunHa; y3araJlbHeHUX AaHux npo cucrtemy
TabneTok y 6nictepi; nra. BMPOGHMLTBO hapmakoHarnsagy (Bk/1rovatouy KOHTaKTHI AaHi)

no 2 abo no 5, abo

Hepo3dg)acoBaHol

Ta/abo 3MiHM Y po3MiLLEeHHI MacTep-chalina
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
no 10 6nictepiB y npoaykuii, cuctemu chapmakoHarnagy
Kopoobui nepBrHHa Ta
BTOPVHHA
ynakoBka: ApeHa
PapmacboTuKan3
'm6X, Wseliuapis
90. KO®EIH- PO3YMH AN5 iH'EKUIN, TOB YkpaiHa TOB "[locnigHuii YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a peyenmom UA/0482/01/01
BEH3OAT 100 mr/mnno 1 mn B "focnigHnii 3aBog "MHUAC", 3MiHM | TUNY - 3MiHa YNOBHOBaXXEHOT 0Co6M,
HATPIIO amnynax Ne 10 y 3aBof, Ykpaina; TOB BiANOBIAa/bHOI 3a 3AiiCHEHHSA hapMakoHarnsay
nauuj; B amnynax Ne "rHunc" "hapmaLieBTnyHaA (BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHn y
10 (10x1), Ne 10 KOMMaHis po3MilLeHHI MacTep-haiina cuctemm
(5x2) y 6nictepax y "3po0pos's"’, hapmakoHarnsgy
nauuj YKpaiHa
91. KO®EIH- PO34MH A5 iH'EKLN, TOB YkpaiHa TOB "[focnigHuii YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a peyenmom UA/0482/01/02
BEH3OAT 200 mr/mnno 1 mn B "OocnigHnii 3asog "rHUAC", 3MiHuM | TUNY - 3MiHa YNOBHOBaXXeHOT 0cobu,
HATPIIO amnynax Ne 10 y 3aB0f, YkpaiHa; TOB BiANOBifa/IbHOT 3a 34iiCHEHHSA (hapMakoHarnsay
nauuj; B amnynax Ne "rHuact "®apmaueBTUYHa (BKNIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
10 (10x1), Ne 10 KOMnaHis pO3MiLLeHHi MacTep-ghaiina cuctemu
(5x2) y bnictepax y "3popos's"’, hapmakoHarnsgy
nayui YkpaiHa
92. KCUNO-ME®A cnpeii HazasbHUiA, TeBa I3painb Mepkne 'm6X, HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/8161/01/01
po3unH 0,5 mr/mn no | ®apmauesTika HimeuunHa 3MiHW | TUNY - BBEAEHHS abo 3MiHW A0
10 My CKISHOMY N IHpacTpis (BinbHUUSA, AKa y3ara/ibHeHUX JaHnx Npo cucTemy
onakoHi 3 nra. Bignosigae 3a hapMakoHarnsgy (Bk/1rouvatoum KOHTaKTHI AaHi)
fosaropowm; no 1 BMPOBHULITBO Ta/ab0 3MiHWN y PO3MiLLEHHI MacTep-thainna
chnakoHy y npenapary in bulk, cvcTeMun dpapmakoHarnsagy
KapTOHHIlA KOpooLi nakyBaHHs Ta
BWNYCK Cepii);
Mepkne I'm6X,
HimeuunHa
(ainbHMLA, SKa
Bignosigae 3a
KOHTPO/b SIKOCTI)
93. KCUNO-ME®A cnpeli HazanbHWiA, TeBa I3painb Mepkne 'm6X, HimeuunHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 peyenma UA/8161/01/02
po34uH 1 mr/mn no PapmaLeBTika HimeyunHa 3MiHM | TUNY - BBEAEHHS abo 3MiHW A0
10 M1y cknsiHOMY n IHpacTpi3 (pinbHUUSA, AKa y3arasisHeHUX faHnX Npo cucTemy
chnakoHi 3 nra. Bignosigae 3a thapmakoHarnagy (BK/ovatoum KOHTaKTHi AaHi)
nosatopom; no 1 BMPOGHMLTBO Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chaiina
donakoHy y npenaparty in bulk, cuctemu chapmakoHarnagy
KapTOHHI KopoobLi nakyBaHHs Ta
BWNYCK Cepiit);
Mepkne 'm6X,
HimeuunHa
(@inbHMLA, SKa
Bignosigae 3a
KOHTPO/Ib SIKOCTI)
94. KYNPEHIN® TabneTku, BKpUTI TEBA I3painb BMPOGHMLTBO 3a Monbwa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/8546/01/01

nNiBKOBOK

PapmaueBTika

NOBHUM LIMKNOM:

3MiHW | TUNy - BBEAEHHA abo 3MiHW A0
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
060/10HKO10, Mo 250 N lHpacTpi3 TOB TeBa y3arasibHeHux gaHux npo cucrtemy
Mmr no 100 Tabnetok nTa. OnepenwH3 hapMakoHarnsgy (BK/Iro4Yatoum KOHTaKTHI AaHi)
y 6aHuj, no 1 6aHL;i MonaHg Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chaiina
B KapTOHHIi Kopobui cuctemu chapmakoHariagy
95. NEBONET TabneTkn, BKPUTI [-p Pepai'c IHais [Op. Pegai‘'c IHais BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a peyenmom UA/9474/01/03
nNiBKOBOO Na6opaTtopic JNabopaTtopic 3MiHu, Lo NoTpebyoTb HOBOT peecTpavi
060/10HKOI0, No 750 nrp, Nimviten, nikapcbkoro 3acoby (3rigHo Hakazy MO3 Big,
mr Ne 10 (10x1) y Bupo6bHnua 04.01.13 Ne3) (3miHn cunm gji, cnocoby
6nicTepi OinbHnuA - 11 3acTocyBaHHs!, 3MiHa abo BBeeHHs 10AAaTKOBOI
[1031, A0AATKOBA [103a)
96. NEBOMILIETUH | kpanni ouHi TOB YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 peyenma UA/13220/01/01
-03 2,5Mr/mn1 no 5 mn "focnigHnii BMPOGHMLTBA, 3MiHuM | TUNY - 3MiHa YNOBHOB&XXeHOT 0cobu,
abono 10 mny 3aB0f, KOHTPO/b AKOCTI, BiANOBifa/IbHOT 3a 34iiCHEHHSA (hapMakoHarnsay
chnakoHi Ne 1 pasom "rHuact Bunyck cepii: TOB (BKIKOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
3 KPULLIKOIO- "[locnigHnii 3aBog, pO3MiLLeHHi MacTep-ghaiina cuctemu
KpanenbHuLen "rHUNC", hapmakoHarnsgy
YkpaiHa; Bci cTagil
BMPOGHMLTBA,
KOHTPO/b AKOCTI:
ToBapucTBO 3
06MeXeHoI0
BiANOBIAAILHICTIO
"®APMEKC
PYI", YKpaiHa
97. NINPUMAP® TabneTkn, BKPUTI Mdpaiizep IHk. CLWA nepBuHHa Ta HimeuunHa/ BHECEHHS 3MiH 4,0 peecTpavliiHux martepianis: 3a peyenmom UA/2377/01/03
N/1iBKOBOIO BTOPUHHA Ipnangis/ CLUA BMMNpaB/IEHHS TEXHIYHOI MOMWUIIKM Y cneumdikawii
060/10HKO10, Mo 80 ynakoBka, [403BiN nikapcbKoro 3acoby 3a NokasHWKoOM «KifnbkicHe
mr Ne 30 (10x3) y Ha BUMYCK cepil: BU3HAYEHHS»
6nicTepax Mdpaiizep
MeHodeKUypUHr
[onuneng MmoéxX,
HimeuunHa;
BUPOBHMLTBO in
bulk: Mcpaiizep
AlineHpg
dapmacbioTikans,
Ipnangis;
BMPOGHMLTBO in
bulk: Mdpaiizep
dapmactoTikan3
JINC, CWIA
98. NOM®JIOKC TabneTku, BKPUTI Inka IHais Inka Nabopatopi3 IHAis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/0243/01/01
N1iBKOBOIO Na6opaTopi3 Nimiten 3MiHW | TUNY - BBEAEHHS abo 3MiHW A0
o060n0HkKot, no 400 Nimiten y3arajlbHeHUX AaHux npo cuctemy

Mr o 5 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHI ynakoBL;

hapmakoHarnsay (Bk/rouvatoum KOHTaKTHI AaHi)
Ta/ab0 3MiHKN y PO3MiLLeHHI MacTep-thainna
cucTtemmn chapmakoHarnagy
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
no 5 rabneTtok y
6nictepi; no 1
6nictepy B
KapTOHHIA ynakoBL,i;
o 4 ynaxkoBku B
KapPTOHHI ynakoBLUi
99. MAHIT pO34nH ANs iHdy3il MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a peyenmom UA/4535/01/01
15%, no 200 mn a6o akuioHepHe akuioHepHe 3MiHM | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa
no 400 mn y TOBapUCTBO TOBapuCTBO HalimeHyBaHHs Ta/abo agpecu 3asBHMKa (BNacHuka
nnsLwKax "IHgpy3isn” "IHgpy3ia" peecTpaujiiiHoro noceigyeHHs) (3MiHa agpecu Ta
HaliMeHyBaHHS 3asiBHMKa) (TepMiH BBE4EHHS 3MiH
NpoTArom 3-X MICALiB Nicna 3aTBepAKEHHS); 3MiHN
| TNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu Micua NPOBamKeHHs
[isnbHOCTI BUpo6HUKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BKIOYAUN [i/TbHAL BUMYCKY
cepii abo micLe NpoBeAEeHHS KOHTPO/THO SKOCTI.
(misnbHicTb, 3a AKy BignoBigae BUPo6GHMK/iMnopTep,
BK/IOYAt0UM BUMYCK cepiid) (3MiHa agpecu Ta
HaliMeHyBaHHS MicUsl NPOBaKEHHS Ais/IbHOCTI
BMPOGHMKA rOTOBOTO NiKapcbKoro 3acoby, 6e3
3MiHV Micus BUPO6HULTBA) (TepMiH BBEAEHHS 3MiH
npoTsirom 3-X MicsLiB Nic/ia 3aTBEPAKEHHS)
100. | MEAOIPENb TabneTku, BKPUTI Megokemi Kinp AxTasic /1T, ManbTa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/12149/01/01
N1iBKOBOIO nTa 3MiHn | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
060n10HKO0, N0 75 HaliMeHyBaHHs Ta/abo agpecy MicLs NPOBaKEHHS
Mmr, no 10 TabneTok AisnbHOCTI BUpoBHUKa/iMnopTepa rotoBoro
y 6nicTepi, no 3 NiKapcbKoro 3acoby, BKNOYAKUN [i/TbHAL BUNYCKY
6nicTepy B KOPOOLi cepii abo micLe NpoBefEeHHSI KOHTPOJTHO SKOCTI.
(misnbHicTb, 3a AKy BignoBigae BUPOGHUK/iMIopTep,
BK/IHOHAK0UM BUNYCK Cepill) (NpyBeAeHHs
MiCLe3HaxoMKeHHs1 BUpo6HuKa 13 y BiAMNOBIAHICTb
0,0 BUCHOBKY W00 NiATBEPKEHHS BiANOBILHOCTI
BMPOGHULITBA NiKAPCbKNX 3ac06iB BUMOram
Has1eXHOoi BUPo6HUYoi npakTukm (GMP), BugaHoro
[epxaBHOI0 Cnyx60t0 YKpaiHW 3 NiKapCbKux
3aco6iB) (TepmiH BBeAEHHS 3MiH NPOTArom 3-x
MicsILiB Mic/1A 3aTBepAKEHHS)
101. | ME3ATOH Kpanni ouHi, 25 TOB YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/0511/01/01
mr/Mnno 5 mny "flocnigHui BMPOGHMLTBA, 3MiHM | TUNy - 3MiHa YNOBHOBaXKEHOT 0CcobM,
chnakoHax Ne 1 3 3aBof, KOHTPO/b AKOCTI, BiAMOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay
KPULLIKOLO- "rHunc" Bunyck cepii: TOB (BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y

KpanenbHULE y
nauui

"[locnigHwin 3aBog,
"rHunC,
YkpaiHa; Bci ctagji
BMPOGHMLTBA,
KOHTPO/b SIKOCTI:
TOB "®APMEKC

pO3MiLLEeHHI MacTep-ghaiina cuctemu
chapmakoHarnagy
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
PYI", YKkpaiHa
102. | MEMAHTWUH- TabneTkn, BKPUTI MNIBA Xopsaris TOB TeBa Monbwa BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3a peyenmom UA/14090/01/01
TEBA NNiBKOBOO Xpsarcka OnepewH3 3MiHM | TUNy - 3MiHa y MeToAax BUNpPoGyBaHHS
060/10HKO0, N0 10 4.0.0. Monang roTOBOrO /liKapCbkoro 3acoby (He3HayHa 3miHa y
Mr no 10 Tabnetok y 3aTBEPAKEHNX MeTofax BUNPOoOyBaHHs1). TepMiH
6nicTepi, no 3 abo 6 BBEeAEHHSA 3MiH NPOTArom 3-X MicALiB; 3MiHY |
6nicTepis y kopoobLi TMny - 3MiHa y MeTogax sunpobysaHHa APl abo
BUXIAHOTO MaTepiany/MpoMiXKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BUpo6HuLTea A®| (He3HauHi 3MiHW y
3aTBEPAKEHMX MeTodax BUNPOOYBaHHS); 3MiHK |
TUMy - 3MiHa y napameTpax cneuudikauii Ta/abo
[ONYCTUMUX MEX, BUSHAUYEHMX Y crieumdikalisx Ha
Adl, a60 BMXiZHWIA/NPOMDKHWI NPOAYyKT/pearexT,
LLIO BMKOPUCTOBYHOTLCA Y MpOLieci BUPO6HULTBa
A®| (AoNoBHEHHA creumdikal,ii HOBUM NOKa3HUKOM
SIKOCTi Ta BignoBigHNM METOA0M BUNPOOYBaHHS)
103. | MEHOBANEH Kancynu, no 10 My6nivuHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/5279/01/01
Kancyn y 6nictepi, akuioHepHe akuioHepHe BUNpaB/IeHHA HeBigNoBigHoCTeli B Hakasi MO3
no 2 6nictepu y TOBapuCTBO TOBapuCTBO Ykpainu Ne 1267 Big 22.11.2016 1040 YTOUHEHHS
nauui "HaykoBo- "HaykoBo- peknamyBaHHs B npoueci nepepeecTpadii (6yno -
BVPOGHWYNIA BMPOGHNYNIA He nignsarae; NOTPiGHO - nignarae)
LieHTp LeHTp
"BopLuariBcbk "BopLyariBcbKuii
niA XiMiKo- XiMiKO-
thapmavneBTuy thapmaLeBTUYHMI
HWiA 3aBoa” 3aBof"
104. | MET®OPMIH TabneTku, BKpUTI BinTpon HimeuunHa BMPOGHMLITBO IHAais/ PymyHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a peyenmom UA/15295/01/01
3EHTIBA N/1iBKOBOIO ApuHaiimitTen Tabnetok, 3MiHM | TUNy - 3MiHa y MeToAax BUNpPoGyBaHHS
060/10HKO10, N0 500 b FM6X nepBuHHE Ta roTOBOrO NikapCbKoro 3acoby (YTOYHEHHS Y
mr Ne 30 (15x2), Ne BTOPVHHE 3aTBEPMKEHNX MEeTOAax BUNPoOyBaHHA AN
120 (15x8) y nakyBaHHs: nokasHukiB «KinbKicHe BU3Ha4YeHHs» Ta
6nictepax CaHodi IHais «CynposigHi JOMILLKM»)
Nimiten, IHAis;
KOHTPO/b Ta
Bunyck cepii: C.C.
«3eHTiBa C.A.»,
PymyHist
105. | MET®OPMIH TabneTku, BKPUTI BiHTpon HimeuunHa BMPOBHULITBO IHAis/ PymyHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/15295/01/02
3EHTIBA N1iBKOBOIO ApuHavimitTen Tabnetok, 3MiHM | TUNy - 3MiHa y MeTodax BUNPo6yBaHHS
060/10HKO0, Mo 850 b 'M6X nepBuHHe Ta roTOBOrO /iKapCbKOro 3acoby (YTOUHEeHHS y
mr Ne 30 (15x2), Ne BTOPUHHE 3aTBEPKEHNX MeToax BUNPo6yBaHHSA A/is
120 (20x6) y nakyBaHHs: nokasHukiB «KinbkicHe BU3Ha4YeHHs» Ta
6nicTepax CaHodi IHais «CynposigHi JOMILLKM»)

