MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
30.06.2017 Ne 732
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, 7, 10 Ilopsaky pgep>kaBHOI peecTpaliii (TiepepeecTtpaiiii) JiKapCbKHX
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

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCTH /0 Jlep>KaBHOTO DPeECTPY JiKapChbKUX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosOriuHi TpermapaTH) 3rifHO 3
riepesikoM (JoAaTok 1).

2. [lepepeecTpyBaTH Ta BHECTU /10 Jlep>KaBHOT'O peECTPY JiKapChbKUX 3aco0iB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosoriuHi mperapatv) 3rigHO 3
riepesikoM (JoAaTokK 2).

3. BHectn 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapchKMX 3acobiB YKpaiHM Ha JTKapcekKi 3acobu (MeauuHi imMyHOOiosoriudi
TriperapaTy) 3TriJJHO 3 MepesiikoM (JOoAaToK 3).
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4. BimMOBUTH Yy [ep>KaBHiM peecTpaliii/riepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpaliiHuX MarepiasiB Ta Jlep>kaBHOTO DeECTPYy JIiKAapChKUX 3aco0iB YKpaiHu
MKapChbKHUX 3aCO0iB 3TiIHO 3 TIeperikoM (701aToK 4).

5. KOHTpO/1b 32 BUKOHaHHSAM LIbOT'O HaKa3y IOK/IaCTy Ha 3acTyrnmHUKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



NMEPENIK

Jopatok 1

A0 Haka3y MiHicTepcTBa OXOPOHU
3[4,0pPOB’A YKpaiHu
30.06.2017 Ne 732

3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIO/IONYHUX MPEMNAPATIB), AKI
BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIKAPCbKUNX 3ACOBIB YKPAIHU

Ne Ha3ssa nikapcbko2o ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayiliHa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKA npoyedypa Bionycky HHS peecmpayiliHo2o
yrnakoska) nocsi04YeHHs1
1. BOPTE30MIB NOPOLLOK TOB "PIK- YkpaiHa TOB NaTtBis peecTpauis Ha 5 3a He UA/16094/01/01
niocpinisoBaHwii gns PAPM" "®papmigesn” pOKiB. peyenmom nionsizae
NnpUroTyBaHHA 3060B’AA3aHHs Npu
PO34UNHY A5 iH KL BUAAYi
no 3,5 mr y conakoHax peecTpauiiHoro
Nel MOCBiAYEHHS

iCHYIOTb — HaJlaHHS
JeTanbHoro onucy
cmucTemu
ynpasniHHA
pu3vkamun y BUrnsgi
nnaHy ynpas/iHHSA
pu3nkamun o
30.10.2017
BiANOBIAHO A0
nignyHkrty 1.8.2
nyHkTy 1.8 gogartky
5 MNopagky
npoBefeHHs
exkcnepTunsu
peecTpauinHmx
MaTepianis Ha
nikapcbki 3acobu,
LLIO NOJAlTbCA Ha
JepxaBHy
peecTpadito
(nepepeecTpadito),
a TaKkoX ekcnepTnsn
martepianis npo
BHECEHHS 3MiH 0
peecTpauinHnx




4

n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs

mMaTtepianis
npoTAarom faii
peecTpauiinHoro
NOCBIAYEHHS,
3aTBEPIKEHOT0
Hakaszom MO3 Big
26.08.2005 Ne 426
(y pegakuji Hakasy
MO3 Big,
23.07.2015 Ne 460).
MepiognyHicTb
NoAaHHsA perynspHo
OHOBJ1IOBAHOTI0
3BiTy 3 6e3neku
BiZANOBIAHO A0
Mopsaky
3[iliCHEHHSA
thapmakoHarnsgy,
3aTBEPKEHOro
Haka3om
MiHicTepcTBa
OXOPOHW 310PpOB’A
Ykpainu Big 27
rpygHsa 2006 poky
Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi
rocTuuii Ykpainm 19
rpyaHs 2016 poky
3a Ne 1649/29779
(y pefaxkuji Hakasy
MiHicTepcTBa
OXOPOHW 310POB’A
YkpaiHu Big 26
BepecHA 2016 poky
Ne 996), cTaHOBUTb
- BignoBigHo Ao
nepioANYHOCTI AK
ONa nikapcbKoro
3acoby nicns
AepXaBHol
peecTpadii B
YKpaiHi, Ky
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Ne Ha3sBsa nikapcbko2o ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa Ymosu Peknamysa Homep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyedypa Bionycky HHS peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
nepLuii KpaiHi cBiTy.
2. BAJNEPIAHU KOpeHeBuLA 3 TOB "ENMIC- YkpaiHa Xepb6imap Monbwa/ peecTpauist Ha 5 - He UA/16085/01/01
KOPEHEBMWLLA 3 | KopeHaMu YKPAIHA" Cnonka Natsis pokis nionsizae
KOPEHAMU (cy6eTaHuin) ans xaBHa M.
thapmaneBTUYHOTO dopHa, A.
3aCTOCYBaHHA B ®opHan,
MiLLKax Monbwa
noninponisIeHOBMX (3aroTiBns,
a6o naneposumx BMCYLLUYBaHH
4,
NnoApiGHEHHS
nakyBaHHs);
TOB
"ENNIC",
Nartsis
(Bunyck
cepin)
3. BINNbBIO TabneTkn, BKPUTI E66BI Liseliyapis dypHbE Ipnangis/ peecTpauis Ha 5 3a He UA/16091/01/01
nniBKOBOIO BiothapmachbHoTi Na6opatopi3 HimeuunHa poKiB. peyenmom niosnsieae
o60n0oHkoto, no 12,5 Kan3 rméX AlipneHg, MepiognyHicTb
mr/75,0 mr/50,0 mr NimiTes, NofaHHA perynspHo
Ne56 (no 2 TabneTkn IpnaHgis OHOBJ1H0BAHOrO
y 6nictepi, no 7 (BMpOGHMLTB 3BiTy 3 6e3nekn
6nicTepiB y KAPTOHHIM o] Bi4MOBIAHO A0
Kopob6ui, no 4 nikapcbKoro Mopagky
KapTOHHiI KOPO6KK Yy 3acoby, 3[iiCHEHHSA
rPynoBili KAPTOHHIW TecTyBaHHS); thapmakoHarnagy,
Kopoo6L,i) EG6BI 3aTBEPKEHOrO
Joiunensg Haka3om
m6X i Ko. MiHicTepcTBa
K, OXOpPOHU 340p0B’A
HimeuyunHa Ykpainu Big 27
(nepBuHHE rpyaHs 2006 poky
Ta BTOPUHHE Ne 898,
nakyBaHHs, 3apeecTpoBaHuii B
BUNYCK cepil) MiHicTepcTBi

loCTuLji Ykpainm 19
rpygHs 2016 poky
3a Ne 1649/29779
(Y pepaxuii Hakasy
MiHicTepcTBa
OXOPOHU 340POB’A
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Ne Ha3sBsa nikapcbko2o ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa Ymosu Peknamysa Homep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyedypa Bionycky HHS peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
Ykpainu Big, 26
BepecHs 2016 poky
Ne 996), cTaHOBUTb:
Bi4NOBIAHO A0
nepiogNYHOCTI
cKnafaHHsA
perynapHo
OHOB/OBAHOTO
3BiTy 3 6e3neku
nikapcbKoro 3acoby,
[03B0ONIEHOro [0
MeMNYHOro
3aCTOCYyBaHHSA, Ha
LEeHTpasibHOMY
PiBHI.
4. BIPENAKIP TabneTkn, BKPUTI E66BI Lsenuapis E66BI IpnaHgis/ peecTpadist Ha 5 3a He UA/16092/01/01
nNiBKOBOIO BiochapmachbHoTi AlipneHg HN HimeuunHa POKiB. peyenmom niosnsieae
06010HKOI0, N0 250 Kan3 MmeX B.B., MepiognyHicTb
mr Ne56 (no 2 IpnaHgais nofaHHs perynsipHo
TabneTku y 6nictepi, (BMpOGHMLTB OHOB/IOBAHOro
no 7 6nictepiB y o] 3BiTy 3 6e3neku
KapTOHHI kopobuy, nikapcbKoro BiANOBIAHO A0
no 4 KapTOHHI 3acoby, Mopsaaky
KOPOOGKM y FPynoBiii TEeCTyBaHHS); 34iICHEHHS Harnsay
KapTOHHI KOpOO6Li) E66BI 3a NOGIYHUMH
[Joliuneng peakuismu
v6X i Ko. nikapcbkmx 3acobis,
Kr, [03BOJIEHNX [0
HimeuunHa MeMNYHOro
(nepBuHHe 3acTOCyBaHHA,
Ta BTOPUHHE 3aTBEPLKEHOro
nakyBaHHs1, Hakasom MO3 Big

BUNYCK cepi)

27 rpyaHa 2006
poky Ne898,
3apeecTpoBaHoro B
MiHicTepcTBi
rocTuULii Ykpainm 29
ciyHAa 2007 poky 3a
Ne73/13340,
CTaHOBUTL:
BiANOBIAHO A0
nepiogNYHOCTI
CKNnagaHHsA
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Ne Ha3sBsa nikapcbko2o ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa Ymosu Peknamysa Homep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyedypa Bionycky HHS peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
perynspHo
OHOB/IOBaHOro
3BiTy 3 6e3nekn
nikapcbKoro 3acoby,
[03B0ONEHOro 0
MeANYHOro
3aCToCyBaHHA, Ha
LUeHTpasibHOMY
PiBHi.
5. AEKCAPOM PO34MH ONS iH EKUiA, K.T. POM®APM PymyHis K.T. PymyHis peecTpauisf Ha 5 3a He UA/16086/01/01
50 mr/2 mnno 2 mn B KOMIMAHI POM®APM pokiB peuyenmom | nidss2ae
amnynax Ne5, Ne10 C.P.N. KOMIAHI
C.P..
6. NNUrPNKC® Tabnetkn no 20 mr AT "T'piHaekc" Nats.in AT NatBia peecTpauis Ha 5 3a He UA/16096/01/01
No50 (25x2) y "I'piHgekc" POKiB. peuyenmom nionsizae

6nictepax

MepiognyHicTb
NoAaHHA perynsapHo
OHOBJ1IOBAHOI0
3BITYy 3 6e3nekn
BiZANOBIAHO [0
Mopsaky
3[iliCHEHHSA
thapmakoHarnagy,
3aTBEPKEHOr0
Haka3om
MiHicTepcTBa
OXOPOHU 340POB’A
Ykpainu Big 27
rpyaHs 2006 poky
Ne 898,
3apeecTpoBaHunii B
MiHicTepcTBi
roCTULIT Ykpainm 19
rpyaHs 2016 poky
3a Ne 1649/29779
(y pefaxkuji Hakasy
MiHicTepcTBa
OXOPOHW 310POB’A
Ykpainu Big, 26
BepecHA 2016 poky
Ne 996), ans
NiKapcbKoro 3acoby
CTaHOBWTb:
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Ne Ha3sBsa nikapcbko2o ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa Ymosu Peknamysa Homep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyedypa Bionycky HHS peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
BiANOBIAHO A0
nepioguYHOCTI
cKnafaHHs
perynsipHo
OHOBJ/IHOBAHOTO
3BiTy 3 6e3neku
nikapcbkoro 3acoby,
[03BOIEHOTO 10
MeaNYHOro
3aCTOCYBaHHS, Ha
LUEeHTpa/IbHOMY
PiBHi.
7. IPUTEPO KOHLLeHTpaT A/ leTepo /1a63 IHais leTepo N1a63 IHaisA peecTpauist Ha 5 3a He UA/16087/01/01
PO34uHy N8 iHAY3il, NimiTeq Niviteq, pokiB peuyenmom | nidss2ae
20 mr/mn; no 2 mn (40
mr) a6o 5 mn (100 mr)
y ¢pnakoHax Ne 1
8. ICTAP H TabneTkn, BKPUTI JltoniH NimiTeq, IHAjs JoniH IHAis peecTpauist Ha 5 3a He UA/16088/01/01
060/10HKOH0, O 300 Nimitep, pokiB peyenmom nionsizae
mr/12,5 mr Ne28
(14x2), Ne30 (15x2) y
6nictepax
9. ICTAPH TabneTkn, BKpUTI NMonix Nimiteq IHais NoniH IHais peecTpauist Ha 5 3a He UA/16089/01/01
060/10HKO10, NO 150 Niviten pokiB peuyenmom | nidss2ae
mr/12,5 mr Ne28
(14x2), Ne30 (15x2) y
6nictepax
10. ICTAPH TabneTkn, BKpUTI NMonix Nimiteq IHais NoniH IHais peecTpauist Ha 5 3a He UA/16089/01/02
060/10HKO10, No 300 Nimitep, pokiB peyenmom nionsizae
Mmr/25 mMr Ne28 (14x2),
Ne30 (15x2) y
6nictepax
11. MOKCU®JTIOKCA | TabneTtku, BKpUTI TOB "TeBa YkpaiHa TeBa I13paine/ peecTpauisft Ha 5 3a He UA/16093/01/01
LUMH-TEBA NNiBKOBOIO YkpaiHa" dapmaueBTi YropuwuHa POKiB. peuyenmom nionsizae
060/10HKO10, No 400 Kan MepiognyHicTb
mr Ne 5 (5x1), Ne7 IHpacTpi3 NoAaHHA perynspHo
(7x1), Ne10 (10x1) y nra., 13paine OHOB/IOBAHOrO
6nictepax 3BiTy 3 6e3neku
(BMpOGHMLTB Bi4MOBIAHO A0
o] Mopsaky
Hepo3sdacos 3[iiCHEHHS HarnsAay
aHol 3a NoGiYHNMU

npoayKuji,

peakuismm
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Ne Ha3sBsa nikapcbko2o ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa Ymosu Peknamysa Homep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa npoyedypa Bionycky HHS peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
KOHTPO/1b niKkapcbknx 3aco6i.,
cepii); [03BOJIEHNX A0
AT MegMYHOro
dapmaueBTr 3aCTOCYyBaHHS,
YHWI1 3aBOJ, 3aTBEPKEHOr0
TEBA, Hakazom MO3 Bif
YropLuHa 27 rpyaHa 2006
(nepBuHHa poky Ne898,
Ta BTOPUHHA 3apeecTpoBaHoro B
ynakoBKa, MiHicTepcTBi
[03BiN Ha rCTULIT YkpaiHm 29
BUMYCK cepil) ciyHa 2007 poky 3a
Ne73/13340,
CTaHOBUTL:
BiZANOBIAHO A0
nepioaANYHOCTI K
ANs nikapcbKoro
3acoby nicns
LepxasHoT
peecTpadii B
YKpaiHi, Ak y
nepLuii KpaiHi cBiTy.
12. cnupPT PO34uH ans TOB YkpaiHa JepxaBHe YkpaiHa peecTpadist Ha 5 3a He UA/16090/01/01
MEAVNYHNIA 70 30BHILLHLOrO "dapmaktus" nignpuemcTs pokiB peyenmom nionsizae
3actocyBaHHA 70 % 0
no 100 mny "Ekcnepume
chnakoHax HT&/TbHUIA
3aB0[,
MeANYHNX
npenaparis
IBOHX HAH
YKpainun",
B.o. HaYasnibHUKa YnpaBniHHA hapMaleBTUYHOI
H.B. N'yyan

[IANBbHOCTI Ta AKOCTi (hapmaueBTUYHOT NpoAYKLUil




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

Aopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn
30.06.2017 Ne 732

Ne Ha3sBsa nikapcbko20o ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢popma, 3asBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakosKa) 20
nocsioYeHHs1
1. A3UTPOMILUWMH 1000 | TabneTtku, BKpUTI AHaHTa Megikeap Benvka dnamiHro IHgis nepepeectpauisi Ha 5 3a peyenmom He nidnsieae UA/12158/01/01
NniBKOBOO nrp. BputaHis dapmacbloTuK pOKiB y 3B'A3KY 3
060/10HKO10, o 1000 anc 11a. 3aKiHYEHHAM

Mr, Mo 4 TabneTkm y
6nicTepi; no 1
6nictepy B KopobL,i 3
KapTOHY

nepepeectpauii; 3mMiHn
| TNy - 3miHK Woao
6e3nekn/edeKkTUBHOCTI
Ta chapmakoHarnsgy.
3MiHa y KopoTKiii
xapakrepuctui
niKapcbKoro 3acooy,
TEKCTi MapKyBaHHs Ta
IHCTPYKLT AnA
MeLNYHOro
3aCTOCyBaHHA Ha
nigcrasi perynspHo
OHOB/IOBAHOTO 3BITY 3
6e3nekn nikapcbKoro
3acoby, abo
nocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA
niKkapcbKoro 3acoby B
nicnapeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OUiHKK
3BITY 3 LOCNIMKEHD,
npoBefeHnx
BiANOBIAHO A0 NnaHy
neajaTpuyHmx
pocnigpxeHs (PIP)
(3MiHY y3roxeHo 3
KOMNETEHTHUM
YMNOBHOB&XXEHUM
opraHom) - 3MiHu
BHECEHO A0 IHCTPYKLUi
ANA MeuyHoro
3aCTOCYyBaHHSA
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1

npenapary Ao
po3zinis "Moka3aHHs"
(yTOYHeHHS
iHdbopmawii),
"MpoTumnokasaHHa",
"B3aemogisi 3 iHWmMmn
nikapcbknmu
3acob6amu Ta iHwWi
BMAN B3aeEMOSIin",
"OcobnuBocTi
3acTocyBaHHs",
"3acTocyBaHHA y
nepiog BaritHocTi abo
roflysaHHs rpygao”
(yTOYHeHHS
hopMytoBaHHs)",
"Cnoci6 3acTocyBaHHs
Ta f03n" (yTOUHEHHS
iHhopmawii),
"MNepepo3yBaHHA",
"Mo6iuHi peakwyi"
BiANoBiAHO A0
iHchopmawuii Lwopao
6e3nekun giryoi
peyvoBUHN
"a3nTpoMiLmH".

3060B’A3aHHs Npu
BUAAYI
peecTpauiiHoro
NOCBIAYEHHS iICHYIOTb -
HafaHHA AeTaslbHOro
onucy cuctemu
ynpaBAiHHA pu3viKamu
y BUMNAL nnaHy
ynpaeniHHA pU3viKammn
[0 30.10.2017
BiANOBIAHO A0
nignyHkTy 1.13 nyHKTY
1 popatky 15 fo
Mopagky NpoBefeHHA
eKcrnepTnsmn
peecTpauiiHnx
marepianis Ha
nikapcbki 3acobwm, Lo
nojatTbCa Ha
[epxaBHy peecTpauito
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

(nepepeecTpadito), a
TaKOX eKcrnepTnsun
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
marepianis NpoTArom
nii peecTpaujiiHoro
NoCBiAYEHHS,
3aTBEPKEHOT0
Hakazom MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakazy MO3
Bif 23.07.2015 Ne
460).
MepiogunyHicTb
nofjaHHA perynsapHo
OHOB/IOBAHOTO 3BITY 3
6e3neku BiANoBiAHO
Ao Mopaaky
3[jACHEHHS
thapmakoHarnsgy,
3aTBepAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHM 30POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuUuit
Ykpaiuun 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOPOHYM
3[,0pOB’sA YKpainu Big
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANoBiAHO A0
nepiognYHoOCTI
CKNafaHHsA perynsapHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [03BO/IEHOrO
[0 MefMyHOro
3aCTOCyBaHHs, Ha
LEHTPa/IbHOMY PiBHi.

A3NTPOMILVH 250

TabneTku, BKPUTI
n1iBKOBOO

AHaHTa Mepikeap
g,

Benvka
BputaHis

dnamiHro

PapmMacbloTHK

IHais

nepepeecTpauis Ha 5
POKiB Y 3B'A3KY 3

3a peyenmom

He nionsizae

UA/12158/01/02
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
060/10HKOH0, N0 250 avic /ita. 3aKiHYEeHHAM

Mr; o 6 TabneTok y
6nicTepi; no 1
6nicTepy B kopobu,j 3
KapTOHY

nepepeectpadii; 3mMiHu
| TNy - 3miHK Woao
6e3nekun/edeKkTUBHOCTI
Ta hapmakoHarnagy.
3MiHa y KopoTKiii
xapakrepuctuu,i
niKapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLiT AnA
MeLYHOro
3aCTOCYyBaHHA Ha
nigcrasi perynspHo
OHOB/IOBAHOIO 3BITY 3
6e3nekn nikapcbKoro
3acoby, abo
nocnipkeHb 3 6e3neku
3aCTOCYyBaHHSA
nikapcbkoro 3acoby B
nicnapeecTpavyjinHuii
nepiog, abo sk
pe3ynbTaT OLiHKK
3BiTY 3 LOCNIKEHD,
npoBefeHnx
BiANOBIAHO A0 NnaHy
negjiaTpuyHmx
pocnipxeHs (PIP)
(3MiHY y3roxeHo 3
KOMNETEHTHUM
YMNOBHOB&XEHUM
opraHom) - 3MiHu
BHECEHO [0 IHCTPYKLUT
ANA MeuyHoro
3aCTOCYyBaHHSA
npenapary Ao
po3ginis "lMNokasaHHA"
(yTOYHEHHS
iHchopmawyii),
"MpoTunnokasaHHa",
"B3aemogis 3 iHW1Mmn
niKkapcbknmu
3acobamu Ta iHLi
BMAW B3aemogii”,
"Oco6nuBocCTi
3acTocyBaHHsA",
"3acTocyBaHHA y
nepiog BaritHocTi a6o
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

rogysaHHs rpygar”
(yTOUHEHHS
chopmynoBaHHS)",
"Cnoci6 3acTocyBaHHS
Ta f03n" (YTOUYHEHHS
iHchopmawii),
"MNepepo3syBaHHA",
"Mo6iyHi peakwii"
BiANOBIAHO A0
iHchopmauii woao
6e3neku gitoyol
peyoBuHN
"a3UTPOMILMH".

30608B’'A3aHHA NpK
Buaaui
peecTpauiiHoro
NOCBIAYEHHS ICHYIOTb -
HafiaHHs AeTaslbHOro
onucy cuctemm
ynpaeniHHA pyU3viKammn
y BUINs4i nnaHy
ynpasiHHA pu3nkKamm
0o 30.10.2017
BiANoBiAHO A0
nignyHKTy 1.13 NyHKTY
1 popatky 15 o
Mopsaaky NpoBegeHHS
eKkcnepTusm
peecTpauiiHnx
MaTepianis Ha
nikapcbki 3acobwm, Lo
nojatTbCA Ha
[epXaBHy peecTpau;io
(nepepeecTtpadito), a
TaKoX eKcrnepTu3n
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
mMartepianis NpoTArom
4ii peecTpadiiHoro
NOCBIAYEHHS,
3aTBepAXEHOr0
Haka3om MO3 Big,
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Big 23.07.2015 Ne
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

460).
MepiognuHicTb
NoAaHHsA perynapHo
OHOB/TIOBAHOrO 3BITY 3
6e3neku BigNOBIAHO
Ao lNopsaaky
3[jACHEHHS
hapmakoHarnsgy,
3aTBEepKEHOro
Haka3zom MiHicTepcTBa
OXOPOHU 3[10POB’A
Ykpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
YkpaiHn 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOPOHU
300pOB’A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepiognYHOCTI
CKNafiaHHA perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku nikapcbkoro
3aco6y, A03BOMEHOIO
[0 Megu4YHoro
3acTocyBaHHs, Ha
LLEHTPa/IbHOMY PiBHi.

A3UTPOMILMH 500

TabneTku, BKpUTI
NNiBKOBOIO
o060s10HKot0, no 500
Mr; no 3 TabneTkn y
6nictepi; no 1
6nicTepy B KOpobL,i 3
KapToHY

AHaHTa Megikeap
nra.

Benuka
BpuTaHis

dnamiHro
PapmacboThK
anc JiTa.

IHgis

nepepeecTpauis Ha 5
POKiB Yy 3B'A3KY 3
3aKiHYEHHAM
nepepeecTpadii; 3MiHN
| TMnNy - 3MiHK Woao
6e3nekn/edpeKkTBHOCTI
Ta hapmakoHarnsgy.
3MiHa y KOpOoTKiit
XapakTepucTuui
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLii gns
MeAMYHOro
3aCTOCYyBaHHA Ha
nigcTasi perynspHo

3a peyernmom

He nionsiecae

UA/12158/01/03
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Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1

OHOBJ/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo
nocnigpkeHb 3 6e3neku
3acTocyBaHHsA
nikapcbKkoro 3acoby B
nicnspeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OUiHKK
3BiTY 3 LOCNIKEHD,
npoBeAeHnx
BiANOBIAHO A0 NiaHy
negiaTpuyHmnX
pocnipxers (PIP)
(3MiHy y3rompkeHo 3
KOMNETEeHTHUM
YNOBHOB&XEHUM
opraHom) - 3miHu
BHECEHO A0 iHCTPYKLUT
ONA MeauyHoro
3aCTOCYyBaHHSA
npenapary Ao
po3ginis "MNokasaHHA"
(yTOYHeHHS
iHdbopmawii),
"MpoTumnokasaHHa",
"B3aemogisi 3 iHWMmn
nikapcbknmu
3acobamMu Ta iHLi
BMAN B3aeEMOSIin",
"OcobnuBocTi
3acTocyBaHHS",
"3acTocyBaHHA y
nepiog saritHocTi abo
roflysaHHs rpygao”
(yTOYHeHHS
hopMytoBaHHs)",
"Cnoci6 3acTocyBaHHs
Ta f03n" (yTOYHEHHS
iHdbopmawii),
"MNepepo3yBaHHA",
"Mo6iuHi peakwyi"
BiANoBiAHO A0
iHchopmawuii Lwopao
6e3nekun giryoi
peyoBVHN
"a3nTpoMILMH".
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1

30608’'A3aHHA Npu
Bugaui
peecTpadiiHoro
NOCBIAYEHHS ICHYIOTb -
HaflaHHs AeTasIbHOro
onucy cuctemu
ynpasiHHA pu3nkKamu
y BUMNS4i nnaHy
ynpaBAiHHA pu3viKamu
[0 30.10.2017
BiANOBIAHO A0
nignyHKTy 1.13 nyHKTY
1 popatky 15 no
Mopsaky npoBefeHHs
eKcrnepTnsmn
peecTpauiiHnx
mMarepianis Ha
nikapcbki 3acobwm, Lo
noAalTbCs Ha
[epXxaBHy peecTpau;ito
(nepepeecTpadito), a
TaKOX eKcrnepTnsun
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
marepianis NpoTArom
nii peecTpaujiiHoro
NoCBiAYEHHS,
3aTBEPKEHOT0
Hakazom MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakazy MO3
Bif 23.07.2015 Ne
460).
MepiogunyHicTb
nofjaHHA perynsapHo
OHOB/IOBAHOTO 3BITY 3
6e3neku BiANoBiAHO
Ao Mopaaky
3[jACHEHHS
thapmakoHarnsgy,
3aTBepAXEHOr0
Haka3zom MiHicTepcTBa
OXOPOHM 30POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

3apeecTpoBaHuii B
MiHicTepcTBi rocTULil
Ykpainu 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepioguYHOCTI
CKNaflaHHA perysnspHo
OHOB/IOBAHOIO 3BITY 3
6e3nekn nikapcbKoro
3aco6y, [403BOSIEHOrO
[0 MeguyHoro
3aCToCyBaHHs, Ha
LEeHTPa/IbHOMY PiBHi.

A3SUTPOMILNH-
BX®3

Kancysu no 250 wmr, no
6 abo 10 kancyny
6nictepi; no 1
6nicTepy B naui

My6niuHe
akujioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHWYNIA
LeHTp
"BopLyariscbkuii
XiMiKO-
hapmaLeBTUYHNI
3asofg"

Ykpaina

My6niyHe
akujioHepHe
TOBapMCTBO

"HaykoBo-
BMPOGHUYNIA
LieHTp
"BopuuariBcbk
nii Ximiko-
hapmaueBTny
HWiA 3aBog"

Ykpaina

nepepeecTpavis Ha
HeobMeXeHWn TepMiH;
3MiHu | TUNYy - 3MiHK
o0
6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy.
3MiHa y KopoTKiii
xapakrepuctui
niKapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
iHCTpYKLUii gns
MeAMYHOro
3aCTOCYyBaHHA Ha
nigcrTasi perynsipHo
OHOB/IKOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo
nocnigpkeHb 3 6e3neku
3acTocyBaHHS
nikapcbkoro 3acoby B
nicnsipeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OUiHKK
3BiTY 3 OCNIKEHD,
npoBeAeHUx
BiANOBIAHO A0 NiaHy
negiaTpuyHmnx
pocnigpkeHb (PIP)

3a
peyernmom

He nionsi2cae

UA/6711/01/01
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1

(3MiHY y3roxeHo 3
KOMMETEHTHUM
YMNOBHOBaXKEHVUM
opraHom) - (3miHu
BHECEHO 10 IHCTPYKLT
015 MeUyHOro
3acTocyBaHHs
npenapary o
po3ginis "lMNokasaHHA"
(yTOYHEHHS
nokasaHb),
"MpoTunnokasaHHa",
"B3aemogis 3 iHWMmn
niKkapcbknmu
3acobamu Ta iHLi
BUAW B3aemogir”,
"Oco6nuBoCTi
3acTocyBaHHsA",
"3acTocyBaHHA y
nepiog, BariTHoCTi Ta
rogyBaHHsa rpyaato”,
"Cnoci6 3acTocyBaHHS
Ta f03n" (YTOUYHEHHS
iHchopmawii),
"MMepepo3ysaHHA" ,
"Mo6iyHi peakwi"
BiANOBIAHO A0
OHOB/EHOT iHhopMaLi
3 6e3neku gitouoi
pPeYoBUHM)

30608’a3aHHA Npu
Bugaui
peecTpadiiHoro
NOCBIAYEHHS ICHYIOTb -
HaflaHHs AeTasIbHOro
onucy cuctemu
ynpasiHHA pu3nkKamu
y BUMNS4i nnaHy
ynpaBniHHA pu3viKammn
Ta [ONOBHEHHA [0
ornagy KniHiYHnX
paHnx oo 30.10.2017
BiANOBIAHO A0
nignyHkTy 1.13 nyHKTY
1, nignyHkTy 2.3
NyHKTY 2 goaarky 15
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
Ao Mopaaky
npoBeAeHHsA
eKcnepTnsmn

peecTpauiiHnx
marepianis Ha
nikapcbki 3acobwm, Lo
nojatTbCa Ha
[epxaBHy peecTpauito
(nepepeecTpauito), a
TaKoX eKCrnepTu3mn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
marepianis NpoTArom
aii peecTpaujiiHoro
NoCBiAYEHHS,
3aTBEPKEHOr0
Hakazom MO3 Big,
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Big 23.07.2015 Ne
460).
MepiognuHicTb
nofaHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun BiANOBIAHO
Ao lNopsaaky
3[jACHEHHS
hapmakoHarnsgy,
3aTBEPKEHOT0
Haka3om MiHicTepcTBa
OXOPOHU 3[10POB’A
Ykpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi rocTuuii
YkpaiHn 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0OXOPOHU
300pOB’A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepiognYHOCTI
CKNaflaHHA perynspHo
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
OHOBJ/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [03BO/IEHOrO
[0 MefMyHOro
3acTocyBaHHS, Ha
LEHTPa/IbHOMY PiBHi.
5. ANNOE EKCTPAKT EKCTPaKT pigkvin ans MpAT YkpaiHa MpAT Ykpaina nepepeecTpawis Ha 3a peyenmom He nidnsiecae UA/6565/01/01
PIAKWIA -APHNLS iH'ekyin no 1 mn B "®GapmaLeBTnyHa "papmaueBTu HeoOMeXeHWn TepMiH;
amnyni, mo 5 amnyny ipma "OapHmus” YyHa chipma 3MmiHu | TNy - 3MiHK
KOHTYpHIli YapyHKOBIi "NapHuus" wono
ynakosLi, no 2 6e3nekn/edpeKkTBHOCTI

KOHTYPHi YapyHKOBI
yNakoBKM Yy nauLi

Ta hapmakoHarnsgy.
3MiHa y KOpoTKiit
XapakTepucTuLi

nikapcbKoro 3acooby,

TEKCTi MapKyBaHHs Ta

IHCTPYKLii gns
MeAMYHOro
3aCTOCYyBaHHA Ha
nigcTasi perynspHo

OHOBJ/IHOBAHOTO 3BITY 3

6e3nekun nikapcbkoro

3acoby, abo
nocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHSA

nikapcbKoro 3acoby B

nicnspeecTpauiiinii

nepiog, abo sk
pe3ynbTaT OLiHKK
3BITY 3 OCMIAXKEHD,
npoBefeHnx
BiANOBIAHO A0 NnaHy
negjaTpnyHmx
pocnipkeHs (PIP)
(3MiHy y3romkeHo 3
KOMNETEeHTHUM
YNOBHOB&XEHUM
opraHom) - 3miHn

BHECEHO A0 IHCTPYKLUi

ONA MeauyHoro
3acTocyBaHHS
npenapary Ao po3giny
"Mo6iyHi peaxuii”
BiANOBIAHO A0
OHOB/IEHOT iHhopMaLil
CTOCOBHO 6e3neku
Ait040i pevoBUHM
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

niKapcbKoro 3acooby.

30608B’'A3aHHA NpK
Buaaui
peecTpadiiHoro
NOCBIAYEHHS ICHYIOTb -
HafjaHHs AeTaslbHOro
onucy cuctemu
ynpaeniHHA pU3viKamu
y BUINs4i nnaHy
ynpaB/iHHA pU3nMKamm
Ta [JONOBHEHHS [0
ornsaay KniHiYHnx
paHunx oo 30.10.2017
BiANOBIAHO A0
nignyHKTy 1.13 nyHKTY
1, nignyHkTy 2.3
NyHKTY 2 gogarky 15
Ao Mopaaky
npoBefeHHs
eKcrnepTnsmn
peecTpauiiHnx
marepianis Ha
nikapcbki 3acobwm, Lo
nojatTbCa Ha
[epxaBHy peecTpauito
(nepepeecTpauito), a
TaKoX eKcrnepTu3mn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
marepianis NpoTArom
aii peecTpaujiiHoro
NoCBiAYEHHS,
3aTBEPKEHOr0
Hakazom MO3 Big,
26.08.2005 Ne 426 (y
pefakuii Hakasy MO3
Big 23.07.2015 Ne
460).
MepiognuHicTb
nofaHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BiANOBIAHO
Ao lNopsaaky
3[jACHEHHS
dhapmakoHarnsgy,
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

3aTBepAXEHOr0
Haka3zom MiHicTepcTBa
OXOPOHM 30POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuUuit
Ykpaiuun 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHYM
3[,0pOB’sA YKpainu Big
26 BepecHA 2016 poky
Ne 996), cTaHOBUTL:
BiANoBIAHO A0
nepiognYHOCTI
CKNafaHHsA perynspHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [03BO/IEHOrO
[0 MefMyHOro
3aCTOCyBaHHs, Ha
LEHTPa/IbHOMY PiBHi.

AMAHTWVH

TabneTku, BKPUTI
nAiBKOBOO
060/10HKO0, NOo 100 Mr
no 10 Tabnetok y
6nictepi; no 3 abo no
6 6nicTepiB y nayyj 3
KapTOHY

TOB "dapma
Crapt”

YKpaiHa

TOB "dapma
Crapt”

YkpaiHa

nepepeecTpavjis Ha
HEoOMeXeHWn TEPMIH.
3MmiHu | TNy - 3MiHK
o0
6e3nekn/edpeKkTBHOCTI
Ta hapmakoHarnsgy.
3MiHU Y KOPOTKiii
XapakTepucTuui
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLii gns
MeAMYHOro
3aCTOCYyBaHHSA
reHepuyYHUX/ribpuaHMX
/6ionofibHNX
niKapcbkux 3acobis
nicns BHeCeHHs Tiel
camoi 3MiHM Ha
pedhepeHTHUIA
npenapar (3miHa He
noTpebye HagaHHA
XOZHWX HOBUX
[04AaTKOBUX faHWX) -

3a peyenmom

He nionsizae

UA/6991/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

3MiHV BHECEHO [0
IHCTPYKLT gns
MeAMYHOro
3aCTOCYyBaHHSA
npenapary 40 po3giny
"MMoka3aHHA"
(3aTBEpPAXEHO: —
XBopoba MapkiHcoHa,
NapKiHCOHI3M pi3HOT
eTionorii; — HeBpanris
npu onepisyBasibHOMY
nvwai (Herpes
zoster); —
npochinakTuka ta
NikyBaHHSA rpuyny A,
3anponoHOBaHo:
CuHppom MapkiHcoHa:
NiKyBaHHS CMMMNTOMIB
XBOPO6M MapKiHCOHa,
TakKuX SK pUrigHicTb,
TpeMop, rinokiHesis i
akiHesis.
EkcTpanipamigHi
nob6iuHi edhekTn
HeliponenTukis Ta
IHLLMX NliKapCbKMX
3ac006iB: paHHSA
[OVCKiHesis, akaTuaisa i
NapkiHCOHI3M), a
Takox A0 po3ainis
"PapMaKonorivHi
BnacTtusocTi", "Cnocié
3acTocyBaHHA Ta
nosun",
"MpoTumnokasaHHa",
"Mo6iuHi peakwyji”,
"MNepepo3yBaHHA",
"[iTn" (yTOYHEHHSA
chopmMy toBaHHs),
"OcobnuBocTi
3acTocyBaHHS",
"B3aemogisi 3 iHWmMmn
nikapcbknmu
3acob6amu abo iHLi
BMAM B3aemMogin"
BiANoBiAHO A0
OHOBJIEHOI iHhopMaUii




25

Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
pedyepeHTHOro

nikapcbKoro 3acoby
(MK-Mepu, TabneTkun
no 100 wmr).

30608B’'A3aHHA NpK
Buaaui
peecTpauiiHoro
NOCBIAYEHHS ICHYIOTb -
HafjaHHs AeTaslbHOro
onucy cuctemu
ynpaeniHHA pU3viKamu
y BUINs4i nnaHy
ynpaB/iHHA pU3nKamm
Ta [JONOBHEHHS [0
ornsaay KniHiYHnx
paHunx oo 30.10.2017
BiANOBIAHO A0
nignyHKTy 1.13 nyHKTY
1, nignyHkTy 2.3
NyHKTY 2 gogarky 15
Ao Mopaaky
npoBefeHHs
eKcrnepTnsmn
peecTpauiiHnx
marepianis Ha
nikapcbki 3acobwm, Lo
nojatTbCa Ha
[epxaBHy peecTpauito
(nepepeecTpauito), a
TaKoX eKcrnepTu3mn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
marepianis NpoTArom
aii peecTpaujiiHoro
NoCBiAYEHHS,
3aTBEPLKEHOr0
Hakazom MO3 Big,
26.08.2005 Ne 426 (y
pefakuii Hakasy MO3
Big 23.07.2015 Ne
460).
MepiognuHicTb
nofjaHHA perynspHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3nekun BigNOBIAHO
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

Ao Mopaaky
3[jACHEHHS
thapmakoHarnsgy,
3aTBepAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHM 30POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuUuiT
Ykpainuun 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
3[,0p0B’sA YKpainu Big
26 BepecHA 2016 poky
Ne 996), cTaHOBUTL:
BiANoBiAHO A0
nepiognYHoOCTI
CKNafaHHsA perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [03BO/IEHOrO
[0 MefMyHOro
3aCTOCyBaHHs, Ha
LEHTPa/IbHOMY PiBHi.

AMITPUNTUNIHY
rAPOXNOPU-3H

PO3YUH NS iH'EKLNA,
10 mr/mnno 2 mn B
amnyni; no 5 amnyny
6nictepi; no 2
6nictepy B KOPOO6Lii 3
KapTOoHY; Mo 2 M/1 B
amnyni; no 10 amnyn y
Kopoo6Li

ToBapucTBO 3
06MEXEHOI0
BigNoBiAa/IbHICTIO
"XapkiBCcbke
thapmaueBTuuHe
niagnpMeEMCTBO
"340poB'a
Hapoay"

YKpaiHa

ToBapucTso 3
06MEXEHOI0
BignoBigasbHi
cTio
"XapkiBCcbke
thapmaveBTUy
He
niANPMEMCTBO
"3p0poB'a
Hapoay”

YkpaiHa

nepepeecTpaujis Ha
HeoOMeXeHWn TEPMIH.
3MmiHu | TNy - 3MiHK
o0
6e3nekn/edpeKkTNBHOCTI
Ta dhapmakoHarnsagy.
3MiHa y KOpOTKiii
XapakTepucTuui
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLii gns
MeAMYHOro
3aCTOCyBaHHA Ha
nigcrTasi perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo
nocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHSA
nikapcbKkoro 3acoby B

3a peyenmom

He nionsizae

UA/5160/02/01
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1

nicnspeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OuiHKK
3BiTY 3 LOCNIKEHD,
npoBefeHnx
BiANOBIAHO A0 NiaHy
negiaTpuyHmnX
pocnipxeHs (PIP)
(3MiHy y3rompkeHo 3
KOMNETEHTHUM
YNOBHOB&XEHUM
opraHom) - 3miHu
BHECEHO 10 iHCTPYKLUT
015 MeuyHOro
3aCTOCYyBaHHSA
npenapary Ao
po3ginis "MNMokasaHHA"
(yTOYHeHHS
iHhopmawii),
"MpoTumnokasaHHa",
"Mo6iuHi peakwyji”,
"MNepepo3yBaHHA",
"Oco6nuBoCTi
3acTocyBaHHsa",
"3paTHiCTb BNAMBaTn
Ha WBWAKICTb peakLiii
npu KepyBaHHi
aBTOTpaHcnopTom abo
HWMKU MeXaHi3mamn'
BiANOBIAHO A0
OHOB/EHOT iHhopMaLi
3 6e3neku gitouoi
peyoBnHN
"amiTpUNTUNIHY
rigpoxnopug’" Ta
BWUCHOBKY
KOHCY/NbTaTUBHO-
eKcrnepTHOI rpynu
"HeBponorisi.
MecuxiaTpis. Nikapcbki
3acobu”.

3060B’A3aHHs Npu
BUAAYI
peecTpauiiHoro
NOCBIAYEHHS iICHYIOTb -

Ha/laHHs AeTasIbHOro
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

onucy cuctemu
ynpasiHHA pu3nkKamm
y BUMNS4i NnnaHy
ynpaBniHHA pu3viKammn
Ta [ONOBHEHHA [0
ornagy KniHiYHnX
paHnx oo 30.10.2017
BiANOBIAHO A0
nignyHkTy 1.13 nyHKTY
1, nignyHkTy 2.3
NyHKTY 2 goaarky 15
Ao lMopsaaky
npoBefeHHs
eKkcnepTusm
peecTpauiiHnx
MaTepianis Ha
nikapcbki 3acobwm, Lo
nojatTbCA Ha
[epXxaBHy peecTpau;io
(nepepeecTtpadito), a
TaKoX eKcrnepTu3n
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
mMartepianis NpoTArom
nii peecTpaujitHoro
NOCBIAYEHHS,
3aTBepAXEHOr0
Haka3om MO3 Big,
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Bif 23.07.2015 Ne
460).
MepiognyHicTb
NoAaHHA perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku BiANOBIAHO
Ao Mopaaky
3[iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOrO
Haka3om MiHicTepcTBa
OXOPOHM 340POB’A
Ykpainu Bif, 27 rpyaHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi rocTuuii
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

YkpaiHn 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOPOHU
300pOB’A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepiognYHOCTI
CKNafiaHHA perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku nikapcbkoro
3aco6y, A03BOMEHOIO
[0 Megu4Horo
3acTocyBaHHs, Ha
LlEHTPaUIbHOMY PiBHI.

AHTWN-AHTIH
DOPMY/A

TabneTkn 4ns
PO3CMOKTYBaHHSA Mo
10 TabneTok y
6nicTepi; no 2
6nictepu y Kopobui 3
KapTOHY

TOB "BAJIEAHT
PAPMACBIOTIKA
n3"

YKpaiHa

Xepkenb B.B.

Higepnangm

nepepeecTpaujis Ha
HeobMeXeHW TepPMiH.
3MmiHu | TNy - 3MiHKn
o0
6e3nekn/edeKkTUBHOCTI
Ta chapmakoHarnsgy.
BBepgeHHs1 abo 3MiHN
[0 y3aranbHeHuUx
[aHvx nNpo cuctemy
chapmakoHarnsgy
(BefeHHs
y3arasibHeHNX faHnx
npo cucTemy
thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT
ocobw, BignoBiganbHoI
3a 3[jCHEHHS
hapmakoHarnsgy;
KOHTaKTHOT 0cobwu 3
chapmakoHarnsgy
3asBHVKa ANs
3[iiCHEeHHS
dhapmakoHarnsgy B
YKpaiHi, AKLL0 BOHA
BiAMiHHA Bif
YNOBHOBaXKeHOT
ocobu, BignoBsiganbHOT
3a 3[iiCHeHHs
chapmakoHarnsgy

6e3 peyenma

niossieae

UA/6959/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

(BK/IKOYAKOYM KOHTaKTHI
AaHi) Ta/abo 3MiHN y
PO3MiLLEeHHI MacTep-

tpaiina cuctemu
thapmakoHarnagy).
3MiHa KOHTaKTHUX

[LaHVX YNOBHOBaXeHOI

ocobu. 3miHa
KOHTaKTHUX AaHnX
KOHTaKTHOI ocobu.
3MiHa agpecu macTep-
thaiina. 3miHa agpecu
3[iACHEHHSI OCHOBHOT
AisNbHOCTI 3
thapmakoHarnsgy.
3MiHu 1l TUny - 3MiHu
o0
6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy.
3MiHW Y KOpPOTKilA
xapakrepuctui
niKkapcbKoro 3acooby,

TEKCTi MapkyBaHHs Ta

IHCTpYKLUii gns
MeAMYHOro
3aCTOCYBaHHSA Y
3B'A3KY i3 HOBUMM
OaHuMu 3 SKOCTI,
LOKMIHIYHUMK,
KNIHIYHUMW faHMK Ta
AaHumm 3
thapmakoHarnagy -
3MiHV BHECEHO [0
IHCTPYKLiT AnAa
MeLVYHOro
3aCTOCYBaHHSA
npenapary Ao
po3ainis "Oco6mBOCTi
3acTocyBaHHA"
(aonoBHeHO
iHchopmawito 3
6e3neyHoro
3aCcTOCyBaHHS),
"papMaKoorivHi
BN1acT1BOCTI"
(BHECEHO YTOYHEHHS)
BiANOBIAHO A0
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
martepianis
peecTpauiiHoro focke
(kopoTkoi
XapaKTepucTuku

nikapcbkoro 3acoby).

3060B’A3aHHsA Npu
BUAAYI
peecTpauiiHoro
NOCBIAYEHHS iICHYIOTb -
Ha/jaHHs AeTasIbHOro
onucy cuctemu
ynpaBniHHA pu3viKamu
y BUMNAL nnaHy
ynpaeniHHA pU3viKammn
£0 30.10.2017
BiANOBIAHO A0
nignyHkTy 1.13 nyHKTY
1 popatky 15 no
Mopagky NpoBefeHHA
eKcrnepTnsmn
peecTpauiiHnx
marepianis Ha
nikapcbki 3acobwm, Lo
nojatTbCa Ha
[epxaBHy peecTpauito
(nepepeecTpauito), a
TaKoX eKcrnepTu3mn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
marepianis NpoTArom
aii peecTpaujiiHoro
NoCBiAYEHHS,
3aTBEPKEHOr0
Hakazom MO3 Big,
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Big 23.07.2015 Ne
460).
MepiognuHicTb
nofaHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BiANOBIAHO
Ao lNopsaaky
3[jACHEHHS
dhapmakoHarnsgy,
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

3aTBepAXEHOr0
Haka3zom MiHicTepcTBa
OXOPOHM 30POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuUuit
Ykpaiuun 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHYM
3[,0pOB’sA YKpainu Big
26 BepecHA 2016 poky
Ne 996), cTaHOBUTL:
BiANoBIAHO A0
nepiognYHOCTI
CKNafaHHsA perynspHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [03BO/IEHOrO
[0 MefMyHOro
3aCTOCyBaHHs, Ha
LEHTPa/IbHOMY PiBHi.

BETAMETA30HY
BANEPAT

MOpOLLIOK
(cybeTaHuisn ) y
naketax nogBinHMX
nonieTuNeHoBux ansi
dhapmaLleBTUYHOrO
3aCcTOCyBaHHS

MpAT
"®GapmaLieBTnyHa
ipma "OapHmus”

YKpaiHa

Kpictan
Papma,
C.En.Y.

IcnaHis

nepepeecTpaLis Ha
HeoOMeXeHWn TepMIH

He nionsizae

UA/12397/01/01

10.

BIHKPUCTUH-MINI

PO34mnH NS iH'ekuii, 1
mr/mn, no 1 mny
donakoHi; no 1 a6o 10
hNakoHIB B KOPOOLL

Mini Xenckepe
Nimiten

Benvka
BputaHis

BeHyc
Pewmegic
Nimiteq

IHais

nepepeecTpauis Ha 5
POKiB Y 3B A3KY i3
3aKiHYEHHAM TepPMiHY
nii peecTpaujitHoro
NOCBIAYEHHST; 3MiHM |
TMny - 3MiHK Woao
6e3nekun/edeKkTBHOCTI
Ta chapmakoHarnsgy.
3MiHU Y KOpPOTKiii
Xapakrepuctuui
nikapcbKkoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLiT AnA
MeLNYHOro
3aCTOCYyBaHHSA
reHepUUHNX/ribpUaHNX
/6ionogibHnx

3a peyenmom

He nionsizae

UA/6430/01/01
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
nikapcbKux 3acobis
nicns BHeCeHHs Tiel

camoi 3mMiHN Ha
pedbepeHTHUIA
npenapar (3miHa He
noTpebye HagaHHs
XOZAHUX HOBUX
[0[AaTKOBUX AaHWX) -
3MiHV BHECEHO [0
IHCTPYKLiT AnA
MeLYHOro
3aCTOCYyBaHHSA
npenapary Ao po3gainy
"MMoka3aHHA", a Takox
00 po3gainis
"PapMaKonorivHi
B/f1acTMBOCTI",
"MpoTnnokasaHHa",
"Cnoci6 3acTocyBaHHS
Ta fo3n" (BHeceHi
YTOYHEHHS),
"B3aemogis 3 iHW1Mmn
niKapcbknmun
3acobamu Ta iHLi
BMAW B3aemogii”,
"Oco6nuBoCTi
3acTocyBaHHsA",
"3acTocyBaHHA y
nepiog, BariTHocTi a6o
rogyBaHHsa rpyaato”,
"MNepepo3yBaHHA",
"Mo6iuHi peakwyji”,
"3paTHICTb BNAMBaTh
Ha WBNAKICTb peakuil
npu KepyBaHHi
aBTOTpaHcnopTom abo
HWMKU MeXaHi3mamn”
BiANOBIAHO A0
iHchopmawii, ska
3a3HayeHa B
IHCTpYKUiT Ans
MeAnYHOro
3aCTOCYyBaHHSA
pedyepeHTHOro
nikapcbKoro 3acoby
(BiHKpuCTUH-TeBa,

PO34MH ANs iH'eKLii, 1
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

Mr/1 mn)

MepiogunuHicTb
nofjaHHA perynsapHo
OHOB/IOBAHOTO 3BITY 3
6e3neku BiANoBiAHO
Ao Mopaaky
3[jACHEHHS
thapmakoHarnsgy,
3aTBepAXEHOr0
Haka3zom MiHicTepcTBa
OXOPOHM 30POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuUuit
Ykpaiuun 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0OXOPOHYM
3[,0pOB’sA YKpainu Big
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANoBiAHO A0
nepiognYHoOCTI
CKNafaHHsA perynsapHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [03BO/IEHOrO
[0 MefMyHOro
3aCTOCyBaHHs, Ha
LEHTPa/IbHOMY PiBHi.

11.

FHOJNAKT

Kancysnu BariHasbHi

M siki 108 KYO/kancyny
no 6 kancyny
6nictepi; no 1
6nicTtepy B KOpooL,i

Tesa
dapmauesTikas
IHpacTpi3 /T4,

I3painL

KataneHTt
Itani C.n.A.

ITanis

nepepeecTpaLis Ha
HeoOMeXeHWn TepMiH

3060B’A3aHHsA Npu
BUAAYI
peecTpadiiHoro
NOCBIAYEHHS iICHYIOTb -
HafaHHA AeTa/lbHOro
onucy cuctemu
ynpaBAiHHA pu3viKamu
y BUrNA4 nnaHy
ynpaeniHHA pu3viKammn
Ta [ONOBHEHHS [0
ornsay KNiHiYHNX

6e3 peyenma

nionsieae

UA/6813/01/01
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1

paHunx oo 07.10.2017
BiANOBIAHO A0
nignyHkTy 1.13 nyHKTY
1, nignyHkTy 2.3
NyHKTY 2 goaarky 15
Ao lMopsaaky
npoBefeHHs
eKkcnepTusm
peecTpauiiHnx
MaTepianis Ha
nikapcbki 3acobwm, Lo
nojatTbCA Ha
[epXxaBHy peecTpau;io
(nepepeecTpadito), a
TaKoX eKCrnepTu3n
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
mMartepianis NpoTArom
nii peecTpaujittoro
NOCBIAYEHHS,
3aTBepAKEHOr0
Hakasom MO3 Big,
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Bif 23.07.2015 Ne
460).
MepiognyHicTb
NoAaHHA perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku BiANOBIAHO
Ao Mopaaky
3[iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOr0
Haka3om MiHicTepcTBa
OXOPOHM 340POB’A
Ykpainu Bif, 27 rpyaHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi rocTULil
Ykpainun 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Bif,
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepiognYHOCTI
CKNafiaHHA perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku nikapcbkoro
3aco6y, A03BOMEHOTO
10 MeMYHOro
3aCTOCYBaHHSA, Ha
LLEHTPa/IbHOMY PiBHi.

12.

FICTArNOBYNIH-
BIONIK

niogpinisat ans
PO3YUHY A5t iH'EKL B
amnyni y KoMnaekxTi 3
PO3YMHHMKOM (HaTpito
xnopuay po3ynH 9
Mr/MA1) no 2 Mn B
amnyni; no 5
KOMMEKTIB Y nauyuj

MAT
"®APMCTAHIAP
T-BIOANIK"

YKpaiHa

MAT
"®APMCTAH
OAPT-BIONIK"

YkpaiHa

nepepeecTpaujis Ha
HeobMeXeHW TEpPMIH.
3MmiHu | TNy - 3MiHKn
o0
6e3nekn/edeKkTUBHOCTI
Ta chapmakoHarnsgy.
3MiHa y KopoTKiii
Xapakrepuctui
niKapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLT Ana
MeLNYHOro
3aCTOCyBaHHA Ha
nigcrasi perynspHo
OHOB/OBAHOTO 3BITY 3
6e3nekn nikapcbKoro
3acoby, abo
nocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHS
nikapcbKoro 3acoby B
nicnapeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OuiHKK
3BIiTY 3 LOCNIMKEHD,
npoBefeHnx
BiANOBIAHO [0 NnaHy
neajaTpuyHnx
pocnigxeHs (PIP)
(iHWi 3MiHW) - 3MiHK
BHECEHO A0 IHCTPYKLUi
ANA MeuyHoro
3aCTOCYyBaHHSA
npenapary o
po3ginis "lNokasaHHA"
(BUNy4YeHi NnokasaHHSA:
NiKyBaHHS anepriyHmx

3a peyernmom

He nidnsicae

UA/16084/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

hopM MirpeHi,
aneprivyHol
pVIHOCUHyconaTil,
aneprivyHmx
KOH'IOHKTUBITIB),
"B3aemogisi 3 iHWmMmn
nikapcbknmu
3acobamMu Ta iHLi
BMAM B3aemMogin"
(po3gin 6yB
BifICYTHilA),
"Oco6nuBocTi
3acTocyBaHHA",
"3paTHICTb BNAMBaTn
Ha LWBWAKICTb peakLil
npw KepyBaHHi
aBTOTPaHCNOpPTOM abo
po60Ti 3 IHLWMK
MexaHismamun" (po3gin
6yB BiACyTHIlA),
"Cnoci6 3acTocyBaHHS
Ta 031" (YTOYHEHHS
incpopmavii), "Aitn"
(po3gin 6yB
BiICYTHIA),
"Mepeno3yBaHHA"
(po3gin 6yB
BiACYTHIN), "Mo6IYHI
peakuii" BignoBsigHo A0
marepianis
peecTpadiiHoro
[I0CbE.

3060B’A3aHHsA Npu
BUAAYI
peecTpauiiHoro
NOCBIAYEHHS ICHYIOTb
— HafaHHsA
JeTasibHoro onucy
cucTeMU ynpasniHHSA
pu3viKkamun y BUrNagi
nnaHy ynpassiHHA
pu3nkamu Ta
[OMOBHEHHSA [0
ornagy KniHiYHnX
paHnx oo 30.10.2017
BiANOBIAHO A0
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1

nignyHKTy 1.13 nyHKTY
1, nignyHkTy 2.3
NyHKTY 2 gogarky 15
Ao Mopaaky
npoBefeHHs
eKcrnepTnsmn
peecTpauiiHnx
marepianis Ha
nikapcbki 3acobwm, Lo
nojatTbCa Ha
[epxaBHy peecTpauito
(nepepeecTpauito), a
TaKoX eKcrnepTu3mn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
marepianis NpoTArom
aii peecTpaujiiHoro
NoCBiAYEHHS,
3aTBEPAXEHOTO
Hakazom MO3 Big,
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Big 23.07.2015 Ne
460).
MepiognuHicTb
nofjaHHA perynspHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BigNOBIAHO
Ao lMopsaaky
3AiiCHeHHA Harnagy
3a NOGIYHNMM
peakuisiMn nikapCbKnx
3ac06iB, 403BONEHNX
10 MEeMYHOro
3aCTOCYBaHHS,
3aTBepAXEHOr0
Hakasom MO3 Bif, 27
rpyaHa 2006 poky
Ne898,
3apPeECcTPOBaHOro B
MiHicTepcTBi rocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne73/13340,
CTaHOBWTb: BiAMnoBigHO
00 nepiognyHocCTi

CKNafaHHs perynspHo
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

OHOBJ/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3aco6y, [03BOJIEHOrO
[10 MEAMYHOro
3acTocyBaHHS, Ha
LEHTPa/IbHOMY PiBHi.

13.

FMHOKO3A

PO34unH ANs iHgysil,
50 mr/mn no 100 mn
a6o 200 mn, abo 250
Mn, abo 400 mn, abo
500 mn, a6o 1000 mn,
a6o 2000 mn, abo
3000 mn, abo 5000 mn
Y KOHTelHepax
nonimepHux; no 200
M a6o 400 mny
NASILLKaX CKASHUX

TOB "tOpia-®apm”

YKpaiHa

TOB "tOpisi-
Papm"”

YkpaiHa

nepepeecTpaLis Ha
HeoOMeXeHWn TepMIH

MepiognyHicTb
NoAaHHsA perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku BiANoBIAHO
Ao Mopagky
3[iiCHEeHHS
thapmakoHarnsgy,
3aTBEPKEHOr0
Haka3om MiHicTepcTBa
OXOPOHM 340pPOB’A
Ykpainu Big, 27 rpyaHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi rocTULil
Ykpainun 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepioguYHOCTI
cKnafaHHsa perynspHo
OHOB/OBAHOTO 3BITY 3
6e3nekn nikapcbKoro
3aco6y, [03BOSIEHOrO
[0 MeguyHoro
3aCTOCyBaHHS, Ha
LEHTPa/IbHOMY PiBHi.

3a peyenmom

He nionsizae

UA/6411/01/01

14.

FNIOKO3A

PO3unH NS iHdY3il,
100 mr/mn 200 mn,
a6o 400 mny
KOHTeliHepax
nonimepHux; no 200
M a6o 400 mny
NAsLWKaXxX CKNSHNX

TOB "lOpis-®apm”

Ykpaina

TOB "tOpis-
Papm”

Ykpaina

nepepeecTpavis Ha
HeoOMeXeHWn TepMiH

MepiognuHicTb
NOLAaHHS PerynsipHo
OHOB/1OBAHOIO 3BITY 3
6e3nekun BigNOBIAHO

3a peuenmom

He nionsizae

UA/6411/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

Ao Mopaaky
3[jACHEHHS
thapmakoHarnsgy,
3aTBepAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHM 30POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuUuiT
Ykpainuun 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
3[,0p0B’sA YKpainu Big
26 BepecHA 2016 poky
Ne 996), cTaHOBUTL:
BiANoBiAHO A0
nepiognYHoOCTI
CKNafaHHsA perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [03BO/IEHOrO
[0 MefMyHOro
3aCTOCyBaHHs, Ha
LEHTPa/IbHOMY PiBHi.

15.

FMHOKO3A

PO34uH ANs iHgy3il,
400 mr/mn no 10 mn,
abono20 mny
hnakoHax; no 50 mny
NAsLWKax CKNSHUX

TOB "tOpia-®apm”

YKpaiHa

TOB "tOpisi-
Papm"”

YkpaiHa

nepepeecTpaLis Ha
HeoOMeXeHWn TepMIH

MepiognyHicTb
NoAaHHsA perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku BiANOBIAHO
Ao Mopagky
3[iiCHEeHHS
thapmakoHarnsgy,
3aTBEPKEHOrO
Haka3om MiHicTepcTBa
OXOPOHM 340pPOB’A
Ykpainu Big, 27 rpyaHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi rocTULil
Ykpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y

3a peyenmom

He nionsizae

UA/6411/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

pefakuii Hakasy
MiHicTepcTBa 0XOPOHU
340pOB’A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepiognYHOCTI
CKNafiaHHA perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku nikapcbkoro
3aco6by, A03BONEHOIO
[0 Megu4YHoro
3acTocyBaHHs, Ha
LLEHTPa/IbHOMY PiBHi.

16.

JNEKACAH® -
LMTOKIIH

po3uuH, 0,2 mr/mn no
1000 mny
KOHTeliHepax
noniMepHnX

TOB "lOpis-®apm”

YKpaiHa

TOB "tOpis-
Papm”

YkpaiHa

nepepeecTpauis Ha 5
POKiB Yy 3B'A3KY 3
3aKiHYeHHAM aii
peecTpadiiHoro

NoCBiAYEHHS

MepiogunuHicTb
nofjaHHA perynsapHo
OHOB/IOBAHOTO 3BITY 3
6e3neku BiANoBiAHO
Ao Mopaaky
3iiCHEHHSA
thapmakoHarnsgy,
3aTBEPAXEHOr0
Haka3zom MiHicTepcTBa
OXOPOHM 30POB’A
YKpaiHu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuUuiT
Ykpaiuun 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOPOHU
3[,0pOB’sA YKpaiHu Big
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepiognYHOCTI
CKnafaHHsa perynsapHo
OHOB/IKOBAHOTO 3BITY 3
6e3nekmn Nikapcbkoro

bes peyenma

niossieae

UA/11469/01/01
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20

nocsioYeHHs1

3aco6y, [403BOSIEHOrO

[0 MegnyHoro
3acTocyBaHHS, Ha

LEeHTPa/IbHOMY PiBHi.
17. ANKNODEHAK renb, 10 mr/rno40ry MAT "®apmak” YkpaiHa MAT "dapmak” Ykpaina nepepeecTpavis Ha 6e3 peyenma nionsieae UA/6814/01/01

HATPIO Ty6ax Ne 1 B nauuyj HeobMeXeHWn TepMiH;

3MiHu | TUNYy - 3MiHK
o0
6e3nekn/edheKTUBHOCTI
Ta hapmakoHarnsgy.
3MiHa y KopoTkiii
xapakrepuctui
niKapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
iHCTpYKLUii gns
MeAMYHOro
3aCTOCYBaHHSA Ha
nigcTasi perynsipHo
OHOB/IKOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo
nocnigpkeHb 3 6e3neku
3acTocyBaHHs
nikapcbkoro 3acoby B
nicnsipeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OUiHKK
3BiTY 3 OCNIKEHD,
npoBefeHnx
BiANOBIAHO A0 NiaHy
negiaTpuyHmnx
pocnipxers (PIP)
(3MiHy y3romkeHo 3
KOMNETEeHTHUM
YNOBHOB&XEHUM
opraHom) - 3miHu
BHECEHO A0 IHCTPYKU;iT
015 MeyyHOro
3aCTOCYyBaHHS
nikapcbKoro 3acoby Ao
posginis
"®apmakonoriyHi
B/1ACTMBOCTI",
"Oco6nuBocCTi
3acTocyBaHHsa",
"MNepepo3yBaHHA",
"Mo6iyHi peakuyii,
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

"B3aemogis 3 iHW1Mmn
niKkapcbknmu
3acobamu Ta iHui
BMAM B3aemogiin”
BiANOBIAHO A0
OHOB/IEHOT iHhopMaLil
3 6esneku gjroyoi Ta
[OMNOMDKHWUX PeYOBUH
nikapcbKoro 3acooby.

MepiognuHicTb
NoAaHHsA perynapHo
OHOB/TIOBAHOrO 3BITY 3
6e3neku BiANOBIAHO
Ao lNopsaaky
3[jACHEHHS
hapmakoHarnsgy,
3aTBEepKEHOro
Haka3om MiHicTepcTBa
OXOPOHU 3[10POB’A
Ykpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi rocTuuii
YKpaiun 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOPOHU
340pOB’A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepiognYHOCTI
CKNafiaHHA perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku nikapcbkoro
3aco6by, A03BONEHOIO
[0 Megu4YHoro
3acTocyBaHHs, Ha
LlEHTPa/IbHOMY PiBHi.

18.

LOIAHIN NA4 3
BMICTOM [1HOKO31
1,36% MIOB | 13,6
Mr/MA

po3uuH ans
nepuTOHEaIbHOTO
gianisy no 2000 mn
PO3UMHY Yy
Na1acTVKOBOMY MiLLKy

Bakctep Xenckea
CA.

