MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
28.07.2016 Ne 787
Kuis

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

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

HAKA3YIO:

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

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



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

4. BimMoBUTH Yy [lep>KaBHiM peecTpaliii/riepepeecTpallii Ta BHeCEHHi 3MiH /10
peecTpaLiiiHUX MarepiasiB Ta [lep>aBHOTO peeCcTpy JiKapChKUX 3acobiB YkKpaiHu

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

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

B.o. MinicTpa B. IIA®PAHCHKHUM



NMEPENIK

Jopartok 1

po Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

28.07.2016 Ne 787

3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIOIOIN4YHUX MPENAPATIB), AKI
BHOCATbLCA A0 AEP)XABHOIO PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hassa dopma BUIMyCKY 3asBHUK Kpaina Bupo6HuUK KpaiHna PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbKO20 (nikapcbka ¢hopma, npoyeoypa BiOnycKy aHHs peecmpayitiHo
3acoby ynakoska) 20
nocsi0O4YeHHs1
1. BA3E/NIH M'sika MacnsiHucTa TOB "MX Ta YkpaiHa MaHama MeTpoyem IHais peecTpadia Ha 5 - He UA/15337/01/01
BITNIA Maca (cy6cTaHuis) B 'YCTAB nTa pokiB nionsizae
MeTanieBMX AbkKKax FEECC
ona YkpaiHa"
hapmaLeBTUYHOro
3aCTOCYBaHHA
2, AVNA3ENEKC® | Tabnetkn no 5 mr Ne AT "Kanuekc" Natsin AT "TpiHaekc" Natsin peecTpauis Ha 5 3a He UA/15321/01/01
10 (10x1), Ne 20 pokiB peyenmom nionsizae
(10x2), Ne 30 (10x3) y
6nictepax
3. MOHTEMAK 4 TabneTkn XyBaJslbHi Makneopac IHAjs Makneopgc IHAjs peecTpadia Ha 5 3a He UA/15178/01/02
no 4 mr Ne 30 (10x3) dapMacbloTUK PapmacbloThKanc pokiB peyenmom nionsieae
y 6nictepax aunc Nimiten, Nimiteq
4. MOHTEMAK 5 TabneTkn XyBaUlbHi Makneogac IHAjs Makneopgc IHAjs peecTpadia Ha 5 3a He UA/15178/01/03
no 5 mr Ne 30 (10x3) dapmMacbloTHK dapmacbloTrkanc poKiB peyenmom nionsieae
y 6nictepax asc Nlimitep, NimiTeq,
5. MOP®IH PO34UH NS iH EKLN, AT "Kanuekc" Natsin BCi cTagji CnoavuunHa/ peecTpauis Ha 5 3a He UA/15322/01/01
KAJNLUEKC 10 mr/mnno 1l mns BUPOGHNYOTO Natsis pokiB peyenmom nionsizae
amnynax Ne 5 (5x1), npouecy, Kpim
Ne 10 (5x2), Ne 100 BUMYCKY cepil:
(5x20) XBM ®apma c.p.o.,
CnosayuunHa;
BUPOBHUK, KM




a6o Ne 2

nakyBaHHS Ta
BUMYCK Cepiii
nonepeaHL0
HarnoBHEHNX
LnpuLiB:
CAHO®I BIHTPOTI
IHOACTPIA,
dpaHuis;
BMPOGHULTBO,
BMNPOGYBaHHS,
MapKyBaHHS,
BTOPUHHE

Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Howmep
n/n JliKapCcbKO20 (nikapcbka gpopma, npoyedypa Bionycky aHHs peecmpayitiHo
3acoby ynakoska) 20
nocsi0OYeHHs1
Bignosigae 3a
KOHTPO/1b
cepii/BunpobyBaHHs
AT "I'piHaekc",
NaTBis;
BUPOGHUK, KU
Bignosigae 3a
BUMNYCK cepil:
AT "Kanuekc",
NaTtBig
6. nonirniKkonb NOPOLLOK MAT YkpaiHa KnapiaHT Mpoaykte HimeuunHa peecTpadia Ha 5 - He UA/15347/01/01
4000 Nc (cybeTaHuisn) y "Kuismegnpen (Jounang) TM6X pokiB nionsieae
noAagiiHMX apar"
nosnieTuIeHoBUX
naketax gs
thapmaL,eBTUYHOTO
3aCTOCYBaHHS
7. NPANYEHT PO34MH O/ iH EKUi CaHodpi- ®paHuis BMPOBGHULITBO Ta ®paHuis/ peecTpauis Ha 5 3a He UA/15348/01/01
no 75 mr, y aBeHTIC rpyn BUNPOBYyBaHHA HimeuunHa pokiB peyernmom nionsizae
nonepeaHbL0 Hepo3hacoBaHux
HanoBHEHUX nonepeaHbL0
wnpuyax no 1 ma Ne HarnoBHEHUX
1aboNe?2aboy LnpuLis;
nonepeaHL0 BMPOBHULITBO,
HanoBHEHWUX LINPWL- BMNPOOYBaHHS,
pyykax no 1 ms Ne 1 MapKyBaHHs,




Ne
n/n

Hasga
JliKapCcbKO20
3acoby

dopma BUIMYyCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa
npoyedypa

Ymosu
BionycKy

Pexknamys
aHHsA

Homep
peecmpayitiHo
20
noceio4YeHHs

nakyBaHHs Ta
BUNYCK cepili
nonepeAHL0
HarnoBHEHNX
LUNPUL-PYYOK:
CaHodpi-ABeHTiC
[Joiiunang MrmeX,
HimeuunHa;
BMNPOOYBaHHSA
nonepegHL0
HarnoBHEHNX
wnpuuis Ta
nonepeaHL0
HanoBHEHUX
LUNPUL-PYYOK:
CaHodpi LLimi,
PpaHuis

NMPANYEHT

PO34YMH ON1S1 iH EKUii
no 150 wmr, y
nonepenHLo
HarnoBHEHMNX
wnpuyax no 1 ma Ne
1abo Ne 2 aboy
nonepeaHL0
HanoBHEHUX LUNPULL-
pyykax no 1 ms Ne 1
abo Ne 2

CaHodi-
aBeHTIC rpyn

®paHuis

BMPOGHULITBO Ta
BMNPOGYBaHHSA
Hepo3hacoBaHux
nonepegHbL0
HarnoBHEHNX
LNpuLis;
BMPOBHULITBO,
BUNPOGYBaHHS,
MapKyBaHHS,
nakyBaHHS Ta
BUMYCK Cepiii
nonepegHbL0
HarnoBHEHNX
LnpuLis:
CAHO®I BIHTPOTI
IHOACTPIA,
dpaHuis;
BMPOBHMLTBO,
BMNPOGYBaHHS,
MapKyBaHHS,
BTOPUHHE
nakyBaHHs Ta

®paHuis/
HimeuunHa

peecTpauis Ha 5
pokiB

3a
peuenmom

He
nionsi2cae

UA/15348/01/02




Ne
n/n

Hasga
JliKapCcbKO20
3acoby

dopma BUIMYyCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa
npoyedypa

Ymosu
BionycKy

Pexknamys
aHHsA

Homep
peecmpayitiHo
20
noceio4YeHHs

BUMYCK cepili
nonepeaHL0
HarnoBHEHNX
LUNPUL-PYYOK:
CaHodpi-ABeHTiC
[Hoiiunang MmeX,
Hime4yuunHa;
BMNPOOYBaHHS
nonepeaHbL0
HaroBHEHNX
wnpuuis Ta
nonepegHbL0
HarnoBHEHNX
LUNPUL-PYYOK:
CaHodpi LLimi,
PpaHuis

NPOMEAON
KANLEKC

PO34MH ANS iH'EKLIN,
20 mr/mnno 1 mn B
amnynax Ne 5 (5x1),
Ne 10 (5x2), Ne 100
(5%20)

AT "Kanuekc"

NatBis

BCi cTagji
BMPOGHNYOro
npouecy, Kpim
BUMYCKY cepii:

XBM ®apwma c.p.o.,

CnoBayuunHa;
BUPOGHUK, KW
Bignosigae 3a
KOHTPO/b

cepii/BunpobyBaHHSA

AT "I'piHaekc",
NartBis;
BUPOGHUK, KW
Bignosigae 3a
BWMNYCK cepil:
AT "Kasuekc",
NatBis

CnoBavyuunHa/
Natgisi

peecTpadia Ha 5
poKiB

3a
peyenmom

He
niosnsi2cae

UA/15324/01/01

10.

CTEHJPA

Tabnetkun no 100 mr
Ne 2 (2x1), Ne 4 (4x1)
y 6nictepax

TOB "CaHodi-
ABeHTiC
YkpaiHa"

YkpaiHa

CaHodpi BiHTpon
IHpacTpia

®paHuis

peecTpauis Ha 5
pokiB

3a
peyenmom

He
nionsieae

UA/15349/01/02

11.

CTEHAPA

TabneTtkn no 200 mr
Ne 2 (2x1), Ne 4 (4x1)

TOB "CaHoi-
ABEHTIC

YkpaiHa

CaHodi BiHTpon
IHpacTpia

®paHuis

peecTpadia Ha 5
pOKiB

3a
peyenmom

He
niosnsi2cae

UA/15349/01/03




Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Howmep
n/n JliKapCcbKO20 (nikapcbka gpopma, npoyedypa Bionycky aHHs peecmpayitiHo
3acoby ynakoska) 20
nocsi0OYeHHs1
y 6nictepax Ykpaina"
12. | CTEHOPA Tabnetkv no 50 mr Ne | TOB "CaHodi- YkpaiHa CaHodpi BiHTpon ®paHuis peecTpauis Ha 5 3a He UA/15349/01/01
2 (2x1), Ne 4 (4x1) y ABeHTIC IHaacTpia pokiB peyenmom nionsizae
onictepax YkpaiHa"
13. PEHTAHIN PO34MH ONS iH EKUiA, AT "Kanuekc" Natsis BCi cTagii CnosayunHa/ peecTpadia Ha 5 3a He UA/15323/01/01
KANUEKC 0,05 mr/mn no 2 mn B BUPOGHNYOTO NaTsis pokiB peuyenmom nionsizae
amnynax Ne 5 (5x1), npouecy, Kpim
Ne 10 (5x2), Ne 100 BUMYCKY Cepii:
(5x20) XBM dapma c.p.o.,
CrnoBa4y4yuHa,
BUPOGHUK, AKUiA
Bignosigae 3a
KOHTPO/b
cepii/BunpobyBaHHsA
AT "lpiHaekc",
NaTBis;
BUPOGHUK, KU
BignoBigae 3a
BUNYCK cepil:
AT "Kasnuekc",
Nartsis
14. | XENMNEKC® NOPOLLIOK AN1s Mosi Xenc LLBeinuapis BMPOGHULITBO 3a Lseiuapis/ peecTpauis Ha 5 6e3 nionsieae UA/15354/01/01
AHTUKONA OpasibHOro po34nHy 3 6X MOBHUM LMK/IOM: MopTyranis pokiB peyenma
HEO JINMOHHMM CMaKoM, Annekc ®apma CA,
Nno 4 r NopoLuKy B LLIseliLapis;
cale, no 10 cawe y BMPOGHULITBO
nauui roToBOro
nikapcbKoro 3acoby,
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs:
OM dapwma CA,
MopTtyranis;
BUNYCK cepii:
OM dapma CA,
Lsenuapis
15. | XENNEKC® NOPOLLOK A5 Mogi Xenc LLiseinuapis BUPOGHULTBO 3a LWsenuapis/ peecTpadia Ha 5 6e3 nionsizae UA/15355/01/01
AHTUKONA, OpasiIbHOro PO34KHYy 3 M6X NOBHUM LVK/IOM: MopTtyranis pokKiB peyenma




Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Peknamys Howmep
n/n JliKapCcbKO20 (nikapcbka gpopma, npoyedypa Bionycky aHHs peecmpayitiHo
3acoby ynakoska) 20
noceio4YeHHs
HEO MasIMHOBMM CMaKoM, Annekc ®apma CA,
no 4 r NopoLUKy B LLsenuapis;
cawe, no 10 cawe y BMPOGHULTBO
nauui roToBOro
nikapcbKkoro 3acoby,
nepBrHHE Ta
BTOPUHHE
nakyBaHHs:
OM dapwma CA,
MopTtyranis;
BMNYCK cepil:
OM dapwma CA,
Lsenuapis
3acTyNHUK HavYasibHUKA YnpaBJ/iiHHA
q)apmau,equHm AIAJIbHOCTI Ta AKOCTI
chapmaLeBTUUHOT NpoayKL;l t0.M. Kepa




NEPENIK

Jopatok 2

[0 Hakasy MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu
28.07.2016 Ne 787

NMEPEPEECTPOBAHUX NNIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIOJTOMNYHUX MNMPEMAPATIB), AKI BHOCATbLCA A0
AEPXXABHOIO PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHN

NnoNieTUIeHoBUX
nakeTax ans
thapmaueBTUYHOT
0 3aCTOCYBaHHS

peecTpauiiHoro
NnocBigYeHHs; 3MiHu | Tny:
CepTudikaT BigNOBIAHOCTI
€Bponeiicbkili
thapmakonei/CepTtudikar
Bi4NoBiAHOCTI
€Bponeiicbkili hapmakonel
wopo ryéyaroi
eHuedanonarii. NMogaHHA
HOBOro abo OHOBNEHOTO
cepTudikaTa BignoBigHOCTI
€Bponeiicbkiin dhapmakonei
ons Adl abo gitoyoi
pevoBMHM/aNsa BUXiAHOTO
maTepiany/peareHTy/npomi
XXHOTO NPOAYKTY, LLO
BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI A®I abo
Aitoyoi pevoBuHW/gns
[OMNOMIXHOT PEYOBUHU
(cepTudpikaT BigNoBigHOCTI
€Bponeiicbkili
chapmakoner) - OHOBNEHMIA
cepTudpikat BigNoOBIAHOCTI

Ne Hassa dopma BUryCKy 3asiBHUK KpaiHa Bupo6HuUK KpaiHa PeecmpayitiHa Ymosu Peknamys Homep
n/n JliKapCcbK0O20 (nikapcbka npoyeadypa BionycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocsioYeHHs
ynaxkoska)
1. AMBPOKCOJ/TY | nopoLliok Winna IHais LWinna Megjkepe IHais nepepeecTpadis Ha 5 pokis - He UA/11585/01/01
FIAPOXNOPUA, | (cybecTaHuis) y Megikepe Nimitepn, y 3B SA3KY i3 3aKiHUEHHSM nionsizae
noaBiiHMX Nimiteq, TepMiHy ail




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)

Bif Ait0HOro BUPO6HMKa Ta
SIK HaCMigoK 3MiHN B
agpecun BUPOOHMKA. 3MiHM
| Trny: 3miHn 3 AkocTi. API.
KoHTponb A®l. 3miHa y
napameTpax cneuudikauii
Ta/abo onycTuMuUX MexX,
BU3HAYEHUX Y
cneuuadikauisax Ha Adl,
ab0 BUXiAHNA/MPOMIKHWIA
npoayKTt/peareHT, Wwo
BMKOPUCTOBYHOTbCS Y
npoueci Bupo6HuyTBa Adl
(iHWi 3miHW) - po3gain
«lgeHTundikauia» -
[OMNOBHEHUIA BU3HAYEHHAM
3a [0MnoMorow Yo -
crnekTpodhoToMeTpil.
Po3mexyBaHHs1 po3giny Ha
«[Mepuly igeHTUdikaLito»
Ta «[pyry igeHTudikawio»
Yy BifnoBigHOCTi 40 BUMOr
MoHorpadii €EP «Ambroxol
hydrochloride».