Nimiten, IHAis;
KOHTPO/ib Ta
Bunyck cepii: C.C.
«3eHTiBa C.A.»,




109

Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
PymyHis
106. | MET®OPMIH TabneTkn, BKPUTI BiHTpon HimeuyunHa BMPOBGHULITBO IHZis/ PymyHis BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3a peyenmom UA/15295/01/03
3EHTIBA NNiBKOBOO ApuHaiimitten Tabnetok, 3MiHM | TUNy - 3MiHa y MeToAax BUNpPoGyBaHHS
060/10HKOI0, N0 1000 b 'M6X nepBuHHe Ta rOTOBOrO /1iKapCbKOro 3acoby (YTOUHEHHS Y
mr Ne 30 (15x2), Ne BTOPUHHE 3aTBEPAKEHNX MeTodax BUNPOOYBaHHS 4/1s
120 (20x6) y nakyBaHHs: NoKa3HWKiB «KiflbKiCHe BU3HAUYEHHS» Ta
6nicTepax CaHoi IHais «CynpoBiAHi AOMILLKW»); 3MiHU | TURy - 3MiHa
NimiTea, IHAjs; napameTpiB cneundikaiii Ta/abo 4ONyCTUMUX MEX
KOHTPO/Ib Ta roTOBOrO NiKapCbKOro 3acoby (4ONOBHEHHSN
sunyck cepii: C.C. cneuudikaLii i METOAiB KOHTPO/IIO BUNPOGYBaHHAM
«3eHTiBa C.A.», «Po3gineHHs TabieTok»
PymMyHis
107. | MIKONAK nak gns Hirtie AngoreH IMKo | Jllokcembypr | Maynb B. BeliBepc HimeyunHa BHECEHHS 3MiH [0 peecTpaujiitHux maTepianis: 6e3 peyenma UA/13688/01/01
nikyBanbHWi1, 5% C.ap.n 6X 3miHu | TMNY - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI
pO34uH, Nno 2,5 mn Ta (papmakoHarnagy. 3MiH1 y KOpoTkiii
a60 5 MmN y hrakoHi; XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
no 1 dpiakoHy MapKyBaHHS Ta iHCTPYKLiT 415 MeAnyHOro
pasom 3 10 3aCTOCYBaHHS reHepUYHUX/TiIGPUAHNX/6I0NOAIGHNX
nonaroykamu, 30 nNikapcbKyx 3aco6iB Nicna BHECEHHA Tiei camol
TamnoHamu ons 3MiHW Ha pedhepeHTHW npenapart (3MiHa He
ounLLeHHn Ta 30 noTpebye HafiaHHSA XOAHNX HOBUX A0AATKOBUX
nuiovkamu s AaHvx) (3MiHM 40 IHCTPYKUiT AN MeguyHOro
HIrTiB Yy navuj 3 3acTocyBaHHs y po3gin “lNokasaHHs",
KapToHy "GapmakoTepaneBTMyHa rpyna” (yTo4HeHO Ha3By
rpynu 3rigHo 3 knacudikatopom dapm.rpyn i Kogis
ATX BOO3), "OcobamBoCTi 3acToCyBaHHS",
"Cnoci6 3acTocyBaHHA Ta go3un", "Oitn"
(peparyBaHHs TeKCTy po3giny), "MepenosyBaHHs",
"Mo6iuHi peakwyji”. MpuBeAeHHS Y BiANOBIAHICTbL A0
pecbepeHTHOro npenapaty Jlouepun
108. | MIJTAHOA TabneTkn, BKPUTI AnBoreH IMKo | Jllokcembypr Nab6opaTtopioc IcnaHis BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3a peyenmom UA/13152/01/01
N/1iBKOBOIO C.ap.n INleoH ®apma C.A. 3MiHM | TUNY - 3MiHa YNOBHOBaXKEHOT 0cobw,
060/10HKOI0, 3 BiANOBIAA/IbHOI 3a 34iicCHEHHSA hapmakoHarnsgy;
mr/0,03 mr Ne 21 KOHTaKTHOT 0CO6U 3 chapMakoHarnsay 3asiBHuKa
(21x1) y 6nicTepax 0N 30jCHEHHs dhapMakoHarnsay B YKpaiHi
109. | MITOTAKC® PO34UH A5 iH'EKLLN, O-p Peppi'c IHais "O-p Pepai'c IHAis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/5173/01/01
6 mr/mnno 5 mn (30 Na6opaTopic Na6opaTopic /itg" 3MiHN | TURY - AgMIHICTPATVBHI 3MiHW. BunyyeHHs
Mr) abo 16,7 mn nTp, (BupobHuunii BMPOGHWYOI AinbHNL (BKIKOYAKYN iNbHAL ANS
(100 wmr), a6o 41,7 Big4in - 7) A®I, npomiXHOro NpoaykTy abo rotoBoro
mn (250 mr) y niKapcbKoro 3acoby, AiNbHULI 4718 NPOBEAEHHS
CKNSAHOMY p/1aKOoHi, nakyBaHHs, BUPOOHWKa, BifgMNoBifaIbHOMO 3a BUMYCK
no 1 chnakoHy B cepili, MicLie NpoBefEeHHsI KOHTPOSKO cepii) abo
KapTOHHI KopoobLi nocTtavasnbHvKa BUXIAHOTO MaTepiasny, peareHTy
ab0 [ONOMDKHOT PEHOBMHU (AKLLO 3a3HaYEHO Y
00CbE) (BUNYYEHHA BUPOBHNYOI AifIbHULL)
110. | HA30O-CNPEU cnpeli HaszanbHWA, TOB YkpaiHa BiANoBiAa/IbHMIA 32 YKpaina BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 peyenma UA/9393/01/01
0,5 mr/mn no 15 mn "OocnigHnii BCi cTagii 3MiHM | TUNY - 3MiHa YNOBHOBaXKEHOT 0cobw,
y KoHTeiHepax Ne 1 3aBo[ BMPOGHULTBA, BiNOBifA/IbHOI 3a 3fiiCHEHHS dhapMakoHarnsay
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
3 po3nusBayYemM "rHunc" KOHTPO/b AKOCTI (BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
Ta BMUNyck cepii: pO3MilLeHHi MacTep-ghaiina cuctemu
TOB "[focnigHuii hapmakoHarnsgy
3asog "rHU/IC",
YKpaiHa;
BignoBigabHWiA 3a
BCi cTagii
BMPOGHMLTBA Ta
KOHTPO/b SIKOCTI:
TOB
"bapmaLeBTMyHA
KOMnaHis
"3p0pos'a”,
YKpaiHa
111. | HAN3® Tabnetku no 100 mr O-p Peppi'c IHais O-p Peppi'c IHais BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/3458/02/01
Ne 20 (10x2) y Na6opaTopic Na6opaTopic NTa, 3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
6nictepax ntg, Bupo6Hmnya HaliMeHyBaHHS Ta/abo agpecu 3asBHUKA (BNacHUKa
OinbHUuA - 11, peecTpadiiiHoro noceigyeHHs) (3miHa agpecu
IHAis; 3a8BHMKA); 3MiHN | TUNY - AGMIHICTPATUBHI 3MiHW.
[-p Pepai'c 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus
Na6opaTopic /1T NPOBaPKEHHA AiSNIbHOCTI BUPO6HUKa/iMnopTepa
(BrpobHuua roTOBOrO NikapCbKoro 3acoby, BKIKYaUM AiNbHULL
LinbHUUS - V1), BUNYCKy cepii abo MicLie NpoBeAEeHHS KOHTPO/THO
IHais AKOCTI. (AiSNIbHICTB, 3a SKy BiAnosigae
BMPOGHMK/iMMOPTEp, BK/OYAKOUMN BUMYCK Cepild)
(3miHa Ha3BM Ta agpecu BUPOOHUKIB FOTOBOrO
NikapcbKoro 3acoby - neperiMeHyBaHHs YacTuHU
wrarty Avgpa MNpageLl, Ae 3HaxoauTbea
BMpO6HUYa ginbHuus Il Ha TenaHraHa Ta
npuBeAEHHS Yy BiANOBIAHICTb BUPOOHNYOI AiTbHULL
VI g0 BUCHOBKY W00 NigTBEPAKEHHSA
Bi4MNOBIAHOCTI BUPOOHULITBA JTIKAPCbKMX 3ac06iB
BMMOramM HasiexHoi BUpo6HMYoi npakTuku (GMP),
BMAAHOrO [lepxaBHO CYXO010 YKpaiHu 3
nNiKapcbknx 3acobis, 6€3 3MiHK Micus BUpO6bHMLTBA
3 BiANOBIAHUMU 3MiHAMW B TEKCTI MapKyBaHHS)
(TepMiH BBEAEHHS 3MiH NPOTAroM 6-Tn MicsLIB
nicsia 3aTBEPKEHHS)
112. | OPTO®EH- TabneTku, BKpUTI ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/7252/01/01
340POB'A 060/10HKOIO, 06MexeHo obmexeHoro 3MiHn | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
KMLLKOBOPO34VHHI N0 | BignoBigasbHi BigNoBiAA/IbHICTIO HalilMeHyBaHHS Ta/abo agpecy MicLs NPOBaKEHHS
25 Mr Ne30 (10x3), CTIo "apmaueBTUYHA AisnbHOCTI BUpoBHUKa/iMnopTepa roToBoro
Ne30 (30x1) y "®apmaueBTun KOMNaHis NiKapcbKoro 3acoby, BKIOUAKUN Ai/TbHUL| BUNYCKY
6nicTepax YyHa KOMNaHist "3popos'a” cepii abo micLe NpoBefEeHHSI KOHTPOJTHO SKOCTI.
"3p0poB'a” (misnbHicTb, 3a AKy BignoBigae BUPOGHUK/iMIopTep,

BK/IHOHAK0UM BUNYCK Cepill) (NprBeAeHHs
MiCLie3HaxoMKeHHs1 BUpo6Huka 13 y BiAMNOBIAHICTb
00 niueHsii Ha BUPO6HULTBO, 6€3 3MiHM Miclst
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
BMpo6HULTBA) (TepMmiH BBEAEHHSA 3MiH NPOTSArom 3-
X MiCALIB Micnsa 3aTBEpMKEHHS); 3MiHu | Tuny -
AOMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKaA (BNacHUKa
peecTpaLiiHoro noceigyeHHs) (3miHa agpecu
3asBHMKA) (TepMiH BBeAEeHHSA 3MiH NpoTArom 3-X
MiCAILiB NicNs 3aTBEpPMKEHHS); 3MiHM | TNy - 3MiHW
wopo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy
(iHwWi 3miHW) (3amiHa rpadyiyHOro 306paXKeHHs
YNakoBKN Ha TEKCT MapKyBaHHA 151 MEPBUHHOI Ta
BTOPVHHOI YNAKOBKM Y 3B’AA3KY 3 NPUBEAEHHAM Y
BignoBigHicTb Ao Hakazy MO3 YkpaiHn Ne 426 Bif,
26.08.05 (y pegakuii Hakasy MO3 Ykpainn Ne460
Bifg 23.07.2015 p.) (TepMiH BBEAEHHS 3MiH
npoTarom 3-x MicauiB nicas 3aTBepPoKEHHS)
113. | NANABEPWUH- PO34MH AN5 iH'EKUIN, ToBapucTBoO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a peyenmom UA/4675/01/01
340POB'A 20 mr/mn, no 2 mn B 06MeXeHOo 06MEXEHO 3MiHn | TMNy - 3MiHK 3 AKOCTI. [OTOBUIA NikapCbkui
amnyni; no 10 BignoBigasIbHi BiANOBIAA/IbHICTIO 3aci6. Cuctema KoHTeliHep/3aKynopoBabHWiA
amnyn y KapTOHHIl CTHO "®GapmaueBTuyHa 3aci6. 3MiHa 6yAb-AKOT YacTuHU maTtepiany
kopo6Li; no 2 mn B "dapmaneBtu KOMnaHis NepPBUHHOT YNaKoBKK, L0 HE KOHTaKTYE 3 TOTOBUM
amnyni; no 5 amnyn YyHa KOMNaHis "3popos'a” nikapcbkrM 3aco60M (Hanpuknag, Konip Kpuweyok 3
y 6nicTepi; no 1 abo "3popos'a” KOHTPOMIEM MEepLUOro BiAKPUTTSA, KOMIP KOAOBUX
2 6nictepn y Kifleub Ha amnysiax, KOHTenHepa 45 ronok (pisHi
KapTOHHI KopobLyj; BUAM NnacTtMacwy) (3MiHa, sika He BM/IMBaE Ha
no 2 ma B amnyni; KOPOTKY XapaKTepuCTUKY NiKkapCbKOro 3acoby)
no 10 amnyn y (BBEAEHHS A0AATKOBMX amny/l 3 TOUKOIO 3/1aMy Ta
6nicTepi; no 1 Hazapizom (T3) BUPOGHMKOM MEPBUHHOIO MakKyBaHHS
6nicTepy B (amnynu) NAT «MonTaBcbkuii 3aBOA, MEAVNYHOTO
KapTOHHI KOpooLyi ckna», YKpaiHa; 3miHu | Tuny - 3MiHM 3 SIKOCTi.
[oTOBWIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y
TepMmiHax npuaaTHOCTI abo ymMoBax 36epiraHHs
roTOBOrO NiKkapCbKoro 3acoby (36iNbLIEeHHS TEPMiHY
npuaaTHOCTI TOTOBOTO Jlikapcbkoro 3acoby) - Ans
TOProsoi ynakoBku (NiATBEPAXYETLCA fJaHUMK
peasibHOTO Yacy) - 36iNbLUEHHS TEPMIHY
NpVUAATHOCTI FOTOBOTO NiKapCbkoro 3acoby 3 2-x 0
4-x pokiB (TepMiH BBEAEHHS 3MiH NPOTAroM 3-X
MicsILiB Mic/1A 3aTBepAKEHHS)
114. | NEMO3AP Tabnetkn CaH IHais CaH IHais BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/13925/01/01
racTpopesnCTeHTHI PapmacboThK PapmacboTuKan 3MiHW | TUNYy - AgMIHICTPATUBHI 3MiHW. 3MiHa
no 20 mr, no 7 an lHgacTpis IHpacTpi3 Nimiteq HalilMeHyBaHHS Ta/abo agpecy MicLs NPOBaKEHHS
TabneTok y 6nicrepi, NimiTen AisnbHOCTI BUpoBHUKa/iMnopTepa roToBoro

no 2 6nictepuy
KapoHHii kopobuyj,
no 30 Tabnetok y
donakoHi, no 1

chnakoHy y
KapTOHHI KopooLi

NiKapcbKoro 3acoby, BKIOUAKUN Ai/TbHUL| BUNYCKY
cepii abo micLe NpoBefEeHHSI KOHTPOJTHO SKOCTI.
(misnbHicTb, 3a AKy BignoBigae BUPOGHUK/iMIopTep,
BK/IOHYAI0UM BUNYCK Cepiit) (3MiHa HaliMeHyBaHHs
BMpO6HUuKa M13)
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
115. | NEMO3AP TabneTtku CaH IHais CaH IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/13925/01/02
racTpope3nCTeHTHI PapmacboThK PapmacboTuKan 3MiHW | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa
no 40 mr, no 7 an lHpacTpis IHgacTpi3 flimiTes HalimeHyBaHHs Ta/abo agpecu MicLs NPoBafXeHHS
Tabnetok y 6nictepi, Nimiten [isNbHOCTI BUpoBHUKa/iMnopTepa roToBoro
no 2 6nictepny NiKapcbKoro 3acoby, BKAOUAKUM Ai/TbHULi BUNYCKY
KapoHHii kopobuyj, cepii abo micLie NpoBeAEeHHS KOHTPOJIO SKOCTI.
no 30 TabneTok y (aisnbHICTb, 3a AKy BignoBigae BUPOBGHUK/iMnopTep,
chnakoHi, no 1 BK/1OUAK0UM BUMYCK Cepiid) (3MiHa HaliMeHyBaHHS
donakony y BMpOGHUKa M13)
KapTOHHI KopooLi
116. | NEHTAMIH kancynu no 10 TOB "dapma YkpaiHa TOB "®apma YKpaina BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3a peyenmom UA/10881/01/01
®C EKCTPA Kancyn y 6nictepi; Crapt" Crapt” 3MiHM | TUny - 3MiHa y NapameTpax cneuudikauiii
KAMNCYNn no 1 a6o 2 6nictepn Ta/abo [oMyCTUMUX MEX, BUHAYEHUX Y