Ipnangis

Bakctep
Xenckea C.A.,
IpnaHgjs;
Bakctep

MeHblohekye

Ipnangis/
MonbLa

MepepeecTpadlisi Ha
HeoOMeXeHWn TepMiH

MepiogunuHicTb
NOLlaHHs peryssipHo

3a peyernmom

He nionsiecae

UA/12425/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

“Biacpnekc” PL 146-3,
ofivHapHoOMY,
obnagHaHomy
iH'eKUiliHMM NopTOM Ta
3'efHyBayeM, abo y
MiwKy “TBiH Ber”,
obnagHaHoMy
iH'eKLjiiHMM nopToM, 3
iHTerposaHunm 3a
[0MOMOrot ABOX
Marictpaneii Ta Y-
3'efHyBava NoOpPoXHiM
NI1acTUKOBUM MiLLKOM
415 ApeHaxy,
BKafileHnX y
npo3sopuii
NNacTuKoBUlA Naker,;
no 5 KoMnnekTiB y
KapTOHHI kopobuj; no
2500 mn po3ynHy y
NI1acTUKOBOMY MilLIKy
“Biacpnekc” PL 146-3,
ofivHapHoOMY,
obnagHaHomy
iH'eKUiliHMM NopTOM Ta
3'eHyBayeM, abo y
MiwKy “TBiH Ber”,
obnagHaHoMy
iH'eKLjiHMM nopToM, 3
iHTerposaHunm 3a
[0MOMOror ABOX
Marictpaneii Ta Y-
3'efHyBava NopoXHiM
N1acTUKOBUM MiLLKOM
415 ApeHaxy,
BKafileHnX y
npo3sopuii
NNacTuKoBUlA Naker,
no 4 KOMNNeKkTn y
KapTOHHI kopobuj; no
3000 mn po3ynHy y
NI1acTUKOBOMY MilLIKy
“Biacpnekc” PL 146-3,
ofivHapHoOMY,
obnagHaHomy
iH'eKUiliHMM NopTOM Ta
3'efjHyBayeM, abo y

piHr Cn. 3 0.0.,
MonbLa

OHOB/TIOBAHOrO 3BITY 3
6e3neku BigNOBIAHO
Ao lNopsaaky
3[jACHEHHS
hapmakoHarnsgy,
3aTBEepKEHOro
Haka3om MiHicTepcTBa
OXOPOHU 3[10POB’A
Ykpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi rocTuuii
YkpaiHn 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0OXOPOHU
300pOB’sA YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepiognYHOCTI
CKNafiaHHA perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku nikapcbkoro
3aco6by, A03BOMEHOIO
[0 Megu4YHoro
3acTocyBaHHs, Ha
LLleHTPa/IbHOMY PiBHI.
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

MiLLKy “TBiH Ber”,
obnagHaHomy
iH'EKUiiHM nopTOM, 3
iHTerpoBaHunM 3a
[,0MOMOroK0 [1BOX
Marictpaneii Ta Y-
3'eHyBaya NoOpPoXHIM
NAacTVKOBMM MiLLKOM
471 ApeHay,
BKNafeHUX y
npo3opwuii
NAacTUKoBUIA NakeT;
no 3 KOMNNeKTn y
KapTOHHiiA KopobLj; no
5000 M1 po3yKHY Y
N1acTUKOBOMY MiLLIKy
“Biacdhnekc” PL 146-3,
OfiHapHoOMYy,
obnagHaHoMy
iH'eKLjiliHMM nopToMm Ta
3'efHyBavem,
BKNafeHoMy Y
npo3opwuii
NnacTUKoBUIA NakeT;
no 2 KOMNNEeKTn y
KapTOHHi Kopobui

19.

LOIAHIN NA4 3
BMICTOM [1HOKO3U
2,27% MIOB | 22,7
Mr/MA

PO34MH ANna
nepuToHeasIbHoro
gianizy no 2000 mn
PO3UMHY Yy
N1acTUKOBOMY MilLIKy
“Biacdhnekc” PL 146-3,
OofivHapHoMYy,
obnagHaHoMy
iH'EKUiiHMM NOpTOM Ta
3'egHyBayem, abo y
MiLLKy “TBiH Ber”,
obnagHaHomy
iH'eKUiiHMM nopTOM, 3
iHTerpoBaHnM 3a
[,0MOMOror ABoX
Marictpaneii Ta Y-
3'eHyBaya NOPOXHIM
NAacTVKOBMM MiLLKOM

Bakctep Xenckea
CA.

Ipnangis

Bakctep
Xenckea C.A.,
IpnaHgjs;
Bakctep
MeHblothekye
piHr Cn. 3 0.0.,
Monba

Ipnangis/
MonbLa

MepepeecTpadlisi Ha
HeoOMeXeHW TepMiH

MepiogunyHicTb
nofjaHHA perynsapHo
OHOB/IOBAHOTO 3BITY 3
6e3neku BiANoBiAHO
Ao Mopaaky
3iiCHEHHSA
thapmakoHarnsgy,
3aTBEPAXEHOr0
Haka3om MiHicTepcTBa
OXOPOHM 30POB’A
YKpaiHu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuUuit
Ykpaiuun 19 rpyaHa

ONS ApeHaxy, 2016 poky 3a Ne
BK/1afEHUX Y 1649/29779 (y
nposopuit pefakuii Hakasy

3a peyernmom

He nionsiecae

UA/12425/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

NnacTUKoBUiA NakeT;
no 5 KomnnekTiB y
KapTOHHI kopobuj; no
2500 MmN po3ynHy y
NaacTVKoBOMY MiLLKY
“Biachnekc” PL 146-3,
ofivHapHoMmy,
obnagHaHomy
iH'EKUiiHM NOpTOM Ta
3'egHyBayem, abo y
MiLwKy “TBiH Ber”,
obnagHaHomy
iH'eKUiliHMM nopToM, 3
iHTerposaHum 3a
[0MOMOror BOX
Marictpaneii Ta Y-
3'eHyBaya NOPOXHIM
NI1acTUKOBUM MiLLKOM
AN1A fpeHaxy,
BKNaEHUX Yy
npo3sopuii
NnacTUKoBUiA NakeT;
no 4 KOMNNeKTn y
KapTOHHI kopobuj; no
3000 M1 po3UmnHY Y
NaacTVKoBOMY MiLLKY
“Biachnekc” PL 146-3,
ofivHapHoMmy,
obnagHaHomy
iH'EKUiiHMM NOpTOM Ta
3'egHyBayem, abo y
MiLwKy “TBiH Ber”,
obnagHaHomy
iH'eKUiliHMM nopToM, 3
iHTerposaHum 3a
[0MOMOror ABOX
Marictpaneii Ta Y-
3'eHyBaya NOPOXHIM
NI1acTUKOBUM MiLLKOM
AN ApeHaxy,
BKNaEHUX Yy
npo3sopuii
NnacTUKoBUiA NakeT;
no 3 KOMNAeKTn y
KapTOHHI kopobuj; no
5000 mn po3ynHy y
NaacTVKOBOMY MiLLKY

MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepioguYHOCTI
cKnafaHHsa perynspHo
OHOB/IOBAHOTO 3BITY 3
6e3nekn nikapcbKoro
3aco6y, [03BOSIEHOrO
[0 MeguyHoro
3acToCcyBaHHS, Ha
LEeHTPa/IbHOMY PiBHi.
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
“Biacpnekc” PL 146-3,
ofivHapHoOMY,
obnagHaHomy
iH'eKUiliHMM NopTOM Ta
3'eiHyBaYeM,
BKafeHoOMY Y
npo3sopuii
NNacTUKoBUlA Naker,
no 2 KOMNIEeKTN y
KapTOHHII KopobLli
20. AIAHIN Ng4 3 pO34nH ons BakcTtep Xenckea Ipnangis BakcTep Ipnangis/ MepepeecTpayia Ha 3a peyenmom He nidnsieae UA/12425/01/01
BMICTOM I'MHOKO3W | nepuToHeaslbHOro C.A. Xenckea C.A., Monbwa HeoOMeXeHW TepMiH
3,86% MIOB | 38,6 Aianisy no 2000 mn IpnaHgis;
mrimn pO3UnHY Y BakcTep MepiognuHicTb
N1acTUKOBOMY MiLLIKy MeHbtogekue nofjaHHA perynspHo
“Biacpnekc” PL 146-3, piHr Cn. 3 0.0., OHOB/IOBAHOTO 3BITY 3
OfiMHapPHOMY, MonbLa 6e3nekun BigNOBIAHO
obnagHaHoMy o Mopsagky
iH'eKUiliHMM NopTOM Ta 3[jACHEHHS
3'egHyBayem, abo y thapmakoHarnagy,
MiLwKy “TBiH Ber”, 3aTBEepPKEHOr0

obnagHaHoMy
iH'EKUiiHMM nopTOM, 3
iHTerpoBaHunm 3a
[0MOMOror ABOX
marictpasniein Ta Y-
3’eHyBaya NopPoXHiM
NAacTUKOBUM MiLLKOM
415 ApeHaxy,
BKNafeHnx y
npo3sopuii
N1acTUKOBUIA NakKeT;
no 5 KoMnnekTiB y
KapTOHHiI kopobuj; no
2500 mn po3unny y
N1acTUKOBOMY MiLLIKy
“Biacpnekc” PL 146-3,
oAnHapHOMY,
obnagHaHomy
iH'eKUiiHMM NopTOM Ta
3'efHyBayeM, abo y
MiLwKy “TBiH Ber”,
obnagHaHoMy
iH'EKUiiHMM NOpTOM, 3
iHTerpoBaHunm 3a
[0MOMOror ABOX
marictpasiein 1a Y-

Haka3om MiHicTepcTBa
OXOPOHU 3[10POB’A
YKkpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii
YkpaiHn 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOPOHM
340pOB’A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepioaNYHOCTI
CKafiaHHs perynsipHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, [03B0OSIEHOrO
[0 MeguyHoro
3acTocyBaHHs, Ha
LLlEHTPa/TbHOMY PIBHI.
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

3'eHyBaya NoOpPoXHIM
NAacTVKOBMM MiLLKOM
471 ApeHay,
BKNafeHUX y
npo3opwuii
NnacTUKoBUIA NakeT;
no 4 KOMNNeKTn y
KapTOHHiiA KopobLi; no
3000 M1 po3vKHY Y
N1acTUKOBOMY MiLLIKy
“Biacdhnekc” PL 146-3,
ofiHapHoMmYy,
obnagHaHomy
iH'eKLjiliHMM nopToMm Ta
3'egHyBayem, abo y
MiLLKy “TBiH Ber”,
obnagHaHomy
iH'EKUiiHMM nopTOM, 3
iHTerpoBaHunM 3a
[,0MOMOroK0 [1BOX
Marictpaneii Ta Y-
3'eHyBaya NOpPoXHIM
NAacTVKOBMM MiLLKOM
471 ApeHay,
BKNafeHUX y
npo3opwuii
NnacTUKoBUIA NakeT;
no 3 KOMNNeKTn y
KapTOHHiiA KopobLi; no
5000 M1 po3UKHY Y
N1acTUKOBOMY MiLlLIKy
“Biacdhnekc” PL 146-3,
OfiHapHoOMYy,
obnagHaHomy
iH'eKLjiliHMM nopToMm Ta
3'efHyBavem,
BKNafeHoMy Y
npo3opwuii
NAacTUKoBUIA NakeT;
no 2 KOMNNEeKTn y
KapTOHHi Kopobui

21.

LIOKCUAVH

po3uuH, 10 mMr/mn no
10 mn B amnyni, no 10
amnyn y nadui; no 10
M B amnyni, no 5
amnyn y énictepi, no 2
6nicTepy B nayyi

MAT "®apmak”

YKpaiHa

MAT "dapmak"

YkpaiHa

nepepeecTpaujis Ha
HeobMeXeHW TepMiH;
3MmiHu | TNy - 3MiHKn
o0
6e3nekn/edeKkTUBHOCTI
Ta hapmakoHarnsgy.

3a peyernmom

He nionsiecae

UA/6867/01/01
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1

3MiHa y KopoTKiii
XapaxkTepucTuui
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLT gns
MeAnYHOro
3aCTOCyBaHHA Ha
nigcrtasi perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku nikapcbkoro
3acoby, abo
nocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
nicnspeecTpauiiHnii
nepiog, abo Ak
pe3ynbTaT OLiHKK
3BITY 3 OCNIAXKEHD,
npoBefeHnx
BiANOBIAHO A0 NnaHy
negjaTpnyHmx
pocnipxeHs (PIP)
(3MiHy y3rogpkeHo 3
KOMNETEHTHUM
YNOBHOB&XEHNM
opraHom)- (3miHu
BHECEHO A0 IHCTpyKUii
ANA MeauyHoro
3acTocyBaHHsA
nikapcbKoro 3acoby Ao
po3ginis
"MpoTumnokasaHHa",
"Oco6nuBocTi
3acTocyBaHHA",
"MNepepo3yBaHHA",
"Mo6iuHi peakwyji”,
"3paTHiCTb BNAMBaTn
Ha WBWAKICTb peakLiii
npu KepyBaHHi
aBTOTpaHcnopTom abo
IHLWMMKU MexaHi3mammn"
BiANOBIAHO A0
OHOB/EHOT iHhopMaLi
3 6e3neku gitouoi
PEYOBMHW NTiKapPCbKOro
3acoby)
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

MepiognyHicTb
NoAaHHA perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku BiANOBIAHO
Ao Mopaaky
3[iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOr0
Haka3om MiHicTepcTBa
OXOPOHM 340POB’A
Ykpainu Bif, 27 rpyaHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi rocTULil
Ykpainun 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepioguYHOCTI
cKnafaHHsa perynspHo
OHOB/IOBAHOTO 3BITY 3
6e3nekn nikapcbKoro
3aco6y, [403BOSIEHOrO
[0 MeguyHoro
3acToCcyBaHHS, Ha
LEeHTPa/IbHOMY PiBHi.

22,

JIPOPC 160

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO0, 5 Mr/160
mr; no 10 TabneTok y
6nicTepi; no 1 a6o 3
6nictepn y naui 3
KapTOHY

TOB "®apma
Crapt”

YKpaiHa

TOB "®apma
Crapt”

YkpaiHa

nepepeecTpavis Ha
HeobMeXeHWn TepMiH;
3MiHu | TUNYy - 3MiHK
o0
6e3nekn/edheKTUBHOCTI
Ta hapmakoHarnsgy.
3MiHN Y KOpPOTKiit
xapakrepuctui
niKapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
iHCTpYKLUii gns
MeAMYHOro
3acTOCyBaHHsA
reHepuyYHUX/ribpuagHNX
/6ionoAibHMX
NiKapcbKnx 3acobis

3a peuenmom

He nionsizae

UA/12365/01/01
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1

nicnsa BHeCeHHs Tiel
camoi 3MiHU Ha
pedhepeHTHUI
npenapar (3MiHa He
notpebye HagaHHSA
XOMHWX HOBUX
[08aTKOBUX AaHWNX) -
3MiHV BHECEHO [0
IHCTpYKLUii gns
MeAMYHOro
3acTocyBaHHsA
npenapary Ao
po3ginis
"papMaKoorivHi
B/1ACTMBOCTI",
"MMpoTumnokasaHHa",
"B3aemogis 3 iHWyMK
nNiKapCbKUMmn
3aco6amu Ta iHwWi
BUAW B3aemogii",
"Oco6nnBOCTi
3acTocyBaHHA",
"3acTocyBaHHA y
nepiog, BariTHOCTi Ta
rogysaHHsa rpyaao”,
"3paTHICTb BNAMBaTK
Ha LWBWAKICTb peakLil
NpUKepyBaHHI
aBTOTPaHCNOpPTOM abo
IHLIMMK
MexaHismamu",
"Cnoci6 3acTocyBaHHsA
Ta goswn", "Oitn"( 6yno
- MpenapaT He
peKkomeHA0BaHo
npusHadaTn gitam
yepes BiACYTHICTb
OaHvX LWoAao
6e3neyHocTi Ta
epeKTMBHOCTI, CTaU10 -
JocnigxeHHs
NiKyBaHHS LM
npenapartom fgjtei
( Bikom [0 18 pokiB) He
nposognnocs. Tomy
[10 OTpYMaHHS 6iNbLu

NoBHOI iHcpopmauii
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1

npenapart ficopc He
peKoMeHaYyeTbCA
3acTocoByBaTu Ans
nikyBaHHs giteid), "
Mo6iuHi peakwi
BiANOBIAHO A0
iHdbopmauit
pedyepeHTHOro
nikapcbKoro 3acoby
( Ekccpopxk, TabneTkun
BKPUTI NNiBKOBOO
060/10HKOI0).

30608’a3aHHA Npu
Bugaui
peecTpadiiHoro
NOCBIAYEHHS ICHYIOTb -
HaflaHHS AeTasIbHOro
onucy cuctemu
ynpasiHHA pu3nkKamm
y BUMNS4i NnnaHy
ynpaBniHHA pu3viKammn
Ta [ONOBHEHHA [0
ornagy KniHiYHnX
paHnx oo 30.10.2017
BiANOBIAHO A0
nignyHkTy 1.13 nyHKTY
1, nignyHkTy 2.3
NyHKTY 2 goaarky 15
Ao lMopsaaky
npoBefeHHs
eKkcnepTusm
peecTpauiiHnx
MaTepianis Ha
nikapcbki 3acobwm, Lo
nojatTbCA Ha
[epXxaBHy peecTpau;io
(nepepeecTpadito), a
TaKoX eKCrnepTusn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
mMartepianis NpoTArom
nii peecTpaujittoro
NOCBIAYEHHS,
3aTBepAXEHOr0
Hakasom MO3 Bif
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Big 23.07.2015 Ne
460).
MepiognuHicTb
NoAaHHsA perynapHo
OHOB/TIOBAHOrO 3BITY 3
6e3nekun BiANOBIAHO
Ao lNopsaaky
3[jACHEHHS
hapmakoHarnsgy,
3aTBEepKEHOro
Haka3om MiHicTepcTBa
OXOPOHU 3[10POB’A
Ykpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
YkpaiHn 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOPOHU
300pOB’A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepiognYHOCTI
CKNafiaHHA perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku Nikapcbkoro
3aco6y, A03BOMEHOIO
[0 Megu4YHoro
3acTocyBaHHs, Ha
LLEHTPa/IbHOMY PiBHi.

23.

JI®OPC 80

TabneTku, BKpUTI
NNiBKOBOIO
060710HKO0, 5 Mr/80
Mr no 10 TabneTtok y
6nictepi; no 1 a6o 3
6nictepy y nauui 3
KapTOHY

TOB "®apma
Crapt”

YKpaiHa

TOB "®apma
Crapt"

YkpaiHa

nepepeecTpaujis Ha
HeobMeXeHW TepMiH;
3MmiHu | TNy - 3MiHKn
o0
6e3nekn/edeKkTUBHOCTI
Ta chapmakoHarnsgy.
3MiHN Y KOpPOTKiii
Xapakrepuctui
niKapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLT AnA
MefIM4HOr0

3a peyernmom

He nionsiecae

UA/12365/01/02
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
3aCTOCYBaHHs!

reHepuyYHUX/ribpuaHNX
/6ionofibHNX
nikapcbKuUx 3acobis
nicns BHeCeHHs Tiel
camoi 3MiHU Ha
pedbepeHTHuIA
npenapar (3miHa He
noTpebye HagaHHs
XOZAHUX HOBUX
[0[AaTKOBUX AaHWX) -
3MiHV BHECEHO [0
IHCTPYKLiT AnA
MeLVYHOro
3aCTOCYyBaHHSA
npenapary Ao
posginis
"®apmakonoriyHi
BnacTmsocTi”,
"MpoTumnokasaHHa",
"B3aemogisi 3 iHWnMmn
nikapcbknmu
3acob6amu Ta iHLWi
BUAM B3aemMogii”,
"OcobnnBOCTi
3acTocyBaHHs",
"3acTocyBaHHA y
nepiog BariTHoOCTi Ta
roflyBaHHa rpyaato”,
"3paTHICTb BNAMBaTh
Ha WBNAKICTb peakuil
npu KepyBaHHi
aBTOTpaHcnopTom abo
IHWMMK
MexaHiamamu",
"Cnoci6 3acTocyBaHHS
Ta gosun”, "Oitn"( 6yno
- MpenapaT He
pekoMeHA0BaHO
npusHayaTn aitam
yepes BiACYTHICTb
AaHuX LWoAo
6e3neyHocTi Ta
ehbekTUBHOCTI, cTauo -
LocnipkeHHs
NiKyBaHHA LM
npenapartom fitei
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

( BikOoM 0 18 pokiB) He
nposogunocs. Tomy
[0 OTPMMaHHS BinbLu

NOBHOT iH(popmaLii
npenapart [icopc He
pPeKOMeHay€eTbCA
3acTOCOBYBaTU A/1A
nikyBaHHS giTei), "
Mob6iuHi peakwji
BiANoBiAHO A0
iHchopmauii
pedepeHTHOro
nikapcbKoro 3acoby
( Ekcdpopx, Tabnetkm
BKPUTI NNiBKOBOO
060/10HKOI0).

30608B’A3aHHA NpK
Buaaui
peecTpauiiHoro
NOCBIAYEHHS ICHYIOTb -
HafjaHHs AeTaslbHOro
onucy cuctemu
ynpaeniHHA pU3viKammn
y BUINs4i nnaHy
ynpaB/iHHA pU3nKaMmm
Ta [JONOBHEHHS [0
ornsaay KNiHiYHnx
paHunx oo 30.10.2017
BiANOBIAHO A0
nignyHKTy 1.13 nyHKTY
1, nignyHkTy 2.3
NyHKTY 2 gogarky 15
Ao Mopaaky
npoBefeHHs
eKcrnepTnsmn
peecTpauiiHnx
marepianis Ha
nikapcbki 3acobwm, Lo
nojatTbCa Ha
[epxaBHy peecTpauito
(nepepeecTpauito), a
TaKoX eKcrnepTu3mn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
marepianis NpoTArom
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

nii peecTpaujiiHoro
NoCBiAYEHHS,
3aTBEPKEHOT0
Hakazom MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakazy MO3
Bif 23.07.2015 Ne
460).
MepiogunyHicTb
nofjaHHa perynsapHo
OHOB/IOBAHOTO 3BITY 3
6e3neku BiANoBiAHO
Ao Mopaaky
3[jACHEHHS
thapmakoHarnsgy,
3aTBepAXEHOr0
Haka3zom MiHicTepcTBa
OXOPOHM 30POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuUuit
Ykpaiuun 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0OXOPOHU
3[,0pOB’sA YKpainu Big
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANoBiAHO A0
nepiognYHoOCTI
CKNafaHHsA perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [03BO/IEHOrO
[0 MefMyHoro
3aCTOCyBaHHs, Ha
LEHTPa/IbHOMY PiBHi.

24.

AIPOPC XL

TabneTku, BKPUTI
nAiBKOBOO
o060n0HKot, 10 Mr/160
Mmr no 10 TabneTok y
6nictepi; no 1 a6o 3
6nicTepu y nauui 3
KapTOHY

TOB "dapma
Crapt”

YKpaiHa

TOB "dapma
Crapt”

YkpaiHa

nepepeecTpaujis Ha
HEo6MeXeHN TEPMIH;
3MmiHu | TNy - 3MiHK
o0
6e3nekn/edpeKkTBHOCTI
Ta dhapmakoHarnsagy.
3MiHU Y KOPOTKiii
XapakTepucTuui

3a peyenmom

He nionsizae

UA/12365/01/03




57

Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1

niKkapcbKoro 3acooby,
TEKCTi MapkyBaHHs Ta
IHCTpYKLUii gns
MeAMYHOro
3acTocyBaHHsA
reHepuyYHUX/ribpuaHMX
/6ionogi6Hnx
nNiKapcbkux 3acobis
nicnsa BHECEHHSA Tiel
camoi 3MiHN Ha
pecbepeHTHWiA
npenapar (3miHa He
noTpebye HagaHHA
XOAHUX HOBUX
[08aTKOBUX AaHWX) -
3MiHV BHECEHO [0
IHCTPYKLT gns
MeAMYHOro
3aCTOCYyBaHHSA
npenapary Ao
po3ginis
"PapMaKonorivHi
B/M1acTUBOCTI",
"lMpoTumnokasaHHa",
"B3aemogis 3 iHW1Mmn
niKkapcbknmun
3acobamu Ta iHLi
BUAW B3aemogir”,
"Oco6nuBoCTi
3acTocyBaHHsa",
"3acTocyBaHHsA y
nepiog, BariTHoCTi Ta
rogyBaHHa rpyaato”,
"3paTHiCTb BNAMBaTn
Ha WBWAKICTb peakLii
npu KepyBaHHi
aBTOTpaHcnopTom abo
IHWMMK
mexaHizmamu",
"Cnoci6 3acTocyBaHHS
Ta gosun”, "Oitn"( 6yno
- MpenapaT He
pekoMeHA0BaHO
npusHavaTv gitam
yepes BiACYTHICTb
OaHuX LWoao
6e3neyHocTi Ta
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

epeKTMBHOCTI, CTaU10 -
JocnigxeHHs
NiKyBaHHS LM
npenaparom fgjtei
( Bikom [0 18 pokiB) He
nposognnocs. Tomy
[10 OTpYMaHHS 6iNbLu
NOBHOI iHchopmaLii
npenapart [idopc He
pekoMeHayeTbCA
3acTocoByBatu s
nikyBaHHs gitein), "
Mo6iyHi peakuii "
BiANOBIAHO A0
iHchopmauii
pedyepeHTHOro
nikapcbKoro 3acoby
( Ekcchopxk, TabneTkmn
BKPWTi NNiBKOBOIO
060/10HKOI0).

3060B’A3aHHs Npu
BUAAYi
peecTpauiiHoro
NOCBIAYEHHS iICHYIOTb -
HafaHHA AeTaslbHOro
onucy cuctemu
ynpaBAiHHA pu3viKkamu
y BUrNAL nnaHy
ynpaeniHHA pU3viKamu
Ta [ONOBHEHHS [0
ornsaay KNiHiYHNX
paHunx go 30.10.2017
BiANoBiAHO A0
nignyHKTy 1.13 NyHKTY
1, nignyHkTy 2.3
NYyHKTY 2 gogatky 15
Ao Mopaaky
npoBefeHHs
eKcrnepTmsmn
peecTpauiiHnx
mMarepianis Ha
nikapcbki 3acobwm, Lo
noAatTbCs Ha
[epXxaBHy peecTpau;ito
(nepepeecTpadito), a
TaKOX eKcrnepTunsun




59

n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
mMartepianis NpoTArom
nii peecTpaujitHoro
NOCBIAYEHHS,
3aTBepAXEHOr0
Haka3om MO3 Big,
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Bif 23.07.2015 Ne
460).
MepiognyHicTb
NoAaHHA perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku BiANOBIAHO
Ao Mopaaky
3[iiCHEHHS
thapmakoHarnsgy,
3aTBEPLKEHOr0
Haka3om MiHicTepcTBa
OXOPOHM 340POB’A
Ykpainu Bif, 27 rpyaHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi rocTULil
Ykpainun 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepioguYHOCTI
CKnafaHHsa perynspHo
OHOB/IOBAHOTO 3BITY 3
6e3nekn nikapcbKoro
3aco6y, [403BOSIEHOrO
[0 MeguyHoro
3acTocyBaHHS, Ha
LEeHTPa/IbHOMY PiBHi.

25.

E3OMENPA30/

niogpinisat gna

PO3YUHY ANS iH'EKLiA
no 40 wmr in bulk: 100
donakoHIB y kopobui 3

M. BioTek JiTq,

Benuvka
BputaHis

Hanpog Naiicp
CaeHcec lBT.
nra.

IHgis

MepepeecTpauia Ha 5
pOKiB y 3B'A3KY 3
3aKiHYeHHAM Al
peecTpauiinHoro

He nionsi2ae

UA/12115/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

KapToHy

NoCBIAYEHHS.

MepiogunuHicTb
nofjaHHA perynsapHo
OHOB/IOBAHOTO 3BITY 3
6e3neku BiANoBiAHO
Ao Mopaaky
3[jACHEHHS
thapmakoHarnsgy,
3aTBepAXEHOr0
Haka3zom MiHicTepcTBa
OXOPOHM 30POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuUuit
Ykpaiuun 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0OXOPOHYM
3[,0pOB’sA YKpainu Big
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANoBiAHO A0
nepiognYHoOCTI
CKNafaHHsA perynsapHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [03BO/IEHOrO
[0 MefMyHOro
3aCTOCyBaHHs, Ha
LEHTPa/IbHOMY PiBHi.

26.

E3OMENPA30/1

niocpinizat ana
PO3UNHY NS iH'EKLA
no 40 wmr, 1 conakoH 3
MOPOLLKOM Yy nauuii 3
KapTOHY

M. BioTtek /T4

Benvka
BputaHis

Hanpop, /aiich
Caencec BT.
nro.

IHais

MepepeecTpauia Ha 5
pOKiB y 3B'A3KY 3
3aKiHYEHHSM gl
peecTpadiiiHoro

NOCBIAYEHHS.

MepiognyHicTb
NoAaHHsA perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku BiANOBIAHO
Ao Mopagky
3[iiCHEeHHS
thapmakoHarnsgy,
3aTBEpPKEHOr0

3a peyenmom

He niossicae

UA/12116/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

Haka3zom MiHicTepcTBa
OXOPOHU 3[10POB’A
Ykpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi rocTuuii
YKpaiun 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOPOHU
340pOB’A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepiognYHOCTI
CKNafiaHHA perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku nikapcbkoro
3aco6y, A03BOMEHOIO
[0 Megu4YHoro
3acTocyBaHHs, Ha
LLEHTPa/IbHOMY PiBHi.

27.

EPFOKANBLIM®EPO
N (BITAMIH D2)

PO34UH ONiliHWIA
opanbHuii 0,125 %, no
10 mn y dpnakoni; no 1
hnakoHy B naui 3
KapTOHY

MpAT "TexHonor"

YKpaiHa

MpAT
"TexHonor"

YkpaiHa

MepepeecTpadlisi Ha
HeobMeXeHW TEpPMiH.

MepiognyHicTb
NoAaHHsA perynsipHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku BiANOBIAHO
Ao Mopagky
3[iiCHEeHHS
thapmakoHarnsgy,
3aTBEPKEHOT0
Haka3om MiHicTepcTBa
OXOPOHM 340pPOB’A
YKkpainu Big, 27 rpyaHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi rocTULil
Ykpainun 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Bif,

3a peyernmom

He nionsiecae

UA/6299/01/01
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepiognYHOCTI
CKNafiaHHA perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku nikapcbkoro
3aco6y, A03BOMEHOTO
10 MeMYHOro
3aCTOCYBaHHSA, Ha
LLEHTPa/IbHOMY PiBHi.
28. ETAMBYTON Tabnetku no 400 wmr, MpAT YkpaiHa MpAT YkpaiHa nepepeecTpauis Ha 3a peyenmom He nionsiecae UA/5716/01/01
no 10 tTabnetok y "GapmaueBTuyHa "PapmaueBTn HeobMeXeHWi TepMiH;
KOHTYPHIli YapyHKOBIi dipma "OapHuus" yHa chipma 3MmiHu | TNy - 3MiHKn
ynakosuj; no 5 "fapHuus” o040
KOHTYPHMUX 6e3nekn/edeKkTUBHOCTI

YapyHKOBUX YNaKkoBOK
y nayui; no 1000
TabneTok y
KOHTeliHepax

Ta chapmakoHarnsgy.
3MiHa y KopoTKiii
Xapakrepuctui

niKapcbKoro 3acooby,

TEKCTi MapKyBaHHs Ta

IHCTPYKLT Ana
MeLNYHOro
3aCTOCyBaHHA Ha
nigcrasi perynspHo

OHOB/OBAHOTO 3BITY 3

6e3nekn nikapcbKoro

3acoby, abo
nocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHS

nikapcbKoro 3acoby B

nicnapeecTpauiiHnii

nepiog, abo sk
pe3ynbTaT OuiHKK
3BIiTY 3 LOCNIMKEHD,
npoBefeHnx
BiANOBIAHO [0 NnaHy
neajaTpuyHnx
pocnigxeHs (PIP)
(3MiHY y3roxeHo 3
KOMNETEHTHUM
YMNOBHOB&XXEHUM
opraHom) - 3MiHu
BHECEHO A0 IHCTPYKUii
ANA MeuyHoro
3aCTOCYyBaHHSA
niKapcbKoro 3acoby ao




63

n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

po3ainis "Oco6MBOCTi
3acTocyBaHHS",
"MNepepo3yBaHHA",
"Mo6iuHi peakwyii"
BiANOBIAHO A0
OHOB/IEHOT iHhopMaLil
3 6e3neku gitouoil
PEYOBUHM.

3060B’A3aHHsA Npu
BUAAYI
peecTpauiiHoro
NOCBIAYEHHS iICHYIOTb -
HafaHHA AeTaslbHOro
onucy cuctemu
ynpaBniHHA pu3viKamu
y BUMNAL nnaHy
ynpaeniHHA pU3viKammn
Ta [ONOBHEHHS [0
ornsaay KNiHiYHNX
paHunx oo 30.10.2017
BiANoBiAHO A0
nignyHKTy 1.13 NyHKTY
1, nignyHkTy 2.3
NYyHKTY 2 gogatky 15
Ao Mopaaky
npoBefeHHs
eKcrnepTmsmn
peecTpauiiHnx
mMarepianis Ha
nikapcbki 3acobwm, Lo
noAatTbCs Ha
[epXxaBHy peecTpau;ito
(nepepeecTpadito), a
TaKOX eKcrnepTnsun
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
marepianis NpoTArom
nii peecTpaujiiHoro
NoCBIAYEHHS,
3aTBEPKEHOT0
Hakazom MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakazy MO3
Bif 23.07.2015 Ne
460).
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

MepiognyHicTb
NoAaHHA perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku BiANOBIAHO
Ao Mopaaky
3[iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOr0
Haka3om MiHicTepcTBa
OXOPOHM 340POB’A
Ykpainu Bif, 27 rpyaHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi rocTULil
Ykpainun 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepioguYHOCTI
cKnafaHHsa perynspHo
OHOB/IOBAHOTO 3BITY 3
6e3nekn nikapcbKoro
3aco6y, [403BOSIEHOrO
[0 MeguyHoro
3acToCcyBaHHS, Ha
LEeHTPa/IbHOMY PiBHi.

29.

ETAM3UNAT-KB

Tabnetkv no 250 mr
no 10 TabneTok y
6nictepi; no 5
6nicTepiB y nauui

MAT "KuiBcbkuii
BiTaMiHHWIA 3aBog"

YKpaiHa

NAT
"KuiBcbkuii
BiTaMiHHWIA

3aBofg”

YkpaiHa

nepepeecTpavis Ha
HeobMeXeHWn TepMiH.
3MiHu | TUNYy - 3MiHK
o0
6e3nekn/edheKTUBHOCTI
Ta hapmakoHarnsgy.
3MiHa y KopoTkiii
xapakrepuctui
niKapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
iHCTpYKLUii gns
MeAMYHOro
3aCTOCYyBaHHA Ha
nigcrTasi perynsipHo
OHOB/IKOBAHOTO 3BITY 3
6e3nekmn Nikapcbkoro

3a peuenmom

He nionsizae

UA/7572/01/01
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
3acoby, abo
nocnipkeHb 3 6e3neku
3aCTOCYBaHHSA

nikapcbkoro 3acoby B
nicnapeecTpavyjinHuii
nepiog, abo sk
pe3ynbTaT OLiHKK
3BiTY 3 LOCNIKEHD,
npoBefeHnx
BiANOBIAHO A0 NnaHy
negjiaTpuyHmx
pocnigxeHs (PIP)
(3MiHY y3roxeHo 3
KOMMETEHTHUM
YMNOBHOB&XEHUM
opraHom) - 3MiHu
BHECEHO A0 IHCTPYKUiT
ANA MeauyHoro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby Ao
po3ginis
"PapMaKonorivHi
B/M1acTUBOCTI",
"lMpoTumnokasaHHa",
"Cnoci6 3acTocyBaHHS
Ta fo3n" (BHeceHi
YTOUYHEHHSI CTOCOBHO
6e3neku), "B3aemogis
3 iHWMMW NliKapCbKMMM
3acobamu Ta iHLi
BMAW B3aemogii”,
"Oco6nuBocCTi
3acTocyBaHHsa",
"MNepepo3syBaHHA",
"Mo6iyHi peakwi"
BiANOBIAHO A0
OHOB/EHOT iHhopMaLi
3 6esnekun gjryoi Ta
[OMOMiXKHUX PEYOBWUH
niKapcbKoro 3acooby.

MepiogunyHicTb
nofaHHsa perynspHo
OHOB/IOBAHOTO 3BITY 3
6e3neku BiANoBiAHO
fo Mopsaaky
3[jACHEHHS
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

thapmakoHarnsgy,
3aTBePKEHOro
Haka3om MiHicTepcTBa
OXOPOHM 340POB’A
Ykpainu Bif, 27 rpyaHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi rocTULil
Ykpainun 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepioguYHOCTI
CKnafaHHsa perynspHo
OHOB/IOBAHOTO 3BITY 3
6e3nekn nikapcbKoro
3aco6y, [403BOSIEHOrO
[0 MeguyHoro
3acTocyBaHHS, Ha
LEeHTPa/IbHOMY PiBHi.

30.

EXIHALIEA-
ACTPA®APM

Tabnetkv no 100 mr
no 10 TabneTok y
6nictepi; no 2
6nictepu y Kopobui 3
KapTOHY

TOB
"AcTpadhapm"

Ykpaina

TOB
"AcTpachapm"

Ykpaina

nepepeecTpavis Ha
HeobMeXeHWn TepMiH.
3MiHuW | TUNYy - 3MiHK
o0
6e3nekn/edheKTUBHOCTI
Ta hapmakoHarnsgy.
3MiHa y KopoTKiii
xapakrepuctui
niKkapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
iHCTpYKLUii gns
MeAMYHOro
3aCTOCYyBaHHSA Ha
nigcrTasi perynsipHo
OHOB/IKOBAHOTO 3BITY 3
6e3nekmn nikapcbkoro
3acoby, abo
nocnigpkeHb 3 6e3neku
3acTocyBaHHS
nikapcbkoro 3acoby B
nicnsipeecTpauiiHnii
nepiog, abo sk

6e3 peyenma

nionsieae

UA/5915/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

pe3ynbTaT OLiHKK
3BiTY 3 LOCNIIKEHD,
npoBefeHnx
BiANOBIAHO A0 NnaHy
negjiaTpuyHmx
pocnigxeHs (PIP)
(3MiHy y3roxeHo 3
KOMNETEHTHUM
YMNOBHOB&XEHUM
opraHom) - 3MiHu
BHECEHO [0 IHCTPYKLUT
ANA MeauyHoro
3aCTOCYyBaHHSA
npenapary Ao
po3gainis "Croci6
3acTocyBaHHA Ta
[031" (YTOUHEHHS
iHchopmawii),
"MMpoTmnokasaHHa",
"MobiuHi peakwyji”,
"MNepepno3yBaHHA",
"OiTn" (3aTBEPAXKEHO -
He peKoMeHAYy€eTbCS
AiTsM Bikom A0 6
pOKiB, 3aNMpPONOHOBaHO
- HEe peKoMeHAY€ETbCA
LiTAM BikoM Ao 12
pOKiB) BigNOBIAHO A0
OHOB/1EHOT iHhopMaLii
3 6e3neku aitoyoi
PeyoBUHM.

30608B’'A3aHHA NpK
Buaaui
peecTpauiiHoro
NOCBIAYEHHS ICHYIOTb -
HafiaHHs AeTaslbHOro
onucy cuctemmn
ynpaeniHHA pU3viKamu
y BUINs4i nnaHy
ynpasiHHA pu3nkKamm
0o 30.10.2017
BiANoBiAHO A0
nignyHKTy 1.13 NyHKTY
1 popatky 15 o
Mopsaaky NpoBegeHHS
eKkcnepTusmn
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

peecTpauiiHnx
marepianis Ha
nikapcbki 3acobwm, Lo
nojatTbCa Ha
[epxaBHy peecTpauito
(nepepeecTpauito), a
TaKoX eKcrnepTu3mn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
marepianis NpoTArom
aii peecTpaujiiHoro
NoCBiAYEHHS,
3aTBEPKEHOr0
Hakazom MO3 Big,
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Big 23.07.2015 Ne
460).
MepiognuHicTb
nofjaHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNOBIAHO
Ao lNopsaaky
3[jACHEHHS
hapmakoHarnsgy,
3aTBEPKEHOT0
Haka3om MiHicTepcTBa
OXOPOHU 3[10POB’A
Ykpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi rocTuuii
YKpaiun 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOPOHU
340pOB’A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepiognYHOCTI
CKNafiaHHA perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku nikapcbkoro
3aco6y, A03BONIEHOIO
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
[0 MefMyHoro
3aCTOCyBaHHs, Ha
LEHTPa/IbHOMY PiBHi.
31. IOHIKA NOpPOLLOK ANA €Bpo Navichkep Benvka dAC Nimvitep, IHais nepepeectpawis Ha 6e3 peyenma niosnsieae UA/12484/01/01
0OpPa/IbHOTO PO3YNHY, nrtp, BputaHis HeoOMeXeHWin TepMiH;

no 4,4 r NopoLUKy B
nakeTuky; no 5 a6o 20
NakeTVKiB Y KApTOHHIl
Kopoo6Li

3MmiHu | TNy - 3MiHK
o0
6e3nekn/edpeKkTBHOCTI
Ta dhapmakoHarnsagy.
3MiHa y KOpOTKiii
XapaxkTepucTuui
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLii gns
MeAMYHOro
3aCTOCYyBaHHA Ha
nigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo
nocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
nicnspeecTpauiiinii
nepiog, abo sk
pe3ynbTaT OLiHKK
3BITY 3 OCMIAXEHD,
npoBefeHnx
BiANOBIAHO A0 NnaHy
negjaTpnyHmx
pocnipkeHs (PIP)
(3MiHY y3rogxeHo 3
KOMNETEeHTHUM
YMNOBHOB&XEHUM
opraHom) - 3miHu
BHECEHO [0 IHCTPYKLUi
ONA MeauyHoro
3acTocyBaHHS
npenapary Ao po3gainy
"Mo6iuHI peakuii
"BignosigHo fo
OHOB/IEHOT iHhopMaLil
3 6e3neku aitoyoi
PEYOBUHM.

3060B’A3aHHsA Npu
BUAAYI
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

peecTpadiiHoro
noceigyeHHs ans
nikapcbKoro 3acoby
iCHYIOTb - HalaHHsA
JeTanbHoro onucy
cucTeMu ynpassliHHA
pv3nkaMmn y BUrnsgj
nnaHy ynpasniHHA
pu3nkamu Ta
[OMOBHEHHSA [0
ornsaay KNiHiYHNX
paHunx go 30.10.2017
BiANoBiAHO A0
nignyHKTy 1.13 NyHKTY
1, nignyHkTy 2.3
NYyHKTY 2 gogatky 15
Ao Mopaaky
npoBefeHHs
eKcrnepTmsmn
peecTpauiiHnx
mMarepianis Ha
nikapcbki 3acobwm, Lo
noAalTbCs Ha
[epXxaBHy peecTpau;ito
(nepepeecTpadito), a
TaKOX eKcrnepTnsun
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
marepianis NpoTArom
nii peecTpaujiiHoro
NoCBIAYEHHS,
3aTBEPKEHOT0
Hakazom MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakazy MO3
Bif 23.07.2015 Ne
460).
MepiogunyHicTb
nofjaHHA perynsapHo
OHOB/IOBAHOIO 3BITY 3
6e3neku BiANoBiAHO
Ao Mopaaky
3[jACHEHHS
thapmakoHarnsgy,
3aTBepAXEHOr0
Haka3zom MiHicTepcTBa
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

OXOPOHM 340POB’A
Ykpainu Bif, 27 rpyaHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi rocTULil
Ykpainun 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepioguYHOCTI
cKnafaHHsA perynspHo
OHOB/IOBAHOTO 3BITY 3
6e3nekn nikapcbKoro
3aco6y, [403BOSIEHOrO
[0 MeguyHoro
3acToCcyBaHHS, Ha
LEeHTPa/IbHOMY PiBHi.

32.

KANEHAYNN
HACTOMKA

HacTolika no 40 mn, 50
M, 100 mny
hnakoHax

NN "Kinadd"

Ykpaina

nn "Kinadpcp"

Ykpaina

MepepeecTpayia Ha
HeobMeXeHWn TepMiH.
MepiognyHicTb
NoAaHHsA perynspHo
OHOB/IHOBAHOTO 3BITY 3
6e3neku BiANOBIAHO
Ao Mopagky
3[iiCHEeHHS
thapmakoHarnsgy,
3aTBEPKEHOrO
Haka3zom MiHicTepcTBa
OXOPOHM 340POB’A
Ykpainu Big, 27 rpyaHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi rocTULii
Ykpainu 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0

6e3 peyenma

nionsieae

UA/12540/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

nepiognYHOCTI
CKNafiaHHA perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku nikapcbKoro
3aco6y, A03BOMEHOIO

[0 MEeMYHOro

3aCTOCyBaHHSA, Ha

LLEHTPa/IbHOMY PiBHi.

33.

KANbLIA-A3
HIKOME/[, ®OPTE

Tabn1eTkn XyBasibHi,
no 30, a6o 60, abo
120 Tabnetok y
donakoHi; no 1
01aKOHY B KapTOHHIi
Kopoo6Li

Takepa ABCTpIs
6X

ABCTpIst

Takepa AC

Hopgeris

MepepeecTpadlisi Ha
He0bMeXeHW TepPMiH.

MepiogunyHicTb
nofjaHHA perynsapHo
OHOB/IOBAHOTO 3BITY 3
6e3neku BiANoBiAHO
Ao Mopaaky
3iiCHEHHSA
thapmakoHarnsgy,
3aTBEPAXEHOr0
Haka3zom MiHicTepcTBa
OXOPOHM 30POB’A
YKpaiHu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuUuiT
Ykpaiuun 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOPOHU
3[,0pOB’sA YKpaiHu Big
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANoBIAHO A0
nepiognYHOCTI
CKnafaHHsa perynsapHo
OHOB/IKOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [03BOIEHOrO
[0 MeM4HOro
3aCTOCyBaHHs, Ha
LEHTPa/IbHOMY PiBHi.

6e3 peyenma

niossieae

UA/3541/01/02

34.

KANbLIO
FNIOKOHAT

Tabnetkn no 500 wmr,
no 10 TabneTtok y
6nicTepax

MAT
"Ny6Hncpapm”

YKpaiHa

MAT
"Ny6Hnchapm"

YkpaiHa

MepepeecTpadlist Ha
HeobMeXeHWin TEpPMiH.
30608B’s13aHHA NpK
Buaaui
peecTpauiinHoro

6e3 peyenma

nionsieae

UA/6048/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

NOCBIAYEHHS iICHYIOTb -
HafaHHA AeTaslbHOro
onucy cuctemu
ynpaBniHHA pu3viKammn
y BUMNA4 nnaHy
ynpaeniHHA pU3viKammn
Ta ONOBHEHHS [0
ornsaay KNiHiYHNX
paHunx go 30.10.2017
BiANoBiAHO A0
nignyHKTy 1.13 NyHKTY
1, nignyHkTy 2.3
NyHKTY 2 gogatky 15
Ao Mopaaky
npoBefeHHs
eKcrnepTnsmn
peecTpauiiHnx
mMarepianis Ha
nikapcbki 3acobwm, Lo
noAalTbCs Ha
[epXxaBHy peecTpau;ito
(nepepeecTpadito), a
TaKOX eKcrnepTnsun
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
marepianis NpoTArom
nii peecTpaujiiHoro
NoCBiAYEHHS,
3aTBEPKEHOT0
Hakazom MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakazy MO3
Bif 23.07.2015 Ne
460).
MepiogunyHicTb
nofjaHHA perynsapHo
OHOB/IOBAHOTO 3BITY 3
6e3neku BiANoBiAHO
Ao Mopaaky
3[jACHEHHS
thapmakoHarnsgy,
3aTBepAXEHOr0
Haka3zom MiHicTepcTBa
OXOPOHM 30POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

3apeecTpoBaHuii B
MiHicTepcTBi rocTULil
Ykpainu 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepioguYHOCTI
CKNaflaHHA perysnspHo
OHOB/IOBAHOIO 3BITY 3
6e3nekn nikapcbKoro
3aco6y, [403BOSIEHOrO
[0 MeguyHoro
3aCToCyBaHHs, Ha
LEeHTPa/IbHOMY PiBHi.

35.

KANBL|IIO
FNIOKOHAT-
340POB'S

Tabnetkn no 500 wmr;
no 10 TabneTtok y
6nictepax; no 10
TabneTok y 6nictepi,
no 1 6nictepy y
KapTOHHI KopooLyi

ToBapucTBO 3
obmexeHo
BiANoBiAa/IbHICTIO
"®GapmaLeBTnyHa
KOMMaHis
"3popos's”

Ykpaina

ToBapucTso 3
obmexeHor
BignoBigasbHi
CTtO
"®apmaueBTn
YHa KOMMNaHis
"3popos'a”

Ykpaina

nepepeecTpavis Ha
HeobMeXeHWn TepMiH;
3MiHu | TUNYy - 3MiHK
o0
6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy.
3MiHa y KopoTKiii
xapakrepuctui
niKapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
iHCTpYKLUii gns
MeAMYHOro
3aCTOCYyBaHHA Ha
nigcrTasi perynsipHo
OHOB/IKOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo
nocnigpkeHb 3 6e3neku
3acTocyBaHHS
nikapcbkoro 3acoby B
nicnsipeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OUiHKK
3BiTY 3 OCNIKEHD,
npoBeAeHUx
BiANOBIAHO A0 NiaHy
negiaTpuyHmnx
pocnigpkeHb (PIP)

6e3 peyenma

nionsieae

UA/4726/02/01
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

(3MiHY y3roxeHo 3
KOMMETEHTHUM
YNOBHOB&XEHUM
opraHom) - 3MiHu
BHECEHO 10 IHCTPYKLT
ANA MeuyHoro
3aCTOCYyBaHHSA
npenapary Ao
po3ginis "lMNokasaHHA"
(peparyBaHHS TEKCTY),
"Cnoci6 3acTocyBaHHs
Ta f03n" (yTOYHEHHS
iHchopmawii), "Mo6iyHi
peakuji”,
"MNepepo3yBaHHA",
"Oitn" (pegaryBaHHs
TeKcTy), "3a4aTHiCTb
BN/MBaTh Ha
LIBUAKICTb peakuii npu
KepyBaHHi
aBTOTpaHcnopTom abo
HLLIXMK
MexaHiamamu",
"B3aemogisi 3 iHWmMmn
nikapcbknmu
3acob6amu abo iHLi
BMAM B3aemMogin"
BiANoBiAHO A0
OHOB/1EHOT iHhopMaLii
3 6e3neku aitoyoi
peyoBUHM "KanbLiito
rNtoKoHaTy".

MepiognyHicTb
NoAaHHA perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku BiANOBIAHO
Ao Mopaaky
3[iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOrO
Haka3om MiHicTepcTBa
OXOPOHM 340POB’A
Ykpainu Bif, 27 rpyaHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi rocTuuii
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

YkpaiHn 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOPOHU
300pOB’A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepiognYHOCTI
CKNafiaHHA perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku nikapcbkoro
3aco6y, A03BOMEHOIO
[0 Megu4Horo
3acTocyBaHHs, Ha
LLEHTPa/IbHOMY PiBHi.

36.

KNO®PAHIN

TabneTku, BKpUTI
nNiBKOBOO
060/10HKOt0, Nno 25 wr,
no 10 TabneTtok y
cTpuni, no 5 cTpuniB y
KapTOHHI ynakosLi

CaH
dapmMacboTuKan
IHgacTpi3 Nimiteq,

IHais

CaH
PapmacboThK
an lHgacTpi3
nTa

IHgis

nepepeecTpaujis Ha
HeobMeXeHW TepMiH;
3MmiHu | TNy - 3MiHKn
o0
6e3nekn/edeKkTUBHOCTI
Ta chapmakoHarnsgy.
3MiHN Y KOpPOTKiii
xapakrepuctui
niKapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLT AnA
MeLNYHOro
3aCTOCYyBaHHS
reHepUUHNX/ribpUAHNX
/6ionogibHmx
nikapcbkux 3acobis
nicns BHeCeHHs Tiel
camoi 3MiHU Ha
pedhepeHTHUIA
npenapar (3MiHa He
notpebye HagaHHSA
XOZHNX HOBUX
[08aTKOBUX AaHWX) -
3MiHM LWoAo 6e3nekn
3aCTOCYyBaHHSA
BHECEHO [0 IHCTPYKLUIT
015 MeyyHOro
3aCTOCYyBaHHSA
npenapary Ao po3gainy
"lMoKa3aHHA"; a TaKoX

3a peyernmom

He nionsiecae

UA/4869/01/01
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
[0 po3ginis
"MpoTumnokasaHHa",
"Oco6nuBocTi
3acTocyBaHHA",
"Mepepo3yBaHHA",

"3paTHICTb BNAMBaTh
Ha WBNAKICTb peakuil
npu KepyBaHHi
aBTOTpaHcnopTom abo
HLLIXMK
mexaHismamu®”, "ditn"
(6yno - aitn Big, 6
POKiB, CT&U10 - AiTAM
00 18 pokiB He cnig
3acToByBaTy),
"Mo6ivHi peakuir”,
"B3aemogis 3 iHWyMK
nNiKapCbKUMmn
3aco6amu abo iHLwi
BUAW B3aeMoOSii"
BiANOBIAHO A0
iHdbopmauit
OpuriHasIbHOro
nikapcbKoro 3acoby
(Anafranil, 25 mg
capsules) 3rigHo 3
BUCHOBKOM
KOHCY/NbTaTUBHO-
eKcrnepTHOI rpynu
"HeBponorisi.
MecuxiaTpis. Nikapcbki
3acobu"”.

3060B’A3aHHsA Npu
BUAAYI
peecTpauiiHoro
NOCBIAYEHHS iICHYIOTb -
HafaHHA AeTaslbHOro
onucy cuctemm
ynpas/iHHA pu3nKamu
y BUMNAL nnaHy
ynpaeniHHA pU3viKammn
f0 30.10.2017
BiANOBIAHO A0
nignyHkTy 1.13 nyHKTY
1 popatky 15 no
Mopagky NpoBefeHHsA
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
eKcnepTnsu

peecTpauiiHnx
mMarepianis Ha
nikapcbki 3acobwm, Lo
noAalTbCs Ha
[epXxaBHy peecTpau;ito
(nepepeecTpadito), a
TaKOX eKcrnepTunsun
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
marepianis NpoTArom
nii peecTpaujitHoro
NoCBIAYEHHS,
3aTBEPKEHOT0
Hakazom MO3 Big,
26.08.2005 Ne 426 (y
pepakuii Hakazy MO3
Bif 23.07.2015 Ne
460).
MepiogunyHicTb
nofjaHHA perynsapHo
OHOB/IOBAHOTO 3BITY 3
6e3neku BiANoBiAHO
Ao Mopaaky
3[jACHEHHS
thapmakoHarnsgy,
3aTBepAXEHOr0
Haka3zom MiHicTepcTBa
OXOPOHM 30POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuUuit
Ykpaiuun 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOPOHYM
3[,0pOB’sA YKpainu Big
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANoBiAHO A0
nepiognYHoOCTI
CKNafaHHsA perynsapHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3nekun Nikapcbkoro
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

3aco6y, [403BOSIEHOrO
[0 MeguyHoro
3acTocyBaHHS, Ha
LEeHTPa/IbHOMY PiBHi.

37.

KCUMENIH EKCTPA

cnpeit HasasibHWI No
10 mn y cpnakoHi 3
NMOMMNOBUM [L03YIO4UM
NPUCTPOEM, no 1
h1aKoHy Y KapTOHHIi
KopoobLi

Takepa ABCTpis
m6X

ABcTpis

Takega Mm6X

HimeyunHa

nepepeecTpavis Ha
HeobMeXeHWn TepMiH.

MepiognuHicTb
NoAaHHA perynapHo
OHOB/TIOBAHOrO 3BITY 3
6e3nekun BigNOBIAHO
Ao lNopsaaky
3[jACHEHHS
hapmakoHarnsgy,
3aTBEepKEHOro
Haka3om MiHicTepcTBa
OXOPOHU 3[10POB’A
YKkpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
YkpaiHn 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOPOHU
340pOB’A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepioanYHOCTI
CKNafiaHHs perynsipHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, [03B0OSIEHOr0
[0 MeguyHoro
3acTocyBaHHs, Ha
LLlEHTPa/IbHOMY PiBHi.

6e3 peyenma

nionsieae

UA/6955/01/01

38.

nneuvn

Tabnetkv no 10 mr, no
10 TabneTok y
6nictepi, no 3
6nicTepy B Nauuj; no
60 a6o 90 TabneTok y
KOHTeliHepi; no 1
KOHTelHepy B nauui

My6nivyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHWYNIA

LEeHTp
"BopLyariBcbkuii
XiMiKO-
hapmauleBTUYHNI

YKpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHUYNIA

LeHTp
"BopLuariscbk
niA ximiko-
dhapmaueBTUy

YKpaiHa

nepepeecTpaujis Ha
HeobMeXeHW TEpMIH;
3MmiHu | TYny - 3MiHK
o0
6e3nekun/edeKkTUBHOCTI
Ta chapmakoHarnsgy.
3MiHa y KopoTKiii
Xapakrepuctui
NiKapcbKoro 3acooy,

3a peyernmom

He nionsicae

UA/6918/01/01
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
3aBof" HWii 3aBoa” TeKCTi MapKyBaHHSA Ta

IHCTPYKLT gns
MeAMYHOro
3aCTOCyBaHHA Ha
nigcrasi perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku nikapcbkoro
3acoby, abo
nocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
nicnspeecTpauiiinii
nepiog, abo Ak
pe3ynbTaT OLiHKK
3BITY 3 JOCNIAXKEHD,
npoBefeHnx
BiANOBIAHO A0 NnaHy
neajaTpnyHmx
pocnipxkeHs (PIP)
(3MiHY y3rogpkeHo 3
KOMNETEHTHUM
YMNOBHOB&XEHUM
opraHom) - 3miHn
BHECEHO [0 IHCTPYKLUi
ANA MeauyHoro
3acTocyBaHHsA
npenapary Ao
po3ginis
"MpoTumnokasaHHa",
"Mo6iuHi peakwyji”,
"MNepepo3yBaHHA",
"3acTocyBaHHA y
nepiog, BariTHoCTi a6o
rogysaHHa rpygaro”
(yTOUHEHHS
iHchopmawii),
"OcobnuBocTi
3acTocyBaHHs",
"3paTHICTb BNAMBaTh
Ha WBNAKICTb peakuil
npu KepyBaHHi
aBTOTpaHcnopTom abo
HLLIXMK
MexaHiamamu",
"B3aemogisi 3 iHWMmn
nikapcbknmu
3aco6amu abo iHLi
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

BMAM B3aemogiin”
BiANOBIAHO A0
OHOB/IEHOT iHhopMaLil
3 6e3neku gitouoil
PEYOBUHM.

3060B’A3aHHsA Npu
BUAAYI
peecTpauiiHoro
NOCBIAYEHHS iICHYIOTb -
HafaHHA AeTaslbHOro
onucy cuctemu
ynpaBniHHA pu3viKamu
y BUMNAL nnaHy
ynpaeniHHA pU3viKammn
Ta [ONOBHEHHS [0
ornsaay KNiHiYHNX
paHunx go 30.10.2017
BiANoBiAHO A0
nignyHKTy 1.13 NyHKTY
1, nignyHkTy 2.3
NYyHKTY 2 gogatky 15
Ao Mopaaky
npoBefeHHs
eKcrnepTmsmn
peecTpauiiHnx
mMarepianis Ha
nikapcbki 3acobwm, Lo
noAalTbCs Ha
[epXxaBHy peecTpau;ito
(nepepeecTpadito), a
TaKOX eKcrnepTnsun
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
marepianis NpoTArom
nii peecTpaujiiHoro
NoCBIAYEHHS,
3aTBEPKEHOT0
Hakazom MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakazy MO3
Bif 23.07.2015 Ne
460).
MepiogunyHicTb
nofjaHHA perynsapHo
OHOBJ1OBAHOIO 3BITY 3
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

6e3neku BiANoBiAHO
Ao Mopaaky
3[iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOr0
Haka3om MiHicTepcTBa
OXOPOHM 340POB’A
Ykpainu Bif, 27 rpyaHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi rocTULil
Ykpainun 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepioguYHOCTI
CKnafaHHsa perynspHo
OHOB/IOBAHOTO 3BITY 3
6e3nekn nikapcbKoro
3aco6y, [03BOSIEHOrO
[0 MeguyHoro
3acToCyBaHHS, Ha
LEeHTPa/IbHOMY PiBHi.

39.

ninPun

Tabnetkn no 5 mr no
10 Tabnetok y
6nictepi, no 3
6nicTepu B nauuj; no
60 ab6o 90 TabneTok y
KOHTeliHepi; no 1
KOHTEeWHepy B naui

My6niuHe
akujioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHWYNIA

LeHTp
"BopLyariscbkuii
XiMiKO-
hapmaLeBTUYHNI
3aBofg”

Ykpaina

My6niyHe
akujioHepHe
TOBapMCTBO

"HaykoBo-
BMPOGHUYNIA

LieHTp
"BopuuariBcbk
nii Ximiko-
hapmaueBTny
HWiA 3aBog"

Ykpaina

nepepeecTpavis Ha
HeobMeXeHW TepMiH;
3MiHu | TUNYy - 3MiHK
o0
6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy.
3MiHa y KopoTkiii
xapakrepuctui
niKapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
iHCTpYKLUii gns
MeAMYHOro
3aCTOCYBaHHSA Ha
nigcrTasi perynsipHo
OHOB/IKOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo
nocnigpkeHb 3 6e3neku
3acToCyBaHHs

3a peuenmom

He nionsizae

UA/6918/01/02
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1

nikapcbkoro 3acoby B
nicnapeecTpavyjinHuii
nepiog, abo sk
pe3ynbTaT OLiHKK
3BiTY 3 LOCNIKEHD,
npoBefeHnx
BiANOBIAHO A0 NnaHy
negjiaTpuyHmx
pocnipxeHs (PIP)
(3MiHy y3roxeHo 3
KOMNETEHTHUM
YMNOBHOB&XEHUM
opraHom) - 3MiHu
BHECEHO [0 IHCTPYKLUT
ANA MeauyHoro
3aCTOCYyBaHHSA
npenapary Ao
po3ginis
"MMpoTmnokasaHHa",
"MobiuHi peakwyji”,
"MNepepno3yBaHHA",
"3acTocyBaHHsA y
nepiog, BariTHocTi a6o
rogysaHHa rpyaato”
(yTOYHEHHS
iHchopmawyii),
"Oco6nuBocTi
3acTocyBaHHA",
"3paTHICTb BNAMBaTK
Ha LWBWAKICTb peakLil
npw KepyBaHHi
aBTOTPaHCNoOpPTOM abo
iHWVMK
mMexaHismamu',
"B3aemogis 3 iHWyMK
nNiKapCbKUMmn
3aco6amu abo iHLwi
BUAW B3aeMopiii"
BiANOBIAHO A0
OHOB/EHOT iHhopMaLi
3 6e3neku gitouoi
PeyoBUHM.

30608’A3aHHA NpK
Bugaui
peecTpadiiHoro
NoCBIAYEHHS ICHYIOTb -




84

n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

HafiaHHs AeTaslbHOro
onucy cuctemm
ynpaeniHHA pU3viKamu
y BUINs4i nnaHy
ynpasiHHA pu3nkKamm
Ta [JONOBHEHHS [0
ornsaay KniHiYHnx
paHux oo 30.10.2017
BiANOBIAHO A0
nignyHKTy 1.13 nyHKTY
1, nignyHkTy 2.3
NyHKTY 2 gogarky 15
Ao Mopaaky
npoBefeHHs
eKcrnepTnsmn
peecTpauiiHnx
marepianis Ha
nikapcbki 3acobwm, Lo
nojatTbCa Ha
[epxaBHy peecTpauito
(nepepeecTpauito), a
TaKoX eKcrnepTu3mn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
marepianis NpoTArom
aii peecTpaujiiHoro
NoCBiAYEHHS,
3aTBEPLKEHOr0
Hakazom MO3 Big,
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Big 23.07.2015 Ne
460).
MepiognuHicTb
nofjaHHA perynspHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3nekun BigNOBIAHO
Ao lNopsaaky
3[jACHEHHS
hapmakoHarnsgy,
3aTBEPKEHOT0
Haka3zom MiHicTepcTBa
OXOPOHU 3[10POB’A
Ykpainu Big 27 rpygHs
2006 poky Ne 898,
3apEECTPOBaHUii B
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

MiHicTepcTsi tocTuUuit
Ykpaiuun 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOPOHYM
3[,0pOB’sA YKpainu Big
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANoBiAHO A0
nepiognYHoOCTI
CKNafaHHsA perynsapHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [03BO/IEHOrO
[0 MefMyHoro
3aCTOCyBaHHs, Ha
LEHTPa/IbHOMY PiBHi.

40.

nneuvn

Tabnetky no 20 mr, no
10 TabneTok y
6nicTepi, no 3
6nictepu B nauuj; no
60 a6o 90 TabneTok y
KOHTelHepi; no 1
KOHTelHepy B naui

My6niuHe
akujioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHNYNIA

LeHTp
"BopLyariBcbkuii
XiMiko-
hapmaueBTUYHNI
3asofg"

YKpaiHa

My6niyHe
akuioHepHe
TOBapWCTBO

"HaykoBo-
BMPOGHUYNI

LieHTp
"BopLuariscbk
Wi XiMiKo-
thapmaveBTUy
Huii 3aBon”

YkpaiHa

nepepeecTpaujis Ha
HEOoOMeXeHN TEPMIH;
3MmiHu | TNy - 3MiHK
o0
6e3nekn/edpeKkTBHOCTI
Ta dhapmakoHarnsagy.
3MiHa y KOpOTKiii
XapakTepucTuui
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLii gns
MeAMYHOro
3aCTOCyBaHHA Ha
nigcrTasi perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo
nocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
nicnspeecTpauiiinii
nepiog, abo sk
pe3ynbTaT OLiHKK
3BITY 3 OCMIAXKEHD,
npoBefeHnx
BiANOBIAHO A0 NnaHy
negjaTpnyHmx
pocnipxkeHs (PIP)
(3MiHY y3rompKeHo 3

3a peyenmom

He nionsizae

UA/6918/01/03
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
KOMMETEHTHUM
YNOBHOBaXXeHUM

opraHom) - 3miHu
BHECEHO [0 iHCTPYKLUT
ON5 MenyHOro
3aCTOCYBaHHSA
npenapary Ao
posginis
"MpoTnnokasaHHa",
"Mo6ivHi peakuir”,
"MNepepo3yBaHHA",
"3acTocyBaHHA y
nepiog BaritHocTi abo
roflysaHHs rpygao”
(yTOYHeHHS
iHhopmawii),
"Oco6nuBoCTi
3acTocyBaHHsA",
"3paTHiCTb BNAMBaTn
Ha LWBWAKICTb peakLiii
npu KepyBaHHi
aBTOTpaHcnopTom abo
IHWMMK
mexaHizmamu”,
"B3aemogis 3 iHW1Mmn
niKkapcbknmun
3acob6amu abo iHwwi
BMAM B3aemogiin”
BiANOBIAHO A0
OHOB/IEHOT iHhopMaLil
3 6e3neku gitouoil
peyvoBUHN.