- po3ain "3anvwKkosi
KiNNbKOCTi OpraHiuHmnx
PO3UYMHHKKIB" BUYYEHWUIA 3i
crneyundikawii y
BigNOBIAHOCTI 40 BUMOT
CEP cy6cTaHuji. KoHTponb
3a/IMLLKOBMX KislbKOCTEN
OpraHiyHNX PO3UYNHHWUKIB
(opraHiuHmMiA po3unHHKK |11
Knacy — aueToH)
KOHTPOJ/IIOETLCA 3a
nokasHukoM «BTpaTa B
Maci Npy BUCYLLYBaHHI»,
BiANoBiAHO A0 BUMOT €
5.4. Ta BignNoBigHO A0




Ne
n/n

Hasga
JNliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6HUK

Kpaina

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayitiHo20
nocBiO4YeHHs

sBumMor ICH Q3C. CynyTHsa
3MiHa: 3MiHK 3 AKocTi. API.
KoHTponb AdL. 3miHa y
MeTofax BUNpobyBaHHS
A®l abo BuxigHOro
MaTepiany/npoMiKHOro
NpoaykTy/peareHTy, WO
BMKOPUCTOBYETLCA Y
npoveci Bupo6Huytea Ad|
(iHWi 3MiHM y MeTogax
BUMNPOOYBaHHSA
(Br/TtoYatoUM 3amiHy abo
[onoBHeHHs)) A®l abo
BWXiZHOr0/NMPOMIXXHOTO
npoaykty). MpuBegeHHs
3acTocyBaHHsA cybcTaHLii y
BiANOBIAHICTb [0 BUMOT
NpoBigHUX hapMakonei

ACKOPYTUH

Tabnetku in bulk
Ne 5000 y
KOHTEenHepi

MpAT
"TexHonor"

YkpaiHa

MpAT
"TexHonor"

YKpaiHa

nepepeecTpauis Ha 5 pokis
y 3B SA3KY i3 3aKiHUEHHSM
TepMiHy ail
peecTpauiiHoro
NnocBigYeHHs; 3MiHu | Tny:
3miHa HalilMeHyBaHHS
Ta/abo MicLe3HaxoMKeHHSA
3asiBHUKa (B/1acHMKa
peecTpauiiHoro
NOCBiAYEHHS) —
npvBeLeHHs agpecu
3asBHMKa Y BiAMNOBIAHICTb
[0 niueHsii Ha
BMPOGHULTBO NiKapCbKNX
3aco6iB. 3MiHu | TUny:
3MiHa HaliMeHyBaHHS
Ta/abo MicL,e3HaxX0mKEHHS
BMPOGHMKA rOTOBOTO
nikapcbKoro 3acoby,
BK/IHOUaUM Micue
NpPOBEAEHHS KOHTPO/IO

He
nionsizae

UA/12908/01/01




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)

AKOCTI(BUPOGHMYA
LOiNbHMLA BUNYCKY cepil) —
npuBefeHHs agpecu
BMPOGHMKA Y BiAMNOBIAHICTb
[0 NiueHsii Ha
BUPOGHULITBO iKapPCbKNX
3aco06iB. 3MiHK | TUNy:
3MiHM 3 AKOCTI.
CepTtudpikaT
BignosigHocTi/TE-
cepTudpikaT BigNoOBIgHOCTI
€Bponelicbkili
hapmakonei/MoHorpadii.
MopaHHA HoBOro abo
OHOBJ/IEHOIO cepTudikata
BignosigHocCTi abo
BUNYYEHHS cepTudikara
Bi4NoBiAHOCTI
€Bponeiicbkili
thapmakonei: ana A®l; ana
BUXiZHOro
mMaTepiany/peareHty/npomi
YKHOTO NPOAYKTY, L0
BVMKOPUCTOBYIOTLCS Y
BUPOGHULTBI ADI; ans
[0MOMDKHOT PEYOBUHM
(cepTudpikat BignNoBiIAHOCTI
€Bponelicbkili
papmakonei) - OHOB/IEHWI
cepTudikar Big, yxe
3aTBEPXEHOr0 BUPOOHUKA
— NoflaHO OHOBJIEHUIA
cepTudikaT BiLNOBIAHOCTI
€ ans aitouoi peyoBuHN
KMCNOTW ackopbiHOBOT Bif
3aTBEPXEHOr0 BUPOOHUKA
Hebei Welcome
Pharmaceutical Co., Ltd.,
Kutaii. 3miHn | Tuny: 3miHu




Ne
n/n

Hasga
JNliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6HUK

Kpaina

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayitiHo20
nocBiO4YeHHs

3 AKocTi. [oToBWIA
nikapcbkuii 3aci6.
KOHTpOb roTOBOrO
nikapcbKoro 3acoby. 3miHa
napameTpiB cnewumdikadiin
Ta/abo oonycTUMmUX Mex
rOTOBOrO J1iKapCbKOro
3aco0y (iHWi 3MiHW) —
npuBeAEHHAM pPo3iny
«Onuc» y BIANOBIAHICTb A0
BMMOT 3arasibHOl CTaTTi Ha
nikapcbky hopmy
«TabneTkn» Ajt4oro
BUAaHHA AdY. CynyTHA
3MiHa: 3MiHM 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa
y MeTofax BunpobyBaHHSA
rOTOBOrO J1iKapCbKOro
3acoby (iHWi 3miHK y
MeToAax BUNpobysaHb
(BKNtOYaOUM 3aMiHy abo
[ONOBHEHHS)

ACKOPYTUH

Ta6netkn Ne 10,
Ne 50 (10x5), Ne
800 (10x80) B
6nictepax; Ne 50
(50x1) y
KOHTelHepi

MpAT
"TexHonor"

YkpaiHa

MpAT
"TexHonor"

YkpaiHa

nepepeecTpaLis Ha 5 pokis
y 3B A3KY i3 3aKiHYEHHAM
TepMiHy aii
peecTpauiiHoro
noceig4yeHHs; 3miHu | Tuny:
3MiHa HalilMeHyBaHHs
Ta/abo MicLe3HaxoMKeHHA
3asBHMKa (BnacHuka
peecTpauiiHoro
MOCBIAYEHHST) —
npuBefeHHs agpecu
3asBHUKA Y BiANoBiAHICTb
[0 NiueHsii Ha
BUPOGHULITBO TiKAPChKNX
3aco6iB. 3miHu | Tnny:

6e3
peyenma

nionsizae

UA/4397/01/01




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)

3MiHa HaliMeHyBaHHs
Ta/abo MicL,e3HaxX0mKEHHS
BUPOGHNKA rOTOBOr0
nikapcbKoro 3acoby,
BK/IOYAUN Micue
NpoBeAEHHSA KOHTPOSIO
AKOCTi(BUpOBHUYa
AinbHWULA BUNYCKY cepii) —
npuBefeHHs agpecu
BMPOGHMKA Y BignoBiAHICTb
00 niyeHsii Ha
BMPOGHMLTBO NiKAPCbKNX
3aco6iB. 3miHn | TNYy:
3MiHU 3 AKOCTI.
Ceptudikar
BignosigHOCTI/TE-
cepTudikaT BiLNOBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
MoaaHHsA HoBOro abo
OHOBJ/IEHOI0 cepTudikata
BignosigHocTi abo
BU/TyYEHHs cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei: gna Adl; ana
BMXigHOro
mMaTepiany/peareHTy/npomi
XXHOTO NPOAYKTY, LLO
BUMKOPUCTOBYIOTLCA Y
BUPOGHULTBI API; anA
[0NOMDKHOT PeYOBUHN
(cepTudhikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei) - OHOBEHWA
cepTudpikaT Big yxe
3aTBEPKEHOr0 BUPOOHUKA
— NofaHo OHOBJIEHUIA
cepTudpikat BiANOBIAHOCTI




Ne
n/n

Hasga
JNliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6HUK

Kpaina

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayitiHo20
nocBiO4YeHHs

€D anA Ailoyoi peyoBUHU
KMCNOTK ackopbiHOBOT Bif
3aTBEPAKEHOr0 BUPOOHMKA
Hebei Welcome
Pharmaceutical Co., Ltd.,
Kutaii. 3miHu | Tuny: 3miHu
3 aKocTi. [oToBUiA
nikapcbkuii 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneymdikauin
Ta/abo [onyCTUMNX MEX
roTOBOTO JiKaPCbKOro
3aco06y (iHWi 3MiHK) —
NpUBEAEHHAM po3iny
«Onue» y BIiANOBIGHICTb [0
BMMOT 3ara/ibHOl CTaTTi Ha
nikapcbky hopmy
«TabneTkn» Ajto4oro
BugaHHsA APY. CynyTHA
3MiHa: 3MiHU 3 AKOCTI.
OTOBWIA Nikapcbkuii 3acio.
KoHTposib roToBoro
nikapcbKoro 3acoby. 3miHa
y MeToax BUNpobyBaHHS
rOTOBOrO JTiKAPCbKOTro
3aco06y (iHLWi 3MiHN Y
MeToAax BUNpobyBaHb
(Br/TtOYaOUM 3amiHy abo
[ONOBHEHHS)

BETACEPK®

PO34MH OpasIbHUIA,
8 mr/mn no 60 mn
y naswkax Ne 1 B
KOMMNEKTI 3
[03younm
wnpuuem

A66OTT
Xenckea
MpopakTtc
B.B.

HigepnaHg
7]

Peumndapm
Mapetc C.J1.

Icnania

nepepeecTpawis Ha 5 pokis
Y 3B A13KY i3 3aKiHYEHHAM
TepMmiHy aii
peecTpauinHoro
noceig4yeHHs; 3miHn | Tuny:
AOMiHICTpaTUBHI 3MiHW.
3MiHa Ha3BU NlikapCbKoro
3acoby (3aTBepaKeHo:
Betacepk). 3miHu | Tuny:

3a
peyenmom

He
nionsizae

UA/11703/01/01




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)
3MiHN Wwopao

hapmakoHarnsgy.
BBegeHHsi abo 3MiHu o
y3araslbHeHVX AaHux npo

(BeEHHs y3arasibHEHUX
JaHnx npo cuctemy
thapmakoHarnagy, amiHa
YMOBHOBaXKEHOT 0cobu,
Bif4NOBiAa/IbHOT 3a
3iiCHEHHSA
thapmakoHarnsgy;
KOHTaKTHOI ocobu 3
papMakoHarnsgy
3anBHVKa 4181 34iACHEHHS
thapmakoHarnsgy B
YKpaiHi, SIKLL0 BOHa
BigMiHHA Bif
YNOBHOBAaXEHOT 0Cco6H,
BiANOBI4a/1IbHOI 3a
3[iAiCHEHHSA
papMakoHarnsgy
(BKNOYAKOUYN KOHTAKTHI
[aHi) Ta/abo 3MiHn y
PO3MillleHHi MmacTep-thaina
cuctemm
hapmakoHarnsgy). 3Minu |
TMny: 3MiHU 3 AKOCTI.
OTOBWIA Nikapcbkuii 3acio.
CrtabinbHicTb. 3MiHa Y
TepMmiHax npuaatHocTi abo
ymoBax 36epiraHHs
rOTOBOrO JTiKAPCbKOTro
3aco0y (3miHa B ymoBax
36epiraHHs rOTOBOTO
nikapcbKoro 3acoby abo
nicns

PO3YNHEHHSA/BIAHOBEHHS).

6e3nekn/edeKTMBHOCTI Ta

cucTemy chapmakoHarnagy




Ne
n/n

Hasga
JNliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6HUK

Kpaina

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayitiHo20
nocBiO4YeHHs

3miHa 3aTBepKeHa B
KpaiHi BUPOGHUKA). 3MiHwM Il
TMny: 3MiHM WoA0
6e3nekn/ePeKTMBHOCTI Ta
thapmakoHarnagy. 3miHu y
TepaneBTUYHUX
nokasaHHsX (4oAaBaHHs
HOBOro TepaneBTUYHOTO
nokasaHHs abo 3MiHa y
3aTBEPKEHOMY
nokasaHHi) (3MiH1 BHECEHO
00 IHCTPYKLUiT Ana
MEeAMYHOro 3aCTOCYBaHHS
npenapary o po3giny
"lNoka3aHHA", a TakoX 40
po3ginis "Cnoci6
3acTocyBaHHA Ta gosn”
(YTOUYHEHHS A03YBaHHS)
Bif4NOBIAHO A0 KOPOTKOT
XapaKTepucTuKn
npenapary Ta BUCHOBKY
KOHCYNbTaTUBHO-
eKcnepTHOI rpynu
"Hesponorisa. ncuxiaTpis.
Nikapcbki 3acobun").
MpuBefeHHsa HanncaHHA
Ha3BU NiKapCbKoi hopmn y
BiANOBIAHICTb A0
3ara/ibHOMPUAHATMX Ha3B

APOTABEPUH
Yy
rigpoxnorPug

MOPOLLIOK
(cy6eTaHuis) y
NoABINHNX
nakeTax 3
nosnieTuneHy ans
hapmaueBTUYHOT
0 3aCTOCYBaHHS

AT "Nekxim -
Xapkis"

YkpaiHa

XKepxiaHr
Anenoa KeHaxy
dapmacboTikan

KO., NT4

KuTai

nepepeecTpadis Ha
HeobMeXeHuin TepMiH

He
nionsieae

UA/12067/01/01

EHTPOMN®

Tabnetku no 50
mr no 10
TabneTok y

TOB
"ONTPA"

YkpaiHa

AT
"OnaiiHcpapm”

Natsis

nepepeecTpawis Ha
Heo6MeXeHuii TepMiH;
(3righo 3n.1.131a n.2.3

6e3
peuyenma

nionsizae

UA/5233/01/01




Ne
n/n

Hasga
JNliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6HUK

Kpaina

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayitiHo20
nocBiO4YeHHs

6nictepi, no 1 abo
2 6nictepuny
nauuj

poparky 15 Hakasy MO3
Ykpainu Big 23.07.2015
Ne460 HagaHo rapaHTiiHi
JNINCTU Bif 3asiBHUKA LLOA0
HagaHHA MYP Ta
[ONOBHEHHSA [0 OrNAaay
KNiHIYHMX gaHnX o
30.10.2017 p.
3MiHu | TUNy: 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. 3miHu y
TepaneBTUYHKX
nokasaHHsAX (BUTyYEHHS
TepaneBTUYHOro
nokasaHHs), 3miHn
BHECEHO [0 iIHCTPYKLiT AN
MeAMYHOro 3aCTOCYBaHHSA
npenapary 4o po3giny
"MokasaHHsA" (BUTy4EHO
nokasaHHs: OXUPIHHSA
(animeHTapHo-
KOHCTUTYL,iOHa/IbHOTO
reHesy) BignosigHo A0
martepianis
PEECTPAL|iHOIO 10CbE)

EHTPOMN®

Tabnetkm no 100
mr no 10
TabneTok y
6nictepi, no 1 abo
2 6nictepun y
nayui

TOB
"ONTPA"

YkpaiHa

AT
"OnaitHchapm"

Natsis

nepepeecTpawis Ha
HEOOMEXEHU TEPMIH;
(3righo 3 n.1.13tan.2.3
popatky 15 Hakasy MO3
Ykpainu Big 23.07.2015
Ne460 HafaHO rapaHTiiHi
NNCTWY Bif 3asiBHUKA LLOAO
HagaHHA MNYP Ta
[OMNOBHEHHA [0 OrNsAay
KMiHIYHMX gaHnx o
30.10.2017 p.
3MiHu | Tuny: 3MiHK Woao
6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnsagy. 3MiHu y

Ne 10 —
6e3
peyernma.
Ne 20 — 3a
peyenmom

Ne 10 —
nionseae,
Neo 20 — He
nionsizae

UA/5233/01/02




Ne
n/n

Hasga
JNliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6HUK

Kpaina

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayitiHo20
nocBiO4YeHHs

TepaneBTUYHUX
nokKasaHHsX (BUyYeHHS
TepaneBTUYHOro
nokasaHHs), 3miHu
BHECEHO A0 iHCTPYKLUiT aAns
MeAMYHOro 3aCTOCyBaHHSA
npenapary 4o po3giny
"Moka3aHHsA" (BU/TyYEHO
nokasaHHs: OXMpPIHHA
(animeHTapHo-
KOHCTUTYL,IOHa/TbHOTO
reHesy) BignosigHo 40
mMaTepianis
peecTpaLiiiHoro 40ChE)

ECTPAMOH 50

nnactup
TpaHcaepmasbHu
i, 50 mkr/poba 'y
nakeTtukax Ne 6

CaHpo3
dapmacbHoTi
Kans3 a.na.