B KQPTOHHIN nayu,i

cneumdikayisx Ha A®l, a6o BUXigHWIA/MPOMKHWIA
NpoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECi
BMPO6HULTBA AP| — ONOBHEHHSA cneumdikaii
BXigHOro koHTponto A®| napauetamony; 3miHu |
TUMy - 3MiHa y napameTpax cneuudikauii Ta/abo
[ONYCTUMUX MEX, BUSHAUYEHMX y crieumdikalisx Ha
Adl, ab60 BMXiZHWIA/NPOMIKHWI NPOAYKT/pearexT,
LL10 BUKOPUCTOBYHOTLCS Y NPOLIECi BUPOGHMLTBA
A®| (iHWi 3MiHW1) — AONOBHEHHSA cneumdikaii
BXigHOro koHTposto Ad®I kogeiHy cocdaty
nepenikoMm NOBTOPHMX BUMPOGYBaHb /1S
NOKa3HWKIB SIKOCTI; 3MiHW | TUNy - 3MiHa Y
napameTpax crneuudikauii Ta/abo JonycTUMmx
MEX, BU3Ha4YeHnX y crneumdikayisx Ha Adl, abo
BUXiAHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Y npoueci BUpobHuutea Ad|
(iHWi 3miHM) — ONOBHEHHSA crieundikaLii BXigHOro
KOHTpON0 APl MeTaMi3ony HaTpito MOHorigpaTy;
3MiHK | TUNY - 3MiHa y NapameTpax cneymdikayin
Ta/abo foMyCTUMUX MeX, BUSHAYEHUX Y
cneundgikauisix Ha A®I, abo BMXigHWIA/NPOMIKHUIA
npoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECi
BMPOGHMLTBA ADI (iHLUI 3MiHM) — 4ONOBHEHHS
cneuudikaLii BXigHOro KOHTposo Ad|
heHobapbiTany nepesiikom NOBTOPHMX
BMNpo6yBaHb A/151 MOKa3HWKIB SKOCTI; 3MiHM | Tuny -
3MiHa y napameTpax cneuudikauiii Ta/abo
LOMYCTUMUX MEX, BUSHAUEHNX Y crieundikalisix Ha
A®I, abo BUXIQHWIA/NPOMDKHUIA NpOAYKT/peareHT,
LLIO BUKOPUCTOBYIOTLCA Y NPOLIEC BUPOGHULITBA
A (iHWi 3MiHW) — JOMOBHEHHS crneungikawi
BXiHOro KoHTposo A®I kodheiHy; 3miHu | Tuny -
nogaHHa Hosoro CEP ans A®| napaueTtamorny Big,
BXE 3aTBEP)KEHOro BUPOOHUKa; 3MiHu | TNy -
nogarHa Hosoro CEP anst A®| kodpeiHy Big BXxe
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
3aTBEPIAKEHOr0 BUPOOHUKA; 3MiHM | TUNY - NoAaHHS
HoBoro CEP gnst A®I cheHoGapbiTany Big BXe
3aTBEPAXEHOr0 BUPO6HUKA; 3MiHM | TUNy - NoAaHHSA
HoBoro CEP gns A®l metamizony HaTpito
MOHOTIgpaTy Big, 4it04Oro BUPOOHUKA; 3MiHW | Tuny -
nogaHHsa oHosneHoro CEP ana A®l kogeiny
doocchaty Bif, BXe 3aTBEPIKEHOrO BUPOGHMKA
117. | NEHTANIH kancynu in bulk: no TOB "dapma YkpaiHa TOB "®apma Ykpaina BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: - UA/10882/01/01
®C EKCTPA 3 Kr Kkancyn B Crapt" Crapt” 3MiHM | TUny - 3MiHa y NapameTpax cneuudikauiii
KAMNCYNn nonieTuIeHoBMX

naketax B
KOHTeliHepax

Ta/abo fonyCTUMUX MEX, BUSHAUYEHUX Y
cneumdikayisx Ha A®l, abo BUXigHWIA/MPOMKHWIA
NpoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECI
BMPO6HULITBA AP| — ONOBHEHHSA cneumdikaii
BXigHOro koHTponto A®| napauetamony; 3miHu |
TUMy - 3MiHa y napameTpax cneuudikauii Ta/abo
[ONYCTUMUX MEX, BUSHAUYEHMX Y crieumdikalisx Ha
Adl, a60 BMXiZHWIA/NPOMDKHWI NPOAYKT/pearexT,
1110 BUKOPUCTOBYHOTLCS Y NPOLIECi BUPOGHMLTBA
A®| (iHWi 3MiHW) — AONOBHEHHSA cneumdikaii
BXigHoro koHTposto A®I kogeiHy chocdaty
nepenikoM NOBTOPHMX BUMPOGYBaHb /15
NOKa3HWKIB SIKOCTI; 3MiHW | TURy - 3MiHa Y
napameTpax crneuudikauii Ta/abo AonycTUMmx
MeX, BU3Ha4YeHnx y crneumdikayisx Ha Adl, abo
BUXIiAHWIA/NPOMKHUIA NpoayKT/peareHT, Wwo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHuutea Ad|
(iHWi 3miHM) — ONOBHEHHSA crieundikaLii BXigHOro
KOHTpON0 APl MeTaMi3ony HaTpito MOHorigpaTy;
3MiHK | TUNY - 3MiHa y NapameTpax cneymdikay,in
Ta/abo foMyCTUMUX MeX, BUSHAYEHUX Y
cneundgikauisix Ha A®I, abo BMXigHWIA/NPOMIKHUIA
npoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECi
BMPOGHMLTBA ADI (iHLUI 3MiHM) — 4ONOBHEHHS
cneuudikaLii BXigHOro KOHTposo Ad|
eHobapbiTany nepesiikom NOBTOPHMX
BMNpPo6yBaHb A/151 MOKa3HWKIB SKOCTI; 3MiHM | Tuny -
3MiHa y napameTpax cneumdikauiii Ta/abo
LOMYCTUMUX MEX, BUSHAUYEHNX Y crneundikalisix Ha
A®I, abo BUXIQHWIA/NPOMDKHUIA NpOAYKT/peareHT,
LLIO BUKOPUCTOBYIOTLCA Y NPOLIEC BUPOGHULITBA
A (iHWi 3MiHM) — AOMNOBHEHHS creungikaw,i
BXiHOro KOHTposo A®I kodbeiHy; 3miHn | Tuny -
nogaHHa Hosoro CEP ans A®| napaueTtamony Big,
BXE 3aTBEP)KEHOro BUPOOHUKa; 3MiHu | TNy -
nogaHHa Hosoro CEP ana A®l kodheiHy Big Bxe
3aTBEPKEHOr0 BUPOOHUKA; 3MiHM | TUNY - NoAaHHSA
HoBoro CEP gnst A®I cheHoGapbiTany Bif BXe
3aTBEPXEHOr0 BUPO6HUKA; 3MiHM | TUNy - NoAaHHs
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
HoBoro CEP gns A®l metamizony HaTpito
MOHOTigpaTy Big 4it04Oro BUPOOHUKA; 3MiHK | Tuny -
nogaHHsA oHosnieHoro CEP ana A®l kogeiny
doocchaty Bif BXe 3aTBEPIKEHOr0 BUPOGHMKA
118. | NEP’ETA®I KOHLeHTpaT ans . XodpcpmaHH- | LBeliyapis BTOPVHHE LLiBeviyapisi/ BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a peyenmom UA/13062/01/01
PERJETA® pO34uHy AN Na Pow Nta. nakyBaHHs1, BUMYCK HimeyunHa 3MiHu Il TUnYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
iHdpy3iii no 420 cepii: Ta hapmakoHarnsgy. 3mMiHu y KOpoTkild
Mr/14 mn 'y chnakoHi @. XodhcpmaHH-/1s XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
Ne 1 Pow NTpA, MapKyBaHHA Ta IHCTPYKLii AN1A Megu4HOoro
LBeliuapis; 3aCTOCYBaHHSA Y 3B’A3KY i3 HOBVMM AaHUMU 3 SIKOCTI,
BMPOBGHULITBO OOKNIHIYHUMUN, KNIHIYHUMW JaHMK Ta JaHMK 3
Hepo3gacoBaHol thapmakoHarnagy (3MiHM BHECEHO A0 IHCTPYKLT
NPoOAYKUiT, 015 MeMYHOro 3acTocyBaHHs npenapary y
nepBuHHE po3ainu: "dapmakonoriyHi BNacTMBocTi",
nakyBaHHs, "B3aemogisi 3 iHWMMK NikapCbknMu 3acobamu Ta
BMNPOBYBaHHSA iHWi B1Ay B3aemogiii", "OcobnnBocTi
KOHTPOJHO SIKOCTI 3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta 4o3un",
Pow fiarHocTuke "Mo6iuHi peakuii™) (TepMiH BBEAEHHS 3MiH
M6X, HimeyunHa NPOTAroM 6-T1 MIiCALIB NiCNA 3aTBEPMKEHHS);
3MiHu 1l TMny - 3MiHKn WoA0 6e3nekn/eddekTMBHOCTI
Ta hapmakoHarnsgy. 3miHu y TepaneBTUYHUX
nokasaHHsX (4ofasaHHA HOBOro TepaneBTUYHOro
nokasaHHs abo 3MiHa y 3aTBepAKEHOMY MOKa3aHHi)
3MiHWN BHECEHO [0 IHCTPYKLUi 415 MeAUYHOro
3acToCyBaHHS npenapaTty 40 po3giny "lMokasaHHs")
(TepMiH BBEAEHHS 3MiH NPOTAroM 6-Tn MicsuiB
nicns 3aTBepakKeHHs)
119. | NPAMINEKCON | Tabnetku no 0,25 mr TOB YkpaiHa TOB "XapkiBcbke YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a peyenmom UA/13191/01/01
-3H no 10 Tabnetok y "XapkiBCbke hapmaueBTUyHe TeXHi4YHa MoOMWJIKa B IHCTPYKLIT A8 MeguyHoro
6nicTepi; no 2 abo hapmaveBTny nignpPUeEMCTBO 3acToCyBaHHS, a came B pekBi3uTi "3aTBepakeHo”
no 3 6nictepu B He "340poB's y HanucaHHi HoMepa PeecTpauiliHoro noceigYeHHs
KOpOOGLIi 3 KAPTOHY niaNpreMcTBO Hapogay"
"3a0poB's
Hapoay"
120. | NPAMINEKCON | ta6netku no 1,0 mr TOB YkpaiHa TOB "XapkiBcbke YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/13191/01/02
-3H no 10 TabneTok y "XapkiBCbke hapmaueBTuuHe TeXHiYHa NOMUIIKa B IHCTPYKLIT 4519 MEANYHOrO
6nicTepi; no 2 abo thapmavneBTuy nignprMeMCTBO 3aCcTOCyBaHHS, a came B pekBi3nTi "3aTBepakeHo"
no 3 6nictepu B He "3p0poB'a y HanucaHHi Homepa PeecTpauiliHoro noceigyYeHHs
KOpo6L,i 3 KapTOHY nigNpPUEMCTBO Hapogay"
"3p0poB'a
Hapoay"
121. | NPOTE®NA3IL | kpanni no 30 M abo TOB "HBK YkpaiHa BUPOBHMLTBO 3a YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a peyenmom UA/4220/01/01
® no 50 mny "Ekocpapm™ NOBHWM LMK/IOM, TeXHi4yHa NMoMWJIKa B IHCTPYKLIT AN MeguyHoro

CKNSAHOMY (pr1akoHi 3
Npo6Koto-
KpanenbHuueto, no 1
donakoHy B

Bunyck cepii: NAT
"®iTochapm”,
YKpaiHa,;
BUPOBHMLTBO 3a

3acTocyBaHHA (YnakoBka)
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Ne
n/n

Hassa
JliKapcbK020
3acoby

®opma sunycky

3asasHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo2o
nocsioYeHHs1

KapTOHHI nayw,i

MOBHUM LMK/IOM,
BUMYCK Cepii:
KomMyHauibHe
nignpPUeEMCTBO

"JlyraHcbka
obnacHa
"papmauin”,
hapmaLeBTMyHa
thabpuka,
YKpaiHa;
BVMPOGHMLTBO 3a
MOBHUM LMK/IOM,
BMNYCK cepil:
MpusatHe
akuioHepHe
TOBapUCTBO
"Bionik", YkpaiHa;
BVMPOGHMLTBO 3a
MOBHUM LMK/IOM,
Bunyck cepii: TOB
"TepHodhapm”,
YKpaiHa;
hacyBaHHs
roTOBOT NPOAYKL;i,

Bunyck cepii: NAT

"®Papmak”, YkpaiHa

122.

MPOTE®/AS3IL
®

kpanni no 30 mn abo
no 50 mny
onakoHax Ne 1

TOB "HBK
"Ekochapm”

YKpaiHa

BMPOGHMLTBO 3a
MOBHWM LMKSIOM;
BMNYCK cepil:
MAT "®iTodhapm",
YKpaiHa;
BUPOBHMLTBO 3a
MOBHUM LIK/TOM;
BUMYCK Cepii:
KomyHasibHe
nignNpPUEMCTBO
"JlyraHcbKka
obnacHa
"Ppapmauin”,
hapmaLeBTMyHa
habpuka,
YKpaiHa,;
BMPOGHMLTBO 3a
MOBHUM LVIK/TOM;

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu Micua NPOBamKeHHs
[isnbHOCTI BUpo6HUKa/imnopTepa roToBoro
NiKapcbKoro 3acoby, BKIOYAUN [i/TbHAL BUMYCKY
cepii abo micLe NpoBeAeHHS KOHTPO/THO SKOCTI.
(misnbHicTb, 3a AKy BignoBigae BUPOOHMK/iMIopTep,
BK/THOHAI0UM BUMYCK CEPiid) (3MiHa HaliMeHyBaHHSA Ta
MicLe3HaxoMkeHHs BUpobHuKa MpusarHe
akuioHepHe ToBapucTBo "bionik" (3MiHa hopmu
BNACHOCTI NigNpuemMcTBa-BMPO6HMKA Ta 3MiHa
HaliMeHyBaHHS By/nL,j), 6€3 3MiHK Micus
BMpOGHULTBA) (TepMiH BBEAEHHS 3MiH NPOTSArom 3-
X MicAUIB Micnsa 3aTBepMKEHHS); 3MiHu | Tuny -
AIMIHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiSSIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro MikapcbKoro
3aco6by, BK/IOUaKuu AiNbHNULI BUNYCKy cepii abo

BUNYCK cepil: MicLle NpoBefEeHHS KOHTPOSIKO AKOCTI. (4isNbHICTD,
MpusatHe 3a AKy Bignosifae BUPOGHUK/IMNOPTEP, BKIKOYAKOUM
akuioHepHe BUMYCK cepili) (3mMiHa agpecun BMpo6Huka MAT

TOBapUCTBO "®iTodhapM", YkpaiHa, 6e3 3MiH1 Micus

3a peyenmom

UA/4220/01/01
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
"Bionik", YkpaiHa; BUPOGHMLTBA (3MiHA Ha3BK MicTa) (TepMiH
BVMPOGHMLTBO 3a BBEJEHHS 3MiH NpoTArom 3-x MicsLiB nicns
MOBHUM LK/TOM; 3aTBEPMAKEHHS)
BUNYCK cepil:
TOB
"TepHodhapm”,
YKpaiHa;
chacyBaHHs
roTOBOT NPOAYKL;i,
BMNYCK cepil:
MAT "®apmak”,
YKpaiHa
123. | NPOTE®NASIA | kpannino 30 mn abo TOB "HBK YkpaiHa BMPOGHMLTBO 3a YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis: - UA/4221/01/01
® no 50 mny "Ekochapm” NOBHMM LMK/IOM; 3MiHM | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa
hnakoHax in bulk no BUNYCK cepil: HalimeHyBaHHs Ta/abo agpecu MicLs NPoBaXeHHS
20 ny 6ytnax abo MAT "®iTodapm”, AifNbHOCTI BUpOOHMKa/iMnopTepa roToBoro
EMHOCTSIX YKpaiHa; NiKapcbKoro 3acoby, BKOUAKUM Ai/TbHULi BUNYCKY
BMPOOHMLTBO 3a cepii abo micLe NpoBeAeHHS KOHTPOSIKO SKOCTI.
NOBHUM LMK/IOM; (aisnbHICTb, 3a Ky BignNoOBiAaEe BUPOOHUK/iMNopTep,
BMNYCK cepil: BK/1KOYAOUM BUMYCK Cepili) (3MiHa HaliMeHyBaHHS Ta
KomyHanbHe MicLie3Haxo4keHHA BUpPo6HuKa MpusaTHe
nignpMEMCTBO akujioHepHe ToBapucTeo "bionik" (3MiHa hopmu
"JlyraHcbka BNACHOCTI MiANpUeEMCTBa-BUPOOHMKA Ta 3MiHa
obnacHa HaliMeHyBaHHs BynuLi), 6e3 3MiHM Micus
"®apmauia”, BMpO6HULTBA) (TEPMIH BBEAEHHS 3MiH NPOTAroM 3-
hapmaueBTNYHa X MicsiLiB nicns 3aTBEPAKEHHS); 3MiHK | Tuny -
thabpuka, AfMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs
YKpaiHa, Ta/abo agpecu MicusA NPOBaKEHHSA AiS/IbHOCTI
BUPOBHMLTBO 3a BMPO6HMKa/iMNopTepa roToBOro JliKapCbKOro
MOBHUM LIK/TOM; 3aco0y, BKIYatouy AiNbHULi BUNYCKy cepii abo
BUMYCK Cepii: MicLie NpoBeAEHHS KOHTPOTIO AKOCTI. (AISNbHICTb,
MpuBatHe 3a SIKy BiANoBigae BUPOOHMK/IMIOPTEP, BKIOUAKUM
akuioHepHe BUNYCK cepiii) (3mMiHa agpecu BUpo6Huka MAT
TOBapuCTBO "®iTochapm”, YkpaiHa, 6e3 3MiHn Micua
"Bionik", YkpaiHa; BMPOGHMLTBA (3MiHA Ha3BK MicTa) (TepMiH
BMPOGHMLTBO 3a BBEJEHHS 3MiH NpoTAroM 3-x MicsuiB nicns
MOBHWM LMK/IOM; 3aTBEPAKEHHS)
BMNYCK cepil:
TOB
"TepHochapm",
YkpaiHa;
thacyBaHHsA
roTOBOI NPOAYKL,i,
BMNYCK cepil:
MAT "®apmak”,
YKpaiHa
124. | PEF'YNAKC® Kpanni opaJibHi, Kpesenb HimeuunHa Kpesenb HimeuunHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 peyenma UA/2363/01/01
MIKOCY/Ib®AT | po3uuH, 7,5 mr/Mn Moiizenbb6ax Moiizensbax 3MiHUM | TUNY - 3MiHa YNOBHOB&XXEHOT 0cobM,
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
KPANMI no 20 Mn y hnakoHi- 6X 6X BiANOBIAa/IbHOI 3a 3AiICHEHHA hapMakoHarnsgy
KpanesnbHuui, no 1
donakoHy-
KpanenbHuLi y
KapTOHHI/ Kopobui
125. | PIHA3AN® Kpanni Ha3asibHi, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/1751/01/01
po3unH 0,5 mr/mn no "®apmaveBTu "apmaLieBTnyHa 3MiHU | TUNY - 3MiHa HaliMeHyBaHHS BUPOOHMKa
10 mn y donakoHi 3 yHa chipma dipma "fapHuus” Lit040i pevyoBUHN
KpanenbHuueto; no 1 "fapHuus”
h1akoHy y nayui
126. | PIHA3AN® Kpanni HasanbHi, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 6e3 peyenma UA/1751/01/02
po34uH 1 mr/mn no "®apmaueBTn "®GapmaueBTuyHa 3MiHM | TUnNy - 3MiHa HaliMeHyBaHHS1 BUPOGHMKa
10 mn y pnakoHi 3 YyHa hipma ipma "AapHuus" Ait040T pevoBUHN
KpanenbHuueto; no 1 "fapHuua"
donakoHy y nauuj
127. | POCTANENT- TabneTkn, BKPUTI POTA®APM Benuka Biochapma Inau TypeyunHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a peyenmom UA/12944/01/01
POTA N/1iBKOBOIO NIMITEL BpuTaHis CaH Be Tigx. A.LL. 3MiHM | TUMy - 3MiHW y NpoLeci BUPO6HMLTBA
060/10HKO0, N0 1 Mr roTOBOrO NiKapcbKoro 3acoby, BkIoYaoun
Ne 20 (10x2) y NPOMDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCSA MNP
6rictepax y KopoobLii BMPOBHMLTBI TOTOBOTO JliKapCbKOro 3acoby
128. | POCTANENT- TabneTku, BKPUTI POTA®APM Benvka Bioghapma lnau TypeuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/12944/01/02
POTA N1iBKOBOIO NIMITEL BpuTaHis CaH Be Tigx. A.LL. 3MiHM | TURY - 3MiHK y NpoLieci BUPOGHMLTBA
060/10HKOI0, MO 2 Mr roTOBOrO /iKapCbKOro 3acoby, BKIoYaoun
Ne 20 (10x2) y NPOMKHUIA NPOAYKT, LLL0 3aCTOCOBYETLCS MpY
6nicTepax y KopobLii BMPOBHMLTBI rOTOBOTO J1iKApCbKOro 3acoby
129. | POCTANENT- TabneTku, BKpUTI POTA®APM Benuvka Biochapma Inau TypeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/12944/01/03
POTA N1iBKOBOIO NIMITEL BpuTaHis CaH Be Tigx. A.LL. 3MiHM | TUMy - 3MiHK y NpoLleci BUPOGHMLTBA
060/10HKOI0, MO 3 Mr roTOBOrO JliKapPCbKOro 3acoby, BKIoYaoun
Ne 20 (10x2) y NPOMDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCS MNPy
6nictepax y kopobLii BYPOBHMLTBI rOTOBOTO JIiKapCbKOro 3acoby
130. | POCTANENT- TabneTkn, BKpUTI POTA®APM Benuka Biodhapma Inay TypeuunHa BHECEHHS 3MiH [0 peecTpauliiiHux maTepianis: 3a peyenmom UA/12944/01/04
POTA nNiBKOBOO NIMITEL BpuTtaHis CaH Be Tigx. A.LL. 3MiHu | TUNY - 3MiHW Y NpoLeci BUPO6HULTBA
060/10HKOI0, N0 4 Mr rOTOBOrO J1iKapCbKOro 3acoby, BK/IUaoum
Ne 20 (10x2) y NPOMDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCS MNPy
6nicTepax y Kopobui BYPOGHMLTBI rOTOBOTO J1iKApCbKOro 3acoby
131. | PO®PACT TabneTku, BKpUTI AypobiHgo IHAain Aypobingo ®apma IHAis BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a peyenmom UA/14580/01/01
NNiBKOBOIO dapma NITa NimiTeq — FOHIT VII 3MiHM | TUNY - BBEAEHHS abo 3MiHV A0
060/10HKO0, No 10 y3arasisHeHUX faHux Npo cucTemy
mr no 10 TabneTok y thapmakoHarnagy (BK/ovatoum KOHTaKTHi AaHi)
6nicTepi; no 3 Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chaiina
6nictepu B cuctemu chapmakoHarnagy
KapTOHHI/ Kopobui
132. | PO®ACT TabneTku, BKpUTI AypobiHao IHais Aypo6iHgo ®apma IHais BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/14580/01/02
nNiBKOBOIO dapmva /114 NimiTen — FOHIT VII 3MiHuM | TUNY - BBEAEHHA abo 3MiHu 0