3060B’A3aHHsA Npu
BUAAYI
peecTpauiiHoro
NOCBIAYEHHS iICHYIOTb -
HafaHHA AeTaslbHOro
onucy cuctemm
ynpas/iHHA pu3nKamu
y BUMNAL nnaHy
ynpaeniHHA pU3viKammn
Ta [IONOBHEHHA 10
ornsaay KNiHiYHNX
paHunx go 30.10.2017
BiANoBiAHO A0
nignyHKTy 1.13 NyHKTY
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

1, nignyHkTy 2.3
NyHKTY 2 goaarky 15
Ao lMopsaaky
npoBefeHHs
eKkcnepTusm
peecTpauiiHnx
MaTepianis Ha
nikapcbki 3acobwm, Lo
nojatTbCA Ha
[epXxaBHy peecTpau;io
(nepepeecTpadito), a
TaKoX eKCrnepTusn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
mMartepianis NpoTArom
nii peecTpaujittoro
NOCBIAYEHHS,
3aTBepAXEHOr0
Haka3om MO3 Big,
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Bif 23.07.2015 Ne
460).
MepiognyHicTb
NoAaHHA perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku BiANOBIAHO
Ao Mopaaky
3[iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOrO
Haka3om MiHicTepcTBa
OXOPOHM 340POB’A
Ykpainu Bif, 27 rpyaHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi rocTULil
Ykpainun 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0




88

Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
nepiognYHOCTI
CKNafiaHHA perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku nikapcbKoro
3aco6y, A03BOMEHOIO
[0 MEeMYHOro
3aCTOCyBaHHSA, Ha
LLEHTPa/IbHOMY PiBHi.
41. NONEPAMIAY NopoLLoK (cybcTaHLis) AT "Jlekxim - YkpaiHa Bacyaxa IHAjs nepepeecTpauis Ha - He nionsiecae UA/12518/01/01
rigpoxnoprup y noAgiliHNx naketax 3 Xapkis" dapma Xem HeoOMeXeHW TepMiH
nonieTuneny ans Nimiteq
thapmaueBTUYHOro
3aCTOCyBaHHSA
42, MAJIbTO®EP® ®OJ1 | TabneTkn XyBaslbHi, Bidhop LLIseliapis BupobHmuTBO LLiBeliyapis MepepeecTpayia Ha 3a peyenmom He nidnsieae UA/5870/01/01
100 mr/0,35 wmr, no 10 (IHTepHewHn) IHK. Hepo3dacoBa HeobMeXeHW TepMiH.
Tabnetok y 6nictepi; HOI NPOAYKLUIT, 3060B’A3aHHsA Npu
no 3 6nictepn y KOHTPO/b BUAAYI
KapTOHHI Kopo6Lyi SKOCTI, peecTpadiiHoro
nepBuHHa Ta nocBig4YeHHs ans
BTOPVHHA nikapcbKoro 3acoby
ynakoBka: ManbTodhep®don,
Bichop C.A., TabneTkn XyBaslbHi,
LLIseliapis; 100 wmr/0,35 mr, no 10
KoHTponb Tabnetok y 6nictepi;
AKOCTI, LO3BIN no 3 6nictepu y
Ha BUNYyCK KapTOHHI KOPOOL
cepi: iCHY€e — HaaHHA
Bidhop [OOMNOBHEHHSA [0
(IHTEepHeLWwHnN) ornsaay KNiHiYHNX
IHK., naHnx oo 30.10.2017,
LLiseiiuapis BiANOBIAHO A0
NiANYyHKTY 2.3 NyHKTY 2
popartky 15 no
Mopsaky NpoBeAeHHS
eKkcnepTusm
peecTpauiiHnx
MaTepianis Ha
nikapcbki 3acobwm, Lo
nojatTbCa Ha
[epXaBHy peecTpaw;iio
(nepepeecTtpadiio), a
TaKoX eKcrnepTusn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
mMartepianis NpoTArom
4ji peecTpauiiHoro
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

NoCBiAYEHHS,
3aTBEPLKEHOr0
Hakazom MO3 Big,
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Big 23.07.2015 Ne
460).
MepiognuHicTb
NoAaHHsA perynapHo
OHOB/TIOBAHOrO 3BITY 3
6e3nekun BigNOBIAHO
Ao lNopsaaky
3[jACHEHHS
hapmakoHarnsgy,
3aTBEepKEHOro
Haka3zom MiHicTepcTBa
OXOPOHU 3[10POB’A
Ykpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi rocTuuii
YkpaiHn 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0OXOPOHU
300pOB’A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepiognYHOCTI
CKNafiaHHA perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku nikapcbkoro
3aco6by, A03BONEHOIO
[0 Megu4YHoro
3acTocyBaHHs, Ha
LLEHTPa/IbHOMY PiBHi.

43.

MEHTON

NnopoLLoK (cybcTaHLis)
y noABiliHMX
nonieTuneHoBmxX
naketax gns
thapmaL,eBTUYHOrO
3aCTOCYyBaHHSA

JepxasHe
nigNpPUEMCTBO
"3aBog, XiMiYHNX
peakTuBiB"
HaykoBo-
TEXHOOrIYHOro
KOMM/iekcy
"IHCTUTYT
MOHOKpUcTanis"

YKpaiHa

TOB KAN3EH
OPTAHIKC

IHgis

nepepeecTpaujis Ha
HeoOMeXeHW TepMiH

He nidnsicae

UA/6537/01/01
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
HaujioHasnbHOT
akagemii Hayk
YkpaiHn"
44, METONPONONY Tabnetkn no 0,05 r, no MAT "®apmak” YkpaiHa MAT "dapmak” Ykpaina nepepeecTpavis Ha 3a peyenmom He nidnsieae UA/6755/01/01
TAPTPAT 10 Tabnetok y

6nictepi; no 2 abo 5
6nicTepiB y nauuj 3
KapTOHY

HeobMeXeHWn TepMiH.
3MiHu | TUNYy - 3MiHK
o0
6e3nekn/edheKTUBHOCTI
Ta hapmakoHarnsgy.
3MiHa y KopoTkiii
xapakrepuctui
niKapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
iHCTpYKLUii gns
MeAMYHOro
3aCTOCYBaHHSA Ha
nigcTasi perynsipHo
OHOB/IKOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo
nocnigpkeHb 3 6e3neku
3acTocyBaHHs
nikapcbkoro 3acoby B
nicnsipeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OUiHKK
3BiTY 3 OCNIKEHD,
npoBeAeHnx
BiANOBIAHO A0 NiaHy
negiaTpuyHmnx
pocnipxers (PIP)
(3MiHy y3romkeHo 3
KOMNETEeHTHUM
YNOBHOB&XEHUM
opraHom) - 3miHu
BHECEHO A0 IHCTPYKU;iT
ONA MeauyHoro
3aCTOCYyBaHHS
nikapcbKoro 3acoby Ao
posginis
"MpoTnnokasaHHa",
"B3aemogisa 3 iHWMmn
niKkapcbknmmn
3acobamu Ta iHLi
BMAW B3aemogii”,
"Oco61BOCTI
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
3acTocyBaHHA",

"3acTocyBaHHA y
nepiog, BariTHoCTi a6o
rogysaHHsa rpyaao”,
"Mepepo3yBaHHA",
"Mo6iuHi peakwyji”,
"3paTHiCTb BNAMBaTn
Ha LWBWAKICTb peakLiii
npu KepyBaHHi
aBTOTpaHcnopTom abo
IHLWMMKU MexaHi3mammn"
BiANOBIAHO A0
OHOB/EHOT iHhopMaLi
3 6esnekun gjryoi Ta
[OMOMiXKHUX PEYOBWUH
niKkapcbKoro 3acooby.

MepiogunuHicTb
nofjaHHA perynsapHo
OHOB/IOBAHOTO 3BITY 3
6e3neku BiANoBiAHO
Ao Mopaaky
3[jACHEHHS
thapmakoHarnsgy,
3aTBepAXEHOr0
Haka3zom MiHicTepcTBa
OXOPOHM 30POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuUuit
Ykpaiuun 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0OXOPOHU
3[,0pOB’sA YKpainu Big
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANoBiAHO A0
nepiognYHoOCTI
CKNafaHHsA perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [03BO/IEHOrO
[0 MefMyHoro
3aCTOCyBaHHs, Ha
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
LEeHTPa/IbHOMY PiBHi.
45, METONPONONY Tabnetkn no 0,1 r, no MAT "®apmak” YkpaiHa MAT "®dapmak” Ykpaina nepepeecTpavis Ha 3a peyenmom He nidnsieae UA/6755/01/02
TAPTPAT 10 Tabnetok y

6nictepi; no 2 abo 5
6nicTepiB y navui 3
KapTOHY

HeobMeXeHWn TepMiH.
3MiHu | TUNYy - 3MiHK
o0
6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy.
3MiHa y KopoTkiii
xapakrepuctui
niKkapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
iHCTpYKLUii gns
MeAMYHOro
3aCTOCYBaHHSA Ha
nigcrTasi perynsipHo
OHOB/IKOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo
nocnigpkeHb 3 6e3neku
3acTOCyBaHHsA
nikapcbkoro 3acoby B
nicnsipeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OUiHKK
3BiTY 3 OCNIKEHD,
npoBeAeHUx
BiANOBIAHO A0 NiaHy
negiaTpuyHmnx
pocnipxers (PIP)
(3MiHy y3romkeHo 3
KOMNETeHTHUM
YNOBHOB&XEHUM
opraHom) - 3miHu
BHECEHO A0 IHCTPYKU;iT
ONA MeauyHoro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby Ao
posginis
"MpoTnnokasaHHa",
"B3aemogisa 3 iHWMmn
niKkapcbknmmn
3acobamu Ta iHLi
BMAW B3aemogii”,
"Oco6nuBocCTi
3acTocyBaHHsa",
"3acTocyBaHHA y
nepiog BaritHocTi a6o
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

rogysaHHsa rpyaaro”,
"MNepepo3yBaHHA",
"Mo6iuHi peakwyji”,
"3paTHiCTb BNAMBaTn
Ha LWBWAKICTb peakLiii
npu KepyBaHHi
aBTOTpaHcnopTom abo
IHLWMMKU MexaHi3mammn"
BiANOBIAHO A0
OHOB/EHOT iHhopMaLi
3 6esnekun gjryoi Ta
[OMOMiXKHUX PEYOBWUH
niKkapcbKoro 3acooby.

MepiogunyHicTb
nofjaHHA perynsapHo
OHOB/IOBAHOTO 3BITY 3
6e3neku BiANoBiAHO
Ao Mopaaky
3[jACHEHHS
thapmakoHarnsgy,
3aTBepAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHM 30POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuUuit
Ykpaiuun 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOPOHYM
3[,0pOB’sA YKpainu Big
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANoBiAHO A0
nepiognYHoOCTI
CKNafaHHsA perynsapHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [03BO/IEHOrO
[0 MefMyHOro
3aCTOCyBaHHs, Ha
LEHTPa/IbHOMY PiBHi.

46.

HATPIIO
OKCUBYTUPAT

PO3YUH NS iH'EKLNA,
200 mr/mn no 5 a6o 10

MAT "®apmak”

YKpaiHa

MAT "®apmak”

YkpaiHa

nepepeecTpaLis Ha
HEoOMeXeHW TEPMIH.

3a peyenmom

He nionsizae

UA/6871/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

M B amnyni; no 5 a6o
10 amnyn y nauuj; no
5a6o no 10 mn B
amnyni; no 5 amnyny
6nictepi; no 1 a6o 2
6nicTepu y nauui 3
KapTOHY

3MiHu | TUNY - 3MiHK
o0
6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy.
3MiHa y KOpOTKild
xapakrepuctui
niKkapcbKoro 3acooby,
TEKCTi MapkyBaHHs Ta
IHCTpYKLUii gns
MeAMYHOro
3aCTOCYyBaHHA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo
nocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA
nikapcbKkoro 3acoby B
nicnspeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OUiHKK
3BiTY 3 LOCNIKEHD,
npoBeAeHnx
BiANOBIAHO A0 NiaHy
negiaTpuyHmnX
pocnipxeHs (PIP)
(3MiHy y3rompkeHo 3
KOMNETEeHTHUM
YNOBHOBaXEHUM
opraHom) - 3miHu
BHECEHO [0 iHCTPYKLUT
ONA MeauyHoro
3aCTOCYBaHHSA
npenapary Ao po3gainy
"MpoTunokasaHHA"
(monoBHeHO:
heoxpomoLmMToma)
BiANOBIAHO A0
OHOB/IEHOT iHhopMaLil
CTOCOBHO 6e3neku
AitoY0i pevoBUHM
nikapcbKoro 3acooby.

MepiognuHicTb
NOLAaHHSA perynsipHo
OHOB/IOBAHOTO 3BITY 3
6e3nekun BigNOBIAHO
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

Ao Mopaaky
3[jACHEHHS
thapmakoHarnsgy,
3aTBepAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHM 30POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuUuiT
Ykpainuun 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
3[,0p0B’sA YKpainu Big
26 BepecHA 2016 poky
Ne 996), cTaHOBUTL:
BiANoBiAHO A0
nepiognYHoOCTI
CKNafaHHsA perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [03BO/IEHOrO
[0 MefMyHOro
3aCTOCyBaHHs, Ha
LEHTPa/IbHOMY PiBHi.

47.

HO-X-LUA® ®OPTE

Tabnetky no 0,08 r, in
bulk no 5000
TabneTok y
KOHTelHepax

AT "Nekxim -
Xapkis"

YKpaiHa

AT "Nlekxim -
Xapkis"

YkpaiHa

nepepeecTpaLis Ha
HeoOMeXeHWn TEPMIH.

MepiognuHicTb
NoAaHHA perynsapHo
OHOB/TIOBAHOrO 3BITY 3
6e3nekun BigNOBIAHO
Ao lNopsaaky
3[jACHEHHS
hapmakoHarnsgy,
3aTBEepKEHOro
Haka3om MiHicTepcTBa
OXOPOHU 3[10POB’A
YKkpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHunii B
MiHicTepcTBi tocTuLii
YkpaiHn 19 rpyaHsa
2016 poky 3a Ne

He nionsizae

UA/0354/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
3[,0pOB’sA YKpainu Big
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANoBiAHO A0
nepiognYHoOCTI
CKNafaHHsA perynsapHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [03BO/IEHOrO
[0 MefMyHoro
3aCTOCyBaHHs, Ha
LEHTPa/IbHOMY PiBHi.

48.

HO-X-LUA® ®OPTE

Tabnetky no 0,08 r, no
10 TabneTok y
6nicTepi, no 3
6nictepn y naui 3
KapTOHY

AT "Nekxim -
Xapkis"

YKpaiHa

AT "Nlekxim -
Xapkis"

YkpaiHa

nepepeecTpaujis Ha
HeoOMeXeHWn TEPMIH.
3MmiHu | TNy - 3MiHK
o0
6e3nekn/edpeKkTBHOCTI
Ta dhapmakoHarnsagy.
3MiHa y KOpOoTKiit
XapaxkTepucTuui
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLUii gns
MeAMYHOro
3aCTOCYyBaHHA Ha
nigcTasi perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo
nocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHSA
nikapcbKkoro 3acoby B
nicnspeecTpauiiinii
nepiog, abo sk
pe3ynbTaT OLiHKK
3BITY 3 OCMIAXKEHD,
npoBefeHnx
BiANOBIAHO A0 NnaHy
negjaTpnyHmx
pocnipkeHs (PIP)
(3MiHy y3rogpkeHo 3
KOMNETEeHTHUM
YNOBHOB&XEHUM
opraHom) - 3miHu

6e3 peyenma

nionsieae

UA/3611/02/02
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

BHECEHO A0 iHCTPYKLUT
ON5 MeuyHOro
3acTocyBaHHsA
npenapary Ao
posginis
"lMpoTumnokasaHHa",
"3acTocyBaHHsA y
nepiog, BariTHocTi a6o
rogysaHHa rpyaato”
(yTOYHEHHS
incpopmavii), "Aitn"
(yTOYHeHHS
iHdbopmawii),
"Oco6nuBocCTi
3acTocyBaHHA"
BiANoBIAHO A0
OHOB/1EHOI iHhopMaLLil
3 6e3neku aitoyoil
peyoBuHN
"ApoTaBepuiH
rigpoxnopug".

MepiognuHicTb
NoAaHHsA perynapHo
OHOB/TIOBAHOrO 3BITY 3
6e3nekun BiANOBIAHO
Ao lNopsaaky
3[jACHEHHS
hapmakoHarnsgy,
3aTBEepKEHOro
Haka3om MiHicTepcTBa
OXOPOHU 3[10POB’A
Ykpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi rocTuuii
YkpaiHn 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0OXOPOHU
300pOB’A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepiognYHOCTI
CKNaflaHHA perynspHo
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M) y donakoHi; no 1
hnakoHy y KOMMIEKTi
3 MipHOO JTOXKOH0

Ta hapmakoHarnsgy.
3MiHU Y KOPOTKiii
XapakTepucTuLi
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLii gns
MeAMYHOro
3aCTOCYyBaHHSA
reHepuyYHUX/ribpuaHMX
/6ionoAibHNX
niKapcbkux 3acobis
nicns BHeCeHHs Tiel
camoi 3MiHM Ha
pechepeHTHuIA
npenapar (3miHa He
noTpebye HagaHHA
XOZHWX HOBUX
[0[aTKOBUX AaHWX) -
(3miHn BHECEHO A0
IHCTPYKLT Ana
MeAMYHOro
3aCTOCYyBaHHSA
npenapary Ao po3gainy
"lMoka3aHHA", a Takox
o posginis "Cnoci6
3acTocyBaHHs Ta
[031" (YTOUHEHHS
[03yBaHHs),
"MMpoTumnokasaHHa",
"B3aemogis 3 iHWyMn
nikapCbKUMmn
3acobamu Ta iHLWi
BMAW B3aemogiin”,
"Oco6nuBocCTi
3acTocyBaHHA",

"MNepeno3yBaHHa",

Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
OHOBJ/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [03BO/IEHOrO
[0 MefMyHOro
3acTocyBaHHS, Ha
LEHTPa/IbHOMY PiBHi.
49. OCMNEKCUH® rpaHynu no 33 r Ans CaHpo3 CnoseHis CaHpo3 'm6X ABCTpis nepepeecTpawis Ha 3a peyenmom He nidnsiecae UA/6930/01/01
60 M1 opasibHOT dapmacbioTikan3 — TexOnc HEOOMEXeHN TEPMIH;
cycneHnsii (125 mr/5 o.a. 3MmiHu | TNy - 3MiHK
o0
6e3nekn/edpeKkTBHOCTI
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1

"Mo6iuHi peakwyii"
BiANOBIAHO A0
iHhopmauii cTocoBHO
pedyepeHTHOro
niKapcbKoro 3acooby,
AKWIA B YKpaiHi He
3apeecTpoBaHo
(Keflex 250 mg|5ml
oral suspension Eli
Lilly, England),
BWCHOBKY
KOHCY/IbTaTUBHO-
eKCnepTHOT rpynu
"MepiaTpnyHi
nikapcbki 3acobmn™)

MepiognuHicTb
NoAaHHsA perynapHo
OHOB/TIOBAHOrO 3BITY 3
6e3neku BigNOBIAHO
Ao lNopsaaky
3[jACHEHHS
hapmakoHarnsgy,
3aTBEepKEHOro
Haka3om MiHicTepcTBa
OXOPOHU 3[10POB’A
Ykpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi rocTuuii
YkpaiHn 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0OXOPOHU
300pOB’A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepiognYHOCTI
CKNafiaHHA perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku nikapcbkoro
3aco6by, A03BONEHOIO
[0 Megu4YHoro
3acTocyBaHHs, Ha
LLEHTPa/IbHOMY PiBHi.
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M) y donakoHi; no 1
hNakoHy y KOMMIEKTi
3 MipPHOI JTOXKOHO

Ta hapmakoHarnsgy.
3MiHU Y KOpPOTKiii
XapaxkTepucTuui
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLT gns
MeAMYHOro
3aCTOCYyBaHHSA
reHepuyYHUX/ribpuaHNX
/6ionoAibHNX
nikapcbKux 3acobis
nicns BHeCeHHs Tiel
camoi 3mMiHN Ha
pedhepeHTHUIA
npenapar (3miHa He
noTpebye HagaHHs
XOZAHUX HOBUX
[0[AaTKOBUX AaHWX) -
(3miHn BHECEHO A0
IHCTPYKLiT AnAa
MeAMYHOro
3aCTOCYBaHHSA
npenapary Ao po3gainy
"MMokasaHHA", a Takox
o posginis "Cnoci6
3acTocyBaHHA Ta
[031" (YTOUHEHHS
[03yBaHHs),
"MMpoTmnokasaHHa",
"B3aemogis 3 iHWyMK
nNiKapCbKUMmn
3acobamu Ta iHLi
BUAM B3aemogiii",
"Oco6nuBocTi
3acTocyBaHHA",
"MNepepo3yBaHHA",
"Mo6iuHi peakwyi"
BiANoBiAHO A0
iHdhopmauii cTocoBHO
pedepeHTHOro
niKkapcbKoro 3acooby,

AKUIA B YKpaiHi He

Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1

50. OCMNEKCUH® rpaHynu no 33 r ans CaHpo3 CnoseHis CaHpo3 'mM6X ABCTpis nepepeecTpavis Ha 3a peyenmom He nidnsieae UA/6930/01/02

60 Mn opasibHOT dapmacbioTikan3 — TexOnc HeobMeXeHWit TEPMIH;

cycneHnsii (250 mr/5 o.a. 3MmiHu | TNy - 3MiHKn

oo
6e3nekn/edpeKkTBHOCTI
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

3apeecTpoBaHo
(Keflex 250 mg|5ml
oral suspension Eli
Lilly, England),
BVICHOBKY
KOHCY/IbTaTUBHO-
eKCnepTHOT rpynu
"MepiaTpnyHi
nikapcbki 3acobmn™)

MepiognuHicTb
NoAaHHsA perynapHo
OHOB/TIOBAHOrO 3BITY 3
6e3neku BiANOBIAHO
Ao lNopsaaky
3[jACHEHHS
hapmakoHarnsgy,
3aTBEepKEHOro
Haka3om MiHicTepcTBa
OXOPOHU 3[10POB’A
Ykpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi rocTuuii
YKpaiun 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOPOHU
340pOB’A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepiognYHOCTI
CKNafiaHHA perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku nikapcbkoro
3aco6by, A03BONEHOIO
[0 Megu4YHoro
3acTocyBaHHs, Ha
LLEHTPa/IbHOMY PiBHi.

51.

NPEAHIKAPG-
JAPHULA

Masb no 15 r y Ty6i; no
1 Ty6i B nauuj

MpAT
"GapmaueBTuyHa
dipma "OapHuus"

YKpaiHa

MpAT
"®apmaueBTn
yHa chipma
"fapHuus”

YkpaiHa

nepepeecTpaujis Ha
HeobMeXeHW TepMiH;
3MmiHu | TNy - 3MiHKn
o0
6e3nekn/edeKkTUBHOCTI
Ta hapmakoHarnsgy.

3a peyernmom

He nionsiecae

UA/6024/01/01
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1

3MiHa y KopoTKiii
XapaxkTepucTuui
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLT gns
MeAnYHOro
3aCTOCyBaHHA Ha
nigcrtasi perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku nikapcbkoro
3acoby, abo
nocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
nicnspeecTpauiiHnii
nepiog, abo Ak
pe3ynbTaT OLiHKK
3BITY 3 OCNIAXKEHD,
npoBefeHnx
BiANOBIAHO A0 NnaHy
negjaTpnyHmx
pocnipxeHs (PIP)
(3MiHy y3rogpkeHo 3
KOMNETEHTHUM
YNOBHOB&XEHNM
opraHom) - 3miHu
BHECEHO [0 IHCTPYKLUi
ANA MeauyHoro
3aCTOCYyBaHHSA
npenapary Ao po3giny
"Mo6iuHi peakwyii"
BiANOBIAHO A0
OHOB/IEHOT iHhopMaLil
3 6e3neku Aitunx
peyoBUH
"NpeaHi3onoH,
ceyoBuHa".

30608B’'A3aHHA NpK
Buaaui
peecTpauiiHoro
NOCBIAYEHHS ICHYIOTb -
HafjaHHs AeTaslbHoro
onucy cuctemm
ynpaeniHHA pU3viKammn
y BUINs4i nnaHy
ynpas/iHHA pu3nkamu
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1

Ta [ONOBHEHHS [0
ornsaay KNiHiYHNX
paHunx go 30.10.2017
BiANoBiAHO A0
nignyHKTy 1.13 NyHKTY
1, nignyHkTy 2.3
NYyHKTY 2 gogatky 15
Ao Mopaaky
npoBefeHHs
eKcrnepTmsmn
peecTpauiiHnx
mMarepianis Ha
nikapcbki 3acobwm, Lo
noAatTbCs Ha
[epXxaBHy peecTpau;ito
(nepepeecTpadito), a
TaKOX eKcrnepTnsun
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
marepianis NpoTArom
nii peecTpaujiiHoro
NoCBiAYEHHS,
3aTBEPKEHOT0
Hakazom MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakazy MO3
Bif 23.07.2015 Ne
460).
MepiogunyHicTb
nofjaHHA perynsapHo
OHOB/IOBAHOIO 3BITY 3
6e3neku BiANoBiAHO
Ao Mopaaky
3[jACHEHHS
thapmakoHarnsgy,
3aTBepAXEHOr0
Haka3zom MiHicTepcTBa
OXOPOHM 30POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuUuit
Ykpainuun 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANoOBIAHO A0
nepioguYHOCTI
cKnafaHHsa perynspHo
OHOB/IOBAHOTO 3BITY 3
6e3nekn nikapcbKoro
3aco6y, [03BOSIEHOrO
[0 MeguyHoro
3acToCcyBaHHS, Ha
LEeHTPa/IbHOMY PiBHi.
52. PUny3on NOPOLLIOK My6niuHe YkpaiHa My6niyHe Ykpaina nepepeecTpavis Ha - He nidnsieae UA/12233/01/01
KpucTaniyHmi akujioHepHe akujioHepHe HeoOMeXeHW TepMiH
(cybeTaHuin) y TOBapuCTBO TOBapuCTBO
noABIliHMX "HaykoBo- "HaykoBo-
nonieTuIeHoBKX BVMPOGHWYNIA BMPOGHUYNIA
naketax gns LeHTp LieHTp
dhapmaLleBTUYHOrO "BopLyariscbkuii "BopuuariBcbk
3acTOCyBaHHS Ximiko- WA XiMiKo-
hapmaLeBTUYHNI hapmaueBTny
3asof’" HWiA 3aBog"
53. CNA3MA/ITOH® Tabnetku, no 10 BankaHdapma- Bonrapis BankaHgapma Bonrapis/ nepepeectpavis Ha 6e3 peyenma niossieae UA/7059/01/01
Tabnetok y 6nictepi, OynHuus AT -OynHuus AT, Cepbis HeobMeXeHWt TEpPMIH;
no 1 a6o 2, abo no 5 Bonrapis; 3MmiHu | TNy - 3MiHKn
6nicTepiB y kopobL; AT oo
no 20 TabneTok y "papmaueBTu 6e3nekun/edeKkTBHOCTI
6nicTepi, no 1 6nictepi yHa i XimiyHa Ta chapmakoHarnsgy.
B KOpOO6Li IHayCTpis, 3MiHa y KopoTKiii
3npasne”, XapakTepucTuLli
Cepbis NiKapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLiT AnA
MeLNYHOro
3aCTOCyBaHHA Ha
nigcrasi perynspHo
OHOB/OBAHOIO 3BITY 3
6e3nekn nikapcbkoro
3acoby, abo
nocnigpkeHb 3 6e3neku
3aCTOCYBaHHSA
niKkapcbKoro 3acoby B
nicnapeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OLiHKK
3BIiTY 3 OCNIKEHD,
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
npoBeAeHnx

BiANOBIAHO A0 NnaHy
neajaTpnyHmx
pocnipxeHs (PIP)
(iHLWi 3MiHW) - 3MiHK
BHECEHO [0 IHCTPYKLUi
ANA MeauyHoro
3aCTOCYyBaHHSA
npenapary Ao
po3ginis
"papMaKoorivHi
BNacTMBOCTI",
"MMpoTnnokasaHHa",
"Mo6iuHI peakwi ",
"Oco6nuBocTi
3acTocyBaHHA",
"3paTHICTb BNAMBaTK
Ha LWBWAKICTb peakLil
npwv KepyBaHHi
aBTOTPaHCNOpPTOM abo
HLWMMK MexaHismamn'
BiANoBiAHO A0
iHchbopmav,ii 3 6esnekn
Lil0UMX PeYOBUH.

MepiognuHicTb
NoAaHHsA perynapHo
OHOB/TIOBAHOrO 3BITY 3
6e3neku BigNOBIAHO
Ao lNopsaaky
3[jACHEHHS
hapmakoHarnsgy,
3aTBEepKEHOro
Haka3om MiHicTepcTBa
OXOPOHU 3[10POB’A
Ykpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi rocTuuii
YkpaiHn 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0OXOPOHU
300pOB’A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
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Homep

n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

peecmpayitiHo
20
nocsioYeHHs1

BiANoBiAHO A0
nepiognYHoOCTI
CKNafaHHsA perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [03BO/IEHOrO
[0 MefMyHOro
3aCTOCyBaHHs, Ha
LLEHTPa/IbHOMY PiBHi.

nionsieae

UA/6400/01/01

54.

CTPENCI/IC® 3
MEOOM TA
NMMMOHOM

NbOASHUKM; no 12
NbOASAHUKIB Y 6nicTepi;
no 2 6nictepv B
KapTOHHI KopooLii

PekkiTT BeHkizep
Xernckep
IHTEpHELLHN
Nimiteq

Benvka
BputaHis

PekkiTT
BeHkizep
Xernckep

IHTEepHeLHN

Nimiteq

Benvka
BpuTtaHis

nepepeecTpavjis Ha
HEOo6MeXeHN TEPMIH;
3MmiHu | TNy - 3MiHK
o0
6e3nekn/edpeKkTNBHOCTI
Ta hapmakoHarnsgy.
BBepneHHs a0 3MiHN
[0 y3arasibHeHnX
AaHuX Npo cuctemy
chapmakoHarnsgy
(BepeHHs
y3arasibHeHUX JaHnx
npo cuctemy
hapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI
ocobw, BignoBigansbHoT
3a 34iICHEeHHS
thapmakoHarnsgy;
KOHTaKTHOT ocobu 3
thapmakoHarnsgy
3asBHUKa AN1A
3[jACHEHHS
hapmakoHarnsgy B
YKpaiHi, KL BOHA
BiAMiHHA Bif
YMOBHOB&XXEHOT
ocobw, BignoBiganbHoi
3a 3[jICHEHHS
thapmakoHarnsgy
(BK/THOHYAKOYM KOHTAKTHI
naHi) Ta/abo 3miHn y
PO3MiLLEeHHI MacTep-
dhaiina cuctemu
thapmakoHarnsgy).
3Minn Il Tuny - 3MiHn

woao

6e3 peyenma

6e3nekn/edeKkTBHOCTI
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1

Ta hapmakoHarnsgy.
3MiHW Y KOpPOTKilA
xapakrepuctui

niKkapcbKoro 3acooby,

TEKCTi MapkyBaHHs Ta

IHCTpYKLUii gns
MeAMYHOro
3aCTOCYBaHHSA Y
3B'A3KY i3 HOBUMM
OaHumMy 3 AKOCTI,
LOKMIHIYHUMK,
KNIHIYHUMW faHMK Ta
AaHumm 3
thapmakoHarnagy -
3MiHV BHECEHO [0
IHCTPYKLiT AnA
MeLVYHOro
3aCTOCYyBaHHSA
npenapary Ao
posginis "Croci6
3acTocyBaHHA Ta
003" (YTOUHEHHS
iHdpopmauii), "MobiuHi
peakujii”,
"3acTocyBaHHsA y
nepiog, BariTHocTi a6o
rogysaHHa rpyaato”
(yTOYHEHHS
incpopmavii), "Aitn"
(yTOYHeHHS
hopMy/IHOBaHHS),
"Oco6nuBocCTi
3acTocyBaHHA"
BiANoBiAHO A0
marepianis
peecTpauiiHoro Jocke

30608’A3aHHA Npu
Bugaui
peecTpadiiHoro
NOCBIAYEHHS ICHYIOTb -
HaflaHHS AeTasIbHOro
onucy cuctemu
ynpasiHHA pu3nkKamu
y BUMNS4i nnaHy
ynpaBAiHHA pu3viKkamu
[0 31.08.2017
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1

BiANoBiAHO A0
nignyHKTy 1.13 NyHKTY
1 popatky 15 o
Mopsaaky NpoBegeHHS
eKkcnepTusm
peecTpauiiHnx
MaTepianis Ha
nikapcbki 3acobwm, Lo
nojatTbCA Ha
[epXxaBHy peecTpau;io
(nepepeecTpadito), a
TaKoX eKCrnepTusn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
mMartepianis NpoTArom
nii peecTpaujittoro
NOCBIAYEHHS,
3aTBepAXEHOr0
Haka3om MO3 Big,
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Bif 23.07.2015 Ne
460).
MepiognyHicTb
NoAaHHA perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku BiANOBIAHO
Ao Mopaaky
3[iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOrO
Haka3om MiHicTepcTBa
OXOPOHM 340POB’A
Ykpainu Bif, 27 rpyaHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi rocTULil
Ykpainun 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

nepiognYHOCTI
CKNafiaHHA perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku nikapcbKoro
3aco6y, A03BOMEHOIO

[0 MEeMYHOro

3aCTOCyBaHHSA, Ha

LLEHTPa/IbHOMY PiBHi.

55.

TPUSUMNH®

TabneTku, BKpUTI
060/10HKO10, Mo 250
mr, no 40 TabneTok y
6aHUi, no 1 6aHui B
nauui 3 kapToHy; no 10
TabneTtok y 6nictepi,
no 4 6nictepv B nayuj
3 KapTOHY

TOB HB®
"Mikpoxim"

YKpaiHa

TOB HB®
"Mikpoxim"

YkpaiHa

nepepeecTpaujis Ha
He0bMeXeHW TepPMiH.
30608’'A3aHHA Npu
Buaaui
peecTpadiiHoro
NOCBIAYEHHS ICHYIOTb -
HaflaHHs AeTasIbHOro
onucy cuctemu
ynpaBiHHA pu3nKamm
y BUMNSA4i NnaHy
ynpaBAiHHA pu3viKamu
[0 30.10.2017
BiANOBIAHO A0
nignyHKTy 1.13 nyHKTY
1 popatky 15 no
Mopaaky NpoBefeHHs
eKcrnepTmsmn
peecTpavinHmx
mMarepianis Ha
nikapcbki 3acobum, LWwo
noaalTbCs Ha
[epXXaBHy peecTpau;ito
(nepepeecTpadito), a
TaKOX eKcrnepTunsun
marepianis npo
BHECEHHS 3MiH [0
peecTpavinHmx
marepianis NpoTArom
nii peecTpaujitHoro
NOCBIAYEHHS,
3aTBEPKEHOr0
Hakazom MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakazy MO3
Bif, 23.07.2015 Ne
460).
MepiogunuHicTb
nofjaHHA perynsapHo
OHOBJ1OBAHOIO 3BITY 3

3a peyernmom

He nionsiecae

UA/12303/02/01




110

n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

6e3neku BiANOBIAHO
Ao Mopaaky
3[iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOr0
Haka3om MiHicTepcTBa
OXOPOHM 340POB’A
Ykpainu Bif, 27 rpyaHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi rocTULil
Ykpainun 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepioguYHOCTI
CKnafaHHsa perynspHo
OHOB/IOBAHOTO 3BITY 3
6e3nekn nikapcbKoro
3aco6y, [03BOSIEHOrO
[0 MeguyHoro
3acToCyBaHHS, Ha
LEeHTPa/IbHOMY PiBHi.

56.

DAPMATEKC

Kpem BariHasibHui 1,2
% no72ryTy6iy
KOMM/IEKTi 3
annikatopom-
nosaropom; no 1 Ty6i
Y KapTOHHi kopobLyi

Na6opaTtopis
IHHOTEK
IHTepHacbiioHab

®paHuisa

IHHOTepa LLysi

PpaHuin

nepepeecTpavis Ha
HeobMeXeHWn TEpMiH.

MepiognuHicTb
NoAaHHA perynsapHo
OHOB/TIOBAHOrO 3BITY 3
6e3nekun BigNOBIAHO
Ao lNopsaaky
3[jACHEHHS
hapmakoHarnsgy,
3aTBEepKEHOro
Haka3om MiHicTepcTBa
OXOPOHU 3[10POB’A
YKkpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHunii B
MiHicTepcTBi tocTuLii
YkpaiHn 19 rpyaHsa
2016 poky 3a Ne

6e3 peyenma

nionsieae

UA/1340/04/01
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
3[,0pOB’sA YKpainu Big
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANoBiAHO A0
nepiognYHoOCTI
CKNafaHHsA perynsapHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [03BO/IEHOrO
[0 MefMyHoro
3aCTOCyBaHHs, Ha
LEHTPa/TbHOMY PiBHi.

57.

DJIAMIAE3®

TabneTku, BKPUTI
nAiBKOBOO
060710HKO0, Mo 10
Tabnetok y 6nictepi;
no 1, a6o no 3 a6o no
10 6nicTepiB y
KapOHHil naui

OpraHocuH Navich
CaeHcus M.t /IT4.

IHais

EBepTopxeH
Naind
CaeHcus
Nimiten

IHais

nepepeecTpaujis Ha
HEo6MeXeHN TEPMIH;
3MmiHu | TNy - 3MiHK
o0
6e3nekn/edpeKkTBHOCTI
Ta hapmakoHarnsagy.
3MiHa y KOpOoTKiit
XapaxkTepucTuui
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLii gns
MeAMYHOro
3aCTOCYyBaHHA Ha
nigcTasi perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo
nocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHSA
nikapcbKkoro 3acoby B
nicnspeecTpauiiinii
nepiog, abo sk
pe3ynbTaT OLiHKK
3BITY 3 OCMIAXKEHD,
npoBefeHnx
BiANOBIAHO A0 NnaHy
negjaTpnyHmx
pocnipxkeHs (PIP)
(3MiHy y3rogpkeHo 3
KOMNETEeHTHUM
YNOBHOB&XEHUM

3a peyenmom

He nionsizae

UA/7061/01/01
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1

opraHom) - 3MiHu
BHECEHO A0 IHCTPYKUiT
ANA MeauyHoro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby Ao
po3giny
"MMpoTmnokasaHHa",
"Cnoci6 3acTocyBaHHsA
Ta fo3mn" (BHeceHi
YTOYHEHHSI CTOCOBHO
6e3nekn), "B3aemogis
3 iHWMMU liKapCbKMMM
3acobamu Ta iHLi
BUAM B3aemogiii",
"Oco6nuBocTi
3acTocyBaHHA",
"Mo6iyHi peakwi"
BiANOBIAHO A0
OHOB/EHOT iHhopMaLi
3 6esnekun gjryoi Ta
[OMOMiXKHUX PEYOBYUH
niKapcbKoro 3acooby.

30608B’'A3aHHA NpK
Buaaui
peecTpauiiHoro
NOCBIAYEHHS ICHYIOTb -
HafiaHHs AeTaslbHOro
onucy cuctemm
ynpaeniHHA pU3viKamu
y BUINs4i nnaHy
ynpaB/iHHA pU3nKamm
Ta [JONOBHEHHS [0
ornsaay KniHiYHnx
paHunx oo 30.10.2017
BiANOBIAHO A0
nignyHKTy 1.13 nyHKTY
1, nignyHkTy 2.3
NyHKTY 2 gogarky 15
Ao Mopaaky
npoBefeHHs
eKcrnepTnsmn
peecTpauiiHnx
marepianis Ha
nikapcbki 3acobwm, Lo
nojatTbCa Ha
[epxaBHy peecTpauito
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

(nepepeecTpadito), a
TaKOX eKcrnepTnsun
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
marepianis NpoTArom
nii peecTpaujiiHoro
NoCBiAYEHHS,
3aTBEPKEHOT0
Hakazom MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakazy MO3
Bif 23.07.2015 Ne
460).
MepiogunyHicTb
nofjaHHA perynsapHo
OHOB/IOBAHOTO 3BITY 3
6e3neku BiANoBiAHO
Ao Mopaaky
3[jACHEHHS
thapmakoHarnsgy,
3aTBepAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHM 30POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuUuit
Ykpaiuun 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOPOHYM
3[,0pOB’sA YKpainu Big
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANoBiAHO A0
nepiognYHoOCTI
CKNafaHHsA perynsapHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [03BO/IEHOrO
[0 MefMyHOro
3aCTOCyBaHHs, Ha
LEHTPa/IbHOMY PiBHi.

58.

DJIAMIAE3®

TabneTku, BKPUTI
n1iBKOBOO

OpraHocuH Navich
CaeHcus N.T. T4,

IHais

EBepTopxeH
Naind

IHais

nepepeecTpaujis Ha
HEOOMEXEHN TEPMIH;

3a peyenmom

UA/7062/01/01
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1
060n0HKot0, in bulk : CaeHcus
2500 TabneTtok y Nimiteq

naketax i3 oosbru
aNoMiHiEBOT

30608B’'A3aHHA NpK
Buaaui
peecTpadiiHoro
NOCBIAYEHHS ICHYIOTb -
HafjaHHs AeTaslbHOro
onucy cuctemu
ynpaeniHHA pU3viKamu
y BUINs4i nnaHy
ynpaB/iHHA pU3nMKamm
Ta [JONOBHEHHS [0
ornsaay KniHiYHnx
paHunx oo 30.10.2017
BiANOBIAHO A0
nignyHKTy 1.13 nyHKTY
1, nignyHkTy 2.3
NyHKTY 2 gogarky 15
Ao Mopaaky
npoBefeHHs
eKcrnepTnsmn
peecTpauiiHnx
marepianis Ha
nikapcbki 3acobwm, Lo
nojatTbCa Ha
[epxaBHy peecTpauito
(nepepeecTpauito), a
TaKoX eKcrnepTu3mn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
marepianis NpoTArom
aii peecTpaujiiHoro
NoCBiAYEHHS,
3aTBEPKEHOr0
Hakazom MO3 Big,
26.08.2005 Ne 426 (y
pefakuii Hakasy MO3
Big 23.07.2015 Ne
460).
MepiognuHicTb
nofaHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BiANOBIAHO
Ao lNopsaaky
3[jACHEHHS
dhapmakoHarnsgy,
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

PeknamysaHH
A

Homep
peecmpayitiHo
20
nocsioYeHHs1

3aTBepAXEHOr0
Haka3zom MiHicTepcTBa
OXOPOHM 30POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuUuit
Ykpaiuun 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHYM
3[,0pOB’sA YKpainu Big
26 BepecHA 2016 poky
Ne 996), cTaHOBUTL:
BiANoBIAHO A0
nepiognYHOCTI
CKNafaHHsA perynspHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [03BO/IEHOrO
[0 MefMyHOro
3aCTOCyBaHHs, Ha
LEHTPa/IbHOMY PiBHi.

59.

LETPUNEB CUPOMN

cupon 2,5 mr/5 mn, no
30 mn, a6o no 50 mn,
abo no 100 mn cupony
y hnakoHi; no 1
hNakoHy 3 MipHUM
KOBMaYKoM y
KapTOHHI Kopo6Lyi

€Bpo Navichkep
nrtp,

Benvka
BputaHis

dAC Nimvitep,

IHais

nepepeecTpavjis Ha
HEoOMeXeHWn TEPMIH.
3MmiHu | TNy - 3MiHK
o0
6e3nekn/edpeKkTBHOCTI
Ta hapmakoHarnsgy.
3MiHa y KOpOoTKiit
XapakTepucTuui
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLii gns
MeAMYHOro
3aCTOCYyBaHHA Ha
nigcTasi perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo
nocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
nicnspeecTpauiiinii
nepiog, abo sk
pe3ynbTaT OLiHKK

6e3 peyenma

nionsieae

UA/9079/02/01
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1

3BiTY 3 LOCNIHKEHD,
npoBefeHnx
BiANOBIAHO A0 NiaHy
negiaTpuyHmnx
pocnipxeHs (PIP)
(3MiHy y3rompkeHo 3
KOMNETEHTHUM
YNOBHOB&XEHUM
opraHom) - 3miHu
BHECEHO [0 iHCTPYKLUT
ON5 MeuyHOro
3aCTOCYyBaHHSA
npenapary Ao
posginis
"MpoTunnokasaHHa",
"Mo6ivHi peakuir”,
"3acTocyBaHHA y
nepiog, BariTHoCTi a6o
rogysaHHs rpygar”
(yTOUHEHHS
iHcpopmawii), "Aitn"
(3aTBEpPAXEHO - OiTU
Bif 6 micauis,
3anpornoHoBaHo - 4iTn
Bif, 2 pokiB),
"Oco6nuBoCTi
3acTocyBaHHsA",
"B3aemogis 3 iHW1Mmn
niKapcbknmu
3acob6amu abo iHwi
BMAM B3aemogiin”
BiANOBIAHO A0
OHOB/IEHOT iHhopMaLil
3 6e3neku gitouoil
peyoBUHN
"neBoLeTUPU3NH

purigpoxnopua’.

30608B’'A3aHHA NpK
Buaaui

peecTpauiiHoro
NOCBIAYEHHS ICHYIOTb -
HafjaHHs AeTaslbHoro

onucy cuctemm
ynpaeniHHA pU3viKammn

y BUINs4i nnaHy
ynpas/iHHA pu3nkamu
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1

Ta [ONOBHEHHS [0
ornsaay KNiHiYHNX
paHunx go 30.10.2017
BiANoBiAHO A0
nignyHKTy 1.13 NyHKTY
1, nignyHkTy 2.3
NYyHKTY 2 gogatky 15
Ao Mopaaky
npoBefeHHs
eKcrnepTmsmn
peecTpauiiHnx
mMarepianis Ha
nikapcbki 3acobwm, Lo
noAatTbCs Ha
[epXxaBHy peecTpau;ito
(nepepeecTpadito), a
TaKOX eKcrnepTnsun
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
marepianis NpoTArom
nii peecTpaujiiHoro
NoCBiAYEHHS,
3aTBEPKEHOT0
Hakazom MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakazy MO3
Bif 23.07.2015 Ne
460).
MepiogunyHicTb
nofjaHHA perynsapHo
OHOB/IOBAHOIO 3BITY 3
6e3neku BiANoBiAHO
Ao Mopaaky
3[jACHEHHS
thapmakoHarnsgy,
3aTBepAXEHOr0
Haka3zom MiHicTepcTBa
OXOPOHM 30POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuUuit
Ykpainuun 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
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Ne Ha3sBsa nikapcbko20 ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu PeknamysaHH Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky A peecmpayitiHo
ynakoska) 20
nocsioYeHHs1

MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepioguYHOCTI
cKnafaHHsa perynspHo
OHOB/IOBAHOTO 3BITY 3
6e3nekn nikapcbKoro
3aco6y, [03BOSIEHOrO
[0 MeguyHoro
3acToCcyBaHHS, Ha
LEeHTPa/IbHOMY PiBHi.

B.o. HayanbHUKaA YnpaBniHHA (hapMmaleBTUYHOI
OIANBHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT

H.B. lN'yyan




MEPENIK

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU

300pOB’A YKpaiHn
30.06.2017 Ne 732

NIKAPCbKUNX 3ACOBIB (MEANYHUX IMYHOBIONONYHUX NMPEMNAPATIB), LLLOAO AKNX BY/IN BHECEHI 3MIHU A0 PEECTPALINHNX MATEPIANIB, AKI
BHOCATbLCA A0 AEP>XXABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHA

Ne Ha3ssa nikapcbko20 dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
1. D-FNHOKO3AMIHY nopoLuok (cybcTaHLis) MPAT YkpaiHa AxTail BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/12156/01/01
rigpoxnorunp y nonieTUIeHoBUX "®ITOPAPM" [JoHrueHr 3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
naketax gns Biokemikasic HalilMeHyBaHHs Ta/abo agpecu 3asBHMKa (BNacHuKa
BUPOGHMLTBA Ko., Nn14., peecTpavuiiiHoro nocBig4eHHs) (3MiHa
HecTepusibHUX Kutaii HallMeHyBaHHS Ta afpecu 3asiBHUKA)
nikapcbknx dhopm
2. D-FNHOKO3AMIHY nopoLLoK (CybcTaHList) MPAT YkpaiHa XKepxianr BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis: - UA/14327/01/01
rigpoxnorup y nakeTax "®ITOPAPM" XoywaH 3MiHM | TUNYy - AgMIHICTPATUBHI 3MiHW. 3MiHa
nonieTNeHoBux ans MyTtyo HaliMeHyBaHHS Ta/abo afpecy 3asBHVKA (BNacHUKa
BUPOGHMLTBA KCiHKCIHr peecTpavuiiiHoro nocBig4eHHs1) (3MiHa
HeCTepusIbHNX dapmac Ko., HaliMeHyBaHHS Ta afjpecu 3asaBHUKA)
nikapcbknx doopm Nta., Kutai
3. ABAKTAN® KOHUEeHTpaT ans CaHpo3 CnoseHis Nex CnoseHisn BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis: 3a UA/8712/01/01
PO34unHy N8 iHdy3il, dapmacbloTikans dapmaueBTny 3MiHM | TUMy - 3MiHa y MeToAax BUNpPoGyBaHHS peyenmo
400 mr/5 mn no 5 mn B A.40. Ha KoMnaHis roToBOro Nikapcbkoro 3acoby - nepernsg M
amnynax Ne 10 n.o. aHaniTuyHoi npouedypu BEPX gns cynyTHix
[OMILLOK
4, ALBEWT | ADVATE NOPOLLIOK BAKCTEP Al ABcTpist BAKCTEP AT, AscTpisi/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a 893/12-
DAKTOP niocpinizoBaHuii ansa ABCTpISi; LLiseliapis/ 3MiHK | TUny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peyenmo 300200000
KOArYNALJi KPOBI PO3UUHY NS iH'EKLN Baxter Benbris Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o M
NOAVHNA VII no 250 MO, 500 MO, BioScience y3arasibHeHMX AaHux Npo cuctemy
PEKOMBIHAHTHUIA 1000 MO, 1500 MO, Manufacturing thapmakoHarnsgy (BefAeHHs y3arasibHeHNX AaHnx
(OKTOKOI AlIb®A) 2000 MO y chnakoHax Sarl, npo cuctemy chapmakoHarnsgy, smiHa
Y KOMM/EKTi 3 LLiBeiiuapis; YNOBHOB&XEHOT 0CO6M, BigNoBiganbHOI 3a
PO34YMHHMKOM (BOAA Bakcrep C.A., 3[iiCHEHHS hapMakoHarsay; KOHTaKTHOI 0cobu 3
Ons iH'ekujin) no 5 mny Benebris thapmakoHarnagy 3asBHuKa Ans 34iiCHeHHSA

thnakoHax Ta 3
NpUCTOCYBaHHAM A5
po3unHeHHs Baxject II
Ta Habopom ans
BBEJEHHS

thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MiLLLEeHHI MacTep-
thaiina cuctemun thapmakoHarnsagy) - fivoua
pejakuisi: ynoBHOBaxeHa ocoba 3
thapmakoHarnsagy: OpxaH Moptumep (Orjan
Mortimer); kOHTakTHa ocoba 3 thapmakoHarnagy
3asBHVKa AN 34iliCHEHHSA thapmakoHarnagy B
YkpaiHi: BniHoB BiTaniii. MponoHoBaHa pefakLisi:
yMoBHOBaXeHa 0coba 3 dhapmakoHarnagy VoxaH
Xenmep (Johan Hellmer); KoHTakTHa ocoba 3
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
dhapmakoHarnsgy 3asaBHUKa AN 34iCHEHHS
hapmakoHarnsagy B Ykpaini: YepHsiesa OneHa
AHaTosiiBHa. 3MiHa KOHTAKTHUX AaHNX
YNOBHOBaXKeHOI 0CO6U 3asBHMKA Ta KOHTaKTHOI
ocobu. 3miHa HoMepa Ta MicLle3HaxX04KeHHS
mMacTep-goaiina
5. AEPO®/TIOCAN NOpPOLLOK ANA CaHpo3 CnoseHis Aepochapm HimeuuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/14833/01/01
®POPCMIPO iHransuii, 0o30BaHWi, dapmacbloTikans 6X 3MiHM | TUMY - 3MiHW A0 IHCTPYKLIT 418 MeANYHOro peyenmo
50 mkr/500 mkr/go3y B o.a. 3acTOCyBaHHS y po3ginun: "OcobnnBocCTi M
nnacTUKoBOMy 3acTocyBaHHs", "lMepeo3yBaHHA" BigNoBigHO A0
iHransuiiHomy 3acobi, pedhepeHTHOro npenapaty CEPETUA™
Lo MiCTUTb BriicTep 3 ONCKYC™. BBef,eHHSAl 3MiH NPOTArom 6-tu
60 nonepesHbO MicauiB nicnA 3aTBepAXeHHsA
BiAMIPAHMMUN f03aMK
nopowky Ne 1, Ne 2
6. A3ENTUN PO3YUH NSt iH EKLA, Mepgokemi NT/, Kinp Megokemi Kinp BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/15229/01/01
500 mr/5 mn no 5 mn B nTa 3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI peyenmo
amnyni; no 5 amnyny (AmnynbHwuit Ta thapmakoHarnagy. BeegeHHst abo 3miHu Ao M
6nictepi; no 2 IH eKUiAHN y3ara/ibHeHNX AaHux npo cuctemy
6nicTepy y KapTOHHIl 3ason) thapmakoHarnsagy (BeAeHHs y3arasibHeHWUX AaHnx
Kopoo6Li npo cuctemy papmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6MU, BigNoBiganbHOI 3a
3[iiCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
dhapmakoHarnsgy 3asaBHUKa g1a 34ilCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3pificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHi filaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
thaiina cuctemu chapmakoHarnsgy) - 3aTBepaKeHo:
KapacboB mMnTpo Bonoaumnposuyio.
3anponoHoBaHo: Menex /llogMmuna OnekcaHapisHa
7. A3unon TabneTkn, BKPUTI Ma6'sHiubKnii Monbwa Mab'AHiLbKNiA Monbwa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/14380/01/01
NNiBKOBOIO hapmaueBTUYHNI hapmaueBTny 3MiHY | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI peyernmo
06010HKOI0, N0 250 Mr 3aBof Monbha HWiA 3aBOf, Ta thapmakoHarnsgy. BeegeHHs abo 3miHu o M
no 3 TabneTkn B AT. Monbpa A.T. y3araJibHeHUX gaHux npo cucTemy

6nicTepi; no 2
6nicTepy B KApPTOHHIl
KopoobUi

chapmakoHarnsgy (BefileHHs y3arasibHEHNX AaHnx
npo cuctemy thapmakoHarnsgy, smiHa
YNOBHOBaXXEHOT 0CO6MU, BignoBiganbHoi 3a
3AiicHeHHA hapMakoHarnsgy; KOHTaKTHOT ocobu 3
thapmakoHarnaay 3asBHuUKa aisi 34iliCHeHHS
hapmakoHarnsigy B YKpaiHi, KLU0 BOHA BigMiHHA
Bi/l yNOBHOBaXeHOI 0CO6WU, BiANOBIAabHOI 3a
3ailicHeHHs thapmakoHarnsgy (BKioyaoum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
thaiina cuctemu chapmakoHarnsgy) - 3aTBepaKeHo:
AH KapaceBuny. 3anpornoHoBaHo: ArHexka
CraHkeBWY. 3MiHa KOHTaKTHUX AaHuX
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
8. A3unon TabneTku, BKPUTI Mab6'aHiLbKni Monbwa Ma6'aHiLbknii Monbwa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/14380/01/02
nAiBKOBOO chapmaL,eBTUYHUI thapmaveBTuy 3MiHM | Tuny - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI peyenmo
060/10HKOt0, Mo 500 Mr 3aBog Monbdha HWIA 3aBO4 Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o M
no 2 a6o no 3 AT. Monbcha A.T. y3arasibHeHuX AaHux Npo cuctemy
TabneTtku B 6nictepi, hapmakoHarnagy (BefeHHs y3arasibHeHNX AaHuX
no 1 6nictepy B npo cuctemy chapmakoHarnsgy, smMiHa
KapTOHHI KopooLli YNOBHOB&XEHOT 0CO6M, BiANOBigaNbHOI 3a
3AilicHeHHA hapMakoHarnsazy; KOHTaKTHOT ocoou 3
thapmakoHarnagy 3asBHuKa AN 34iiCHEHHSA
thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3pificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MILLLeHHI macTep-
chaiina cuctemu chapmakoHarnsgy) - 3aTBepaKeHo:
AH KapaceBuny. 3anpornoHoBaHo: ArHexka
CTaHkeBWY. 3MiHa KOHTaKTHUX AaHUX
9. A3INEKT Tabnetky no 1 mr, no TeBa I3painb BUPOBHUK, I3paine/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/13573/01/01
10 Tabnetok y dapmaueBTikas AKNI Higepnangm 3MiHM | TUMy - 3MiHa y napameTpax cneuudikaiii peyenmo
6nictepi, no 3 IHpacTpi3 N4, Bignosigae 3a Ta/abo foNyCTUMUX MEX, BUSHAUYEHUX Y M
6nicTepy B KapTOHHI BMPOGHMLITBO cneumdikauisx Ha AdPl, abo BMXigHWUA/NPOMDKHWIA
Kopoo6Li npoaykTy in NpoAyKT/peareHT, L0 BUKOPVCTOBYIOTLCS Y NPOLLECI
bulk, BUPOGHMLTBA ADI (3BYXKEHHS AOMYCTUMUX MEX,
nepBrHHe BM3HAYEHUX Y cneundikauii); 3miHu | Tuny - 3miHa y
nakyBaHHs, mMeTodax BunpobyBaHHs A®Il abo BUXigHOro
BTOPVHHE mMartepiany/npomiKHOro NpoayKTy/peareHTy, LWo
naxkyBaHHs, BMKOPUCTOBYETbLCS Y NpoLeci BUpo6bHuutea Ad|
KOHTpPO/Tb (iHwWi 3miHM y MeTogax BUNpobyBaHHs (BKIOYaUmM
cepii, BUNycK 3aMiHy abo fonoBHeHHS) A®l abo
cepii, kpaiHa: BWXi4HOr0/MPOMIKHOrO NPoAyKTY)
TeBa
dapmaueBTika
n lHgacTpi3
nra., 13pains;
BUPOBHUK,
AKNA
BignoBigae 3a
KOHTPO/b
cepii, kpaiHa:
dapmaxemi
B.B.,
Higepnangm
10. A30lE/Nb® renb 15 % no 15 r abo MPAT Ykpaina MPAT Ykpaina BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 6e3 UA/10354/01/01
30 ry Ty6ax Ne 1 "PITOPAPM" "®ITOGAPM" 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peuenma

HalilMeHyBaHHs Ta/abo agpecu 3asBHVKa (BnacHuKa
peecTpauiiHoro NoCBifYEHHS) - 3MiHa
HaliMeHyBaHHSA 3asBHUKA Ta agpecun. BBeaeHHs
3MiH NpOTAroM 1-ro poky nicns 3aTBepMAKEHHS.
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Ne
n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecyn MicLsA NPOBaKEHHS
AISNbHOCTI BUPO6HUKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BKIOYakUn AifIbHULi BUNYCKY
cepii abo MicLie NpoBefEeHHSA KOHTPOIHO AKOCTI.
(misnbHICTb, 3a AKy BignoBigae BMpobHUK/imnopTep,
BK/IO4Al0UM BUMYCK Cepiid) - 3MiHa HaliMeHyBaHHs
Ta agpecu BMpPo6HUKa, 6e3 3MiHu Micusa
BMPO6HMLTBA (3MiHa DOpMK B1ACHOCTI
nignpremcTea Ta nepeiMeHyBaHHs M. ApTeMiBCbK
B M. BaxmyT). BBEA€HHA 3MiH NPOTArOM 1-ro poky
nicnsa 3aTBepKEHHS.

11.

AKCETUH

MOPOLLOK A/15 PO3UUHY
Ons iH'ekuivi no 0,750 r
y donakoHax Ne 10, Ne
100 (10x10)

Mepnokemi NT/,

Kinp

Megokemi
NTA (3aBog,
)]

Kinp

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edeKkTNBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BeAeHHs y3arasibHeHNX AaHnx
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6M, BigNoOBigaNbHOI 3a
3[iiCHEHHS (papMaKoHarnsay; KOHTakTHOT 0cobu 3
thapmakoHarnagy 3asBHuKa Ans 34iiCHeHHSA
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl YNOBHOBaXeEHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLEeHHI macTep-
thaiina cuctemun thapmakoHarnsagy) - 3aTsepaKeHo:
Kapacbos MuTpo Bonoanmmposuy.
3anponoHoBaHo: Menex /liogMmuna OnekcaHapisHa

3a
peyenmo
M

UA/8714/01/01

12.

AKCETUH

NMOPOLLOK A4/151 PO3UUHY
Ons iH'ekuiino 1,5ry
thnakoHax Ne 10, Ne
100 (10x10)

Megpokemi T/,

Kinp

Megokemi
NTA (3aBog,
C)

Kinp

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
3MiHK | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI
Ta (hapmakoHarnagy. BeegeHHst abo 3MiHu A0
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnagy (BefeHHs y3arasibHeHnX fAaHuX
npo cuctemy thapmakoHarnsgy, amiHa
YNOBHOBAXEHOT 0CO6MU, BignoBiganbHOI 3a
3AiicHeHHA hapMakoHarnsgy; KOHTaKTHOT ocobu 3
chapmakoHarnsgy 3asBHUKa AN 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cO6WU, BiAMNOBIfa/IbHOI 3a
3piicHeHHs chapmakoHarnsgy (Bkiyarun
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3aTBepaXKeHo:
Kapacbos mMuTpo Bonoganmmnposuy.
3anponoHosaHo: lMenex Mliogmunia OnekcaHgpiBHa

3a
peyermo
M

UA/8714/01/02

13.

AKCETWUH

NMOPOLLOK A/151 PO3UUHY
AN iH'ekuii no 0,750 r
y chrakoHax Ne 10,

Megpokewmi NimiTeq,

Kinp

Mepgokemi
NTA (3asof
&)

Kinp

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu Micus NPOBaKEHHS

3a
peyenmo
M

UA/8714/01/01




123

Ne
n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

Ne 100 (10x10)

AiSNbHOCTI BUPO6HUKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BKIOUYAUM AibHULi BUNYCKY
cepii abo micue NpoBeeHHS KOHTPOJIO SAKOCTI.
(OisnbHICTb, 3a Ky BiANoBigae BUPOGHUK/iMIopTep,
BK/TOHAKOUM BUMNYCK Cepiii) (3MiHa HaliMeHyBaHHA Ta
npuBeLEHHS aapecy BUPOOHNYOT AiNTbHNL Y
BigNOBIAHICTb A0 BMCHOBKY LLOAO NiATBEPIKEHHS
BiAANOBIAHOCTI BUPOBGHMLTBA NiKapCbknX 3aco6is
BMMOraM Has1eXHOoi BUPO6HUYOI npakTukv (GMP),
6e3 3MiHK Micusa BUPOOHMLTBA 3 BigNOBIigHUMMN
3MiHaMu y MapKyBaHHi ynakoBok) (TepMiH
BBE/EHHS 3MiH MPOTAroM 3-X micsyiB nicns
3aTBEPKEHHS)

14.

AKCETUH

NMOPOLLOK A/151 PO3UNHY
Ons iH'ekuiino 1,5ry
thnakoHax Ne 10, Ne
100 (10x10)

Megokewmi JlimiTeq,

Kinp

Megokemi
NTA (3aBog
©)

Kinp

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicLsA NPOBaKEHHS
AiSNbHOCTI BUPOOHUKa/iMnopTepa roToBoro
nikapcbKoro 3acoby, BKIHOYAKUN [iNTbHUL BUNYCKY
cepii abo MicLe NpoBefeHHSA KOHTPOJIH0 AKOCTI.
(misnbHiCTb, 3a AKy Bignosigae BMPOOHUK/imnopTep,
BK/1OUAl0uM BUMYCK Cepiid) (3MiHa HaliMeHyBaHHS Ta
npuBeAeHHs afipecy BUPOOGHMYOI AibHUL Y
BiANOBIAHICTb A0 BUCHOBKY LLOAO NiATBEPLKEHHS
BiANOBIAHOCTI BUPOGHMLTBA /liKapCbKMX 3ac06iB
BMMOraM HaJleXxHoi BUpo6HMYOoi npakTukm (GMP),
6e3 3MiHn MicLa BUPOGHMLTBA 3 BiANOBIgHMM
3MiHaMu y MapKyBaHHi ynakoBok) (TepMiH
BBEJEHHS 3MiH NPOTAroM 3-x MicsiLiB nicns
3aTBEPLKEHHS)

3a
peyernmo
M

UA/8714/01/02

15.