CnoBeHis

[ekcan Al

HimeyunHa

nepepeecTpaLis Ha 5 pokis
Y 3B A13KY i3 3aKiHUEHHAM
TepMmiHy aii
peecTpauiinHoro
noceig4yeHHs; 3miHn | Tuny:
3MiHa HaliMeHyBaHHs
Ta/abo MicLie3HaxX0MKEHHS
BMPOGHUKA rOTOBOro
nikapcbkoro 3acoby,
BK/IHOUAKUM Micue
NpoBeAEHHSA KOHTPOSHO
AKOCTI(BUPOGHMYA
OiNbHULA BUNYCKY cepii -
3MiHa agpecu
MiCLLe3HaXOMKEHHS
BMPOGHUKaA. 3MiHW | THny:
3MiHu 3 siKocTi. [oToBMiA
nikapcbkuii 3aci6.
CT1abinbHicTb. 3MiHa Yy
TepMiHax npugatHocTi abo
yMoOBax 36epiraHHs
rOTOBOrO J1iKapCbKOro
3acoby (3miHa B ymMoBax
36epiraHHs roTOBOro
nikapcbKoro 3acoby abo

3a
peyenmom

He
nionsizae

UA/5035/01/01




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)
nicns

PO34YNHEHHS/BIAHOBNEHHS)
- 3MiHa TemnepaTypHoro
pexviMy B po3gini «YMoBu
36epiraHHs.
3MiHun | Tuny: 3miHm 3
AKoCTI. FoToBwMIA
nikapcbkuii 3aci6.
CT1abinbHicTb. 3MiHa y
TepMiHax npuaaTHocCTi abo
yMoBax 36epiraHHs
rOTOBOrO J1iKapCbKOro
3ac06y (3MeHLUEeHHS
TepMiHy NpuaaTHOCTI
rOTOBOrO JliKapCbKOro
3aco06y) - 13 Toprosoi
ynakoBKu (3MiHa TepMiHy
NpUAaTHOCTI Y 3B'SA3KY 3
aHani3om oTpMMaHux
OaHuX 3i cTabiNbHOCTI -
3aTBEPIXEHO: 3 POKUK;
3anporoHOBaHO: 2 PoKK).
Bci BuLLleHaBeieHi 3MiHK
3aTBEpPKEHI B KpaiHi
BMPOGHUKA. 3MiHW Il Tuny:
3MiHN Woao
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsagy. 3miHu y
TepaneBTUYHUX
nokasaHHsX (foAaBaHHA
HOBOrO TepaneBTUYHOro
nokasaHHs abo 3MiHa y
3aTBepKeHOMy
noKasaHHi) - 3MiHn
BHECEHO A0 iHCTPYKLiT Ans
MeJMYHOro 3aCTOCYBaHHS
npenapary Ao posginy
"Moka3aHHsA" BiANOBIAHO
[0 maTepianis




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)
peecTpaLiiHoro A0oChe
(KoHcynbTaTnBHO-
eKcrnepTHa rpyna
"AKyLLEepCTBO i [IHEKO/OTriS.
Nikapcbki 3acobun”) Ta
KOPOTKOI XapaKkTepmucTuku
NikapcbKoro 3acoby

9. NIHE3O0NIA4, NMOPOLLIOK MAT Ykpaina HeynaHg, IHais nepepeecTpawis Ha - He UA/11933/01/01

(cybeTaHuin) y "Tannuchapm Nab6opatopis Heo6MeXeHwuii TepMIH nionsizae

noaBiiHMX " NimiTepq,

nakeTax 3

nonieTuneHy

BUCOKOT LLiNIbHOCTI

ANns BUPOGHMLTBA

CTEPUSIBHUX

nikapcbkmx dhopm
10. | NIKOTEIHA TabneTkn TOB Monbwa Mab'aHiybKuia Monbla nepepeecTpadis Ha 5 pokis 3a He UA/5244/01/01

BariHauibHi o 50 "Apamepn” thapmaueBTUYH y 3B 3Ky i3 3aKiHUYEHHAM peyenmom nionsizae

mr Ne 30 (15x2) y nii 3aBOf TepMmiHy aii

6nictepax Monbha A.T. peecTpauiiHoro

noceig4yeHHs; 3MiHu | Tuny:
AOMIHICTPaTUBHI 3MiHN.
BunyyeHHs BUpOGHUYOT
AinbHWUi (BKNOYaoun
AinbHUU ana Adl,
MPOMiXHOro NPOAYyKTY abo
rOTOBOTO JTiKaPCbKOr0
3aco6y, AinbHuLi ons
NPOBeAEHHS NaKyBaHHS,
BMPOOGHMKA,
BiNOBiA&/ILHOTO 3a BUMYCK
cepili, Micue NpoBefeHHst
KOHTPO/IO cepiTl) abo
nocTtavasibHvKa BUXigHOro
marepiasny, peareHTy abo
[0MOMDKHOT peqyoBUHU
(SIKLLLO 3a3HAYEHO Y [OCLE).
3MiHuM | TUNy: 3MiHK Woao
6e3nekn/edpeKTMBHOCTI Ta




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)
thapmakoHarnsagy.

BBegeHHs1 abo 3MiHM A0
y3arasibHeHVX faHunx npo
cuctemy dhapmakoHarnsgy
(BepeHHs y3arasibHeHNX
JaHnx npo cuctemy
thapmakoHarnsgy, amiHa
YNOBHOB&aXXEHOI 0cobMU,
BiANOBIAA/ILHOT 38
34iACHEHHSA
hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3
thapmakoHarnsagy
3asBHVKa AN 34iCHEHHS
thapmakoHarnsgy B
YkpaiHi, SKLL0 BOHA
BiAMiHHA Bif,
YNOBHOBaXKEHOT 0cobu,
Bif4NoOBiAa/IbHOT 3a
3iiCHEHHSA
thapmakoHarnsagy
(BK/TIOYAKOUN KOHTAKTHI
OaHi) Ta/abo 3MiHK Yy
po3MilLEeHHI MacTep-halina
cuctemu
hapmakoHarnsgy). 3minu |
TMny: 3MiHM 3 SKOCTI.
loTOBWMIA NiKapPCLKMIA 3aci6.
KOHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cnewumdikadii
Ta/abo AonyCcTUMUX MexX
rOTOBOIO J1iKAPCLKOro
3aco0y (iHLi 3MiHW)
(3amiHa po3ginis 3a
nokasHukamm «CepegHs
Maca TabneTkm» Ta
«OfHOPIAHICTE Macu» Ha

«OAHOPIAHICTb A030BaHUX




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)
OVIHWLb», BUMYYEHHSI
po3gainis «PosnagaHHsA»,
OCKI/TbKM HasiBHWIA po34in
«PO34YMHEHHSI»,
npuBefeHHs po3ainy
«Mikpobionoriyna
uncToTa» [0 BUMOT
Aito4oro BugaHHA
€BponeiicbKoi
dapmakonei)
11. | NIOTEIHA TabneTkn TOB Monblia Mab'AaHiybKuin Monbla nepepeecTpauis Ha 5 pokis 3a He UA/5244/01/02
BariHasibHi no 100 "Apamepn" thapmaueBTUYH y 3B SA3KY i3 3aKiHUEHHSM peyenmom nionsizae
mr Ne 30 (15x2) y i 3aBof TepMiHy ail
6nictepax 3 Monbtha A.T. peecTpauiiHoro

ansnikaTtopom

nocBigYeHHs; 3MiHu | Trny:
AOMIHICTPaTUBHI 3MiHK.
BunyyeHHst BUPO6HMYOI
AOinbHWU (BKNHOYaoun
OinbHuui ansa Adl,
MPOMiXHOro NPoAykTy abo
rOTOBOrO J1iKapCbKOro
3acoby, AinbHuui Ansa
NnpoBeAeHHA NakyBaHHs,
BMPOOHMKA,
BiANOBIA&/IbHOTO 3a BUMYCK
cepii, micue NnpoBefeHHS
KOHTPOJO cepiTl) abo
nocTtavasibHvKa BUXigHOro
marepiany, peareHTy a6o
O0NOMDKHOT PEYOBUHN
(AKWO 3a3HaYeHo y AOCHE).
3MiHu | Tuny: 3MiHK WoA0
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsagy.
BBegeHHs1 abo 3MiHM A0
y3arasibHeHVX AaHux npo
cuctemy dhapmakoHarnsgy
(BeEHHA y3arasibHEHUX
[JaHWUX Npo cuctemy




Ne
n/n

Hasga
JNliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6HUK

Kpaina

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayitiHo20
nocBiO4YeHHs

thapmakoHarnagy, amiHa
YMOBHOBaXKEHOT 0cobu,
Bif4NoOBiAa/IbHOT 3a
3iiCHEHHSA
thapmakoHarnagy;
KOHTaKTHOI 0cobu 3
thapmakoHarnsagy
3anBHVKa 4181 34iACHEHHS
thapmakoHarnsgy B
YKpaiHi, SIKLL0 BOHA
BigMiHHA Bif
YNOBHOB&XEHOT 0Cco6Y,
BiANOBI4a/1IbHOI 3a
3[iAiCHEHHSA
thapmakoHarnsagy
(BKNOYAKOUYN KOHTAKTHI
[aHi) Ta/abo 3MiHn y
PO3MillleHHI MmacTep-thaina
cuctemu
hapmakoHarnsgy). 3Minu |
TMny: 3MiHU 3 AKOCTI.
OTOBWIA Nikapcbkuii 3acio.
CrtabinbHicTb. 3MiHa Y
TepMmiHax npuaatHocTi abo
ymoBax 36epiraHHs
rOTOBOrO JTiKAPCbKOTro
3aco0y (iHLi 3MiHWN)
(36i/IbLLEHHST TEPMIHY
npuaaTHoCTi -
3arBepkeHo: 18 micauis,
3anponoHoBaHa: 36
MicALLiB)

12.

NIOTEIHA

Tabnetku
BariHasibHi no 200
mr Ne 20 (10x2),
Ne30 (10x3) y
6nictepax 3
ansnikaTtopom

TOB
"Apamepn"

Monblua

MNab6'AHiLbKniA
hapmaueBTUUH
nii 3aBOf
Monbha A.T.

Mosnblua

nepepeecTpaLis Ha 5 pokis
y 3B 3Ky i3 3aKiHYEHHAM
TepMiHy aii
peecTpauiiHoro
noceig4yeHHs; 3miHu | Tuny:
AOMIHICTPaTUBHI 3MiHN.
BunyyeHHss BUpOGHUYOT

3a
peyenmom

He
nionsizae

UA/5244/01/03




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)
AinbHUL (BKOYaroum

OinbHuui ansa Adl,
NMPOMDKHOIo NPOAYKTY abo
rOTOBOTO JiKaPCbKOr0o
3acoby, AinbHuLi Ans
NpOBeAEHHS NaKyBaHHS,
BUPOBHUKA,
BiANOBIA&/IbHOTO 3a BUMYCK
cepiid, micuie NpoBefeHHs
KOHTPOJO cepiTl) abo
nocravasibHvKa BUXigHOro
marepiasny, peareHTy abo
[O0MOMDKHOT pevyoBUHU
(SIKLLLO 3a3HAYEHO Y [OCLE).
3MiHu | Tuny: 3MiHK WoA0
6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnsagy.
BBegeHHs1 abo 3MiHM A0
y3arasibHeHVX JaHnx npo
cucTemy hapmakoHarisgy
(BeAEHHs y3arasibHEHUX
JaHnx npo cuctemy
thapmakoHarnsgy, amiHa
YNOBHOB&XXEHOI 0cobMU,
BiANOBIAA/ILHOT 38
34iACHEHHSA
hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3
hapMakoHarnsgy
3anBHVKa AN 34iCHEHHS
hapmakoHarnsgy B
YKpaiHi, SIKLLO BOHA
BiAMiHHA Bif,
YMOBHOBaXKEHOT 0co6H,
Bif4NOBiAa/IbHOT 3a
3iiCHEHHSA
hapmakoHarnsgy
(BK/TIOYAKOUN KOHTAKTHI

OaHi) Ta/abo 3miHn y




Ne
n/n

Hasga
JNliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6HUK

Kpaina

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayitiHo20
nocBiO4YeHHs

pO3MilLEeHHI MacTep-halina
cuctemu
hapmakoHarnsgy). 3minu |
TMny: 3MiHU 3 AKOCTI.
oTOBWMIA NiKapPCLKMIA 3aci6.
CrabinbHicTb. 3MiHa y
TepMmiHax npugatHocTi abo
ymoBax 36epiraHHs
rOTOBOIO J1iKaPCLKOro
3aco0y (iHLLi 3MiHW)
(36iNbLUEHHS TEPMiHY
npuaaTHoCTi -
3aTBepaxeHo: 18 micsuis,
3anporoHoBaHa: 36
MicsiLiB)

13.

MATHE-B6®

TabneTkn, BKpUTI
060/10HKOot, Ne 50
(10x5) y
6nictepax

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

CaHocpi BiHTpon
IHpacTpia,
dpaHuis
XIHOIH 3aBog,
dapmaueBTUYHN
X Ta XiMiyHUx
MpoaykTis
MpaiisiT Ko.
n14., YropwmHa

PpaHuis/
YropwmHa

nepepeecTpadis Ha 5 pokis
Y 3B A13KY i3 3aKiHYEHHAM
TepMmiHy aii
peecTpauiiHoro
noceig4yeHHs; 3miHu | Tuny:
3MiHu 3 gKocTi. [oToBUiA
nikapcbkuii 3aci6.
KoHTponb rotosoro
nikapcbKoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHsA
rOTOBOTO JTiKaPCbKOr0
3aco0y (He3HayHa 3MiHa y
3aTBEPKEHNX MeTogax
BMMNPObYBaHHs) (BHECEHHS
He3HauYHMX pefakuiiHnx
3MiH 0 ONUCY METOAMK
BUNPOGYBaHHA 3a
noKasHVKamu:
lneHTUgiKauis», «CepeaHs
maca», «KinbKicHe
BM3HAYEHHS NIPUAOKCUHY
rigpoxnopuay». MeToauku
BUNPOOYBaHHA He
3MiHWAWCE). 3MiHK | Trny:

6e3
peuyenma

nignsrae

UA/5476/02/01




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)
3MiHu 3 sikocTi. [oToBMiA

nikapcbkuii 3aci6.
KOHTpOb roTOBOrO

napameTpiB cnewumdikadiin
Ta/abo oonycTUMmUX Mex
rOTOBOrO J1iKapCbKOro
3aco06y (iHLWi 3MiHW).
CynyTHs 3MiHa: 3MiHK 3
AKOCTI. [0TOBWIA
nikapcbkuii 3aci6.
KOHTposnb rotoBoro
nikapcbKoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHsA
rOTOBOrO JliKapCbKOro
3aco6y (He3HayHa 3MiHa y
3aTBEPKEHNX MeTogax
BUMNPOBYBaHHSA) (3MiHN B
po3aini «Onuc»; po3ginu:
«P034MHEHHA» (BBELEHO
Be/IMUnHy Q),
«MikpobionoriyHa
yncToTa» NPUBELAEHO Y
BiANOBIAHICTb [0 BUMOT
Aito4oro BuaaHHA
€BponeicbKoi
hapmakonei). MNpuBegeHHs
3a3HauJeHHs gir4oil
PeyoBUHM MarHito nakraty
avrigpaty B po3gini
«Cknag» y BifnoBigHICTb
[0 matepianis BUpobHMKa
(p-3.2.P.1). NpviBeaeHHA
Ha3BW LOMOMDKHOT
PEYOBMHM B pO3Aini
«Cknag» y BifnoBigHICTb
[0 MoHorpadii Aitovoro
BMAAHHA €BponencbKol

dhapmakonei

nikapcbKoro 3acoby. 3miHa




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)
14. HATPIKO NOPOLLOK MAT YkpaiHa MAT "dapmak” YkpaiHa nepepeecTpadis Ha - He UA/4976/01/01
OKCUBYTUPA | (cybcTaHuis) y "dhapmak” HEeOBOMeXeHUn TepMiH nionsizae
T naketax
naneposux Ans
BMPOGHULTBA
CTEPUSIBHUX
NiKapcbKnx hopm
15. | OPTO®EH TabneTku, BKPUTI MAT Ykpaina MAT Ykpaina nepepeecTpaLis Ha 5 pokis 3a He UA/4819/01/01
060/10HKOI0, "BITAMIHN" "BITAMIHA" Y 3B A13KY i3 3aKiHYEHHAM peuyenmom nionsizae
KMLLKOBOPO34MHHI TepMmiHy aii

no 25 mr Ne 10
(10x1) abo Ne 30
(10x3) y
6nictepax

peecTpauiiHoro
noceig4yeHHs; 3miHu | Tuny:
3MiHu 3 gKocTi. [oToBUiA
nikapcbkuii 3aci6.
KoHTponb rotosoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuundikavii
Ta/abo [onyCTUMNX MeX
rOTOBOrO JTiKAPCbKOTrO
3acoby (BUyYEHHS
HE3HAYHOro NoKasHUKa
(ranpuknag 3acTapinoro
noKasHuKa, Takoro sk
3anax Ta cmak, abo
ifeHTdikavis 6apBHNKIB
yM CMaKoBMX J06aBOK) — 3i
cneyudpikauii Ta meTogis
KOHTPOJI10 SIKOCTi FOTOBOTO
nikapcbKoro 3acoby
BWTy4EHO MOKA3HWKM
«CepepfHa maca
TabneTkm» Ta
«OpfHOPILHICTE Macu» y
3B'AA3KY 3 HAsABHICTIO
nokasHuka «OaHopIgHCTb
[030BaHNX OOVHULL»;.
3MiHu | Tuny: 3miHu 3
AKoCTi. FoToBUMIA
nikapcbkuii 3aci6.