060/10HKOI0, Mo 20
mr no 10 TabneTok y
6nictepi; no 3
6nictepv B

y3araslbHeHVX gaHux npo cuctemy
hapmakoHarnsagy (Bk/1rovatouy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHI MacTep-chalina
cucTeMun papmakoHarnsgy
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
KapTOHHI KopooLi
133. | CEPTPANIO®PT TabneTkn, BKPUTI ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YKpaina BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3a peyenmom UA/8406/01/01
100 o060n0HkKot, no 100 06MexeHo 06MexeHo 3MiHu | TUNY - 3MiHa po3mipy cepii (BkoYatun
mr Ne 30 (10x3) y BiANOBIAa/IbHI BiANOBIAA/LHICTIO AianasoH po3Mmipy cepii) roToBoro fikapcbKoro
6nictepax cTHo "apmaueBTnyHa 3acoby
"®apmaueBTn KOMNaHis
YHa KoMnaHisi "3p0pos'a"’,
"3popos'a” YkpaiHa;
ToBapucTBo 3
06MEXEHOI0
BiANOBiAA/IbHICTIO
"®APMEKC
FPYI", YkpaiHa
134. | CEPTPANIO®PT | TabneTku, BKPUTI ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a peyenmom UA/8406/01/02
25 060/10HKOI0, M0 25 06MeXeHo 06MeXeHo 3MiHu | TUNYy - 3MiHa po3mipy cepii (BktoUatoun
mr Ne 30 (10x3) y BiANOBIAaA/bHI BiANOBIAA/ILHICTIO Aiana3oH po3mipy cepii) roToBoro /ikapcbKoro
6nicTepax CTHO "®apmaueBTUYHa 3acoby
"®apmaueBTun KOMnaHis
YHa KoMnaHis "3p0pos'a”,
"3p0pos'a” YKpaiHa,;
ToBapucTso 3
06MEXEHO
BigNoBiAA/IbHICTIO
"®APMEKC
FPYI", YkpaiHa
135. | CEPTPANIO®PT | TabneTku, BKPUTI ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a peyenmom UA/8406/01/03
50 060/10HKO10, M0 50 06MeXeHo 06MEXEHO 3MiHK | TUNY - 3MiHa po3mipy cepii (BkoUatoun
mr Ne 30 (10x3) y BiANOBIAA/IbHI BiANOBIAA/LHICTIO AianasoH po3mipy cepii) roToBoro fikapcbKoro
6nicTepax CTHO "®apmaueBTUYHa 3acoby
"®apmaueBTun KOMNaHis
YHa KoMnaHisi "3p0pos'a"’,
"3p0pos'a” YKpaiHa,;
ToBapucTBo 3
06MEXEHOI
BigNoBiAa/IbHICTIO
"®APMEKC
FPYI", YkpaiHa
136. | CUBPI NMopoLUoK AN Hosapric LLiBeiuapis Brpo6HMLUTBO, LLiseiiuapisi/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a peyenmom UA/13192/01/01
BPU3XAWNNEP iHransujn, Teepai dapmva Al KOHTPO/b AKOCTI IcnaHis 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. BunyyeHHs

kancynu rno 50 mkr
Ne 12 (6x2), Ne 30
(6x5), Ne 90 (6x5)x3)
y 6nicTepax pasom 3
1 iHranssTopom

(3a BUHATKOM
BU3HAYEHHSA
MpoaykTis
posknagy 542-07
mMeToaom BEXKX-
MS, maca
BMCOKOAMCMEPCHN
X 4acTOK MeToA0M
imnakTopa Next

BMPOGHWYOI AinbHUL (BKNHOYAKUN AinbHAL ANS
A®I, npomiXHOro NpoayKTy abo rotoBoro
NiKapcbKoro 3acoby, AiNbHUL 4158 NPOBEAEHHS
nakyBaHHs, BUPOOHWKa, BigNoBifaIbHOMO 3a BUMYCK
cepili, MicLe NpoBefieHHs1 KOHTPOSIO cepii) abo
nocTavasibHvKa BUXIAHOrO MaTepiasny, peareHTy
ab0 [ONOMIKHOT PeyoBUHU (SKLLO 3a3HaYeHO y
[0CbE) (BUNYyYEHHS BUPOBHNYOT AinbHULI HoBapTic
dapwma LUTeliH Al, LLBeiiLapis BignosiganbHOT 3a
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
Generation, KOHTPO/b SIKOCTi (Maca BUCOKOAMCNEPCHMX YacTOK
OAHOPIJHICTb meTogom imnakTopa Next Generation, 04HOPIAHICTb
[ocTaBsieHol [03un [ocTas/ieHol fo3u meTogom BEXXX); 3miHu | Tuny -
meTogom BEXKX), 3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
BTOPVHHE BMPOGHMLTBI. 3amiHa abo BBeAEHHS A0AAaTKOBOI
nakyBaHHS1, BUMYCK AiNbHULI BUPOGHULTBA A4/18 YacTUHK abo BCbOro
cepii: BMPOGHMYOro NpoLiecy roToBOro MikapCbKoro
HosapTic ®apma 3aco6y (AinbHWLA 415 NEPBUHHOTO NaKyBaHHS)
LLTeiH AT, (BBEAEHHS [,0AATKOBOI AiNbHULI BUPOOHNLTBA -
LLiseiiuapis; HosapTic ®apmacbloTuka C. A., IcnaHist (KOHTPOsb
KoHTponb sikocTi AKOCTI 3a NokasHukamu: "Onmc BMicTy",
(3a BUHATKOM "O60M0HKa"; NepBNHHE Ta BTOPVMHHE MaKyBaHHS);
BU3HAYEHHS 3MiHu | TUNY - 3MiHK 3 siKOCTi. FOTOBWMIA NiKapPCbKUi
Mikpo6ionoriyHoi 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
4yncToTU TA iMnopTepa/3miHu, L0 CTOCYIOTLCA BUMYCKY cepii Ta
MpoaykTis KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
posknagy 542-07): (3amiHa abo gogaBaHHs AiNbHWLI, Ha AKil
dapmaHanituka 3[iICHIOETLCA KOHTPO/L/BUNPOBYBaHHSA cepil)
CA, Weeiiyapis; (BBEAEHHA A0AATKOBOI AiNbHULI BUPOGHMLTBA -
MepBuHHE Ta HoaprTic ®apmacbiotuka C. A., IcnaHis (KOHTposb
BTOPWHHE AKOCTI 3a NokasHukamu: "Onuc BMICTy",
nakyBaHHs: "O60/10HKa"; NepPBUHHE Ta BTOPUHHE NakyBaHHS);
Konadhapma AT, 3MmiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKAPCbKN
LLiBeiiuapis; 3aci6. 3MiHM y BUpobHULTBI. 3aMiHa ab0 BBEAEHHS
KoHTponb siKocTi [04aTKOBOI Aj/IbHUL BUPOBHULITBA /15 YACTUHU
(TiNbkn a60 BCbOro BUPOGHMYOro NpoL,ecy rotoBoro
BU3HAYEHHS nikapcbkoro 3acoby (AiNbHWLUA AN BTOPUHHOTO
MpoaykTis nakyBaHHs1) (BBeEeHHS [OAATKOBOI Ai/TIbHUL
posknagy 542-07 BMPOGHMLTBA - HoBapTic ®apmacbkiotuka C. A,
mMeTogom BEXKX- IcnaHisa (KOHTPONb AKOCTI 3a NoKasHWkamu: "Onuc
MS): BMIicTY", "O60/10HKA"; NePBHHE Ta BTOPUHHE
Consiac AT, nakyBaHHs); 3MiHu | Tuny - 3miHn 3 AKocTi. FoToBUIA
LLiBeiiuapis; nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHU Y
KoHTponb siKocTi npoueci BUPOGHULITBA FOTOBOTIO NiKapCbKoro
3a noKasHvKamu: 3ac006y, BK/1I0YAKUM NPOMDKHUIA NPOAYKT, L0
"Onuc BmicTy", 3aCTOCOBYETLCS MNPV BUPOBHMLTBI FOTOBOrO
"O60/10HKa"; nikapcbKoro 3acoby (He3HayHa 3MmiHa y npoLeci
nepBUHHE Ta BMPOOHMUTBA) (HE3HAYHA 3MiHa y MpoLeci
BTOPVHHE BMPO6HMUTBA /13 Ha eTani naKkyBaHHS y 3B'A3Ky 3
nakyBaHHS: BBEEeHHAM [0[aTKOBOI AiNbHULi BUPOOGHULTBA -
HosaprTic HosapTic ®apmacbioTuka C. A., IcnaHis)
dapmacboTmKa
C.A., IcnaHis
137. | CUHIYNAP® TabneTkn, BKPUTI Mepk LWapn i LLIBeliyapis BUPOBHMLTBO 3a Benvka BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3a peyenmom UA/10208/01/03
NNiBKOBOO Ooym lpea IHK. NOBHWM LMK/IOM: BputaHis/ 3MiHK |l TUNY - 3MiHW 0 IHCTPYKLUIT AN1A MeANYHOro
060/10HKO0, MO 10 Mepk Wapn i HigepnaHngm 3acTocyBaHHs y po3gin "MNobivHi peakuii”.
Mr o 14 Tabnetok y [oym Nimvitepg, BBeAeHHA 3MiH NPOTArom 3-x MicALiB nicns

6nictepi; no 2

Benuka bputaHis;

3aTBepAXEHHS
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
6nictepu B nepsBrHHa Ta
KapTOHHI KopoobLi BTOPVHHA
ynakoBka, [,03Bin
Ha BUMYCK cepii:
Mepk Wapn i
Joym B.B.,
Higepnanaun
138. | CUHIYNAP® TabneTkn XyBaslbHi Mepk LWapn i LLIBeliyapis BUPOBHMLTBO 3a Benvka BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a peyenmom UA/10208/01/01
no 4 mr no 14 [oym lgea IHK NOBHWM LMK/IOM: BputaHis/ 3MiHK | TUNY - 3MiHW [0 IHCTPYKLUIT AN1A MeANYHOro
Tabnetok y 6nictepi; Mepk Wapn i HigepnaHngm 3acTocyBaHHs y po3gin "MNobivHi peakuii”.
no 2 6nictepu B [oym Nimvitepg, BBepeHHs 3MiH npoTsirom 3-x micsliB nicna
KapTOHHIlA KopooLi Benuvka bputaHis; 3aTBepAKEeHHs
nepBuHHa Ta
BTOPVHHA
ynakoBka, [,03Bin
Ha BUMYCK cepii:
Mepk LWapn i
Joym B.B.,
HigepnaHngm
139. | CUHIYNAP® TabneTkv XxyBasbHi Mepk Wapn i LLiBefiuapis BVMPOGHMLTBO 3a Benwvka BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a peyenmom UA/10208/01/02
no 5 mr no 14 [oym lgea IHK NOBHUM LK/IOM: BpuTaHis/ 3MiHK |l TUNY - 3MiHW [0 IHCTPYKLUIT AN1A MeAUYHOro
Tabnetok y 6nictepi; Mepk Wapn i HigepnaHgm 3acTocyBaHHs y po3gin "MNobiyHi peakuii”.
no 2 6nictepu B Doym Nimites, BBegeHHA 3MiH npoTArom 3-x micsAuiB nicns
KapTOHHilA KopooLi Benuka bputaHis; 3aTBepAKEHHS
nepBuHHA Ta
BTOPVHHA
ynakoBka, 4,03Bin
Ha BUMYCK Cepii:
Mepk Wapn i
Joym B.B.,
HigepnaHngm
140. | CNPErA/lb aepo3o/b AN Na6opaTtopii dpaHLis AEPO®APM ®paHuis BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 peyenma UA/6844/01/01
30BHILUHLOIO Owmera ®apma 3MiHM | TUNY - 3MiHa YNOBHOBaXXEHOT 0cobM,
3acTOoCyBaHHA no PpaHc BIANOBIAA/ILHOI 3a 34iiCHEHHSA hapmakoHarnsgy Ta
152 r y 6anoHax 3 3MiHM Y PO3MilLEHHI MacTep-thaiiia cuctemu
posnuntoBayem Ne 1 dhapmakoHarnsgy - 3miHa agpecu po3milLleHHs
MacTep-canna
141. | CTPENTOUMA NiHiMeHT 5% no 301 MAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 peyenma UA/4611/01/01
y Ty6i; no 1 1y6i y "Ny6Huhapm" "ly6HUhapm" 3MiHu | TUny - 3MiHa y MeToAax BUnpobyBaHHSA

nadui 3 KapToHy

rOTOBOrO /1iKapCbKOro 3acoby (iHLi 3MiHW Y
mMeToAax BUNpo6yBaHb (BKIOYa4M 3aMiHy abo
[OMNOBHEHHS)) - 3MiHA O METOAMNKM T.
"Mikpob6ionoriyHa umctoTta" y 38 53Ky 3
npuBeAeHHAM A0 BuMor AdY; 3miHu | Tuny - 3miHa
y MeTogax BUnNpobyBaHHSA roToBOro NikapCbKoro
3ac00y (He3HayHa 3MiHa y 3aTBEpAKEHNX MeTodax
BMMNPO6YBaHHSA) - He3Ha4Ha 3MiHa [0 p. "KinbkicHe
BM3HAYEHHA" 3MiHM B PO3paxyHKOoBili dhopmyrni;
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
3MiHKM | TUNY - 3MiHa y TepMiHax npuaaTHocTi abo
ymoBax 36epiraHHs roTOBOr0 NiKapCbKoro 3acoby -
3MiHM 00 p." YMOBM 36epiraHHa"
142. | CTPODAHTUH- | po3uunH A5 iH'EKLN, TOB YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/0079/01/01
r 0,25 mr/mn no 1 mn "[ocnigHnii BMPOOHMLTBA, 3MiHM | TUNY - 3MiHa YNOBHOBaXXEHOT 0Co6M,
B amnynax Ne 10 y 3aBof, KOHTPO/b SIKOCTI, BiANOBIAa/IbHOI 3a 3AiiCHEHHSA hapMakoHarnsay
nauuj; Ne 5 (5x1), Ne "rHunc" Bunyck cepii: TOB (BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHn y
10 (5x2), Ne 10 "[locnigHuii 3aBog po3MilLeHHI MacTep-haiina cuctemm
(10x1) y 6nictepax y "rTHUICY, hapmakoHarnsgy
nauuj YkpaiHa; BCi cTag,i
BMPOOHMLTBA,
KOHTPO/b IKOCTI,
Bunyck cepii: TOB
"®apmaueBTuyHa
KOMNaHis
"3p0pos'a”,
YkpaiHa
143. | CYMAMEA® TabneTku, BKPUTI TeBa I3painb MNIBA XpBaTcka Xopsaris BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a peyenmom UA/2396/02/02
N1iBKOBOIO dapmaveBTika 4.0.0. 3MiHV | TUNY - BBEAEHHA abo 3MiHW A0
060/10HKO0, N0 500 N lHpacTpis y3arasibHeHNX JaHnx npo cucTemy
Mr o 2 a6o no 3 nra. hapmakoHarnsgy (Bk/rovatoum KOHTaKTHI AaHi)
Tabnetkn y 6nictepi; Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chalina
no 1 6nictepy y cvucTeMun dpapmakoHarnsagy
KapTOHHI KOopoo6Li
144. | CYMAMEA® Kancynu no 250 mr TeBa I3painb MNIBA XpBaTcka Xopsaris BHECEHHS 3MiH 4,0 peecTpavliiHux martepianis: 3a peyenmom UA/2396/03/01
no 6 kancyny dapmavueBTika 4.0.0. 3MiHM | TUNY - BBEAEHHS abo 3MiHV A0
6nictepi; no 1 n lHpacTpi3 y3arajlbHeHUX AaHux npo cuctemy
6nictepy B nra. thapmakoHarnagy (BKovatoum KOHTaKTHi AaHi)
KapTOHHIA Kopoo6Li Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
cucTeMmn dhapmakoHarisay
145. | CYMAMEA® TabneTkn, BKPUTI TeBa I3painb MNIBA XpBaTcka Xopsaris BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a peyenmom UA/2396/02/01
nniBKOBOKO PapmaLeBTika 0.0.0. 3MiHM | TUNY - BBEAEHHS abo 3MiHM A0
060/10HKOI0, N0 125 N lHpacTpi3 y3arasibHeHux gaHux npo cucrtemy
Mr no 6 TabneTok y nra. thapmakoHarnagy (BKovatoum KOHTaKTHi AaHi)
6nicTepi; no 1 Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chaiina
6nictepy y cuctemu chapmakoHarnagy
KapTOHHI/ Kopobui
146. | CYMAMEA® NopoLUoK AN TOB "TeBa" Pociiicbka MNIBA XpBaTcka Xopsaris BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a peyernmom UA/15660/01/01
OpasibHOT cycneHsii depepauis [.0.0. 3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBMIA NiKapPCbKUi