AKTUN®EPUH

Kancysm m'ski no 10
Kancyn y 6nictepi; no
2 6nictepun y Kopobui

patiodapm M6X

HimeyunHa

BMPOGHUK,
AKUIA
Bignosigae 3a
BMPOGHMLITBO
Hepo3dacoBa
HOI NpoayKu,i:
KataneHt
HimeuyunHa
E6epb6ax
v6X,
HimeuunHa,
AiNbHULSA, SKa
Bignosigae 3a
nepBUHHY Ta
BTOPUHHY
yNaKoBKy;
OinbHULSA, SKa
Bignosigae 3a

HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHKW | TURY - 3MiHW 00 IHCTPYKLUIT 41A MeAnYHOro
3acTocyBaHHA y po3ainu: Cnocib 3acTocyBaHHS Ta

£o3u. Mo6iuHi peakyii. Nepefo3yBaHHS.
Oco6n1BOCTI 3aCTOCyBaHHA. B3aemogis 3 iHWnMK
nikapcbkvMun 3acobamu Ta iHLWi BUAN B3aEMOLiN,
3rigHO 3 iHchbopMalieto LWoao 6e3neku
3acTocyBaHHs gitoyoi pevoBuHu ferrous (I1)
sulphate. BBegeHHsA 3MiH NpoTsArom 3-x Micauis
nicnsa 3aTBepKeHHsA

3a
peyenmo
M

UA/9254/03/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
[03BiN Ha
BUMNYCK Cepil:
Mepkne 'v6X,
HimeyunHa
16. ANMKOAE3® IC Tabnetkn no 0,5, no ToBapucTBO 3 YKpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/12717/01/01
4 TabneTku y 6nictepi, [04aTKOBOK [0aTKOBOK 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenma
no 1 6nictepy y naudi; BiANoBiAa/IbHICTIO BignoBigasbHi HalilMeHyBaHHs Ta/abo agpecu 3asBHMKa (BNacHuKa
no 10 TabneTtok y "IHTEPXIM" CTIO peecTpavuiiHoro nocBeig4eHHs) (BHECEHHS A0
6nicTepi; no 2 "IHTEPXIM" peecTpauiiHux MaTepiasiiB 3MiH CTOCOBHO agpecu
6nictepy y nayui 3as1BHVKA)
17. ANbAA30N TabneTku, BKPUTI MAT "KuiBcbkuii YkpaiHa MAT Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/9351/01/01
NNiBKOBOIO BiTamiHHMIA 3aBoA" "KniBcbkuii 3MiHu | TUNy - 3MiHa po3mipy cepii (BKIYaum peyenmo
060/10HKOt0, N0 400 Mr BiTaMiHHWI JianasoH po3mipy cepii) roToBOro Nikapcbkoro M
no 3 Tabnetkn y 3aBog" 3aco6y - BBeJEHHS [0A4AaTKOBOro po3mipy cepii
6nicTepi, no 1 (Tabnetkn Ne 3 — 45 000 yn. Ta Ao4ATKOBUIA PO3Mip
6nictepy B nayui cepii Tabnetkn Ne 3 — 90 000 yn.)
18. AMIHOKAMPOHOBA | nopoLiok [LepxaBHe YkpaiHa [epxaBHe Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: - UA/11966/01/01
KNCNOTA KpucTaniyHmi nignNpPUEMCTBO nignpueMCcTBO 3MiHM | TUMy - 3MiHa y MeTogax BunpobyBaHHsA AdI
(cybeTaHuin) B "HaykoBo- "HaykoBo- ab60 BUXigHOro matepiany/npoMixHOro
naketax 3 n/iiBku OOCNIAHWA i LOCNioHWIA i NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
nonieTuneHoBol ANs MPOEKTHWA NPOEKTHWIA npoueci BupobHuLTBa APl (HE3HaUHI 3MiHM Y
BMPOGHULITBA IHCTUTYT XiMiYHUX IHCTUTYT 3aTBEPMKEHNX MeToaax BUNpobyBaHHS)
CTEPU/IbHUX Ta TEeXHO/OriM XiMIYHUX
HecTepusibHUX "XimTexHonoris" TEeXHONOTiIi
nNikapcbknx hopm "XimTexHonori
"
19. AMIHOKAMPOHOBA | ta6netkv no 500 mr MPAT YkpaiHa MPAT Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/7449/01/01
KNC/OTA Ne 20 (10x2) y "®ITOPAPM" "OITOPAPM" 3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmo
6nictepax, Ne 20 y HalilMeHyBaHHs Ta/abo agpecu 3asBHMKa (BnacHuKa M
KOHTelHepax peecTpavuiiiHoro nocBig4eHHs1) (3MiHa
HaliMeHyBaHHs Ta agpecy 3asaBHWKa) (TepMiH
BBE/IeHHS 3MiH NPOTArom 1-ro poky nicns
3aTBEepMKEHHSR); 3MiHKM | TUNY - AAMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecy micus
NpOoBapKeHHs AISNbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO NikapCcbKoro 3acoby, BKIYaUn AiNbHALI
BUNYCKy cepii abo MicLe NpoBeAEHHS KOHTPOSTIO
AKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEp, BK/IOUaUM BUMYCK Cepiid)
(3MiHa HaliMeHyBaHHS Ta agpecy BUpPoGHMKa, 6e3
3MiHM Micus BUPO6HULTBA.(3MiHa (hOpMK B/IACHOCTI
nignpremcTea Ta nepeiMeHyBaHHs M. ApTeMiBCbK
B M. BaxmyT) (TepmiH BBELEHHS 3MiH NpoTArom 1-
ro POKy nic/isi 3aTBEPKEHHS)
20. AMITPUNTUNIHY PO3YUH NS iH'EKLNA, ToBapucTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/5160/02/01
rigPoxnoprPna-3H 10 mr/mn no 2 mn B 06MEXEHO0 06MEXEHOI0 3MiHM | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
amnynax Nel0y BigNoBiAa/IbHICTIO BignoBigasbHi HaliMeHyBaHHs Ta/abo agpecu 3asBHUKA (B1acHUKA
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MicLe NpoBefEHHS KOHTPOJTIO AKOCTI. (4IANbHICTb,
3a AKy BiAnoBiAae BUPOGHMK/iMNOpTEp, BKIOYAYM
BUMYCK Cepiii) (NpuBeAEHHS agpecu Micus
NPOBaPKEHHA AiS/IbHOCTI BUPOOHUKA rOTOBOrO
nikapcbKoro 3acoby y BiAMoBIgHICTb 40 Aitoyoil
niueHsii Ha BUpo6HMLTBO. Ta nepeliMeHyBaHHs
Ha3Bu ByN. MenbHVKOBa Ha BYN. Kynukiscbka, 6e3
3MiHM Micust BUPO6HULTBA. A TakoX NpMBeAeHHS
CKOpo4eHOoi hopMU BacHOCTI BUPOBHMKA A0
Aitoyoi niuensii) (TepmiH BBEAEHHS 3MiH NPOTAroM
3-x MicsLiB MicnA 3aTBEPAKEHHS); 3MiHM | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTUMmx
MeX, BU3HaueHux y cneyudikauisx Ha Ad®l, abo
BUXIiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BVIKOPMCTOBYIOTbCSA Y Npoueci BupobHuytea A®|
(iHwWi 3miHW) (NpMBeAEHHS NoKa3HuKa
"Mikpob6ionoriyHa ynctoTta" y cneumaikaLito Ha
Aitody peyoBuHY amiTpUNTUAIRY rigpoxiopug 4o
Bumor [dY. CynyTHS 3MiHa - 3MiHM 3 AkocTi. AdI.
KoHTponb A®I. 3miHa y MeToAax BUNPOBYyBaHHSA
A®| abo BMXigHOrO Matepiany/npoMiKHOro
npoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpobHULUTBa APl (HE3HAUHI 3MIHK Y
3aTBEPKEHUX MeToAax BUNpPobyBaHHS); 3MiHu |
TUMy - 3MiHW 3 AKOCTi. [0TOBWIA Slikapcbkuii 3aci6.
KOHTpOs1b roTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneyudikauii Ta/abo AoNyCTUMUX MEX
rOTOBOrO /liKapCbKoro 3acoby (iHLLi 3MiHK)
(BHeCeHHs 3MiH y po3ain " lgeHTudpikauis" metoais
KOHTPO/IO SIKOCTi rOTOBOrO MiKapCbKoro 3acoby
(mopaHHsA Wwe oAHOI MeToAVKM ifeHTUdIKaLi Airoyoi
pevyoBUMHW: ANS ifeHTUdIKauil amiTpunTuaiHy
3anponoHoBaHa siKicHa peakLis i3 cipyaHoto
KMCNoTow P 3 yTBOPEHHAM NomapaH4eBo-
4epBOHOrO 3ab6apB/IEHHA PO3UMHY, L0 NepexoanTb
y Bypo-kopuyHeBe npu gofasaHHi AeKiIbKOX
Kpanenb po3unHy Kanito guxpomary P). CynyTHs
3MiHa - 3MiHM 3 SiKOCTi. FOTOBWIA Nikapcbkuii 3aci6.

KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
Kopo6bui, Ne 10 (5x2) y "XapkiBCcbke CTHO peecTpaLiiiHoro noceig4eHHs) (3MiHa agpecu
6nictepax y Kopoobui hapmaueBTnyHe "XapkiBcbke 3as1BHMKA Ta NPUBEAEHHS CKOPOYEHOT hopmu
nignpMeEMCTBO thapmaueBTUy B/1ACHOCTI A0 Aitoyoi niueHsii:); 3miHm | Tnny -
"3p0poB's He AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Hapogay" niANPMEMCTBO Ta/abo agpecu Micus NPOBaKEHHNA AISNbHOCTI
"3p0poB'sa BMPO6HMKa/iMnopTepa roToBoro /ikapcbkoro
Hapogay" 3acoby, BK/IHYaKUM AibHULL BUNYCKy cepii abo
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Ne
n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

MeToAax BUNPo6YyBaHHSA rOTOBOrO /iKapCbKOro
3aco6y (iHLWi 3MiHM y MeTofdax BUNpobyBaHb
(BKNHOUAKOUM 3aMiHY @60 JOMOBHEHHS)); 3MiHu |
TUMy - 3MiHK 3 AKOCTi. [OTOBWIA NlikapcbKuii 3aci6.
KOHTPO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa y
MeToAax BUNPOBYBaHHSA rOTOBOTO J1iKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBepMXeHNX MeTofax
BUNPOOBYBaHHSA) - NpUBELEHHS NOKa3HMKa
"MeXxaHi4Hi BK/TIOUYEHHS" MEeTOZAiB KOHTPOJIH0 AKOCTI
roToBOro Nikapcbkoro 3acoby A0 BUMOT Ail0Horo
BMAaHHA APY); 3MiHn | TURY - 3MiHK 3 SKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTuddikart
BiANOBIAHOCTI EBponeiichbkili
thapmakonei/mMoHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTi a6o
BWUTyYEHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ans
BVXiHOrO Matepiany/peareHTy/npomMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona AONOMIKHOT peqyoBuHU (cepTudikar
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei) -
OHOBNEHWI cepTUdikaT Bif, y)xe 3aTBEPAXEHOr0
BMPOOHUKa (NogaHHsA oHosreHoro CEP (R1-CEP
2004-214-Rev 02) ana A®l Amitriptyline
hydrochloride Big 3aTBepaKeHOro BUpo6HuKa 3i
3MiHOIO Ha3Bu); 3MiHW | TUny - 3MiHK 3 AKOCTI.
CepTtudpikaT BignosigHocTi/l E-cepTuddikar
BiANOBIAHOCTI EBponeiichbkili
thapmakonei/MoHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTi abo
BWTyYEHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ans
BVXiHOrO Matepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona AONOMIKHOT peqyoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) - Hoswii
cepTudikaT Bif BXe 3aTBEpXEHOro BUpobHUKa
(nogaHHs HoBoro CEP (Ne RO-CEP 2013-281-Rev
00) ana A®l Amitriptyline hydrochloride Big
3aTBepMAXeHoro BupobHuka Dipharma Francis S.r.l.,
Italy)

21.

AUL® FAPAYUNA
HAMIA MEZA, NMMMOH

MOPOLLOK A4/1A
OpasibHOro PO34MHY NO
200 mr; no 3r
MOPOLLKY B NakeTuKy ;
no 20 nakeTukiB y
KapTOHHI Kopo6Lii

CaHpo3
dapmacbioTikans

a.4.

CnoBeHis

BMNYCK Cepil:
Cantotac
dapma M'v6X,
HimeuyuunHa;
BUPOGHUK in
bulk,

HimeuuunHa/
LLiBeiiuapis

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHu | TUNY - AgMiHICTpPaTUBHI 3MiHW. 3MiHa Ha3BU
nikapcbKoro 3aco6y (6yno - ALIL® FTAPSUYMIA
HAMMIA) (TepmiH BBEAEHHSA 3MiH NPOTSAFOM 6-T
MicAILiB Micns 3aTBEPIKEHHS)

6e3
peyenma

UA/6568/02/01
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Ne
n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

TecTyBaHHs,
nakyBaHHS:
NiHpgodhapm
vm6éX,
HimeuuunHa;
BMPOGHMK in
bulk,
TeCTyBaHHS,
nakyBaHHS:
3am60H
CsiT3enaHg
nTa,
LLIBeiiuapis

22,

ALL® FAPSYMI
HAMIA MEJA TMMOH

NMOpOLLOK ANs
OpasIbHOIO PO3YMHY MO
no 600 mr;no 3r
NMOPOLLKY B NaKeTUKy;
no 6 nakeTukiB y
KapTOHHI KopooLyi

CaHpo3
dapmacbloTikans
a.A.

CnoBeHis

BMNYCK cepil:
Cantotac
dapma 'm6X,
HimeuumnHa;
BMPOGHMK in
bulk,
TecTyBaHHs,
nakyBaHHS:
Ninpodapm
m6X,
HimeuuunHa;
BUPOGHUK in
bulk,
TecTyBaHHS,
nakyBaHHS:
3amb0oH
CaiT3enaHp
nra,
LLiseiiuapis

HimeuunHa/
LLiBeiiuapis

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BY
nikapcbKoro 3aco6y (6yn1o - ALIL® FTAPSUMIA
HAMMIA) (TepmiH BBEAEHHSA 3MiH NPOTArOM 6-T
MiCALIB MiC/1A 3aTBEPKEHHS)

6e3
peyenma

UA/6568/02/02

23.

BETAK

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKO0, N0 20 Mr
Ne 30 (10x3) y
6nictepax

Mepokemi T,

Kinp

Mepokemi
nTa
(LeHTpanbHuii
3aB0of)

Kinp

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHK | TNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3ara/ibHeHMX AaHunx npo cuctemy
hapmakoHarnagy (BefieHHs y3arasibHeHUX faHuX
npo cuctemy papmakoHarnsgy, amiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHoOT 3a
3[ifiCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsay 3asBHvKa 415 34iCHEeHHS
hapmakoHarnsagy B YKpaiHi, KO0 BOHA BigMiHHA
BiJ, yNOBHOBaXEHOI 0C06MU, BignNoBiganbHOI 3a
3fificHeHHs chapmakoHarnsagy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
(haiina cuctemu chapmakoHarnsgy) - 3aTBepaKeHo:
KapacboB [IMUTPO BonogMMupoBuy;

3a
peyenmo
M

UA/7563/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
3anponoHosaHo: Menex /llogMmuna OnekcaHapisHa
24, BETAK TabneTku, BKPUTI Megokemi NT/, Kinp Megokemi Kinp BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/7563/01/02
NNiBKOBOIO nTa 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI peyenmo
060/10HKO0, N0 10 Mr (UeHTpanbHuii Ta (hapmakoHarnagy. BeegeHHst abo 3MiHu A0 M
Ne 30 (10x3) y 3aB0OfA) y3araJibHeHNX AaHux Npo cuctemy
6nicTepax hapmakoHarnagy (BefeHHs y3arasibHeHNX AaHnX
npo cucTemy dhapmakoHarnsgy, 3amiHa
YNOBHOBAXEHOT 0CO6MU, BignoBiganbHOI 3a
3[jiicHEeHHsT hapMakoHarIsay; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asaBHUKa gna 34ilCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0CO6WU, BiAMOBIfa/IbHOI 3a
3piicHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3aTBepaXKeHo:
Kapacbos MuTpo Bonoanmmnposuy;
3anponoHosaHo: lMenex Mliogmuna OnekcaHgpisHa
25. BIONIK TYBEPKYNIH | po3uuH A1 iH'eKLiil no NAT Ykpaina MAT Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/15771/01/01
nna-n 0,6 mn (6 po3) 3 "®APMCTAHOAP "®APMCTAH 3MiHM | TUNY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO peyenmo
aKTVBHICTIO 2 T-BIONIK" OAPT-BIOJIK" npuBeLEHHS Y BiANOBIAHICTb A0 MOHorpadii 4dY M
TO/po3a, no 1 mn (10 abo €sponelicbkoi hapmakonei, abo iHLol
[,03) 3 aKTUBHICTIO 2 HauioHanbHOT hapmakonel gepxasun €C (iHLi
TO/po3a, no 3 mn (30 3MiHW) - NpuMBeAEHHS cneuudikaLin 4ONOMKHUX
[03) 3 aKTUBHICTIO 2 PeYoBUH, WO BXOAATb [0 CKafy rotoBoro
TO/po3a B amynax Ne NiKapcbKoro 3acoby A0 BUMOr Ail040ro BUAAHHSA
10; abo komnnekT: 1 LdY; 3miHm | TURY - 3MiHa y MeTogax
amnyna no 0,6 mn (6 BMNPO6YBaHHSA rOTOBOTO NiKapCbKOro 3acoby (iHLWi
[,03) 3 aKTUBHICTIO 2 3MiHM y MeToAax B1NpobyBaHb (BK/OHYAUM 3aMiHy
TO/po3a, 3 wnpuua 3 ab0 [JONOBHEHHS)); CYMNYyTHA 3MiHa: 3MiHa
rofikamu ans napameTpiB cneuudikauii Ta/abo AONyCTUMUX MEX
BUTAraHHs, 3 rofikn roTOBOrO NikapCbKoro 3acoby (iHLUi 3MiHK)
ONs BBEEHHSA, abo
komnnekT: 1 amnyna
no 1 mn (10 po3) 3
aTuBHicTio 2 TO/go03a,
5 wnpwuis 3 ronkamu
LA BUTAraHHA, 5
rON10K A/15 BBEAEHHS
26. BIONIK TYBEPKYNIH | po3uuH Ans iH'eKwuii in NAT Ykpaina MAT Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: - UA/15772/01/01
nna-n bulk: no 30 amnyn no "®APMCTAHIAP "®APMCTAH 3MiHM | TUNY - 3MiHK, NOB'A3aHI 3 HEOBXiAHICTIO
0,6 mn (6 go3) 3 T-BIONIK" OAPT-BIOJIK" npuBeAEeHHS y BigNOBIAHICTb 40 MoHorpacii 4dY

akTuBHicTio 2 TO/no3a
a6o no 1 mn (10 go3) 3
akTuBHicTo 2 TO/go3a
a6o no 20 amnyn no 3
mn (30 o3) 3

aKTMBHicTO 2 TO/go3a

abo €sponelicbkoi hapmakonei, abo iHLoT
HaLjioHas1bHOI thapmakonei aepxasu €C (iHLWi
3MiHK) - NPUBEAEHHS cneymdikaLiin 4ONOMKHMNX
PEYOBUH, L0 BXOAATbL A0 CKNagy roToBOro
NiKapcbKoro 3acoby A0 BUMOr Ail040ro BUAAHHSA
[dY; 3miHuM | TMRY - 3MiHa y MeTogax
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
Y KapTOHHil BUNPOBYBaHHS rOTOBOrO NiKapCbKoro 3acoby (iHLwi
YapyHKOBIll yNakoBL; 3MiHM y MeTofax BUNpobyBaHb (BKIOYAKUM 3aMiHy
no 10 a6o no 20 ab0 [0MOBHEHHS)); CYnyTHA 3MiHa: 3MiHa
KapTOHHUX napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
YapyHKOBMX YNakoBOK rOTOBOrO /iKapCbKOro 3acoby (iHLLi 3MiHK)
B YNaKOBL,i 3 KAPTOHY
27. BlconPonon TabneTku, BKPUTI CaHpo3 CnoseHis BMPOOHULITBO HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/4401/01/01
CAHAO3® NNiBKOBOIO dapmacbioTikan3 3a NoBHUM Monblwa 3MiHK | TURy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peyenmo
060/10HKO0, N0 5 Mr a.4a. LMKIOM: Ta thapmakoHarnagy. BeegeHHst abo 3miHu Ao M
no 10 Tabnetok y Cantotac y3arasibHeHUX JaHnX Npo cucTemy
6nicTepi; no 3 ®apma 'méX, thapmakoHarnsgy (BeAeHHs y3arasibHeHNX AaHnx
6nicTepy B KapTOHHIA HimeuumnHa; npo cuctemy chapmakoHarnsgy, smiHa
Kopobui; no 15 anbTepHaTuBH YNOBHOB&XEHOT 0CO6M, BigNoBiganLHOI 3a
TabneTok y 6nictepi; NI BUPOOHMK- 3[iliCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
no 2, abo no 4 a6o no BMPOGHMLITBO thapmakoHarnagy 3asBHuKa Ans 34iiCHEHHSA
6 6nicTepis y 3a NOBHUM thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHA
KapTOHHI Kopo6Lyi LMKNOM; Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
NepBUHHE i 3pificHeHHs chapmakoHarnsgy (Bkioyaryn
BTOPVHHE KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI macTep-
nakyBaHHs1, tpaiina cuctemu thapmakoHarnsgy) - 3miHa
KOHTPO/b Ta KOHTaKTHUX AaHVX KOHTaKTHOI 0co6u B YKpaiHi,
BUNYCK cepil: YNOBHOB&XEHOT 0CO6U 3asIBHMKA, BifnoBiganbHOI
Nek C.A,, 3a thapmakoHarnag,
MonbLa
28. BlconrPonon TabneTku, BKpUTI CaHpo3 CnoseHis BMPOBOHULITBO HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/4401/01/02
CAHAO3® NNiBKOBOIO dapmacbioTikan3 3a NoBHUM Monbla 3MiHK | TURy - 3MiHN Woao 6e3nekn/eddeKTUBHOCTI peyenmo
060/10HKOt0, MO 10 Mr a.4. LMKIOM: Ta thapmakoHarnagy. BeegeHHst abo 3miHu Ao M
no 10 Tabnetok y Cantotac y3arasibHeHUX JaHnX Npo cucTemy
6nicTepi; no 3 ®apma 'méX, thapmakoHarnsagy (BeAeHHs y3arasibHeHWUX AaHnx
6nicTepy B KapTOHHIA HimeuunHa,; npo cuctemy papmakoHarnsgy, amiHa
Kopobui; no 15 anbTepHaTuBH YNOBHOB&XEHOT 0CO6MU, BigNoBiganbHOI 3a
TabneTok y 6nictepi; NI BUPOOHMK- 3[iliCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
no 2, a6o no 4 a6o no BMPOGHMLITBO thapmakoHarnagy 3asBHuKa Ans 34iiCHEHHSA
6 6nicTepis y 3a NOBHUM thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA
KapTOHHI Kopo6Lyi LKNOM; Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
nepBuHHE i 3pificHeHHs chapmakoHarnsagy (Bkioyaryn
BTOPVHHE KOHTaKTHi filaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
nakyBaHHs, tpaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTPO/b Ta KOHTaKTHUX AaHNX KOHTaKTHOI 0co6u B YkpaiHi,
BUNYCK cepil: YNOBHOB&XEHOT 0CO6U 3asiBHVKA, BifnoBiganbHOI
Nek C.A,, 3a thapmakoHarnag,
MonbLa
29. B/TACTOMYHIN NOPOLLIOK A1 PO3UUHY ToBapucTeo 3 Ykpaina MpuBaTtHe YkpaiHa BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis: 3a UA/0610/01/01
ons iH'ekyin no 0,6 mr, 06MEeXEHO akuioHepHe 3MiHn | TMNYy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenmo
5 thnakoHis 3 BiANoBiga/IbHICTIO TOBapuCTBO Ta (hapmakoHarnsgy. BeegeHHs abo 3miHu oo M
NOPOLLKOM Y nauii 3 "®GapmaLieBThyHa «Biothapmax» y3arasibHeHMX AaHuxX Npo cuctemy
KOPOBKOBOro KapToHY KOMNaHis chapmakoHarnsgy (BefileHHs y3araslbHEHUX AaHnX
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Ne
n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo

20
nocsi04YeHHs1

"EH3napm”

npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOBAXEHOT 0CO6MU, BignoBiganbHOI 3a
3[iicCHEHHST hapMakoHarisay; KOHTaKTHOI 0cobu 3
dhapmakoHarnsgy 3asaBHUKa g1 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA
BiJl yNOBHOBaX€EHOI 0CO6U, BiAMOBIAa/IbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkiyarun
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) (3miHa
KOHTaKTHUX AaHNX YNOBHOBaXEHOI 0cOo6u
3asBHWKa, BIANOBIA&ILHOI 3a hapMakoHarnsg);
3MiHa 3asBHKKa (nepefaya npas iHLWOMY
3a51BHUKY).

30.

BOM-BEHI'E

Masb no 30 ry Tybax;
no 25 r y 6aHkax

MPAT
"OITOPAPM"

Ykpaina

MPAT
"OITOPAPM"

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHM | TUMy - 3MiHa y MeToAax BUNpPoGyBaHHS
roTOBOrO NiKapCbKOro 3acoby — 3mMiHV 40 MeToay
BMNPOOYBaHHA 3a NOKa3HUKOM «KinbkicHe
BU3HAYEHHSA», a came BU3HaYEeHHS
mMeTuncaniumnnaTy MeTo40M TUTPYBaHHS Ta
BM3HAYEHHS TEBOMEHTO/Y
CNekTpohoTOMETPUYHUM METOAOM 3aMiHeHi Ha
MeTo/ razoBoi xpomaTorpadii

6e3
peyenma

UA/8240/01/01

31.

BOM-BEHI'E

Masb no 30 ry Tybax;
no 25 r y 6aHkax

MPAT
"OITOPAPM"

Ykpaina

MPAT
"OITOPAPM"

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asBHMKa (BNacHMKa
peecTpauiiHoro nocBig4eHHs) (3MiHa
HalilMeHyBaHHs Ta afpecu 3asiBHUKa) (TepMiH
BBE/IeHHS 3MiH NPOTArom 1-ro poky nicns
3aTBEPMKEHHS); 3MiHM | TUNy - AAMiHICTpaTWBHI
3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiSNIbHOCTI BUPOBGHUKa/imnopTepa
rOTOBOrO /1iKapCbkOro 3acoby, BKAYaoUn AiNbHUL
BUMYCKY cepii abo MicLie NPoBeAEHHSA KOHTPOJIIO
AKOCTI. (AiSNbHICTb, 3a Ky BiANOBiAae
BMPOGHMK/IMNOpTEp, BKOYAOUM BUMYCK Cepiid)
(3miHa HaliMeHyBaHHA Ta agpecy BUpoGHMKa, 6e3
3MiHM MicLSA BUPOBHMLTBA.(3MiHA (DOPMM BIACHOCTI
nignpvemcTBa Ta nepeimeHyBaHHA M. ApTEMIBCbK
B M. BaxmyT) (TepmiH BBEleHHA 3MiH npoTsArom 1-
ro PoKy nicns 3aTBepKEHHS)

6e3
peyenma

UA/8240/01/01

32.

BPEBIB/1OK

PO34MH ANs iH'EKLNR,
10 mr/mn no 10 mn y
dhnakoHi; no 5
(h/1aKOHIB y KApTOHHiIA
Kopoo6Li

BakcTtep Xesnckea
Nimitepn

Bennkobput
aHis

BTOPVHHA
yrnakoBkKa,
BUMNYCK cepil:
BakcTtep
Xernckea
Nimites,
BenvkobputaH

BenvkobpuTtaHis

/ CLLA

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:
3MiHY | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHVX AaHuxX Npo cucTemy
thapmakoHarnagy (BefeHHs y3arasibHeHUX AaHNX
npo cucTemy dhapmakoHarnsgy, amiHa
YMOBHOBaXEHOI 0CO6MU, BignoBiganbHoI 3a

3a
peyenmo
M

UA/1406/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
i9; 3[jiiCHEHHST hapMakoHarsay; KOHTaKTHOI 0cobu 3
BWUIOTOBJIEHHSA chapmakoHarnsgy 3asaBHUKa a1 34iCHEHHS
roTOBOrO thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
NiKapcbkoro BiJ, yNOBHOB&XXEHOI 0C06M, BigNoBiganbHOI 3a
3acoby, 34ilicHeHHA thapMakoHarnsgy (BKioyaoum
BK/IO4A0UM KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHI MacTep-
cTagjto (haiina cuctemu chapmakoHarnsgy) - 3aTBepaKeHo:
thacyBaHHs: 3MiHa KOHTaKTHOI 0co6u B YkpaiHi — Munosmgosa
YecT-Yopg AHHa |BaHiBHa, 3MiHa KOHTaKTHUX AaHUX.
$apmacbloTike 3anponoHoBaHoO: 3MiHa KOHTaKTHOT 0CO6U B YKpaiHi
nc Kopn., — bpacnascbka Hagis |BaHiBHa, 3MiHa KOHTaKTHMX
CLA LAaHNX
33. BPOMIEKCUH- TabneTtky no 8 mr no MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/5902/01/01
AAPHULA 10 TabneTok y "GapmaueBTuyHa "PapmaueBTn 3MiHK | TURY - 3MiHK y NpoLeci BUPOGHMLTBA peyenma
KOHTYPHIli YapyHKOBIi ipma "JapHnus" YyHa chipma rOTOBOrO J1iKapCbKOro 3acoby, BK/Ya4mn
ynakosLi; no 5 "fapHuus” NPOMiKHUIA MPOAYKT, L0 3aCTOCOBYETLCSA NpU
KOHTYPHMX BMPOBHMLTBI FOTOBOrO MiKapCbKoro 3acoby -
YapyHKOBUX YNakoBOK (onTumizauisa cxemn BUPOOHNYOrO NpoLecy Ha
y nauuj; no 10 cTagii 4 "YnakoBka Tabnetok"). BBegeHHs 3MiH
TabneToK y KOHTYPHUX npoTarom 6-Tu micAWiB nicna 3arBepaKeHHA
YapyHKOBUX
ynakoskax; no 20
TabneToK y KOHTYPHUX
YapyHKOBUX yNakoBKax
34. BYMNIBAKAIH-M PO34MH NS iH'eKLiA, 5 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/7162/01/01
mr/mnno 5 mn B 06MEXEHO0 06MEXEHOI0 3MiHM | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmo
amnynax Ne 10 B BiANOBIAANbLHICTIO BiAnoBiganbHi HalilMeHyBaHHs Ta/abo agpecu 3asBHMKa (BNacHuKa M
Kopo6bui, Ne 10 (5x2) y "XapkiBcbke CTHO peecTpavuiiiHoro nocBig4eHHs1) (NpUBeAEHHS
6nictepax B KOpPOOL hapmaueBTNyHe "XapkiBcbke CKOpPOY€eHOi (hopMU B/IACHOCTI Ta afpecu 3asiBHMKa
nigNPUEMCTBO hapmaueBTny [0 fitoyoi NileHsii Ha BUPO6HULTBO); 3MiHKW | Tuny -
"3p0poB's He AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Hapoay" nigNpMEMCTBO Ta/abo agpecu Micus NPOBaKEHHS AiSNbHOCTI
"3p0poB'a BMPOGHMKa/iMnopTepa roToBoro /ikapcbKoro
Hapoay" 3aco06y, BK/IKYa4M OinbHULL BUNYCKy cepii abo

MicLe NpoBefEHHS KOHTPO/TIO SAKOCTI. (4IANbHICTb,
3a AKy BiAnoBigae BUPOGHUK/iMNOpTEp, BKIOYaUM
BUMYCK cepiii) (NprBEeAEHHSI CKOPOUYEHOT chopMu
BIACHOCTI Ta MiCLe3HaxX04KEHHs1 BUpobHuka M3y
BIANOBIAHICTb A0 NiLeH3iT Ha BUPOGHMLUTBO (3MiHa
IopUAMYHOI aapecy BUpobHuka (Byn. LLieBueHka,
22) Ha hakTuyHe Mmicle BUpobHuLTBa (BY/I.
MenbHuKoBa, 41). Ta nepeliMeHyBaHHs Ha3BY BY/1.
MenbHukoBa Ha Byn. Kynukiscbka, 6e3 3miHu Micus
BMPO6HMLTBA) (TEpMiH BBELAEHHS 3MiH NpoTArom 3-
X MicsLiB Micns 3aTBepKeHHs); 3MiHn | Tuny -
3MiHV Woao 6e3nekn/edekTUBHOCTI Ta
dhapmakoHarnagy (iHwi 3miHu) (3amiHa rpaduivyHoro
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
306paxkeHHs YNaKkoBKWN Ha TEKCT MapKyBaHHS A1
NepBUHHOI Ta BTOPUHHOI YNaKkoBKN Y 3B’A3KY 3
npuBeLEeHHsM Yy BignoBigHICTb Ao Hakasy MO3
Ykpainu Ne 426 Big 26.08.05 (y pepakuii Hakasy
MO3 Ykpaiin Ne460 Big 23.07.2015 p.)
35. BANEPIAHN TabneTku, BKpUTI MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 6e3 UA/8139/02/01
EKCTPAKT 060/10HKO0, N0 20 Mr "PITOPAPM" "®ITODAPM" 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuyenma
no 50 TabneTok y HalilMeHyBaHHs Ta/abo agpecu 3asBHVKa (BnacHuKa
dhnakoHax, no 50 peecTpauiiHoro nocBig4eHHs1) (3MiHa
TabneTtok y 6nictepax HalilMeHyBaHHA Ta afpecu 3asiBHUKa) (TepMiH
BBE/EHHS 3MiH NPOTArom 1-ro poky nicns
3aTBEpPMKEHHS); 3MiHM | TUNY - AgMiIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu Micus
NpoBapKEHHN AISNbHOCTI BUPOOHMKa/imnopTepa
rOTOBOrO JliKapCbKOro 3acoby, BKOYaoUn AiNbHULI
BUMYCKy cepii abo MicLe NpoBeeHHA KOHTPO/I0
AKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEp, BK/OYaUM BUMYCK Cepiid)
(3MiHa HalilMeHyBaHHsA Ta agpecu BUpobHuka N3,
6e3 3MiHn Micua BUPOGHMLTBA (3MiHa hopmu
B/1ACHOCTI NignpuemMcTBa Ta nepeliMeHyBaHHs M.
ApTeMiBCbK B M. BaxmyT), 3 BignoBigH1MK 3MiHaMu
y MapKyBaHHi ynakoBku) (TepMiH BBEAEHHS 3MiH
NPOTAroM 1-ro poky nicns 3aTBepMKEHHS)
36. FEHTAMILUVHY PO34MH ANA iH'eKLl MAT YkpaiHa MAT BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/7197/01/01
CYNb®AT 40 mr/mn no 2 mn B "Manunudapm", "Tannudapm", 3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKui peyenmo
amnyni; no 10 amnyn y Ykpaina YkpaiHa 3aci6. Cuctema KoHTeliHep/3aKkynoproBabHuWii M
KOHTYPHIli YapyHKOBI 3aci6. 3MiHa po3mipy ynakoBKM roTOBOro
ynakosui; no 1 NiKapcbKoro 3acoby (B1Ay4eHHS! yNakoBKU NEBHOIrO
KOHTYPHIli ynakoBLi B PO3Mipy) (BU/TYYEHHS YNAKOBKM NO 2 M1 B ammy/ii
nauui; no 2 mn B no 10 amnyn y kopo6uj, 3 BiANOBIAHUMY 3MiHAMY Y
amnyni; no 10 amnyn y p. "Ynakoska")
KOHTYPHIli YapyHKOBIi
ynakoBLji, 3anasHi
nanepom
37. FICTArNobyYniH- niodpinizat ana NAT Ykpaina MAT Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a 32/11-
BIOJIK po3unHy ans iH'ekuii B | "®APMCTAHIAP "®APMCTAH 3MiHu | TURY - 3MiHK 3 aKocTi. CepTudikar peyenmo 300200000
amnysi y KoMnaekTi 3 T-BIONIK" OAPT-BIOJIK" BignoBigHocTi/lE-cepTudikart BignosigHocTi M

PO3UYMHHUKOM (HaTpito
xnopuay po3ymH 9
mr/mn) no 2 mn B
amnyni; no 5
KOMM/IEKTIB Yy nayi

€Bponelicbkiii hapmakonei/MmoHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHSA Y
BiANOBIAHICTb A0 MOHOrpagii dY a6o
€Bponeiicbkoi hapmakonei, abo iHwoi
HaLjioHas1bHOI thapmakonei aepxasu €C (iHLWi
3MiHK) (MprBeAeHHs cneyudikauiin BXigHoro
KOHTPO/I0 AOMOMDKHVX PEYOBUH HATPIlO X/10pugy,
HaTpito TiocynbhaTy Ta BoAu N8 iH'eKLii y
BiAMOBIAHICTb A0 Aito4oro BuaaHHsa APY); 3minHu |
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
TUMy - 3MiHK 3 AKOCTi. [OTOBWIA NlikapcbKuii 3aci6.

KOHTPO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa y
MeToAax BUNPOBYBaHHSA rOTOBOTO J1iKapCbKOro
3aco06y (iHLWi 3MiHK y MeTogax BunpobysaHb
(BKtOYAKOUM 3aMiHy ab0 AONOBHEHHS) CynyTHSA
3MiHa - 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbknii 3aci6.
KOHTpOs1b roTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneyudikauii Ta/abo AoNyCTUMUX MEX
rOTOBOrO /liKapCbKoro 3acoby (iHLLi 3MiHK)
(MpuBeAeHHs nocunaHb y cneyndikauii Ta
MeToAax KOHTPOSIO A1 NOKA3HWKIB SKOCTI A0
Aitovoro BugaHHa JdY. 3miHa Ha3BK NOKasHUKa
"ABTEHTUYHICTb" Ha "laeHTniKaLia" 6e3 3MiHn
HOPMYBaHHS Ta METOAUKN KOHTPOJIIO.
MepesaTBepmkeHHss AHaNITUYHOI HOPMATUBHOI
nokymeHTauii (AH) Ha MeToaun KOHTPOSIKO AKOCTI
(MK#1) 3 meToto npuBefieHHs A0 BUMOr Hakasy MO3
Ykpainn Ned60 Big 23.07.2015p. Cneyudpikauis Ta
MEeTOAMN KOHTPOJIHO HE3MIHHI); 3MiHM | TUnY - 3MiHK
wopao 6e3snekn/ethekTMBHOCTI Ta hapmakoHarnsagy
(iHwWi 3miHW) (3amiHa rpadivyHOro 306paxeHHs
yNakoBKN Ha TEKCT MapKyBaHHA 4151 MEPBUHHOI Ta
BTOPWHHOI YNaKOBKW /17 NMPUBEAEHHSA Y
BiAgNoBigHiCTb A0 Hakazy MO3 Ykpainu Ne 426 Big
26.08.05 (y pegakuii Hakasy MO3 Ykpainn Ne460
Bif 23.07.2015 p.). BunyyeHHs indpopmaii
pOCiliCbKO MOBO); 3MiHM | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu Micus NPOBaKEHHNA AiSNbHOCTI
BMPO6HMKa/iMnopTepa roToBoro /ikapcbkoro
3acoby, BKIHYaKUM AibHULL BUNYCKy cepii abo
MicLe NpoBefEHHS KOHTPOJTIO AKOCTI. (4IANbHICTb,
3a AKy BiAnoBigae BUPOGHMK/iMNOpTEp, BKIKOYaYM
BUNYyCK cepiii) (NMprBeAeHHS agpecu
MiCLie3HaxXOKEHHS BUPOOHUKA Y BIANOBIAHICTL A0
NiyeHsii Ha BMPOBHMLTBO liKapCbknx 3aco6iB.
MicLe BUpo6GHMLTBA NPOAYKLiT HE 3MIHIOETHCS);
3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asBHMKa (BnacHuKa
peecTpadujiiHoro noceigueHHs) (MpuBeaeHHS
aZpecy MiCLLe3HaxX04KEHHS 3asBHMKA Y
BiANOBIAHICTb A0 JliueHsii Ha BUPO6HMLTBO
niKkapcbknx 3acobiB); 3MiHW | TUNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KOHTPOIb rOTOBOrO
nikapcbkoro 3acoby. 3miHa y meTogax
BUNPOBYBaHHS rOTOBOrO NikapCbKoro 3acoby (iHLwi

3MiHM y MeTofax BUNpobyBaHb (BKIOYAKUM 3aMiHy
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
a60 [0NOBHEHHS) (3MiHa MeToAy BUNPOOYBaHHS
npenapary Ta po34MHHMKa 3a NOKa3HUKOM
«CTepusbHICTb», a came 3aMiHa MeTogy NpsmMoro
BMCIBaHHA Ha MeTo MeMbpaHHOI dinibTpadii)
38. FNEHCNPEN AKTUB | cnpeii HasasibHUiA, neHmapk IHAain FneHmapk IHAis BHECEHHS 3MiH [0 peecTpavuiiiHix maTepianis: 3a UA/14550/01/01
[,030BaHuiA, CycneHsis dapmacbloTmkans dapmacbloTuK 3MmiHu | TUny - AgMiHICTpaTuBHI 3MiHW. 3MiHa Ha3BK | peyenmo
no 150 f03 y ghNakoHi; nra. ans Jta,. nikapceKoro 3acoby (6kno - IEHCIPEN 3 M
no 1 conakoHy 3 A3E/IACTUHOM) (TepmiH BBEAEHHS 3MiH
[,03yl0UMM HAcCOCOM- npoTArom 6 micsiB nicns 3aTBepAKeHHs)
po3nuoBayeM,
3aKPUTM KOBMAYKOM,
Y KapTOHHIl KopoobUi
39. rNILEPUH po3ynH ans MPAT YkpaiHa MPAT Ykpaiva BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/8363/01/01
30BHILUHLOTO "®ITOPAPM" "®ITODAPM" 3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenma
3acTocyBaHHs 85 %, HaliMeHyBaHHS Ta/abo afpecy 3asiBHMKA (BNacHUKa
no 25 r y dpnakoHax peecTpavuiiiHoro nocBig4eHHs) (3MiHa
HalilMeHyBaHHs Ta agpecu 3asBHuka) (TepMiH
BBE/IeHHS 3MiH NPOTArom 1-ro poky nicns
3aTBEepMKEHHSR); 3MiHKM | TUNy - AAMIHICTpaTVBHI
3MiHW. 3miHa HaliMeHyBaHHS Ta/abo agpecu micus
NpoBapKEHHS AISNbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO NikapCbKOro 3acoby, BKIYaUN AiNbHALL
BMNYCKy cepii abo MicLe NpoBeAEHHS KOHTPO/TO
AKOCTI. (QiANIbHICTb, 3a Ky BiAnosigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid)
(3MiHa HallmeHyBaHHs Ta agpecy BUpobHuKa, 6e3
3MiHM Micust BUpo6HULTBA.(3MiHAa hopMK BIACHOCTI
nignpremMcTea Ta nepeiMeHyBaHHs1 M. ApTeMiBCbK
B M. BaxmyT) (TepmiH BBEEHHS 3MiH NpoTsArom 1-
ro poky nicns 3aTBepPAYKEHHS)
40. rAIuvH Tabnetku Mn "Biona" Ykpaina TOB Pecny6nika BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis: 6e3 UA/14604/01/01
cybniHreasibHi no 100 "Apnimeg” BipmeHis 3MiHK | TUny - 3MiHa y MeTogax BUNpobyBaHHS peuyenma
Mr no 50 TabneTok y rOTOBOrO J1iKapCbKOro 3acoby - 3MiHW B aHauTiITUYHIl
6nicTepi; no 1 MeToAMNLj 3a NOKa3HNKOM «CTOPOHHI AOMILLIKM>»
6nicTepy B KApTOHHiIl (BBEAEHO [OAATKOBUI PO3UMH MOPIBHSIHHS Ta
KOpoobLi NpUAaTHICTb CUCTEMM)
41. rPUN-XEENb Tabnetku, no 50 Bionoriwe HimeyunHa Bionoriwe HimeuunHa BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis: 6e3 UA/4268/02/01
TabneTok y Xaiinbmitrens XavnbmitTens 3MiHM | TUMy - 3MiHa y MeToAax BUNpPoGyBaHHS peyenma
KOHTeWHepi Xeenb M'M6X Xeenb M'm6X rOTOBOrO JliKapCbKOro 3acoby - He3HayHa 3miHa A0

noninponisnieHoBoMy;
no 1 koHTeiiHepy B
KOpoO6Li 3 KApTOHY

T. " CTupaHHicTh", "OAHOPIAHICTL MacK”, y 38" A3Ky
3 NPYBEAEHHAM Y BigMNoBigHICTb A0 BUMor EP;
npuBefeHHA meToauku T. «MikpobionoriyHa
ynucToTa» BigNOBIAHO A0 BUMOT EP; 3miHm | Tuny -
3MiHa napameTpiB cneuyvdikauiii Ta/abo
[0MYyCTUMMX MeX roTOBOrO NiKapcbkoro 3acoby -
nprvBeAeHHs napaMeTpiB cneuydikaLiii T.
«Mikpob6ionoriyHa YncToTa» BignoBigHO 40 BUMOT




135

Ne
n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

EP; 3miHu Il TUNYy - 3mMiHa napameTpiB cneumndikavii
Ta/abo [onyCcTUMUX MEX rOTOBOMO NiKapCbKOro
3acoby - 3mMiHu Jo p. "CTilikicTb A0
po3aaB/itoBaHHA" (Ha TeEPMiH NPUAATHOCTI)
npuBELEHO Y BIANOBIAHICTb [0 OPUTVHASTBHUX
[OKYMEHTIB 3asiBHMKA

42.

AEPMA3VH

kpem 1 % no50ry
Ty6i; no 1 Ty6i B
Kopoo6Li

CaHpo3
dapmacbioTikan3
Aa.a.

CnoBeHis

Cantotac
dapma M'm6X

HimeyunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | Tuny - 3MiHK Woao 6e3nekn/edeKkTNBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BeAeHHs y3arasibHeHNX AaHnx
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6M, BigNoBiganLHOI 3a
3[iliCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
thapmakoHarnagy 3asBHuKa Ans 34iiCHEHHSA
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyaryn
KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI macTep-
tpaiina cuctemu thapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOI 0co6u B YKpaiHi,
YNOBHOB&XEHOT 0CO6U 3asIBHMKA, BifnoBiganbHOI
3a (hapmakoHaring

6e3
peyenma

UA/8997/01/01

43.

AEPMACAH

piavHa HawkipHa no
50 mn y chnakoHax

MPAT
"®ITOPAPM"

YKpaiHa

MPAT
"OITOPAPM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asBHVKa (BnacHuKa
peecTpauiiHoro nocBig4eHHs1) (3MiHa
HalilMeHyBaHHs 3asiBHMKa Ta agpec) (TepMiH
BBEEHHS 3MiH NpoTArom 1-ro poky nicns
3aTBepMKEHHSR); 3MiHKM | Tuny - AAMiIHICTpaTVBHI
3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu Micus
NpoBafKEHHN AiSNbHOCTI BUPOOHMKa/imnopTepa
rOTOBOrO JliKapCbKOro 3acoby, BKYaoum AiNbHULI
BUMYCKy cepii a6o MicLe NpoBeAeHHSA KOHTPO/I0
AKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTep, BK/IOUaUM BUMYCK Cepiid)
(3MiHa HallMeHyBaHHs Ta afpecu BUPOOHMKa, 6e3
3MiHV Micus BUPOBHULTBA (3MiHa hopMY BIACHOCTI
nignpuemcTea Ta neperiMeHyBaHHs M. ApTEMIBCbK
B M. BaxmyT) (TepMmiH BBeeHHA 3MiH npoTsArom 1-
ro poKy nicns 3aTBepAKeHHS)

6e3
peuyenma

UA/0443/01/01

DKA3 NnocC

TabneTku, BKpUTI
060/10HKOH0, Ne 28: no
24 TabneTkn
POXEBOrO KOsbopy i
no 4 TabneTkn CBITNO-
OpaHXeBOro Kosibopy

Baiiep ®apma Al

HimeyunHa

nepBuHHa Ta
BTOPUHHA
yrnakoBka,
[03BiN Ha

BUMNYCK cepil:

Baiiep ®apma

HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHK | TUNY - 3aMiHa rpadoivHOro ohopmIeHHS
YNakoBKM Ha MapKyBaHHs MepPBUHHOT Ta BTOPUHHOT
ynakoBKu

3a
peyenmo
M

UA/12143/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
B 6nicTepi; no 1 Al,
6nicTepy B KAPTOHHIl HimeuunHa;
nauuj BMPOGHMLTBO
3a NOBHUM
LMKIOM:
Baiep
Baiimap Tm6X
i Ko. KT,
HimeyunHa
45, ANKNO®EHAK nopoLuok (cybeTaHLis) AT "Nlekxim- YkpaiHa Awmoni IHAis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/13857/01/01
HATPIIO y NOABIHNX NakeTax 3 Xapkis" Oprasikc MNB.T. 3MiHW | TNy - nogaHHsA oHosneHoro CEP Ne R1-
nonietTuneHy ans nra. CEP 1997-066-Rev 03 ana A®| guknodeHaky
BUpPOGHMLTBA HaTPIlo Bif BXe 3aTBEP)KEHOIO BUPOBHMKA; 3MiHN |
CTEPUNBHUX Ta TUMY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS
HEeCTepPUIbHUX Yy BignoBigHiCTb A0 MoHorpadii AdY abo
nikapcbknx hopm €Bponeiicbkoi hapmakonei, abo iHwoT
HauioHanbHOI hapmakonei gepxasu EC (3miHa y
cneuudikauisix, noB'a3aHa 3i 3miHamu B JdY, abo
€Bponelicbkiin hapmakonei, abo iHLuii
HaujioHasnbHIl thapmakonei gepxasu €C); cynyTHA
3MiHa: 3MiHu, MOB'AA3aHi 3 HEOOXiAHICTIO
npuBeAeHHs Yy BiANOBIAHICTb A0 MOHorpacdii 4PY
abo €sponeicbKoi hapmakonei, abo iHwoi
HaujioHanbHOI thapmakonei Aepxasu EC (iHwWi
3MiHW) - NpuBeAeHHs cneuudikauii AdI
AviknodheHaky HaTpilo y BifnoBigHICTb 40 BUMOT
MoHorpadii «Diclofenac sodium» EP 3a
nokasHukamm «CynpoBifHi OMILLKWN», «Bakki
MeTann», «KifibKicHe BU3HAYEHHS»
46. ANKNODEHAK- PO3YMH NS iH'EKLN, ToBapucTBO 3 Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/1539/02/01
340POB'A 25 mr/mnno 3 mn B 06MEXEHO 06MEXEHO 3MiHK | TNy - 3MiHa po3mipy cepii (BkIoYatum peyenmo
amnyni; no 5 amnyny BiANOBIAA/IbHICTIO BiANOBIAA/TbHI Jiana3oH po3Mipy cepii) roTOBOro /likapCbKOro M
KapTOHHI kopobui 3 "®GapmaueBTuyHa CTI0 3acoby - BBeEHHS [10OAATKOBOro po3Mipy cepii
neperopogkamu; rno 5 KOMNaHis "PapmaueBTn npenapary Ans gitoyoro uexy e (3atsepmkeHo:
amnyn y 6nictepi; no 1 "3po0pos'a” YHa KOMMaHis 300,0 n1 (100,000 T1C. amnyn); 3anNPONOHOBAHO:
6nicTepy B KAPTOHHIl "3popos'a” 300,0 n (100,000 Trc. amnyn) Ta gogarkoso 500,0
KopoobLi n (166,667 Tnc. amnyn))
47. ANMEAPON PO34MH ANs iH'EKUIN ToBapuncTBO 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/8514/01/01
1% nolwmns 06MeXeHo BMPOGHMLITBA, 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmo
amnynax Ne 10 y BiAANOBIAA/LHICTIO KOHTPO/1b HaliMeHyBaHHs Ta/abo agpecu MicLA NPOBaKEHHS M
kopo6ui; Ne 10 (5x2); "XapKiBCbke AKOCTI, BUNYCK LisiNbHOCTI BUPO6HMKa/iMnopTepa rotToBoro
Nel0 (10x1) y hapmaueBTnyHe cepii: nikapcbKoro 3acoby, BKIHYAKUN [iNTbHULL BUNYCKY
6nictepax y Kopoobui nigNpPUEMCTBO ToBapucTBo 3 cepii abo MicLie NpoBefeHHSA KOHTPOIHO AKOCTI.
"3p0p0oB's 06MEXEHO (AisnbHICTb, 3a Ky BiAMOBIgaE BUPOGHMK/iMIopTep,
Hapoay" BignoBigasIbHi He BK/IHOYatoum BUMYyCK cepili) (3miHa agpecu Ta
CTIO Ha3BW BNPOGHYVKa MN13); 3miHun | Tuny -

"XapkiBcbke

AAMiHICTpaTVBHI 3MiHW. 3MiHA HAIMEHYBaHHs!
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
hapmaueBTny Ta/abo agpecu Micusa NPoBafXeHHs AifNbHOCTI
He BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro
niANpMEMCTBO 3acoby, BKIHOYaKuM AilbHULL BUNYCKy cepii abo
"3p0poB's MicLle NpoBeAEHHS KOHTPOJIIO AKOCTI. (BisNbHICTb,
Hapogay", 3a AKy Bignosigae BUPO6HMK/IMNOPTEp, BKIOYAOYM
YkpaiHa; BMNYCK Cepiit) (3MiHa agpecu Ta Ha3BM BUPOOHNKA)
BCi cTagii (TepMiH BBEAEHHS 3MiH MPOTAroM 3-X MicsLiB micns
BMPOGHULITBA, 3aTBEPMKEHHS); 3MiHM | TUNY - AAMIHICTPaTUBHI
KOHTPO/Tb 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecu
AKOCTI: 3asBHUKA (BNacHWKa peecTpaLiiiHoro nNocBig4YeHHs)
ToBapucTBo 3 (3miHa agpecu Ta Ha3BY 3asBHMKaA (BacHuKa
obmexeHor peecTpauiiHoro NocBigYeHHS)
BignoBigasbHi
CTIo
"papmaueBTu
YHa KoMnaHis
"3popos'sa”,
YKpaiHa
48. ANCNOPT® NOPOLLOK A/191 PO3UNHY INCEH ®APMA, PpaHuis INCEH BE/IMKA BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/13719/01/02
L8 iH €Ki, no BIO®APM BPUTAHIA 3MiHK, WO NoTpebyoTb HOBOI peecTpalii (3MiHN peyenmo
300 OJ, y chnakoHax NIMITEL cunun gji, nikapcbkoi hopmu Ta cnocoby M
Ne 1 3acTocyBaHHS (3MiHa abo fofaBaHHA HOBOT CUn
Aii/po3sefeHHs)
30608'A3aHHs Npu BUAadi peecTpauiiHoro
NOCBIAYEHHS BiACYTHI.
MepiognyHICTb NOAAHHS PErynsipHO OHOB/IIOBAHOTO
3BiTYy 3 6e3Mneku BigNoBiAHO A0 MopsaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepXeHOro Hakasom
MiHicTepcTBa 0XOpOHM 340POB’A YKpaiHu Big, 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHa 2016 poky
3a
Ne 1649/29779 (y pefaxuii Haka3sy MiHicTepcTBa
OXOPOHU 340p0B’A YkpaiHu Bif, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: BigNOBIAHO A0
NepiofNYHOCTI CKNagaHHsA perynsipHo
OHOBJ/IOBAHOTO 3BITY 3 6e3Mnekn NikapCbKoro
3aco0y, [03BOSIEHOrO [J0 MEANYHOIO 3aCTOCYBaHHS,
Ha LleHTpasIbHOMY piBHiI.
49. AIA30/IH-CB- Apaxe no 100 mr no TOB "®APMAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/15429/01/01
DPAPMA 10 gpaxe y 6nicTepi; nTar "BiTamiHn" 3MiHM | TUny - 3MiHa napameTpiB cnevudikawii peyenma
no 2 6nictepun B nauui Ta/abo fonyCTUMMUX MEX NEPBUHHOI YNakoBKM
3 KapToHY roTOBOrO JliKapCbkoro 3acoby (iHLwi 3miHKn)
50. AIA30/MIH-CB- npaxe no 50 mr no 10 TOB "®APMAT Ykpaina MAT Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 6e3 UA/15429/01/02
DAPMA Apaxe y 6nictepi; no 2 nTar "BiTamiHn" 3MiHK | TNy - 3MiHa NapameTpiB cnewudikawii peyenma

6nicTepy B navLi 3

Ta/abo fONYCTUMUX MeX NEPBUHHOT YNaKoBKU
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
KapTOHY rOTOBOrO JlikapCbKoro 3acoby (iHLi 3MiHK)
51. AONAPEH® Tabnetkn Ne 4 (4x1) - Habpoc ®apma IHAain Habpoc IHAis BHECEHHS 3MiH [0 peecTpavuiiiHix maTepianis: 3a UA/1004/02/01
no 4 Tabnetkn y Met. N14. ®apwma lMB.T. 3MiHM | TUNY - 3MiHW y NpoLLeci BUpO6GHMLTBA peyenmo
6nictepi; no 1 nra. roTOBOro NikapcbKoro 3acoby, BKIYaun M
6nictepy B MPOMDKHWIA MPOAYKT, L0 3aCTOCOBYETLCA NpU
nanepoBoMy KOHBEpTI, BMPOGHMWLTBI FOTOBOTO /iKApCbKOro 3acoby -
Ne 200 (4x50) - no 4 He3HayHa 3MiHa B npoLeci BUPO6HMLTBA FOTOBOr0O
Tabnetkn y 6nictepi; NiKapcbKoro 3acoby — 3MiHM napameTpis
no 1 6nictepy B o0bnagHaHHS Ans 36iNbWEeHHS BUPOGHNYMX
nanepoBoOMy KOHBEpTI, NOTY)XHOCTEN Ta OTPMMaHHA KpaLloi OAHOPIAHOCTI
no 50 nanepoBux CyMiLLi 6€3 3MiHK po3Mipy cepii roToBOro
KOHBEPTIB Y KApPTOHHIl nikapcbKoro 3acoby
Kopo6bui; Ne 10 - no 10
TabneTtok y 6nictepax;
Ne 10 (10x1) - no 10
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHI kopobuij; Ne
100 ((10x1)x10) - no
10 TabneTok y
6nicTepi; no 1
6nicTepy B KAPTOHHIl
Kopob6ui; no 10
KOpO60oK B kopobui; Ne
100 (10x10) - no 10
TabneTtok y 6nictepi;
no 10 6nicTepiB y
KapTOHHI Kopo6Lii
52. AOHA® NOPOLLIOK AN MEJA ®dapma HimeuunHa PotTadapm IpnaHgis BHECEHHS 3MH [0 peecTpaLiiiHux maTepiasis: 3a UA/0878/01/01
OP&/IbHOIO PO34MHY NO vM6X eHg Ko. KI nrh 3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmo
20 ab6o 30 cawe 3 Ta (hapmakoHarnagy. BeegeHHst abo 3MiHu A0 M

NMOPOLLKOM B
KapTOHHI Kopo6Lyi

y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnagy (BefeHHs y3arasibHeHnX fAaHuX
npo cuctemy thapmakoHarnsgy, amiHa
YNOBHOBAXEHOT 0CO6MU, BignoBiganbHOI 3a
3AiicHeHHA hapMakoHarnsgy; KOHTaKTHOT ocobu 3
chapmakoHarnsgy 3asBHUKa AN 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cO6WU, BiAMNOBIfa/IbHOI 3a
3piicHeHHs chapmakoHarnsgy (Bkiyarun
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) (3miHa
KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0CO6U. 3MiHa
KOHTaKTHUX JaHWX KOHTaKTHOI ocobu. 3miHa micus
3[iiCHEHHS1 OCHOBHOI Aisi/TbHOCTI 3
thapmakoHarnsgy. 3miHa agpecu mactep-caiina.
3miHa HoMmepa macTep-ghaiina) (TepmiH BBefeHHs
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Ne
n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

3MiH NPOTAroM 6-TW MICALB NiC/1A 3aTBEPAXEHHS);
3MiHa 3asBHYKa (BNacHMKa peecTpauiiiHoro
nocsigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015
Ne 460) (TepMiH BBEAEHHS 3MiH NPOTAroM 6-Ti
MicALIB MiC/1A 3aTBEPLKEHHS)

53.

AYCMNATANIH®

Karcysm
NPOMIOHroBaHol Aji,
TBepai no 200 mr Ne
30 (10x3), Ne 30
(15x2), Ne 15 (15x1)
Ta Ne 60 (15x4) y
6nicTepax

ABOGOTT Xesnckea
Mpopaxrtc B.B.

HinepnaHngu

MavinaH
Nab6opaTtopi3
CAC

®paHLis

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHM | TUNy - 3MiHa y napameTpax cneuudgikadiii
Ta/abo foNyCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha Adl, abo BMXigHWA/NPOMDKHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCSA Y NPOLECi
BMPOGHMLTBA AD| - 3BY)KEHHSA MEX 3a NMOKa3HNKOM
«HecneumndiyHi 4OMILWKW»; 3MiHK | TURY - 3MiHa Y
mMeTofax BunpobysaHHsa APl abo BuxigHoro
marepiany/npomikKHOro NPoayKTy/peareHTy, LWwo
BMKOPWCTOBYETbLCS Y NpoOLieCi BUPO6HMLTBa AD| -
[OMOBHEHHS aNlbTEPHATUBHOTO MeTOAY ANs
ineHTndiKauii/KiNnbKiCHOro BU3HaYeHHS/ YncToTK
ons A®l BignosigHo o ASMF; ONOBHEHHS
a/IbTEPHATVBHOIO METOAY BU3HAYEHHSA 3a/TMLLKOBUX
KifIbKOCTEW OpraHiyHNX po3unHHuKIB Anst Ad|
BignosigHo Ao ASMF Brnpo6Hvka Piramal
Enterprises Limited, India; 3miHu | Tuny - 3miHa
BMPOGHMKA BUXIAHOro/NPOMIKHOTO
npoAayKTy/peareHTy, WO BUKOPUCTOBYOTLCA Y
BUpo6HMYOMY npoueci A®I, abo 3miHa BUPOGHMKA
(BkNtovaroun, ge HeobxigHO, MicLe NPOBEAEHHS
KOHTpOsto skocTi) A®I - fogaBaHHsA
anbTepHaTUBHUX BUPOOHUKIB ADI, BignosiganbHUX
3a KOHTPO/Ib cepii; 3MiHu |l Tuny - 3MiHa BUPOGHUKa
BVXifHOro/MpOMDKHOro NpoAyKTy/peareHTy, Lo
BUKOPUCTOBYIOTLCH Y BUPOGHMYOMY npoueci AdI,
ab0 3miHa BNpPOGHYKa (BKNOYaroun, e HeobxigHo,
MicL,e NpoBeAeHHS KOHTPO/I AKoCTi) AdI -
BBE/IeHHS aNlbTepHaTUBHOIO BYPOGHMKA
mebeBepuHy rignpoxnopugy - Piramal Enterprises
Limited, India; 3miHu Il TURY - 3mMiHa y napameTpax
cneuudikayin Ta/abo fonycTMMmUX MEX,
BM3HAYeHWX Yy cneundikauisx Ha A®l, abo
BVXIiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl -
PO3LIMPEHHA MeX B crneumdikav,ii BXigHoOro
KOHTPO/I0 3a NOKa3HWKOM «BTparta B maci npu
BUCYLLYBaHHI»

3a
peyenmo
M

UA/8813/02/01

54.

EBKAJIMTA
HACTOWKA

HacToika no 25 mny
hnakoHax

MPAT
"OITOPAPM"

Ykpaina

MPAT
"OITOPAPM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asiBHMKa (BNacHMKa
peecTpaLiiiHoro nocBig4eHHst) (3MiHa

6e3
peyenma

UA/8724/01/01
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Ne
n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo

20
nocsi04YeHHs1

HalilMeHyBaHHs 3asiBHMKa Ta agpecy) (TepMiH
BBE/EHHS 3MiH NPOTArom 1-ro poky nicns
3aTBEpMKEHHS); 3MiHM | TUNY - AgMiHICTPaTUBHI
3MiHN. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu micus
NpoBafpKEHHA AISNbHOCTI BUPOOHMKa/imnopTepa
rOTOBOrO J1iKapCbKOro 3acoby, BKOYaUM AiNlbHULI
BUMYCKY cepii abo MicLie NpoBeAEHHSA KOHTPOJIIO
SAKOCTI. (AiSNbHICTb, 3a Ky BiANOBiAaE
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK CEpiid)
(3miHa HaliMeHyBaHHA Ta agpecy BUpo6HMKa, 6e3
3MiHW MicLs BUPOBHULTBA (3MiHa hopMY BIACHOCTI
nignpvemcTBa Ta nepeiMeHyBaHHA M. ApTEMIBCbK
B M. BaxmyT) (TepmiH BBeZleHHA 3MiH npoTsArom 1-
ro pokKy nicns 3aTBepKeHHs)

55.

E3OMENPA30/

niogpinisat ans
PO3YUHY ANs1 iH'EKLIA
no 40 wr, 1 conakoH 3
MOPOLLKOM Yy nauii 3
KapTOHY

M. BioTek /lTg

Benuka
BpuTaHis

Hanpop Naiic
CaeHcec IMBT.
nra.

IHgis

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHK | TNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3araslbHeHUX JaHnx npo cuctemy
chapmakoHarnsgy (BefieHHs y3aranbHeHNX AaHnx
npo cuctemy papmakoHarnsgy, amiHa
yMOBHOBaXeHOT 0cobw, BignoBiganbHoOT 3a
3[iicCHEHHST hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asBHvKa 415 34iCHEeHHs
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa BigMiHHA
BiJ, yNOBHOB&XEHOI 0C06M, BignoBiganbHOI 3a
3fiicHeHHs thapmakoHarnsagy (Bkaoyarun
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MiLLieHHi MacTep-
(haiina cuctemu chapmakoHarnsgy) - 3aTBepaKeHo:
Kaniwes HOpiii MyrkonalioBuny; 3anponoHOBaHo:
Menix OnexHa bopuciBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOI 0CO6U

3a
peyenmo
M

UA/12116/01/01

56.