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)
KoHTponb rotoBoro

nikapcbKoro 3acoby. 3miHa
napameTpiB cneymdikauin
Ta/abo JonyCTUMUX MexX
rOTOBOrO J1iKapCbKOro
3aco0by (iHwWi 3MiHK) —
3MiHeHa yacToTa
BMNPO6YBaHHSA
«Mikpobionoriyna
yncToTa» B cneundikadii
A1 TOTOBOTO NiKapCbKoro
3aco6y i3 BU3HAYEHOI
NepioANYHICTIO — KOHTPO/Tb
KOXHOI N'ATOI cepii. 3MiHu |
TMny: 3MiHM WoAa0
6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnsagy. 3MiHu y
KOPOTKIA XapakTepucTuui
NiKapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLT
ANA MeAnNYHoro
3aCTOCYBaHHA
reHepuyHuX/ripugHnx/éion
Ofi6HUX NiKapCbKUX
3aco6iB nicnsA BHECEHHS
TiEl camol 3MiHM Ha
pedhepeHTHMIA Nnpenapar
(3miHa He noTpebye
HaflaHHS XOAHUX HOBUX
[04aTKOBUX AaHuX) - 3MiHU
BHECEHO A0 IHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHSA
npenapary fio po3giny
"Noka3aHHA", a TakoX A0
po3ginis "Cnoci6
3acTocyBaHHsA Ta gosu”
(YyTOUYHeHHA fo03yBaHHSA),
"Oitn" (3a3HaveHa

iHchopmauis, sika




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)
Bignosigae iHdhopmadii npo
pethepeHTHMIA nikapcbknii
3acib) BignoeigHoO A0
pedepeHTHOro npenapary
(BonbTapeH, Tabnetku
racTpope3ncTeHTHi no 25
mr, 50 mr)
16. MINOBAKT KOMGIHOBaHWIA CaH IHais CaH IHaisa nepepeecTpadis Ha 5 pokis 3a He UA/0130/01/01
HEO Habip ons dapmacbloT PapmacbioTrKa Y 3B A3KY i3 3aKiHUEHHAM peyenmom nionsieae
nepopasibHoro nkan n lHpacTpis TepMmiHy aii
3acTtocyBaHHs Ne IHaacTpi3 Nimitepq, peecTpauiiHoro
42, 1 cTpun Nimiteq, noceig4yeHHs; 3miHu | Tuny:
MIiCTUTb: Nikapcbki 3acobu. 3miHa 'y
TabneTku, BKPUTI KOPOTKIil XapakTepucTuui
060/10HKOI nikapcbkoro 3acoby,
aMOoKCULMAiHY No IHCTPYKUIT 418 MeANYHOro
1000 mr Ne 2, 3acTocyBaHHA abo
TabneTku, BKpUTI MapKyBaHHi ynakoBOK
060/10HKOH (noTpebye BHECEHHSI

KNapuTPOMILUHY
rno 500 mr Ne 2,
Kancynm
omernpasosny no
20Mr Ne 2, no 7
CTPVNIB Y KOPOOL

Bi4NOBIAHO A0 iHpopMaLi
pecbepeHTHOro/opuriHasnbH
0ro NikapcbKoro 3acoby
6e3 HafaHHA XOOHUX
HOBWX [0AATKOBUX AAHUX
3a5BHVKOM) - 3MiHU
BHECEHO [0 TEKCTY
IHCTPYKUIT AN18 MeanYHOro
3acTocyBaHHs npenapary
00 po3ainis "Toka3aHHA
(yTOYHEHHSA
hopmyntoBaHHSA
nokasaHb), "Ocob6anBOCTi
3acTocyBaHHA" BIANOBIAHO
[0 KOpPOTKOT
XapaKkTepucTuKm
npenapary).
3MmiHn | Tuny: Nikapcbki
3acobu. 3MiHK 10 icHyto4oT
cucTemu




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)

thapmakoHarnsgy, sk
3a3HayveHo B ONuCi
cuctemn oapmakoHarnsgy
(3miHa ynoBHOBaXeHOT
oco6wu, BiANoBiganbLHOT 3a
thapmakoHarnsag). CynytHs
3MiHa: Jlikapcbki 3acobu.
3MiHn 0o icHyo4oi
cucTemu
hapmakoHarnsgy, siK
3a3HayeHo B ONKCi
cucTemMu chapmakoHarnsgy
(3MiHa B KOHTaKTHUX AaHuX
YNOBHOBaXXeHOT ocobu,
BignoBiganbHoI 3a
thapmakoHarnsag). 3miHu |
Tuny: FoTOBUIA NikapCbKunii
3aci6. KOHTposb roToBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cnevumdikadii
Ta/abo [onyCTUMNX MeX
roTOBOIO J1iKaPCLKOro
3aco06y (iHLi 3MiHW)
(3BYXXEHHS AONYCTUMUX
MeX Ha MOMEHT BUMYyCKY
3a nokasHukom «KinbkicHe
BU3HAYEHHA» A/1A
Tab/1eTOK aMOKCULMAIHY Ta
KNapuUTPOMILMHY,
3BY)XXEHHSA AONYCTUMMX
MEX 47151 CYMU AOMILLOK Y
cneymdikauii Ha TabneTkn
KNapuTpoMmiLuHy,
npuBeAeHHN po3giny
«Mikpo6ionoriyHa
yucToTa» y BiANOBIAHICTb
[0 BUMOT Jil04HOro BUAAHHSA
€® ana TabneTok
aMOKCULMAIHY,




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)
K1apUTPOMILMHY, Kancyn

omenpasosny. 3amiHa
po3gainy «OaHOopIgHICTb
[l03yBaHHA» Ha po3gain
«OfHOPIAHICTb A030BaHMX
OAVHVLB>» ANns TabneTok
KNapuUTPOMILMHY.
BunyueHHs po3giny
«CepefHa maca»
(KOHTPO/IETLCA Nif Yac
BMPOGHULTBA) Ta 3aMiHa
po3gainy «OaHOopIgHICTb
Macu» Ha po3gin
«OfHOPIAHICTL [030BaHNX
OAVHULbL>» ANA Kancyn
omenpasony). 3miuu |
Tuny: FoTOBUIA NikapCbKunii
3aci6. KOHTposb roToBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cnevumdikadii
Ta/abo JonyCTUMUX MexX
roTOBOIO J1iKaPCLKOro
3aco6y (4OMNOBHEHHSA
cneumdikayii HoOBUM
NMOKa3HWKOM 3 BiAMNOBIAHUM
MeTOA0M BMNPOOYBaHHS)
(BBEAEHHS MOKa3HUKA
«CynpoBifHi JOMILLKU» Y
cneumndikayiio Ha TabneTkn
aMOKCULNIHY,
[ONOBHEHHA po34iny
«CynyTHi JOMILLKN» B
cneymdikauii Ha TabneTkn
KNapuUTPOMILUHOM
BM3HAYEHHA HOPMYBaHHS
6yab-AKNX (3aTBEPMKEHO:
BiICYTHE BU3HAYEHHS;
3anpornoHOBaHo: He
BiNbLUE HiX YoTUpH




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)

OOMILLKM MOXYTb
nepesuLLyBaTh - He
GinbLwe 0,4 %), BBeAEHHS
HOPMYBaHHS
iHAMBIoYaNbHUX
iAeHTHdikoBaHNX Ta
HeigeHTUdIKoBaHNX
Jomiwok (gomiwkn F i G
omenpasosny — He GinbLue
0,5 %, 5-meTokcu-1H-
6GeHsimigason-2-Tion — He
6inbwe 0,5 %, 6yab-ska
iHWa gomilika — He GinbLue
0,5 %) ona kancyn
omenpasony, BBEAEHHS
nokasHvka «laeHTucpikauis
6GapBHKIB» Ta
«OHOpPIAHICTb A030BaHMX
OAMHULL» Y cneundikalito
Ha TabneTku
aMoKCULWAIHY,
KNapuTPOMILMHY Ta
Kancysim omenpasosny).
3MmiHu | TUny: 3miHa
HalilmeHyBaHHsA Ta/abo
MiCLLe3HaXOAKEHHSI
BUPOGHMKa (BK/TOHAOUM 3a
HeobXigHOCTI Micue
NPOBELEHHS KOHTPOSIO
AKOCTIi) ab0 nocTavasibHuKa
A®I abo gjtoyoi
peyoBNHU/BUXiLHOrO
maTepiany/peareHty/npomi
XXHOTO NPOAYKTY, LLIO
3aCTOCOBYHOTLCS Y
BUpPO6HMLTBI ADI abo
Liro4oi pevoBrHK (3a
BifJICYTHOCTI cepTudpikata
BiNOBIAHOCTI




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)

€Bponeiicbkiin dhapmakonei
y 3aTBepKeHOMY
peecTpaLiiiHoMy AOCbE)
(&na girounx pevyoBuH
aMOKCULINNIH,
KNapuTPOMILMH). 3MiHK |
Tuny: Ceptudpikat
BiANOBIAHOCTI
€Bponeiicbkili
hapmakonei/CepTtudikat
Bi4NoOBIAHOCTI
€Bponeiicbkili hapmakonel
wopo ryéyatoi
eHuedanonarii. NMogaHHA
HOBOro abo OHOB/IEHOTO
cepTudikaTa BignoBiAHOCTI
€Bponeiicbkiin dhapmakonei
onsa Adl abo gitoyoi
pevoBMHM/aNa BUXiAHOTO
mMaTepiany/peareHTy/npomi
XXHOTO NPOAYKTY, LLO
BUMKOPUCTOBYIOTLCA Y
BUPOBHULTBI APl abo
Airoyoi pevoBuHU/gns
[0NOMDKHOT PEYOBUHN
(cepTudpikat BignoBigHOCTI
€Bponeiicbkili
thapmakoner) - OHOBNEHUIA
cepTtudikaT BignoBigHOCTI
Bif, 4it04Oro BUPOGHMKa
(nogaHHA OHOBAEHMX
CepTudikaTis
BignosigHOCTI €P Ha fjtovi
PeYoBMHN aMOKCULIMNIHY
TpurigpaTt (BUpobHMK DSM
Sinochem, IHais) Ta
omenpason (BUPO6HMK
Shouguang Fukang
Pharmaceutical Co., Ltd.,




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)

Kutait). 3miHun | Tuny:
3MiHa HaliMeHyBaHHS
Ta/abo MicL,e3HaxX0mKEHHS
BMPOGHMKA rOTOBOTO
nikapcbKoro 3acoby,
BKJ/IHOYAUM Micue
NpOBeLEHHSI KOHTPOIO
AKOCTI(BUPOGHMYA
OiNbHULA BUNYCKY cepiT).
3miHn Il Tuny: FotoBwuii
nikapcbkuii 3aci6. Onuc Ta
cknag. 3miHa y cknagi
(aonomiXkHMX peyoBuHax)
roTOBOIO J1iKaPCLKOro
3aco06y (iHLWi 3MiHK) (3MiHa
cknagy (4oNoOMKHUX
peyvyoBWH) AN Kancyn
omenpasosny. 3miHu Il Tuny:
3MiHa 3asBHYKa.
MprBEeAEHHA HaNUCaHHA
Ha3BW AOMOMIXHOT
peyvoBuHM 1A TabneTok
OpaHXeBoro Kosibopy Yy
BiAMNOBIAHICTb A0
opuriHasIbHOT fOKyMeHTau,i
chipMun BUPOGHUKa.
BunyueHHs apTukyny
onakoga ans tabneTtok
CBIT/10-)KOBTOrO KOJ1bOPY.
TexHiyHa nomusnka (3rigHo
Hakazy MO3 Big,
23.07.2015 Ne 460),
BrnpaBneHHs TeXHIYHNX
NOMWNOK, 3rigHo n.4.2.3 (r)
Hakaly MO3 YkpaiHu Big,
26.08.2005p. Ne 426 (y
pefakuii Hakasy MO3
Ykpainu Big 04.01.2013 Ne
3), a caMe HaflaHHs




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)
KOPEKTHOTrO nepeknagy
Ha3BW NepPBUHHOIO
nakyBaHHs
17. NYNbUET® TabneTku, BKPUTI HOBEN TypeuyunHa HOBEN INAY TypeuyunHa nepepeecTpadis Ha 3a He UA/4997/01/01
060/10HKOI0, IJTAY CAHAT CAHAI BE HEOBMEXEHUIN TEPMIH; peyenmom nignsrae
KMLLKOBOPO3YMHHI BE TIOXKAPET 3rigHo 3 N.2.3 goaatky 15
no 40 wmr, no 4 TIIKAPET AL Haka3y MO3 Ykpaiuu Bif
Tabnetkm y A.LL. 23.07.2015 Ne460 HapaHo
6nicTtepi, no 1 rapaHTiliHuin AnCT Big,
6nictepy B 3asiBHUKA 040 HafaHHs
KapTOHHIlA [LOMOBHEHHSA A0 ornsagy
ynakosLi; no 14 KNiHIYHKX AaHuX Yepes 2
TabneToky pOKM Bif, BBEAEHHSA B [it0
6nictepi, no 1 abo Mopsaky)
no 2 6nictepu B
KapTOHHIN
ynakoBLi
18. | CETErMC® Tabnetkn no 10 3AT YropwuHa 3AT YropwuHa nepepeecTpadis Ha 5 pokis 3a He UA/4608/01/04
mr Ne 30 (10x3) y | ®apmaueBtu dapmanueBTNYHN y 3B AA3KY i3 3aKiHUYEHHAM peyenmom | nidss2ae
6nictepax YHWIA 3aBOf, i 3aBop ETC TepMiHy ail
Eric

peecTpauiiHoro
NnocBigYeHHs; 3MiHu | Tny:
3MiHu 3 sIKoCTi. [oTOBWMIA
nikapcbkuii 3aci6.
KOHTpOb roTOBOrO
nikapcbKoro 3acoby. 3miHa
y MeTofax BunpobyBaHHS
rOTOBOrO J1iKapCbKOro
3acoby (iHWi 3miHK y
MeTofax BUNpobyBaHb
(BK/TIOYaOUM 3aMiHy abo
[OMOBHEHHS) - (3MiHN
METOAMKN aHanisy 3a
nokasHukamm «KinbkicHe
BV3HAYEHHA»
(npo6onigrotoBka, ymMoBU
XpomarorpadyyBaHHs),
«P0O34YMHEHHA»
(npo6oniaroToBka, BUMOrn




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)
NpUAATHOCTI

xpomatorpaduiuHoi
cuctemn) Ta
«O[fHOpPIAHICTb A030BaHMX
OAVHULb>»
(npob6onigrotoska). 3MiHu |
TMny: 3MiHM 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneymdikauin
Ta/abo JonyCTUMUX MeX
rOTOBOrO J1iKapCbKOro
3aco6y (BU/TyYeHHS
He3HauYHOro nokKasHuka
(ranpuknag 3acTapinoro
NOKa3HWKa, Takoro K
3anax Ta cmak, abo
iaeHTudpikayis 6apBHUKIB
4M CMaKoBUX [06aBOK) -
(BUNYYEHHSA TEXHONOTIYHMX
NokasHuKiB «Po3mip»,
«Po3nagaHHa» Ta
«TBepgicTb» i3
cneuuaikauii Ta MKA MN3.
[JaHi nokasHukm
KOHTPOJIOKTLCA Mif Yac
BMPOGHULTBA). 3MiHN |
TMny: 3MiHU 3 AKOCTI.
OTOBWIA Nikapcbkuii 3acio.
KoHTposnb rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuundikawiii
Ta/abo AonyCTUMUX MeX
rOTOBOrO JTiKAPCbKOrO
3acoby (BHECEHHS 3MiH 0
[OCbE NiCNsi OHOBMIEHHSA
3arasibHOI CTaTTi Ha roToBY

NikapcbKy dpopmy y




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)
[aoY/EBponeiicbkiii
hapmakonei) -
(NpuBeaeHHs po3ainy
«MikpobionoriyHa
yncToTa» 10 BUMOr
Lil040ro BuaaHHsa €0)
19. | CETErMC® TabneTk no 5 mr 3AT YropuHa 3AT YropwuHa nepepeecTpadis Ha 5 pokis 3a UA/4608/01/03
Ne 30 (10x3) y dapmaueBTu dapmaueBTUYHN Y 3B A3KY i3 3aKiHUEHHAM peyenmom
6nictepax YHWi1 3aBOS i 3aBog ElIC TepMmiHy aii
EriC

peecTpauiinHoro
noceig4yeHHs; 3miHn | Tuny:
3MiHu 3 SKocTi. [oToBMiA
nikapcbkuii 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa
y MeToAax BUnpobyBaHHsA
rOTOBOIO J1iKAPCLKOro
3acoby (iHWi 3miHn y
MeTogax BunpobyBaHb
(BKTtoYatoUM 3amiHy abo
[OOMOBHEHHS) - (3MiHN
MEeTOAMKN aHanisy 3a
nokasHukamm «KinbkicHe
BW3HAYEHHSA»
(npo6onigroTtoBka, yMOBU
XpomartorpadyBaHHs),
«PO3YNHEHHSA»
(npo6onigroToBka, BUMOr
npuaaTHOCTI
XpomatorpadivHoi
cuctemun) Ta
«OfHOPIAHICTb A030BaHMX
OANHNLb»
(npo6onigrotoBka). 3MiHu |
TMny: 3MiHM 3 SIKOCTI.
[oTOBWMIA NiKapPCbKMIA 3aci6.
KOoHTposnb rotosoro
nikapcbKoro 3acoby. 3miHa
napameTpiB crneumndikawii




Ne
n/n

Hasga
JNliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6HUK

Kpaina

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayitiHo20
nocBiO4YeHHs

Ta/abo [onycTUMmNX Mex
rOTOBOrO JTiKAPCbKOTro
3aco0y (BW/TyHYEHHS
He3HauYHOro nokKasHuka
(Hanpviknag, 3acTtapinoro
NoKa3HWKa, Takoro K
3anax Ta cmak, abo
ifeHTudikavlis 6apBHNKIB
4yn cMakoBuX [06aBOK) -
(BUNYyYEHHS TEXHOMOTIYHMX
NoKasHuKiB «Po3Mip»,
«Po3nagaHHAa» Ta
«TBepaicTb» i3
cneuuadikauii Ta MKA MN3.
[JaHi nokasHuku
KOHTPOJOKTLCA Mif Yac
BMPOGHULTBA). 3MiHW |
TMny: 3MiHM 3 SIKOCTI.
[oToBWIA NiKapCbKnin 3aci6.
KOoHTposnb rotosoro
nikapcbKoro 3acoby. 3miHa
napameTpiB crneumndikawii
Ta/abo oonycTuMmUX Mex
rOTOBOIO JiKaPCbKOro
3aco0y (BHECEHHS 3MiH [0
[0CbE MiCNSA OHOB/IEHHSA
3arafibHOT CTaTTi Ha rOTOBY
nikapcbky hopmy y
JoY/EBponeiichkiii
thapmakoner) -
(NpuBeaeHHA po3ainy
«Mikpobionoriyna
yncToTa» 10 BUMOT
Lit040ro BugaHHsa €9)

20.