3i CMakoM NosiyHuLj,
100 mr/5 mn no 20
M (400 mr) y
onakoHax Ne 1

3aci6. Onuc Ta cknag,. 3miHa y cknagi (4OMOMIKHNX
peyoBMHax) roTOBOrO Jlikapcbkoro 3acoby (CMakoBi
[o6aBkun abo 6apBHUKYM) - lofaBaHHS, BUNYYEHHS
abo 3amiHa (goAaHHsI CMaKoBOI f06aBkM [0
IHCTpYKLUii y po3ainu: "Cknag" (LLoAo AONOMDKHUX
peyosuH), "fikapcbka dopma” (oo gisnko-
XiMiYHMX BnactmBocTell) (TepmiH BBeAEHHS 3MiH
NPOTArom 3-X MICALIB NiC/A 3aTBEPAKEHHS)
CynyTHS 3MiHa - 3MiHK WoAo
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1

6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy (iHwi
3MiHW) - K HACNIAOK, BHECTU 3MiHW LWOAO TEKCTY
MapKyBaHHS! yNakoBKU fikapcbkoro 3acoby (TepmiH
BBEJEHHS 3MiH NPOTAroM 3-X MicAuiB nicas
3aTBEPMKEHHS); 3MiHM | TUNY - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa y meToaax
BMNPOOGYBaHHSI FOTOBOTO JIiKApCbKOro 3acoby (iHLwi
3MiHM Yy MeTogax BUNpobyBaHb (BK/IHOYAKUN 3aMiHy
ab0 [A0NOBHEHHS) (MoandikaLis
XpomartorpagiyHoro MeTo4y KOHTPOsI0 4151 TecTy
«JOMILLKM»); 3MiHW | TUNY - 3MiHX 3 AKOCTI.
[OTOBWIA Nikapcbkmii 3aci6. KOHTposIb rOTOBOroO
nikapcbkoro 3acoby. 3miHa y meTogax
BMMNPO6YBaHHA rOTOBOr0 MiKapcbKoro 3acoby (iHLi
3MiHM y MeToAax BUNpobyBaHb (BKIHOYaOUM 3amiHy
ab0o gonoBHeHHs) (Moandikauis
XpomaTorpadivyHoro MeTofy KOHTPO/I0 A1 TecTy
«PO3UMHEHHS»); 3MiHM | TUNY - 3MIHW 3 AKOCTI.
[oTOBUIA Nikapcbkuii 3aci6. KOHTPOIb FOTOBOTO
nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPOGYBaHHS rOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHM Yy MeTogax BUNpobyBaHb (BK/IH0HYAKOUN 3aMiHy
ab0 foNOBHEHHS) (Moandikauist
XpomatorpadiyHoro MeToAy KOHTPOO ANs TecTiB
«lgeHTundikauis», «KinbkicHe BU3HAUYEHHS»,
«OHOPIAHICTb BMICTY B rOTOBI1 OpabHiii
cycneHsii»); 3miHu | Tuny - 3MiHW 3 AKocTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynoptoBasibHWiA 3aci6. 3miHa po3mipy
yNakoBKM rOTOBOTO JliKapCbKOro 3aco6y (iHLWi 3MiHW)
(mopatkoBa 3i cMakoM NonyHuui); 3miHu | Tuny -
3MiHY 3 gKocTi. MeanyHi npucTpoi. 3miHa
NpUCTPOIB A/151 BUMIPIOBaHHS 031 ab0 BBEAEHHS
nikapcbKoro 3acoby (fogaBaHHSA abo 3amiHa
NPVCTPOLO, AKWIA HE € HEBI'EMHOIO YaCTUHO
NepBUHHOT ynakoBku) - MpucTpiid, siknii mae CE-
MapKyBaHHs (415 npenapaTy 3 HOBUM CMakoMm
BMPOGHWK Haxae [40AaTKOBO 3apeecTpyBaTyi MipHi
NOXKV HOBUX chopmM. Matepian i cneyndikalis
NIOXOK 3a/MLIatoTbest 6e3 3MiH); 3miHu | Tuny -
3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnaay (iHwi 3MiHn) (3MiHW A0 IHCTPYKLT
y po3ginu: "Cknaa" (wo40 AONOMiIXXHUX PEYOBUH),
"Nikapcbka chopma” (LLoA0 ti3NKO-XIMIYHNX
BnacTmBocTeit), "Cnocib 3acTocyBaHHs Ta f03mn"
(peparyBaHHs po3giny y 3B"A3Ky i3
3anpoBampKeHHAM OAHOCTOPOHHbLOI MipHOT
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Ne
n/n

Hassa
JliKapcbK020
3acoby

®opma sunycky

3asasHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo2o
nocsioYeHHs1

NOXEYUKW, a TaKoX 3a3HaueHHs [03u npenapary
[04aTKOBO B MiNiniTpax rotosoi cycnexsii) (TepmiH
BBEEHHSA 3MiH NpoTAroM 3-x MicsAuiB nicns
3aTBEPKEHHS)

147.

CYMAMEZ®

MOPOLLIOK A5
OpasIbHOT CyCneHsil,
100 mr/5 mn no 20
M (400 mr) y
hnakoHax Ne 1

TOB "TeBa"

Pocilicbka
Pepepauis

MNIBA XpBaTcka
4.0.0.

Xopsaris

BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis:
3MmiHu | TUNY - 3MiHKM Woa0 6e3nekn/ed)eKTUBHOCTI
Ta dpapmakoHarnagy (iHwi 3amiHn) (3miHn o
IHCTPYKLiT y po3ginu: "Cknag" (LLo4o A0NOMDKHUX
peyoBuH), "Nlikapcbka chopma” (LLoA0 i3unko-
XiMiYHKX BnacTmBocTeit), "Cnocib 3acTocyBaHHsA Ta
[o3un" (pegaryBaHHs po3giny y 3B"s3Ky i3
3anpoBapKeHHSIM 04HOCTOPOHHBLOI MipHOT
NOXEYKW, a TaKoX 3a3HaYeHHs [03M npenapary
[04aTKOBO B MifliNiTpax rotoBoi cycneHsii) (TepmiH
BBEJEHHS 3MiH NpoTAroM 3-x MicsuiB nicns
3aTBEPAKEHHS)

3a peyenmom

UA/4612/01/01

148.

CYMAMEZ®
®OPTE

MOPOLLIOK A5
OpasibHOT cycneHsii
3i cMakoM GaHaHy,
200 wmr/5 mn no 15
M (600 mr) y
donakoHax Ne 1

TOB "TeBa"

Pacilicbka
Pepepauis

MNIBA XpBartcka
A.0.0.

XopBartis

BHECEHHS 3MiH [0 peecTpaljiiiHux maTepianis:
3MmiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBWMIA NiKapPCbKUi
3aci6. Onuc Ta cknag. 3miHa y cknagi (40noMiKHUX
peyoBMHax) roToOBOrO Jlikapcbkoro 3acoby (CmMakoBi
nob6asku abo 6apBHUKK) - [lofaBaHHSA, BUTYYEHHS

a60 3amiHa (gofaHHA cMakoBOT f06aBku. A0
iHCTpYKLUii y po3ginu: "Cknag" (oo AoNOMDKHUX
peyoBuH), "Nlikapcbka chopma” (LLLoa0 di3unko-
XiMiYHUX BnacTueocTel) (TepMiH BBEAEHHS 3MiH
NpoTArom 3-x MiCALIB MiC/1A 3aTBEPKEHHS)
CynyTHA 3MiHa - 3MiHU LWoa0
6e3nekn/edhekTMBHOCTI Ta thapmakoHarnsagy (iHwi
3MiHW) - SIK HACNIAOK, BHECTM 3MiHW LLIOAO TEKCTY
MapKyBaHHS YNakoBKM JliKapCbKoro 3acoby (TepMiH
BBEEHHS 3MiH NPOTAroM 3-X MicsLiB nicns
3aTBEPKEHHS); 3MiHM | TUNY - 3MiHM 3 AKOCTI.
[OTOBWIA Nikapcbkmii 3aci6. KOHTposib roToBOro
nikapcbKoro 3acoby. 3miHa y metofax
BMMNPOGYBaHHA rOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHM Y MeToAax BUnpobyBaHb (BKIHOYaUK 3amiHy
ab0 fonoBHEHHS) (MoaudikaLis
XpomaTorpadivyHoro MeTofy KOHTPOI0 AN1A TeCTy
«JOMILLKM»); 3MiHU | TUNY - 3MiHX 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. KOHTPosIb rOTOBOrO
nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPO6YBaHHA rOTOBOrO NiKapcbKoro 3acoby (iHLi
3MiHM Y MeTogax BUNpobyBaHb (BK/IHOYAKUN 3aMiHy
ab60 fonoBHEHHS) (Moandikauis
XpomaTorpadivyHoro MeTofy KOHTPO0 AN1s TecTy
«P03UnHEHHNA»); 3MiHK | TUNY - 3MiHK 3 AKOCTI.
["oTOBWIA Nikapcbkumii 3aci6. KOHTpob roToBoro
nikapcbKoro 3acoby. 3miHa y MeTofax

3a peyernmom

UA/15661/01/01
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Ne
n/n

Hassa
JliKapcbK020
3acoby

®opma sunycky

3asasHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo2o
nocsioYeHHs1

BMNPOBYBaHHS rOTOBOrO NikapCbKOro 3acoby (iHLwi
3MiHM Yy MeTogax BUNpobyBaHb (BK/IH0HAKUN 3aMiHy
ab0o foNOBHEHHS) (Moandikauis
XpomatorpadiyHoro MeToAy KOHTPOO ANs TecTiB
«lgeHTndikauis», «KinbkicHe BU3HAUYEHHS»,
«OAHOPIAHICTb BMICTY B rOTOBI1 OpasbHiii
cycneHsii»); 3miHu | Tuny - 3miHW 3 AKocTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynoptoBasibHWiA 3aci6. 3miHa po3mipy
yNakoBKM rOTOBOTO JliKapCbKOro 3aco6y (iHLWi 3MiHW)
(noaaTkoBa 3i cMakom 6aHaHy); 3MiHu | Tuny -
3MiHY 3 gKocTi. MeanyHi npucTpoi. 3miHa
NpUCTPOIB A4/15 BUMIPIOBaHHS 031 ab0 BBEAEHHS
nikapcbKoro 3acoby (fogasaHHA abo 3amiHa
NPVCTPOLO, AKWI HE € HEBI'EMHOID YaCTVHO
NepBUHHOT ynakoBku) - MpucTpiid, siknii mae CE-
MapKyBaHHs (415 npenapaTy 3 HOBUM CMakoMm
BMPOGHWK 6axae [40AaTKOBO 3apeecTpyBaTyi MipHi
NOXKV HOBUX chopmM. Matepian i cneyndikais
NIOXOK 3a/IMLIatoTbes 6e3 3MiH); 3miHu | Tuny -
3MiHM Wwopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnaay (iHwi 3MiHn) (3MiHW A0 IHCTPYKL,T
y po3ginu: "Cknaa" (WoA0 AONOMiIXXHUX PEYOBUH),
"Nikapcbka chopma” (LLoA0 di3NKO-XIMIYHNX
BnacTmBocTeit), "Cnocib 3acTocyBaHHs Ta f03mn"
(peparyBaHHs po3giny y 3B'A3KY i3
3anpoBapKeHHSIM 04HOCTOPOHHBLOI MipHOT
NOXEYUKW, a TaKoX 3a3HaueHHs [03u npenapary
[04aTKOBO B MiNiniTpax rotosoi cycnexsii) (TepmiH
BBEEHHSA 3MiH NpoTAroM 3-x MicsAuiB nicns
3aTBEPKEHHS)

149.

CYMAMEZ®
®OPTE

MOPOLLIOK A5
OpasIbHOT cycneHsii
3i CMakoM MasIMHn
200 wmr/5 mn 37,5 mn
(1500 mr) y
onakoHax Ne 1

TOB "TeBa"

Pocilicbka
Pepepauis

MNIBA XpBaTcka
4.0.0.

Xopsaris

BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis:
3MmiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBWMIA NiKapCbKNi
3aci6. Onuc Ta cknag. 3miHa y cknagi (40MoMKHUX
peyoBUHAX) rOTOBOrO NiKapCbKOro 3acoby (CMakoBi
[06aBku abo 6apBHYKYM) - [loAaBaHHS, BUTYYEHHS
a60 3amiHa (gofaHHA cMakoBOT fo6aBku. A0
IHCTPYKLiT y po3ginu: "Cknag" (LLo4o AOMOMDKHUX
peyoBuH), "Nlikapcbka chopma” (LLoA0 di3unko-
XiMiYHUX BnacTueocTel) (TepmiH BBEAEHHS 3MiH
NPOTArom 3-X MicsLiB NiC/1A 3aTBEPAKEHHS)
CynyTHA 3MiHa - 3MiHU LWoa0
6e3nekn/edhekTMBHOCTI Ta thapmakoHarnsagy (iHLwi
3MiHK) - SIK HACNIAOK, BHECTW 3MiHW LWOAO TEKCTY
MapKyBaHHS! yNakoBKU fikapcbkoro 3acoby (TepmiH
BBE/IEHHS 3MiH NPoTAroM 3-x MicsLiB nicns
3aTBEPKEHHS); 3MiHU | TUMy - 3MiHM 3 SKOCTI.
[oTOBWIA NikapcbKuii 3aci6. KOHTPO/1b rOTOBOr0

3a peyenmom

UA/15662/01/01
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Ne
n/n

Hassa
JliKapcbK020
3acoby

®opma sunycky

3asasHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo2o
nocsioYeHHs1

nikapcbKoro 3acoby. 3miHa y meToax
BMNPOOGYBaHHSI FTOTOBOTO /IiKApPCbKOro 3acoby (iHLwi
3MiHM Yy MeTogax BUNpobyBaHb (BK/IHOYAKUN 3aMiHy
ab0 [A0NOBHEHHS) (MoandikaLis
XpomartorpagiyHoro MeTo4y KOHTPOsI A5 TecTy
«JOMILLKM»); 3MiHW | TUNY - 3MiHX 3 AKOCTI.
[OTOBWIA Nikapcbkmii 3aci6. KOHTposib rOTOBOrO
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPO6YBaHHA rOTOBOr0 MiKapcbKoro 3acoby (iHLwi
3MiHM y MeToAax BUnpobyBaHb (BKIHOUYaOUM 3amiHy
ab0o gonoBHeHHs) (Moandikauis
XpomaTorpadiyHoro MeTofy KOHTPO/I0 A1 TecTy
«PO3UnHEHHS»); 3MiHM | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPOsIb FOTOBOMO
nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPOGYBaHHS rOTOBOrO NikapCbKOro 3acoby (iHLwi
3MiHM Yy MeTogax BUNpobyBaHb (BK/II0HAKUN 3aMiHy
ab0 foNOBHEHHS) (Moandikauist
XpomatorpadiyHoro MeToAy KOHTPOO ANs TecTiB
«lgeHTundikauis», «KinbkicHe BU3HAUYEHHS»,
«OAHOPIAHICTb BMICTY B rOTOBI1 OpasbHiii
cycneHsii»); 3miHu | Tuny - 3MiHW 3 AKocTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWiA 3aci6. 3miHa po3mipy
yNakoBKM rOTOBOTO JliKapCbKOro 3aco6y (iHLWi 3MiHW)
(aofaTkoBa 3i CMakom MasiMHW); 3miHu | Tuny -
3MiHY 3 gKocTi. MeanyHi npucTpoi. 3miHa
NpUCTPOIB A4/15 BUMIPIOBaHHS 031 ab0 BBEAEHHS
nikapcbKoro 3acoby (fogaBaHHSA abo 3amiHa
NPVCTPOLO, AKWI HE € HEBI'EMHOID YaCTUHO
NepBUHHOT ynakoBku) - MpucTpiid, siknii mae CE-
MapKyBaHHs (415 npenapaTy 3 HOBUM CMakoM
BMPOGHMK Haxkae [40AaTKOBO 3apeecTpyBaTyl MipHi
NOXKV HOBUX chopmM. Matepian i cneyndikais
NIOXOK 3a/IMLIatoTbest 6e3 3MiH); 3miHu | Tuny -
3MiHM Wwopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnaay (iHwi 3MiHn) (3MiHW A0 IHCTPYKL,T
y po3ginu: "Cknaa" (o40 AONOMiIXKHUX PEYOBUH),
"Nikapcbka chopma” (LLLoA0 ti3NKO-XIMIYHNX
BnacTmBocTeit), "Cnocib 3acTocyBaHHs Ta f03mn"
(peparyBaHHs po3giny y 3B'A3Ky i3
3anpoBapKeHHSIM 04HOCTOPOHHBLOI MipHOT
NOXEUKW, a TaKoX 3a3HaYeHHs [03u npenapary
[04aTKOBO B MininiTpax rotosoi cycnexsii) (TepmiH
BBEEHHSA 3MiH NpoTAroM 3-x MicsAuiB nicns
3aTBEPAKEHHS)

150.