ENILEA

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO0, N0 5 Mr,
no 7 Tabnetok y
6nicTepi; no 4 abo no
8, abo no 14 6nictepis
y kopobuj; no 10
TabneTok y 6nictepi;
no 3 a6o no 6, abo no
9 6nicTepiB y KOpoo6Li

KPKA, a.4., Hoso

MecTo

CnoBeHis

BignosiganbH
nii 3a
BMPOBOHULITBO
"in bulk",
nepBUHHY Ta
BTOPUHHY
yNakoBKy,
KOHTpO/b Ta
BUNYCK cepil:
KPKA, a.4.,
HoBo mecTo,
CnoseHis
BignosiganbH
nii 3a
nepBUHHY Ta
BTOPUHHY

CnoBeHisa

BHECEHHS 3MiH [0 peecTpavliiiHix maTepianis:
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbkuii
3aci6. 3MiHM y BUPOGHULTBI. 3amiHa abo BBeAEHHS

[04aTKOBOT AiNbHUL BUPOGHULITBA A/18 YAaCTUHN
a60 BCbOro BMPOGHMYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (AinbHULS, Ha sKil
npoBOAATLCA OyAb-AKi BUPOGHMYI cTagii, 3a
BUHSATKOM BUMYCKY Cepili, KOHTPO/IO AKOCTI,
NepBUHHOIO Ta BTOPUHHOIO NakyBaHHSA, /1A

HecTepubHUX ikapcbkux 3acobiB) (BBEAEHHS
[,04,aTKOBOT BUPOOHWNYOT AiNbHUL 4715 NEPBUHHOIO

Ta BTOPVMHHOIO NakyBaHHs /iKapCbKoro 3acooy:

KPKA, a.4., HoBo mecTo, CnoseHisi, HoBomellka
uecta 22, LeHTepHe, 8310, CnoBeHis, NepBuUHHY
Ta BTOPVHHY YNakOBKY i3 3a3Ha4YEHHAM BUPOOHNYMX
dOYHKLi AN 3aTBEPMAKEHOr0 BUPOo6HUKa) CynyTHA

3a
peyernmo
M

UA/13686/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
YNaKoBKY: 3MiHa - 3MiHM 3 SiKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KPKA, a.4., 3MiHn y BUpO6HMLTBI. 3amiHa abo BBEAEHHS
Hoso mecTo, [04aTKOBOI AiNIbHNLi BUPOOGHULTBA A4/15 YacTUHN
CnoseHis a60 BCbOro BMPOGHUYOro MpoLiecy roToBoro
nikapcbKoro 3acoby (AiNbHULUA 415 BTOPUHHOTO
nakyBaHHs1)
- 3MiHK 3 sKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUpOGHMLTBI. 3aMiHa abo BBeAieHHA [40AATKOBOI
AiNbHULI BUPOGHMLTBA A1 YACTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBoro NikapcbKoro
3aco6y (AiNbHWLUA 415 NEPBUHHOIO NakyBaHHS).
3MiHK 3 SKOCTi. F0TOBUIA NiKapCbKuiA 3aci6. 3MiHW y
BMPOGHMUTBI. 3amiHa abo BBeAeHHS A04aTKOBOT
AiNbHULI BUPOGHMLTBA 4151 YACTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBoro NikapcbKoro
3aco6by (4iIbHUUA 4719 NePBUHHONO NakyBaHHS)
(BBEAEHHA [0AATKOBOI BUPOOHMYOI AiNbHUL A5
NepPBUHHOTO Ta BTOPVHHOIO NakyBaHHSA /liKapCbKoro
3acoby KPKA, g.4., HoBo mecTo, CrnoBeHis,
HoBowmelwuka Lecta 22, LeHTepHe, 8310, CnoseHis,
BiANOBIA&/IbHNIA 32 MEPBUHHY Ta BTOPUHHY
yraKkoBKy)
57. ENILEA TabneTku, BKpUTI KPKA, a.4., Hoso CnoBeHis BignosiganbH CnoBeHis BHECEHHS 3MiH [0 peecTpavuiiiHix maTepianis: 3a UA/13686/01/02
NniBKOBOO MecTo nii 3a 3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbknii peyenmo
060/10HKO0, M0 10 Mmr, BMPOOHULITBO 3aci6. 3MiHU y BUPOGHMLTBI. 3aMiHa abo BBeAEHHS M
no 7 tabnetok y "in bulk", [0AAaTKOBOI Ai/TbHUL BUPOGHMLTBA 415 YACTUHM
6nicTepi; no 4 abo no NepBUHHY Ta a60 BCbOro BMPOGHMYOro MpoLecy rotoBoro
8, abo no 14 6nictepis BTOPUHHY nikapcbKoro 3acoby (AinbHULS, Ha sKil
y kopobuj; no 10 yMaKoBKy, npoBoAATLCA Oyab-AKi BUPOGHMYI cTagii, 3a
TabneTok y bnictepi; KOHTpO/b Ta BVIHSAATKOM BUWMYCKY Cepiii, KOHTPO/IO SKOCTI,
no 3 a6o no 6, abo no BUMyCK cepii: NepBMHHOTO Ta BTOPVHHOTO NakyBaHHA, A1
9 6nicTepiB y KOpoo6Li KPKA, a.4., HecTepuIbHUX Nikapcbknx 3acobiB) (BBEAEHHS
HoBo mecTo, [04aTKOBOT BUPOOHMNYOT AiNbHULI ANS BUPOOHNULTBA
CnoseHis "in bulk", nepBMHHOIO Ta BTOPMHHOIO NakyBaHHS
BignosigansH nikapcbkoro 3acoby: KPKA, a.4., HoBo mecTo,
nii 3a CnoBeHis, HoBomellka LecTta 22, LLieHTepHe, 8310,
BMPOOHULITBO CnoBeHis, 3a BUpobHMUTBO "in bulk”, nepBrHHY Ta
"in bulk", BTOPWHHY YMaKoBKY i3 3a3Ha4eHHSAM BUPOBGHNYMX
NepBUHHY Ta dOyHKLi AN 3aTBEpAXEHOro BUpobHuka) CynyTHs
BTOPVHHY 3MiHa - 3MiHM 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
YNaKoBKY: 3MiHn y BUpO6HMLTBI. 3amiHa abo BBEAEHHS
KPKA, 4.4., [0[aTKOBOI Ai/TbHUL BUPOGHMLTBA 4151 HACTUHM
HoBo mecTo, a60 BCbOro BMPOGHMYOro NpoLiecy roToBoro
CnoBeHis nikapcbKoro 3acoby (AiNbHMLA ANs BTOPUHHOIO

nakyBaHHs1)
- 3MiHM 3 siKOCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHK
y BUpOGHMLTBI. 3amiHa abo BBeAEHHSA 10AATKOBOI
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
OiNbHULI BUPOBHMLTBA /11 YaCTUHU ab0 BCbOro
BMPOGHNYOro NPOLEeCy roToBOro NikapcbKoro
3aco6y (AiNbHWLUA 415 MEPBMHHOIO MakKyBaHHS).
3MiHK 3 SKOCTi. F0TOBUIA NiKapCbKuii 3aci6. 3MiHW y
BMPOGHULTBI. 3amiHa abo BBEAEHHA [0AaTKOBOI
AiNbHULI BUPOGHMLTBA A1 YACTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro Nikapcbkoro
3aco6y (4ibHMUA 4719 NEPBUHHOMO NakyBaHHS)
(BBEAEHHA [OAATKOBOI BUPOOHMYOI AinbHULi ANs
BMpo6HUUTBA "in bulk", nepBMHHOrO Ta BTOPMHHOIO
nakyBaHHs nikapcbkoro 3acoby) KPKA, a.a., Hoso
mecTo, CrnoBeHisi, HoBomellka LecTa 22,
LLleHTepHe, 8310, CnoBeHis, BianoBiganbHuii 3a
BMPOGHMLTBO "in bulk", NepBUHHY Ta BTOPUHHY
YMakoBKy
58. ENILEA TabneTku, BKPUTI KPKA, a.4., Hoso CnoseHis BignosiganeH CnoseHisa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/13686/01/03
NNiBKOBOIO MecTo nin 3a 3MiHu | TUNY - 3MiHK 3 AKOCTI. FOTOBUIA NikapCbknit peyenmo
060n0HKot0, No 20 wmr, BMPOGHMLITBO 3aci6. 3MiHM y BUpobHULTBI. 3amiHa abo BBeAEHHS M
no 7 Tabnetoky "in bulk", [0[aTKOBOT AiNbHULL BUPOBHULITBA A/19 YaCTUHN
6nicTepi; no 4 abo no NepBUHHY Ta a60 BCbOro BMPOGHMYOro NpoLecy rotosoro
8, abo no 14 6nicTepis BTOPUHHY nikapcbKoro 3acoby (AinbHWLS, Ha SKil
y kopo6uj; no 10 YyNakoBKYy, npoBOAATLCA ByAb-AKi BUPOOHUUI cTagil, 3a
TabneTtok y 6nictepi; KOHTPONb Ta BVIHATKOM BUWMYCKY CEPiii, KOHTPOIIO SKOCTI,
no 3 a6o no 6, abo no BUMyCK cepii: NepBMHHOTO Ta BTOPVHHOIO NakyBaHHA, 415
9 6nicTepiB y kOpoo6Li KPKA, a.4., HecTepusbHUX NiKapcbknx 3aco6iB) (BBeAEHHS
HoBo mecTo, [04aTKOBOT BUPOBHWYOT AiNbHULI AN1S BUPOBHULTBA
CnoBeHis "in bulk", NnepBMHHOrO Ta BTOPUHHOIO NakyBaHHS
BignosiganeH nikapcbkoro 3acoby: KPKA, a.4., HoBo mecTto,
ni CnoseHis, HoBomeluka uecta 22, LLieHTepHe, 8310,
BMPOGHMLTBO CnoBeHis, 3a BUpo6bHMLTBO "in bulk", neperHHY Ta
"in bulk", BTOPWHHY YNaKOBKY i3 3a3HaY€HHSIM BUPOOHUYMX
NepBuHHY Ta dOyHKLiM AN 3aTBEPAXEHOr0 BUPOOHUKA) CynyTHA
BTOPUHHY 3MiHa - 3MiHM 3 SKoCTi. [O0TOBWIA Nikapcbkuii 3aci6.
YNaKoBKY: 3MiHV Yy BUpO6HMUTBI. 3amiHa abo BBeAEeHHS
KPKA, a.4., [0AAaTKOBOI Ai/TbHUL BUPOGHMLTBA A5 YACTUHM
Hoso mecTo, ab60 BCbOro BMPOGHMYOro MpoLiecy roToBoro
CnoseHis nikapcbKoro 3acoby (AiNbHULA 415 BTOPUHHOIO

nakyBaHHs)

- 3MiHK 3 SKOCTi. F0TOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3amiHa abo BBeAEHHS A04AaTKOBOI
AinbHULI BUPOGHMLTBA A1 YACTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBoro NikapcbKoro
3acoby (OinbHUUA 4118 NePBUHHOIO NakKyBaHHS).
3MiHK 3 SKOCTi. FoTOBUIA NiKapCbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS J0AaTKOBOI
OiNbHWLI BUPOGHMLTBA 4151 YaCTUHM ab0 BCbOro
BMPOGHMYOro MPOLECY roTOBOrO NiKaPCbKOro
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Ne
n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

3aco0by (4i1IbHUUA 4719 NePBUHHONO NakyBaHHS)
(BBEAEHHA [0AATKOBOI BUPOOHMYOI AiNbHULi ANS
BMpo6HMLTBA "in bulk", nepBUHHOro Ta BTOPUHHOIO
nakyBaHHs flikapcbkoro 3acoby) BignoBifanbHWA 3a
BMPOGHMLTBO "in bulk", NepBUHHY Ta BTOPUHHY
YNakoBKy

59.

EHOOKCAH® 1T

MOPOLLOK A/151 PO3UUHY
ons iH'ekuiino 1r; 1
dhnakoH 3 NOPOLUKOM y
KapTOHHI Kopo6Lyi

Bakctep
OHkonogxi MmeX

HimeyunHa

Bakctep
OHkonoaxi
M6X

HimeyunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | Tuny - 3MiHK Woao 6e3nekn/edeKkTNBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BeAeHHs y3arasibHeHNX AaHnx
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6M, BigNoBiganLHOI 3a
3[iliCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
thapmakoHarnagy 3asBHuKa Ans 34iiCHEHHSA
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyaryn
KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI macTep-
thaiina cuctemun thapmakoHarnsagy) - 3aTsepaKeHo:
3MiHa KOHTaKTHOI 0co6u B YkpaiHi — Munosugosa
AHHa |BaHiBHa, 3MiHa KOHTaKTHUX AaHuX.
3anponoHoBaHoO: 3MiHa KOHTaKTHOI 0co6u B YKpaiHi
— BbpacnaBcbka Hagis IBaHiBHa, 3MiHa KOHTAKTHMX
JaHux

3a
peyenmo
M

UA/0027/02/03

60.

EHAOKCAH® 200 MI

NMOPOLLOK A/151 PO3UNHY
ans iH'ekujn no 200
Mmr; 1 dp1iakoH 3
NMOPOLLKOM Y
KapTOHHI kopobuj; 1
¢hnakoH 3 NOPOLLKOM Yy
KapTOHHiI kopobuj; no
10 KapTOHHUX KOPOHOK
y 6aHgeponi 3 niBk1

Bakctep
OHkonomxi TM6X

HimeyunHa

Bakctep
OHKoNnoaxi
6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHK | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI
Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0
y3arasibHeHVX AaHux Npo cuctemy
chapmakoHarnsgy (BefileHHs y3araslbHEHNX AaHnX
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOBAXEHOT 0COOMU, BignoBiganbHOI 3a
3AiicHeHHA hapMakoHarnsgy; KOHTaKTHOT ocobu 3
chapmakoHarnsgy 3asBHUKa AN 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0CO6WU, BiAMNOBIAa/IbHOI 3a
3piicHeHHs chapmakoHarnsgy (Bkiyarun
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3aTBepaXKeHo:
3MiHa KOHTaKTHOI 0cobu B YKpaiHi — Munosnaosa
AHHa |BaHiBHa, 3MiHa KOHTaKTHUX AaHUX.
3anponoHoBaHo: 3MiHa KOHTaKTHOI 0co6u B YKpaiHi
— Bpacnascbka Hagisi IBaHiBHa, 3MiHA KOHTaKTHUX
AaHnx

3a
peyernmo
M

UA/0027/02/01

61.

EHAOKCAH® 500 MI

NMOPOLLOK A/151 PO3UUHY
AN iH'ekuii no 500
Mr; 1 do1lakoH 3

Bakctep
OHkonoaxi meX

HimeyunHa

Bakctep
OHkonoaxi
mM6X

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
3MiHY | Tuny - 3MiHK WoAo 6e3nekn/edeKkTUBHOCTI
Ta (hapmakoHarnsgy. BBegeHHsi abo 3MiHu A0

3a
peyenmo
M

UA/0027/02/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
MOPOLLKOM Y y3arasibHeHUX JaHuX Npo cucTemy
KapTOHHi Kopo6Lyi hapmakoHarnagy (BefeHHs y3arasibHeHNX AaHuX
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6M, BiANoBiganbHOI 3a
3AilicHeHHA hapMakoHarnsazy; KOHTaKTHOT ocoou 3
thapmakoHarnagy 3asBHuKa AN 34iiCHEHHSA
hapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3pificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
chaiina cuctemu chapmakoHarnsgy) - 3aTBepaKeHo:
3MiHa KOHTaKTHOI 0co6u B YkpaiHi — Munosugosa
AHHa |BaHiBHa, 3MiHa KOHTaKTHUX AaHuX.
3anponoHoBaHo: 3MiHa KOHTaKTHOI 0Co6u B YKpaiHi
— BbpacnaBcbka Hagis IBaHiBHa, 3MiHa KOHTaKTHMX
AaHnx
62. ECKYBEH® rens 1% no 30 r abo TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/5105/01/01
50 ry Ty6i; no 1 Ty6i y "TepHodchapm" "TepHodhapm" 3MiHu | TURNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa kogy peyenma
nauui 3 KapToHy ATX (3MiHV 40 po34iny iHCTPYKLUT
"apmakoTepaneBTuyHa rpyna’” wopao kogy ATX Ha
nigcrasi knacudikatopa hapmakoTepaneBTUIHUX
rpyn i kogis ATX BOO3)
63. SUHALE®™ NOPOLLIOK A5 po3unHy | nakcoCmiTKnsiiH Benuvka nakcoCmiTKn ITanisa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/1524/01/01
ans iH'ekyiii, no 750 Ekcnopt NimiTeq BpuTaHis ANH 3MiHu | TNy — nogaHHA Hosoro CEP Ne R1-CEP peyenmo
Mmry cpnakoHax Ne 1 MaHydakTypun 1996-007-Rev 04 gnsa A®| uedypokeumy (y dopmi M
Hr C.n.A. LedypOKCUMY HaTpIt0) Bif HOBOrO BUPOOHMKA
64. SNHALE®™ NOPOLLOK ANst po3unHy | nakcoCmiTKnsiiH Benuvka nakcoCmitKn ITanis BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/1524/01/02
Ons iv'ekuii, no 1,51y Ekcnopt flimiteq BputaHis AH 3MiHu | TUNy — nogaHHs Hosoro CEP Ne R1-CEP peyenmo
hnakoHax Ne 1 MaHydhakTypun 1996-007-Rev 04 gnsa A®| uedypokecumy (y hopmi M
Hr C.n.A. LedyypoKCUMY HaTpito) Bif HOBOrO BUPOBHMKA
65. 3IATEH™ TabneTku, BKpUTI BiiB Xenckep FOK Benvka Inakco Benvka BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis: - UA/13439/01/01
060n10Hkot0, No 300 Mr Nimiten BputaHis OnepefiwHc BputaHia/ 3MiHM | TUNy - 3MiHa ByAb-AKOT YacTVHK MaTepiany
in bulk Ne 2160 IOK Nimitep, Monbwa NePBUHHOI YNaKOBKY, LLIO HE KOHTAKTY€E 3 FOTOBUM
(10x6x36) y 6nicTepax Benuka nikapcbknM 3acob0Mm; 3aMiHa
Bputanis; noniBiHiIX10puA/antoMiHiEBOro 6ictepy Ha
nakcoCmitKn 6nicTep, L0 3aXULLEHW Bif, BiAKPUTTS AiTbMU
ANRH (cknag, antoMiHieBoi 0LV X0104HOTO
dapmacbloThK chopMyBaHHS 3a/IMLLAETLCA HE3MIHHNM), AK
an3 C.A., HacnifoK, 30BHILLHI BUrAA 6nicTepy 3MiHMBCA 3
Monbwa cpibnAcToro kobopy Ha 6inwvii 3 BigNOBIAHNM
OHOBJ/IEHHAM po3giniB Moaynio 3. (3.2.P.7.
Container Closure System) y peecTpauiiiHux
mMarepianax focbe Ta p. «Ynakoska» MKHA
nikapcbkoro 3aco6omy. BBejeHHA 3MiH NPOTATrom
3-X micaUiB nicns 3aTBepAKeHHSA
66. 3IATEH™ TabneTku, BKPUTI BiiB Xenckep FOK Benvka [nakco Benvka BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/4163/02/01
060/10HKO10, Mo 300 Mr Nlimiteq BpuTaHis OnepeWwHc BpuTtaHis/ 3MiHM | TMNY - 3MiHa 6YyAb-SKOI YaCcTUHM MaTepiany peyenmo
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Ne
n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

Ne 60 (10x6) y
6nicTepax

IOK Nimitep,
Benvka
Bputanis;
nakcoCmitKn
ANRH
PapmMacblTHK
an3 C.A.,
Monbla

MonbLa

NepBMHHOT YNaKoBKMK, LLIO HE KOHTaKTYe 3 FTOTOBUM
nikapcbknM 3acob0M; 3aMiHa
noniBiHiIX10puA/antoMiHieEBOro 61ictepy Ha
6nicTep, L0 3axXULLEHWI Bif, BiAKPUTTS AiTbMU
(cknag, antoMiHieBoi oLV X004HOTO
(hOpMyBaHHS 3aMLIAETLCA HE3MIHHVM), K
HacnifoK, 30BHILLHI BUrAA 6nicTepy 3MiHMBCA 3
CpiGNSICTOro KoNbopy Ha 6inwvii 3 BiANOBIAHUM
OHOBJ/IEHHAM po3giniB Moaynio 3. (3.2.P.7.
Container Closure System) y peecTpauiiiHux
mMarepianax focbe Ta p. «Ynakoska» MKHA
nikapcbkoro 3aco6omy. BBejeHHA 3MiH NPOTATrom
3-X micauUiB nicns 3aTBepAKeHHSA

67.

I3IK/IH

KOHL,eHTpaT AN
OpasIbHOTO PO3UUHY,
6113bKo 176 M
KOHLeHTpaTy ans
OpasIbHOrO PO3UNHY Y
NAALWL; N0 2 NASLWKN
Y KOMNEKTi 3 04HUM
CTakaH4MKOM 3 MIpHOIO
NiHi€t0, y KAPTOHHIl
Kopoo6Li

INCEH ®APMA

®paHuisa

BEO®YP
INCEH
IHOYCTPI

PpaHLin

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI
Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0
y3ara/ibHeHX AaHnx Npo cuctemy
chapmakoHarnsgy (BefileHHs y3arasibHeHUX AaHnx
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOBaXEHOT 0CO6MU, BignoBiganbHOI 3a
3[jiicHEeHHsT hapMakoHarIs4y; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asaBHUKa AN 34ilCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0CO6WU, BiAMOBIfa/IbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXEHOI 0co6u
3asBHVKa, BigNOBiAaNbHOI 3a hapmakoHarnsag, Ha
LeHTPa/IbHOMY piBHi. 3MiHa Micus 34iiCHEHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsagy. 3MiHa
agpecu mactep-doaina. YTOUHeHHS A0 yHKLii
KOHTaKTHOI 0cO6U B YKpaiHi: 3aTBepaKeHo:
yNoBHOBaXeHa 0ocoba B YkpaiHi, BiAnoBigasibHa 3a
thapmakoHarnag. 3anponoHOBaHO: KOHTaKTHa
ocoba B YKpaiHi ynoBHOBaXEHOI 0CO6M 3asBHMKa
[ANA 3aiACHEHHS1 hapMakoHarasay

3a
peyernmo
M

UA/14703/01/01

68.

IK3M

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOt0, N0 400 Mr
no 6 TabneToky
6nicTepi; no 1
6nicTepy y KapTOHHIiA
Kopoo6Li

ToniH NimiTen

IHais

NMonix NMiviteq

IHgis

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicLsA NPOBaKEHHSI
AiSNbHOCTI BUPOOHMKa/iMnopTepa roToBoro
niKapcbKoro 3acoby, BKIHYAKUN [iTbHUL BUNYCKY
cepii abo MicLie NpoBefeHHSA KOHTPOIHO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae BMPobHUK/imnopTep,
BK/IOYaAOUM BUMYCK cepild) (3MiHa agpecu micus
NpoBaPKEHHS AiSNIbHOCTI BUPO6HUKa MN3, 6e3
3MiHM Micus BUpO6HULITBA)

3a
peyermo
M

UA/4880/02/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
69. IMYHAT 250 MO, 500 | niocpinizoBaHuii BAKCTEP Al ABCTpIst BAKCTEP Al ABCTpiIs BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a 331/12-
MO, 1000 MO / NOpPOLLOK ANs 3MiHK | TURy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peyenmo 300200000
IMMUNATE 250 I.U., NpPUroTyBaHHsA Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o M
500 1.U., 1000 I.U. PO3YUHY ANS iH'EKLIA y3arasibHeHuX AaHux Npo cuctemy
DAKTOP no 250 MO, 500 MO, hapmakoHarnagy (BefeHHs y3arasibHeHNX AaHuX
KOATrYNAuUJi KPOBI 1000 MO y donakoHax npo cuctemy chapmakoHarnsgy, smMiHa
NOAUHU VIl | Yy KOMMNEKTi 3 YNOBHOB&XEHOT 0CO6M, BiANOBigaNbHOI 3a
DAKTOP PO34YMHHMKOM (BOAA 3AilicHeHHA hapMakoHarnsazy; KOHTaKTHOT ocoou 3
BINTNMEBPAHAA, 0N iH'ekuid) no 5 mn thapmakoHarnagy 3asBHuKa AN 34iiCHEHHSA
OUULLEHNIA, (ans 250 MO i 500 thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA
NIO®INIBOBAHUN, MO) a6o 10 mn (gns Bi, yNOBHOBaXXEHOI 0CO6MU, BignoBiganbHOI 3a
BIPYCIHAKTUBOBA 1000 MO) y chnakoHax 3pificHeHHs chapmakoHarnsagy (Bkioyaryn
HUA Ta Habopom ans KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MILLLeHHI macTep-
PO3YMHEHHS i thaiina cuctemu chapmakoHarnsgy) - firova
BBE/leHHs pefakuisi: ynoBHOBaXeHa ocoba 3
thapmakoHarnagy: OpxaH Moptumep (Orjan
Mortimer); koHTakTHa ocoba 3 thapmakoHarnagy
3asBHVKa AN 34iliCHEHHA chapmakoHarnagy B
YkpaiHi: BniHoB Bitaniii. MponoHoBaHa pefakLis:
yMoBHOBaxeHa 0cob6a 3 dhapmakoHarnagy VoxaH
Xenmep (Johan Hellmer); koHTakTHa ocoba 3
dhapmakoHarnsgy 3asaBHUKa g1 34iCHEHHS
hapmakoHarnsagy B Ykpaini: YepHsiesa OneHa
AHaTosiiBHa. 3MiHa KOHTAKTHUX AaHNX
YNOBHOBaXKeHOI 0CO6U 3asBHMKA Ta KOHTaKTHOI
ocobu. 3miHa HoMepa Ta MicLle3HaxX04KeHHs
mMacTep-ghaiisia
70. IHOOMETALUMH Ma3b 10 % no40ry AT "Coghapma” Bonrapis BMPOOHULITBO Bonrapis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/2304/01/01
CODAPMA Ty6ax Ne 1 Hepo3dhacosa 3MiHM | TUNY - 3MiHa y TepmiHax npugatHocTi abo peyenma
HOT NpoayKu,i, ymoBax 36epiraHHsi FOTOBOrO JliKapCbKoro 3acoby -
nepBuHHa Ta 36i/IbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOr0
BTOPVHHA NikapcbKoro 3acoby MicnA NepLuoro poskpuTTs
ynakoska: AT
"Codhapma”,
Bonrapisi;
[003BiN Ha
BUNYCK cepil:
AT
"Cochapma”,
Bonrapis
71. IHTETPUKC Kkancysnu; no 10 kancyn INCEH ®APMA ®paHuisa BOOYP PpaHuin BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3a UA/A724/02/01
y 6nicTepi; no 2 INCEH 3MiHK | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI peyenmo
6nictepy B KOPOOLL IHOYCTPI Ta (hapmakoHarnagy. BeegeHHst abo 3MiHu A0 M

y3araJibHeHNX AaHux Npo cucTemy
hapmakoHarnagy (BefeHHs y3arasibHeHUX AaHNX
npo cucTemy chapmakoHarnsgy, amiHa
YMOBHOBAXEHO| 0CO6MU, BignoBiganLHoI 3a
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
3AiicHeHHA hapMakoHarnsagy; KOHTaKTHOT ocobu 3
thapmakoHarnaay 3asiBHuUKa aisi 3ailiCHeHHs
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
BiJ, yNOBHOB&XXEHOI 0C06M, BigNoBiganbHOI 3a
34ilicHeHHA thapMakoHarnsgy (BKioyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHuX YNOBHOBaXXEHOI 0cobu
3asBHWMKa, BiANOBiAaNbHOI 3a hapmakoHarnsag, Ha
LLEHTPa/IbHOMY piBHi. 3MiHa Micus 34iACHEHHS
OCHOBHOI Aii/IbHOCTI 3 thapmakoHarnsgy. 3miHa
agpecy mactep-oaiina. YTOUHEHHS A0 yHKL,i
KOHTaKTHOT 0CO6M B YKpaiHi: 3aTBepKeHo:
yrnoBHOBaXKeHa ocoba B YkpaiHi, BiAnosigasibHa 3a
dhapmakoHarnsg. 3anponoHOBaHO: KOHTaKTHa
ocoba B YkpaiHi yNnoBHOBaXEHOI 0CO6M 3asiBHMKA
[N 3fiiCHEHHs dhapmakoHarnsay
72. IOHIKA NOPOLLOK ANs €Bpo Navichkep Benuka ®AC Nimiten IHAjs BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 6e3 UA/12484/01/01
OpasIbHOro PO34NHY, ntp, BpuTaHis 3MiHK | TNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peuyenma
no 4,4 r NopoLuKy B Ta thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
nakeTuky; no 5 a6o 20 y3araslbHeHUxX JaHnx npo cuctemy
nakeTuKiB y KapTOHHIi chapmakoHarnsgy (BefieHHs y3arasibHeHNX AaHnX
KopoobLi npo cuctemy papmakoHarnsgy, amiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHoOT 3a
3[ificCHEHHsT hapMakoHar/say; KOHTaKTHOI 0cobu 3
hapmakoHarnsigy 3asBHvKa 415 34iNCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa BigMiHHA
BiJ, yNOBHOB&XXEHOI 0C06M, BignoBiganbHOI 3a
3fificHeHHs thapmakoHarnsagy (Bkaoyarun
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MiLLieHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) - Airoua
pegakuis: €sgokimoBa CaiTnaHa AmMutpisHa.
MponoHoBaHa pepakuis: benikoa CeiTnaHa
MwuxaiinisHa
73. IPUHOCHAAH KOHUEeHTpaT ans AxkTasic rpyn AT IcnaHgis Cinpgan ®apma | PymyHis/ ITania BHECEHHS 3MiH [0 peecTpauiiiHiX maTepianis: - UA/10219/01/01
NpUroTyBaHHsA CPN, PymyHis; BunpasneHo TexHiyHy nomunky y p. "Cknag”
PO34mnHY ANst iHQY3ilA, (AONOMDKHI peYOBUHW) B IHCTPYKLIT 415 MeguyHoro
20 mr/mn in bulk: no 2 AkTasic ITanis 3actocyBaHHsa /13
Mnabono5wmny C.n.A, ITania
thnakoHi; no 100
(h/1aKOHIB Y KapTOHHIi
Kopo6ui; in bulk: mo 15
M1 a6o no 25 mny
dhnakoHi; no 20
(h/1aKOHIB y KapTOHHil
KopoobLi
74. IPUHOCHAAH KOHUEHTpaT ans AkTaBic rpyn AT IcnaHgis CiHgaH ®apma | PymyHisi/ ITanis BHECEHHS 3MiH 0 peecTpauiiHMX maTepianis: 3a UA/6528/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
NpUroTyBaHHs CPN, PymyHist; BunpasneHo TexHiuHy noMusky y p. "Cknag" peyenmom
pO34nHy ana iHdysili, ([OMOMXHI pe4yoBUHW) B IHCTPYKL,iT 415 MEAUYHOTO
20 mr/mn no 2 mn, abo AxTasic ITanis 3actocyBaHHs 13
no 5 mn, a6o no 15 C.n.A., ltanis
M, abo no 25 mny
dhnakoHi; no 1
(h1akoHy B nauLii
KaPTOHHii
75. ICEHTPECC TabneTku, BKpUTI Mepk Wapn i LBeiiuapis Brpo6HMK Cinranyp/ BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: - UA/14320/01/01
NNiBKOBOIO [oywm lgea IHK Hepo3chacoBa | IpnaHgis/Higepn 3MiHu | TUNY - 3MiHK 3 SiKOCTi. FOTOBWMIA Nikapcbkuii
o060710HKot0, Nno 400 HOT NpoAyKL,i aHg 3aci6. 3MiHM y BUpOOHULTBI. 3amiHa abo BBeEHHS
mr, in bulk: no 60 Ta KOHTPOJ1b [0[aTKOBOI Ai/TbHUL BUPOGHMLTBA 4151 HACTUHM
TabneTok y h1akoHi, AKOCTI: ab0 BCbOro BUPO6GHMYOro npoLecy rotoBoro
no 120 donakoHis B MC/[, nikapcbKoro 3acoby (AinbHWLA, Ha AKil
rpynoBiii ynakosL,i IHTepHeLwwH NpoBOAATLCA OyAb-sKi BUPOGHMYI cTagii, 3a
M6X (chinis BVHSITKOM BUMYCKY CEpiii, KOHTPOJIO SKOCTI,
CiHranyp), NEepPBMHHOTO Ta BTOPMHHOTO NakyBaHHSA, 415
CiHranyp; HEeCTepWIbHUX MiKkapcbknx 3acobiB) (BBEAEHHS
MC[, [04aTKOBOT AiNibHULI BUPO6HULTBA - MC/L
IHTEepHeLWwHN IHTepHewHn Mv6X/MC/, IpnaHgis (BennigaiiH),
rmeX/MCJ, Ipnangis (BMpo6HULTBO HEpO3dhacoBaHOI
Ipnangis npoaykuii) (TepmiH BBeeHHA 3MiH NPOTArom 6-Tu
(Bennigaiin), MicsLiB NicnsA 3aTBepAYKEHHS); 3MiHM | Tuny - 3MiHn
IpnaHgjs 3 AKocTi. FoTOBWIA Nikapcbkuii 3aci6. 3mMiHN y
MepBuHHE Ta BMPOOHULTBI. 3MiHa iMnopTepa/3miHu, Lo
BTOPUHHE CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIHO SKOCTI
nakyBaHHs, roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[03BiN Ha [0faBaHHA AiNlbHULL, Ha SKI 34iCHI0ETbCSA
BMNYCK cepil: KOHTPO/b/BMNPOGYBaHHSA cepii) (BBeAEHHS
Mepk Wapn i [04aTKOBOI AinbHULI BUPOGHMLUTBA - MCL
Ooym B.B., IHTepHewHn TM6X/MC/ IpnaHgia (BennigaiiH),
HigepnaHgm IpnaHgjs (koHTponb sKkocTi) (TepMiH BBEAEHHSA 3MiH

NPOTAroM 6-T MICALLIB MiC/1A 3aTBEPKEHHS);
3MiHu | TUNY - 3MiHK 3 iKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHM Y npoLeci
BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/THOUAIOUM NPOMIXHWIA NPOAYKT, L0
3aCTOCOBYETLCSA MNPV BUPOOHULITBI TOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BUPOOHULTBA) (HE3HAYHI 3MiHW Y BUPOBHUYOMY
npoueci (B NpoLeCi HAHECEHHS NTIBKOBOrO
MOKPUTTS Tab/IEeTKM Ta BUKOPUCTAHHA MNyaHCoHy 6e3
TUCHEHHS) (TepMiH BBEAEHHS 3MiH NPOTAroM 6-Tn
MicsLiB NicnsA 3aTBepAYKEHHS); 3MiHM | Tuny - 3MiHn
3 AKOCTi. F0TOBMIA Nnikapcbkuid 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauiv Ta/abo AONyCTUMKX MEX FTOTOBOTO
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
nikapcbKoro 3aco6y (iHLwi 3MiHK) (3MiHU B
cneumaikaLii roToBOro sikapcbkoro 3acoby 3a .
«Onunc» 3aTBeppkeHo: «Ceporo LBeTa, OBaslbHble,
[BOSIKOBbINYK/ble TA6NETKN C rPaBUPOBKONA «227» 1
Merck noroT1nom ¢ ofiHoi CTOPOHbI U rNajkble ¢
Apyroit»,
3anponoHoBaHo: «P030BOro LBgeTa, OBasibHble,
[BOSIKOBbINYK/ble TAGMETKV C rPaBUPOBKOI «227» ¢
O[HOW CTOPOHBI U rNagxble ¢ Apyron») (TepmiH
BBEJEHHS 3MiH NPOTAroM 6-Tu MicAUiB nicns
3aTBEPMKEHHS); 3MiHM | TUMy - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. KOHTPOb roTOBOrO
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHS rOTOBOrO JlikapCbKoro 3acoby (o1
npuBeLeHHs y BigNoBigHICTb 3 AdY abo
€BponeiicbKolo hapmMakoneeto Ta BUyYeHHs
NOCWNAaHHS Ha 3acTapifinii BHYTPILLHIA meToq,
BMNpPOGYBaHHSA i 1ioro Homep) (geTavtisauis m.
«PO34MHEHHS» FOTOBOTO NiKAPCbKOro 3acoby
BiANOBIAHO A0 fjtoyoro BugaHHa USP/EP) (TepmiH
BBE/JEHHS 3MiH NPOTArom 6-T1 MicAUIB micns
3aTBEPKEHHS)
76. ICEHTPECC TabneTku, BKPUTI Mepk LWapn i LLIseliyapis BunpobHuk Cinranyp/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/9325/01/01
NniBKOBOO [oym lgea IHK Hepo3dhacoBa | IpnaHgis/Higepn | 3MiHn | Tuny - 3MiHM 3 AKoCTi. FOTOBWIA Nikapcbknii peyenmo
060/10HKO0, No 400 HOI npoayKuii aHg 3aci6. 3MiHU y BUPOGHMLTBI. 3aMiHa abo BBeAEHHS M
mr, no 60 TabneTok y Ta KOHTPOJ1b [04aTKOBOT AiNbHUL BUPOGHULTBA AJ/18 YaCTUHN
dhnakoHi; no 1 AKOCTI: a60 BCbOro BMPOGHMYOro MpoLecy rotoBoro
ch1akoHy B KapTOHHiiA MC[, nikapcbKoro 3acoby (AinbHULS, Ha sKil
Kopoo6Li IHTepHeLwHn npoBoAATLCA Oyab-AKi BUPOGHMYI cTagii, 3a
v6X (chinis BVIHSAATKOM BUWMYCKY Cepiii, KOHTPO/IO SKOCTI,
CiHranyp), NepBMHHOTO Ta BTOPVHHOTO NakyBaHHA, A1
CiHranyp; HecTepuIbHUX Nikapcbknx 3acobiB) (BBEAEHHS
MC/[, [04aTKOBOI AinbHULI BUPOGHMLUTBA - MCL
IHTEepHELUHN IHTepHewHn TM6X/MC/ IpnaHgia (BennigaiiH),
rmeX/MC[, Ipnangis (BMpo6HULTBO HEpo3dhacoBaHOi
IpnaHgjs npoaykuii) (TepmiH BBeAEHHS 3MiH NPOTArom 6-Tu
(Bennigaiin), MiCALiB nicnsa 3aTBepmkeHHs); 3MiHM | Tuny - 3MiHn
Ipnangjs 3 AKOCTi. FoTOBWIA Nikapcbkuii 3aci6. 3mMiHN y
MepBuHHE Ta BMPOOHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
BTOPWHHE CTOCYTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
nakyBaHHs1, roTOBOrO Nikapcbkoro 3acoby (3amiHa abo
[003BiN Ha [0faBaHHS AiNbHULI, Ha SKili 34INCHIOETLCSA
BUMYCK cepil: KOHTPONb/BUNPOGYBaHHSA cepil) (BBeLAEHHS
Mepk Wapn i [04aTKOBOI AinbHULI BUPOGHMLUTBA - MC/L
Joym B.B., IHTepHewHn Mv6x/MC/, IpnaHgis (BennigaiiH),
HigepnaHamn IpnaHgis (KoHTponb AkocTi) (TepMiH BBEAEHHS 3MiH

NPOTAroM 6-T1 MICALIB MiC/S 3aTBEPLKEHHS);
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Ne
n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHV Yy BUPOOHULTBI. 3MiHM Y NpoLeci
BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/THOHAIOUM NPOMIXHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI TOTOBOrO
nNikapcbKoro 3acoby (He3Ha4yHa 3MiHa y npoueci
BUPOOHULTBA) (HE3HAYHI 3MiHW Y BUPOBHUYOMY
npoueci (B NpoLeCi HAHECEHHS NIBKOBOrO
MOKPUTTS TabNIEeTKM Ta BUKOPUCTaHHA MNyaHCOHy 6e3
TUCHEHHS) (TepMiH BBEAEHHS 3MiH NPOTAroM 6-Tn
MicsLiB NicnsA 3aTBepAKEHHSR); 3MiHKM | Tuny - 3MiHn
3 aKocTi. [oTOBWIA Nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3mMiHa napameTpis
cneumdikauii Ta/abo foONYCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby (iHLWwi 3MiHK) (3MiHU B
cneumaikaLii roToBoro sikapcbkoro 3acoby 3a .
«Onuc» 3atBepakeHo: «Ceporo LBeTa, OBavlbHbIe,
[BOSIKOBbINYK/Ible TA6METKN C rPaBUPOBKONA «227» 1
Merck norotTrnom ¢ ofHoM CTOPOHbI U rNajkble ¢
Apyroii»,
3anponoHoBaHo: «P0O30BOro LBeTa, OBaJlbHbIE,
[ABOSIKOBbINYK/ble TabneTkv C rpaBUPOBKOI «227» ¢
O[HOI CTOPOHbI 1 rNajkble ¢ Apyroii») (TepMiH
BBE/EHHS 3MiH NPOTArom 6-T1 MicAUIB micns
3aTBepXEHHSR); 3MiHU | TNy - 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KOHTPOIb rOTOBOrO
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPO6YBaHHSA roTOBOrO likapcbKoro 3acoby (ans
npuBeLeHHs y BiANOBIAHICTL 3 APY abo
€BponeicbKolo hapmakoneeto Ta BUyYeHHs
NoCUNaHHA Ha 3acTapiniuii BHYTPILLHIA MeTon
BUNPOBYBaHHSA i ioro Homep) (aeTanisauis n.
«PO34YMHEHHS» FOTOBOTO NiKAPCBLKOro 3acoby
BignosigHo Ao aitoyoro BugaHHs USP/EP) (TepMiH
BBE/IEHHS 3MiH NPOTAroM 6-T1 MicAUIB nicns
3aTBEPKEHHS)

717.

IXTIONNOBA MA3b
10%

Ma3b 10 % no30ry
Ty6ax

MPAT
"®ITOPAPM"

YKpaiHa

MPAT
"OITOPAPM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalilmMeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHuKa
peecTpavuiiiHoro nocBig4eHHs1) (3MiHa
HalilMeHyBaHHS 3asBHuMKa Ta agpecu) (TepMiH
BBE/IeHHS 3MiH NpoTArom 1-ro poky nicns
3aTBEepMKEHHSR); 3MiHKM | TUNy - AAMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NpOBapKEHHS AISNbHOCTI BUpO6HMKa/imnopTepa
roTOBOro NikapCcbkoro 3acoby, BKIYaUn AiNbHALI
BMNYCKy cepii abo MicLe NpoBeAEHHS KOHTPO/IHO

6e3
peuyenma

UA/8038/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
AKOCTI. (QiSNbHICTb, 3a Ky BiANoBigae
BMPOBHMK/IMNOPTEp, BKIHOYAOUMN BUMYCK CEPIid)
(3miHa HalimMeHyBaHHA Ta agpecy BUpoGHMKa, 6e3
3MiHM MicLA BUPOBHMLTBA (3MiHa OOPMU B/IACHOCTI
nignpuemMcTBa Ta nepeiMeHyBaHHs1 M. ApTEMIBCbK
B M. BaxmyT) (TepmiH BBEEHHS 3MiH NpoTsArom 1-
ro poky nicns 3aTBepXeHHs)
78. KANEHAYNN MA3b Masb no 30 ry Ty6ax MPAT YkpaiHa MPAT YKkpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/8039/01/01
"®ITOPAPM" "OITOGAPM" 3MmiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenma
HalilMeHyBaHHs Ta/abo agpecu 3asBHMKa (BNacHMKa
peecTpauiiHoro nNocBig4eHHs) (3MiHa
HalilMeHyBaHHs Ta agpecu 3asBHUKa) (TepMiH
BBE/IeHHS 3MiH NPOTArom 1-ro poky nicns
3aTBEPMKEHHS); 3MiHM | TUNY - AAMIHICTpaTMBHI
3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus
NpPoBaKEHHS AiSNIbHOCTI BUPOBGHUMKa/imnopTepa
rOTOBOrO /1iKapCbKOro 3acoby, BKAYaUn AiNbHUL
BMNYCKY cepii abo MicLe NPoBeAEHHS KOHTPO/TIO
AKOCTI. (AiSNbHICTb, 3a Ky BiANoBigae
BMPOGHMK/IMNOPTEP, BK/IOYAOUM BUMYCK CEpiif)
(3miHa HaliMeHyBaHHA Ta agpecy BUpoGHWKa, 6e3
3MiHM MicLSA BUPOBHMLTBA.(3MiHA (DOPMU B/IACHOCTI
nignpvemcTBa Ta nepeimeHyBaHHA M. APTEMIBCbK
B M. BaxmyT) (TepmiH BBeeHHSI 3MiH NpoTsArom 1-
ro PoKy nicns 3aTBepKEeHHS)
79. KAMICTAA® - TENb renb no 10 r y Ty6ax CTAOA HimeuunHa BMPOGHUK, Himeuunna BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 6e3 UA/6590/01/01
H Ne 1 ApuHaiimiTTens BignoBiganbHN 3MiHK | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI peyenma
Al 71 3a BUNycK Ta thapmakoHarnagy. BeegeHHst abo 3miHu Ao
cepii: CTAJA y3arasibHeHUX AaHnx Npo cucTemy
ApuHaiimiTTen chapmakoHarnsgy (BefileHHs y3araslbHEHNX AaHnX
b AT, npo cucTemy dhapmakoHarnsgy, amiHa
HimeuunHa; YNOBHOBAXEHOT 0COOMU, BignoBiganbHOI 3a
BUPOGHMKN: 3AiicHeHHA hapMakoHarnsgy; KOHTaKTHOT ocobu 3
CTALOA thapmakoHarnaay 3asBHuKa ans 34iliCHeHHS
ApuHraiimitren thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
b All, Bifl yNOBHOBaXeHOI 0CO6WU, BiAMNOBIAa/IbHOI 3a
HimeuuunHa; 3piicHeHHs chapmakoHarnsgy (Bkiyarun
XaynT ®apma KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
Bondparcxay thaiina cuctemu chapmakoHarnsgy) - 3aTBepaXKeHo:
3eH 'M6X, fBopcbka TeTsiHa IBaHiBHa; 3anponoHOBaHO:
HimeuunHa Mpycbkunin Ctaxicnas Bonogumuposuy. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOT 0co6u
80. KAHECTEH® Kpem 1 % no 20 ry Baiiep KoHcblomep |  LLIBeiiuapisi KepH ®apma Icnanis BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis: 6e3 UA/3588/01/01
Kep Al C.J. 3MiHK | TUNy - 3MiHa y NapameTpax cneunaikawin peuyenma

Ty6ax Ne 1

Ta/abo [oNyCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisx Ha A®l, abo BUXiZHUA/NPOMIXHUIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NpoLeci
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
BMPOGHMLTBA ADI - BUnyyeHHs TLUX igeHTudikayji;
3MiHM | TMNY - 3MiHK, NOB'A3aHI 3 HEOBXIAHICTIO
npuBEeLEHHS Y BiANOBIAHICTb A0 MOHorpadii Y
abo €sponelicbkoi hapmakonei, abo iHLol
HaujioHasIbHOT thapmakonei gepxasun €C - 3MiHa
Ha3Bu TecTy "Cyma gomiok A Ta C" Ha Ha3By
"Aomiwwka A"; 3MiHK | TUNY - 3MiHa y NapameTpax
cneuudikavin Ta/abo fonycTMMmnX MeX,
BM3HA4YeHNX Yy cneundikauisx Ha A®l, abo
BUXIiAHWIA/NPOMIDXHUIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHuutea Adl -
[ofaBaHHg TecTy "laeHTudikauis metogom BEPX"
81. KAHCUNOA3® niocpinizat ana Mepk Wapn i LseiiLapis 3a NOBHUM PpaHuis/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/2841/01/01
PO34mnHy ANs iHAy3in [oywm lgea, IHK. LIVIKNOM: Higepnangm 3MiHW |l TMNY - 3MiHKM B IHCTPYKUIT AN MeAUYHOro peyenmo
no 50 wmr; 1 conakoH 3 Na6opaTopii 3acTocyBaHHs y po3aim "OcobnmnBocTi M
NOPOLLKOM Y Mepk Wapn i 3acTocyBaHHA", "Mo6ivHi peakuii". BBefgeHHA 3MiH
KapTOHHI Kopo6Lyi [Joym LWn6pe, npoTArom 3-x micsiliB nicns saTtBepKeHHs
dpaHLjs;
BTOPVHHA
ynakoBka,
[03BiN Ha
BUNYCK cepil:
Mepk Wapn i
Joym B.B.,
Higepnanamn
82. KAHCUNAA3® niogpinisat gns Mepk Wapn i LLseiuapis 3a NMOBHUM ®paHuia/ BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/2841/01/02
PO34mnHY ANs iHAY3il [oym lgea, IHK. LMKNOM: HigepnaHau 3MiHu || TUNYy - 3MiHX B IHCTPYKLIT 418 MegnuyHoro peyenmo
no 70 wr; 1 conakoH 3 Nab6opatopii 3acTocyBaHHSA y po3ainu "OcobnmBocTi M
NOPOLLKOM Y Mepk Wapn i 3actocyBaHHs", "lNob6iyHi peakuii”. BBegeHHA 3MiH
KapTOHHI Kopo6Lyi Joym LWn6pe, npoTArom 3-x MicsiliB nicnA 3aTrBepAKeHHs
PpaHuis;
BTOPUHHA
yrnakoBkKa,
[03BiN Ha
BWMNYCK Cepil:
Mepk Wapn i
Joym B.B.,
Higepnangm
83. KAMNIKOP® kancysnu no 180 mr/60 TOB "Onga" Ykpaina AT NatBin BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/12399/01/01
mr no 10 kancyny "OnaiiHchapm” 3MiHK | TNy - 3MiHa NapameTpiB cnewudikawii peyenmo
6nictepi, no 2 abo 6 Ta/abo fonyCTUMUX MEX A/18 AONOMIKHOT M

6nicTepiB y nauui 3
KapTOHY

PEYOBUHM (3BYXKEHHS AOMNYCTUMMX MEX) -
npusefeHHs cneuudikauii 4ONOMIXHOI Pe4oBUHM
«LlentonosHi kancynm (Npo3opi)» Ao matepianis
ipMun BUPOGHWMKa; 3MiHK | TUNy - 3MiHa po3mipy
cepii (BKIOYalouM gianasoH po3mipy cepii) roToBoro
NiKapCcbKoro 3acoby (3MeHLIEeHHs1 po3Mipy cepiit
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

84.

KETOPO/ r'ENb

(3aTBEpAXEHO: 581 340 Kancyn; 3anpornoHOBaHo:
500 000 kancyn a6o 250 000 kancyn)

85.

KIOBII' | KIOVIG

renb 2% no 30 r y Ty6i
3 KOHTPOJ1IEM NEPLLIOro
BigKpUTTA

4-p Peppi'c
Na6opaTopic /T4,

IHais

4-p Peppi'c
Nab6opaTtopic
nTg
(BupobHunya
AinbHuUA - VI)

IHgis

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHS Ta/abo agpecu 3asBHVKa (BnacHuKa
peecTpadiiHoro noceigyeHHs) (3miHa agpecu
3asBHMKA); 3MiHY Il TUNY - 3MiHKU 3 AKOCTI. ADI.
Brpo6HMUTBO. 3MiHa BUPOOHUKA
BVXifHOro/MpOMDKHOro NpoAyKTy/peareHTy, Lo
BUKOPUCTOBYIOTLCH Y BUPOGHMYOMY npoueci AdI,
ab0 3miHa BNpOoGHYKa (BKNOYaroun, ge HeobxigHo,
MicLe NpoBefeHHs KOHTposo skocTi) AdI (3a
BiiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiin thapmakonei y 3aTBepakeHoMy
[0Cbe) (BBEAEHHS HOBOrO BUpOOHMKa Ad| 3
HafiaHHAM MacTep-chaiina Ha A®I) (BBeAEHHS
anbTepHaTUBHOIO BMPOG6HMKa AP| keToponaky
TpomeTamiHy Symed Labs Limited, India)

6e3
peyenma

UA/2566/03/01

IMYHOI TOBY/IH
NIOANHN
HOPMA/IbHUIA
(IVIG)

PO34nH AaNs iHgysil
nolr(l0mn),25r
(25 mn), 51 (50 mn),
101 (100 mn), 201
(200 mn) y chnakoHax
Ne 1

BAKCTEP Al

ABCTpist

Bakctep C.A.

Benbrisa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy. BeegeHHst abo 3MiHu Ao
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BeAeHHs y3arasibHeHWX AaHnx
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6MU, BigNoBigaNLHOI 3a
3[ilicCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
dhapmakoHarnsgy 3asaBHuKa g1a 3MilCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3pificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemun thapmakoHarnsagy) - fivoua
pefakLisi: ynoBHOBaXeHa ocoba 3
hapmakoHarnsagy: OpxaH Moptumep (Orjan
Mortimer); kOHTakTHa ocoba 3 thapmakoHariagy
3aABHUKa 419 3AiiCHeHHs hbapMakoHarnagy B
YkpaiHi: BniHoB Bitaniii. MponoHoBaHa pegakLisi:
yMoBHOBaxeHa 0cob6a 3 dhapmakoHarnagy VoxaH
Xenmep (Johan Hellmer); koHTakTHa ocoba 3
chapmakoHarnsgy 3asBHUKa AN 34iCHEHHS
hapmakoHarnsagy B Ykpaini: YUepHsesa OneHa
AHaToniiBHa. 3MiHa KOHTaKTHMX AaHnX
YNOBHOBaXEHOI 0CO6M 3asBHMKA Ta KOHTaKTHOI
ocobu. 3miHa HoMepa Ta MicLle3HaX04KeHHs
mMacTep-goaiina

3a
peyenmo
M

903/13-
300200000

86.

KNEKCAH® 300

PO34MH ANA iH'eKLilA o

10 000 aHTK-Xa

TOB "CaHodi-

ABEHTIC YKpaiHa"

YkpaiHa

SAMAP XEJC

KEAP

IcnaHis

BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis:

3a

3MiHW | TMNY - 3MiHA TEKCTY MapKyBaHHS Ha

UA/10143/01/01

peyenmo
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
MO/mn no 3 mny CEPBICI3 NepBUHHIlA ynakoBLj (4ofaBaHHS 06'eMy M
6aratof030B0MYy MALPUA, H6aratopasoBoro hnakoHy Ta BUganeHHs Ha3Bu
dhrnakoHi Ne 1 C.AY. BMPOOHMKA) Ta Ha BTOPVHHIlA yNakoBLji (ofaBaHHs
06'emy 6aratopasoBoro h1akoHy Ta iHghopmaui
040 NoroTuny KoMnaxii). BBegeHHs 3MiH
NMPOTArom 6-T1 MicsLUiB NicnsA 3aTBepAKEHHs
87. KNEPUAMEQ], 500 TabneTku, BKPUTI Mepnokemi NT/, Kinp Megokemi Kinp BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/7281/01/01
NNiBKOBOIO nTa 3MiHK | TURy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peyenmo
060n0Hkot0, No 500 Mr (UeHTpanbHuii Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o M
Ne 14 (7x2) y 3aBof) y3ara/ibHeHNxX AaHux npo cuctemy
6nicTepax thapmakoHarnsgy (BeAeHHs y3arasibHeHNX AaHnx
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6M, BigNoBiganLHOI 3a
3[iliCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
thapmakoHarnagy 3asBHuKa Ans 34iiCHEHHSA
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyaryn
KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI macTep-
thaiina cuctemun thapmakoHarnsagy) - 3aTsepaKeHo:
Kapacbos MuTpo Bonoanmmnposuy;
3anponoHoBaHo: Menex /liogMmuna OnekcaHapisHa
88. KNEPUAMEQ], 500 TabneTku, BKpUTI Megpokemi T/, Kinp Megokemi Kinp BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/7281/01/01
NNiBKOBOIO nTa 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmo
060/10HKOt0, No 500 Mr (LeHTpanbHuii HaliMeHyBaHHs Ta/abo agpecy MicLs NPOBaKEHHSI M
no 7 Tabnetok y 3aBop) LisiNbHOCTI BUPO6OHMKa/iMnopTepa rotToBoro
6nicTepi; no 2 niKapcbKoro 3acoby, BKIHYAKUN [iTbHUL BUNYCKY
6nicTepy y KapTOHHiIl cepii abo MicLie NpoBefeHHSA KOHTPOIHO AKOCTI.
Kopoo6Li (aisnbHiCTb, 3a AKy Bignosigae BMPoOHUK/iMnopTep,
BK/10HAK0UM BUMYCK Cepiid) (3MiHa HaliMeHyBaHHS Ta
anpecu BMpobHuka, 6e3 3mMiHM MicLs BUPOBHMLITBA)
(TepMiH BBEAEHHS 3MiH MPOTArOM 3-X MicsLiB micns
3aTBEPKEHHS)
89. KNOTPUMA3O0/- Masb 1% no15r, 25T MPAT Ykpaina MPAT YkpaiHa BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis: 6e3 UA/3967/01/01
PITOPAPM y Ty6ax Ne 1 "®ITOPAPM" "OITOGAPM" 3MiHM | TUNYy - AgMIHICTPATUBHI 3MiHW. 3MiHa peuyenma

HaliMeHyBaHHS Ta/abo afpecy 3asBHMKA (BNacHUKa
peecTpaLiiHoro nNocBiAYeHHst) (3MiHa
HaliMeHyBaHHS 3asiBHVKa Ta agpecw) (TepmiH
BBE/IeHHS 3MiH NpoTArom 1-ro poky nicns
3aTBePMKEHHS); 3MiHK | TUNY - AAMIHICTPaTUBHI
3MiHK. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus
NpoBapPKEHHS AiSNbHOCTI BUpO6HMKa/imnopTepa
rOTOBOrO /1iKapCbKOro 3acoby, BKAYaoun AiNbHUL
BUMYCKy cepii abo MicLie NpoBeAEHHS KOHTPO/IHO
AKOCTI. (QiSNbHICTb, 3a Ky BiAnosigae
BMPOGHMK/IMNOPTEp, BKIHOYAOUN BUMYCK CEPIid)
(3MiHa HalilmeHyBaHHs Ta agpecy BUpobHMKa, 6e3
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
3MiHM MicLA BUPOBHMLTBA (3MiHa DOPMU BIACHOCTI
nignpremMcTBa Ta nepeiMeHyBaHHs1 M. ApTEMIBCbK
B M. BaxmyT) (TepmiH BBEZiEHHSI 3MiH NpoTArom 1-
ro poky nicns 3aTBepKeHHs)
90. KNO®ENIH-3H PO34mnH ANS iH'eKLii TosapucTso 3 Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpavuiiiHix maTepianis: 3a UA/7640/01/01
0,01%nolmns obMexeHo obmexeHor 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
amnynax Ne 10 B BiANoBiAa/IbHICTIO BignoBigasbHi HaliMeHyBaHHs Ta/abo agpecy MicLs NPOBaKEHHS
kopo6ui; Ne 10 (5x2) B "XapkiBCcbke CTIO LisiNbHOCTI BUPO6HMKa/imnopTepa rotToBoro
6nicTepax B KOpPOOL thapmaueBTUYHe "XapkiBcbke nikapcbKoro 3acoby, BKIHOYAKUN [iNTbHUL BUNYCKY
nigNpPUEMCTBO hapmaueBTny cepii abo MicLe NpoBefeHHSA KOHTPOJIH0 AKOCTI.
"3p0poB's He (misnbHiCTb, 3a AKy Bignosigae BMPoOOHUK/iMnopTep,
Hapoay" niANpMEMCTBO BK/IO4A0UM BUMYCK Cepiid) (MprBeAeHHs
"340poB's MicLle3HaxoMKeHHs1 BUpobHuKa MN13 y BignoBigHICTb
Hapogay" 00 NiueHsii Ha BUPO6HULITBO (3MiHa HOpUANYHOT

aapecy BMUpo6HuKa (Byn. LLleBueHka, 22) Ha
hakTnyHe MicLe BupobHULTBa (BYN. MenbHUKOBa,
41). Ta nepeiiMeHyBaHHs Ha3BW BY/1. MenbHUKOBa
Ha By/1. KynukiBcbka, 6€3 3mMiHn micus
BMPOOHULITBA. A TaKOX NPUBELEHHS CKOPOYEHOT
chopmu BIaCHOCTI BUPOGHMKA A0 AiH0HOoi NiLeHsii)
(TepmiH BBeZleHHS 3MiH NPOTAroM 3-x MicsALiB Micas
3aTBEepMKEHHSR); 3MiHM | TUNy - AAMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3asBHUKa (BNacHKa peecTpaLiiiHoro nNocBig4YeHHs)
(3miHa agpecu 3asiBHUKa Ta NPUBEAEHHS
CKOpOYeHOoi chopMm BNACHOCTI A0 AjitoHOoT NiLeHsii)
(TepmiH BBeZlEHHS 3MiH NPOTAroM 3-x MicsALiB Micas
3aTBEPKEHHS); 3MiHM | TNy - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi
3MiHM) (3amiHa rpaduiyHOro 306paXeHHs YMakoBKM
Ha TEKCT MapKyBaHHA A15 NepBUHHOT Ta BTOPUHHOT
YMakoBKM y 3B’AA3KY 3 NPUBELEHHAM Y BifNOBIgHICTb
Ao Hakaszy MO3 Ykpainn Ne 426 Big 26.08.05 (y
pepakuii Hakazy MO3 YkpaiHn Ne460 Big,
23.07.2015 p.); 3MiHn | TUNY - AgMIHICTPaTUBHI
3MiHW. BrnyyeHHst BUPO6HMYOI AinbHAL
(Bkovatoum ginbHULi ans A®l, npoMixHoOro
npoaykTy abo rotToBOro NikapcbLKoro 3acooy,
AiNbHUL ANS NPOBeAEeHHS NakKyBaHHS, BUPOOHUKa,
BiANOBIAa/IbLHOrO 3a BUNYCK Cepiit, MicLe
NpoBefeHHS KOHTPOJIIO cepii) abo nocTayvasibHuKa
BMXiQHOrO Matepiany, peareHTy abo AONOMiXHOT
PEYOBUHM (AKLLO 3a3HAYEHO Y A0CLE) (BUTYUYEHHS
BMpo6HUKa AP knoHiguHy rigpoxnopugy AN
"3aBog xiMiuHux peakTusiB "HTK "IHCTUTYT
MoHokpucTanis "HAH YkpaiHu y 3B'A3Ky 3
3aKiHYEHHSM TepMiHy Ail peecTpauiinHoro
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
NnocBigYeHHs
91. KNO®PPAHIN TabneTku, BKPUTI CaH IHais CaH IHgis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/4869/01/01
NNiBKOBOO dapmacboTVKas dapmacbloTuK 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmo
060/10HKO10, N0 25 Mr, IHaacTpi3 MimiTeq an lHpacTpis HalilMeHyBaHHs Ta/abo agpecu 3asBHKKa (BNacHMKa M
no 10 TabneTtok y nTg peecTpavuiiiHoro nocsigyeHHs) (3miHa agpecun Ta
cTpuni, no 5 ctpunis y HaliMeHyBaHHS 3as1BHUKa); 3MiHW | Tuny - 3MiHKW 3
KapTOHHI KopooLyi siKoCTi. FoTOBWMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHSA roTOBOrO /liKapcbKoro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPMXEHNX METOAAX
BMNPOGYBaHHSA) (He3HaYHa 3MiHa Y 3aTBEPAKEHNX
MeToAax BUMPOOyBaHHS 3a T. «lgeHTudikauis.
KnominpamiHy rigpoxnopus. BpunbsHTOBUiA CUHIA.
TuTaHy giokena»)
92. KNO®PPAHIN TabneTku, BKpUTI CaH IHais CaH IHais BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3a UA/4869/01/01
NNiBKOBOIO dapmacboTukan PapmacbloTHK 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenmo
060/10HKOI0, N0 25 M, IHgacTpi3 NimiTeq, an lHngacTpis HalilMeHyBaHHs Ta/abo afpecy MicLA NPOBaKEHHS M
no 10 TabneTtok y nrh AiSNbHOCTI BUPO6HUKa/iMnopTepa roToBoro
cTpwvni, no 5 ctpunis y NiKapcbKoro 3acoby, BKIOUYaUM AiNbHULI BUNYCKY
KapTOHHI ynakoBLi cepii abo micue NnpoBefeHHS KOHTPO/IHO SKOCTI.
(misnbHICTb, 3a AKy BignoBigae BMpobHUK/imnopTep,
BK/IOUAK0UM BUMNYCK cepiid) (3MiHa agpecu
BUpo6HMKa /13, 6€3 3MiHK MicLs BUPO6HMLTBA)
93. KONAPEKC® NOpPOLLOK ANA nakcoCmiTKnsiiH Benuka CmiTKnsaiiH IcnaHis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 UA/13674/01/01
MEHTO/T AKTUB Opas1IbHOro PO34MHYy Mo KoHcbromep BpuTaHis Biuem C.A. 3MiHa 3asBHVKa (BNacHMKa peecTpauiiHoro peyenma
10 nakeTuKiB 3 Xenckep (KOK) noceigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015
NOpPOLLKOM B TpeigiHr NimiTeq, Ne 460) (TepMiH BBEAEHHS 3MiH NPOTAroM 6-Tu
KapTOHHi Kopobui MicALIB MiC/1A 3aTBEPLKEHHS)
94. KONNOTPO®IH Kpem BariHanbHuin 1 % TOB "TeBa YkpaiHa Brpo6HMUTBO ®paHuia/ BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis: 3a UA/3481/02/01
no 15ry 1y6i; no 1 YkpaiHa" 3a NMOBHUM Higepnanaun 3MiHu | TUNY - 3MiHK 3 SiKOCTi. FOTOBWMIA Nikapcbkuii peyenmo
Ty6i B KOPOOL LIKNOM: 3aci6. 3MiHV Y BUPOOHULTBI. 3MiHA M
NabopaTtopis iMnopTepa/aMiHu, L0 CTOCYHOTbCSA BUMYCKY cepii Ta
LWEMIHO, KOHTPOJIO SIKOCTi rOTOBOrO NikapCbKoro 3acoby
PpaHLis; (3amiHa abo fofaBaHHS BUPOGHMKA, LLIO BiANOBIAAE
KoHTponb 3a BBE3EHHSA Ta/abo BMnyck cepii) - He BkItovatoum
cepii (TiNbkn KOHTPO/b/BUNPOBYBaHHSA cepil (4oAaBaHHSA
MiKpo6ionoriuH BMPOGHMKA, LU0 BiANOBIAAE 3a BUMYCK cepil)
e (TepmiH BBEZEHHSI 3MiH MPOTAroM 6-T MicsALIB
TECTYBaHHS): nicnsa 3aTBepAXeHHs)
KoHchbapma
®paHc,
PpaHuis;
[lo3Bin Ha
BWMNYCK Cepii:
TeBa
dapmacboTHK

an3 l0epon
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
B.B.,
Higepnangm
95. KONNOTPO®IH Karcynuv BariHaslbHi TOB "TeBa YkpaiHa Brpo6HMLUTBO ®paHuia/ BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/3481/03/01
M'siki no 10 mr, no 10 YkpaiHa" Hepo3cacoBa Higepnanaun 3MiHu | TUNY - 3MiHK 3 SiKOCTi. FOTOBWMIA Nikapcbkuii peyenmo
Kancyn y énictepi; no HOI nNpoAayKuii, 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHA M
1 6nicTepy B KOHTpPO/Tb iMnopTepa/3aMiHu, L0 CTOCYHOTLCA BUMYCKY cepii Ta
KapTOHHI KopooLyi cepi: KOHTPOJIO SIKOCTi rOTOBOrO NiKapCbKoro 3acoby
Kancyxenb (3amiHa abo fofaBaHHS BUPOOHMKA, LLIO BiANOBIAaE
Mnoepmens, 3a BBE3EHHSA Ta/abo Bunyck cepii) - He BkIovatoun
PpaHuis; KOHTPONb/BUNPOGYBaHHSA cepil (BBeaeHHS
MepBuHHA Ta BMPOOBHUYOI AiNbHML, BiANOBIAaIbHOIO 3@ BUMYCK
BTOPUHHA cepil BUpo6Huka flachanb EHACTpi, DpaHuis)
yrnakoBka, (TepMiH BBEAEHHS 3MiH MPOTArOM 6-TU MicALUiB
[0N3BiN Ha nicns 3aTBepaKeHHs)
BWMYCK Cepii:
Nadanb
EnprocTpi,
dpaHLjs;
KoHTposb
cepii (Tinbkn
MikpobiosioriyH
e
TECTYBaHHS):
KoHchbapma
PpaHc,
PpaHuis;
[o3Bin Ha
BUNYCK cepil:
TeBa
dPapmacboThK
an3 toepon
B.B.,
Hinepnanamn
96. KPOMO®APM® Kpanni o4Hi 2 % no 10 MAT "®apmak” YkpaiHa MAT "®apmak” Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/0885/01/01
My dhakoHi; no 1 3MiHK | TUNY - NoAAaHHS HOBOTO cepTudiikaTy peyenmo
h1akoHy y nauui BiANOBIAHOCTI EBponeiickbkilt hapmakonei Bif yxe M
3aTBepAxeHoro Bupo6Huka Fermion Oy, Finland
[ito40T peyoBVHM, 3MiHM A0 METOAIB BXigHOro
KOHTPOJIIO Aj040T PEYOBWHY Bif, BUPOGHMKA
Fermion Oy, Finland BignosigHo fo moHorpadii EP
Sodium cromoglicate
97. KPOMO®APM® cnpeii HasasbHUiA 2 % MAT "®apmak” Ykpaina MAT "®apmak” Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 UA/0885/02/01
no 15 mn 'y donakoHi, 3MiHK | TUNy - 3MiHa po3mipy cepii (BkIouarum peyenma

3a6e3neyeHomy
HacoCOoM-[103aTOpPOM 3
po3nuaoBayem; no 1
dnakoHy B mayui

AianasoH po3mipy cepii) roTOBOro Nikapcbkoro
3aco6y (36inbweHHs Ao 10 pasiB NOPIBHSHO i3
3aTBEPHKEHUM PO3MIPOM) - 36iMbLUEHHS PO3MIpY
cepii (3anponoHoBaHo: 250 11 (16,340 Tnc. dn.),
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
850 n (55,559 TuC. hn.)); 3MiHM | TUNY - NOAAHHSA
Hosoro CEP Ne RO-CEP 2013-136-Rev 02 s
Lit040i PeYOBUMHM Bif, 3aTBEPAKEHOr0 BUPOGHMKA
98. NEBOMIUETUH Kpanni o4Hi 0,25 % no MPAT YkpaiHa MPAT Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/8046/01/01
10 mn y dpnakoHax "®ITOPAPM" "®ITOPAPM" 3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmo
abono 10 mny HalilMeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHuKa M
hnakoHax B nauui peecTpauiiiHoro nocBig4eHHs1) (3MiHa
HalilMeHyBaHHs 3asBHMKa Ta agpec) (TepMiH
BBE/IeHHS 3MiH NpoTArom 1-ro poky nicns
3aTBEepMKEHHSR); 3MiHM | TUNy - AAMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NpOoBapKEHHS AISNbHOCTI BUPO6HMKa/imnopTepa
roTOBOro NMikapCbkKoro 3acoby, BKIYaUM AiNbHALI
BMNYCKy cepii abo MicLe NPOBeAEHHS KOHTPOSTHO
AKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOPTEp, BK/IOYaOUM BUMYCK Cepild)
(3miHa HalimeHyBaHHS Ta agpecu BUpobHMKa, 6e3
3MiHM Micust BUPO6HULTBA (3MiHa hopMK B/IACHOCTI
nignpremcTea Ta nepeiMeHyBaHHs M. ApTeMiBCbK
B M. BaxmyT) (TepmiH BBEEHHS 3MiH NpoTArom 1-
ro POKy nic/isi 3aTBepKEHHS)
99. NEBO®/TOKCALUVH nopoLuok (cybcTaHLis) Yewmo 16epika, IcnaHis Kimika IcnaHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/14592/01/01
y NoABIAHNX C.A. CiHTeTika, 3MiHuM | TMny - oHoBNeHHA Bepcii DMF y posginax
nonieTuNeHoBmX C.A. 3.2.5.2.1; 3.2.5.7.1.; 3.2.5.7.3, AK HACNiOK 3MiHW Y
nakeTtax gns po34ini «YCNoBmsi XpaHeHNs» MeTOZiB KOHTPO/0
hapmavueBTUYHOro AKOCTI
3aCTOCyBaHHSA
100. NIBEN® kancynu no 200 mr no TOB "BAJTIAPTIH YkpaiHa BUPOBHMLTBO, Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3a UA/10583/01/01
10 kancyn y 6nicTepi; PAPMA" nepBuHHE Ta 3MiHK | TUNY - 3MiHa NapameTpiB cneuuaikawii peyenmo
no 5 a6o 10 6nictepis BTOPUHHE Ta/abo foNyCTUMUX MeX NEPBUHHOT YNakoBKW M
Y KapTOHHilA nauyi nakyBaHHs, roTOBOrO /iKAPCbKOro 3acoby - 3MiHW Y
KOHTPO/Tb cneumagikaujii/meTogax KOHTPOSIO AKOCTi MEPBUHHOT
sAKocTi: TOB yNakoBKM NikapcbKoro 3acoby (chonbra antoMiHieBa)
"ACTPA®APM nokasHuK «Mikpob6ionoriyHa YMcToTa», Ta BHECEHHS
", YKpaiHa, KOperyBaHHs AONYCTUMUX MEX MOKa3HYKIB
BUNYCK cepil: «lUnpnHa» Ta «HamoTKa pyoHiB» y
TOB cneumdikaLii/MeTofax KOHTPOsIO AKOCTI honbrv
"BANAPTIH alloMiHieBOT
OAPMA",
YKpaiHa
101. NIAOKAIHY PO3YMH NS iH'EKLNA, MAT "ranuucpapm" YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpavyiiiHiX maTepianis: 3a UA/4364/01/01
rigpoxnoprup 20 mr/mMnno 2 mn B "Tanuudapm" 3MiHUW | TUNY - 3MiHW [0 IHCTPYKLUIT A1A MeanYHOro peyenmo
3acTocyBaHHSA y po3ain: Cnocib 3acTocyBaHHA Ta M

amnyni; no 10 amnyn y
KOHTYPHIli YapyHKOBIi
ynakosi, no 1
KOHTYPHIli YapyHKOBIlA
ynakoBLi B nayui; no 2

003n (BuganeHHs iHdopmadii WoA0 NpoBeAeHHs
LUKipHOT Npo6u 47191 BU3HAYEHHS iHAMBIAYaIbHOT
YyTANBOCTI)
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
M B amnyni, no 10
amnyn y kopobui
102. NIHKOMIUUH- PO34UH NS iH'EKLN, ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/7975/01/01
340POB'A 300 mr/mn no 1 mn 06MEeXeHO 06MeXeHO 3MiHK | TUNYy - 3MiHa po3mipy cepii (BKIUarum peyenmo
abono2mnB BiANOBIAA/IbHICTIO BiANOBIAA/TbHI Jiana3oH po3Mipy cepii) roTOBOro /likapCbKOro M
amnynax; no 10 amnyn | "®apmaueBTuyHa CTiO 3acoby - BBeEHHSA A0AATKOBMX PO3MIipiB cepili
Y KapTOHHI kopobLyj; KOMNaHis "papmaueBTu
no 1 mn abo no 2 mn B "3popos'a” YHa KOMMaHis
amnyni; no 5 amnyny "3popos'a”
6nictepi; no 2
6nicTepy B KapTOHHIi
Kopob6ui; no 1 mn abo
no 2 mMn B amnyni; no
10 amnyn y 6nictepi;
no 1 6nictepy B
KapTOHHI Kopo6Lii
103. noniPen TabneTku, BKpUTI AxkTasic rpyn AT IcnaHgis AxTasic ITA ManbTa BHECEHHS 3MiH [0 peecTpauiiiHiX maTepianis: 3a UA/11636/01/01
NNiBKOBOIO 3MiHuW | TUNY - NOAAHHA OHOBEHOTO cepTudlikaTa peyenmo
060/10HKOI0, MO 75 Mr RO-CEP 2012-059-Rev 02 ans knonigorpento M
no 10 TabneTok y 6icynbhaTy Bif BXe 3aTBepAKeHOro Bupo6Huka Dr.
6nicTepi, no 3 abo 9 Reddy’s Laboratories Limited, India
6nicTepiB y KAPTOHHIN
Kopob6ui; no 7
TabneTtok y 6nictepi,
no 4 6nictepu B
KapTOHHI Kopo6Lii
104. NOPAHO Tabnetku no 10 mr, no CaHpo3 CnoseHis BMPOGHMLITBO HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 6e3 UA/6985/02/01
7 TabneTtok y 6nictepi, dapmacbioTikans in bulk, MonbLa 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. BunyuyeHHs peyenma
no 1 6nictepy B b.4. nakyBaHHs1, BMPOBHNYOT AiNbHULI (BKIKOYAOUM AiNbHULI A1s
KapTOHHI kopobuj; no BUNYCK cepil: A®I, npomixXHOro NpPoAyKTy abo roToBoro
10 Tabnetok y Cantotac NikapcbKoro 3acoby, AibHUL 4118 NpoBefeHHS
6nictepi, no 2 dapma M'v6X, nakyBaHHs1, BUPOOHWKA, BifNoBiga/IbHOro 3a BMMYCK
6nicTepy B KapTOHHIiA HimeuunHa,; cepiid, MmicL,e NpoBefleHHSI KOHTPOSKO cepil) abo
Kopoo6Li nakyBaHHs, noctayasibHuKa BUXIAHOro MaTepiasty, peareHTy
BUNYCK cepil: ab0 AONOMDKHOT PEUOBMHM (SIKLLLO 3a3HAYEHO Y
Nek C. A, [0CbE) (BUTyYEHHS BUPOOHMYOT AiNbHUL, L0
MonbLa 3pilicHIOBaN1a NepBUHHE | BTOPUHHE NaKyBaHHSA
Cantotac ®apma 'mM6X, HimeuumHa
(Oisenbwtpacce 5, 70839, lepniHreH, bagex-
BiopTtembepr, HimeuunHa) (TepMiH BBeAEHHSA 3MiH
NpoTArom 6 MicsiLiB Mic/a 3aTBepPAKEHHS)
105. NOPICTA® H TabneTku, BKPUTI KPKA, a.4., Hoso CnoseHis KPKA, a.4., CnoseHisa BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3a UA/6454/01/01
NNiBKOBOIO MecTo HoBso mecTo 3MiHK |l Tuny - 3miHK 3 siKocTi. A®l. BUpobHULTBO peyenmo
060s10HKOM, 50 (iHwWi 3MiHW) — oHoBNIeHHss DMF Ha gitouy peqyoBuHy M

Mr/12,5 mr Ne 14
(14x1), Ne 28 (14x2),
Ne 30 (10x3), Ne 56

no3apTaHy kanito
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
(14x4), Ne 60 (10x6),
Ne 84 (14x6), Ne 90
(10x9), Ne 98 (14x7) y
6nictepax
106. MAIrYPON Tabnetkn no 4 mr Ne Megokemi NT/, Kinp Megokemi Kinp BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/4365/01/02
20 (10x2) y 6nictepax nTa 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI peyenmo
(UeHTpanbHuii Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0 M
3aBsopg) y3arasibHeHVX AaHnx Npo cuctemy
chapmakoHarnsgy (BefileHHs y3arasibHEHUX AaHnX
npo cucTemy dhapmakoHarnsgy, 3amMiHa
YNOBHOBaXXEHOT 0CO6MU, BignoBiganbLHOI 3a
3[jiicHEeHHsT hapMakoHarIsay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asaBHuKa g1 34ilCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHA
Bifl yNOBHOBaX€EHOI 0CO6U, BiAMOBIfa/IbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3aTBepaXKeHo:
Kapacbos MuTpo Bonoanmmnposuy.
3anponoHosaHo: lMenex Jliogmuna OnekcaHapisHa
107. MELOBIP Tabnetkn no 400 mr Mepokemi T[, Kinp Mepokemi Kinp BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/9478/01/01
Ne 10 (10x1) y NTA (3aBop, 3MiHK | TUny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyenmo
6nicTepax AZ), Kinp; Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o M
Megokemi y3arasibHeHUX JaHux npo cucTemy
nTa hapmakoHarnagy (BefieHHs y3arasibHeHNX AaHnx
(LeHTpanbHuii npo cuctemy chapmakoHarnsgy, smiHa
3aBog), Kinp yMNOBHOBaXeHOT 0cobw, BignoBigansbHoOT 3a
3[ifiCHEHHsT hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsay 3asBHvKa 415 34iCHEeHHs
hapmakoHarnsagy B YKpaiHi, KO0 BOHA BigMiHHA
BiJ, yNOBHOBaXEHOI 0C06MU, BigNoBigaNbHOI 3a
3fificHeHHs chapmakoHarnsagy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
(haiina cuctemu chapmakoHarnsgy) - 3aTBepaKeHo:
KapacboB [IMUTPO BonoamMmMmpoBuyio.
3anponoHosaHo: MNenex /lloamuna OnekcaHapisHa
108. MEAOBIP Tabnetku no 800 mr Mepokemi T/, Kinp Megpokemi Kinp BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis: 3a UA/9478/01/02
Ne 10 (10x1) y NTA (3aBog, 3MiHK | TUNY - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peyenmo
6nicTepax AZ), Kinp; Ta (hapmakoHarnsgy. BeegeHHs abo 3miHu oo M
Megpokemi y3arasibHeHUX AaHunx Npo cuctemy
nTAa thapMakoHarnsay (BefeHHs y3arasibHeHNX AaHnx
(UeHTpanbHuii npo cuctemy papmakoHarnsgy, amiHa
3asop), Kinp yMNoBHOBaXeHOT 0cobw, BignoBifanbHOT 3a

3[iliCHEHHS (papMakoHarnsay; KOHTakTHOT 0cobu 3
thapmakoHarnaay 3asBHuKa Ans 34iliCHeHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA
Bi, yNOBHOBaXXEHOI 0CO6MU, BignoBiganbHOI 3a
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Ne
n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3aTBepaXKeHo:
Kapacbos MUTpo BosiogMmMmuposuyio.
3anponoHosaHo: lMenex Mliogmuna OnekcaHapisHa

109.