CETEImc®

Tabnetkm no 2 mr
Ne 30 (10x3) y
6nictepax

3AT
dapmaueBTm
YHWI 3aBOf,

Eric

YropwmHa

3AT
dapmaueBTUYHN
i 3aBog ElC

YropwmHa

nepepeecTpadis Ha 5 pokis
y 3B SA3KY i3 3aKiHUEHHSM
TepMiHy ail
peecTpauiiHoro
nocBig4eHHs; 3MiHu | Tvny:

3a
peuerimom

UA/4608/01/02




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)
3MiHu 3 sikocTi. [oToBMiA

nikapcbkuii 3aci6.
KOHTpOb roTOBOrO
nikapcbKoro 3acoby. 3miHa
y MeTofax BunpobyBaHHs
roTOBOIO J1iKaPCLKOro
3acoby (iHWi 3miHK y
MeTofax BUNpobyBaHb
(BK/TtOYatOUM 3amiHy abo
[OMOBHEHHS) - (3MiHN
MEeTOAMKM aHaui3y 3a
nokasHnkamu «KinbkicHe
BM3HAYEHHA»
(npo6onigrotoBka, yMoBU
xpomartorpadyyBaHHs),
«P0O34YMHEHHA»
(npo6onigroToBka, BUMOrn
NpUAaTHOCTI
XpomatorpaduiuHoi
cuctemun) Ta
«OfHOPIAHICTb A030BaHMX
OANHNLb»
(npo6onigrotoska). 3miHu |
TMny: 3MiHW 3 AKOCTI.
"OTOBWIA Nikapcbkuii 3acio.
KOHTpO/b rOTOBOIO
nikapcbKoro 3acoby. 3miHa
napameTpiB cnevumdikadii
Ta/abo JonyCTUMUX MexX
roTOBOIO J1iKaPCLKOro
3aco06y (BU/TyYeHHS
HEe3Ha4YHOro NokasHuka
(ranpuknag 3acTapinoro
NnoKasHuKa, TaKoro ik
3anax Ta cmak, abo
iieHTndikauis 6apBHUKIB
uM CMaKoBUX J06aBOK) -
(BUNYYEHHSA TEXHONOTIYHMX

NnoKasHuKiB «Po3mip»,




Ne
n/n

Hasga
JNliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6HUK

Kpaina

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayitiHo20
nocBiO4YeHHs

«Po3nagaHHsa» Ta
«TBeEpAicTb» i3
cneymdikauii Ta MKA MN3.
[aHi nokasHukn
KOHTPOIOKTLCA Mif Yac
BMPOGHULTBA). 3MiHW |
TMny: 3MiHM 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneymdikauin
Ta/abo JonyCTUMUX MeX
rOTOBOrO J1iKapCbKOro
3aco0y (BHECEHHS 3MiH 10
[0CbE NiCNs OHOBMEHHSA
3arasibHOI CTaTTi Ha roToBY
nikapceKy chopmy 'y
LoY/EBponelichkii
hapmakonei) -
(NpuBeaeHHs po3giny
«MikpobionoriyHa
yncToTa» 10 BUMOT
Ai040ro BugaHHsa €P)

21.

CETENr'Mc®

TabneTtkm no 1 mr
Ne 30 (10x3) y
6nictepax

3AT
dapmaueBTu
YHWI 3aBOp,

ErC

YropwmHa

3AT
dapmaueBTUYHN
i 3aBopg ElIC

YropwmHa

nepepeecTpadis Ha 5 pokis
Y 3B A13KY i3 3aKiHYEHHAM
TepMmiHy aii
peecTpauiiHoro
noceig4yeHHs; 3miHu | Tuny:
3MiHu 3 gKocTi. [oToBUiA
nikapcbkuii 3aci6.
KoHTponb rotosoro
nikapcbKoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHsA
rOTOBOTO JTiKaPCbKOr0
3aco06y (iHLWi 3MiHN Y
MeTofax BUNpobyBaHb
(Br/TtOYatOUM 3amiHy abo
[LONOBHEHHS) - (3MiHU
METOAMKM aHanisy 3a

3a
peyernmom

UA/4608/01/01




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)

nokasHvkamu «KinbkicHe
BU3HAYEHHA»
(npo6onigroToBka, yMoBU
xpomarorpadyyBaHHs),
«PO3YNHEHHSA»
(npo6onigrotoBka, BUMOrn
npUaaTHOCTI
XpomatorpadivyHoi
cuctemun) Ta
«OHOpPIAHICTb A030BaHMX
OAVHULb>»
(npo6onigroToBka). 3MiHu |
TMny: 3MiHU 3 AKOCTI.
OTOBWIA Nikapcbkuii 3acio.
KoHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuundikawiii
Ta/abo AonyCTUMUX MeX
rOTOBOrO JTiKAPCbKOTrO
3ac006y (BU/TyYEHHS
He3HauYHOro nokasHuka
(ranpuknag 3acTapinoro
noKasHuKa, Takoro sk
3anax Ta cMak, abo
ifeHTdikavlis 6apBHUKIB
yM CMaKoBMX J06aBOK) -
(BUNYyYEHHS TEXHOMOTIYHMX
nokKasHukiB «Po3mip»,
«Po3nagaHHA» Ta
«TBepaicTb» i3
crneyundikauii Ta MKA MN13.
[JaHi nokasHukm
KOHTPOJOKTLCA Mif, Yac
BUPOGHNLTBA). 3MiHN |
TMny: 3MiHM 3 SIKOCTi.
loTOBWMIA NiKapPCLKMIA 3aci6.
KOHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneumdikaLin




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)
Ta/abo [onycTUMmNX Mex
rOTOBOrO JTiKAPCbKOTro
3ac00y (BHECEHHS 3MiH 10
[OCbE NiCNsi OHOBMIEHHSA
3arasibHOT CTaTTi Ha roToBy
nikapcbKy chopmy y
[aoY/EBponeiickkiii
thapmakoner) -
(npuBeAeHHs po3ainy
«Mikpo6ionoriyHa
yncToTa» 10 BUMOr
Ai040ro BugaHHsa €P)
22. | ®EHXENO nnoau MpAT YkpaiHa MpAT YkpaiHa nepepeecTpadia Ha - He UA/5993/01/01
nnoaun (cy6eTaHuis) y "NikTpasn" "Niktpasn” HeobMeXeHuin TepMiH niosnsieae
MiLKax ans
BMPOOHULTBA
HeCcTepuIbHUX
NiKapcbkmx doopm
23. | UNPPAH TabneTku, BKPUTI CaH IHais CaH IHais nepepeecTpawis Ha 5 pokis 3a He UA/2897/01/01
060/10HKO10, MO dapmacbloT dapmacbloTrKa y 3B 3Ky i3 3aKiHUEHHSM peyenmom nionsizae
250 mr Ne 10 nkas n lHgacTtpi3 TepMiHy ail
(10x1) y IHpacTpi3 NimiTeq peecTpauiiHoro
6nictepax Niviteq, nocBigYeHHs; 3MiHu | Tny:

3MiHa HaliMeHyBaHHS
Ta/abo MicLe3HaxoMKeHHS
BMPOGHMKA rOTOBOTO
nikapcbkoro 3acoby,
BKJ/IHOYA0UM Micue
NpoBeLEHHS KOHTPOSIO
AKOCTI(BUPOGHMYA
AiNbHULA BUNYCKY cepiT) -
3MiHa HaliMeHyBaHHS Ta
MiCLLe3HaX0MKEHHS
BMPOGHUKA; 3MiHW | Tny:
BunyyeHHss BUpOOHUYOT
AinbHUU (BKNOYaOUn
OinbHuui ansa A®l abo
Lir040i pevoBmHu,
NMPOMIDXHOIo NPOAyKTY abo




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)

rOTOBOIO J1iKAPCLKOro
3aco0y, AinbHuui gns
NpoBeAEeHHS NakyBaHHS,
BMPOGHMKA,
BiZNOBifa/IbHOrO 3a BUMYCK
cepiii, micuie NnpoBefeHHs
KOHTpO/t0 cepil) abo
nocravasibHvKa BUXigHoro
mMaTepiasny, peareHty abo
[0MOMDKHOT PEYOBUHM
(KO 3a3HAYEHO Y
peecTpauiiiHoMy AOCbLE) -
BW/TyYEHHSI BUPOBHUYOT
AinbHWLI BUPOGHMLTBA
roTOBOrO J1iKapCbKOro
3aco0by; 3MiHu | Tuny:
3MiHu 3 sikocTi. [oToBMiA
nikapcbkuii 3aci6.
KOHTpOb roTOBOrO
nikapcbKoro 3acoby. 3miHa
napameTpiB cnewumdikadiin
Ta/abo oonycTUMUX Mex
roTOBOrO J1iKapCbKOro
3aco0y (BU/TyYEHHS
HEe3Ha4yHOoro nokasHuka -
BUTYYEHHS i3 cneyudpikau,i
He3Ha4yHUX 3acTapinnx
nokasHukis «CepeaHs
mMaca», «OAHOpIgHICTb
[103yBaHHA» - OCKi/TbK
BBOANTLCS MOKa3HMK
«OfHOPIAHICTb A030BaHMX
OANHULL». 3MiHK | TUNY:
3MiHM 3 AKOCTI.
CepTudikat
BignosigHocCTI/TE-
cepTtudikaT BignoBigHOCTI
€Bponeiicbkili
dhapmakonei/moHorpadii.




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)

MopgaHHA HoBOro abo
OHOBJ/IEHOTO CepTudikata
BigNoBigHOCTI abo
BU/TyYeHHs cepTudpikata
BiZNOBI4HOCTI
€Bponeiicbkili
thapmakonei: ana Ad®l; ana
BMXigHOro
maTepiany/peareHty/npomi
XKHOTO NPOAYKTY, LLO
BMKOPUCTOBYIOTLCS Y
BMPOGHUUTBI ADI; ans
[OOMOMIKHOT PEYOBUHU -
OHOoBeHW cepTudiikaTt
Bifl y)Xe 3aTBepAKeHOro
BMPOOHUKa,;
3MiHun | Tuny: 3miHm 3
AKOCTI. [0TOBWIA
nikapcbkuii 3aci6.
KoHTposib roToBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB crneumndikawii
Ta/abo oonycTuMmUX Mex
rOTOBOIO JiKaPCbKOro
3aco06y - JonoBHEHHS
cneuyudpikayii HoBUM
NMOKa3HUKOM SIKOCTI
«TuTaHy giokcuay,
«OfHOPIAHICTb A030BaHMX
OAVHUL». 3MiHK | TUNY:
3MiHu 3 sKocTi. [oToBMiA
nikapcbkuii 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneymdikauin
Ta/abo [onyCTUMNX MEX
rOTOBOTO JiKaPCbKOr0
3acoby - «Onuc» — AaHi
3MiHM CTOCYHOTbCS /IMLLEe




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)

TUCHEHHS Ha MOBEPXHi
Tabnetku, Ta He BeAyTb O
3MiH B TEXHO/10TIYHOMY
NpOLECi, TaK K TUCHEHHS
HaHOCUTBLCS Ha roToBY
Tabnetky. 3MiH y cknagi ta
TEXHO0rNYHOMY MpPOoLLeCi
He Bigbynochb.
«PO34YNHEHHA» -
3a3HaYeHHs1 Ha TePMiH
npuAaaTHOCTI, KpuTepil
NPUAHATHOCTI He
3MiHUNC; «CTOPOHHI
OOMILLKKM»; «KinbKicHe
BM3HAYEHHS
yunpodhnakcalmHy
rigpoxnopwua,
€KBIiBa/TIEHTHO
uMnpodhIoKcaLmHy»;
«MikpobionoriyHa
yncToTa» - NPUBEAEHO Y
BiAMNOBIAHICTb [0 BUMOT
[it04oro BuaaHHa €0.
3MiHu | Tuny: 3MiHK Woao
6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnsgy.
BBegeHHs1 abo 3MiHM A0
y3araslbHeHNX JaHnx Npo
cucTemy hapmakoHarisgy
(BeaeHHs y3arasibHeHNX
[JaHuxX Npo cuctemy
thapmakoHarnagy, amiHa
YNOBHOB&XXEHOI 0cobMu,
BigNoBiaasbHOT 3a
34iACHEHHSA
thapmakoHarnsagy;
KOHTaKTHOI 0co6u 3
thapmakoHarnsgy
3as1BHMKA A/151 3[iACHEHHS




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)
thapmakoHarnsgy B

YKpaiHi, SIKL0 BOHa
BigMiHHA Bif
YNOBHOBAaXEHOT 0Cco6H,
BiANOBI4a/1IbHOI 3a
3[iAiCHEHHSA
thapmakoHarnsagy
(BKNKOYAKOUN KOHTAKTHI
[aHi) Ta/abo 3MiHn y
PO3MillleHHi MmacTep-thaina
cuctemu
hapmakoHarnsgy); 3Minu |
TMnNy: AgMIHICTpaTUBHI
3MiHKN. 3MiHa
HalimeHyBaHHS Ta/abo
agpecu micus
NPOBaMKEHHSA AisANbLHOCTI
BMPOGHMKA (BK/IOHAOUM,
3a HeobxigHoCTI, Micue
NPOBELEHHS KOHTPOSIO
SIKOCTI), ab0o BnacHvka
MacTep-goaiina Ha Adl,
abo noctavasibHuKa
Adl/BnXigHOro
maTepiany/peareHty/npomi
XXHOTO NPOAYKTY, LLO
3aCTOCOBYHOTLCS Y
BMPO6HMUTBI ADI (SKLW0
3a3Ha4yeHo y J0CbE Ha
nikapcbkuit 3aci6b) 3a
BifICYTHOCTI cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkiin dhapmakonei
y 3aTBepKEHOMY [JOCbE,
a60 BMPOOGHMKA HOBOT
[O0MOMDKHOT pevyoBUHU
(AKLLO 3a3HAYEHO Y AOCbE)
- 3miHa HaliMeHyBaHHS

BUPOGHNKA,;




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)
3MmiHu 1l Tuny: 3miHa
3asBHMKa - 3MiHa
B/1acHVKa peecTpauiiHoro
NoCBigYEHHS
24, LUNPPAH TabneTku, BKPUTI CaH IHaiA CaH IHaiA nepepeecTpadis Ha 5 pokis 3a He UA/2897/01/02
06010HKOI0 MO PapmacboT PapmacbioTmka y 3B S3KY i3 3aKiHUEHHSIM peuyenmom nionsizae
500 mr Ne 10 nKau n IHpacTpis TepMmiHy ail
(10x1) y IHpacTpi3 Nimiteq peecTpauiinHoro
6nictepax Nivitep

NnocBigYeHHs; 3MiHu | Tny:
3MiHa HaliMeHyBaHHS
Ta/abo MicL,e3HaxX0oKEHHS
BMPOGHMKA rOTOBOTO
nikapcbKoro 3acoby,
BK/IHOUaUM Micue
NpoBeAEHHSA KOHTPOSIO
AKOCTI(BUPOGHMYA
AinbHULA BUNYCKY cepiT) -
3MiHa HaliMeHyBaHHS Ta
MiCLLe3HaXOAKEHHSI
BMPOGHUKA; 3MiHM | Tvny:
BunyyeHHs BUpOOHUYOT
AinbHUL (BKOYaroum
AinbHyUi ana A®l abo
LiroY40i pevoBMHHU,
NMPOMDKHOIo NPoAyKTy abo
rOTOBOTO JTiKaPCbKOr0
3aco0y, AinbHuui gns
NpOBeAEHHS NaKyBaHHS,
BMPOOGHMKA,
BiNOBiA&/ILHOTO 3a BUMYCK
cepiii, micue npoBefeHHs
KOHTPO/IO cepil) abo
nocravasibHvKa BUXigHOro
marepiasny, peareHTy abo
[0MOMDKHOT PEYOBUHU
(AKLLO 3a3HaYeHo y
peecTpauiiiHoMy AOCbLE) -
BU/TYYEHHS BUPOOHUYOT

AinbHWLI BUpO6HMLTBA




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)

rOTOBOIO J1iKAPCLKOro
3aco0y; 3miHn | Tuny:
3MiHu 3 SKoCTi. FoTOBWMIA
nikapcbkuii 3aci6.
KOHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cnewumdikadii
Ta/abo AonyCcTUMUX MexX
rOTOBOIO J1iKaPCLKOro
3aco0y (BM/TyHYEHHS
He3Ha4YHOro NnoKasHuKa -
BU/TyYEHHS i3 cneundpikayi
He3HaYHMX 3acTapinmx
nokasHukiB «CepeaHsi
Maca», «OAHOopIgHICTb
[,03yBaHHS» - OCKI/TbKU
BBOANTLCA MOKa3HMK
«OHOpPIAHICTb A030BaHMX
OANHULL». 3MiHK | TUNY:
3MiHU 3 AKOCTI.
Ceptudikar
BignosigHoOCTI/TE-
cepTudpikaT BigNoBigHOCTI
€Bponeiicbkili
hapmakonei/moHorpadii.
MogaHHA HoBOro abo
OHOB/IEHOTO cepTudikata
BigNoBigAHOCTI abo
BU/TyYeHHs cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei: ana A®l; agna
BMXigHOro
maTepiany/peareHty/npomi
XXHOTO NPOAYKTY, LLIO
BMKOPWCTOBYHOTbCS Y
BMPOGHUUTBI ADI; ans
[LONOMKHOT pe4yoBUHY -
QOHOBNEHWI cepTuduikaT