CYMAMEZ®
®OPTE

NMOpPOLUOK AN1s
OopasibHOI cycneHaii

TOB "TeBa"

Pociiicbka
depnepauis

MNIBA XpBaTcka
4.0.0.

Xopgaris

BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis:
3MiHM | TMNY - 3MiHK 3 AKOCTI. [O0TOBWUIA NiKapCcbkui

3a peyenmom

UA/15663/01/01
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1

3i CMakoM MosyHuL,
200 wmr/5 mn no 30
M (1200 mr) y
hnakoHax Ne 1

3aci6. Onuc Ta cknag. 3miHa y cknagi (4ONOMDKHUX
peyoBUHAX) rOTOBOrO NiKapCbKoro 3acoby (CMakoBi
[06aBkun abo 6apBHYKY) - [loAaBaHHS, BUTYYEHHS
a60 3amiHa (gofaHHA cMakoBOT fo6aBku. [0
iHCTPYKLii y po3ginu: "Cknag" (LLoAo A0NOMDKHUX
peyoBuH), "Jlikapcbka hopma” (LLLoA0 ti3nko-
XiMi4HMX BacTmBocTeid) (TepMiH BBEAEHHS 3MiH
nNpoTArom 3-x MiCALIB MiCNA 3aTBEPIKEHHS)
CynyTHA 3MiHa - 3MiHU Woa0
6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy (iHwi
3MiHW) - K HACNIAOK, BHECTU 3MiHW LWOAO TEKCTY
MapKyBaHHS! yNakoBKU fikapcbkoro 3acoby (TepmiH
BBEEHHS 3MiH NpOTAroM 3-x MicsLiB nicns
3aTBEPMKEHHS); 3MiHM | TUNY - 3MiHM 3 AKOCTI.
["oTOBWIA Nikapcbkmii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa y meToax
BMNPOOGYBaHHSI TOTOBOTO /1iKApCbKOro 3acoby (iHLwi
3MiHM Yy MeTogax BUNpobyBaHb (BK/IHOHYAKUN 3aMiHy
ab0 [A0NOBHEHHS) (MoandikaLis
XpomartorpagiyHoro MeTo4y KOHTPOsIO A5 TecTy
«JOMILLKM»); 3MiHW | TUNY - 3MiHX 3 AKOCTI.
[OTOBWIA Nikapcbkmii 3aci6. KOHTposib roTOBOroO
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPO6YBaHHA rOTOBOr0 MiKapcbKoro 3acoby (iHLwi
3MiHM Y MeToAax BUnpobyBaHb (BKIHOYaOUM 3amiHy
ab0o gonoBHeHHs) (Moandikauis
XpomaTorpadiyHoro MeTofy KOHTPO/I0 A1 TecTy
«PO3UMHEHHS»); 3MiHM | TUNY - 3MIHW 3 AKOCTI.
[oTOBWMIA NikapcbkuMii 3aci6. KOHTPO/Ib FOTOBOMO
nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPOGYBaHHS rOTOBOrO NikapCbKoro 3acoby (iHLwi
3MiHM Yy MeTogax BUNpobyBaHb (BK/IH0HYAKOUN 3aMiHy
ab0 foNOBHEHHS) (Moandikauist
XpomatorpadiyHoro MeToAy KOHTPOO ANs TecTiB
«lgeHTundikauis», «KinbkicHe BU3HAUYEHHS»,
«OAHOPIAHICTb BMICTY B rOTOBI1 OpasbHiii
cycneHsii»); 3miHu | Tuny - 3miHW 3 AKocTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynoptoBasibHWiA 3aci6. 3miHa po3mipy
yNakoBKM rOTOBOTO JliKapCbKOro 3aco6y (iHLWi 3MiHW)
(mopatkoBa 3i cMakoM NonyHuui); 3miHu | Tuny -
3MiHY 3 gKocTi. MeanyHi npucTpoi. 3miHa
NpUCTPOIB A4/15 BUMIPIOBaHHS 031 ab0 BBEAEHHS
nikapcbKoro 3acoby (fogaBaHHSA abo 3amiHa
NPVCTPOLO, AKWIA HE € HEBI'EMHOIO YaCTUHO
NepBUHHOT ynakoBku) - MpucTpiid, siknii mae CE-
MapKyBaHHSs (415 npenapaTy 3 HOBUM CMakoMm
BMPOGHMK 6axae 10AaTKOBO 3apeeCcTpyBaTyi MipHi




127

Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
NOXKV HOBUX chopmM. Matepian i cneyndikais
NIOXOK 3a/IMLIatoTbest 6e3 3MiH); 3miHu | Tuny -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnaay (iHwi 3MiHn) (3MiHW A0 IHCTPYKL,T
y po3ginu: "Cknaa" (wo40 AONOMiIXKHUX PEYOBUH),
"Nikapcbka chopma” (LLoA0 di3NKO-XIMIYHNX
BnacTmBocTeit), "Cnoci6 3acTocyBaHHs Ta f03mn"
(peparyBaHHs po3giny y 3B'A3KY i3
3anpoBapKeHHSIM 04HOCTOPOHHBLOI MipHOT
NOXEUKW, a TaKoX 3a3HaYeHHs [03u npenapary
[04aTKOBO B MiNiniTpax rotosoi cycnexsii) (TepmiH
BBEEHHSA 3MiH NpoTAroM 3-x MicsAuiB nicns
3aTBEPKEHHS)
151. | CYMAMEA® NMopoLIOK ANs TOB "TeBa" Pociiicbka MNIBA XpBaTcka Xopsaris BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3a peyenmom UA/4170/01/01
POPTE Opa/IbHOT CyCneHsil, Pepepauis 4.0.0. 3MmiHu | TUNY - 3MiHK Woa0 6e3nekn/edeKTUBHOCTI
200 mr/5 mn no 15 Ta thapmakoHarnagy (iHwi 3miHu) (3mMiHK g0
mn (600 mr), abo no IHCTPYKUii y po3ginu: "Cknag" (LLo4o AONOMDKHMX
30 mn (1200 wmr), peyoBuH), "Nlikapcbka chopma” (LLLoa0 ti3unko-
abo no 37,5 mn XiMiYHKX BnacTmBocTeit), "Cnocib 3acTocyBaHHsA Ta
(1500 mr) y [o3n" (pegaryBaHHs po3gisy y 3B'A3Ky i3
hnakoHax Ne 1 3anpoBapKeHHSIM 04HOCTOPOHHBLOI MipHOT
NIOXEYKW, a TaKoX 3a3HaYeHHs [03M npenapary
[04aTKOBO B MifliNiTpax rotoBoi cycneHsii) (TepmiH
BBEJEHHS 3MiH NpoTAroM 3-x MicsuiB nicns
3aTBEPAKEHHS)
152. | TOPACEMIA- Tabnetkv no 5 Mr no MniBA XopBaTis MNIBA XpBatcka XopBartis BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a peyenmom UA/10754/01/01
TEBA 10 TabneTok y XpBarcka 4.0.0. 3MiHuM | TUNY - 3MiHa y MeTogax BunpobyBaHHA Ad|
6nictepi; no 2 [.0.0. abo BuUXigHoro martepiany/npoMiKHOro
6nictepn y NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
KapTOHHI Kopo6Lyj; npoueci Bupo6HuLTBa APl — 3MiHa B aHaNiTUYHii
no 10 TabneTtok y MeToAuLj 3a NOKa3HUKOM «Po3mip yacTok», a came
6nicTepi; no 3 3miHa mogeni npunagy. MpuHumn metogy (nasepHa
6nictepu y Ondopakuis) He 3mMiHMBCA
KapTOHHI KOpo6Li
153. | TOPACEMIA- Tabnetkv no 10 mr MNiBA XopBarTis MNIBA XpBatcka XopBartis BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a peyenmom UA/10754/01/02
TEBA no 10 TabneTtok y XpBarcka 4.0.0. 3MiHM | TUNY - 3MiHa y MeTogax BunpobyBaHHA Ad|
6nictepi; no 2 [.0.0. abo BuUXigHoOro martepiany/npoMikKHOro
6nictepn y NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
KapTOHHI Kopo6Lyj; npoueci Bupo6HuLTBa APl — 3MiHa B aHaNiTUYHii
no 10 TabneTtok y MeToamLj 3a NoKa3HUKOM «Po3mip yacTok», a came
6nicTepi; no 3 3miHa mogeni npunagy. MpuHumn meTogy (nasepHa
6nictepu y andopakuist) He 3MiHMBCSA
KapTOHHI/ Kopobui
154. | PI3IOHIN 40 3 pO34uH Ans BakcTep IpnaHgis Bakctep Xenckea IpnaHgis BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a peyenmom UA/14968/01/01
rMHOKO3010 nepuToHEeas1bHOro Xenckea C.A. C.A. 3MiHuM | TUNY - BBEAEHHA abo 3MiHu 0
1,36 % dianisyno2ny y3araJibHeHUX AaHUX Npo cuctemy
[ABOKamepHoMy hapmakoHarnsagy (Bk/1rovatouy KOHTaKTHI AaHi)

Milwky (Mana kamepa

Ta/abo 3MiHM Y po3MiLLEeHHI MacTep-chalina
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1

- 725 MN po3yunHy A;
Befvka kamepa -
1275 mn po3unHy
B), o6nagHaHomy
iH'EKLiiHMM MOpTOM
Ta 3'egHyBavem,
BKNafeHoMy B
iHAVBIgyanbHWi
nakert; no 5
KOMMNEKTIB Y
Kopobui; no2ny
[BOKamepHoMmy
MiLwKy (Mana kamepa
- 725 MN po3yunHy A;
Be/flviKa Kamepa -
1275 Mn po3ynHy
B), o6nagHaHomy
iH'EKLiiHMM MOPTOM,
3 iHTerpoBaHunmM 3a
[0MOMOror ABOoxX
marictpaneii Ta’Y —
3'efHyBava
MOPOXHIM MiLLIKOM
415 ApeHaxy,
BKNafieHNX B
iHAVBIgyanbHWi
naket; no 5
KOMMNEKTIB Y
Kopobui; no2,5ny
[BOKamepHoMmy
MiLwKy (Mana kamepa
- 906 Mn po34unHy A;
Be/IviKa Kamepa -
1594 mn po3ynHy
B), o6nagHaHomy
iH'EKLiiHMM MOPTOM
3 [HTerpoBaHunmM 3a
[0MOMOror ABOX
marictpaneii Ta’Y —
3'efHyBava
MOPOXHIM MiLLIKOM
415 ApeHaxy,
BKNafeHNX B
iHAVBIgyanbHWi
naker; no 4
KOMMNEKTU y
Kopobui; no5ny
[BOKamepHomy

cucTemMu chapmakoHarnsgy
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Ne
n/n

Hassa
JliKapcbK020
3acoby

®opma sunycky

3asasHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo2o
nocsioYeHHs1

MiLwKy (Mana kamepa
- 1812 M po3unHy
A; BenviKa kamepa -
3188 mn po3unHy
B), o6nagHaHomy
iH'EKLiiHMM MOPTOM
Ta 3'egHyBayem,
BKNafeHOMY B
iHAVBIAyanbHWi
naker; no 2
KOMMNEKTN y
Kopobui

155.

®I3IOHIT 40 3
rNIOKO3010
2,27 %

po3unH Ans
NepuToHeasIbHOro
dianisyno2ny
[BOKaMepHomy
MilWwKy (Masia kamepa
- 725 MN po3yunHy A;
BefIvKa Kamepa -
1275 Mn po3ynHy

B), o6nagHaHoMy
iH'eKUiiHMM NopTOoM
Ta 3'eAHyBayvem,
BK/afeHoMy B
iHamMBIAYyanbHUI
naket; no 5
KOMMNEKTIB Y
Kopobui; no2ny
[BOKaMepHoMy
MiLwKy (Mana kamepa
- 725 MN po3UnHY A,
Be/iMka kamepa -
1275 Mn po3ynHy

B), o6nagHaHomy
iH'EKLiAHAM NOpTOM,
3 iHTErpoBaHUM 3a
[0MOMOroK ABOX
marictpanei taY —
3'efHyBava
MOPOXHIM MiLLIKOM
ANs ApeHaxy,
BKafEHNX B
iHamMBIAYyanbHUI
naket; no 5
KOMMNEKTIB Y
Kopobui; no 2,5 ny
[BOKaMepHoMy
MiLLKY (Mana kamepa

Bakctep
Xenckea C.A.

Ipnangis

bakctep Xenckea
C.A.

IpnaHgis

BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis:
3MiHuM | TUNY - BBEAEHHA abo 3MiHM g0
y3arasibHeHUX faHnx Npo cucTemy
thapmakoHarnagy (BKovatoum KOHTaKTHi AaHi)
Ta/ab0 3MiHKN y PO3MilLLeHHI MacTep-thainna
cucTtemmn chapmakoHariagy

3a peyenmom

UA/14968/01/02
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Ne
n/n

Hassa
JliKapcbK020
3acoby

®opma sunycky

3asasHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo2o
nocsioYeHHs1

- 906 Mn po3uunHy A;
Befvka kamepa -
1594 mn po3unHy
B), o6nagHaHomy
iH'EKLiiHMM MOpTOM
3 iHTerpoBaHunM 3a
[0MOMOroK ABOX
marictpanei taY —
3'efHyBava
NMOPOXHIM MiLLKOM
ANs ApEHaxy,
BKNafEHNX B
iHAMBIoyanbHWiA
naket; no 4
KOMMNEKTU y
Kopobui; no5ny
[ABOKamepHomy
MilWwKy (Mana kamepa
- 1812 mMn po3umHy
A; Benuka kamepa -
3188 M1 po3unHYy
B), o6nagHaHomy
iH'EKLiiHMM MOpTOM
Ta 3'egHyBavem,
BKNafeHoMy B
iHAVBIgyanbHWi
naker; no 2
KOMMNEKTU y
Kopobui

156.

®I3IOHINT 40 3
rNIOKO3010
3,86 %

pO34MH Ans
nepuToHeasIbHoro
dianisayno2ny
[BOKaMepHoMy
MiLLKy (Mana Kamepa
- 725 MN po34yunHy A;
Befka kamepa -
1275 mn po3unHy
B), o6nagHaHomy
iH'EKLiiHMM MOPTOM
Ta 3'egHyBayem,
BKM1af,eHOMY B
iHAMBIAyanbHWiA
nakert; no 5
KOMMNJIEKTIB Y
Kopobui; no2 ny
[BOKaMepHoMy
MilWwKy (Masia kamepa
- 725 M po3uunHy A,

Bakctep
Xenckea C.A.

IpnaHgis

Bakctep Xenckea
C.A.

IpnaHgis

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHV | TUNY - BBEAEHHA abo 3MiHW A0
y3ara/ibHeHNX JaHnx nNpo cucTemy
hapmakoHarnsgy (Bk/1rovatouy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chalina
cuctemun hapmakoHarnagy

3a peyenmom

UA/14968/01/03
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Ne
n/n

Hassa
JliKapcbK020
3acoby

®opma sunycky

3asasHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo2o
nocsioYeHHs1

Be/MKa kamepa -
1275 mn po3unHy
B), o6nagHaHoMy
iH'EKLiiHMM MOpTOM,
3 iHTerposaHvm 3a
[10MOMOroH0 BOX
marictpaneii Ta’Y —
3'egHyBava
MOPOXHIM MiLLKOM
ANA ApeHaxy,
BKaJEHNX B
iHAVBIAyanbHWiA
nakert; no 5
KOMMNEKTIB y
Kopobui; no 2,5 ny
[BOKaMepHoMy
MiLLKy (Mana kamepa
- 906 M1 PO3UNHY A,
Be/MKa kamepa -
1594 mn po3ynHy
B), o6nagHaHoMy
iH'EKLiiHMM NOpTOM
3 iHTerposaHvm 3a
[10MOMOroH0 BOX
marictpaneii Ta’Y —
3'egHyBava
MOPOXHIM MiLLKOM
ANA ApeHaxy,
BKaJEHNX B
iHAVBIAyanbHWi
naker; no 4
KOMMNEKTN y
Kopobui; no5ny
[BOKaMepHoMy
MiLLKy (Mana kamepa
- 1812 M/ po3unHYy
A; Benvika kamepa -
3188 M1 po3unHy
B), o6nagHaHoMy
iH'EKLiiHMM NOpTOM
Ta 3'egHyBayem,
BK/1afleHoMy B
iHAMBIoyanbHWiA
naket; no 2
KOMNNEKTN y
Kopobui

157.