MEAOK/AB

MOPOLLOK A4/151 PO3UNHY
0N iH'ekuiii abo
iHdpysin, 11/ 0,21y
chnakoHax Ne 10

Megokemi NT/,

Kinp

Megokemi
NTA (3aBop,
B)

Kinp

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHK | TNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3araslbHeHUX JaHnx npo cuctemy
chapmakoHarnsgy (BefieHHs y3arasibHeHNX AaHnx
npo cuctemy papmakoHarnsgy, amiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHoOT 3a
3[jificCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asBHvKa 415 34iNCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa BigMiHHA
BiJ, yNOBHOB&XXEHOI 0C06M, BigNoBigaNbHOI 3a
3fiicHeHHs thapmakoHarnsagy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLieHHi MacTep-
(haiina cuctemu chapmakoHarnsgy) - 3aTBepaKeHo:
KapacboB [IMUTpO BonogmmMmpoBuyio.
3anponoHosaHo: Menex Jllogmuna OnekcaHgpisHa

3a
peyenmo
M

UA/4428/02/01

110.

MEAOK/IAB

TabneTku, BKpUTI
NNiBKOBOIO
o6onoHkoto, no 875
mr/125 mr no 7
TabneTok B 6nictepi;
no 2 6nictepn y
KapTOHHI Kopo6Lli

Mepokemi NT/,

Kinp

Mepokemi
NTA (3aBog,
B)

Kinp

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy. BeegeHHst abo 3miHu Ao
y3arasibHeHUX JaHunx npo cuctemy
thapmakoHarnsgy (BeAeHHs y3arasibHeHWX AaHnx
npo cucTemy thapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBigaNbHOI 3a
3[iiCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
dhapmakoHarnsgy 3asaBHUKa g1a 3MilCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3pificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHi filaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
thaiina cuctemu chapmakoHarnsgy) - 3aTBepaKeHo:
KapacboB mMnTpo BonoaMmnposuyio.
3anponoHoBaHo: Menex /liogMmuna OnekcaHapisHa

3a
peyenmo
M

UA/4428/01/02

111.

MEOOK/NAB

TabneTkn, BKPUTI
NNiBKOBOIO
060n0HkKot0, No 500
Mr/125 mr no 8
TabneTok B 6nicTepi;
no 2 6nictepn y
KapTOHHI KOpoOL;ji

Megokemi NT/,

Kinp

Megokemi
NTA (3aBop,
B)

Kinp

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:
3MiHY | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHVX AaHUX Npo cucTemy
thapmakoHarnagy (BefeHHs y3arasibHeHUX AaHNX
npo cucTemy dhapmakoHarnsgy, 3amiHa
YMOBHOBaXXEHOT 0CO6MU, BignoBiganbHoI 3a
3[jificCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
thapmakoHarnaay 3asBHuUKa aisi 34iliCHEHHS
dhapMakoHarnsay B YKpaiHi, SKLU0 BOHA BigMiHHA

3a
peyenmo
M

UA/4428/01/01
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Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
BiJ, yNOBHOB&XXEHOI 0C06M, BignNoBiganbHOI 3a
34ilicHeHHA thapMakoHarnsgy (BKyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MiLLeHHi MacTep-
(haiina cuctemu chapmakoHarnsgy) - 3aTBepaKeHo:
KapacboB [IMUTPO BonogMMupoBuyio.
3anponoHosaHo: Menex Jllogmuna OnekcaHgpisHa
112. MEAOMNPAM TabneTku, BKPUTI Mepnokemi NT/, Kinp Megokemi Kinp/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/14937/01/01
NNiBKOBOIO NTA (3aBog, Higepnanan 3MiHK | TURy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peyenmo
060/10HKO0, N0 5 Mr AZ), Kinp; Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o M
Ne 30 (10x3) y $apmaueBTiLl y3arasibHeHMX AaHux Npo cuctemy
6nicTepax AHaniTiw thapmakoHarnsgy (BeAeHHs y3arasibHeHNX AaHnx
Na6opaTopiym npo cuctemy chapmakoHarnsgy, smiHa
[OyiseH B.B., YNOBHOB&XEHOT 0CO6M, BigNoBiganLHOI 3a
HigepnaHgm 3[iiCHEHHS hapMakoHarsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHuKa Ans 34iiCHEHHSA
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyaryn
KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI macTep-
thaiina cuctemun thapmakoHarnsagy) - 3aTsepaKeHo:
KapacboB mMnTpo Bonoammnposuyio.
3anponoHoBaHo: Menex /liogMmuna OnekcaHapisHa
113. MEAOMNPAM TabneTku, BKpUTI Megpokemi T/, Kinp Megokemi Kinp/ BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/14937/01/02
niBKOBOH NTA (3aBog, HigepnaHau 3MiHK | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI peyenmo
060/10HKO0, N0 10 Mr AZ), Kinp; Ta (hapmakoHarnagy. BeegeHHst abo 3MiHu A0 M
Ne 30 (10x3) y dapmauneBTiL y3arasibHeHUX AaHux Npo cuctemy
6nicTepax AHanNITILW thapmakoHarnagy (BefeHHs y3arasibHeHNX AaHnx
Nab6opaTopiym npo cuctemy papmakoHarnsgy, amiHa
[yiseH B.B., yMNOBHOBaXeHOT 0cobw, BignoBiganbHOT 3a
Higepnanan 3AiicHeHHA hapMakoHarnsgy; KOHTaKkTHOT ocobu 3
chapmakoHarnsgy 3asBHUKa AN 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0CO6WU, BiAMNOBIfa/IbHOI 3a
3piicHeHHs chapmakoHarnsgy (Bkiyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3aTBepaXKeHo:
Kapacbos mMunTpo Bonoammnposuyio.
3anponoHosaHo: Menex Mliogmunia OnekcaHgpiBHa
114. MEAOMNPAM TabneTku, BKpUTI Mepokemi NT/, Kinp Mepgokemi Kinp/ BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/14937/01/03
NNiBKOBOIO NTA (3aBop, Higepnanan 3MiHK | TRy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyenmo
060/10HKO0, N0 20 Mr AZ), Kinp; Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao M
Ne 30 (10x3) y $apmaueBTiLl y3arasibHeHuX AaHux nNpo cuctemy
6nicTepax AHaniTiw hapmakoHarnagy (BefeHHs y3arasibHeHNX AaHuX
NabopaTopiym npo cuctemy papmakoHarnsgy, amiHa
[OyiseH B.B., yNOBHOBaXXeHOT 0cobw, BignoBifansbHOT 3a
HigepnaHgm 3AilicHeHHA hapMakoHarnisay; KOHTaKTHOT ocoou 3
dhapMakoHarnsay 3asiBHvKa 415 34iNCHEeHHs
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
hapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3pificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MILLLeHHI macTep-
thaiina cuctemu chapmakoHarnsgy) - 3aTBepaeHo:
KapacboB mMnTpo Bonoammnposuyio.
3anponoHosaHo: Menex /llogMmuna OnekcaHapisHa
115. MEAOTUNIH PO34nH NS iH EKL, YOPAA Ipysis K.O. PymyHis BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3a UA/14716/01/01
1000 mr/4 mn no 4 mn MEOVUWMH NTA, Pomdapm 3MiHM | TUMY - 3MiHW A0 IHCTPYKLIT 4719 MeANYHOro peyenmo
B amnyni; no 3 amnynu KomnaHi 3acTocyBaHHA y po3ainu: Cnocib 3acTocyBaHHsA Ta M
B KOHTYPHIl C.P.J. no3n. NepenosyBaHHs. Mo6GiYHI peakuil, 3rigHo 3
YapyHKOBIli yrnakoBL; iHhopMauieto 1040 MeANYHOr0 3aCTOCYBaHHS
no 1 KOHTYpHIl pedepeHTHoro (MIATW/IH) nikapcbkoro 3acoby
YapyHKOBIli ynakoBLii B
KapPTOHHI Kopobui
116. MEAOLE® NOPOLLOK A/19 PO3UNHY Mepgokemi NT/, Kinp Megokemi Kinp BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/0776/01/01
ons iH'ekuiino1ry NTA (3asoga 3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI peyenmo
hnakoHax Ne 1, Ne 10, C) Ta (hapmakoHarnsgy. BeegeHHs abo 3miHv oo M
Ne 100 y3arasibHeHuX AaHux Npo cuctemy
thapmakoHarnsagy (BeAeHHs y3arasibHeHWUX AaHnx
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6MU, BigNoBiganbHOI 3a
3[iiCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
dhapmakoHarnsgy 3asaBHUKa g1a 34ilCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3pificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHi filaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
thaiina cuctemu chapmakoHarnsgy) - 3aTBepaKeHo:
Kapacbos MUTpo Bosiogmmmposuyio.
3anponoHoBaHo: Menex /llogMmuna OnekcaHapisHa
117. MENAKT NOPOLLOK A5 Takega ®paHuis dpaHuis BMPOBGHULITBO ITanis/ AscTpis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/13171/01/01
KOHUEeHTpaTy Ans CAC Hepo3dacoBa 3MiHY | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI peyernmo
avenepcii ans iHdysii HOI npoayKu,i, Ta thapmakoHarnsgy. BeegeHHs abo 3miHu o M
no 4,0 mMr y chriakoHax nepBuHHa y3araslbHeHUxX JaHux npo cuctemy
Ne 1 3 chinbTpom y ynakoBka: chapmakoHarnsgy (BefileHHs y3arasibHEHNX AaHnx
Kopoo6Li BCI npo cuctemy thapmakoHarnsgy, smiHa
dapmacbtoTika YNOBHOBaXXEHOT 0CO6MU, BignoBiganbHoi 3a
n3 C.In.A., 3[jificCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
ITanis; chapmakoHarnsgy 3asBHUKa AN 34iCHEHHS
BTOPVHHA hapmakoHarnsigy B YKpaiHi, KLU0 BOHA BigMiHHA
ynakoBkKa, Bi/l yNOBHOBaXeHOI 0CO6WU, BiANOBIAabHOI 3a
[03BiN Ha 3ailicHeHHs thapmakoHarnsgy (BKioyaoum
BUNYCK cepil: KOHTaKTHi fjaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
Takepa ITanis thaiina cuctemu chapmakoHarnsgy) - 3aTBepaKeHo:
C.N.A., Itanis; CopokonetoBa Anna bopucisHa. 3anponoHOBaHoO:

Takega

KniwmH AHTOH MyKosiainoBuy. 3MiHa KOHTaKTHUX
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
ABCTpist TM6X, LaHunx
ABCTpist
118. MEPAJLA30N TabneTku, BKpUTI MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/6924/01/01
NNiBKOBOIO "PITOPAPM" "®ITOGAPM" 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmo
o060710HKOt0, Nno 500 HalilMeHyBaHHS Ta/abo agpecu 3asBHVKa (BnacHuKa M
Mr, no 10 TabneTok y peecTpauiiHoro nocBig4eHHs1) (3MiHa
6nictepi; no 1 a6o no HalilMeHyBaHHs Ta afpecu 3asiBHUKa)(TepMiH
2 6nictepn y nauyj BBE/EHHS 3MiH NPOTArom 1-ro poky nicns
3aTBEpPMKEHHS); 3MiHM | TUNY - AgMiIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu Micus
NpoBaYKEHHN AISNbHOCTI BUPOOHMKa/imnopTepa
rOTOBOrO JliKapCbKOro 3acoby, BKOYaoun AiNbHULI
BUMYCKy cepii abo MicLe NpoBeeHHA KOHTPO/I0
AKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTep, BK/OYaUM BUMYCK Cepiid)
(3MiHa HalilMeHyBaHHs Ta agpecu BUpobHuka N3,
6e3 3MiHn Micua BUPOGHMLTBA (3MiHa hopmu
B/1ACHOCTI NignpnemMcTBa Ta nepeiMeHyBaHHs M.
ApTeMiBCbK B M. BaxmyT), 3 BignoBigH1MK 3MiHaMu1
y MapKyBaHHi ynakoBku) (TepMiH BBEAEHHS 3MiH
NPOTAroM 1-ro poky nicns 3aTBepMKEHHS)
119. METOK/OMPAMIA- PO34MH NS iH'eKLiA, 5 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/7726/01/01
AAPHULA Mr/MA Mo 2 MN B "®GapmaLieBTnyHa "papmaueBTu 3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKui peyenmo
amnynax Ne 5 (5x1); chipma "OapHuus” yHa thipma 3aci6. Cuctema KoHTeliHep/3aKynoproBanbHuWii M
Ne 10 (5x2) y "NapHuus" 3aci6. 3MiHa po3mipy ynakoBKM roTOBOr0
KOHTYPHUX NiKapcbKoro 3acoby (B1Ay4eHHS yNakoBKU NEBHOIO
YapyHKOBMX YNakoBKax po3Mipy) (BUYYEHHSA YNakoBOK Mo 2 M1 B amny/ii,
y nauuj no 10 amnyn y kopo6uj; no 2 mn B amnyi; no 10
amnyn y KOHTYpPHIil YapyHKOBIl ynakosLj; no 1
KOHTYPHIli YapyHKOBIl ynakoBLi B nayui) (TepMiH
BBEJEHHS 3MiH NPOTAroM 6-Tu MicAUiB nicas
3aTBEPKEHHS)
120. METONPONONY Tabnetkv no 0,05 r, no MAT "®apmak” Ykpaina MAT "®apmak” Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/6755/01/01
TAPTPAT 10 Tabnetok y 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmo
6nicTepi; no 2 abo 5 HaliMeHyBaHHS1 Ta/abo agpecu mMicus NPOBaKEeHHs M

6nicTepiB y nauui 3
KapTOHY

AiSNbHOCTI BUPO6HUKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BKIOYaUn AinbHULI BUNYCKY
cepii abo MicLie NpoBeAeHHS KOHTPOJTHO SKOCTI.
(misnbHIiCTb, 3a Ky BignoBigae BMpobHUK/iMnopTep,
BK/THOHAI0UM BUNYCK Cepiit) (NpBeAeHHs
MicL,e3Haxo4KeHHs1 BUpobHuka /13 y BignoBigHiCcTb
[0 JliteHsii Ha BUpOOHULTBO (3MiHa OpUANYHOT
afpecy Ha hakTnyHy agpecy) (TepMiH BBeEeHHSA
3MiH NPOTArom 3-X MICALIB NiC/1A 3aTBEPAKEHHS);
3MiHu | TUny - 3MiHK 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignosBigHOCTI
€Bponelicbkiii dhapmakonei/moHorpadii. MNogaHHs




165

Ne
n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

HOBOro abo OHOB/NEHOro cepTudikara
BIANOBIAHOCTI ab0 BU/TyYEHHS cepTudikaTa
BiAMOBIAHOCTI €Bponeiickkili hapmakonei: gnsa Adl;
015 BUXIQHOTO MaTepiany/peareHTy/npoMixKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y BUPOBGHULTBI
A®I; ons 4ONOMIKHOT peqyoBuHM (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) - HoBwii
cepTudikaT Bif BXe 3aTBEPAKEHOr0 BUPOOGHUKA
(BBeaeHHs HoBoro CEP R1-CEP 2000-056-Rev 05
Ans pitovoi pevosmHn Metoprolol tartrate Big,
3aTBEepAKeHOro BMpo6Hnka SUN
PHARMACEUTICAL INDUSTRIES LIMITED, IHgis
3 BigNoBigHMMM 3MiHaMK y cneuudikauii Ta
MeToAax BXiAHOrO KOHTPOsito AD| 3a NOKa3HUKOM
«CynpoBigHi AOMILLKM» - NPUBEAEHO Y
BiAMNOBIAHICTb A0 BMMOT MoHorpadii EP Metoprolol
tartrate; BUNy4YE€HO NOKA3HUK «3asIULLIKOBI KifIbKOCTI
OpraHi4YHNX PO3UMHHWUKIB»); 3MiHW | TMNy - 3MiHK 3
sKocTi. FoToBMIA Nikapcbkuii 3aci6. CTabifbHICTb.
3MiHa y TepMiHax NpuaaTHOCTI abo ymoBax
36epiraHHs roToBOro NikapcbKoro 3acoby (3miHa B
ymoBax 36epiraHHs roToBOr0 J1ikapCbKoro 3acoby
abo nicna po3ynHeHHA/BIAHOBEHHS) (3MiHa B
ymoBax 36epiraHHs roTOBOrO NikapCbKoro 3acoby y
3B’A3KY 3 JONOBHEHHAM 3a3HauyeHHs, wo 13
HeobXiAHO 36epiraTv B OpUriHauTbHIl ynakoBL)
(TepmiH BBEZEHHS 3MiH MPOTAroM 3-x MicsALiB Mic/sA
3aTBEPXEHHSA); 3MiHM | TNy - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy (iHwi
3MiHM) (3amiHa rpadoiyHOro 306paXeHHs YMakoBKM
Ha TEKCT MapKyBaHHA A5 NepBUHHOT Ta BTOPUHHOT
YMakoBKW y 3B’A3KY 3 NPUBELEHHAM Y BifNOBIgHICTb
Ao Hakaszy MO3 Ykpainn Ne 426 Big 26.08.05 (y
pepakuii Hakazy MO3 YkpaiHn Ne460 Big,
23.07.2015 p.) (TepMmiH BBEAEHHS 3MiH NPOTArom 3-
X MicsiLiB micnsi 3aTBEPAKEHHS)

121.

METONPONONY
TAPTPAT

Tabnetkn no 0,1 r, no
10 TabneTok y
6nicTepi; no 2 abo 5
6nicTepiB y nayui 3
KapTOHY

MAT "®apmak”

YKpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHS
LisiNbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOHYAUM Ai/TbHULi BUNYCKY
cepii abo micue NpoBefeHHS KOHTPOJIO SKOCTI.
(OisnbHICTb, 3a Ky BiANOBiAaE BUPOOHMK/iMIopTep,
BK/IO4A0UM BUMYCK Cepiid) (MpyBeaeHHs
MicLe3HaxoKeHHs BUpobHuka /13 y BiANOBIAHICTb
00 NiyeHsii Ha BUPOOGHULTBO (3MiHa HPUANYHOT
agpecv Ha dhakTnyHy agpecy) (TepMiH BBEAEHHSA

3a
peyenmo
M

UA/6755/01/02
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Ne
n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

3MiH NPOTArom 3-X MICALIB NiCNA 3aTBEPAKEHHS);
3MmiHn | TUnYy - 3MiHK 3 sKocTi. CepTudikar
BignoBigHocTi/E-cepTudikat BigNoBiAHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBNIEHOro cepTudikata
BiANOBIAHOCTI ab0 BUyYEHH:A cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei: gns Adl;
015 BUXIAHOTO mMaTepiasy/peareHTy/MpoMixXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; oA nonoMiXkHOT pevyoBuHN (cepTudpikat
BiNOBIAHOCTI €Bponelickkilt hapmakonei) - Hosuii
cepTudiikaT Bif BXe 3aTBEpPAKEHOr0 BUPO6HUKA
(BBefeHHs HoBoro CEP R1-CEP 2000-056-Rev 05
4ns pitovoi pevosnHn Metoprolol tartrate Big,
3aTBEPAXEHOro BUpo6HNka SUN
PHARMACEUTICAL INDUSTRIES LIMITED, IHgjs
3 BifNOBIAHUMYM 3MiHaMK y crieymdikaii Ta
MeToAax BXiAHOro KOHTPOsIt0 AD| 3a NOKasHMKOM
«CynpoBigHi fOMILLKM» - NPUBEAEHO Y
BiANOBIAHICTbL A0 BMMOr MoHorpadii EP Metoprolol
tartrate; BUTy4e€HO NOKa3HUK «3aUTULLIKOBI KifIbKOCTI
OpraHiYHNX PO3UMHHUKIB»); 3MiHM | TUNY - 3MiHK 3
siKocTi. FoToBWIA Nikapcbkuii 3aci6. CTabiflbHICTb.
3MiHa y TepmiHax npugatHocTi abo ymoBax
36epiraHHs roToBOro JlikapcbKoro 3acoby (3miHa B
ymoBax 36epiraHHs rotToBOro NikapcbKoro 3acoby
abo nicns po3urHeHHsA/BigHOBEHHS) (3MiHa B
ymoBax 36epiraHHs roTOBOr0 J1ikapCbKoro 3acoby y
3B’A3KY 3 [JONOBHEHHAM 3a3HayeHHs, wo /13
HeobXxigHO 36epiraTvi B OpuriHasibHIl ynakoBLy)
(TepMiH BBEAEHHS 3MiH MPOTAroM 3-X MicsLiB micns
3aTBEPKEHHSR); 3MiHM | TUNY - 3MiHK Wo8o
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnagy (iHwi
3MiHu) (3amiHa rpadiyHOro 306pakeHHs1 ynakoBKu
Ha TeKCT MapKyBaHHs A1 NePBUHHOI Ta BTOPUHHOT
YMakKoBKM y 3B'AA3KY 3 NPUBELAEHHSM Y BifgNOBIgHICTb
0o Hakaszy MO3 YkpaiHu Ne 426 Big 26.08.05 (y
pegakuii Hakasy MO3 YkpaiHn Ne460 Big,
23.07.2015 p.) (TepMmiH BBEAEHHS 3MiH NpoTArom 3-
X MicsiLiB nicns 3aTBEPKEHHS)

122.

METPOHIAA30NY
BEH30AT

nopoLuok (cybcTaHLuis)
Y MilKax 3 MiBKu
nonieTuneHoBo! ANs
BMPOGHMLITBA
HECTEPUSTbHUX
NiKapcbknx popm

MPAT
"OITOPAPM"

Ykpaina

AaprTi [lparc
Nimiteq, IHAia

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asBHMKa (BNacHMKa
peecTpauiiHoro nNocBig4eHHs1) (3MiHa
HalilMeHyBaHHS Ta afpecu 3asiBHUKA)

UA/5406/01/01

123.

MIKOMAKC® 150

kancynu no 150 mr Ne

TOB "3eHrTiBa"

Yecbka

TOB "3eHTiBa"

Yecbka

BHECEHHS 3MiH [10 peecTpavjiiHix maTtepianis:

6e3

UA/4155/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
1, Ne 3: no 1 a6o no 3 Pecny6nika Pecny6nika 3MiHu | TUNy - 3MiHa NocTavasibHVKa NakyBasibHUX peyenma
Kkancynu y 6nictepi; no mMaTepianis abo KOMMIEKTYUMX - A0AaBaHHS —Ne 1;3a
1 6nicTepy B BMPOGHMKa MaTepiasly NepBUHHOT ynakoBku - MBX peyenmo
KapTOHHI KopooLli chonbru. MakyBasibHWIA MaTepian He 3MiHUBCS; M- Ne 3
3MiHK | TUNy - 3MiHa NapameTpiB cnewudikawii
Ta/abo JoNyCTUMUX MEX NEPBUHHOT YNakKoBKM
roTOBOro NikapcbKoro 3acoby - BUNyYeHHs i3
cneumdikaLii Ta METOZAIB KOHTPOIO AKOCTI ONbrn
antomiHieBoi Ta MNBX conbru nokasHuka - "wmprHa'
3 BignoBigHWMU 3MiHamu y po3gaini 3.2.P.7.
CuncTeMa KoHTelHep/3aKynoptoBasibHUl 3aci6
124. MIKO®DIH® cnpeii HalwkipHuii, 10 HOBEN INAY TypeuunHa HOBE/ INAY TypeuunHa BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 6e3 UA/5305/03/01
mr/r no 30 mn'y CAHAI BE CAHAI BE 3MiHM | TUNY - NofaHHA HoBoro cepTudikara RO- peuenma
chnakoHi 3 TIOKAPET A.LL. TIOKAPET CEP 2012-310-Rev 01 gns TepbiHadiHy
posnuntoBayem; no 1 ALl rigpoxnopuay Bifl BXe 3aTBepKeHOro BUpobHMKa
th1akoHy y KapTOHHil Ta YTOYHEHHAMU B aapeci BUpPo6HMKa cybcTaHLii
yNaKoBLi
125. MOTOPUKYM Tabnetkv no 10 mr Ne Mepgokemi NTA, Kinp Megokemi Kinp BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 UA/8733/01/01
20 (10x2) y 6nictepax nTa 3MiHK | TRy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peuenma
(LeHTpanbHuii Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
3aBog), Kinp; y3ara/ibHeHNX AaHux rnpo cuctemy
Megokemi chapmakoHarnsgy (BefileHHs y3arasibHeHNX AaHnX
NTA (3asoga npo cuctemy chapmakoHarnsgy, smiHa
AZ), Kinp yMNOBHOBaXeHOT 0cobw, BignoBiganbHOT 3a
3[ifiCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsay 3asBHvKa 415 34iCHeHHs
hapmakoHarnsgy B YKpaiHi, KO0 BOHA BigMiHHA
BiJ, yNOBHOBaXEHOI 0C06M, BigNoBigaNbHOI 3a
3fificHeHHs chapmakoHarnsagy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
(haiina cuctemu chapmakoHarnsgy) - 3aTBepaKeHo:
KapacboB [IMUTPO BonogmMmMupoBuyio.
3anponoHosaHo: MNenex /lloamuna OnekcaHapisHa
126. HATPIHO XNoPUA PO34KH ANs iHdys3ild, [JouipHe Ykpaina [JouipHe YkpaiHa BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis: 3a UA/4285/01/01
0,9 % no 100 mn, 200 nigNpPUEMCTBO nignpueMcTeo 3MiHK || TNy - 3MiHa y NEePBUHHIl yNakoBLii peyenmo
mn, 250 mn, 400 mn, "®apmatpeiig" "®apmaTtpeiig” roTOBOrO Jlikapcbkoro 3acoby (Tun koHTeliHepa abo M
500 mn1, 1000 mn, [oflaBaHHsA HOBOrO KOHTENHepa) - CTepusIbHi
3000 mn 1a 5000 mn 'y nNikapcbki 3aco6u Ta Nnikapcbki 3acobun
KOHTelHepax 6i0N10riYHOro/iMyHO/OrYHOTO MOXOPKEHHS -
BHECEHHS [0AaTKOBOro NakyBaHHs, a came,
KOHTeliHepa NoNiBiHINX0pnAay Ans iHY3inHNX
pO34MHIB 3 ABOMA NopTamu (Tun 2*) Ha fo[aToK A0
3aTBEPAKEHOrO BUAY NakyBaHHA (KOHTelHep
nosiMepHuii gns iIHQY3iNHUX PO3YMHIB 3 OAHUM
noptom (Tun 1*) 3 BiANOBIAHUMU 3MiHAMU Y P.
«YnaKoBKa»
127. HEBIBO/10N Tabnetkn no 5 mr, no CaHpgos CnoBeHis nepBuHHA Ta HimevumnHa/ BHECEHHS 3MiH 10 peecTpauiiHMx maTepianis: 3a UA/12448/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
CAHAO03® 10 Tabnetok y dapmacbioTikans BTOPVHHA PymyHis/Typeuy 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmo
6nicTepi; no 2, abo no Aa.o. ynakoBka, nHa/MNonbLa HaliMeHyBaHHs Ta/abo agpecyn MicLsA NPOBaKEHHS M
3, abo no 6, abo no 9 KOHTPO/b, AISNbHOCTI BUPO6HUKa/iMnopTepa roToBoro
6nicTepiB y KAPTOHHIN [03BiN Ha NiKapcbKoro 3acoby, BKIOYakUn AifIbHULi BUNYCKY
Kopoo6Li BUMNYCK Cepil: cepii abo micue NpoBefeHHs KOHTPO/IO AKOCTI.
Cantotac (misnbHICTb, 3a AKy BignoBigae BMpobHUK/imnopTep,
$apma N'vbéx, BK/IOUA0UM BUMYCK cepiid) (3MiHa y aapeci
HimeuunHa BVMPOGHWYOI finbHNLi BUpO6HUMKa Jlek C.A.
KOHTPO/b! (BMPOGHVIK BigNOBIfabHUIA 38 NEPBUHHY Ta
C. K. CaHpos BTOPWHHY YNakoBKY, KOHTPO/Ib, 403Bi/N1 HA BUMYCK
C.P. /., cepii), 6e3 3MiHN MicLa BUPOBHMLTBA; 3MiHA Y
PymyHis agpeci BUPObHUYOI AinbHMLi BUpo6Huka Cantotac
BMPOGHMLITBO dapma 'M6X (BMPOGHMK BiANOBiAa/IbHNI 32
Heposdacosa NepBUHHY Ta BTOPUHHY YNakoBKY, KOHTPO/Ib, 403BifN
HOro Ha Bunyck cepii) (TepmiH BBEAEHHS 3MiH NPOTArOM
nNpoayKTY, 6-Tn micAuiB nicnsA 3aTBepMKEHHS); 3MiHu | Tuny -
nepBuHHa Ta ALMIHICTpaTUBHI 3MiHWN. BunyyeHHss BUPOGHUYOT
BTOPUHHA OiNbHWLI (BKOYaoUM AinbHULI ans Adl,
ynakoBka, MPOMIKHOro NPOAYKTY abo roToBOro NikapcbKoro
KOHTPO/b: 3aco6y, AiNbHULI ANA NPOBELEHHS NaKyBaHHS,
CaHpo3 Inak BMPO6HMKA, BiAMOBiga/IbHOMO 3a BUMYCK Cepil,
CaHaii Be MicLle NpoBefeHHS KOHTPOo cepii) abo
TikapeT A.C., nocTavasibHVKa BUXIgHOTro martepiasny, peareHty
TypeyuunHa ab0 [ONOMDKHOI PeHOBMHM (SKLLIO 3a3HAYEHO Y
nepBuHHa Ta [0CbE) (BUNYyYeHHA BUPOBHNYOI AinbHuLi CantoTac
BTOPUHHA dapma 'm6X, [izenswtpacce 5, 70839 MepniHreH,
ynakoBka, HimeuumnHa) (TepmiH BBEAEHHS 3MiH MPOTATOM 6-TW
KOHTPO/b, MicAILiB Micns 3aTBEPIKEHHS)
[03BiN Ha
BWMNYCK Cepii:
Nexk C. A,
MonbLua
128. HEMOTAH TabneTku, BKpUTI Mepnokemi 1T/, Kinp Mepokemi Kinp BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/1286/01/01
NNiBKOBOIO NTA (3aBop, 3MiHK | TNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyenmo
060/10HKO0, No 30 Mmr; AZ) Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o M

no 10 TabneTok y
6nictepi; no 3 a6o 10
6nicTepiB y KAPTOHHIN
Kopoo6Li

y3araslbHeHUX JaHnx npo cuctemy
chapmakoHarnsgy (BefieHHs y3aranbHeHNX AaHnx
npo cuctemy papmakoHarnsgy, amiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHoOT 3a
3[iicCHEHHsT hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asBHvKa 415 34iNCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa BigMiHHA
BiJ, yNOBHOB&XXEHOI 0C06M, BignoBiganbHOI 3a
3fiicHeHHs thapmakoHarnsagy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MiLLieHHi MacTep-
(haiina cuctemu chapmakoHarnsgy) - 3aTBepaKeHo:
KapacboB [IMUTpO BosogMMUpoBrYIo.
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
3anponoHosaHo: Menex /llogMmuna OnekcaHapisHa
129. HO/NMbMNA3A® Tabnetkn KPKA, a.4., Hoso CnoseHis KPKA, a.4., CnoBeHis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/7955/01/01
racTpopesyCTEeHTHI Mo MecTo HoBo mecTo 3MiHW | TUNY - BUNYYEHHSI BUPOBHNYOT AINAHKN peyenmo
20 mr no 14 tabnetok KOHTPaKTHOro BUpobHuka A®I; 3miHu | Tuny - 3MiHa M
y 6nicTepi; no 1 abo y MeTogax BunpobysaHHA AP| abo BUXigHOTO
no 2, abo no 4 matepiany/npomikKHOro NpoayKTy/peareHTy, Lo
6nicTepy y KapTOHHiIl BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa AdI -
Kopoo6Li 3MiHa y 3aTBEpAKEHOMY METOZi BUNPObyBaHHA 3a
nokasHukoM «CynpoBigHi fOMILLKW», a came 3MiHa
XpomaTtorpadiyHux yMOB METOAMKM Ta 3MiHa Y
npuroTyBaHi pyxomoi casu A; 3miHun | Tuny -
nogaHHs oHossieHoro CEP Ne RO-CEP 2013-227-
Rev 01 ana A®l naHTonpasony HaTpito
CeckBirigpary Bif BXe 3aTBepAKeHOro BUpobHUKa 3
BBEEHHAM A0AATKOBOI Ai/IbHMLi BUpo6HULTBA AdI
130. HOJNbIMNA3A® Tabnetku KPKA, a.4., Hoso CnoseHis KPKA, a.4., CnoseHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/7955/01/02
racTpope3nCcTeHTHI No MecTo HoBo mecTo 3MiHW | TUMY - BUNYYEHHS BUPOOHUYOI AiNAHKN peyenmo
40 mr no 14 TabneTok KOHTPaKTHOro BUpo6HKKa ADI; 3MiHK | TURY - 3MiHa M
y 6nictepi; no 1 a6o y MeTogax BunpobysaHHA APl abo BUXigHOTO
no 2, abo no 4 marepiany/npomikHOro NpoayKTy/peareHTy, LWwo
6nicTepn y KapTOHHIl BUKOPWCTOBYETLCA Y NpoLeci BUpoGHULTBa ADI -
KopoobLi 3MiHa y 3aTBEpAXEHOMY MeTOoZi BUNpobyBaHHA 3a
nokasHukoM «CynpoBigHi fOMILLKW», a came 3MiHa
XpomarorpadiyHnx yMmoB METOAUKM Ta 3MiHa Y
npurotyBaHi pyxomoi casu A; 3MiHun | Tuny -
nogaHHa oHossieHoro CEP Ne RO-CEP 2013-227-
Rev 01 ana A®| naHTonpasosny HaTpito
CeckBirigpary Bif BXe 3aTBepXeHOro BUpobHuka 3
BBEAEHHAM [0AATKOBOI AiNbHULI BUpo6HMUTBA ADI
131. HONbMNA3A® Tabnetkn KPKA, a.4., Hoso CnoseHis KPKA, a.4., CnoseHis/ BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 6e3 UA/12818/01/01
KOHTPO/1 racTpopesnCcTeHTHI No MecTo HoBo mecTo, Himeuunna 3MiHV | TUMY - BUNYYEHHS BUPOOHUYOI AiNAHKN peyenma
20 Mr no 7 TabneTok y CnoBeHis; KOHTPaKTHOro BUPOGHUKa A®I; 3miHu | TNy -
6nicTepi; no 1 abo no TAL ®apma nogaHHa oHossieHoro CEP Ne RO-CEP 2013-227-
2 6nictepu B m6X, Rev 01 ana A®l naHTonpasony HaTpito
KapTOHHI KOpoOL;ji HimeuunHa CeckBirigpary Bif BXe 3aTBepAKeHOro BUpobHuKa 3
BBEJEHHAM [04aTKOBOI AiNIbHNLi BUPOGHULTBA;
3MiHM | TUMy - 3MiHa y MeToax BunpobysaHHsA Ad|
ab60 BUXIQHOTO MaTepiasy/npoMixXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea APl - 3miHa y
3aTBepKeHOMY MeTo/i BUNpobyBaHHsA 3a
nokasHnkoM «CynpoBsiAHi OMILLKW», a came 3MiHa
XpomartorpadiyHnux yMoB METOAMKM Ta 3MiHa Y
NPUroTyBaHi pyxomoi dasn A
132. obNINnxosl CYno3uTOpIi peKTasibHI MAT "MoHchapm" YkpaiHa MAT Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 6e3 UA/7588/01/01
CYNO3UTOPII no 0,31 Ne 10 (5x2) y "MoHdpapm" 3MiHK |l TUNy - 3MiHa BUPOGHMKA peyenma

cTpunax, B nayui

BUXiAHOro/NpOMiXKHOrO NPOAYKTY/peareHTy, Lo
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
BUKOPUCTOBYIOTLCH Y BUpOGHMYOMY npoueci AdI,
ab0o 3miHa BNpo6HYKa (BKNoYaroun, ge HeobxigHo,
MiCLie NPOBeAEHHS KOHTPOIO AKOCTi) AdI - 3miHa
BUpo6HUKa ADI (KOHLEeHTpaTy oil 06N1iNnxoBoi )
TOB "PeHecaHc-®apm”, YkpaiHa Ha TOB"AJICY",
Pociiicbka ®egepadis
133. OBECTUH® cynosuTopii BariHabHi AcnieH dapma IpnaHgis Bupo6Huk PpaHuis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/2281/02/01
no 0,5 mr, no 5 TpengiHr Nimiteq, [030BaHoOl 3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. BunyuerHs peyenma
CynosuTopiiB y chopmu, BMPOGHWYOT AinbHUL (BKIHOYAKYN AiMbHAL ANS
6nictepi, no 3 BUPOBHUK, A®I, NpomiXHOro NpoaykTy abo rotoBoro
6nicTepy y KapTOHHIl BIANOBIAA/IbHN NiKapcbKoro 3acoby, AiNbHNL 4118 NPOBEeEHHS
Kopoo6Li 1 338 KOHTPO/b nakyBaHHs, BUPOGHWMKa, BiAMNOBifa/IbHOTO 3a BUMYCK
Ta BMNyCcK cepiid, MicLie NpoBefieHHSI KOHTPOSIKO cepil) abo
cepi: nocTavasibHVKa BUXIGHOTO martepiasny, peareHty
tOHiTep ab0 [ONOMIXKHOI Pe4OBUHM (SKLO 3a3HA4YEHO y
IHoacTpic [0CbE)
134. ONIKNIHOME/Nb N4- emynbCis ANns iHdysil Bakctep C.A. Benbris Bakctep C.A. Benbrisa BHECEHHS 3MiH [0 peecTpauiiiHiX maTepianis: 3a UA/10973/01/01
550E no 300 mn 10 % 3MiHY | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI peyenmo
ninigHoi emynbcii, 600 Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0 M
Mn 5,5 % po3ynHy y3aras/ibHeHUX AaHux Npo cuctemy
aMiHoKMCOT 3 chapmakoHarnsgy (BefileHHs y3arasibHEHNX AaHnX
enekTponitamu Ta 600 npo cucTemy dhapmakoHarnsgy, amiHa
M 20 % po3umHy YNOBHOBaXEHOT 0CO6MU, BignoBiganbHoI 3a
T/I0KO3 3 KaslbLLiEM Y 3AiicHeHHA hapMakoHarnsgy; KOHTaKTHOT ocobu 3
TpUKaMepHoOMy chapmakoHarnsgy 3asBHUKa AN 34iCHEHHS
naacTVKoBOMY NakeTi thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
06'emom 1500 mn, no Bifl yNOBHOBaXeHOI 0CO6WU, BiAMNOBIAa/IbHOI 3a
4 NakeTn y KapTOHHii 3piicHeHHs chapmakoHarnsgy (Bkiyarun
Kopoo6Li KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MiLLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3aTBepaXKeHo:
3MiHa KOHTaKTHOI 0cobu B YKpaiHi — Munosnaosa
AHHa |BaHiBHa, 3MiHa KOHTaKTHUX AaHUX.
3anponoHoBaHo: 3MiHa KOHTaKTHOI 0co6u B YKpaiHi
— Bpacnascbka Hagisi IBaHiBHa, 3MiHA KOHTaKTHUX
AaHnX
135. ONIKNIHOMENb N7- emynbCist aNs iHQysil, Bakctep C.A. Benbris Bakctep C.A. Benbris BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/10974/01/01
1000E no 200 mn 20 % 3MiHY | Tuny - 3MiHK WoAo 6e3nekn/edeKkTUBHOCTI peyenmo
ninigHoi emynbcii, no Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM A0 M

400 mn 10 % po3unHy
amiHOKMCNOoT 3
enekTponitamu Ta 400
M 40 % po3unHy
IIOKO3U 3 KaUTbLLIEM Y
TpUkamepHoMmy
na1acTMKOBOMY NakeTi
o6’emom 1000 mn; no
6 MakeTiB Yy KAPTOHHIM

y3arasibHeHUX JaHuX Npo cucTemy
hapmakoHarnagy (BefeHHs y3arasibHeHNX AaHuX
npo cucTemy dhapmakoHarnsgy, amiHa
yNOBHOBaXKeHOT 0cobw, BignoBifanbHOT 3a
3AilicHeHHA hapMakoHarnsy; KOHTaKTHOT ocoou 3
hapmakoHarnsigy 3asiBHvKa 415 34ilCHeHHs
hapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3AiiCHEHHS1 dhapMakoHarnsay (Bkaryaroum
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
Kopo6ui; no 300 mn 20 KOHTaKTHi faHi) Ta/abo 3MiHW y PO3MILLLeHHI macTep-
% ninigHoi emynbCii, chaiina cuctemu chapmakoHarnsgy) - 3aTBepaKeHo:
no 600 mn 10 % 3MiHa KOHTaKTHOI 0co6u B YkpaiHi — Munosmgosa
PO34MHY aMiHOKMCIOT AHHa |BaHiBHa, 3MiHa KOHTaKTHUX AaHuX.
3 eflekTponiTamn Ta 3anponoHoBaHo: 3MiHa KOHTaKTHOI 0co6u B YKpaiHi
600 M1 40 % po3unHy — Bbpacnascbka Hagis IBaHiBHa, 3MiHa KOHTaKTHMX
T/I0KO3Y 3 KaslbLiEM Y JaHux
TprYKamepHomy
N1acTUKOBOMY MakeTi
o6’emom 1500 mn; no
4 nakeTn y KapTOHHiiA
Kopo6ui; no 400 mn 20
% ninigHoOT eMynbCil,
no 800 mn 10 %
PO34MHY aMiHOKMCIOT
3 eflekTponiTaMun Ta
800 mn 40 % po3ynHy
T/I0KO3 3 KaulbLLiEM Y
TpUKaMepHoMy
naacTVKoBOMY MakeTi
06’emom 2000 mn; no
4 nakeTn y KapTOHHIi
Kopoo6Li
136. OPTO®EH TabneTku, BKpUTI MNAT "BitTamiHn" YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/4819/01/01
060/10HKOI0, "BiTamiHn" 3MiHu | TUNY - 3MiHK Wopao 6e3nekn/etpeKTUBHOCTI peyenmo
KWLLKOBOPO3UMHHI MO Ta thapmakoHarnsagy (iHwi 3miHn) (3MiHa TekcTy M
25 mr no 10 TabneTok MapKyBaHHSA MepPBUHHOT YNakoBKN 3 YKPATHCLKOT
y 6nictepi; no 1 a6o 3 MOBW Ha MapKyBaHHS YKPATHCbKOK Ta POCiiCbKO
6nictepy y nauui 3 MoBamMu)
KapTOHY
137. OCIMNAMOKC NOPOLLOK ANA CaHpo3 CnoseHis CaHpio3 F'm6X AscTpis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/3975/05/01
OopasibHOT cycneHsii dapmacbloTikans - TexOnc TeXHiYHa NOMUIIKa B IHCTPYKLiT AN18 MeANYHOro peyenmo
(125 mr/s5mn)no 5,1 r n.4. 3acTocyBaHHs po3gini Crnocib 3acTocyBaHHsA Ta M
nopoLuKy ansa 60 mn 0o31. BBegeHHAl 3MiH NPOTArom 6-T1 Micsilis
abo no 8,5 r nopoLuky nicnAa saTBepAKeHHA
ons 100 mn cycneHsii
y donakoHi, no 1
h1aKkoHy pasom 3
LUNPWLOM ANS
[03yBaHHA 3
ajantepom y
KapPTOHHI Kopobui
138. OCIMNAMOKC NOpPOLLOK ANs CaHpo3 CnoseHis CaHpo3 'm6X ABCTpis BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3a UA/3975/05/02
OpasIbHOI cycneHaii dapmacbioTikan3 - TexOnc TEeXHiYHa MOMWSIKA B IHCTPYKLIi 415 MeguyHoro peyenmo
(250 mr/5 Mmn) no 6,6 1 o.4. 3acTocyBaHHs po3gini Crnocib 3acTocyBaHHs Ta M

NOpPOLLKY A5 60 M/
a60 no 11 r NopoLuKy

[031. BBeieHHA 3MiH NpoTarom 6-tm micsauis
nicnsa 3aTBepKeHHsA
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
ons 100 mn cycneHsii
y chnakoHi, no 1
dhrakoHy pa3om 3
LINpYLOM Ans
[03yBaHHS 3
afantepom y
KapTOHHII Kopo6Lli
139. OCIMNAMOKC NOpPOLLOK A5 CaHpos CnoseHis CaHpo3 'm6X ABCTpiIs BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/3975/05/03
opasibHOI cycneHaii dapmacbloTikans - TexOnc TeXHiYHa NOMUJIKa B IHCTPYKLIiT A1 MeANYHOro peyenmo
(500 mr/5 mn) no 12 r o.4. 3acTocyBaHHSA po3ini Cnocib 3acTocyBaHHA Ta M
NOpPOLLKY A5 60 M [031. BBeieHHA 3MiH npoTsarom 6-tm micsauis
a6o no 20 r nopoLuky nicnsa 3aTBepKeHHsA
ons 100 mn cycneHsii
y donakoHi, no 1
dhrnakoHy pa3om 3
MipHOIO JTOXEUKOIO Y
KapTOHHI Kopo6Lii
140. OCTEOBIOC Kpanni gns l'yHa C.n.a. ITanis lN'yHa C.n.a. ITanis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 UA/2649/01/01
nepopasibHOro 3MiHU | TUNY - BHECEHHS peaakLiiHUX NpaBoK A0 peyenma
3acTocyBaHHA no 30 TEeKCTY MapKyBaHHS NEPBUHHOIT Ta BTOPUHHOT
M/ Kpanesnb y yNakoBOK, & came: BHeCEHHS iHchopmaLiii LWoao
hnakoHi-kpanenbHuL; cknafy Nikapcbkoro 3acoby Ha NepBrHHY yNakoBKy
no 1 dpsiakoHy- Ta 3a3HayeHHs iHdopmauii Wwoao norotuny
KpanesibH1Li B BMPOGHMWKA, AaTV BUTOTOB/IEHHS Ta iHLIOT TEXHIYHOT
KapTOHHII Kopo6Lii iHdpopmaLlii Ha BTOPUHHY YNakoBKy
141. MAKCENAQUNH® cupon, 10 mr/5 mn no INCEH ®APMA dpaHuis BUPOBHMLTBO, dpaHuis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/2437/02/01
125 mn y cpnakoHi; no nepBuHHE Ta 3MiHY | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI peyenma
1 chnakoHy 3 MipHOO BTOPUHHE Ta thapmakoHarnsgy. BeegeHHs abo 3miHu o
JIOXKKOIO Y KapTOHHIl nakyBaHHS: y3araslbHeHUxX JaHux npo cuctemy
KOpoo6Li CO®APTEKC, thapmakoHarnagy (BefieHHs y3arasibHeHNX AaHnx
PpaHLis; npo cuctemy thapmakoHarnsagy, smiHa
KOHTPO/Tb YNOBHOBaXXEHOT 0CO6MU, BignoBiganbHoI 3a
AKOCTI, BUMYCK 3AiicHeHHA hapMakoHarnsgy; KOHTaKTHOT ocobu 3
cepii: BOPYP chapmakoHarnsgy 3asBHUKa AN 34iCHEHHS
INCEH hapmakoHarnsigy B YKpaiHi, K0 BOHA BigMiHHA
IHAYCTPI, Bi/l yNOBHOBaXeHOI 0CO6WU, BiAMNOBIfaIbHOI 3a
®paHuisa 3ailicHeHHs thapmakoHarnsgy (BKioyaoum

KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MiLLLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHuX YNOBHOBaXXEHOI 0cobu
3as1BHMKA, BiAMNOBIAA/IbHOT 32 hapmakoHarnsag, Ha
LLEHTPa/IbHOMY piBHi. 3MiHa Micus 34iACHEHHS
OCHOBHOI Aii/IbHOCTI 3 thapmakoHarnagy. 3MiHa
agpecu macTep-haiinia. YTOUHEHHST 40 (DyHKLil
KOHTaKTHOI 0cO6U B YKpaiHi: 3aTBEepaKeHo:
ynoBHOBaXeHa ocoba B YKpaiHi, BiAnoBigasibHa 3a
dhapmakoHarnsg. 3anponoHOBaHO: KOHTaKTHa
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
ocoba B YkpaiHi yNnoBHOBaXeHOI 0CO6M 3asiBHMKA
[N 3fiiCHEHHs dhapmakoHarnsay
142. MNAHTEHON niHa HawekipHa, 50 mr/r | TOB "Mikpocapm" YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 6e3 UA/8333/01/01
AEPO30/1b no58ra6o116ry "Mikpodpapm" 3MiHK | TUNy - 3MiHa y MeTogax BUNpobyBaHHSA peuyenma
KOHTelHepi; no 1 roTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHW Yy
KOHTelHepy y nauui 3 MeToJax BUNpo6yBaHb (BK/IK0Haoumn 3amiHy abo
KapTOHY [0MOBHEHHS))
143. MAPA MNKOC® aepo30/b Ans NabopaTopii dpaHuis AEPO®APM dpaHuis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/6834/01/01
30BHILUHLOIO Owmera ®apma 3MiHK | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI peyenma
3acTocyBaHHsA no 116 PpaHc Ta (hapmakoHarnagy. BeegeHHst abo 3MiHu Ao
ry 6anoHax 3 y3arasibHeHVX AaHux Npo cuctemy
posnunioavem Ne 1 chapmakoHarnsgy (BefileHHs y3araslbHEHNX AaHnX
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOBAXEHOT 0COOMU, BignoBiganbHOI 3a
3AiicHeHHA hapMakoHarnsgy; KOHTaKTHOT ocobu 3
chapmakoHarnsgy 3asaBHUKa AN 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0CO6WU, BiAMNOBIfa/IbHOI 3a
3piicHeHHs chapmakoHarnsgy (Bkiyarun
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MiLLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - Aivoua
pefakuis: AHapeac Xaptep. NponoHoBaHa
pegakuis: Inb3a BaHgepningeH. 3viHa agpecu
mMacTep-goaiina
144. MNAPALIETAMON cupon, 120 mr/5 mano | TOB "tOpis-®apm” Ykpaina TOB "tOpis- YkpaiHa BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis: 6e3 UA/5685/01/01
100 mn y chrakoHi, no dapm"” 3MiHM | TUNYy - AgMIHICTPATUBHI 3MiHW. 3MiHa peuyenma
1 conakoHy B nauuj HaliMeHyBaHHs Ta/abo agpecy MicLsA NPOBaKEHHS
AiSNbHOCTI BUPOOHUKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BKOHAUM Ai/TbHULi BUNYCKY
cepii abo micLe NpoBeeHHS KOHTPOJIH SKOCTI.
(AisnbHIiCTb, 3a AKy BigNosigae BUPOOHUK/iMNopTep,
BK/IKOHAKOUM BUMYCK Ccepili (3MiHa agpecu
BMPOGHMKa, 6€3 3MiHM MicLis BUPOGHULTBA, 3MiHa
IOPUANYHOT afpecy Ha hakTUYHy agpecy
(NpuBeAEHHS Y BiANOBIAHICTb A0 AOKYMEHTIB
BMPOGHUWKA), 3 BiANOBIAHUMY 3MiHAMW B TEKCTI
MapKyBaHHS yrnakoBoK (3MiHM BpaxoBaHi B
peecTpauiiHux MaTepiasiax npu
nepepeecTpaLii, Aka 3aTBep)KeHa HakasoM
MO3 YkpaiHu Ne 564 Big 25.05.2017)
145. MAPOKCETUH Tabnetkn no 20 mr Ne Mepokemi 1T/, Kinp Mepokemi Kinp BHECEHHS 3MiH 0 peecTpavyiiiHiX maTepianis: 3a UA/1498/01/01
30 (10x3) y 6nictepax NTA (3aBop, 3MiHK | TNy - 3MiHKM Woao 6e3nekn/eddekTUBHOCTI peyenmo
AZ) Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o M

y3araslbHeHUX JaHuX Npo cucTemy
thapmakoHarnsgy (BefieHHs y3arasibHEHUX AaHnx
npo cuctemy papmakoHarnsgy, amiHa
YMOBHOBaXEHOI 0C06M, BignoBiganbHoI 3a
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Ne
n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

3[jiiCHEHHST hapMakoHarsay; KOHTaKTHOI 0cobu 3
thapmakoHarnaay 3asiBHuUKa aisi 3ailiCHeHHs
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
BiJ, yNOBHOB&XXEHOI 0C06M, BigNoBiganbHOI 3a
34ilicHeHHA thapMakoHarnsgy (BKioyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHI MacTep-
(haiina cuctemu chapmakoHarnsgy) - 3aTBepaKeHo:
KapacboB [IMUTpO BonoamMmMmpoBsuyto.
3anponoHosaHo: Menex Jllogmuna OnekcaHgpisHa

146.

NMEHUWMKNOBIP-
DITOPAPM

Kpem 1%, no5ry
Ty6i, no 1 Ty6i B nauui
3 KapTOHY

MPAT
"®ITOPAPM"

YKpaiHa

MPAT
"OITOPAPM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalilmMeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHuKa
peecTpavuiiiHoro nocBig4eHHs1) (3MiHa
HalilMeHyBaHHs Ta agpecu 3asBHuka) (TepMiH
BBE/IeHHS 3MiH NpoTArom 1-ro poky nicns
3aTBEepMKEHHSR); 3MiHM | TUNy - AAMIHICTpaTVBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NpOBapKEHHS AISNbHOCTI BUPO6HMKa/imnopTepa
roTOBOro NikapCcbkoro 3acoby, BKIYaUn AiNbHALI
BMNYCKy cepii abo MicLe NPOBeAEHHS KOHTPOSTHO
AKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepild)
(3MiHa HallmeHyBaHHA Ta agpecu BUpobHuka MN3,
6e3 3MiHN MicLA BUpOGHMLTBA (3MiHa hopMu
B/1ACHOCTI NiANPUEMCTBA Ta NepeiiMeHyBaHHSA M.
ApTemiBCbK B M. BaxmyT), 3 BignoBigHUMYN 3MiHAMK
y MapKyBaHHi ynakoBku) (TepMiH BBeAEHHS 3MiH
NpOTAroM 1-ro poky nicns 3aTBEpPMKEHHS)

6e3
peuyenma

UA/14731/01/01

147.

MEPEKNCY BOAHIO
PO34YMH

po3uunH ans
30BHILUHLOIO
3actocyBaHHA 3 % no
25 mn, 40 mn, 100 mn,
200 My dpnakoHax

MPAT
"OITOPAPM"

Ykpaina

MPAT
"OITOPAPM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
3MiHU | TUNy - 3MiHa Yy MeToAax BUNPoGyBaHHSA
roTOBOrO NikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHUX MeToAax BUNPoByBaHHS); CynyTHS
3MiHa: 3MiHa NnapameTpiB cneyndikaui Ta/abo
[0NyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby
(iHLWi 3MiHK)

6e3
peyenma

UA/8214/01/01

148.

neEPHAoONPUNI
IHAAMAMIA-TEBA

TabneTku, BKpUTI
nniBKOBOO
06010HKOI0, M0 2,5
mr/0,625 mr no 30
TabneTok y
KOHTeliHepi; no 1
KOHTeliHepy B kopobLi

Tesa
dapmauesTikas
IHgacTpi3 /14,

I3painL

AT
PapmaLeBTny
HWIA 3aBO4
TEBA

YropwmHa

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
3MiHM | TUny - 3mMiHK B Npoueci BupobHuutea Ad| -
He3HayHa 3MiHa y 3aKkpuTili YaCTUHI MacTep-thainna

Ha A®| (nepuHaonpuna To3wniar); 3MiHu | Tuny -
3MiHa nepiogy NOBTOPHUX BUMNPOGYBaHb/nepiogy
36epiraHHa abo ymoB 36epiraHHsa Ad| - 36i/bLIEHHSI
nepiofy NOBTOPHOTO BUNPOGYBaHHSA fito4oi
peyoBuHM (NepuHaonpuia ToH3nnaTy)

BMpo6HUUTBa Plantex Ltd. 3 36 micsis go 48

MmicsLiB

3a
peyenmo
M

UA/14925/01/02

149.