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)

Bifl y)Xe 3aTBepAKeHoro
BUPOBHWUKA,;
3MiHn | TMny: 3MmiHn 3
AKOCTI. FoToBWMIA
nikapcbkuii 3acib.
KoHTponb rotosoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuundikavii
Ta/abo JonycTUMmNX Mex
rOTOBOrO JTiKAPCbKOTro
3aco0y - JonoBHEHHS
cneuudikayii HOBUM
NOKa3HUKOM SIKOCTI
«TuTaHy giokcua»,
«OfHOPIAHICTbL A030BaHMX
OANHULL». 3MiHK | TUNY:
3MiHu 3 sIKOCTi. [oTOBWMIA
nikapcbkuii 3aci6.
KOHTpOb roTOBOrO
nikapcbKoro 3acoby. 3miHa
napameTpiB cnewumdikadiin
Ta/abo oonycTUMUX Mex
rOTOBOrO J1iKapCbKOro
3aco0y - «Onuc» — faHi
3MiHW CTOCYHOTbCA NnLLe
TUCHEHHSI Ha MOBEPXHi
TabneTku, Ta He BefyTb A0
3MiH B TEXHOJIOTIYHOMY
NPoLECi, TaK K TUCHEHHSA
HaHOCUTLCA Ha roToBY
TabneTky. 3MiH y cknagi ta
TEXHO/OMNYHOMY MpoLeci
He Bigbynock.
«PO3UYNHEHHSA» -
3a3HaYeHHs1 Ha TePMiH
npuaaTHoCTI, KpuTepil
NPUAHATHOCTI He
3MiHUAUC; «CTOPOHHI
JOMILLIKM»; «KiflbKicHe




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)
BU3HAYEHHS
yunpodhnakcaumHy
rigpoxnaopug,
eKBiBa/IeHTHO
LMNpodoIoKCaLMHy»;

«Mikpobionoriyna
yncToTa» - NPUBEAEHO Y
BiANOBIAHICTb [0 BUMOT

[it04oro BuaaHHs €.
3MiHu | TMny: 3MiHM Woao
6e3nekn/ehekTMBHOCTI Ta

thapmakoHarnsagy.
BeegeHHs abo 3miHKM fo
y3arasibHeHVX AaHux npo
cucTemy hapmakoHariagy
(BeeHHA y3arasibHeHUX
JaHunX Npo cuctemy
thapmakoHarnsgy, 3amiHa

YMOBHOBaXXKEHOT 0co6u,

BiANOBig4a/IbHOI 3a

3iICHEHHSA
thapmakoHarnsagy;
KOHTaKTHOT ocobu 3
thapmakoHarnsgy

3anBHVKa 4181 34iCHEHHSA

hapmakoHarnsgy B
YKpaiHi, K0 BOHA

BiAMiHHa Big,

YNOBHOB&XEHOT 0Cco6M,

BiANoBiAa/ILHOT 3a

3[iiCHEHHSA
thapmakoHarnsagy

(BKNOYAKOUN KOHTAKTHI

AaHi) Ta/abo 3miHn y
PO3MilLleHHI MmacTep-thaina
cuctemun
hapmakoHarnsgy); 3Minu |

TMNy: AAMIHICTPATUBHI

3MiHW. 3MiHa




Ne
n/n

Hasga
JNliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6HUK

Kpaina

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayitiHo20
nocBiO4YeHHs

HalilmeHyBaHHsA Ta/abo
agpecu micus
NPOBaMKEHHSA AisANIbHOCTI
BMPOGHUKA (BKHOYaAOUN,
3a HeobXxigHoCTI, Micue
NpoBeAEHHSA KOHTPOSIO
SIKOCTi), ab0 BnacHvka
MacTep-goaiina Ha Adl,
a60 nocrtavyasibHUKa
Adl/BuxigHoro
maTepiany/peareHty/npomi
)KHOTO NPOAYKTY, L0
3aCTOCOBYIOTbLCA Y
BUPOGHUUTBI ADI (AKLWO
3a3HaYeHo y A0ChE Ha
nikapcbkuii 3aciob) 3a
BiJICYTHOCTI cepTudpikata
Bi4NoBiAHOCTI
€Bponelicbkin thapmakonei
y 3aTBEPAXKEHOMY [JOCHE,
ab0 BMPOBHMKa HOBOI
O0NOMDKHOT PEYOBUHN
(SKLLO 3a3HAYEHO Y OCbE)
- 3miHa HaliMeHyBaHHS
BMPOOHUKa,;
3Mminn [l Tuny: 3miHa
3asBHMKa - 3MiHa
B/IaCHVKa peecTpaLiiiHoro
NoCBigYEHHSs

25.

IOHITPOH®

NMOPOLLIOK
niogoinizoBaHunit
[ONA po3unHy ans
iH'eKw,iin no 50
Mkr/0,5 mny
donakoHi B
KOMIM/EeKTi 3
PO34YMHHMKOM(BOA,
a ans iH'ekuin) no
0,7 ma1 B amnyni

LLepiHr-
Mnay
CeHntpan Ict
Al

LBeiuapis

Brpo6HMK «in
bulk» Ta
nepBUHHE
nakyBaHHs 415
chnakoHiB:
WepiHr-Mnay
(BpiHHI)
Komnani,
IpnaHgis
Brpo6HMK «in

IpnaHais/
Cinrany/
Benbris

nepepeecTpadis Ha 5 pokis
y 3B SA3KY i3 3aKiHUEHHSAM
TepMiHy aii
peecTpauiiHoro
nocBig4eHHs; 3miHn | Trny:
3MiHa HaliMeHyBaHHS
Ta/abo MicLie3HaxX0MKEHHS
3asBHMKa (BNacHuka
peecTpauiiHoro
nocsig4yeHHs) 3minu | Tuny:

He
nionsieae

UA/11654/01/01




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)
Ne 220 in bulk; Ta bulk» Ta 3MiHa TOproBesibHOI Ha3BM
y OBOKaMeEpHil nepBuHHE nikapcbkoro 3acoby (6yno:

Wnpuy-py-Li
(kniapknik) 3
PO3YMHHVKOM
(Bopa gns
iH'ekuin) no 0,7 mn
B KOMM/IEKTi B
KOMMNEKTI 3
rosIkoto Asis
iH'eKui Ta 2
cepseTkamu, Ne
64, in bulk.

nakyBaHHA 4714
LUMPUL-PYYOK:
MCA
IHTepHeLwHN
v6X, CiHranyp
(chinis
Cinranyp),
CiHranyp
BTopuHHe
nakyBaHHA Ta
BUNYCK cepii ons
(hNakoHiB Ta
LUNPUL-PYYOK:
LWepiHr-Mnay
Na6o H.B.,
Benebris

KOHITpOH). 3MiHn | TUNY:
3MiHu 3 gKocTi. [oToBUiA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynopoBasibH
niA 3aci6. 3miHa po3mipy
yrnaKkoBKu1 rOTOBOro
nikapcbKoro 3acoby -
BunyyeHHA ABOKaMepHOI
LINPUL, - PyYKK (pegunex).
3MiHu | Tuny: 3miHu 3
AKOCTI. FoTOBWMIA
nikapcbkuii 3aci6.
KoHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuundikawiii
Ta/abo AonyCTUMUX MeX
rOTOBOrO JTiKAPCbKOTrO
3aco6y (JONOBHEHHS
cneumdikayii HOBUM
NMOKa3HWKOM 3 BiAMNOBIAHUM
MeTOLOM BUNPOBYBaHHS -
cneuuadikauilo Ha BUNYyCK
nikapcbKoro 3acoby
[I0MOBHEHO OMUCOM
PO34nHHKKa (BoAa Ansi
iH’EKLLiA)»; - JOMNOBHEHHS
crneuundikauii Ha
pO34MHHKK (BOAA AN1A
iH'EKLIiI) NOKa3HMKOM
"HanoBHeHHA". 3MiHu |
TMny: 3MiHW 3 AKOCTI.
[oToBWIA NiKapCbKMit 3aci6.
KOHTpOb rOTOBOIO
nikapcbKoro 3acoby. 3miHa
napameTpiB cnevumdikadiin
Ta/abo oonycTUMUX Mex
rOTOBOrO J1iKapCbKOro




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)
3acoby - Po3mexyBaHHsA
cneyudikauii Ha BUNyCcK Ta
Ha TepMiH NPUAATHOCTI.
BunyyeHHs 3i cneyudikawii
Ha TepMiH NpuAaTHOCTI
NOKa3HWKIB
"loeHTHiKauis"”,
"BakTepianbHi
€HO0TOKCUHW", AaHi
MOKa3HWKW KOHTPOJTIOTHCSA
npv BUMYCKy cepii
NiKapCbKOro 3acoby
26. FOHITPOH® NOPOLLOK LepiHr- Lseivuapis Brpo6HMK «in Ipnanpis/ nepepeecTpadis Ha 5 pokis - He UA/11654/01/02
niogoinizoBaHwnit Mnay bulk» Ta Cinrany/ y 3B S3KY i3 3aKiHUEHHSIM nionsizae
ONA pO34uHy Ans CeHntpan Ict nepBuHHe Benbris TepMiHy ail
iH'ekyiri no 80 Al nakyBaHHs o4 peecTpauiinHoro
MKr/0,5 mny hnakoHiB: NnocBigYeHHs; 3MiHu | Tny:
ch1akoHi B LWepinr-Mnay 3miHa HaliMeHyBaHHS
KOMM/IEKTI 3 (BpiHHI) Ta/abo MicL,e3HaxX0mKEHHS
PO34YMHHMKOM(BOL, KomnaHi, 3aABHUKa (B/1acHMKa
a Oons iv'ekuin) no IpnaHgaisa peecTpauiiHoro
0,7 mn B amny i Bypo6HUK «in noceigyeHHs) 3MiHu | Tuny:
Ne 220 in bulk; Ta bulk» Ta 3MiHa ToproBesibHOI Ha3BM
y OBOKaMepHil nepBuHHE nikapcbkoro 3acoby (6yno:

WnNpuu-py4i
(kniapknik) 3
PO34YMHHMKOM
(Bopa ons
iH’ekuin) no 0,7 mn
B KOMM/1EKTi B
KOMMNEKTi 3
rofIkoto A5
iH'ekuili Ta 2
cepseTkamu, Ne
64, in bulk.

nakyBaHHA OnA

LUMPUL-PYYOK:
MCA
IHTEepHeLwHN

v6X, CiHranyp

(chinis
Cinranyp),
CiHranyp
BTOpuHHE
nakyBaHHA Ta

BUNYCK cepii gnis

onakoHiB Ta

LUNPUL-PYYOK:

LWepiHr-Mnay
Nabo H.B.,

FOHITPOH). 3MiHn | TMny:
3MiHu 3 AKkocTi. FoTOBWi
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynopoBasibH
niA 3aci6. 3miHa po3mipy
yrnaKkoBKu1 rOTOBOro
nikapcbKoro 3acoby -
BunyueHHAa gBokamepHoTl
LINpuL, - pyyky (pegunen).
3MmiHum | Tuny: 3miHm 3
AKOCTI. [0TOBWIA
nikapcbkuii 3aci6.
KOoHTposnb rotosoro
nikapcbKoro 3acoby. 3miHa
napameTpiB crneumndikawii




Ne
n/n

Hasga
JNliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6HUK

Kpaina

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayitiHo20
nocBiO4YeHHs

Benbris

Ta/abo [onycTUMmNX Mex
rOTOBOrO JTiKAPCbKOTro
3aco0y (4ONOBHEHHS
cneumdikayii HOBUM

NOKa3HMKOM 3 BiZMNOBiAHUM

MeToA0M BUNPOOYyBaHHS -

creymdikaLito Ha BUNYycK
nikapcbKoro 3acoby

[ONOBHEHO ONUCOM
PO34mnHHKKa (BoAa Ansi
iH'EKLLi)»; - AONOBHEHHS
crneyundikauii Ha
pO34MHHKK (BOAa ANs
iH'EKL,iT) NOKA3HUKOM
"HanoBHeHHs". 3MiHu |
TMny: 3MiHW 3 AKOCTI.
"OTOBWIA Nikapcbkuii 3acio.
KOHTpOb rOTOBOIO
nikapcbKoro 3acoby. 3miHa
napameTpiB cnevumdikadii

Ta/abo [onyCTUMNX MeX
roTOBOIO J1iKaPCLKOro

3acoby - Po3mexyBaHHs

cneumadikauii Ha BUNycK Ta
Ha TepMiH NPUAATHOCTI.
BunyueHns 3i cneyudpikauii
Ha TepMiH NpUAaTHOCTI
NOKa3HWKIB
"loeHTHdiKauisa”,
"BakTepianbHi
€HOOTOKCUHW", AaHi
NOKa3HWKN KOHTPOJTIOITLCA
npu BUNYycKy cepii
niKapcbKoro 3acoby

27.

IOHITPOH®

MOPOLLOK
niogoinizoBaHwni
[NS pO34nHy Ans
iH'ekuin no 100
MKr/0,5 mny

LepiHr-
Mnay
CeHtpan Ict
Al

LLseinuapis

Bypo6HMK «in
bulk» Ta
nepBrHHE
nakyBaHHs 415
(bNaKoHiIB:

Ipnanpgis/
Cinrany/
Benbria

nepepeecTpadis Ha 5 pokis
y 3B SA3KY i3 3aKiHUEHHSM
TepMiHy ail
peecTpauiiHoro
nocBig4eHHs; 3MiHu | Tvny:

He
nionsizae

UA/11654/01/03




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)

h1aKkoHi B LWepiHr-Mnay 3MiHa HaliMeHyBaHHs

KOMM/EKTi 3 (BpiHHI) Ta/abo MicL,e3HaxX0mKEHHS

PO34YMHHMKOM(BOA, KomnaHi, 3as1BHUKa (B1acHMKa

a Oons iv'ekuin) no IpnaHgaisa peecTpauiiHoro

0,7 mn B amnyni Brpo6HMK «in noceigyeHHs) 3miHu | Tuny:

Ne 220 in bulk; Ta bulk» Ta 3MiHa ToproBesibHOI Ha3BM

y [ABOKaMepHiii nepBuHHE nikapcbkoro 3acoby (6yno:

Wnpuvu-pyyi
(kniapknik) 3
PO34YMHHMKOM
(Bopa ons
iH’ekuin) no 0,7 mn
B KOMM/1EKTI B
KOMMNEKTi 3
rosiKor Anis
iH'ekuili Ta 2
cepBeTkamu, Neo
64, in bulk.

nakyBaHHs 415
LUNPUL-PYYOK:
MC[
IHTEepHeLWwHN
6X, CiHranyp
(cpinisa
Cinranyp),
CiHranyp
BTOpuHHE
nakyBaHHs Ta
BUNYCK cepii gnis
oNakoHiB Ta
LUNPUL-PYYOK:
WepiHr-Mnay
Nabo H.B.,
Benbris

FOHITPOH). 3MiHn | TMny:
3MiHu 3 sIKOCTi. [oTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTEeHep/3aKynoptoBasibH
niA 3aci6. 3miHa po3mipy
yNakoBK1 rOTOBOrO
nikapcbKoro 3acoby -
Buny4yeHHAa nBokamepHoil
LINpuL, - pyyky (pegunen).
3MiHun | Tuny: 3miHm 3
AKOCTI. [0TOBWIA
nikapcbkuii 3aci6.
KOoHTposnb rotosoro
nikapcbKoro 3acoby. 3miHa
napameTpiB crneumndikawii
Ta/abo oonycTuMmUX Mex
rOTOBOIO JiKaPCbKOro
3aco0y (4ONOBHEHHSA
cneuyudpikayii HoBUM
NMOKa3HMKOM 3 BiAMOBIGHNM
MeTOLOM BUNPOBYBaHHS -
creymdikaLito Ha BUNYycK
nikapcbKoro 3acoby
[OMNOBHEHO OMUCOM
po34MHHKKa (BoAa A1s
iH'EKLi)»; - LOMOBHEHHS
cneymdikauii Ha
PO34nHHMK (Boda Ansi
iH'EKLIiI) NOKa3HMKOM
"HanoBHeHHs". 3MiHu |
Tnny: 3MiHW 3 AKOCTI.
[oTOBWIA NiKApCbKMii 3aci6.