®IHNPOC

TabneTkn, BKPUTI
nniBKOBOKO

KPKA, 4.4.,
HoBo mecTo

CnoseHis

KPKA, a.4a., HoBo
MecTo

CnoBeHis

BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis:
3MiHW | TMNY - NOAAaHHS OHOB/EHMX cepTudikaTis

3a peyenmom

UA/7060/01/01
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
060/10HKOI0, M0 5 Mr R1-CEP 2008-024-Rev 02 Ta R1-CEP 2005-025-
Ne 28 (14x2), Ne 30 Rev 03 Bif BXe 3aTBEpPAKEHNX BUPOOHNKIB
(10x3), Ne 90 (10x9)
y 6nictepax
158. | ®/TYOKCETUH TabneTkn, BKPUTI ToBapucTBO 3 YkpaiHa BCi cTagii YKpaina BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a peyenmom UA/8591/01/01
o060n0oHkoto, no 20 06MexeHo BMPOGHMLTBA, 3MiHM | TUNY - 3MiHa YNOBHOBaXKEHOT 0cobw,
mr Ne 10 (10x1), Ne BiANOBIAa/bHI KOHTPO/b AKOCTI, BiANOBifa/IbHOT 3a 3AiiCHEHHSA thapMakoHarnsay
20 (10x2) y cTHo BMNYCK cepil: (BK/THOYAKOYM KOHTAKTHI gaHi) Ta/abo 3MiHN y
6nicTepax B navuj "OocnigHnii ToBapucTBo 3 pO3MiLLeHHi MacTep-ghaiina cuctemu
3aBof, obmexeHoro thapmakoHarnagy
"rHuact BiANOBIAA/TLHICTIO
"[locnigHwii 3aBog,
"rHUnC,
YKpaiHa; Bci cTagii
BMPOGHMLTBA,
KOHTPO/b AKOCTI:
ToBapucTso 3
06MexeHo
BiANOBIAA/LHICTIO
"®apmaueBTuyHa
KOMNaHis
"3p0pos'a”,
YkpaiHa
159. | XEMNI4EPM- Kpem aons ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 peyenma UA/11691/02/01
340POB'A 30BHILUHBLOTO 06MexeHo obmexeHoro 3MiHn | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
3acTocyBaHHsA 5% BignoBigasIbHi BiANOBiAA/IbHICTIO HaliMeHyBaHHs Ta/abo agpecy MicLs NPOBaKEHHS
no 15r, no 30 r abo CTIo "PapmaueBTUYHA AisnbHOCTI BUpoBHUKa/iMnopTepa rotoBoro
no 100 ry Ty6i, no 1 "®apmaueBTun KOMNaHis nNiKapcbKoro 3acoby, BKIOYAKUM AiSTbHUL| BUNYCKY
Ty6i y kopobu, 3 YyHa KOMNaHist "3popos'a” cepii abo micLe NpoBefEeHHSI KOHTPOJTHO SKOCTI.
KapToHy "3p0poB'a” (misnbHicTb, 3a AKy BignoBigae BUPOGHUK/iMIopTep,

BK/THOHAI0UM BUMNYCK Cepiii) (3MiHa agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPOOHUWKA, 6€3 3MiHK
Micus BUpobHUUTBa (NpUBELEHHS Y BiANOBIAHICT
[0 NileHsil Ha BUPOBHULITBO JTiKapCbKOro 3acoby)
(TepmiH BBeAEHHS 3MiH MPOTAroM 3-x MicsALiB nicns
3aTBEpPXEHHS); 3MiHM | TUNy - AAMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo aapecu
3asBHMKa (BNacHyKa peecTpauiiHoro NocBig4YeHHs)
(3miHa agpecu 3asaBHKKA) (TepMiH BBEAEHHS 3MiH
NpoTAroM 3-X MiCALIB NiCNA 3aTBEPMKEHHS); 3MiHU
| Tuny - 3miHM 3 AKoCTi. FOTOBWIA Nikapcbknii 3aci6.
CucTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6.
3miHa napameTpiB cneyudikauin Ta/abo
[OMYyCTUMUX MEX NEePBUHHOT YNaKkoBK/ roTOBOrO
nikapcbKoro 3acoby (4ONOBHEHHS cneumdikawii
HOBVM MOKa3HWKOM 3 BifilOBigHMM METOL0M
BMMNPOGYBaHHS) (BBEAEHHS MOKa3HMKa «30BHILLUHE
NoKpUTTS» A0 cneumdikauii Ta MeTo/iB KOHTPO/IK
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1

AKOCTi NEPBUHHOI ynakoBky (Ty6u antoMiHieBi)
3riAHO 3 HOPMATMBHOK AOKYMEHTaLi€l0 BUPOOHUKa
'N3); 3miHW | TNy - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3miHa po3mipy
yNakoBKM rOTOBOrO NiKapCbKoro 3acoby (3miHa
Macw/o6'eMy BMICTy KOHTeliHepa 6araTtofi03080ro
NiKapcbKoro 3acoby 418 HenapeHTepaibHOro
3acTocyBaHHA (6o 04HOL030BOr0, YaCTKOBOTO
BUKOpUCTaHHSA)) CynyTHS 3MiHa
- 3MiHM 3 AIKOCTi. FOTOBWIA NiKapCbKUii 3acib.
KOHTposb roToBoro fikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
rOTOBOrO /iKapCbKOro 3acoby (iHLWi 3MiHKn) - 3MiHK 3
AKkocTi. [0ToBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO MlikapcbKoro 3acoby. 3miHa y meTtogax
BMNPOBYBaHHSA rOTOBOrO MiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX MeToAax
BUNPOGYBaHHS) (BBEAEHHS [,OAATKOBOro BUAYy
nakyBaHHs 100 r y Ty6i y KopobL,i 3 KapTOHy 3i
3MiHOI po3Mipy ynakoBku [/13. MepBUHHWMIA
nakyBaJibHUIA MaTepian He 3MIHMBCSA. FK Hacniaok,
BiAOYMCA He3HauHI 3MiHM y cneuudikauii Ta
MeToAax KOHTposto AkocTi /13 3a n. «Maca BMiCTy
YNaKkoBKU» Ta 'y p. «YNakoBka»); 3MiHu | Tuny -
3MiHM 3 KoCTi. F0TOBWIA NiKapcbkuii 3aci6.
CucTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6.
3MiHa po3Mipy ynakoBKy roTOBOro NikapCbKoro
3ac00y (BUYYEHHS YNakoBKW MEBHOIO PO3MIpY)
CynyTHS 3MiHa - 3MiHW 3 AKOCTi. [0TOBMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOro NiKapCbKoro
3acoby. 3miHa napameTpiB cneyudikauin Ta/abo
[0MyCTUMUX MEX rOTOBOrO NiKapCbKoro 3acoby
(BMNYyYEHHst HE3HAYHOrO NoKasHWKa (Hanpuknag,
3acTapifioro NokasHvka, Takoro Sk 3anax Ta cMak,
abo igeHTUdikaLis 6apBHMKIB Y/ CMaKOBKX
[06aBoK)) - 3MiHM 3 iKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTposib roTOBOrO NikapcbKoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo
[0MyCTUMMX MEX rOTOBOTO NiKapCbKoro 3acoby
(iHLWi 3MiHW) - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKumii
3aci6. KOHTPO/ib rOTOBOrO MiKapCbKoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHA roTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX METOAAX BUNPOOYBaHHS)
(BUNYyYeHHs ynakoBku no 40 1y Ty6i y KapTOHHii
KopobLi, 3 BigNOBigHMMMN 3MiHaMK y cneumdikawi
Ta MeTogax KOHTposto skocTi 13 3a n. «Maca
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Ne
n/n

Hassa
JliKapcbK020
3acoby

®opma sunycky

3asasHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo2o
nocsioYeHHs1

BMICTY YNakoBKW» Ta y p. «YNakoBka».); 3MiHu |
TMNy - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKuii 3acib.
CucTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6.
3MiHa y MeTofax BMNpo6yBaHHA NepPBUHHOT
yMNakoBKM FOTOBOrO MiKapCbKOro 3acoby (He3HauHi
3MiHU Y 3aTBEepKeHNX MeTofax BUNpobyBaHb)
(3MiHM y MeTogax BUNPOOYBaHHSA NepPBUHHOT
ynakoBsku (Ty6u antomiHiesi) 3a n. «MbY» 3rigHo 3
BMMOraMun B1POGHMKa NakyBaslbHOTO Martepiasy);
3MiHu | TNy - 3MiHK Woao 6e3nekn/edpekTMBHOCTI
Ta thapmakoHarnsagy (iHwi 3miHun) (3miHa
rpadpivyHOro 306pakeHHs 3aTBEPAKEHNX YNAaKOBOK
(no 15 r Ta no 30 r) Ha TeKCT MapKyBaHHs
YyNaKoBOK; BHECEHHS 3MiH A0 iHhopmauii Wwoao
MiCLIe3HaXOpKeHHs1 BUDOGHUKA Y TEKCT
MapKyBaHHS BTOPVMHHOI ynakoBku) (TepMiH
BBEJEHHS 3MiH NPoTArom 3-x MicsLiB nicns
3aTBEPMKEHHS)

160.

XnopooininTt

Tabnetkv no 25 mr
no 40 TabneTok y
KOHTeliHepax
nnacTmMacoBux; no
10 TabneTok y
6nicTepi; no 2
6nicTepu y nauuj; no
20 TabneTok y
6nicTepi, no 1
6nicTtepy y nauui

ToBapucTBO 3
0bMexeHot
BignoBigasIbHi
CTHO
"[ocnigHnii
3aBoj,
"rHuCc!

YkpaiHa

BCi cTagil
BMPOOHMLTBA,
KOHTPO/b AKOCTI,
BUMYCK Cepii:
ToBapucTtso 3
06MexeHo
BiANOBIAA/LHICTIO
"[locnigHuii 3aBog
"THUC,
YKpaiHa;

BCi cTagii
BMPOGHMLTBA,
KOHTPO/b AKOCTI,
BMNYCK cepil:
ToBapucTBO 3
obmexeHolo
BiANOBiAA/IbHICTIO
"®GapmaueBTnyHa
KOMnaHis
"3p0pos'a”,
Ykpaina

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis:
3MiHM | TMNy - 3MiHK 3 AKOCTI. [OTOBWUIA NikapCbkni
3aci6. CTabinbHicTb. 3MiHa y TepMiHax nNpuAaaTHOCTI
a60 ymoBax 36epiraHHs rOTOBOrO J1iKapCbKOro
3aco6y (36iNbLUeHHA TepMiHY NPUAATHOCTI
roTOBOrO Jlikapcbkoro 3acoby) - [1s Toprosoi
ynakoBku (MiATBEPAXYETLCS AaHUMMN PeasbHOro
yacy) (3miHa go p. "TepMiH npugartHocTi”,
36iNbLUEHO TEPMIH NpuAAaTHOCTI /13 3 2-X pokiB Ha
3 poku); 3MiHK | TNy - 3MiHK 3 SIKOCTIi. FOTOBWIA
nikapcekuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasbHWiA 3aci6. 3MiHa
nocTavasnibHvKa nakysasibHVUX matepianis abo
KOMMAEKTYIOUMNX (SIKLLLO 3a3HAYEHO B A,0CLE) (3aMiHa
abo gofaBaHHs noctavasibHuka) CynyTHs 3MiHa -
3MiHu 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
CuncTema KoHTeliHep/3aKynoproBasibHUIA 3aci6.
3MiHa chopmun abo po3Mipy KOHTelHepa un
3aKynopoBasibHOro 3acoby (NePBUHHOI YNakoBKW)
(HecTepunbHi Nlikapcbki 3aco6m)

- 3MiHK 3 SKOCTi. F0TOBMIA Nikapcbkuid 3aci6.
CuctemMa KoHTelHep/3akynopoBasibHKiA 3aci6.
3MiHa y NepBYHHIN yNakoBL,i FOTOBOro NikapCbKoro
3aco06y (SKiCHWIA Ta KinbkicHuiA cknaa) - Teepai
nikapcbki popmu. - 3MiHK 3 siKOCTi. FoTOBUIA
nikapcekuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
NepBUHHOT YMakoBKM FOTOBOrO NiKapCbKoro 3acoby
(iHWi 3miHK) (BBEaeHO A0AAaTKOBO A0

6e3 peyenma

UA/1556/01/01
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Ne
n/n

Hassa
JliKapcbK020
3acoby

®opma sunycky

3asasHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo2o
nocsioYeHHs1

3aTBEPAKEHOr0 NocTadasibHUKa NepBUHHOTO
nakysaHHa Ul BALKo noctayasibHUKM NepBUHHOTO
nakysaHHa 3AT " ®ipma "Eninc” ta TOB
"®apmaueBTunyHa ipma "BepTtekc”. 3amicTb
3aTBEPAXEHOr0 KOHTEIHEPY N1acTMacoBoro Tuny
A 60 (Brpo6HMK Ul BALKO) BBOAUTLCS KOHTEHEP
nnactmacosoro Tuny A 50K (Bupo6Huk Y BALKO);
3MmiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKAPCbKNI
3aci6. KOHTPO/1b rOTOBOTO MiKapCbKoro 3acoby.
3miHa napameTpiB cneyudikauin Ta/abo
[0MNyCTUMMX MEX FOTOBOrO NiKapCbKoro 3acoby
(BHECEHHSA 3MiH [0 A0CLE NIC/IA1 OHOBJ/IEHHSA
3arasibHOI CTaTTi Ha roToBY Jlikapcbky dhopmy Y
[oY/Esponelicbkin hapmakonei) CynyTHS 3MiHa -
3MiHK 3 SKocTi. FoToBwMIA Nikapcbkuii 3aci6.
KOHTpO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3miHa y
MeTofax BUNPO6yBaHHS rOTOBOTO /iKapCbKOro
3aco0y (He3HayHa 3MiHa y 3aTBepXeHNX MmeTodax
BMNPO6YBaHHs) (p. "MikpobionoriyHa uncrora”
npusefeHo Ao sumor AdY)

161.

Xnoprooinint

Tabnetkv no 12,5 mr
no 10 TabneTtok y
6nictepi; no 2
6nicTepy y nauuj; no
20 TabneTtok y
6nictepi, mo 1
6nicTepy y navi

ToBapucTBo 3
06MexeHo
BignoBigasIbHi
CTH
"LlocnigHni
3aBof,
"rHuact

YKpaiHa

BCi cTagii
BMPOGHMLTBA,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
ToBapucTso 3
obmexeHor
Bi4NOBIAA/ILHICTIO
"[locnifHnii 3aBog,
"rHunc,
YKpaiHa,;

BCi cTagii
BMPOOHMLTBA,
KOHTPO/b IKOCTI,
BUMYCK Cepii:
ToBapucTtso 3
06MexeHo
BiANOBIAA/LHICTIO
"®apmaueBTuyHa
KOMNaHis
"3p0pos'a”,
YkpaiHa

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHun | TUNY - 3MiHK 3 AKoCTi. FoTOoBUIA NikapCbkuii
3aci6. CtabinbHICTb. 3MiHa y TepMiHax NpuAaTHOCTI
abo ymoBax 36epiraHHs roTOBOro J1ikapCbKoro
3ac006y (36i/1bLUEeHHS TeEPMiHY NPUAATHOCTI
roTOBOrO Mikapcbkoro 3acoby) - 18 Toprosoi
ynakoBku (MiATBEPAXKYETHCS AaHUMMN peasibHOro
yacy) (3miHa Ao p. "TepMiH npugatHocTi",
306i/1bLLIEHO TEPMIH NMpuAaTHOCTI /13 3 2-X pokiB Ha
3 poku); 3miHu | TUNy - 3MiHK 3 AKOCTi. [0TOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHUIA 3aci6. 3MiHa
noctavasnibH1Ka nakyBasibHUX MaTepiasiis abo
KOMMIEKTYUMX (SKLLO 3a3Ha4YeHo B A0CbE) (3amiHa
abo fofaBaHHA nocTadasibHuka) CynyTHA 3MiHa -
3MiHK 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6.
CuctemMa KoHTelHep/3akynopoBasibHKiA 3aci6.
3MiHa hopmn abo po3mipy KOHTelHepa un
3aKynopBasIbHOTO 3aco6y (MEPBUHHOT YNakoBKM)
(HecTepunbHi Nikapcbki 3acobu)

- 3MiHM 3 IKOCTi. FOTOBWIA NiKapCbKuii 3acib.
CucTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6.
3MiHa y NepBWHHIiA ynakoBL,i rOTOBOro Nikapcbkoro
3acoby (SKiCHUIA Ta KisbKicHWIA cknag) - Teepgi
nikapcbki hopmu. - 3MiHK 3 siKoCTi. FOoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHUIA 3aci6. 3MiHa
napameTpiB cneundikaliii Ta/abo A0NyCTUMUX MEX

6e3 peyenma

UA/1556/01/02
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Ne
n/n

Hassa
JliKapcbK020
3acoby

®opma sunycky

3asasHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo2o
nocsioYeHHs1

NepBUHHOT YNakoBKM rOTOBOrO /liKapCbKOro 3acoby
(iHwi 3miHn) (BBegeHo foaaTkoBo A0
3aTBEPPKEHOr0 NocTadasibHUKa NepBUHHOTO
nakysaHHs Ul BALKoO noctavasibHUKU NepBUHHOIO
nakyBaHHsa 3AT " ®ipma "Eninc” Ta TOB
"®apmaueBTnyHa ipma "BepTtekc”. 3amicTb
3aTBEPKEHOrO KOHTEMHEepyY N1acTMacoBoro Tuny
A 60 (Brpo6HMK UM BALKO) BBOAUTLCS KOHTEHEP
nnactmacosoro Tuny A 50K (Bupo6Huk Ul BALKO);
3MiHu | TUNY - 3MiHK 3 siKOCTi. FOTOBWIA NiKapPCbKUi
3aci6. KOHTposib roTOBOrO NikapcbKoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo
[0MyCTUMMX MEX rOTOBOTO NiKapCbKoro 3acoby
(BHECEHHS 3MiH A0 A0CHE NICNs OHOBMEHHS
3arasibHOI CTaTTi Ha roToBY JliKapcbKy dhopmy Y
LoY/Esponelicbkiit hapmakoner) CynyTHsi 3MiHa -
3MiHM 3 AKoCTi. F0TOBWIA NiKapcbkuii 3acio.
KoHTposb rotoBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNPOGYBaHHS rOTOBOrO /liKapCbKoro
3ac00y (He3HayHa 3MiHa y 3aTBEpAKEeHNX MeToAax
BMNpo6yBaHHs) (p. "MikpobionoriyHa umctoTta"
npuseaeHo A0 Bumor JPY)

162.