NEPUHAOMNPUN-
TEBA

TabneTku, BKpUTI
NNiBKOBOIO

TeBa
dapmaueBTiKas

I3painb

AT
dapmaueBTny

YropLmHa

BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis:
3MiHK | TNy - 3MiHK B Npoueci BUpo6HuuTea AdI -

3a
peyenmo

UA/14919/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
060/10HKO0, M0 2,5 Mr IHpacTpi3 N14,. HWi1 3aBOf, He3HayHa 3MiHa Y 3aKpuTili YyacTuHi MacTep-chaiina M
no 30 TabneTok y TEBA Ha A®| (nepuHaonpuna To3unar); 3minu | Tuny -
KOHTelHepi; no 1 3MiHa nepiogy NOBTOPHMX BUMPOGyBaHb/nepioay
KOHTelHepy B KOpoobLi 36epiraHHa abo yMoB 36epiraHHs A®| - 36inbLUEHHSI
nepiogy NOBTOPHOrO BUNPOGYBaHHSA Ait04oi
peyoBuUHM (NepyHaoNpuna ToH3unaTy) 3 36 micsuis
00 48 micsuis
150. NEPUHAOMNPUN- TabneTku, BKPUTI TeBa I3painb AT YropwmHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/14919/01/02
TEBA NniBKOBOO dapmaueBTikas dapmaueBTny 3MiHW | Tuny - 3MiHK B Npoueci BupobHuytea AdI - peyenmo
060/10HKOI0, M0 5 Mr IHpacTpi3 14, HWi1 3aBOf, He3HayHa 3MiHa Y 3aKpuTili yacTuHi MacTep-chaiina M
no 30 TabneTok y TEBA Ha A®| (nepuHgonpuna To3unar); 3minu | Tuny -
KOHTeliHepi; no 1 3MiHa nepiogy NOBTOPHMX BUMPOGYBaHb/nepioay
KOHTEelHepy B KOpoo6Li 36epiraHHa abo ymoB 36epiraHHa AP - 36iNbLIEHHS
nepiogy NOBTOPHOrO BMNPOGYBaHHSA Ait04oi
peyvoBuUHM (NeprHaoNpuna ToH3unaTy) 3 36 micsuis
00 48 micsuis
151. NEPUHAOMNPUN- TabneTku, BKPUTI TeBa I3painb AT YropmHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/14919/01/03
TEBA NNiBKOBOIO $apmaueBTikaU dapmaueBTuy 3MiHM | Tuny - 3MiHK B Npoueci BupobHuytea AdI - peyenmo
060/10HKO0, N0 10 Mr lHpacTpi3 14, HWi1 3aBOf, He3HayHa 3MiHa Yy 3aKpuTili yacTuHi MacTep-chaiina M
no 30 TabneTok y TEBA Ha A®| (nepuvHaonpuna To3unar); 3minu | Tuny -
KOHTelHepi; no 1 3MiHa nepiogy NOBTOPHMX BUMPOGYBaHb/nepioay
KOHTEelHepy B KOpoobLi 36epiraHHa abo ymoB 36epiraHHa AP - 36iNbLUEHHS
nepiogy NOBTOPHOrO BMNPOGYBaHHSA Aito4oi
peyoBuHM (NepuHaonNpuaa ToH3unaty) 3 36 Micauis
00 48 micsuis
152. MIKOBIT® TabneTkn, BKPUTI KPKA, a.4., HoBo CnoseHis BiANOBiAA/TbHM CnoBeHis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/8268/02/01
060n0Hkot0, no 15 MecTo 3a 3MiHu | TURY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii peyenma
TabneTtok y 6nictepi, BMPOGHMLITBO 3aci6. 3MiHM Yy BUPOOHULTBI. 3amiHa abo BBefEHHS
no 2 6nictepn y "in bulk", [04aTKOBOT AiNbHUL BUPOGHMLTBA AJ/18 YaCTUHN
KapTOHHI KopooLyi NepBUHHY a60 BCbOro BMPOGHMYOro MpoLiecy roToBoro
yNaKoBKy, nikapcbKoro 3acoby (AiNbHWLSA, Ha kil
BTOPVHHY npoBOAATLCA OyAb-SKi BUPOOHUUI CcTagil, 3a
yNaKoBKy: BWUHSATKOM BUMYCKY Cepili, KOHTPO/IO AKOCTI,
KPKA, a.4., NepBUHHOroO Ta BTOPUHHOIO NakyBaHHA, /1A
HoBo mecTo, HEeCTepW/IbHMX NiKapCbknx 3ac06iB) CynyTHsi 3MiHa
CrnoBeHis; - 3MiHK 3 sKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHK

BiANOBIAA/IbHN
1 32 KOHTPOJ1b
cepi:
KPKA, a.4.,
HoBo mecTo,
CnoBeHis;
BiANOBIAA/IbHN
1 32 KOHTPOJ1b

y BUpOGHMLTBI. 3aMiHa abo BBefieHHA [40AATKOBOI
OiNbHMLI BUPOGHMLTBA A1 YaCTUHM ab0 BCbOro
BMPOGHNYOro NpoLecy roToBoro Nikapcbkoro
3aco6y (AiNbHULUA 415 BTOPUHHOTO NakyBaHHS)
(3amiHa BMPOGHUYOT AiINbHULI HA 5Kl 34iAICHIOETLCSA
BMPOGHMLTBO "“in bulk") - 3MiHK 3 skocTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOBHMLTBI. 3amiHa
abo BBeEeHHA A04aTKOBOI Ai/IbHULL BUPOOGHNLTBA

Ta BUMYyCK AN YacTUHU abo BCbOro BUPOGHMYOro npouecy
cepii: roTOBOrO /iKapCbkoro 3acoby (AinbHuuA Ans
KPKA, 8.4., NepBMHHOIO NakyBaHHs) (3amiHa BUPO6HMYOI
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
Hoso mecTo, AOinbHULUI, sika Bignosigae 3a BUPO6HMLTBO “in bulk”,
CnoBeHis NepBUHHY YNakoBKy, BTOPUHHY ynakoBky [/13);
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbkni
3aci6. KoHTposib AONOMDKHUX PpeyOoBUH. 3MiHa
napameTpiB cneyudikauii Ta/abo AoNyCTUMUX MEX
AN JONOMDKHOI peyY0oBUHM (iHLWI 3MiHW) (3MiHN Y
napameTpax i Mmexax cneuudikauii Ha ONOMKHY
peyoBuUHy kanon 600 hapma 3 METOI NPUBEAEHHS
y BignoBigHicTb Ao EP. BMmicT Baxkkvux meTanis 3 1
ppm o 10 ppm, muw'sky 3 0,1 ppm go 1ppm,
KMCOTHOrO yncna 3 12,0-15,0 go He 6inbLwe 15,0);
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKni
3aci6. 3MiHM Yy BUPO6HULTBI. 3MiHa
iMnopTepa/3aMiHn, L0 CTOCYIOTLCA BUMYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO JIiKapCbKOro 3acoby
(3amiHa abo fofAaBaHHS AiNbHULI, Ha AKil
3.iiCHIOETLCA KOHTPO/L/BUNPOGYBaHHSA cepii)
(JopaBaHHSA BMPOGHWYOT AiNbHUL, SKa BignoBigae
3a KOHTposib cepiii TN3: KPKA, a.4., HoBo mecTo,
MosxoBa yniua 5, Hoso mecTo, 8501, CrnoBeHis);
3MiHu | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbkni
3aci6. Cuctema KoHTeliHep/3aKkynoproBasbHuWi
3aci6. 3mMiHa y NepBUHHIlA ynakoBLj roTOBOro
NiKapcbKoro 3acoby (SKiCHWI Ta KinbKicHUIA ckiag) -
TBepai nikapcbki popmu (3MiHa y NepBUHHIl
ynakoBLi)
153. MINOKAPMIHY Kpanni ouHi, 10 mr/mn ToBapucTBo 3 YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/5337/01/01
rigPoxnorPump no 5 mn aéo 10 mny 06MEeXEHO BUPOGHMLTBA, 3MiHU | TUNy - 3MiHa NOcTaYasibHMKa NakyBasibHUX peyenmo
dhnakoHi, no 1 BiANOBIAA/IbHICTIO KOHTPO/1b marepianis abo komnaekTyrunx (3amiHa abo M
dhr1aKkoHy y KOMMeKTi "[locnigHwii 3aBog SIKOCTi, BUMYCK [0[aBaHHA NocTavasibHKKA); CynyTHS 3MiHa: 3MiHa
3 KPULLIKOLO- "rHUNC" cepi: y NEPBUHHII yNakoBLii rOTOBOro NMikapcbkoro 3acoby
KpanesibHULEr y ToBapucTso 3 (iHWi 3miHK) - BBEAEHHA A0AATKOBOrO BUPOOHUKA
nauj 3 KapToHy obmexeHor nakyBasibHUX MaTtepianis (o1akoHy 3 TpyoKu
BignoBigasbHi CKNSAHOI AN NiKapcbkux 3acobiB Ta NPobku ryMoBoi
CTIO mMefuuHoi LK-7), Sk Hacnifok, 3MiHIOETbCA AKICHUI
"[locnigHwit Ta KiNIbKiCHWIA cknaf, nakyBaslbHOTr0 Marepiany
3aBof, NepBMHHOT YNakoBKM FOTOBOTO NiKapCbKoro 3acoby
"rHunc,
YkpaiHa; BCi
cTagii
BMPOGHMLTBA,
KOHTPO/b
SAKOCTI, BUMYCK
cepii:
ToBapucTso 3
obMmexeHoto

BiANOBIAa/IbHI
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Ne
n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

CTIO
"®APMEKC
reyn:,
YKpaiHa

154.

MIPALETAM

TabneTku, BKPUTI
060/10HKO10, Mo 200 mMr
Ne 30 (10x3), N2 60
(10x6) y 6nicTepax

NAT "Tannddpapm”

Ykpaina

NAT
"Tannudapm”

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiiHix maTepianis:
3MiHM |l Tuny - 3MiHa BUPOGHKKa
BUXIAHOro/NPOMIKHOIO NPOAYKTY/peareHTy, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHNYOMY npoueci AdI,
abo 3miHa BUpOo6HYKa (BKIOYaKUn, Ae HeobxiaHo,
MicLLe MpoBeAEHHS KOHTPOsIO siKocTi) AdI (3a
BiICYTHOCTI cepTudikara BifnoBsigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepakeHoMy
[ocbe)(BBEAEHHS HOBOro BUPO6GHNKa AdI 3
HaJaHHAM MacTep-haiina Ha A®I) - BBeAEHHs
aNbTepHATMBHOIO BUpo6bHMKa A®I (nipauetamy)

3a
peyernmo
M

UA/0901/02/01

155.

MIPALETAM

TabneTku, BKpUTI
060/10HKO0, N0 200 Mr
inbulk : no 15 kry
noAgiliHmnx
nonieTuneHoBmx
Mikax Ne 2

MAT "Tanuudapm”

YKpaiHa

NAT
"Tannudapm”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu Il Tvny - 3MiHa BUPOGHMKA
BUXIAHOro/NPOMIXHOIO NPOAYKTY/peareHTy, Lo
BUKOPUCTOBYIOTLCH Y BUPOGHMYOMY npoueci AdI,
ab0o 3miHa BMpOoGHYKa (BKNOYaroun, e HeobxigHo,
MicLLe MpoBeAEeHHS KOHTPO/IO AKocTi) AdI (3a
BiiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepakeHoMy
[0CbE)(BBEAEHHS HOBOTO BUpOobHUKa Ad®I 3
HafaHHAM macTep-gaiina Ha A®l) - BBeEHHS
anbTepHaTUBHOro BMpo6HMKa AP (nipauetamy)

UA/9520/01/01

156.

NIPUAOKCUHY
rAPOX/TIOPUA

PO34MH NS iH'EKLA No
50 mr/mnno 1 mn B
amnynax Ne 10

NAT
"Nly6Hnchapm”

YKpaiHa

NAT
"Ny6Huchapm"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu 3asiBHUKA (BNacHUKa
peecTpadiiHoro noceigyeHHs) (3miHa agpecu
3aaBHMKa) (TepMiH BBEEHHS 3MiH NPOTArom 6 -Tn
MicsILiB nicns 3aTBepAKEHHS); 3MiHu | Tuny -
AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo afpecu Miculs NPOBaKEHHN AiSNbHOCTI
BMpPOGHUKa/iMnopTepa roToBOro JlikapCbKoro
3acoby, BKIKYaKuM AibHULL BUNYCKy cepii abo
MicLie NPoBefEHHS KOHTPOJTIO AKOCTI. (4IANbHICTb,
3a SKy BiAMNOBigaEe BUPOOHMK/iMIOpTep, BKIOYAOUM
BUMNYycCK cepiii) (3miHa agpecy BUpo6HUKa) (TepMiH
BBEEHHSA 3MiH NPOTAroM 6 -Tu micsuis nicns
3aTBEPKEHHS)

3a
peyenmo
M

UA/13549/01/01

157.

npPonocon

aeposonib no50ry
6as10Hi aepo30/1bHOMY
anomiHiesomy, no 1
6asoHy 3
posnunioBayem B
nauui 3 KApToHY

AT "Ctoma"

YKpaiHa

AT "Crtoma"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:
3Mminu |l TURy - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. BHeceHHs abo 3miHa(n) oo
3060B'A3aHb Ta YMOB BuAaui peecTpayiiHoro
nocBifYeHHs, BKoYatouy MnaH ynpasniHHA
pu3nKamMm (3acTocyBaHHs 3MiH(1), siki(a)

6e3
peuyenma

UA/1261/02/01
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Ne
n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

BUMaratoTb(€) NofanbLIoro 06rpyHTyBaHHA HOBUMU
[04ATKOBUM JaHUMW, L0 MaloTb HagasaTucs
KOMMNETEHTHUM OpraHoM, OCKI/IbK/ BUMaraeTbCcs
CyTTEBA OL|iHKA KOMMNETEHTHUM OpraHoMm) -
BriKoHaHHA 3060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY
1.13 nyHkty 1 gogatky 15 no Mopsaky npoBefeHHs
eKcnepTu3n peecTpauiiHux MaTepianis Ha
nikapcbki 3acobu, L0 NOAATLCA Ha AepxaBHy
peecTpadiio (MepepeecTpadii), a Takox
eKkcnepTusy MaTepianis NPo BHECEHHS 3MiH 40
peecTpauiiiHix MaTepiasiB npoTsarom faii
peecTpauiiHoro NocBifYEHHS, 3aTBEPAKEHOTO
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Hakazy MO3 Big 23.07.2015 Ne 460)

158.

npPonocon

aepo3onib no 50 ry
6a10Hi aep030/1IbHOMY
anomiHiesomy; no 1
6as10Hy 3
posnunioBayem B
nauuj 3 KapToHy

AT "Ctoma"

YKpaiHa

AT "Ctoma"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHu | TNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(n) oo
3060B'A3aHb Ta YMOB Buadi peectpauiiHoro
NOCBiAYEHHS, BKoYatouy MNnaH ynpasniHHsS
pv3vkamMm (3acTocyBaHHs 3MiH(M), ski(a)
BMMaratTb(€) NoJasbLIOro 06I'pyHTYBaHHA HOBUMMN
[04aTKOBUM AaHMK, Lo MaloTb HagaBaTucs
KOMMNETEHTHUM OpraHoM, OCKifIbK/ BUMaraeTbCs
CyTTEBA OL{iHKA KOMMNETEHTHUM OpraHoMm) -
BMKOHaHHSA 3060B'A3aHb BiANOBIAHO A0 NiANYHKTY
2.3 nyHKTY 2 gopatky 15 fo Mopsaky nposBefeHHs
eKcnepTn3n peecTpauiiHux MaTepianis Ha
nikapcbki 3ac06W, Lo NoAalTbCA Ha AepXaBHY
peecTpauito (nepepeecTtpawito), a Takox
€KCrnepTu3n matepianis MPo BHECEHHS 3MiH 40
peecTpauiiHnx Matepianis NpoTArom Aii
peeCTpaLinHOro NoCBiAYEHHS, 3aTBEPAKEHOTO
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegaxuii
Haka3zy MO3 Big 23.07.2015 Ne 460)

6e3
peyenma

UA/1261/02/01

159.

nPOMoCon-
340POB'S

cnpeit gns poToBoi
MOPOXHWHW MO0 25 Ty
6an0Hi; no 1 6an10Hy 3
HacafKoto-
posnunoBavem Ta
3aXMCHUM KOBMa4KoM
Y KOpO6Lji 3 KApPTOHY;
no 50 r y dpnakoHi; no
1 donakoHy 3
opasibHUM
po3nuoBaSIbHUM
NpUCTpoeEM Ta
3aXMCHUM KOBNA4yKoM

ToBapucTBO 3
06MexeHo
Bi4NOBiAA/IbHICTIO
"®GapmaLieBTnyHa
KOMNaHis
"3popos'a”

Ykpaina

ToBapucTso 3
obmexeHo
BignoBigasbHi
CTtO
"®apmaueBTn
YHa KOMMaHis
"3p0pos'a”

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiiHiX maTepianis:
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asiBHMKa (BNacHMKa
peecTpaLuiiHoro nocsig4eHHs) (3MiHa agpecu
3asABHVKa) (TepmiH BBeAEeHHA 3MiH NPOTArom 3-X
MicsiLiB nicns 3aTBepoKeHHs; 3MiHun | Tuny -
AOMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MicUs NPOBaPKEHHS AiSNbHOCTI
BMpO6HUKa/iMnopTepa roToBoro /likapcbkoro
3aco0y, BK/IKYaoun AifibHMLI BUMYCKY cepii abo
MicLLe NpoBeAEHHS KOHTPOJIIO AKOCTI. (BiANbHICTb,
3a SKy BiAnoBigae BUPOOHMK/IMIoOpTep, BKIOYAKUN
BWMYCK Cepiit) (3MiHa HanncaHHsA agpecu

6e3
peyenma

UA/8215/02/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
Y KOpo6L,j 3 KapTOHY BMPOGHUKa, 6€3 3MiHM MicLsa BUpo6HULTBA) (TepMiH
BBEEHHS 3MiHU NPOTAroM 3-X MicauiB nicns
3aTBEPMXEHHS); 3MiHM | Tuny: 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta (hapmakoHarnagy (iHwi
3MiHK) (3amiHa rpadivyHOro 306padkeHHs1 ynakoBKu
Ha TEKCT MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
ynakoBku) (TepMiH BBEEHHS 3MiHU NPOTArom 3
MiCALIB MiC/1A 3aTBEPLKEHHS)
160. MPOTE®PNA3IIA® cynoswuTopii, no 5 TOB "HBK YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/4220/02/01
cynosuTopiiB no 3ry "Exkocpapm” YKpPaiHCbKO- 3MiHU | TUNYy - 3MiHa y MeTogax BUNpobyBaHHSA peyenmo
6nicTepi, no 1, a6o 2, icnaHcbke rOTOBOrO /1iKapCbKOro 3acoby (Hes3HauHa 3miHa y M
abo 3 6nictepu y niANpMEMCTBO 3aTBEpXEHUX MeToAax BUNpobyBaHHS)
nauui 3 KapToHy y chopmi TOB
"Cnepko
YkpaiHa",
YkpaiHa; TOB
"®APMEKC
reyn-,
YKpaiHa
161. PEMABIP Tabnetky no 50 mr , AT "OnaitHcpapm” Narteis AT NaTtBis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/3777/01/01
Ne20 (10x2) "OnaiiHcpapm” 3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenma
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnYHOro
3aCTOCYBaHHA Ha MifcTaBi perynspHo
OHOB/OBAHOTO 3BITY 3 6e3MneKku NikapCbKoro
3acoby, abo focnigxeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B nicnspeecTpaviliHnii nepion,
a60 K pesynbTar OLiHKM 3BIiTY 3 JOCAIMKEHD,
npoBeAeHVX BiANoBigHO A0 MiaHy negiatpudHmnx
pocnipxeHs (PIP) (3MiHy y3roopkeHo 3
KOMMETEHTHVM YNOBHOB&XEHVM OpraHoM) (3MiHu
[0 iHCTpYKUiT y po3ainu: MokasaHHA. Cnoci6
3aCToCyBaHHSA Ta 1031 Y 3B'A3KY 3 NPUBELEHHSAM Y
BIANOBIAHICTb A0 KOPOTKOI XapaKTepucTUKM
nikapcbKoro 3acoby ( aHasoriuHi 3MiHW 6ynn
3aTBEP/KEHI Y KpaiHi BUpO6HMKa/3a0BHUKA)
162. PEMABIP kancysim no 100 mr Ne AT "OnaitHgpapm” Narteis AT NaTtgis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/3777/03/01
10 (10x1), Ne 30 "OnaiiHcpapm” 3MiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenma

(10x3) y 6nicTepax

Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TekcTi
MapKyBaHHs Ta iHCTPYKLiT 4151 MeAnyHoro
3acTocyBaHHs Ha MifcTasi perynspHo
OHOBJ1IOBAHOTO 3BITY 3 6€3Mekn NikapCbKoro
3acoby, abo focnigkeHb 3 6e3neku 3acTocyBaHHs
nikapcbkoro 3acoby B nicnapeecTpavjiiiHuii nepiog,
ab0 siK pe3y/bTar OLUiHKM 3BITY 3 AOCNIMKEHD,
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
npoBeAeHVX BiANoBigHO A0 MaHy negiatpudHmnx
pocnigmkeds (PIP) (3MiHy y3rofxeHo 3
KOMMETEHTHVM YNOBHOB&XEHNM OpraHoM) (3MiHU
[0 iHCTpYKUiT y po3ainu: MokasaHHA. Cnoci6
3aCTOCYBaHHA Ta [03U Y 3B’A3KY 3 NPUBEAEHHSAM Y
BIANOBIAHICTb 4,0 KOPOTKOI XapaKTepUCTUKM
nikapcbKoro 3aco6y ( aHasoriuHi 3MiHM 6ynn
3aTBEPKEHI Y KpaiHi BUpO6HMKa/3a0BHUKA)
163. PECMUNKC® TabneTku, BKpUTI OpraHocuiH Navid IHAaia EBepTomKeH IHAjs BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 6e3 UA/15549/01/01
NNiBKOBOIO CaeHcu3 MB.T. 174, Naiidp 3MiHU | TUNYy - 3MiHa y MeTogax BUNpobyBaHHSA peuyenma
o060s10HKo0, Nno 10 CaeHcua roTOBOrO /likapcbkoro 3acoby 3a T. "KinbkicHe
TabneTtok y 6nictepi, Nimiteq BM3HAYEHHS" 3MiHW YMOB XpoMaTtorpadyyBaHHs,
no 1 a6o 2, a6o 4 NPUroTyBaHHS PO3YMHIB NOPIBHAHHS; CYNyTHSA
6nictepy y nauui 3MiHa: 3MiHM 40 MeTo/iB BUNPoGyBaHHA 3a T.
"OfHOPIHICTb 4030BaHUX OAUHULL"; 3MiHK | TURy -
3MiHa y MeTodax BUNpobyBaHHS roToBOro
nikapcbkoro 3acoby 3a T. "CynpoBifHi AOMiLLKN"
3MiHM YMOB XpomaTtorpadyBaHHs, NpUroTyBaHHs
PO34MHIB MOPIBHSAHHS; 3a T. "PO3YMHEHHA" 3MiHK
YMOB xpomMartorpadyBaHHsi, NPUroTyBaHHs PO34MHIB
NOPIBHSIHHSA
164. PECIMUNKC® TabneTku, BKpUTI OpraHocuH Navich IHais EBepTomkeH IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/15550/01/01
nAiBKOBOO CaeHcu3 MB.T. /T4, Naind 3MiHM | TURy - 3MiHa Y MeToAax BUNpo6yBaHHS
o060n0Hkoto, in bulk Ne CaeHcu3 roTOBOrO Jlikapcbkoro 3acoby 3a T. "KinbkicHe
10000 y nakeTax Ans Nimiten BM3HAYEHHS" 3MiHM YMOB XpomartorpadyBaHHs,
BWIOTOB/IEHHS FOTOBUX NPUroTyBaHHS PO3UMHIB NOPIBHAHHS; CYMyTHS
nikapcbknx 3acobis 3MiHa: 3MiHM 40 MeToziB BUNpoGyBaHHSA 3a T.
"O[HOPIAHICTL O30BAHUX OAMHULB"; 3MiHW | TURY -
3MiHa y MeTogax BUnpobyBaHHA roTOBOr0
nikapcbKoro 3acoby 3a T. "CynpoBifHi AOMiLK/"
3MiHU YMOB XpomaTorpadyyBaHHs, NpUroTyBaHHs
PO3YMHIB NOPIBHAHHS; 3a T. "PO3YMHEHHS" 3MiHN
YMOB XpomatorpadyyBaHHs, MPUroTyBaHHA PO34uHIB
NOPIBHAHHSA
165. PO3AKOM Kpansi O4Hi, pO34nH No TOB "Apaveg" Monbwa BignoBiganbHn | Monbwa/ Mpeuis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/14401/01/01
5 mn y chnakoHi i3 11 3a BUNyCK 3MiHY | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI peyernmo
KpanenbHuueto; no 1 cepii: Ta thapmakoHarnsgy. BeegeHHs abo 3miHu o M
h/1aKOHY Y KapTOHHIA Mab'AHiLbKNiA y3araJibHeHNX AaHux Npo cucTemy
Kopo6Li dhapmaneBTny chapmakoHarnsgy (BefieHHs y3arasibHEHUX AaHnX
HWiA 3aBOf, npo cuctemy thapmakoHarnsgy, amiHa
Monbha A.T., YNOBHOBaXXEHOT 0CO6MU, BignoBiganbHoI 3a
MonbLya; 3AiicHeHHA hapMakoHarnsgy; KOHTaKTHOT ocobu 3
BMPOGHMLITBO chapmakoHarnsgy 3asBHUKa AN 34iCHEHHS
"in bulk", hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHA
nepBuHHE i Bi/l yNOBHOBaXeHOI 0CO6WU, BiAMNOBIfaIbHOI 3a
BTOPUHHE 3pificHeHHs chapmakoHarnsgy (Bkioyarun

NnakyBaHHA:

KOHTaKTHi flaHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-




181

Ne
n/n

Ha3sBsa nikapcbko20
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Popma sunycky
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3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk
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PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

Padapm AT,
Ipeuis

(haiina cuctemu chapmakoHarnsgy) - 3aTBepaKeHo:
AH KapaceBuny. 3anpornoHoBaHooO: ArHexka
CraHkeBWY. 3MiHa KOHTaKTHUX AaHuX

166.

PO3TOPONLLI
nnoau

nnoam no 50 r abo no
100r,a60200ry
nayvkax 3 BHYTPILIHIM
nakeTom

MPAT
"®ITOPAPM"

YKpaiHa

MPAT
"OITOPAPM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHuKa
peecTpauiiiHoro nocBig4eHHs1) (3MiHa
HalilMeHyBaHHs Ta agpecu 3asBHuka) (TepMiH
BBE/IeHHS 3MiH NpoTArom 1-ro poky nicns
3aTBEepMKEHHSR); 3MiHM | TUNy - AAMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NpOoBapKEHHS AISNbHOCTI BUPO6HMKa/imnopTepa
roTOBOro NMikapCbkKoro 3acoby, BKIYaUM AiNbHALI
BMNYCKy cepii abo MicLe NPOBeAEHHS KOHTPOSTHO
AKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOPTEp, BK/IOYaOUM BUMYCK Cepild)
(3MiHa HallmeHyBaHHA Ta agpecu BUpobHuka N3,
6e3 3MiHN MicLA BUpOGHMLTBA (3MiHa chopMu
B/1ACHOCTI NiANPUEMCTBA Ta NepeiiMeHyBaHHS M.
ApTemiBCbK B M. BaxmyT), 3 BignoBigHUMYN 3MiHaMK
y MapKyBaHHi ynakoBku) (TepMiH BBeAEHHS 3MiH
NpOTAroM 1-ro poky nicns 3aTBEPMKEHHS)

6e3
peuyenma

UA/3912/01/01

167.

POTOKAH

eKCTpaKT pigkvin no 55
Mn abo 110 mny
thnakoHi; no 1
h/1akoHyY B nauLii

MNAT
"Nly6Hncpapm”

Ykpaina

NAT
"Nly6Hnchapm"

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
BUMPAaBEHHS TEXHIYHMX MOMUIIOK y MeTofax
KOHTPOJIIO AKOCTi Y TEKCTi MapKyBaHHA BTOPUHHOI
yNakoBKM Ha Nikapcbkuii 3aci6

6e3
peyenma

UA/4607/01/01

168.

CANIUUNOBOI
KUCNOTW PO3UNH
CMNUPTOBUIA

po3uunH ans
30BHILUHLOIO
3aCTOCyBaHHS,
cnupToBuid 1 % no
40 mn 'y donakoHax

MPAT
"®ITOPAPM"

YKpaiHa

MPAT
"OITOPAPM"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu 3asiBHUKA (BNacHUKa
peecTpauiiHoro NocBifYEHHS) - 3MiHa
HaliMeHyBaHHSA 3asBHUKA Ta agpecu. BBeaeHHsA
3MiH MPOTAroM 1-ro poky nicns 3aTBepmKeHHS.
3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu MicLA NPOBaKEHHS
LisiNbHOCTI BUPO6HMKa/iMnopTepa rotToBoro
nikapcbKoro 3acoby, BKIHYAKUN [iNTbHULL BUNYCKY
cepii abo MicLie NpoBefeHHSA KOHTPOIHO AKOCTI.
(AisnbHICTb, 3a Ky BiAMOBIgaE BUPOGHMK/iMIopTep,
BK/IO4A0UM BUMYCK Cepiid) - 3MiHa HaliMeHyBaHHs
Ta agpecu BMpPo6HUkKa, 6e3 3MiHu Micus
BMPO6GHULTBA (3MiHA hOopMK BNACHOCTI
nignpremcTea Ta neperiMeHyBaHHs M. ApTeMIBCbK
B M. BaxmyT). BBEA€HHA 3MiH NPOTArom 1-ro poky
nicnsa 3aTBepKEHHS.

6e3
peyenma

UA/8494/01/01

169.

CANMUunoBoO-
LUMHKOBA MNACTA

nacta no 25 r y tybax;
no 25 ry Ty6i B nayui
3 KapTOHY

TOB
"TepHochapm"

YKpaiHa

TOB
"TepHodhapm"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbkuii
3aci6. Cuctema KoHTelHep/3akynopoBasibHU

6e3
peuyenma

UA/8495/01/01




182

Ne
n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo
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3aci6. 3MiHa y NepBUHHIli yNnakoBLji roTOBOro
nikapcbKoro 3acoby (Tvn KoHTelHepa abo
[oaBaHHA HOBOrO KOHTeHepa) - BunyyeHHs
NepBUHHOT YNakoBKU, LLIO He MPU3BOANTbL [0
MOBHOIO BW/TYYEHHS NiKapCbKOro 3acoby 3 NeBHO
cunoto gii abo y neBHili Nnikapcbkin opmi
(BunyuyeHHs nepBUHHOI ynakosku 13, a came no
25 r y 6aHKax 3 BiANoBigHMMN 3MiHamy Y po3aini
«YnakoBka» Ta creumdikau,ii/ MeTogax KOHTPOsIo
AKOCTI, N. «Maca BMiCTy KOHTeliHepa») CynyTHs
3MiHa - 3MiHM 3 siKkoCTi. FOTOBWIA Nikapcbkuii 3aci6.
KoHTposb roToBoro siikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AONyCTUMUX MEX
roTOBOrO liKapCbKOro 3acoby (iHLi 3MiHW). - 3MiHK 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. KoHTponb
roToOBOrO JlikapcbKoro 3acoby. 3miHa y MeTofax
BMNPOGYBaHHA roTOBOrO /IiKapCbKOro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPMKEHNX METOAAX
BUNPOBYBaHHSA)

170.

CIPHAHA MA3b
MPOCTA

Ma3b 33 %, no40ry
Ty6ax

MPAT
"OITOPAPM"

Ykpaina

MPAT
"OITOPAPM"

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiiHix maTepianis:
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asBHKKa (BNacHMKa
peecTpauiiHoro NocBig4yeHHs1) (3MiHa
HalilMeHyBaHHs Ta agpecu 3asiBHUKa) (TepMiH
BBE/IeHHS 3MiH NPOTArom 1-ro poky nicns
3aTBEPMKEHHS); 3MiHM | TNy - AAMiHICTpaTMBHI
3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaKEHHS AiSNIbHOCTI BUPOBGHUMKa/imnopTepa
rOTOBOrO /1iKapCbKOro 3acoby, BKAYaUn AiNbHUL
BMNYCKy cepii abo MicLe NPoBeAEHHS KOHTPO/TIO
AKOCTI. (AiSNbHICTb, 3a Ky BiANoBigae
BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK CEpiif)
(3miHa HalimMeHyBaHHA Ta agpecy BUpoGHMKa, 6e3
3MiHM MicLA BUPOBHMLTBA.(3MiHA (OOPMU BIACHOCTI
nignpvemcTBa Ta nepemeHyBaHHA M. APTEMIBCbK
B M. BaxmyT) (TepmiH BBeieHHSI 3MiH NpoTArom 1-
ro PoKy nicns 3aTBepKEeHHS)

6e3
peyenma

UA/8061/01/01

171.

CKUNNAAPHA
MA3b

Masb no 30 ry Ty6ax

MPAT
"OITOPAPM"

Ykpaina

MPAT
"OITOPAPM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
3MiHU | TUNy - 3MiHa Yy MeToAax BUNPoGyBaHHSA
roTOBOrO NikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHUX MeToAax BUNPoByBaHHS); CynyTHS
3MiHa: 3MiHa NnapameTpiB cneyndikaui Ta/abo
[LOMyCTUMMX MEX roTOBOTO NiKapcbkoro 3acoby
(iHLWi 3MiHK)

6e3
peyenma

UA/8177/01/01

UA/8606/01/01

172.

CKUNNOAPHA
MA3b

Masb no 25 r y Tybax;
no 25 ry Ty6i B nayui
3 KapTOHY

TOB
"TepHochapm"

YKpaiHa

TOB
"TepHodhapm"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbkuii
3aci6. Cuctema KoHTelHep/3aKynopoBasibHU

6e3
peyenma
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3aci6. 3MiHa y NepBUHHIli yNnakoBLji roTOBOro
nikapcbKoro 3acoby (Tvn KoHTelHepa abo
[oaBaHHA HOBOrO KOHTeHepa) - BunyyeHHs
NepBUHHOT YNakoBKU, LLIO He MPU3BOANTbL [0
MOBHOIO BW/TYYEHHS NiKapCbKOro 3acoby 3 NeBHO
cunoto gii abo y neBHili Nnikapcbkin opmi
(BunyuyeHHs nepBUHHOI ynakosku 13, a came no
20 r y 6aHKax 3 BiANoBigHMMN 3MiHamy Y po3aini
«YnakoBka» Ta creumdikau,ii/ MeTogax KOHTPOsIo
AKOCTI, N. «Maca BMiCTy KOHTeliHepa») CynyTHs
3MiHa - 3MiHM 3 siKkoCTi. FOTOBWIA Nikapcbkuii 3aci6.
KoHTposb roToBoro siikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AONyCTUMUX MEX
rOTOBOrO /iKapCbkoro 3acoby (iHLi 3MiHW) - 3MiHK 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. KoHTponb
roToOBOrO JlikapcbKoro 3acoby. 3miHa y MeTofax
BMNPOGYBaHHA roTOBOrO /IiKapCbKOro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPMKEHNX METOAAX
BUNPOBYBaHHSA)

173.

CMEKTA®
ANENbCUH-BAHI/b

NOPOLLIOK AN
opasibHOT cycneHsii no
3r; no 3,76 r NnopoLuKy
y nakeTtuky, no 10 a6o
30 nakeTumkiB y
KopooLi

INCEH ®APMA

®paHuisa

BEO®YP
INCEH
IHOYCTPI

PpaHuin

BHECEHHS 3MiH [0 peecTpavuiiiHix maTepianis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI
Ta (hapmakoHarnagy. BeegeHHst abo 3MiHu A0
y3arasibHeHVX AaHnx Npo cuctemy
chapmakoHarnsgy (BefileHHs y3araslbHEHUX AaHnX
npo cucTemy dhapmakoHarnsgy, 3amiHa
YNOBHOBaXEHOT 0CO6MU, BignoBiganbHOI 3a
3[jiicHEeHHsT hapMakoHarIsay; KOHTaKTHOI 0cobu 3
dhapmakoHarnsgy 3asBHUKa gnsa 34ilCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0CO6WU, BiAMOBIfa/IbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXEHOI 0co6u
3asBHVKa, BigNOBiAaNbHOI 3a hapmakoHarnsag, Ha
LeHTPa/IbHOMY piBHi. 3MiHa Micus 34iiCHEHHS
OCHOBHOI AisiNibHOCTI 3 hapmakoHarnsagy. 3MmiHa
agpecu mactep-doaiina. YTOUHEHHS A0 yHKuii
KOHTaKTHOI 0cO6U B YKpaiHi: 3aTBepaKeHo:
yNnoBHOBaXeHa ocoba B YKpaiHi, BiAnoBigasibHa 3a
thapmakoHarnag. 3anponoHOBaHO: KOHTaKTHa
ocoba B YKpaiHi ynoBHOBaXeHOI 0C06M 3asBHMKA
[ANA 3aiACHEHHS1 hapMakoHarasay

6e3
peyenma

UA/7660/01/01

174.

CMEKTA® BAHI/Tb

NOPOLLOK AN1A

Op&aUTbHOT CycneHsii no
3r1; no 3,76 r nopoLuKy
y nakeTuky, no 10 a6o

INCEH ®APMA

®paHuisa

BEO®YP
INCEH
IHOYCTPI

PpaHuin

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
3MiHK | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI
Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0
y3arasibHeHVX AaHux Npo cuctemy

6e3
peyenma

UA/10103/01/01
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30 nakeTukiB y
Kopoo6Li

chapmakoHarnsgy (BefileHHs y3arasibHEHNX AaHnX
npo cuctemy papmakoHarnsgy, amiHa
YMOBHOB&XeHOT 0cobw, BignoBiganbHoOT 3a
3[jiiCHEHHsT hapMakoHarsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHuUKa aisi 3ailiCHeHHS
thapmakoHarnagy B YKpaiHi, SKLL0 BOHA BigMiHHA
BiJ, yNOBHOB&XXEHOI 0C06M, BignoBiganbHOI 3a
3ailicHeHHA thapMakoHarnsgy (BKIyaoum
KOHTaKTHI AaHi) Ta/abo 3MiH1 Yy pO3MiLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHuX YNOBHOBaXKEHOT 0cobu
3asBHVKa, BiANOBiAaNbHOI 3a hapmakoHarnsg, Ha
LLEHTPa/IbHOMY piBHi. 3MiHa Micus 34iiCHEHHS
OCHOBHOI Aisi/IbHOCTI 3 thapmakoHarnsgy. 3miHa
agpecy mactep-goaiina. YTOUHEHHS A0 yHKL,ii
KOHTaKTHOT 0CO6M B YKpaiHi: 3aTBepKeHo:
yrnoBHOBaXKeHa ocoba B YkpaiHi, BiAnosigasibHa 3a
dhapmakoHarnsg. 3anponoHOBaHO: KOHTaKTHa
ocoba B YkpaiHi yNnoBHOBaXeHOI 0CO6M 3asiBHMKA
[N 3fiiCHEHHs dhapmakoHarnsay

175.

CNA3MA/TTOH®

Tabnetkv Ne 10
(10x1), Ne 20 (10x2),
Ne 20 (20x1), Ne 50
(10x5) y 6nictepax y
KopooLi

BankaHdapwva-
AynHnua AT

Bonrapis

BankaHdapma
-AynHnua AT,
Bonrapisi;
AT
"PapmaueBTn
yHa i XimiyHa
IHayCTpis,
3ppasne”,
Cepbis

Bonrapis/
Cepbis

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/etpeKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3araslbHeHUX JaHnx npo cucTemy
chapmakoHarnsgy (BefieHHs y3arasibHeHNX AaHnx
npo cuctemy papmakoHarnsgy, amiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHoOT 3a
3[jificCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsay 3asBHvKa 415 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa BigMiHHA
BiJ, yNOBHOB&XEHOI 0C06M, BignoBiganbHOI 3a
3fiicHeHHs thapmakoHarnsagy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) (3miHa
YNOBHOBaXXEHOT 0CO6U BigNoOBigaIbHOI 3a
thapmMakoHarnsg, Ta KOHTaKTHUX AaHux. 3MiHa
KOHTaKTHOT 0CO6M BiANoOBifa1bHOI 3a
hapmakoHarnsg Ta KOHTakTHUX gaHux. 3MiHa
HOMepy, MicLe3HaxomkeHHs MacTtep-caiiny
cucteMu hapmakoHarnsgy Ta BNnpoBaKeHHs
OCHOBHOI Aii/TIbHOCTI 3 hapmakoHarnagy); 3minm |
TMny - AGMiHICTPaTVBHI 3MiHK. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicLs NPOBaKEHHS
AISNbHOCTI BUPOOHUKa/iMnopTepa roToBoro
nikapcbKoro 3acoby, BKIHOYAKUN [iNTbHUL BUNYCKY
cepii abo MicLe NpoBefeHHSA KOHTPOJIH0 AKOCTI.
(aisnbHICTb, 3a AKy BigNoBigae BUPOOHUK/iMIopTep,

6e3
peyenma

UA/7059/01/01
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BK/IO4Al0UM BUMYCK Cepiid) (NpuBeAeHHsS
HaliMeHyBaHHS Ta agpecyn MicLsA NPOBaKEHHS
[ISNbHOCTI BUPOOHUKIB rOTOBOTO J1iKaPCbKOro
3acoby y BignoBigHICTb A0 MaTepianis
peecTpaujiitHoro gocbe, 6e3 3MiHN MicLA
BMPOGHMLTBA) (TepMiH BBEAEHHS 3MiH NPOTArom 6-
TU MicAUIB Nicnsa 3aTBEPMKEHHS); 3MiHu | Tuny -
3MiHu Wwoao 6esnekn/ethekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn) (3amiHa rpaduivyHoro
306paKeHHS YNaKoBKWN Ha TEKCT MapKyBaHHS
NepBMHHOT Ta BTOPMHHOI YNakoBKN BUPOGHMKa
BankaHndapma-AynHuusa AT, Bonrapis Ta
npuBeAeHHS TEKCTY MapKyBaHHS y BifAnoBiAHICTb A0
KOpropaTuBHUX CTaHAapTiB BUPO6HYKa) (TepMmiH
BBE/EHHS 3MiH NPOTAroM 6-T1 MicAUIB micns
3aTBEPKEHHS)

176.

cnunePT .
MYPALUNHN

pO34nH oNns
30BHILUHLOTO
3aCTOCyBaHHS,
cnupToBwia, no 50 mn
y doniaKkoHax CKISHUX
a60 nonimepHNX

MPAT
"OITOPAPM"

Ykpaina

MPAT
"OITOPAPM"

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis:
3MmiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asiBHMKa (BNacHuKa
peecTpauiiHoro nNocBig4eHHs1) (3MiHa
HalilMeHyBaHHs Ta agpecu 3asBHUKa) (TepMiH
BBE/IeHHS 3MiH NPOTArom 1-ro poky nicns
3aTBEPMKEHHS); 3MiHM | TUNy - AOMIHICTpaTWBHI
3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus
NpPoBaKEHHS AiSNIbHOCTI BUPOBGHUKa/imnopTepa
rOTOBOrO /1iKapCbKOro 3acoby, BKAYaUn AiNbHUL
BMNYCKY cepii abo MicLe NPOBeAEHHS KOHTPOTHO
AKOCTI. (AiSNbHICTb, 3a Ky BiANoBigae
BMPOGHMK/IMNOPTEP, BK/IOYAOUM BUMYCK CEpiif)
(3miHa HaliMeHyBaHHA Ta agpecy BUpoGHMKa, 6e3
3MiHM MicLSA BUPOBHMLTBA.(3MiHA (DOPMU B/IACHOCTI
nignpvemcTBa Ta nepenmeHyBaHHA M. APTEMIBCbK
B M. BaxmyT) (TepmiH BBeeHHSI 3MiH NpoTsArom 1-
ro PoKy nicns 3aTBepKEeHHS)

6e3
peyenma

UA/7968/01/01

177.

cnupTon

po3uunH ans
30BHILUHLOIO
3acTocyBaHHsA 96 %
no 100 mny
hnakoHax

MPAT
"OITOPAPM"

Ykpaina

MPAT
"OITOPAPM"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiiHiX maTepianis:
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asiBHMKa (BNacHMKa
peecTpauiiHoro nNocBig4eHHs) (3MiHa
HalilMeHyBaHHs Ta afpecu 3asiBHUKa) (TepMiH
BBE/IeHHS 3MiH NPOTArom 1-ro poky nicns
3aTBEPMKEHHS); 3MiHM | TNy - AAMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus
NPoBaKEHHS AiSNIbHOCTI BUPOBGHUKa/imnopTepa
rOTOBOrO /1iKapCbkOro 3acoby, BKAYaoUn AiNbHUL
BUMYCKY cepii abo MicLie NPoBeAEHHSA KOHTPOJIIO
AKOCTI. (AiSNbHICTb, 3a Ky BiANOBiAae
BMPOGHMK/iIMNOpTEp, BKKOYAUM BUMYCK Cepilf)

3a
peyernmo
M

UA/12877/01/01
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Ne
n/n

Ha3sBsa nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

(3miHa HaliMeHyBaHHA Ta agpecy BUpoGHMKa, 6e3
3MiHW Micus BUPOBHULTBA.(3MiHA hopMY BIACHOCTI
nignpvemcTBa Ta nepeiMeHyBaHHA M. ApTEMIBCbK
B M. BaxmyT) (TepMmiH BBeZleHHA 3MiH npoTsArom 1-
ro pokKy nicns 3aTBepKeHHs)

178.

CTPENTOLMA

niHiMeHT 5% no 30 ry
Ty6i; no 1 Ty6i y nayui
3 KapTOHY

NAT
"ly6HUhapm"

YKpaiHa

NAT
"ly6HUhbapm"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asBHVKa (BnacHuKa
peecTpauiiHoro noceig4eHHs) (3MiHa agpecu
3asBHVKa) (TepMiH BBeEeHHS 3MiH NPOTArom 6-1u
MiCALIB MiCNA 3aTBEPKEHHS); 3MiHM | TUny -
AJMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu Micusa NPOBamXeHHs AisNIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro
3acoby, BKIHOYauM AibHULL BUNYCKy cepii abo
MicLLe NpOBeAEHHS KOHTPOJIIO AKOCTI. (BiSNIbHICTb,
3a AKy BiAnosiAae BUPO6HMK/iMNOPTEp, BKIOYAYM
BWMYCK Cepiii) (3MiHa agpecu BUpPOGHMKa, 6e3 3MiHM
MicLii BAPOOHULITBA (NepeiiMeHyBaHHs BY/1.
MeTtposcbkoro Ha Byn. bapeiHkoBa) (TepMiH
BBE/EHHS 3MiH NPOTAroM 6-T1 MicAUIB micns
3aTBEPKEHHS)

6e3
peyenma

UA/4611/01/01

179.

CTPENTOLA,

Ma3sb 10% no 25ry
6aHkax CKNsiHWX; No
25y T1y6i; no 1 Ty6iy
nauj 3 KapToHy

MNAT
"Nly6Hncpapm”

Ykpaina

NAT
"Nly6Hnchapm"

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asBHMKa (BNacHMKa
peecTpaLuiiHoro nocsig4eHHs) (3MiHa agpecu
3asBHVKa) (TepMiH BBeAEeHHA 3MiH NPOTArom 6-1u
MicaLiB nicna 3aTBepapKeHHs); 3MiHu | Tuny -
AOMiIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecyu MicUs NPOBaPKEHHS AiSNIbHOCTI
BMpO6HUKa/iMnopTepa roToBoro /likapcbkoro
3aco0y, BK/IKYaloun AifibHML BUMYCKy cepii abo
MicLLe NpoBeAEHHS KOHTPOJIIO AKOCTI. (BiANbHICTb,
3a SKy BiAnoBigae BUPOOHMK/IMIOpTep, BKIOYAKUN
BWMYCK Cepiit) (3MiHa agpecy BUpPOGHMKa, 6e3 3MiHN
MicLs BUPOOHMLUTBA (NepeiiMeHyBaHHSA BYII.
MeTpoBcbkoro Ha By/. BapsiHkoBa) (TepmiH
BBE/EHHS 3MiH NPOTArom 6-T1 MicAUIB micns
3aTBEPKEHHS)

6e3
peyenma

UA/4611/02/01

180.

CTPENTOUMNAOBA
MA3b 10%

Ma3b 10 % no25ry
Ty6ax; no 25 ry Ty6i B
nauui 3 KapToHy

TOB
"TepHochbapm”

YkpaiHa

TOB
"TepHodhapm"

Ykpaina

BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis:
3MiHun | TMNy - 3MiHK 3 AKOCTI. FOTOBUIA NiKapCbKni
3aci6. Cuctema KoHTeliHep/3aKkynoproBabHuWi
3aci6. 3mMiHa y NepBUHHIlA ynakoBLji roTOBOro
NiKapcbKoro 3acoby (Tun KoHTeliHepa abo
[oAaBaHHSA HOBOrO KOHTeHepa) - BunyyeHHs
NepBUHHOT YNakoBKU, LLLO He NPU3BOANTbL [0
MOBHOrO BUYYEHHS NikapcbKoro 3acoby 3 NEBHO

6e3
peyenma

UA/1090/02/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
cunoto aii abo y neBHili nikapcbkiii opmi
(BvnyveHHs1 NepBMHHOI ynakosku 13, a came no
25 r y 6aHKax 3 BiAMoOBigHMMN 3MiHaMK Y po3aini
«YnakoBka» Ta crneundikavii/ MeTogax KOHTPOsI0
AKOCTI, N. «Maca BMICTY KOHTeliHepa») CynyTHs
3MiHa - 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbknii 3aci6.
KOHTpOs1b roTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneyudikauii Ta/abo AoNyCTUMUX MEX
roTOBOrO JliKapCbKOro 3acoby (iHLWi 3MiHW). - 3MiHK 3
sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /1iKapCbKOro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHSA roTOBOrO /iKapCbKoro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPMAXEHNX METOAAX
BUNPOBYBaHHSA)
181. CTPOHAEKC cnpeii ans poToBoi TOB HaykoBo- YkpaiHa TOB HaykoBo- YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/15759/01/01
NOPOXHUHN BMpOo6HUYa hipma BMpO6GHMYa BUNPAaB/IEHHS TEXHIYHOT NOMUIKK Y po3aini peyenmo
[o3oBaHwuii, 12,5 "MIKPOXIM" dipma "Oco6nMBOCTI 3aCTOCYBaHHA" IHCTPYKLiT 4115 M
mr/go3a no 10 mn (64 "MIKPOXIM" MeAMYHOro 3acTocyBaHHA"
no3un) abo no 5 mn (32
[,031) y dhakoHi
nonimepHomy abo 3i
CBIT/103aXVCHOTO CKNa,
no 1 conakoHy y nauuii
3 KAPTOHY
182. CYNbLUE® NOPOLLOK A/19 PO3UNHY Mepgokemi NT/, Kinp Megokemi Kinp BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/11158/01/01
onsid'ekuimno 1 r/lr NTA (3aBog, 3MiHK | TURy - 3MiHN Woao 6e3nekn/eddeKTUBHOCTI peyenmo
y thnakoHax Ne 1, Ne C) Ta (hapmakoHarnsgy. BeegeHHs abo 3miHv oo M
10, Ne 50, Ne 100 y3arasibHeHuX AaHux Npo cuctemy
thapmakoHarnsagy (BeAeHHs y3arasibHeHWUX AaHnx
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6MU, BigNoBiganbHOI 3a
3[iliCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
dhapmakoHarnsgy 3asaBHUKa g1a 34ilCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3pificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHi filaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
thaiina cuctemun chapmakoHarnsgy) - 3aTBepaKeHo:
Kapacbos MuTpo Bonoanmmposuy.
3anponoHoBaHo: Menex /llogMmuna OnekcaHapisHa
183. TAMIONHO® NOPOLLOK A5 ®. XodpchpmaHH-/151 LLiBeliyapis BMPOBGHULITBO HimeuuunHa/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/3189/01/02
OpaUTbHOT cycneHsii, 6 Pow NTa,. Hepo3dacoBa LLiBeiiuapis 3MiHY | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI peyernmo
mr/mMnano 13 r HOI npoayKu,i: Ta thapmakoHarnsgy. BeegeHHs abo 3miHu o M
MOPOLLKY B NAALL; NO PotTeHgopd y3ara/lbHeHUxX JaHux npo cucTemy
1 nnAwui pasom 3 dapma 'M6X, chapmakoHarnsgy (BefileHHs y3arasibHEHNX AaHnx
nnacTUKoBUM HimeuumnHa,; npo cuctemy thapmakoHarnsgy, smiHa
ajantepom, nepBuHHE Ta YMOBHOBaXEHOI 0CO6MU, BignoBiganbHoI 3a
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
NaacTUKoBUM BTOPWHHE 3AiicHeHHA hapMakoHarnsagy; KOHTaKTHOT ocobu 3
[03aTopoM Ans nakyBaHHs, chapmakoHarnsgy 3asaBHUKa a1 34iCHEHHS
opasibHOro BMNPOGYBaHHSA thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
3aCTOCYBaHHS, KOHTpO/t0 Bif] yNOBHOBaXeHOi 0cobu, BiANOBifa/IbHOT 3a
NAacTUKOBMM MipHUM SAKOCTI: 3pjiicHeHHs chapmakoHarnsgy (Bkioyarun
CTakaH4/KoM y ®.XothdpmaHH- KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHI MacTep-
KapTOHHI KopooLli NaPow Ntp, tpaiina cuctemu chapmakoHarnsgy) - Aivoua
LBeliuapis; pepakuis: Dr. Peter De Veene / [ip. MNeTep e Bixe.
BMNPOGYBaHHSA MponoHoBaHa pepgakuis: Dr. Birgitt Gellert / Ap.
KOHTPO/O BipxXiTT l'ennept. 3MiHa KOHTaKTHUX AaHUX
AKOCTI, BUMYCK yNOBHOBaXeHOT 0cobum
cepii:
. XodhdpmaHH-
Na Pouw JlTa,
LLIBeliLapis
184. TAHAKAH® PO34unH opasibHUiA, 40 INCEH ®APMA PpaHuis BO®YP PpaHuis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/9843/01/01
mr/mn no 30 mny INMCEH 3MiHK | TUny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peyenmo
dhnakoHi; no 1 IHAYCTPI Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o M
dhnakoHy y KOMNAeKTi y3arasibHeHUX JaHnX Npo cucTemy
3 [103aTOPOM Y thapmakoHarnsgy (BeAeHHs y3arasibHeHNX AaHnx
KapTOHHI Kopo6Li npo cuctemy chapmakoHarnsgy, smiHa
YNOBHOB&XEHOT 0C06M, BigNoBiganLHOI 3a
3[iiCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
thapmakoHarnagy 3asBHuKa Ans 34iiCHEHHSA
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl yNOBHOBaXeEHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI macTep-
tpaiina cuctemu thapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI 0CO6U
3asBHMKa, BIANOBIAA/ILHOT 32 hapmakoHarnsag, Ha
LeHTPa/IbHOMY PiBHi. 3MiHa Micus 34iACHEHHSA
OCHOBHOI Aisi/IbHOCTI 3 chapmakoHarnsgy. 3miHa
aapecu mactep-goaiina. YTOUHEHHS A0 yHKLii
KOHTaKTHOT 0CO6U B YKpaiHi: 3aTBEpAKEHO:
yrNoBHOBaXKeHa ocoba B YkpaiHi, BignoBigaibHa 3a
thapmakoHarnsg. 3anponoHOBaHO: KOHTaKTHa
ocoba B YKpaiHi yOBHOBaXXEHOT 0COOM 3asiBHUKA
0151 30iCHEHHSA dhapmakoHarnsay
185. TEPA®/IO NAP nboasHukn Ne 16 Hosapric Leiiapis Hosapric IcnaHis/ IHgjis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/7506/02/01
(8x2) y 6nictepax KoHcblomep Xenc dapmacbloTuK 3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edeKTNBHOCTI peyenma
CA a CA, IcnaHisi; Ta (hapmakoHarnsgy. BeegeHHs abo 3miHv oo
Kemsenn y3arasibHeHUX JaHnX Npo cucTemy

Biochapma BT
Nimiteg, IHAja

thapmakoHarnsagy (BeAeHHs y3arasibHeHWX AaHnx
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBigaNbHOI 3a
3fiicCHEHHS dpapMakoHarns4y; KOHTaKTHOT 0cobu 3
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
dhapmakoHarnsgy 3asaBHUKa AN 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA
BiJl yNOBHOBaX€EHOI 0CO6WU, BiAMNOBIAa/IbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - Aivoua
peAakuis: YNoBHOBaXeHa ocoba 3asBHuKa : [liaHa
Yp6aHoBuy. KoHTakTHa ocoba 3 hapmakoHarnsgy B
YkpaiHi PeweTeBcbkuii Hasapin OnekcaHgpoBuy.
MponoHoBaHa Pepakuis: YnosBHoBaxeHa ocoba
3aaBHuKa: [lp.CtiBeH Xob66umkep. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXXEHOi 0cobu.
KoHTakTHa ocoba 3 thapmakoHarnagy B YkpaiHi
NanunHcbka IHHa IropiBHa. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0CO6M 3asBHMKa
186. TETPALUUKNIHY TabneTku, BKPUTI MAT "BitamiHn" YkpaiHa MAT Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/0965/01/01
rigPpoxnorPump 060/10HKO10, Mo 100 "BiTamiHn" 3MiHun | TUNYy - 3MiHK Wopao 6e3nekn/etheKTMBHOCTI peyenmo
Mr, no 10 TabneTok y Ta thapmakoHarnsagy (iHwi 3miHW) (3MiHa TekcTy M
6nictepi; no 1 a6o no MapKyBaHHSA NEPBUHHOT YNakoBKM 3 YKPaiHCbKOT
2 6nictepn y navui 3 MOBM Ha MapKyBaHHS1 YKPaIHCLKOI Ta POCICHKO0
KapToHy; no 10 moBamm)
TabneTok y bnictepax
187. TUArALUMN NOPOLLOK A/19 PO3UNHY Mdpaiizep CWA BMPOGHMLITBO ITanisa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/12347/01/01
Ons iHdysili no 50 mr Eiiu.Ci.Mi. NpPOAYKUiT in 3MiHY | TUNY - AGMIHICTPATUBHI 3MiHWU. BunyyeHHs peyenmo
y donakoHax, 10 KopnopeiiwH bulk, BUPOBHNYOT AiNbHULI (BKNHOYAOUN AiNbHULI ANS M
(h/1aKOHIB 3 MOPOLLKOM nepsBuHHe A®I, npomiXXHOro NpPoAyKTy abo rotoBoro
y nauuj nakyBaHHs, NiKapcbKoro 3acoby, AiNbHULI 4118 NPOBEAEHHS
KOHTPO/b nakyBaHHs1, BAPOGHMKa, BiNOBIAaIbHOMO 3a BUMYCK
SAKOCTI: cepiii, Mmicue NPoBeAEHHST KOHTPOIO cepii) abo

MaTeoH ITanis
C.n.A., ltanis;
BMPOGHMLITBO
NpPOAYKUiT in
bulk,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b
AKOCTI Ta
BUNYCK cepil:
Baet Nlepepne
C.pJ1., Itanis;
JocnipkeHHs
CTEepW/IbHOCTI:
FOpodiHC -
Baiionab
C.p.n., Itanis

nocTtayasibHvKa BUXiAHOro MaTepiasty, peareHTy
ab0 AONOMDKHOT PEUYOBMHU (SIKLLLO 3a3HAYEHO Y
A0Cbe) (BUNyYeHHS BUpOOHMKa BaeT
dapmaceyTukasnc, Benuka bputaHis,
BINOBIA@/IbHOrO 3a BTOPMHHE NaKyBaHHA Ta
BWMYCK Cepii roToBoro npoaykty) (TepmiH BBeAEHHSN
3MiH NPOTArom 3-X MICALIB NiCNA 3aTBEPLXKEHHS);
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AinbHUL (BKIHOYAKUN AinbHUL ANS
A®I, npomiXHOro NpPoAyKTy abo roToBoro
NiKapcbKoro 3acoby, AiNbHULL 415 NPOBEAEHHS
nakyBaHHs, BUPOGHWKa, BiAMNOBiAa/IbHOTO 3a BUMYCK
cepiid, Mmicue NpoBefEeHHS KOHTPOSO cepil) abo
noctayasibHvKa BUXiAHOro MaTepiasly, peareHTy
ab0 AONOMIXHOI PeYOBUHM (SKLO 3a3HAYEHO Y
[ocbke) (BUyyYeHHs BUpo6bHuka Mdpaiisep Ipnexg,
dapmaceyTukanc, lpnaHgis, BignosigaibLHOroO 3a
KOHTPO/Ib SKOCTi rOTOBOro NpoaykTty) (TepMiH
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1

BBEJEHHS 3MiH NPOTAroM 3-x MicsiLiB nicns
3aTBEPMKEHHS); 3MiHM | TUNY - AAMIHICTPaTUBHI
3MiHW. BrnyyeHHst BUPO6HMYOI AinbHAL
(Bkovatoum ginbHuLi ans A®l, NnpoMixHoOro
npoaykTy abo rotToBOro NikapcbLKoro 3acooy,
AiNbHULI ANS NPOBeAEHHS NakKyBaHHS, BUPOOHUKa,
BiANOBIAa/IbHOrO 3a BUNYCK Cepiit, MicLe
NpoBefeHHsA KOHTPO/IIO cepii) abo noctadvasibHuKa
BMXiQHOrO Matepiany, peareHTy abo AONOMiXHOT
PEYOBMHM (AKLLO 3a3HAYEHO Y A0CLE) (BUTYYEHHS
BUpo6HUMKa BatTepBopT JSlabopaTtopi3 /1T4.,
CnonyyeHe KoponiBcTBO, BifnoBiAabHOIO 3a
npoBeAeHHA NapodasoBoro aHaslizy BMICTY KUCHIO
AN roToBOro npoaykty) (TepmiH BBEAEHHS 3MiH
NpPOTAroM 3-x MICALIB MiC/IA 3aTBEPMAXKEHHS); 3MiHM
| TMny - AgMiHICTpaTUBHI 3MiHWU. BunyyeHHs
BMPOGHWYOI AinbHUL (BKIHOYAKOUN [iNbHUL ANS
A®I, npomiXHOro NpoAyKTy abo rotoBoro
nNiKapcbKoro 3acoby, AiNbHUL AN NPOBEAEHHS
nakyBaHHs, BUPOBHWMKa, BiANOBIfaIbHOTO 3a BUMYCK
cepiid, Mmicue NpoBefEeHHS KOHTPOSIO cepil) abo
noctavasibH1Ka BUXiLHOTO MaTepiasny, peareHTy
a60 [ONOMIXHOI PEeYOBUHM (SKLLO 3a3HAYEHO Y
[ocbe) (BUTyYEHHS BUPOOHNMKA IHTEPHELLHN
Na6opaTtopi Cepgices Jitg (IN1C), CnonyyeHe
KoponisBcTBO, BifNOBiAaIbHOMO 3a AOC/iKEHHS
CTEpPUNILHOCTI A1 TOTOBOro NpoAykTy) (TepMiH
BBEJEHHS 3MiH NPOTAroM 3-x MicsiLiB nicns
3aTBEPMKEHHS); 3MiHM | TUMy - 3MiHK 3 AKOCTI.
[oTOBWMIA Nikapcbkuii 3aci6. 3MiHWM y BUPOOHULTBI.
3MiHM y npoLeci BUPO6HMLTBA rOTOBOIO
nikapcbKoro 3acoby, BKIHOYAKUN NPOMKHUIA
MPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHWULTBI
rOTOBOrO JlikapCbKOro 3acoby (He3HayHa 3miHa y
npoveci BUpobHULITBA) (3MiHa Temnepatypu Ta
TPMBa/IOCTi YTPMMaHHA 4518 cTenaxy niodinizatopa
3 -45°C ( 5°C) MiHimyM 4 roguH A0 -45°C MiHiMyM
3 roaviH 15 XBUAUH AN BiJOOPaXKEHHS KPUTUYHOT
CTaii 3aMOpOXyBaHHS NepLLoro etany npouecy
niodpinizavii) (TepmiH BBeeHHA 3MiH NPOTAroM 3-X
MicsLiB NicnsA 3aTBepAKEHHSR); 3MiHM | Tuny - 3MiHn
3 AKocCTi. FoTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOOHULTBI. 3MiHK Y npoLeci BUpo6bHMLTBa
roTOBOro MikapCbKOro 3acoby, BKIYaUN
MPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NP
BUPOBHMLTBI rOTOBOrO NikapCbkoro 3acoby (iHLwi
3MiHM) (PO3LLUMPEHHS 3arasibHoro Yacy
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YTPUMYBaHHS nepej novyaTkom Luky niodinisauii 3
39 roguH [0 46 rofiviH Ta PO3LLMPEHHS Yacy
YTPUMaHHA 4719 PNaKOHIB, 3aNOBHEHNX NPOAYKTOM
in bulk 3 16 roavH o 20 roauH (415 BUPOGHMKA
Baet Nlegepne C.p.J1., ITania) (TepMiH BBeAEHHSA
3MiH NPOTAroM 3-X MICALB NiCNs 3aTBEPMAKEHHS);
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUpOOHULTBI. 3amiHa abo BBefEHHS
[0[aTKOBOI Ai/TbHUL BUPOGHMLTBA A1 YACTUHM
a60 BCbOro BMPOGHUYOro MpoLiecy roToBoro
nikapcbkoro 3acoby (iHwWi 3MiHM) (3a3Ha4YeHHs
3apeecTpoBaHoi AinbHuLi KOpodiHe -balionab
C.p.n., Itanisa sBignosiganbHOI 3a AOCNIHKEHHS
CTEPWLHOCTI Y MeTofax KOHTPOO SKOCTI
nikapcbkoro 3acoby) (TepmiH BBEAEHHSA 3MiH
npoTsarom 3-x MicsiLiB nicns 3aTBepXeHHs)

188.

TOH3UMPET®

Kpanni opasibHi no 30
M, 50 Mny donakoHax
Ne 1

BioHopuka CE

HimeyunHa

BioHopuka CE

HimeyunHa

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI
Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0
y3ara/ibHeHVUX AaHnx Npo cuctemy
chapmakoHarnsgy (BefleHHs y3araslbHEHUX AaHnX
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOBAXXEHOT 0CO6MU, BignoBiganbHOI 3a
3[jiicHEeHHs1 hapMakoHarIsay; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asaBHUKa g1 34ilCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHA
BiJl yNOBHOBaXeHOI 0CO6WU, BiAMOBIfa/IbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3aTBepaXKeHo:
3eneHcbka Mlapuca BacunisHa. 3anponoHOBaHO:
[ynapexko Banepiii Bopncosuy. 3MiHa KOHTaKTHMX
[aHVX KOHTaKTHOI 0CO6U B YKpaiHi yNnoBHOBaXXeHO|
0cobu 3asiBHUKA [/151 3AiACHEHHA hapMakoHarnsay

6e3
peyenma

UA/1838/02/01

189.

TPUHE®POH-
340POB'S

Kpanni opasibHi no 50
M Tano 100 mny
hnakoHi Ne 1

ToBapucTBO 3
06MexeHo
Bi4NOBiAA/IbHICTIO
"®GapmaLieBTnyHa
KOMNaHis
"3popos'a”

Ykpaina

ToBapucTso 3
obmexeHo
BignoBigasbHi
CTtO
"®apmaueBTn
YHa KOMMaHis
"3p0pos'a”

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiiHiX maTepianis:
3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta chapmakoHarnsigy. 3mMiHu y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TekcTi
MapKyBaHHA Ta iHCTPYKUiT 415 MeAnYHOro
3acToCyBaHHA reHepu4HNx/ribpugHmx/6ionoaibHnx
NiKapcbKnx 3acobiB Nic/1si BHECEHHS TiEl camoi
3MiHM Ha pechepeHTHWI1 NpenapaT (3MiHa He
notpebye HafaHHS XOLHUX HOBUX AOLATKOBUX
[aHunX) - 3MiHW A0 IHCTPYKLi 415 MeauyHOro
3acTocyBaHHA y po3ainu: "®apMKooriyHi
BnactmsocTi", "Moka3aHHA", "MpoTunokasaHHA",
"B3aemogis 3 iHWMMK SlikapcbkuMm 3acobamu Ta

3a
peyernmo
M

UA/11689/01/01
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iHWi BUAW B3aemogiit", "OcobnmnBocCTi
3acTocyBaHHA", "3acTocyBaHHS Y nepiog, BariTHOCTI
abo rogyBaHHs rpyaato”, "Cnocib 3actocyBaHHSA Ta
no3n", "Mo6iuHI peakuii” y 38’'A3Ky i3 NpyBEAEHHAM
y BigNoBigHICTb A0 iHchopmaLii pedhepeHTHOro
npenapaty (KAHE®POH® H, kpanni opasibHi).
BBeneHHs 3MiH NpoTarom 3-x micauis nicns
3aTBEPKEHHSA. 3MiHKM | TNy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnagy (iHwi
3MiHK) -
npusefeHHs iHhopMalLii LWoAo 3aCTOCyBaHHA Ta
nokasaHHA A/19 3aCTOCyBaHHA Y TEKCTi MapKyBaHHS
BTOPWHHOI YNakKoBKM Y BifNOBIAHICTb 4O OHOBNEHOI
IHCTPYKLUIiT 419 MeAMYHOrO 3aCTOCYBaHHS.
BBefeHHs1 3MiH NpoTArom 3-x MicsAuiB micns
3aTBEPAKEHHS.
190. YPOJIECAH® €KCTpakKT rycTui MAT "Tannuchapm” YkpaiHa MAT Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: - UA/10363/01/01
EKCTPAKT rYCTUI (cybcTaHuis) B 60ukax "Tannudapm” 3MiHM | TUNy - 3MiHa po3Mmipy cepii (Bk/IYatum
noniMepHux ans AianasoHn) A®l abo NPOMiIXKHOTrO NPOAYKTY, AKNIA
BMPOGHMLUTBA 3aCTOCOBYETLCA Y NpovLeci BUpobHuutea Ad| -
HEeCTEpPUIbHUX 3MiHa MEeX NMPaKTUYHOro PO3Mipy cepii /likapcbkoro
NiKapcbknx popm 3acoby: 3anponoHoBaHo: Big 17,0 go 45,0 kr
191. YPOMITEKCAH® 400 | po3uvH Ans iH'exuin, BakcTep HimeuunHa BakcTep Himeuunna BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/1405/01/01
Mr 100 mr/mn no 4 mn OHkonomxi TM6X OHKoNnoaXi 3MiHK | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI peyenmo
(400 wr) B amnyni; no 6X Ta (hapmakoHarnagy. BeegeHHst abo 3MiHu A0 M
5 amnyn y KOHTYpHii y3arasibHeHUX AaHux Npo cuctemy
YapyHKOBI yNakoBL; chapmakoHarnsgy (BefileHHs y3arasibHEHNX AaHnx
no 3 KOHTYpPHi npo cuctemy papmakoHarnsgy, amiHa
YapyHKOBI YNakoBKu Yy yMNOBHOBaXeHOT 0cobw, BignoBiganbHOT 3a
KapTOHHI Kopo6Lyi 3[jiicHEeHHSs1 hapMakoHarIs4y; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asBHUKa AN 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0CO6WU, BiAMNOBIfa/IbHOI 3a
3piicHeHHs chapmakoHarnsgy (Bkiyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3aTBepaXKeHo:
3MiHa KOHTaKTHOI 0cobu B YkpaiHi — Munosuaosa
AHHa |BaHiBHa, 3MiHa KOHTaKTHUX AaHUX.
3anponoHoBaHo: 3MiHa KOHTaKTHOI 0co6u B YKpaiHi
— Bpacnascbka Hagisi IBaHiBHa, 3MiHA KOHTaKTHUX
AaHnx
192. DPAMOTUNANH- TabneTku, BKpUTI MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/8956/01/01
AAPHULA 06010HKO0, N0 20 Mr "®GapmaLieBThyHa "papmavuesTu 3MiHM | TUMy - 3MiHa y MeToax BunpobysaHHsA Ad| peyenmo
no 10 TabneTtok y ipma "JapHuus” YHa thipma ab60 BUXIQHOTO MaTepiasy/npoMixXHOro M
KOHTYPHIli YapyHKOBIi "fapHuus” NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y

ynakosLi, no 2
KOHTYPHi YapyHKOBI

npoueci BupobHuuTea AP (iHWi 3MiHK Yy MeTodax
BMNPOGYBaHHs (BK/AOYAKUM 3aMiHy abo
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yNakoBKM B NauLi [0NoBHEHHS) AP| abo BMXiAHOrO/NPOMIXHOro
NpoAyKTy); CynyTHA 3MiHa: 3MiHa y napameTpax
cneuudikayin Ta/abo fonycTMMnX MeX,
BM3HaYeHNX y crneundikauisx Ha A®l, abo
BVXiQHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BUKOPVCTOBYIOTBLCSA Y NpoLeci BUpobHuuTa Ad|
(iHWi 3miHW) - NpuBefeHHsA crneundikavii BXigHOro
KOHTPO/II0 Ha cybCcTaHLito Ao Matepianis dipmu
BMPOGHMKA Ta BignoBigHOI MoHorpadii EP.
BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB 3 gatun
nignucaHHsa Hakasy MO3
193. ®APMATEKC KpeMm BariHanbHuin 1,2 NabopaTopis ®paHuisa IHHOTepa LLysi ®paHLis BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 6e3 UA/1340/04/01
% no 72ry Ty6iy IHHOTEK 3MiHu 1l TUny - 3MiHK Wopao 6e3nekn/eeKTUBHOCTI peuyenma
KOMM/IEKTI 3 IHTEPHACBWOH Ta chapmakoHarnsagy. 3mMiHu y KopoTkili
ansnikaTopom- ANb XapaKkTepucTu1Li NikapCcbKoro 3acoby, TEeKCTi
nosatopom, no 1 Ty6i MapKyBaHHS Ta IHCTPYKLii AN1a MeAn4HOoro
Y KapPTOHHIli KopoobLi 3aCTOCYBaHHS y 3B'A3KY i3 HOBYMM JaHUMW 3 SKOCTI,
LOKNIHIYHUMMA, KNIHIYHUMW JaHUMK Ta JaHUMK 3
chapmakoHarnsgy -
3MiHM A0 iHCTPYKLii y po3ain "lMNoka3aHHs",
"®apmakonoriyHi BnactmocTi”, "MpoTunokasaHHs",
"B3aemogis 3 iHWMMKM NiKapcbkumn 3acobamm Ta
iHWi BUAW B3aemogiin", "Ocob6nmnBoCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta go3n",
"Mo6iyHi peakuii”
194. ®PEHINED®PUH nopoLLOoK (CybecTaHLis) MAT "dapmak” YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: - UA/13995/01/01
y nakeTax noABiliHNX 3MiHM | Tuny - 3MiHK B Npoueci BupobHuytea AdI -
nonieTNeHoBUxX ans BBE[EHHS aNlbTePHATMBHOTO BUAY CYLLIKM
BMPOGHMLITBA cy6cTaHuii nig BakyymoM; 3MiHM | Tuny - 3miHa
HecTepusIbHUX po3mipy cepii (Bkntoyaroun fianasonun) A®| abo
nikapcbkunx hopm NPOMIXHOIO NPOAYKTY, SIKMIA 3aCTOCOBYETLCA Y
npoteci Bupo6Huutea APl (36inbweHHsa go 10
pasiB NOPIBHAHO i3 3aTBEPAKEHUM PO3MIPOM) -
BBe/leHHs1 J0AATKOBOro po3mipy cepii:
3anpornoHosaHo: 0,6 Kr Ta goaarkoso 1,9-2,0 kr
195. ®ITOCENT PO34MH AN POTOBOT MPAT Ykpaina MPAT Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/11306/01/01
NopoXHWHK no 100 mn "®ITOPAPM" "OITOPAPM" 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmo
y thrakoHax, y naykax HaliMeHyBaHHA Ta/abo agpecu 3asiBHUKA (BNacHUKa M

peecTpavuiiiHoro nocBig4eHHs1) (3MiHa
HaliMeHyBaHHs Ta agpecu 3asaBHWKa) (TepMiH
BBE/IeHHS 3MiH NPOTArom 1-ro poky nicns
3aTBepMKEHHSR); 3MiHM | TUNy - AAMIHICTpaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHA Ta/abo agpecy Micus
NPOBaKEHHS Aisi/IbHOCTI BUPOGHMKa/imnopTepa
rOTOBOrO JliKapCbKOro 3acoby, BKYakoum AiNbHULI
BUNYCKy cepii abo MicLe NPoBeAEeHHS KOHTPOSTIO
SIKOCTI. (AisIbHICTb, 3a Ky BiAMOBIAaE
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BMPOGHMK/IMNOPTEp, BK/IOUaOUM BUMYCK Cepiid)
(3miHa HalilmeHyBaHHSA Ta agpecy BUpo6HuKa N3,
6e3 3MiHN MicLA BUpOGHMLTBA (3MiHa chopmMu
B/1ACHOCTI NiANPUEMCTBA Ta NepeiiMeHyBaHHSA M.
ApTemiBCbK B M. BaxmyT), 3 BiANOBiAHUMYN 3MiHAMUN
y MapKyBaHHi ynakoBku) (TepMiH BBeAEHHS 3MiH
NpOTArom 1-ro poky nicns 3aTBepmKeHHs)
196. ®NIEKAIHIZ, Tabnetkn no 50 mr CaHpos CnoseHis BMPOBHULITBO HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/15559/01/01
CAHAO3® Ne30 (10x3), Ne60 dapmacbloTikans "in bulk", 3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. BunyueHHs peyenmo
(10x6), Ne120 (10x12) o.4. nakyBaHHs, BUPOBHUYOT AiNbHULI (BKIHOYAOUN AiNbHULI ANS M
y 6nictepax KOHTPO/b Ta AdI, NpomiXHOro NpoaykTy abo rotoBoro
BMNYCK Cepiii: NiKapCcbKoro 3acoby, AiNbHUL 418 NPOBeAeHHS
Cantotac nakyBaHHs1, BUPOGHMKa, BiNOBIAa1IbHOMO 3a BUMYCK
dapma M'vb6X cepiii, MmicLe NPoBeAEHHST KOHTPOIO cepii) abo
noctavasibH1Ka BUXILHOTO MaTepiasty, peareHTy
ab0 AONOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y
[0cbe) (BUNyYeHHN BUPOOHYKa, BiANOBIA&IbHOIO 3a
nakyBaHHsi, Castotac ®apma Mm6X,
Jizenbwtpacce 5, 70839 epsiHreH, HimeyunHa)
197. ®NIEKAIHIZ, Tabnetkn no 100 mr CaHpos CnoseHis BMPOBHULITBO HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/15559/01/02
CAHAO3® Ne30 (10x3), Ne60 dapmachbioTikan3 "in bulk”, 3MiHY | TUNY - AGMIHICTPATUBHI 3MiHW. BunyyeHHs peyenmo
(10x6), Ne120 (10x12) o.4. nakyBaHHs, BUPOBHNYOT AiNbHULI (BKNHOYAOUN AiNbHULI ANS M
y 6nictepax KOHTPO/b Ta Adl, NpoOMiDXHOro NPoAyKTy abo roToBoro
BMNYCK Cepiii: NiKapcbKoro 3acoby, AiNbHULI 4118 NPOBEAEHHS
Cantotac nakyBaHHsl, BAPOGHMKa, BiNOBIAaIbHOMO 3a BUMYCK
dapma M'm6X cepiii, MmicLe NpoBefEeHHsI KOHTPOSIO cepii) abo
noctavasibH1Ka BUXILHOTO MaTepiasty, peareHTy
ab0 AONOMDKHOT PEUYOBMHU (SIKLLLO 3a3HAYEHO Y
[ocbe) (BUNyYEHHS BUPOOHYKa, BiANOBIA&IBHOIO 3a
nakyBaHHsi, Castotac ®apma Mm6X,
[Jizenbwtpacce 5, 70839 epniHreH, HimeyunHa)
198. ®JIEKCBYMIH 200 PO34MH NS iHdysii BAKCTEP Al ABCTpIst BakcTep ABCTpIst BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a 896/12-
F/n | FLEXBUMIN 200 | no 10 r (50 mn), no 20 Xerickea 3MiHK | TNy - 3MiHK Woao 6e3nekn/edekTMBHOCTI peyernmo 300200000
GIL ANlbBYMIH r (100 mn)y Kopnope#LuH, Ta thapmakoHarnsgy. BeegeHHs abo 3miHu o M
N0 AVHN nonieTuIeHoBMX CWA gns y3araJibHeHUX gaHux npo cucTemy
Miwkax Ne 24 Ta Ne 12 Bakcrep Al thapmakoHarnagy (BefieHHs y3arasibHeHNX AaHnx

npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BignoBiganbHoi 3a
3[jificCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
thapmakoHarnaay 3asBHuUKa aisi 34iliCHeHHS
hapmakoHarnsigy B YKpaiHi, KLU0 BOHA BigMiHHA
Bi/l yNOBHOBaXeHOI 0CO6WU, BiANOBIAabHOI 3a
3ailicHeHHs thapmakoHarnsgy (BKioyaoum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
tpaiina cuctemu chapmakoHarnsgy) - Airoua
pefakuis: ynoBHOBaXeHa ocoba 3
hapmakoHarnsgy: OpxaH Moptumep (Orjan
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Mortimer); koHTakTHa ocoba 3 thapmakoHarnagy
3as1BHUKA A19 34iiCHEHHA thapMakoHarnsay B
YkpaiHi: bniHos Bitaniii. [MponoHoBaHa pegakuis:
ynoBHoBaXeHa ocoba 3 dhapmakoHarnaay Moxaw
Xenmep (Johan Hellmer); koHTakTHa ocoba 3
thapmakoHarnagy 3asBHuKa AN 34iiCHEHHSA
thapmakoHarnagy B Ykpaini: YepHsiea OneHa
AHatoniiBHa. 3MiHa KOHTaKTHUX AaHnX
YnoBHOBaXeHOi 0CO6M 3asiBHUKA Ta KOHTaKTHOT
0co6u. 3MiHa HoMepa Ta MiCLIe3HaXOKeHHS
macTep-gaiina

199.

®DOPJIAKC

NMOPOLLIOK A5
NpUroTyBaHHs
po34nHy AN
nepopasibHoro
3acTtocyBaHHA o 10 r
(10,167 r) y nakeTukax
Ne 10, Ne 20

INCEH ®APMA

®paHuisa

Bodpyp InceH
IHoyCTPI

®paHLis

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHK | TNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnx npo cuctemy
chapmakoHarnsgy (BefieHHs y3arasibHeHNX AaHnX
npo cuctemy papmakoHarnsgy, amiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHoOT 3a
3[jificCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsay 3asBHvKa 415 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa BigMiHHA
BiJ, yNOBHOB&XEHOI 0C06M, BignoBiganbHOI 3a
3fiicHeHHs thapmakoHarnsagy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHuX YNOBHOBaXXEHOI 0cobu
3asBHKa, BiANoOBiganbHOI 3a hapmakoHarnsag, Ha
LLEHTPa/IbHOMY piBHi. 3MiHa Micus 34iiCHEHHS
OCHOBHOI Aifi/IbHOCTI 3 chapmakoHarnsgy. 3miHa
agpecy mactep-goaiina. YTOUHEHHS A0 yHKL,ii
KOHTaKTHOT 0CO6M B YKpaiHi: 3aTBepKeHo:
yrnoBHOBaXKeHa ocoba B YkpaiHi, BignosigasibHa 3a
dhapmakoHarnsg. 3anponoHOBaHO: KOHTaKTHa
ocoba B YKpaiHi yNoBHOBaXEHOT 0CO6M 3asiBHUKA
[ANA 34iiCHEHHS hapMakoHarisay

6e3
peyenma

UA/6852/01/01

200.

DOPTPAHC®

NOpPOLLIOK AN15
OpasIbHOro PO34NHY MO
73,69 r nopoLuky y
nakeTuky; no 4
nakeTnKn y KapTOHHIi
Kopoo6Li

INCEH ®APMA

PpaHuis

Boduyp Incen
IHoyCTPI

PpaHuis

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHK | TRy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3ara/ibHeHMX AaHnx npo cuctemy
hapmakoHarnagy (BefleHHs y3arasibHeHUX faHuX
npo cuctemy papmakoHarnsgy, amiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOT 3a
3[ifiCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsay 3asBHvKa 415 34iCHEeHHS
hapmakoHarnsgy B YKpaiHi, KO0 BOHA BigMiHHA
BiJ, yNOBHOBaXEHOI 0C06M, BigNoBigaNbHOI 3a
3fiicHeHHs chapmakoHarnsgy (BkaYarym

3a
peyenmo
M

UA/6620/01/01
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ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsioYeHHs1

KOHTaKTHi faHi) Ta/abo 3MiHW y PO3MILLLeHHI macTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHWUX AaHNX YNOBHOBaXKEHOI 0CO6U
3asBHMKa, BigNoBiganbHOI 3a hapMakoHarnsag, Ha
LieHTpasIbHOMY piBHi. 3MiHa MicLs 34iCHEHHS
OCHOBHOI Aisi/IbHOCTI 3 chapmakoHarnsgy. 3miHa
aapecu mactep-goaiina. YTOUHEHHS A0 yHKLii
KOHTaKTHOT 0CO6U B YKpaiHi: 3aTBEpAKEHO:
yrNoBHOBaXeHa ocoba B YkpaiHi, BignosigasibHa 3a
dhapmakoHarnsg. 3anponoHOBaHO: KOHTaKTHa
ocoba B YKpaiHi yNOBHOBaXXEHOT 0COOMN 3asBHUKA
0151 30iCHEHHSA dhapmakoHarnsay

201.

DOYKOPLUMH

PO34MH HawKipHUii no
25 mn 'y chnakoHax

MPAT
"®ITOPAPM"

YKpaiHa

MPAT
"OITOPAPM"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHuKa
peecTpavuiiiHoro nocBig4eHHs1) (3MiHa
HalilMeHyBaHHs Ta afpecu 3asBHuka) (TepMiH
BBE/IeHHS 3MiH NpoTArom 1-ro poky nicns
3aTBEepMKEHHSR); 3MiHM | TUNy - AAMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NpOoBapKEHHS AISNbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO NMikapCbKoro 3acoby, BKIYaUN AiNbHAL
BMNYCKy cepii abo MicLe NPoBeAEHHS KOHTPOSTHO
AKOCTI. (BiSNbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOPTEpP, BK/IOUAOUM BUMYCK Cepild)
(3MiHa HallmeHyBaHHs Ta agpecy BUpobHuKa, 6e3
3MiHM Micust BUpO6HULTBA.(3MiHa hopMY B/IACHOCTI
nignpremcTea Ta nepeiMeHyBaHHs M. ApTeMiBCbK
B M. BaxmyT) (TepmiH BBEEHHS 3MiH NpoTArom 1-
ro POKy nic/isi 3aTBepKEHHS)

6e3
peuyenma

UA/0182/01/01

202.

XEJ/IMEKC®
AHTUKONA

Tabnetku in bulk: no
5000 Tabnetok y
noagiiHomy
nonieTneHoBoOMy
nakeTi B KOHTelHepi

Mosi Xenc rmeXx

Leiiapis

CaBa Xesnckea
Nra, IHais;
Knesa CA,

Ipeuis;
Bannec
PapmacbioTika
nc ner. 14.,
IHais

IHais/
Ipeuis/
IHAjsA

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKni
3aci6. KOHTpOoNb roToBOro NikapcbKoro 3acoby.
3MiHa napamMeTpiB cneuudikauii Ta/abo
[ONYCTUMMX MEX FOTOBOTO NiKapCbKoro 3acoby
(BMNYYEHHSI HE3HAYHOTO NOKa3HVKa (Hanpuknag,
3aCTapifioro NokasHWKa, Takoro sk 3anax Ta cMak,
abo igeHTudikauis 6apBHUKIB U CMaKOBUX
[o6aBoKk)) -

BUAYYeHHS 3i cneyudikauii MN3 n. "laeHTndikadis "
meTunnapabeH, nponinnapabeH, "KinbkicHe
BU3HaueHHA" MeTunnapabeH, nponinnapabeH.
3MiHu |l TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. Onuc Ta cknag,. 3miHa y cknagi (40NoMiKHUX
pevoBMHaXx) roTOBOro Jlikapcbkoro 3acoby (iHLwi
[LOMOMDKHI peqoBUHN) - AKICHI 260 KiSIbKICHI 3MiHN
LLI0A0 OJHIET ab0 AEKiIbKOX AONOMiIXKHUX PEHOBUH,

UA/9664/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
AKi MOXYTb 3HAYHO BM/IMHYTW Ha 6e3neky, AKiCTb
ab0 ehekTVBHICTb FOTOBOIO NiKapCbKOro 3acoby -
BW/TyYEHHS] KOHCEPBAHTIB i3 CKNagy AOMOMIKHMX
PEYOBUH, SIK HACNIAOK 3MiHM KiNbKICHOTO ckiagy
[0NOMDKHOT PEUOBMHM LLe/H0N1031
MIKPOKpUCTani4yHOI AN 36epexeHHs 3arasibHol
Macu TabneTku
203. XENMNEKC® Tabnetku no 4 Mogi Xenc Mm6X LLIseliyapis CaBa Xenckea IHgis/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/9824/01/01
AHTUKONA, TabneTtkn y bnictepi; NTa, IHais; Ipeuis/ 3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbknii peyenma
no 1 6nictepy B Knesa CA, IHAis 3aci6. KOHTPO/1b rOTOBOrO NiKapcbKoro 3acooy.
KapTOHHIN nayw; Mpeuist; 3MiHa napameTpiB cneungikaLiii Ta/abo
Tabnetkv no 4 Bannec J0NyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby
Tabnetku y 6nictepi; dapmacbloTika (BUNYyYEHHA HE3HAYHOrO NoKasHWkKa (Hanpuknag
no 1 6nictepy B nc net. /ira., 3aCTapinioro NokasHykKa, Takoro sk 3anax Ta cMax,
KapTOHHI naJui; no IHais abo igeHTudikaLis 6apBHMKIB UM CMaKOBUX
20 nayoK y rpynosiii no6asok)) -
KapTOHHI ynakoBLi; BUyYeHHs 3i cneyudikauii M13 n. "lgeHTudikayis "
no 10 TabneTtok y mMeTunnapabeH, nponinnapabeH, "KinbkicHe
6nictepi; no 1 BM3HAYeHHA" meTunnapabeH, nponinnapabeH.
6nicTepy B KApPTOHHIl 3MiHn Il TMNY - 3MiHK 3 AKOCTI. FOTOBUIA NiKAPCLKMIA
nauui; no 10 TabneTok 3aci6. Onuc Ta cknag,. 3miHa y cknagi (4onoMiKHUX
y 6nictepi; no 1 peyoBUHaXx) roToBOro NiKapcbkoro 3acoby (iHLi
6nicTepy B KaPTOHHIi O0MOMDKHI peHOBUHW) - FAKiCHI @60 KiNbKICHI 3MiHM
nayyi; no 10 nayok y LLIOA0 OJHIET @60 AEKi/TbKOX AOMOMIXKHMX PEHOBUH,
rPynoBiii KAPTOHHIN SAKi MOXYTb 3HAYHO BM/IMHYTW Ha 6e3neky, SKiCTb
ynakoBLj ab0 eheKTVBHICTb FOTOBOIO NiKAPCbKOro 3acoby -
BW/TyYEHHS] KOHCEPBAHTIB i3 CKNagy AOMOMIKHMX
PEYOBUH, SIK HACNIAOK 3MiHM KiNbKICHOTO ckiagy
[OMNOMDKHOT PEYOBWHY LLenon103u
MIKpOKpUCTani4yHoi AN 36epexeHHs 3arasibHol
Macu TabneTku
204. XENMEKC® Tabnetku in bulk: no Mogi Xenc Mrm6X LLIseliapis CaBa Xesnckea IHais/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: - UA/9722/01/01
AHTUKONA DX 5000 TabneTok y Nta, IHais; peuis/ 3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbkuii
noagiiHomy Knesa CA, IHais 3aci6. KOHTPO/1b FOTOBOrO NiKapcbKoro 3acooy.
nonieTuneHoBoOMy Mpeuist; 3MiHa napameTpiB cneungikauiii Ta/abo
nakeTi B KOHTelHepi Bannec [0NyCTUMUX MEX FOTOBOTO /liKapCbKOro 3acoby
dapmacbloTika (BMNYYEHHSI HE3HAYHOTO NOKa3HKKa (Hanpuknag,
nc Net. 14., 3acTapisioro NokasHuka, Takoro sik 3anax Ta cMak,
IHAjA abo igeHTudbikaLis 6apBHMKIB UM CMaKOBUX

[o6asok)) (3miHa y cneuudpikauii - BUNyYeHHs 3i
cneundikauii M3 n. "lgeHTndikauis "
mMeTunnapabeH, nponinnapabeH, "KinbkicHe
BMU3HAYeHHS" meTunnapabeH, nponinnapabeH);
3MmiHu |l TUny - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKumii
3aci6. Onuc Ta cknag,. 3miHa y cknagi (4onoMiKHUX
peyoBUHaXxX) roToBOro NiKapcbkoro 3acoby (iHLi
L,0MOMIDKHI peqyoBrHN) - AKICHI 260 KisIbKiCHI 3MiHK
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
LLIOA0 OAHIET ab0 AeKiNbKOX AONOMIXHUX PEYOBUH,
AKI MOXYTb 3HAYHO BM/IMHYTU Ha 6e3neky, AKiCTb
a60 edeKTUBHICTb FOTOBOrO MiKapCbKOro 3acoby
(BUNyYeHHA KOHCEPBaHTIB (MeTuNapabeHy Ta
nponinnapab6ery) i3 cknagy AONOMIKHUX PEYOBUH,
SIK HAC/iJOK 3MiHW KiNIbKICHOTO CKnagy AOMOMiKHOI
PEYOBUHM Lie/H01031 MiKPOKPUCTANIYHOT ANs
36epeXxeHHs 3arasibHOi Macu TabieTkn)
205. XENMNEKC® Tabnetku no 4 Mosi Xenc M'méeX LBeiuapis | Casa Xenckea IHpia/ BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 6e3 UA/9825/01/01
AHTUKONA DX Tabnetku y 6nictepi; Nta, IHais; Ipeuis/ 3MiHu | TUNY - 3MiHK 3 SiKOCTi. FOTOBWMIA Nikapcbkuii peuyenma
no 1 6nictepy B Knesa CA, IHgis 3aci6. KOHTPO/1b FOTOBOrO NiKapCbKOro 3acoby.
KapTOHHIN nauui; pewis; 3MiHa napameTpiB cneundikauii Ta/abo
Tabnetkv no 4 Bannec [0NyCTUMUX MEX rOTOBOT0 NiKapCcbKoro 3acoby
Tabnetkn y 6nictepi; dapmacboTika (BUTYYEHHS HE3HAYHOrO NOKa3Huka (Hanpuknag,
no 1 6nictepy B nc Net. NiT4., 3aCcTapifioro NokasHWKa, Takoro sk 3anax Ta cMak,
KapTOHHIN naJui; no IHais abo igeHTUiKaLis 6apBHUKIB UM CMaKOBUX
20 nayok y rpynosiii [06aB0oK)) (3miHa y crneumdikaLii - BUNyYeHHs 3i
KapTOHHI ynakoBLi; cneumdikauii M3 n. "lgeHTndikauis *
no 10 Tabnetok y mMeTunnapabeH, nponinnapabeH, "KinbkicHe
6nicTepi; no 1 BM3HAuYeHHA" MeTunnapabeH, nponinnapaber);
6nicTepy B KAPTOHHIl 3MmiHu |l TUny - 3MiHK 3 SKOCTi. [OTOBWIA Nikapcbkuii
naJui; no 10 TabneTok 3aci6. Onuc Ta cknag. 3miHa y cknagi (onoMKHUX
y 6nicTepi; no 1 peyoBMHaX) rOTOBOrO NiKapCbKoro 3acoby (iHLi
6nicTepy B KApTOHHIl [OOMOMIXHI peYOBUHY) - SKiCHI @60 KiNbKICHI 3MiHM
nauui; no 10 nayok y LLOA0 OfHIET ab0 AeKiNbKOX AONOMIXHUX PEYOBUH,
rPynoBiii KapTOHHIN AKI MOXYTb 3HAYHO BM/IMHYTU Ha 6e3neky, AKiCTb
ynaKkoBLi a60 edeKTUBHICTb FOTOBOrO MiKapCbKOro 3acoby
(BUNYyYEHHA KOHCEPBAHTIB (MeTuINapabeHy Ta
nponinnapab6eHry) i3 cknagy AONOMiIXXHUX PEYOBUH,
SIK HAC/iJOK 3MiHW KiNIbKICHOTO CKnagy AOMOMKHOI
PEYOBMHM Lie/IH01031 MIKPOKPUCTANIYHOT ANs
36epexeHHs 3arasibHOi Macu TabneTkn)
206. XEMOMNAMIA, TabneTku, BKpUTI "Xemodhapm" ALl Cepbis BMPOGHMLITBO Cepbis BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/7297/01/01
PETAP/L NNiBKOBOIO Hepo3dacoBa 3MiHu | TNy — nogaHHA Hosoro CEP Ne R1-CEP peyenmo
060/10HKOHO, HOI NpoayKu,i: 2004-300-Rev 03 gns A®l iHganamigy Big HOBOro M
NPOIOHroBaHol Aji No "Xemothapm" BMPOGHMKA; 3MiHM | TUMY - 3MiHa y MeToaax
1,5 mr Ne 30 (10x3) y AL, Bpuadl, BMNPOGYBaHHS rOTOBOMO NikapCbKoro 3acoby —
6nicTepi Biaain He3HauHi 3MiHi y 3aTBEpAXEHUX MeToAMKax 3a
BMPOGHMYa nokasHvkamy «CynpoBifHi pe4oBnHU», «KisibkicHe
AinbHUUA BM3HAYEHHS iHAanamigy», «OAHOPIAHICTb
La6au, [,030BaHNX OANHWLbY»; 3MiHW | TUNY — BUTYYEHHS
Cepbis; BMPOGHMYOI AinbHuLi A®| iHganamigy
nepBuHHa Ta
BTOPUHHA
yrnakoBka,
[03BiN Ha

BWMNYCK Cepil:
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
«Xemothapm»
All, Cepbis
207. XIKOHUMN Kancynm no 250 mr KPKA, a.4., Hoso CnoBeHis BiANOBiAa/IbHU AscTpist/IHgis/ BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/2896/02/01
Nel6 (8x2)y MecTo n3a CnoseHisa 3MmiHu | TMny: 3MiHK 3 SiKocTi. FOTOBWIA Nikapcbkuii  [peyernmom
6nicTepax BMPOGHMLITBO 3aci6. 3MiHM y BUpOOHULTBI. 3amiHa abo BBefEHHS
"in bulk", [0[aTKOBOI Ai/TbHUL BUPOGHMLTBA 4151 HACTUHM
NepBUHHY a60 BCbOro BMPOGHMYOro NpoLiecy roToBoro
YyNaKkoBKYy, nikapcbKoro 3acoby (AinbHWLA, Ha AKil
BTOPUHHY NpoBOAATLCA OyAb-sKi BUPOGHMYI cTagii, 3a
yNakoBKy: BWHATKOM BUMYCKY Cepili, KOHTPO/IIO AKOCTI,
CaHgos 'vmbX, NEepPBUHHOIO Ta BTOPUHHOIO NakyBaHHSA, AN1A
ABCTpIS; HEeCTepWIbHUX NMiKkapcbknx 3acobiB) (BBEAEHHS
BignoBigabHU HOBOro BMPOGHMKA BiANOBILaILHOIO 3a
n3a BMpPOo6HULTBO in bulk KOHiuem JlabopaTtopiec
BMPOGHMLITBO Nimiteq, HAiA); 3miHn | TNY: 3MiHKX 3 SKOCTI.
"in bulk", [OTOBWIA NikapCbKuMii 3aci6. 3MiHM Y BUPOOHULLTBI.
nepBrHHe 3amiHa abo BBeAEHHS [0AAaTKOBOI AiNTbHNL
nakyBaHHs, BMPOOHMLTBA 151 YACTUHM ab0 BCbOro
BTOPWHHE BMPOGHNYOro NpoLecy roToBoro Nikapcbkoro
nakyBaHHs: 3aco6y (AinbHWLA AN NEPBUHHOTO NaKyBaHHS)
HOHiuem (BBEAEHHSA HOBOTO BMPOGHMKA BifNOBiaNIbHOTO 3a

Nab6opatopiec
Nimvitea, IHaja
BiANoOBiAa/IbHM
1 3a KOHTPO/b
cepii, 403BIN
Ha BUMYCK
cepii:
KPKA, a.4.,
HoBo mecTo,
CnoseHis

nepsBrHHe nNakyBaHHA KOHiYeMm Jlabopatopiec
Nimiteq, 1HAiA); 3miHn | TMny: 3MiHK 3 SKOCTI.
[OTOBWMIA NikapCbkuii 3aci6. 3MiHWM y BUPOOHULTBI.
3amiHa abo BBeLleHHA 404aTKOBOT AifbHULL
BMPOGHMLTBA A1 YaCTUHM abo BCbOro
BMPOGHNYOro npoLecy rotToBoro Nikapcbkoro
3aco06y (4iNbHULA 4715 BTOPUHHOTO NakyBaHHS)
(BBEAEHHSA HOBOrO BMPOGHMKA BifNOBI4aIbHOTO 3a
BTOPWHHE nakyBaHHs KOHiueMm Jlabopatopiec
Nimiten, 1HAiNA); 3MiHM | TUNY: 3MiHK 3 AKOCTI.
[oTOBWMIA Nikapcbknin 3aci6. 3MiHWM y BUPOOHULTBI.
3MiHM y npoLieci BUPO6GHMLTBA FOTOBOrO
nikapcbKoro 3acoby, BKIHOYAKUN NPOMKHUIA
NPOAYKT, L0 3aCTOCOBYETLCSA NPW BUPOOHULITBI
rOTOBOrO JlikapCbKoro 3acoby (iHLWi 3MiHK)
(rapmoHi3aLisi HanMcaHHSA KifIbKOCTI Aito4oi
PEeYOBUHM y BUPOOHWYI AOKyMeHTaLi A4S BCiX
BMPOGHWKIB /13 (BBEAEHHSA pO3paxyHKOBOT
hopMyn KiNbKOCTi cybCcTaHLii Ha cepito) Ta
nocunaHb Ha SKiCTb pethepeHTHUX cTaHJapTiB Ans
6apBHYVKIB y ckiadi kancynu); 3mMiHu | Tuny: 3miHum 3
sKocTi. FoToBMIA Nnikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/IUYaoun
Jiana3oH po3Mipy cepii) roTOBOro JlikapCbKoro
3aco6y (3MeHLweHH:A o 10 pasiB) (3MEHLLEHHSA
PO3Mmipy cepii /18 HOBOTO BMPOGHMKA




200

Na6opatopiec Nimiteg, IHAiA); 3MiHn | TURY: 3MiHK
3 AKOCTi. FoTOBMIA Nnikapcbkuid 3aci6. KoHTponb
roTOBOrO /liKkapcbkoro 3acoby. 3miHa napameTpis
cneuudikauii Ta/abo AONYCTUMKX MEX FOTOBOr0
niKapcbKoro 3acoby (BUyYEeHHSA HE3HAYHOro
nokasHuka (Hanpuknag, 3actapiforo nokasHuka,
TaKoro Sk 3anax Ta cmak, abo igeHTudikauis
6apBHYKIB YN CMaKOBUX A06ABOK) (BUTyYEHHS
a/bTepHaTUBHOIO MiKpo6iooriYHOro MeToay
KiNbKICHOTO BU3HAYEHHS aMOKCULWAIHY npu
HasBHOCTI meTogy BEPX); 3miHu | Tuny: 3miHn 3
AKOCTi. FoToBUIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHWA 3aci6. 3miHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNakoBKM rOTOBOTO NiKapCbKOro 3acoby
(iHwWi 3miHW) (3MiHW NapameTpiB cneundikaiii
NnepBUHHOT ynakoBku 13 ansa BUpo6HuKa KOHiuem
Na6opatopiec Nimiteg, IHAiA); 3MiHn | TURY: 3MiHK
3 akocTi. CepTtudpikaT BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBponeiichbkili
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignosigHOCTi abo
BWTyYEHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ans
BVXiHOrO Matepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona AONOMIKHOT peqyoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) - Hoswii
cepTuaikaT Bif HOBOro BMpo6GHUKa (3amiHa abo
[IOMOBHEHHSA) (MofaHo HoBWIA cepTudikaT
BignosigHocTi €E® No. R1-CEP 2007-226-Rev 01
ONs [jlo4vol peqyoBMHN aMOKCULUAIHY TpurigpaTty Big,
HOBOro BMpo6Huka DSM SINOCHEM
PHARMACEUTICALS NETHERLANDS B.V.,
IHAis); 3MiHW | TUNy: 3MiHK 3 AkocTi. CepTudikart
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. 3miHu,
NnoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii APY abo
€Bponeiicbkoi hapmakonel, abo iHwoi
HauioHanbHOI hapmakonei gepxasu €C (3miHa y
cneuudikauisix, nos'asaHa 3i 3miHamu B dY, abo
€Bponelicbkiin hapmakonei, abo iHLiiA
HaLjioHanbHili hapmakonei gepxasu €C)

(NnpvBeAeHHs po3ainy «Po3nagaHHa» y

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
Bi4NoBiAa/IbHOro 3a BUPO6HMLTBO in bulk,
nepBMHHE Ta BTOPUHHE NakyBaHHA FOHiueM
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
BiANoBiAHICTb A0 BUMOr EP)
208. XIKOHUMN kancynu no 500 mr KPKA, a.4., Hoso CnoBeHis BiANOBIAA/IbHN AscTpis/IHgis/ BHECEHHS 3MiH [0 peecTpavuiiiHix maTepianis: 3a UA/2896/02/02
Ne16 (8x2) y MecTo n3a CnoBeHis 3MmiHu | TMNY: 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKmii peyenmo
6nictepax BMPOOHULITBO 3aci6. 3MiHU y BUPOGHULTBI. 3aMiHa abo BBEAEHHS M
"in bulk", [0AAaTKOBOI Ai/TbHUL BUPOGHMLTBA 415 YACTUHM
NepBUHHY a60 BCbOro BMPOGHMYOro MpoLiecy roToBoro
yNakoBKY, nikapcbKoro 3acoby (AinbHUUS, Ha sKil
BTOPVHHY npoBoAATLCA Oyab-AKi BUPOGHMYI cTagii, 3a
yNaKoBKy: BUHATKOM BUMYCKY Cepili, KOHTPO/IO AKOCTI,
CaHpo3 'v6X, NepBMHHOTO Ta BTOPVHHOTO NakyBaHHA, A1
ABCTpIS; HecTepuIbHUX Nikapcbknx 3acobiB) (BBEAEHHS
BiANOBiAa/IbHU HOBOro BMPO6GHUKA BifNoBifaIbHOMO 3a
n3a BMpo6HULTBO in bulk KOHiYeM JlabopaTtopiec
BMPOGHMLITBO Nimiteq, 1HAiA); 3miHn | TMNy: 3MiHK 3 SKOCTI.
"in bulk", [OTOBWMIA Nikapcbkuii 3aci6. 3MiHWM y BUPOOHULTBI.
nepBuHHe 3amiHa abo BBeleHHA A04aTKOBOT Ai/TbHULL
nakyBaHHs, BMPOGHMLTBA A1 YaCTUHM abo BCbOro
BTOPVHHE BMPOGHNYOro NpoLecy rotToBoro Nikapcbkoro
nakyBaHHs: 3aco6y (4i1bHUUA 4719 NePBUHHONO NakyBaHHS)
tOHiuem (BBEAEHHSA HOBOrO BMPOGHMWKA BifNOBIaIbHOTO 3a

Na6opatopiec
NimiTes, IHAisA
BIANOBIAA/IbHN
1 338 KOHTPO/b
cepii, £o3BiN
Ha BUNYyCK
cepii:
KPKA, a.4.,
HoBo mecTo,
CnoseHis

nepBuHHe nakyBaHHSA HOHiuem JlabopaTtopiec
Nimiten, 1HAiNA); 3MiHM | TUNY: 3MiHK 3 AKOCTI.
["oTOBWIA Nikapcbknin 3aci6. 3MiHWM y BUPOOHULTBI.
3amiHa ab0 BBeAEHHSI 404AaTKOBOI AiNbHUL
BMPOGHMLTBA 4151 YACTUHM ab0 BCbOro
BMPOGHMYOro MPOLECY rOTOBOrO NiKaPCbKOro
3acoby (gibHMLA ANS BTOPUHHOTO NakKyBaHHS)
(BBEAEHHA HOBOrO BUPOGHMKA BiANOBIAA/ILHOIO 3a
BTOPUHHE nakyBaHHs FOHiveMm Jlabopatopiec
Nimite, HAiA); 3miHn | TNy: 3MiHKX 3 SKOCTI.
[OTOBWIA NikapCbKuMii 3aci6. 3MiHWM Y BUPOOHULLTBI.
3MiHKM y npoLieci BUPO6HMLTBA FOTOBOIO
nikapcbKoro 3acoby, BKIHOHAKUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETHLCS NPU BUPOOHULTBI
rOTOBOrO /1iKapCbKOro 3acoby (iHLUi 3MiHK)
(rapMoHi3aLisi HanMcaHHs KinbKocTi Aitoyol
peyYOBUHM Y BUPOOHWYI AOKyMeHTaLiTl A5 BCiX
BMPOGHWKIB 13 (BBEAEHHSA PO3pPaxyHKOBOI
dhopMysn KinlbKOCTi CybcTaHLii Ha cepito) Ta
nocuaHb Ha SIKiCTb peddepeHTHUX cTaHaapTiB ANs
6apBHYVKIB y ckiadi kancynu); 3mMiHu | Tuny: 3miHum 3
AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. 3MiHN Yy
BUPOGHMUTBI. 3MiHa po3Mmipy cepii (BKovaroum
AianasoH po3mipy cepii) roTOBOro Nikapcbkoro
3ac00y (3mMeHLweHHs fo 10 pasiB) (3MeHLIEeHHS
po3Mipy cepii 4151 HOBOro BUPOOHUKA
BiANOBIAa/IbHOro 3a BUPo6HMUTBO in bulk,
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NnepBKHHe Ta BTOPUHHE NnakyBaHHs FOHiuem
Na6opatopiec Nimiteg, IHAiA); 3MiHn | TURY: 3MiHK
3 aKocTi. [oTOBWIA Nikapcbkuii 3aci6. KoHTponb

roToBOro nikapcbkoro 3acoby. 3mMiHa napameTpis
cneumdikauii Ta/abo fONYCTUMUX MEX FOTOBOrO
NiKapCbKOro 3acoby (BMyYEHHS HE3HAYHOTO
nokasHuka (Hanpuknag 3acTapisioro NokasHuka,
TakKoro sk 3anax Ta cmak, abo igeHTudikauis
6apBHVKIB YN CMaKOBUX A06ABOK) (BUTyYEHHS
anbTepHaTUBHOIO MikpobionoriyHoro Metoay
KINIbKICHOTO BU3HAYEHHA aMOKCULIMAIHY Npu
HasBHOCTI MeTogy BEPX); 3MiHu | Tuny: 3miHu 3
skocTi. FoTOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHUiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo JoNyCTUMUX MEX
NepBMHHOT YNakoBKM FOTOBOTO NiKapCbKoro 3acoby
(iHWi 3MiHKW) (3MiHKM NapameTpiB cneumdikauiii
nepBUHHOT ynakoBku 13 ansa BUpo6Huka FOHivem
Na6opatopiec Nimites, IHAiA); 3MiHU | TUNY: 3MiHK
3 aKocTi. CepTudpikaT BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudikara BignosigHoOCTi abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiickkili hapmakonei: gns A®l; ons
BMXifHOro Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; oA nonoMikHOT pevyoBuHN (cepTudpikat
BiNOBIAHOCTI €Bponelickkilt hapmakonei) - Hosuii
cepTuduikaT Big, HOBOro BUpoGHKKa (3aMiHa abo
[ONOBHEHHS) (NofaHo HOBUIA cepTudikat
signosigHocti E® No. R1-CEP 2007-226-Rev 01
[ANA 4il4oi peyoBMHM aMOKCULIMAIHY TpUrigpaTy Big
HOBOro BMpo6Huka DSM SINOCHEM
PHARMACEUTICALS NETHERLANDS B.V.,
IHAisA); 3miHu | Trny: 3MiHn 3 skocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponelicbkiit hapmakonei/MoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO MPVMBEAEHHS Y
BiANOBIAHICTL [0 MOHorpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLWOT
HaujioHanbHoi chapmakonei gepxasu €C (3miHa y
crneundikalisx, nos'a3aHa 3i 3MiHamu B 1dY, abo
€Bponelicbkiil hapmakonei, abo iHLuii
HaujioHasnbHIli hapmakonei gepxasu €C)
(NpuBeAeHHs po3ainy «Po3nagaHHa» y
BiANOBIAHICTb A0 BUMOT EP)




203

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
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209. XIHO®PYLUUH cynosuTopii BariHabHi MpusatHe YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/0720/01/01
no 0,015r,no 5 akujioHepHe akuioHepHe 3MiHn | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmo
Cyno3uTopiis y TOBapUCTBO TOBapWCTBO HaliMeHyBaHHA Ta/abo agpecy 3asiBHVKA (BNacHUKa M
6nicTepi, no 1 abo 2 "Jlekxim-Xapkis" "Jlekxim- peecTpauiiiHoro noceigyeHHs1) ( 3miHa
6nicTepy B naywj Xapkis" HaliMeHyBaHHs Ta afpecu 3asaBHUKA); 3MiHK | Tuny
- AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa NPoBamXeHHs AifNbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro
3acoby, BKIHOYaKum AilbHULL BUNYCKy cepii abo
MicLle NpoBeAEeHHS KOHTPOJIHO AKOCTI. (BisNbHICTb,
3a AKy Bignosifgae BUPO6HMK/IMNOPTEp, BKIOYAYM
BWMYCK Cepiii) (3MiHa agpecu Ta Ha3Bu BUPOOHMKA
N3, 6e3 3MiH1 Micusi BUpOOHULITBA)
210. XIHO®PYLUNH cyno3uTopii BariHasbHi MpusatHe Ykpaina MpuBaTHe Ykpaina BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: - UA/13381/01/01
no 0,015 r, in bulk: no akujioHepHe akujioHepHe 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
5 cynosuTtopiiB y TOBapUCTBO TOBapMCTBO HaliMeHyBaHHS Ta/abo afpecy 3asBHMKA (BNacHUKa
6nicTepi, no 180 "Nlekxim-Xapkis" "Jlekxim- peecTpauiiHoro noceigyeHHs) ( 3miHa
6nicTepiB y ALMKY Xapkis" HalilMeHyBaHHA Ta agpecu 3asBHUKA); 3MiHu | TUny
- AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa NPOBamKEeHHS AisIbHOCTI
BMPO6GHMKa/iMnopTepa roToBoro /ikapcbkoro
3aco0by, BK/IKYa4mn OinbHULL BUNYycKy cepii abo
MicLie NpoBefEHHS KOHTPOJTIO SAKOCTI. (4ISNbHICTb,
3a AKy BiAnoBigae BUPOGHMK/iMNOpTEp, BKIOYAYM
BWMYCK cepiii) (3MiHa agpecu Ta Ha3Bu BUPOBHUKA
'N3, 6e3 3MiHM Micus BUPOOHMLTBA)
211. LEENEBPEKC® kancysu no 200 mr no Mdpaiizep IHkK. CWA BMPOGHMLITBO CuwA/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/4463/01/02
10 kancyn y 6nicTepi; npenapary in HimeuuunHa 3MiHK | TUNy - 3MiHa y MeTogax BUNpobyBaHHSA peyenmo
no 1, a6o no 2, a6o no bulk: roTOBOrO /1iKapCbKOro 3acoby - He3HayHa 3miHa 4o M
3 6nictepn y Heoncapma MeToauKK T. "Po3unHeHHsa"(USP, BEPX)
KapTOHHI KopooLyi IHK., CLUA; BMKOPUCTaHHSA TvN rpy3unno ansa kancyn "Tri-Prong
BMPOGHMLITBO Vankel Sinker 23" a6o aHanoriuHui
npenapary "in
bulk":
Mdpaiizep
dapmactoTika
3 INC, CLWA;
BWMNYCK Cepil,
nakyBaHHS,
MapKyBaHHS,
KOHTPO/b
AKOCTI Npu
Bunycky: P-
dapm
[xepmaHi
v6X,

HimeyunHa
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212. LETPUNEB CUPON cupon 2,5 mr/5 mn no €Bpo Navichkep Benvka dAC NimviTep, IHais BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 UA/9079/02/01
30 mn abo no 50 mn nrtp, BputaHis 3MiHM | Tuny - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI peyenma
abo no 100 mn cupony Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y chnakoHi; no 1 y3arasbHeHUX JaHuX Npo cucTemy
dhnakoHy 3 MipHUM hapmakoHarnagy (BefeHHs y3arasibHeHNX AaHuX
KOBMa4KoM y npo cucTemy dhapmakoHarnsgy, amiHa
KapTOHHI KopooLli YNOBHOB&XEHOT 0CO6M, BiANOBigaNbHOI 3a
3AilicHeHHA hapMakoHarnsazy; KOHTaKTHOT ocoou 3
thapmakoHarnagy 3asBHuKa AN 34iiCHEHHSA
thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3pificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MILLLeHHI macTep-
thaiina cuctemu chapmakoHarnsgy) - firova
pepakuis: €sgokivoBa CeiTnaHa AmuTpiBHa.
MponoHoBaHa pepakuin: benikosa CeiTnaHa
MwuxaiinisHa
213. LE®A3O/MIH NOPOLLIOK A/151 PO3YMHY AT "Jlekxim- YkpaiHa KBiny KnTaii BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: - UA/15381/01/01
Ons iHekyinno 1,0ry Xapkis" dPapmaLeyTika 3MiHK | TUNy - 3MiHa po3mipy cepii (BKIoUaum
dhnakoHi in bulk: 50 nKo., Nt Jiana3oH po3Mipy cepii) roTOBOro /likapCbKoro
(h/1aKOHIB 3 MOPOLLKOM 3acoby - BBeEHHS [0OAATKOBOro po3Mipy cepii
Y KOpoGKax 3 KapToHY roToBOro flikapcbkoro 3acoby Ao 20 kr, Lo
ekBiBasIeHTHO NpubnsHo 18000 chnakoHam Ta
[oaaTkoso A0 130 Kr, Lo eKBiBa/IEHTHO NPUGIM3HO
120000 dpiakoHam
214. LE®A3O0/MIH NOPOLLIOK A/151 PO3UUHY AT "lekxim- YkpaiHa AT "Nlekxim- YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/15387/01/01
Ons iHekyinno 1,0r; Xapkis" Xapkis" 3MiHK | TUNy - 3MiHa po3mipy cepii (BKIoYaoum peyenmo
no 1 a6o 5, a6o 50 (nakyBaHHS i3 JianasoH po3mipy cepii) roToBOro Nikapcbkoro M
(h/1aKOHIB 3 MOPOLLKOM chopmu in bulk 3ac06y (36i1bweHHsA Ao 10 pasiB NOPIBHAHO i3
y nauuj hipmu- 3aTBepXeHM PO3MipOM) - BBELleHHA A04aTKOBOIo
BMPOGHUKA PO3Mipy cepii roTOBOr0 JliKapCbKOro 3acoby
Ksiny (3anponoHoBaHo: A0 20 Kr, L0 eKBiBa/IEHTHO
PapmaLeyTika npu6amsHo 18000 chnakoHam Ta gogaTkoso o 130
n Ko., Nra., Kr, WO ekBiBasIeHTHO nprn6n3Ho 120000
Kutaw) dhnakoHam)
215. LE®PYPOKCUM TabneTku, BKpUTI CaHpo3 CnoseHis CaHpo3 'mbX, ABcTpisi/ BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/5447/02/01
CAHAO3® NNiBKOBOIO dapmacbioTikans ABCTpISi; HimeuunHa 3MiHK | TRy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyenmo
060/10HKO0, M0 125 Mr b.4. BUPOGHMK iH Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM A0 M
no 6 abo no 7 6ank, y3arasibHeHUX JaHuX Npo cucTemy
TabneTok y 6nictepi; KOHTpPO/1b hapmakoHarnagy (BefeHHs y3arasibHeHNX AaHuX
no 2 6nictepu B cepii, npo cuctemy papmakoHarnsgy, aMmiHa
Kopoo6Li nakyBaHHs: yNOBHOBaXKeHOT 0cobw, BignoBifanbHOT 3a
MeHLled 3[jiiCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
dapma M'v6X, hapmakoHarnsigy 3asiBHvKa 415 34ilCHeHHs
HimeyunHa hapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA

Bifl yNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3AiiCHEHHS1 dhapMakoHarnsay (Bkaryaroum
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KOHTaKTHi faHi) Ta/abo 3MiHW y PO3MILLLeHHI macTep-
(paiina cuctemu chapmakoHarasay) - saMiHa
KOHTaKTHUX AaHNX KOHTaKTHOI 0co6M B YkpaiHi,
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifnoBiganbHOI
3a (hapmakoHarning
216. LE®YPOKCUM TabneTku, BKpUTI CaHpo3 CnoBeHis CaHgos 'mbX, AscTpisi/ BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/5447/02/02
CAHAO3® NNiBKOBOIO dapmacbioTikans ABCTpISi; HimeuuunHa 3MiHK | TNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyenmo
060/10HKO0, No 250 Mr a.4. BMPOGHWK iH Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o M
no 6 a6o no 7 6ak, y3araslbHeHUX JaHnx npo cuctemy
Tabnetok y 6nictepi; KOHTPO/1b hapmMakoHarnagy (BefieHHs y3arasibHeHNX AaHnx
no 2 6nictepu B cepii, npo cuctemy thapmakoHarnsgy, smiHa
Kopoo6Li nakyBaHHs: yMNOBHOBaXeHOT 0cobw, BignoBiganbHoOT 3a
MeHlled 3[jificCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
®apma 'méX, thapmakoHarnagy 3asBHuUKa Ans 34iiCHEHHSA
HimeuunHa thapmakoHarnagy B YkpaiHi, SKLL0 BOHa BigMiHHA
BiJ, yNOBHOB&XXEHOI 0C06M, BigNoBigaNbHOI 3a
3fiicHeHHs thapmakoHarnsagy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLieHHi MacTep-
(paiina cuctemu chapmakoHarnsay) - aMiHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u B YkpaiHi,
YMOBHOB&XeHOT 0cobM 3as1BHMKA, BignoBiganibHOT
3a chapmakoHarnag
217. LE®PYPOKCUM TabneTkn, BKPUTI CaHpos CnoseHis CaHpo3 'mbX, ABcTpisi/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/5447/02/03
CAHAO3® NNiBKOBOIO dapmachbioTikan3 ABCTpIf; HimeuunHa 3MiHK | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI peyenmo
060/10HKOt0, No 500 Mr o.4. BUPOBHUK iH Ta (hapmakoHarnagy. BeegeHHst abo 3MiHu A0 M
no 6 ao no 7 6ask, y3arasibHeHUX AaHux Npo cuctemy
Tabnetok y 6nictepi; KOHTPO/b chapmakoHarnsgy (BefileHHs y3arasibHEHNX AaHnx
no 2 6nictepu B cepii, npo cuctemy papmakoHarnsgy, amiHa
Kopoo6Li nakyBaHHs: yMNOBHOBaXeHOT 0cobw, BignoBiganbHOT 3a
MeHLled 3[jiicHEeHHSs1 hapMakoHarIs4y; KOHTaKTHOI 0cobu 3
dapma M'v6X, thapmakoHarnaay 3asBHuKa ansi 34iliCHeHHS
HimeuunHa thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0CO6WU, BiAMNOBIfa/IbHOI 3a
3piicHeHHs chapmakoHarnsgy (Bkiyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
(paiina cuctemu hapmakoHarnsay) - 3aMiHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0co6u B YKpaiHi,
YMNOBHOB&XeHOT 0CO6M 3as1BHMKA, BignoBigasibHOT
3a thapmakoHarnag
218. LNBOPAT-O®TAH Kpanni oyHi no 10 mny MPAT Ykpaina MPAT YkpaiHa BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis: 3a UA/0760/01/01
hiakoHax "®ITOPAPM" "OITOGAPM" 3MiHM | TUNYy - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmo
HalimeHyBaHHs Ta/abo agpecun micuA NPoBaMKEHHS M

AiSNbHOCTI BUPOOHUKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BKOHAUM Ai/TbHULj BUNYCKY
cepii abo micLe NpoBeeHHS KOHTPOJI SKOCTI.
(AisnbHIiCTb, 3a AKy BigNosigae BUPOOHUK/iMNopTep,
BKJ/THOYAKOYM BUMYCK Cepili) (3MiHA HaliMeHyBaHHS Ta
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anpecy BUpo6HMKa, 6e3 3MiHM MicList BUpO6HULTBA
(3MiHa hopmMm BNacHocTi nignpuemMcTaa Ta
nepeiMeHyBaHHA M. ApTeMiBCbK B M. BaxmyT), 3
BiANOBIAHMMM 3MiHAMUW Y MapKyBaHHi ynakoBKu)
(TepmiH BBEAEHHSA 3MiH NPOTAroM 1-ro poky nicns
3aTBEpMKEHHS); 3MiHN | TUny - AgMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo aapecu
3asBHUKA (BNacHKa peecTpauiliHoro Noceif4eHHs)
3MiHa HallMeHyBaHHS, afpecy 3asBHNKa) 3
BiZANOBIAHUMY 3MiHAMW Y MapKyBaHHi ynakoBKu
(TepmiH BBeAEHHSA 3MiH MPOTAroM 1-ro poky nicns
3aTBEPKEHHS)
219. LVWHKOBA MA3b Ma3b 10% no 20ry TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/0406/01/01
6aHkax abo y Tybax "TepHodhapm" "TepHodhapm" 3MiHM | TUNy - 3MiHa po3Mmipy cepii (Bk/IYatum peyenma
JianasoH po3mipy cepii) roToBOro Nikapcbkoro
3aco6y - BBEiEHHA A0AATKOBOroO po3Mipy cepii ans
hacyBaHHs B Ty6u - 140,0 kr abo o4ikyBaHWUii BUXif,
B ynakoBkax — 6231 Ta gogatkoso 420,0 kr abo
OuiKyBaHWii BUXig He MeHLwe 18694 ynakosok no 20
ry Ty6i
220. LUVNPONET® TabneTku, BKpUTI O-p Peppi'c IHais O-p Peppj'c IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/2034/02/01
nniBkoBot 060M0HKoK | JlabopaTopic /T4, NabopaTtopic 3MiHu | TURY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
no 250 mr Ne 10 nra, HaliMeHyBaHHs Ta/abo agpecy MicLsA NPOBaKEHHS
(10x1) y 6nicTepi Bupo6Hunya LisiNbHOCTI BUPOOHMKa/imnopTepa rotoBoro
LinbHnus - 1, NiKapcbKoro 3acoby, BKIOHAKUM AiTbHULi BUNYCKY
IHais; cepii abo micue NpoBefeHHS KOHTPOJI SKOCTI.
O-p Peppj'c (OisnbHICTb, 3a Ky BiANOBIAaE BUPOGHMK/iMIopTep,
NabopaTtopic BK/IO4At0UM BUMYCK cepili) (3MiHa Ha3Bu Ta agpecu
nTg BMPOGHUWKa 13 (NprBeAEHHS Y BiANOBIAHICTL A0
(BupobHuua mMarepianis peecTpauiiHoro Aocke),6e3 3MiHM Micus
AinbHUUS - VI), BMPOG6HMLTBA) (TEpMiH BBELEHHS 3MiH NPOTArom 6-
IHais TU MicAUIB Nicna 3aTBEPKEHHS); 3MiHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu 3asBHUKA (BNacHUKa
peecTpadiiHoro noceigyeHHs) (3miHa agpecu
3as1BHVKA)
221. UMNPONET® TabneTkn, BKPUTI O-p Pepai'c IHais O-p Peppj'c IHgis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/2034/02/02
nniBkoBow 060/10HKOK | JlabopaTopic /T4, Na6opaTtopic 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmo
no 500 mr Ne 10 nrp, HaliMeHyBaHHs Ta/abo agpecu MicLA NPOBaKEHHS M
(10x1) y 6nicTepi Bupo6Hmnya LisiNbHOCTI BUPO6HMKa/iMnopTepa rotToBoro
LinbHuus - 11, nikapcbKoro 3acoby, BKIHYAKUN [iNTbHULL BUNYCKY
IHAjs; cepii abo micue NpoBefeHHs KOHTPOIO AKOCTI.
O-p Peppj'c (AisnbHICTb, 3a Ky BiAMOBIgaE BUPOGHMK/iMIopTep,
Na6opaTtopic BK/IO4aoUM BUMYCK cepild) (3MiHa Ha3Bu Ta agpecu
nrh BMPOGHUKa 13 (MprBEeAEeHHS Y BiANOBIAHICTL A0

(Bupo6Huya

MaTepianiB peecTpauiiHoro gocke),6e3 3MiHM Micus
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢popma, 3asaBHUKa BUPOGHUKA Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs1
ginbHUus - V1), BUPO6HMLTBA) (TepMiH BBEEHHSA 3MiH NPOTArom 6-
IHAiA TV MicALIB NicNA 3aTBEPMKEHHS); 3MiHM | Tuny -
AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu 3asaBHUKA (BNacHUKa
peecTpaLuiiiHoro noceiayeHHs) (3miHa agpecu
3as1BHMKA)
222. LUNTPAMOH-® Kancysu no 6 kancyny MPAT YkpaiHa MPAT Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/2317/02/01
POPTE 6nicTepi; no 1 a6o 2 "®ITOPAPM" "®ITOPAPM" 3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenma

6nicTepy B nayuj 3
KapTOHY

HaliMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHS
LisiNbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOHAKUM AiTbHULi BUNYCKY
cepii abo micue NpoBefeHHS KOHTPOJI SKOCTI.
(OisnbHICTb, 3a Ky BiANOBiAaE BUPOGHUK/iMIopTep,
BK/IHOYAK0UM BUMYCK Cepiid) (3MiHa HaliMeHyBaHHS Ta
aapecy BUpo6HMKa, 6e3 3MiHM Micls BUpobHULTBA
(3miHa chopmy BnacHocTi nignpuemcTaa Ta
nepeiMeHyBaHHs M. ApTeMIBCbK B M. BaxmyT), 3
BiANOBIAHUMYW 3MiHAMW Y MapKyBaHHi YNakoBKW)
(TepMiH BBEAEHHSA 3MiH NPOTAroM 1-ro poky nicns
3aTBEPMKEHHS); 3MiHM | TUNYy - AOMIHICTpaTMBHI
3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
3asBHUKA (BNacHMKa PeECTPaLiiHOro NocBigYEHHS)
- 3MiHa HalilMeHyBaHHS1, agpecu 3asBHUKa) 3
BiANOBIAHUMY 3MiHAMY Y MapKyBaHHi ynakoBKu/
(TepMiH BBEAEHHS 3MiH NPOTAroM 1-ro poky nicns
3aTBEPLKEHHS)

B.0. HavyanbHUKa YnpasniHHA dpapMmaleBTUYHOT

DIANBbHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT

H.B. lNyyan




MEPENIK

Aopartok 4

[0 Hakaly MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu

30.06.2017 Ne 732

NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIO/TONYHNX NPEMAPATIB), AKUM BIAMOB/EHO Y AEPXABHIN PEECTPALLIl, NEPEPEECTPALIII TA

BHECEHHI 3MIH 4O PEECTPALINHNX MATEPIANIB TA AEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

NnepBuUHHE Ta

Ne Hassa dopma suUrnycKy 3asasHuk Kpaina Bupo6Huk Kpaina rliocmasa lMpoyedypa
n/n JNliKapCbKO20
3acoby
1. nAMIAON PO34uH ANS iH'EKLi No "HOHiK IHais "FOHiK IHais 3acifgaHHa HTP Ne 18 He peKkomMeHAyBaTu [0 3aTBep)KeHHA -
370 mr/mn, no 50 mn PapmacboTuKan dapmacboTUKan Big 18.05.2017 BUNPaB/IEHHS BIAMNOBIAHOT TEXHIYHOI NOMWUKK Y
abo no 100 w~mn Na6opatopiz" Na6opaTtopiz" TEKCTI MapKyBaHHSI NEPBMHHOI YNakoBKM, OCKI/IbKN
PO34MHY Y p1aKoHi, No (BipLineHHs chipmun (BipaineHHs dipmun 3a3HaveHe BUMNPAaB/IEHHSA He Bignosinae
1 donakoHy y "Ix. Bb. Kemikan3 "Ix. Bb. Kemikan3 3aTBepXeHomy TEeKCTy MapKyBaHHA.
KapTOHHIA Kopoo6Li eHf eHf OOI'pyHTYBaHHA BUMNPAaB/IEHHA TEXHIYHOI MOMU/IKU
PapmacboTVKan3 dapmMacbioTUKan3 He HajaHe BignosigHO A0 n.4 po3giny VI Hakasy
nra.t) nrp.™) MO3 Ykpainu Big 26.08.2005p. Ne 426 (y pegakuii
Hakazy MO3 Ykpainu Big 23.07.2015 p Ne 460)
2. TAXUBEH® PO34uH ANS iH'eKUiid, 5 EBEP Heiipo ABCTpiA EBEP Helipo ABcTpisi/ 3acigaHHa HTP Ne 18 He peKkomeHAyBaTu [0 3aTBep)KeHHA -
Mr/mn no 5 mn (25 mr) dapma M'v6X dapma 'M6X, dpaHuis Big 18.05.2017 BUMPAB/IEHHSI  TEXHIYHOI MOMWUAKM Yy  pPO34iNi
B amnyni Ne 5 a6o no ABCTpIs «YnakoBka» MeTOAiB KOHTPOM sAkocTi  (6yna
10 mn (50 wmr) B (BignoBiganbHUiA 3a3HayeHa cnyxo6oBa iHopMaLis Npo KoNbopoBe
amnyrni Ne 5 3a BUnyck cepii); KOAyBaHHS amnyn), OCKiSTIbKM 3a3HauveHe
CeHexci, PpaHuis BUNPAaB/IEHHSA He  Bignosigae  AoKymMeHTauii
(BUPOGHMLTBO, BUPOOHMKA, Ska MpeAcTaBneHa B apXiBHMX
nepBuHHe Ta Matepianax, y 3B'i3Ky 3  HEeBIAMOBIAHICTIO
BTOPUHHE MaTepianam pipMu BUPOGHMKaA
nakyBaHHs,
KOHTPO/Ib SIKOCTI)
3. TAXVUBEH® KOHLieHTpat ans EBEP Heiipo ABCTpIA EBEP Heiipo ABcTpis/ 3aciganHa HTP Ne 18 He peKkomeHAyBaTM A0 3aTBEPIKEHHA -
pO3uunHy Ans iHgysil, dapma M'm6X dapma 'M6X, PdpaHuis Big 18.05.2017 BUNPABMIEHHSA  TEXHIYHOT MOMWUAKM Yy  pO34iNi
5 mr/ma, no 20 mn B ABCTpis «YnakoBka» METOAIB KOHTpPoOMA skocTi  (byna
amnyni; no 5 amnyn B (BignoBifanbHWiA 3a3HauveHa cnyx6oBa iHopMaLis Npo KoNbopoBe
KapTOHHiiA KOpo6Li 3a BUnNyck cepi); KoAyBaHHsA amnyn), OCKiSIbKM 3a3HaveHe
CeHekci , PpaHuis BUNPaB/IEHHS He  Bignosigae  AOKyMeHTaLji
BMPOGHWKA, sAka npeAcTaB/ieHa B apxiBHUX
(BMPOGHMLTBO, . \ . L
marepianax, y 3B'A3Ky 3  HEBIAMOBigHICTIO
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Ne Hassa dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina lliocmasa lpoyedypa
n/n JNliKapCcbKO20
3acoby
BTOPUHHE MaTepianam ipMn BUPOGHMKa
nakyBaHHA,

KOHTPO/Ib SIKOCTI)

B.0. Ha4yanbHUKa YnpasniHHA dpapMaleBTUYHOT
DIANBbHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT

H.B. lNyyan
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