LEPE3NM®
400 Of

NOPOLLIOK A/1SA
NPUroTyBaHHs
KOHLleHTpaTy Ans
PO34unHy Ans

iHcpysiii no 400 Oy
donakoHi Ne 1 a6o Ne
5y Kopobu,i

[bxeH3alim
tOpon B.B.

HigepnaHgn

KOHTPO/b Cepil,
nakyBaHHs,
MapKyBaHHS,
MiCLle3HaxXOKeHH
S YNOBHOBaXXEHOI
ocobu, BUNycK
cepii: [xeH3alim
Nta, Benvka
BpuTaHis;
BMPOBGHULITBO
KiHLLeBOro
NPoOAyKTy
(fillffinish),
KOHTPO/b Cepil,
nakyBaHHs,
MapKyBaHHs,
MiCLLe3HaxXoKeHH
1 YNOBHOB&XXEHOI
ocobu, BUMyCK
cepil: [IxeHsaiim
lpnang NTa,
IpnaHgis;
hopMy/toBaHHS
npenapary:
[hxeHzainm
KopnopeWH,

Benuka
BpuTaHis/
Ipnangis/ CLUA

BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis:
3MiHM | TUny - 3MiHa y NapameTpax cneuudikauiii
Ta/abo fonyCTUMUX MEX, BUSHAUYEHNX Y
cneumdikayisx Ha A®l, abo BUXigHWIA/MPOMIKHWIA
NpoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECi
BMUPO6HULTBA AP (IHLUI 3MiHK)

3a peyenmom

UA/8659/01/02
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Ne
n/n

Hassa
JliKapcbK020
3acoby

®opma sunycky

3asasHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjitiHo2o
nocsioYeHHs1

CLWA

163.

LEE®A3O/IH-
JAPHULA

MOPOLLIOK A5
pO34nHYy ANS iH'eKUil
no 0,5 r y pnakoHax
Ne 1; Ne 5 (5x1) y
KOHTYPHUX
YapyHKOBUX
ynakoBkax; Ne 1y
donakoHax 3
nopoLukom Ta 1
amnyna 3
po3unHHMKOM (Boga
ANs iH'eKUili-
LapHuus: no 5 M) y
KOHTYPHUX
YapyHKOBUX
ynakoBkax; Ne 40 y
Kopo6ui

MpAT
"®apmaueBTn
YHa hipma
"fapHnua"

YKpaiHa

MpAT
"®GapmaueBTnyHa
ipma "dapHuus"

YkpaiHa

BHECEHHS 3MiH 40 peecTpayiiHux martepianis:
3MiHN | TUNY - BUNYyYEHHSI BUPOGHUKa AdI

3a peyenmom

UA/6216/01/01

164.

LE®A3ONIH-
OAPHULA

NOPOLLIOK ANSA
PO34nHYy A5 iH'EKUIl
no 1,0 r y dpnakoHax
Ne 1; Ne 5 (5x1) y
KOHTYPHUX
YapyHKOBUX
ynakoBkax; Ne 1y
chnakoHax 3
nopoLukom Ta 1
amnyna 3
po3unHHMKOM (Boga
Ans iH'ekuiii-
[JapHuuga: no 10 mn)
Y KOHTYPHUX
YapyHKOBUX
ynakoBkax; Ne 40 y
Kopobui

MpAT
"®apmaueBTu
yHa chipma
"AapHnus”

YkpaiHa

MpAT
"bapmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis:
3MiHM | TUNY - BUNYy4YEHHST BUPO6HUMKa AdI

3a peyenmom

UA/6216/01/02

165.

LE®TPIAKCOH
-BX®3

NOPOLLIOK Ans
PO3unHy A5 iH'eKUi
no 500 mry
donakoHi, no 1
thnakoHy; no 1
chnakoHy B nauuj; no
5 thnakoHiB y kaceri,
1 kaceTa B neHarni,
no 1 donakoHy B
KOMMNEKTi 3
PO3YMHHMKOM MO 5
M/ B amny’i B
KacerTi, 1 KaceTa B

My6niuHe
akujioHepHe
TOBapUCTBO

"HaykoBo-
BVMPOGHWYNIA

LieHTp
"BopLuariBcbk
Ui XiMiKO-
thapmavneBTuy
HWi 3aBoa”

YKpaiHa

My6niuHe
aKujioHepHe
TOBapuCTBO

"HaykoBo-
BMPOGHNUNIA

LieHTp
"BopLyariBcbkuii
XimiKO-
hapmaLeBTUYHNMI
3asof”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHK | TURy - 3MiHa po3mipy cepii (BkIUaKumn
AianasoH po3Mipy cepii) roToBOro sikapcbKoro
3acoby (3meHLeHHs Ao 10 pasis); 3MiHu Il Tuny -
BBE/IEHHS HOBOTO BUPOOHMKA fil040i peYoBUHM;
CynyTHS 3MiHa: 3MiHa y napameTpax creumdikauii
Ta/abo foNyCTUMUX MEX, BUSHAYEHUX Y
cneumdikayisx Ha A®l, abo BUXigHWA/MPOMKHWIA
npoAayKT/peareHT, WO BUKOPUCTOBYHOTLCS Y NpoLeci
BUpO6HMUTBA AD| (LONOBHEHHA cneuundikawii
HOBMM MOKa3HWKOM SKOCTi Ta BifnoBigHUM
MEeTOA0M BUMPOOYBaHHS)

3a peyenmom

UA/4174/01/01
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Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 Bionycky peecmpayjitiHo2o
3acoby nocsio4YeHHs1
nauui
166. | LE®TPIAKCOH | nopowok ans My6nivHe YkpaiHa My6niuHe YKpaina BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3a peyenmom UA/4174/01/02
-BX®3 pO34nHYy ANS iH'eKUil akuioHepHe akuioHepHe 3MiHu | TUNY - 3MiHa po3mipy cepii (BkoYatun
no 1000 mry TOBapPUCTBO TOBapUCTBO AianasoH po3Mmipy cepii) roToBoro fikapcbKoro
donakoHi, no 1 "HaykoBo- "HaykoBo- 3acoby (36inblweHHA Ao 10 pasiB NOpPIBHSAHO i3
dhnakoHy; no 1 BUPOBHWUNIG BUPOGHNUNIA 3aTBEPMKEHNM PO3MIPOM); 3MiHuM Il Tuny -
dhnakoHy B maui; no LieHTp LeHTp BBE/IeHHS1 HOBOTO BUPOGHMKA fjH040i peyoBUHY;
5 dhrnakoHiB y kaceri, "BopLuariBcbk "BopLuariBcbknii CYMyTHS 3MiHa: 3MiHa Yy napameTpax cneuudikauin
1 kaceTa B neHani; niA XiMiKo- XiMiKO- Ta/abo [oMyCTUMUX MeX, BUSHAYEHUX Y
no 1 donakoHy B thapmavreBTny chapmaLeBTUYHNI cneuudikauisax Ha A®Il, abo BUXiLHWIA/NPOMIKHNIA
KOMMN/IEKTi 3 HWi1 3aBof" 3asoq” NpoAyKT/peareHT, WO BUKOPUCTOBYHOTLCSA Y NPOLEC
PO3YMHHMKOM MO 5 BMPOGHMLTBA AD| (40NOBHEHHS cneuudikauii
mn a6o 10 mn B HOBWM MOKa3HWKOM SIKOCTi Ta BifnoBigHUM
amnyni B kaceri, 1 METOA0M BMNPOOYBaHHS)
KaceTta B nauui
167. | UWWAENOH Kpanni o4Hi, no 5 mn ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaujiiiHux maTepianis: 3a peyenmom UA/4507/01/01
abo 10 mny 0bMexeHot BMPOGHMLTBA, 3MiHM | TURY - 3MiHa YNOBHOBaXKEHOT 0cobw,
dhnakoHi, no 1 BignoBigasbHi KOHTPO/b AKOCTI, BiANOBIAa/IbHOI 3a 3AiiCHEHHSA hapMakoHarnsay
onakoHy B KOPOOLLi CTHo BMNYCK cepil: (BK/THOYAKOYM KOHTAKTHI gaHi) Ta/abo 3MiHN y
Y KOMMJIEKTi 3 "focnigHnii ToBapucTBo 3 pO3MiLLeHHI MacTep-ghaiina cuctemu
KpYILLIKOtO- 3aBOf, 06MeXeHoI0 dhapmakoHarnsgy
KpanenbHuLeo "rHunc" BiANOBIAAILHICTIO

"[locnigHuii 3aBog
"THUC,
YkpaiHa; Bci ctagil
BMPOGHMLTBA,
KOHTPO/Ib AKOCTI:
ToBapucTBo 3
obmexeHo
BiANOBIAA/ILHICTIO
"®APMEKC
PYI", YkpaiHa

HayanbHuk YnpasBniHHA

cdhapmaueBTNUYHOI AiANBLHOCTI Ta
AKOCTI chapMmaueBTUUHOI NPOAYKLT

T.M. JIacKOBCbKUM
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NMEPENIK

Aopatok 4

A0 Hakasy MiHicTepcTBa OXOPOHU
340pPOB’s YKpaiHu

22.12.2016 Ne 1389

NIKAPCbKUX 3ACOBIB (MEAUYHNX IMYHOBIOJTIOTYHUX NPENAPATIB), AKUM BIAMOBJ/IEHO ¥
AEPXXABHIN PEECTPALIII, MEPEPEECTPALII TA BHECEHHI 3MIH 10 PEECTPALIIMHUX MATEPIANIB
TA AEPXXABHOI'O PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa dopma 3assHuUK KpaiHa Bupo6Huk KpaiHa | iocmasa lpoyedypa
n/n | nikapcbKo20 BUIMYCKY
3acoby

1. ANNIA® pPO34MH ans | baiep ®apma Al | HimeuuunH Baliep ®apma Al HimeuunH HTP Ne 22 BiaMOBUTK Yy 3aTBEePKEHHI 3MiHW - BUMNPaBEHHS
iH'ekuidi, 40 mr/mn a (Bynneptasib), HimeyunHa a/CLWA Bif, TeXHIYHOI noMwuaku y posgini  Cneundpikadii  Ha
no 0,165 wmn y (koHTpOAb cepii); baliep 24.11.2016 | MOMEHT BuNycKy M. "MexaHiyHi BKIYEHHHSA" ans
nonepeaHs0 dapma Al (BepniH), NepBUHHOTO  nakyBaHHs  (pN1akoHW),  OCKiNbKK
3anoBHEHEHOMY HimeuunHa (BTOpUHHA 3anporoHoBaHa pefakuis TexXHYiHOI NOMUIKU  He
wnpuyi Ne 1 vy ynakoBKa, KOHTPOs1b cepii, BiANOBiAae MmartepiasiaM peecTpauiiHoro  A0Cbe

6nictepi; no
0,278 M y
CKNSTHOMY
donakoHi Ne 1 3
PiNnbTPyBaNBLHOK
ronkot 18G

BiANOBIAa/IbHUIA 38 BUMYCK
cepii ans donakoHi.,
KOHTPO/b cepii ans

nonepegHbL0 3anoBHEHNX

wnpuuyis); baliep ®apma Al

(NNeBepky3eH), HimeuunHa

(kOHTpOb AKOCTI AN
thnakoHis); Betep dapma-
®epTiryHr F'm6X i Ko. KT,

HimeuyunHa (nepBrHHa Ta
BTOPMHHA YNakoBKa,

KOHTpO/b cepii); MM FpeH3ax
MpoaykTioHc TM6X ,
HimeuunHa (BignoBiganbHuii
3a BUNYCK cepii, BTOPUHHA
ynakoBka: /19 nonepeiHbL0
3aMoBHEHMX LLNPULB);
PepxeHepoH
dapmacbroTikanc, IHK., CLUA

(apxiBHMMU MaTepianiamn)
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Ne Ha3ssa dopma 3asiBHUK KpaiHa Bupo6Huk Kpaina | liocmasa lMpoyeodypa
n/n | nikapcbko2o BUIYCKY
3acoby
(BMPOGHMLTBO
Hepo3dacoBaHoi NPoAyKLUiT)
2. MEBCIH kancynm no 200 | OpraHocuH Mlaiid | IHais EBepTomkeH Jlaindp CaeHcus IHaisa 3acigaHHs BigmoBuUTM y 3aTBepmKeHHi 3MiHMW - TexHiyHa
PETAPA® mr, no 10 kancyn | CaeHcus MBT. /T4 Nimiten, IHAiA; MainaH HTP noMusKa B onvci MeToay BUMpPoOyBaHHA 3a po34ifom
y 6nictepi; mo 3 NabopaTtopis Mimites, IHAis; Ne 21 Big «KinbKicHe BM3HAUYEHHSs», OCKIIbKM B  MeTogax
6nictepun y nayui 3 CiHmepguk JlabopaTopis, 17.11.2016 BMNPOBYBaHHA 3a Po3AisIoM «KifbKicHe BU3HAUYEHHA»
KapToHy; in bulk: IHAia 3anpornoHOBaHO HEKOPEKTHWI MOKa3HWK NPUAATHOCTI
no 1000 Tabnetok XpomatorpadivHoi cuctemum - «KoediLieHT
y naketax TOTOXHOCTi»
3. HEMMNOIEH | | po3uuH ansa | AmaxeH €spona | HigepnaH AmaxeH €spona b.B., HigepnaH | 3acigaHHs BiaMoBUTM Yy 3aTBepfpkeHHi 3MiHU - TexHiyHa
NEUPOGEN® iH'eKLin no 30 M/H B.B. on Higepnangu (BunpobysaHHa | an/ CLWA | HTP Ne 21 nomwuika MIBI, NnpuBefeHHS Yy BigNOBIAHICTb (DYHKLiNA
o4 (300 wmkr)/0,5 KOHTPOJO SIKOCTi, BUMYCK Bif, BMpoGHUka AwmmkeH €spona bB.B., Higepnangu
M/1 Yy nonepegHbo cepii, BTOPMHHE NaKyBaHHS); 17.11.2016 BiAMOBIAHO [0 MaTepiasiiB peecTpauinHoro [A0cCbe,
HanoBHEHUX AmppxeH MaHydekyypiHr OCKi/IbKM 3a3HayeHe BUMNpPaB/fieHHA He Bignosigae
wnpuuax Ne 1 Nimiten, CLLA BuMoram n.2.4. posginy VI Hakazy MO3 YkpaiHu Big
(BUpOGHMLTBO 26.08.2005 p. Ne 426 (y pepakuii Hakazy MO3
Hepo3dacoBaHOT NPOAYKLT, Ykpainn Big 23.07.2015 p. Ne 460) Ta noTpebye
nepBUHHE NakyBaHHs) BHECEHHS 3MiH 3a n. A.7, IA
4, HEYNACTUM | | po3uuH ansa | AmaxeH €spona | HigepnaH AmaxeH €spona b.B., HigepnaH | 3acigaHHs BiaMoBUTM Yy 3arBepfkeHHi 3MiHU - TexHiyHa
NEULASTIM® iH'ekuin no 6 b.B. an HigepnaHgu (BunpobysaHHs | gu/ CLWA | HTP Ne 21 nomunka MIBI, npuBeAeHHS Yy BiANOBIAHICTE COYHKL
mr/0,6 M y KOHTPO/O SIKOCTi, BUMYCK Bif, BMpoGHUka AwmmkeH €spona bB.B., Higepnangu
nonepeaHs0 cepil, BTOPMHHE NaKyBaHHS); 17.11.2016 BIiAMOBIAHO [0 MaTepiasiB peecTpauiiHoro [A0Cbe,
HarnoBHEHOMY AmMapxeH MaHnydbekuypiHr OCKi/IbK 3a3HayeHe BUMPaB/IEHHS He BiANOBiAae
wnpwmyi Ne 1 NimiTen, CLWA BuMoram n.2.4. po3sginy VI Hakady MO3 YkpaiHu Big
(BUpOGHMLTBO 26.08.2005 p. Ne 426 (y pepakuii Hakazy MO3

Hepo3dacoBaHOi NPOAYKLUIT,
nepBrUHHE NakKyBaHHS)

Ykpainm Big 23.07.2015 p. Ne 460) Tta noTpebye
BHECEHHS 3MiH 3a . A.7, |IA

HauyanbHuK YnpaBniHHA dpapmMmaleBTUYHOI
OIANBHOCTI Ta AKOCTiI (papmaueBTUYHOT NPOAYKLiT

T.M. IacKOBCbKUu
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