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)
KoHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneymdikauin
Ta/abo JonyCTUMUX MexX
rOTOBOrO J1iKapCbKOro
3aco0y - Po3mexyBaHHsA
crneyudikaLii Ha BUNyCK Ta
Ha TepMiH NpPUAATHOCTI.
BunyueHHs 3i cnevymdikauii
Ha TepMiH NpUAaTHOCTI
NOKa3HWKIB
"loeHTudiKauis”,
"BakTepiabHi
€HO0TOKCUHU", AaHi
MOKa3HWKW KOHTPOJTIOTHLCSA
npw BUMNYCKy cepii
nikapcbKoro 3acoby
28. | OHITPOH® MOPOLLIOK LLepiHr- Lseiiuapis Brpo6HMK «in Ipnangis/ nepepeecTpawis Ha 5 pokis - He UA/11654/01/04
niocpinizoBaHuin Mnay bulk» Ta Cinrany/ Y 3B 513Ky i3 3aKiHUEHHSAM nionsieae
ONA po34rHy AnA CeHtpan Ict nepsuHHe Benbria TepMiHy ail
iH'ekuii no 120 Al nakyBaHHs ANns peecTpauiiHoro
MKr/0,5 Mny hnakoHiB: nocBigYeHHs; 3MiHu | Tny:
h1aKoHi B LWepinr-Mnay 3MiHa HaliMeHyBaHHs
KOMNekTi 3 (BpiHHI) Ta/abo MicLe3HaxoMKeHHSs
PO34YMHHMKOM(BOA KomnaHi, 3asBHUKa (B1acHMKa
a An1s iH'ekuiin) no IpnaHgis peecTpauiinHoro
0,7 mn B amnyni Bypo6HMK «in nocBig4YeHHs) 3MiHu | Tuny:
Ne 220 in bulk; Ta bulk» Ta 3MiHa ToproBesibHOI Ha3BM
y [ABOKaMepHii nepBrHHE nikapcbkoro 3acoby (6yno:

LINpUL-pyLi
(kniapknik) 3
PO3YNHHNKOM
(Boga pns

iH'ekLiA) no 0,7 mn

B KOMM/IEKTi B
KOMMNEKTi 3
rosIkoto Asis
iH'exuili Ta 2
cepseTkamu, No

nakyBaHHA 4115
LUNPUL-PYYOK:
MCA
IHTepHeLwHN
m6X, CiHranyp
(chinisa
CiHranyp),
CiHranyp
BTopuHHe
nakyBaHHs Ta

FOHITPOH). 3MiHn | Tnny:
3MiHu 3 sKoCTi. [oTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibH
niA 3aci6. 3miHa po3mipy
yrnaKoBK1 rOTOBOro
NiKapCcbKoro 3acoby -
Buny4yeHHAa gBokamepHol
LUNpuL, - pyyky (pegunen).
3MiHu | Tuny: 3miHm 3




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)
64, in bulk. BUMNYCK cepil Ans AKocTi. [oTOBMIA

oNakoHiB Ta
LUNPUL-PYYOK:
Wepinr-Mnay
Na6o H.B.,
Benbris

nikapcbkuii 3aci6.
KOHTpOb roTOBOrO
nikapcbKoro 3acoby. 3miHa
napameTpiB cnewumdikadiin
Ta/abo oonycTUMmUX Mex
rOTOBOrO J1iKapCbKOro
3aco0y (4ONOBHEHHSA
cneumdikayii HoOBUM
NMOKa3HMKOM 3 BiAMOBIgHNM
METOAO0M BMNPOOYBaHHS -
creymdikaLio Ha BUNYycK
NiKapcbKOro 3acoby
[ONOBHEHO ONUCOM
po3unHHKKa (BoAa ANst
iH'EKLi)»; - LOMOBHEHHS
cneumadikayii Ha
PO34nHHMK (Boda Ans
iH'€KLLi ) NOKa3HMKOM
"HanoBHeHHs". 3MiHu |
TMny: 3MiHU 3 AKOCTI.
OTOBWIA Nikapcbkuii 3acio.
KoHTposnb rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuundikawiii
Ta/abo AonyCTUMUX MeX
rOTOBOrO JTiKAPCbKOTrO
3ac06y - Po3mexyBaHHs
crneuudikaLii Ha BUNYyCK Ta
Ha TepMiH NpUAATHOCTI.
BunyuyeHHs 3i cneyudikawii
Ha TepMiH NpUaaTHOCTI
NnoKa3HuKiB
"lgeHTndikauis”,
"BakTepiasibHi
€HZO0TOKCMHKM", AaHi
MOKA3HWKV KOHTPOJTIOTHCSA
npu BUMYyckKy cepil
NikapcbKoro 3acoby




Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Peknavys Howmep
n/n JNliKapcbKo20 (nikapcbka npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby ¢hopma, nocBiO4YeHHs
ynakoska)
29. | FOHITPOH® NMOPOLLIOK LLepiHr- Lseiapis Brpo6HMK «in IpnaHgais/ nepepeecTpaLis Ha 5 pokis - He UA/11654/01/05
niocpinizoBaHuin Mnay bulk» Ta Cinrany/ Y 3B S13KY i3 3aKiHUEHHSAM nionsieae
ONS pO34MHYy Ans CeHtpan IcT nepBuHHE Benebris TepMiHy aii
iH'ekuii no 150 Al nakyBaHHs ANns peecTpauiiHoro
MKr/0,5 mny oNaKoHiB: noceigyeHHs; 3miHu | Tuny:
h1aKoHi B LWepinr-Mnay 3MiHa HalilMeHyBaHHs
KOMIM/EeKTi 3 (BpiHHI) Ta/abo MicLie3HaxXomKeHHs
PO3UYNHHMKOM Komnani, 3asBHMKa (BNnacHuka
(Boga pns IpnaHgis peecTpauiiHoro
iH'ekuid) no 0,7 mn Bypo6HMK «in nocBig4YeHHs) 3MiHu | Tuny:
B amnyni Ne 220 bulk» Ta 3MiHa TOproBesibHOI Ha3BM
in bulk; Tay nepBuHHe nikapcbkoro 3acoby (6yno:
[BOKaMepHii nakyBaHHs ANns FOHITpOH). 3MiHu | TUNY:
LINpULY-pyYLi LLINPULL-PYYHOK: 3MiHu 3 sKoCTi. [oTOBWMIA
(kniapknik) 3 MCA, nikapcbkuii 3aci6. Cuctema
PO3UYMHHMKOM IHTEpPHELUHN KOHTelHep/3aKkynopoBasibH
(Boga pns vm6X, CiHranyp i 3aci6. 3miHa po3mipy
iH'ekuid) no 0,7 mn (chinisa YNakoBKWN FOTOBOro
B KOMMJIEKTI B CiHranyp), nNikapcbKoro 3acoby -
KOMIM/EeKTi 3 CiHranyp BunyuyeHHAa gBokamepHol
roIKo0 ANsi BTopuHHe LUNPUL, - PYYKM (Pegune).
iH'ekuili Ta 2 nakyBaHHA Ta 3MiHun | Tuny: 3miHm 3
cepseTkamu, Neo BUNYCK cepii ons AKoCTi. FoToBwMIA
64, in bulk. hNakoHiB Ta nikapcbkuii 3aci6.
LUNPULL-PYYOK: KoHTposb roToBoro
WepiHr-Mnay nikapcbKoro 3acoby. 3miHa
Na6o H.B., napameTpiB cneymdikauin
Benbria Ta/abo [onyCTUMNX MEX

rOTOBOrO J1iKapCbKOro
3aco0y (4OMNOBHEHHSA
crneuudikayii HOBUM
NMOKa3HWKOM 3 BiAMNOBIAHUM
MeToA0M BUNPoOyBaHHS -
crneymdikauito Ha BUNycK
nikapcbKoro 3acoby
[ONOBHEHO OMUCOM
po3unHHKKa (BOAa AN
iH'€KLi)»; - NOMOBHEHHS
cneumndpikauii Ha




Ne
n/n

Hasga
JNliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6HUK

Kpaina

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayitiHo20
nocBiO4YeHHs

pO34MHHKK (BOdA 4NN
iH'€KLLi 1) NOKa3HMKOM
"HanoBHeHHs". 3MiHK |
TMny: 3MiHU 3 AKOCTI.
oTOBWMIA NiKapPCLKMIA 3aci6.
KoHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuundikavii
Ta/abo JonycTUMmNX Mex
rOTOBOrO JTiKAPCbKOTro
3aco0y - Po3mMexyBaHHs
crneyudikaLii Ha BUNYCK Ta
Ha TepMiH NPUAATHOCTI.
BunyyeHHs 3i cnevymdikauii
Ha TepMiH NpuAaTHOCTI
noKasHuvkiB
"laeHTndikayin”,
"BakTepiasibHi
€HOO0TOKCUHN", AaHi
MOKa3HWKW KOHTPOJTIOTHCSA
npv BUNycky cepil
nikapcbKoro 3acoby

3acTynHUK HaYasIbHUKa YNpaBniHHA

chapmaneBTUUYHOI AiANBbHOCTI Ta
AKOCTI (hapmaueBTUUHOI NPOAYKLT

HO.M. Kepa




NEPENIK

Aopatok 3

[0 Hakasy MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu

28.07.2016 Ne 787

NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONOTNYHUX NPENAPATIB), LLIOAO AKUX BY/IN BHECEHI 3MIHU 10
PEECTPALIMHNX MATEPIANIB, AKI BHOCATLCA 40 AEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHA

nikapcbknx chopm

BMKOPWCTOBYETLCS Y NPOLIECI
BUPOGHMLTBA ADI - 3MiHN Y
3aTBEPKEHNX METOAAX
BUMPOGYBaHHSA 3a NMOKa3HUKOM
"CneuundivyHe onTuyHe obepTaHHA";
3MiHK | TUNy - 3MiHK 3 aKocTi. AdI.
KoHTponb A®Il. 3miHa y MmeTogax
BMNpPo6yBaHHA AD| abo BUXIAHOIO
mMartepiany/npomiKHOro
npoayKTy/peareHTy, Lo
BMKOPWCTOBYETHLCS Y NPOLIECI
BMPOGHMLTBA ADI - 3MiHK Y
3aTBepKEHNX MeToaax
BMNPOOYBaHHSA 3a NOKA3HUKOM
"CynpoBigHi fOMILLKK"; 3MiHK | TUny -
3MiHu 3 akocTi. A®L. KoHTponb API.
3miHa y meTogax BunpobysaHHsA AdI
ab0 BMXigHOro Matepiany/npomMiKHOro
NpoAyKTy/peareHTy, Wo
BMKOPWCTOBYETLCS Y NPOLIECI

Ne Hassa dopma BUMyCKY 3assBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHva npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BIiOnycKy peecmpayitiHo20
3aco6by ¢hopma, nocsio4YeHHs1
ynakoska)
1. S () NOPOLLOK TOB "Kycym YkpaiHa noxem IHais BHECEHHS 3MiH 10 peecTpauiinHmnx - UA/10000/01/01
AMMOAUNIH | (cybeTaHuis) y Papm” IHoacTpi3 MaTepianis:
Y BECINAT noAaBiiHMX Nimiteq, 3MiHu | TMNY - 3MiHK 3 AkocTi. API.
nonieTnIeHoBNX KoHTponb A®I. 3miHa y meTogax
nakeTtax ans BMNpo6yBaHHA AD| abo BUXIAHOIO
BUPOGHULTBA MaTepiany/npoMiKHOro
HeCTepuIbHUX npoayKTy/peareHTy, Lo




Ne
n/n

Hasga
JNliKapcbKo20
3acoby

dopma BUMYCKY
(nikapcbka
¢hopma,
ynakKoska)

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo20
nocsio4YeHHs

BMPOGHULTBA ADI - 3MiHK Y
3aTBepKeHnx metogax
BMMNPOOYBaHHA 3a NOKa3HVKOM
"3a/IMLLIKOBI KiNIbKOCTi OpraHivyHmnx
PO3UYMHHKKIB"; 3MiHM | TUMY - 3MiHK 3
AKocTi. A®I. KoHTposb A®L. 3miHa 'y
MeTogax BunpobyBaHHsa APl abo
BMXiZHOrO MaTepiany/MpomiKHOro
npoaykTy/peareHTy, LWo
BMKOPWCTOBYETLCA Y NPOLIECI
BUPO6HMLTBA ADI - 3MiHN Y
3aTBepKeHnx metTogax
BMNPOBYBaHHS 3a NOKa3HNKOM "Bavkki
meTanu"; 3miHu | Tuny - 3MiHn 3
akocTi. A®Il. KoHTponb A®I. 3miHa y
MeTofax BunpobysaHHA APl abo
BMXiZHOrO MaTepiany/npomiKHOro
npoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NPOLIECI
BMPOGHMLTBa ADI - 3MiHK Y
3aTBepKeHnx metTogax
BMNPOOYBaHHA 3a NOKa3HWKOM
"Boga"; 3MiHu | TMNy - 3MiHW 3 AKOCTI.
AD|. KoHTponb A®I (iHLUi 3MiHW)

AEPTAN®

TabneTkn, BKpUTI
nAiBKOBOIO
060/10HKOI0, MO
100 mr no 10
Tabnetok y
6nictepi, no 2 aéo
no 6 6nictepis B
KapTOHHIN
ynakoBLi

BAT
"MepeoH
PixTep"

YropumHa

BAT "l'egeoH
PixTep",
YropwmHa, 3a
niyeHsiero
Anmipan Al'.,
LBeiiyapis

YropumHa/
LBeluapis

BHECEHHS 3MiH [0 peecTpaviiHux
mMarepianis:
3MiHM | TUNY - 3MiHa y NapameTpax
cneumndikauin Ta/abo gonycTUMmnx
MeX, BU3HAUYeHUX Y cneumaikauifx Ha
A®I, ab0 BUXIgHNIA/NPOMDKHUIA
npoayKT/pearexT, Wwo
BMKOPWCTOBYIOTBLCA Y MpoLeci
BMpo6HUUTBa A®I (ofaBaHHs abo
3aMiHa (3a BUHATKOM aKTUBHOI
peYoBMHMN BionoriyHoro abo
iMYHOJ/10TYHOrO NOXOKEHHS)
napamMeTpa cneumqikauii 3
BiANoOBiAHUM METOA0M BUNPOBYBaHHA
3a pesynbTaramu AOC/iKeHb 3

3a
peyenmom

UA/5359/01/01




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
6e3nekn abo SAKOCTI) - Ha OCHOBI

[aHnx aHanizy A®l, gooaTtkoBumx
BMNPOOYBaHb BHECEHO A0 P.
"3a/IMLLKOBI PO3YMHHUKM",
po3unHHMKK 2 Knacy Methanol,
Dichloromethane,
Demethylformamide, wo
BMKOPUCTOBYIOTLCS B NPOLECI
BUPOGHULITBA Ajl040i pevyoBUHN
AueknodeHaky Ta NepiognyHICTb
BMNPO6YBaHHS; 3MiHM | TUMY - 3MiHN B
npoueci BUpo6Huytea Adl -
OHOBJIEHHS ONWCY BUPOBHMYOTO
npoLecy Ta KOHTPOJSIKO B NPOLECI
CUHTe3y BUXIAHOro MaTepiasny -
AviknodheHaky HaTpito, (SKnid paHiwe
3aKynoByBaBCs) Y 3B A3KY 3
BBEAEHHSIM BUPOOHULTBA BUXiAHOrO
MaTepiany (auknogeHaky HaTpito)
[ANs BUPOGHMLITBA AiH040T PEYOBUHN
AueknogeHaky. Cxema CuHTesy i3
AViKnodheHaky HaTpito (3akpuTa
yactvHa DMF), meToan KOHTpOsI0
AKOCTI Ta cneumdikauisa APl
(aueknocpeHaky) He 3MiHUNACS; 3MiHU
| TMNYy - 3MiHa BUPOGHUKaA
BUXi4HOro/NPOMIXXHOTO
NpoAyKTy/peareHTy, Wwo
BMKOPUCTOBYHOTLCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUPOOHUKa
(BkOYatoUK, ae HeobXiaAHO, MicLe
NPOBeAEHHS KOHTPOIO AKOCTI) API -
BBE/IEHHSA BUPOGHYMKa BUXIAHOTO
MaTepiany - guknodeHaky HaTpito
Richter Themis Medicare Pvt. Ltd.
3aMmicTb AuKIotheHaky HaTpito, AKuiA
paHille 3akynoByBaBcs; 3MiHu | Tuny -
3MiHa BUPOGHMKa

BUXiAHOro/NPOMIKHOIO




KOHTelHep/3aKynoptoBasibHWi 3acib.
3miHa chopmu abo po3mipy
KOHTeliHepa un 3aKynoploBasIbHOro
3aco6y (NepBMHHOT yNaKkoBKH) -
3amiHa 6aHkv Mmapkn BBH-115 Ha
6aHky Mmapku BBIM-115/1, 6e3 3MiHK
AKICHOTO Ta Ki/IbKICHOrO cKnazy; 3miHu
| TMNYy - 3MiHK 3 AKOCTI. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHWi 3aci6.
3MiHa napameTpiB cneuudikay,ii
Ta/abo [onyCTUMUX MEX NMEePBUHHOT
yrnaKoBKW1 rOTOBOr0 NikapCbKoro
3acoby - 3MiHn y cneundikadii

Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
npoaykTy/peareHTy, LWo
BMKOPUCTOBYHOTLCS Y BUPOOHNYOMY
npoueci AdI - 3amiHa ginbHuui ge
NPOBOANTLCS KOHTPO/Ib BMICTY
nannagito B aueknogeHaky 3 Choksi
Laboratiries Limited Ha Konark
Research Foundation; 3amiHa
AiNbHULI e NPOBOAUTLCSA KOHTPOSIb
BMICTYy rpaHy/IOMeTPUYHOro Ckiagy B
aueknoceHaky 3 Center of
Excellence Ha Choksi Laboratiries
Limited
3. ANEPAOE3 cupon, 0,5 mr/mn, My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 40 peecTpauiinHmX 6e3 UA/14492/01/01
no 50 mn Ta no akuioHepHe akuioHepHe marepianis: peyenma
100 mny TOBapuCTBO TOBapuUCTBO BUNPaB/IEHHA TEXHIYHOT MOMWSIKN B
dhnakoHi; no 1 "HaykoBo- "HaykoBo- Hakasi MO3 Ykpainu Big 21.06.2016
chnakoHy pasoMm 3 | BUPOBHUYWMIA BMPOGHNUNIA Ne 610 «[Mpo gepxaBHy peecTpaLito
[03yBa/IbHM LEeHTP LeHTP (nepepeecTpad;ito) Nikapcbknx
NPUCTPOEM B "Bopuyariscb "BopLyariBCbkuii 3aco06iB (MegnyHMX iIMyHOBIONOTIYHNX
nauui; no 100 mn KniA XiMiKo- XiMiKO- npenaparis) Ta BHECEHHS 3MiH 10
y 6aHuj; o 1 thapmaueBTU hapmaueBTUYH peecTpaujiiiHnx 3aco6iB» Woa0
6aHLi pa3om 3 YHWii 3aBo4" wii 3aBog” hopMU BUMYCKY NiKapcbKoro 3acoby B
[03yBaslbHUM npoLeci BHECEHHSA 3MiH: 3MiHW | TvNy -
NPUCTPOEM B 3MiHW 3 AKOCTI. FOTOBWIA NiKapCbKuii
nauui 3aci6. Cucrema




Ne

Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
NepBUHHOT yNakoBku 6aHku/akoHu
3a 7. «MBU» (npnBefeHHs y
BigNoBigHicTb go EP)
4. ANMI®OPT Kancynu no 250 AnBoreH Irokcemby IHTac IHais BHECEHHS 3MiH 0 peeCTpauiinHmX 3a UA/13978/01/01
mr no 10 kancyny | IMKo C.ap.n. pr PapmacboTikan MaTepianis: peyenmom
6nictepi, no 10 ¢ Nimitep, 3MiHU | TUNY - 3MiHKW 80 IHCTPYKLiT ANna
6nictepiB y MeMYHOro 3aCTOCYBaHHSA Y PO3Aian:
KapPTOHHI KopooLi MpoTunokasaHHs. Blaemogis 3
HLIMMK NikapcbkMMK 3acobamu Ta
iHWIi BMAK B3aemogiin. Ocob6mnBOCTi
3acToCyBaHHA. 34aTHICTb BN/MBATK
Ha WBWAKICTb peakuil npu KepyBaHHi
aBToTpaHcnopTom abo po6oTi 3
iHWK1MK MexaHismamu. Cnoci6
3aCTOCYBaHHSA Ta [03W.
Mepepo3yBaHHA. MNobiuHi peakuii,
3riAHO 3 iHChopMaLieto Woao
MeJMYHOro 3aCTOCYBaHHS
pecbepeHTHoro (CENINCENT)
nikapcbKoro 3aco6y. BBegeHHA 3MiH
npotsirom 3-x MicsiLiB nicna
3aTBepPAKEHHSA
5. AMIBIOTIK pO34MH Ana M-IHBECT Kinp BeHyc Pemegic IHAia BHECEHHS 3MiH [0 peecTpaviiHnx 3a UA/6062/01/03
iH'ekyin, 250 NIMITEL Nimitepq, MaTepianis: peyenmom
Mr/mMa no 2 mn y BUNPAaB/IEHHS TEXHIYHOT MOMWIIKN B
donakoHi, no 1 abo MeToAax KOHTPOJSIHO AKOCTI Y MYHKTI
10 dhnakoHiB y «KinbKicHe BU3HaYEHHS»
KaPTOHHIN Kopo6Li
6. AMIBIOTIK pPO34uH AnA M-IHBECT Kinp BeHyc Pemegic IHais BHECEHHS 3MiH 0 peecTpauiinHmX - UA/10846/01/03
iH'ekuiin, 250 NIMITEL, Nivitep marepianis:
mr/mn in bulk: no BUNPAaB/IEHHA TEXHIYHOT MOMWSIKN B
2 My donakoHi, MeToAax KOHTPOJItO SIKOCTi Yy MYHKTI
no 200 chnakoHiB «KinbKiCHe BU3HAUYEHHS»
Y KapTOHHIl
Kopoo6Li
7. AMIHOKAMP | nopoLuok [JepxasHe Ykpaina [JepxaBHe Ykpaina BHECEHHS 3MiH [0 peecTpaviiHnx - UA/11966/01/01
OHOBA KpucTaniyHmi nignpuemcTs nignpuemMcTBo marepianis:
KNCNOTA (cyb6eTaHuin) y 0 "HaykoBo- "HaykoBo- 3MiHum Il Tuny - A®l abo gitoua
naketax 3 nnisku JOCNIgHWA i [OCNIgHWIA i peyoBuHa. KoHTponb A®I abo gitoyoi




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
nonieTnneHoBol NPOEKTHWIA MPOEKTHWI peyoBuHW. 3MiHa Yy napameTpax
Ons BupobHMuTBa IHCTUTYT IHCTUTYT cneyudpikauii Ta/abo gonyctummx
CTEPUNbHMX Ta XiMIYHNX XiMIYHUX MEX, BU3HAUYEHNX Y cneymduikauisix Ha
HECTEepPWTbHUX TEXHONOTIi TEXHO/OTIi A®I abo pjtovy pevoBuHy, abo
nikapcbknx hopm "XimTexHono "XimTexHonoria" BVXiZHUA/NPOMIDKHWIA
rig" npoayKT/pearexT, wo
BMKOPUCTOBYHOTLCA Y NPOLLECI
BMpOGHULTBa APl abo Aitoyoi
peyoBMHMN (PO3LLUMPEHHS AOMYCTUMUX
MEX, BU3HAYEHNX Y cneundikauii Ha
A®I abo fjtovy peyoBuHyY)
8. AM/TIECCA Tabnetkn no 4 KPKA, g.4., CnoBeHis KPKA, 4.4., CnoBeHist BHECEHHS 3MiH 40 peecTpauiinHmX 3a UA/12846/01/01
mr /10 mr no 10 Hoso mecTo Hoso mecTo MaTepianis: peyenmom
Tabnetoky 3MiHU | TUNY - 3MiHKX 80 IHCTPYKLIT ANna
6nictepi; no 3 abo MeMYHOro 3aCTOCYBaHHSA Y PO3Ain:
no 6, abo no 9 Mob6iyHi peakuii. B3aemogis 3 iHWyMun
6nictepiB y nikapcbkrMmn 3acobamu Ta iHWi BuAan
KapTOHHI Kopoo6Li B3aEMOZii, 3rigHo 3 iHhopmMavieto
oo 6e3nekn 3aCToCyBaHHS Aitoyol
peyoBuHM amnoavniH. BeepgeHHs
3MiH npoTtarom 3-x micauis nicns
3aTBepPAKEHHSA
9. AMJIECCA Tabnetky no 8 KPKA, 4.4, CnoseHis KPKA, a.4., CnoseHis BHECEHHS 3MiH [0 peecTpaviiHnx 3a UA/12846/01/02
mr/5 mr no 10 HoBo mecTo HoBo mecTo MaTepianis: peyenmom
Tabnetoky 3MiHU | TURY - 3MiHKX 80 IHCTPYKLIT ANns
6nictepi; no 3 abo Me[MYHOro 3aCTOCYBaHHSA Y PO34inu:
no 6, abo no 9 Mob6iuyHi peakuii. B3aemogis 3 iHWMun
6nictepiB y nikapcbknMmy 3acobamm Ta iHLWi BUAn
KapTOHHI Kopoo6Li B3a€EMOii, 3rigHo 3 iHhopmauieto
oo 6e3neky 3acToCyBaHHSA Aito4ol
peyoBuHM amnoavniH. BeBepeHHs
3MiH npoTArom 3-x micauiB nicns
3aTBepPAKEHHSA
10. AM/TIECCA Tabnetkn no 4 KPKA, ag.4., CnoBeHis KPKA, o.4., CnoBeHis BHECEHHS 3MiH 40 peecTpauiinHmX 3a UA/12846/01/03
mr/5 mr no 10 Hoso mecTo Hoso mecTo MaTepianis: peyenmom

Tabnetoky
6nictepi; no 3 aéo
no 6, abono 9
6nictepiB y

3MiHU | TUNY - 3MiHKX 80 IHCTPYKLiT ANna
MeJMYHOro 3aCTOCYBaHHS y po34inu:
Mo6iuHi peakyii. B3aemogisi 3 iHLLIMMK
niKkapcbkrMun 3acobamu Ta iHWi Buan




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
KapTOHHIi KopoobLi B3aEMOJi, 3rigHo 3 iHhopMauieto
oo 6e3nekun 3aCToCyBaHHS Aitoyol
peyoBuHM amoanniH. BeepeHHs
3MiH npoTtarom 3-x micauis nicns
3aTBepAKEHHSA
11. | AMJIECCA Tabnetky no 8 KPKA, 4.4., CnoseHis KPKA, a.4., CnoseHis BHECEHHS 3MiH [0 peecTpaviitHux 3a UA/12846/01/04
mr/10 mr no 10 HoBo mecTO Hoso mecTo MaTepianis: peyenmom
Tabnetoky 3MiHU | TURY - 3MiHKX 80 IHCTPYKLIT ANns
6nictepi; no 3 abo MeAMYHOro 3aCTOCYBaHHSA Y PO3Ain:
no 6, abo no 9 Mob6iuyHi peakuii. B3aemogis 3 iHWMmn
6nictepiB y nikapcbknMn 3acobamm Ta iHWi BUAN
KapTOHHI Kopoobui B3a€EMOSii, 3rigHo 3 iHhopmMauieto
LoA0 6e3nekn 3acTocyBaHHs Aitoyol
peyoBuHM amnoavniH. BeBepeHHs
3MiH npoTtarom 3-x micsauiB nicns
3aTBepPAKEHHSA
12. | BIKAPA® TabneTtku, BKPUTI MPO®APMA ManbTa Na6opaTtopioc IcnaHis BHECEHHS 3MiH [0 peecTpavinHmx 3a UA/12927/01/01
NNiBKOBOO IHTEpHeLLHN HopmoH C.A. MaTepianis: peyenmom
0060/10HKO1D, N0 5 TpeingnHr 3MiHU | TURY - 3MiHKU 80 IHCTPYKLIT ANns
Mmr no 15 Nimitep, MeMYHOro 3aCTOCYBaHHS Yy po34inu:
TabneTtok y $apmakonoriyHi B/lacTUBOCTI.
6nictepi, no 2 B3aemogis 3 iHLWMMW NikapCbKMMK
6nictepu B 3aco6amu Ta iHLWi BUAY B3aEMOL.
KapPTOHHIN navui Oco6MBOCTI 3aCTOCYBaHHSI.
3acTocyBaHHsA y nepiof, BariTHOCTI
abo rogysaHHs rpyaar. 3aaTHicTb
BMNAMBATK Ha LUBUAKICTb peakuii npu
KepyBaHHi aBToTpaHcnopToM abo
iHWKUMK MexaHismamu. Cnoci6
3aCTOCYBaHHSA Ta [03W.
Mepepno3yBaHHA. MNob6iYHI peakuil,
3rigHO 3 iHhopMaLuieto Woao
MEeAMYHOIO 3aCTOCYBaHHSA
pedpepeHTHOro (KOHKOP)
nikapcbkoro 3acoby. BBegeHHs 3miH
npotsrom 3-x MmicsiLiB nicna
3aTBepAKEHHSA
13. BIKAPA® TabneTku, BKPUTI MPO®APMA ManbTa Na6opaTtopioc IcnaHis BHECEHHS 3MiH [0 peecTpauiinHux 3a UA/12927/01/02
NNiBKOBOO IHTEPHELLHN HopmoH C.A. MaTepianis: peyenmom




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
060/10HKO10, No 10 TpegunHr 3MiHU | TUNY - 3MiHKX 80 IHCTPYKLIT ANna
mr no 15 NimiTepq, MEeAMNYHOro 3aCTOCYBaHHS Y PO34inu:
TabneTtok y dapmakooriyHi B1acTMBOCTI.
6nicTepi, no 2 B3aemogis 3 iHWUMK nikapCbKnuMun
6nictepu B 3aco6amu Ta iHLWi BUAWN B3aEMOAIN.
KapTOHHII navuj Oco6MBOCTi 3aCTOCYBaHHS.
3actocyBaHHA y nepiog, BariTHOCTI
abo rofyBaHHA rpyaa0. 3aaTHicTb
BN/MBaTW Ha LWBUAKICTb peakLii npu
KepyBaHHi aBTOTpaHCNopToM abo
iHWKMKX MexaHi3mamu. Cnoci6
3aCTOCYBaHHA Ta [03M.
Mepeno3yBaHHs. MNo6GiYHI peakw;i,
3rigHO 3 iHhopMaLielo Woao
MeJMYHOro 3aCTOCYBaHHS
pedepeHTHOro (KOHKOP)
nikapcbKoro 3acoby. BeegeHHs 3miH
npotsrom 3-x MmicauiB nicna
3aTBepAKEHHSA
14. BIKAPA® TabneTkn, BKPUTI MPO®APMA ManbTa Na6opaTtopioc IcnaHis BHECEHHS 3MiH 0 peeCTpauinHmX 3a UA/12927/01/01
NNiBKOBOO IHTEepHeLLHN HopmoH C.A. MaTepianis: peyenmom
060/10HKOI0, N0 5 TpeigunHr 3MiHM | TUNY - 3MiHa 'y cknagi
Mmr no 15 Niviteq (ZONOMIDKHMX peyoBMHaXx) roToBoro
TabneTtok y nikapcbKoro 3acoby - 3miHa
6nictepi, no 2 KiNbKiCHOTo cknagy AONOMDKHUX
6nictepn B PEYOBUH: 3MEHLLEHHS KiSTbKOCTI
KapPTOHHIN navui KPeMHito giokcmay konoigHoro
6e3BO4HOrO Ta eKkBiBa/IEHTHE
36i/bLUEHHS KiTbKOCTi LIe/110/1031
MiKpOKpUCTaslivyHOi. BBeAE€HHA 3MiH
npotarom 3-x micsauiB nicna
3aTBepPAKEHHSA
15. | BIKAPA® TabneTtku, BKPUTI MPO®APMA ManbTa Na6opaTtopioc IcnaHis BHECEHHS 3MiH [0 peecTpavinHmx 3a UA/12927/01/02
NNiBKOBOO IHTEpHeLLHN HopmoH C.A. MaTepianis: peyenmom
060/10HKO10, No 10 TpeingnHr 3MiHM | TUNY - 3MiHa y cknagi
Mmr no 15 Nimitep, (4oMoOMKHMX peyoBUHaXx) roToBoro
Tabnetoky NiKapCbKOro 3acoby - 3MiHa
6nictepi, no 2 KiNbKiCHOTO cki1agy AONOMDKHUX
6nictepu B PEYOBWH: 3MEHLLEHHS Ki/TIbKOCTI




2
Ne Ha3zsa dopma BUMYCKY 3asBHUK Kpaina Bupo6Huk Kpaina
n/n | nikapcbko20 (nikapcbka
3acoby ¢hopma,
ynakKoska)
KapTOHHI nauui

PeecmpayitiHa npoyedypa

Ymosu Howmep
BionycKy peecmpayitiHo20
nocsioYyeHHs
KpeMHito giokcmay KonoigHoro
6€e3BOAHOrO Ta EKBIBA/IEHTHE
306i/1bLUEHHS KiTbKOCTi LIe/110/1031
MiKpOKpUcTaniyHoi. BBeieHHA 3MiH
16. | BA30OMPO®

Karncynu no 250

MNAT YkpaiHa
mr Ne 40 (10x4) y "papmak”
6nictepax

npotsirom 3-x MicsiLiB nicnA
MAT "dapmak”

3aTBePAKEHHSA
BHECEHHS 3MiH 0 peecTpaviHux
marepianis:
3MiHu | TMNy - 3MiHK 3 AKOCTI.
CepTudpikaT BignosigHocTi/l E-
cepTtucpikaT BigNoBigHOCTI
€Bponelicbkili
hapmakonei/MoHorpadii (3miHa y
cneumdikauii HedhbapmakonenHoro
A®| ansa NnpuBefeHHA Y BiANOBIAHICTb
00 Bumor oY abo €sponencbkoi
thapmakonel, abo iHLWOI HaLioHasIbHOT
hapmakonei gepxasu €C) -

npvBeAeHHs cneundikauii APl go
MoHorpadii EP; 3miHn | Tuny -

AOMiHICTpaTUBHI 3MiHWU. BunyyeHHs
BUPOGHUYOT AiNbHUL - BUTYyYEHHSA
BMpoGHuKa BAT "Kuismegnpenapar"
LiH040T pevoBuHK; 3MiHW |l TUny -
3MiHu 3 aKocTi. A®l. BUpo6HULTBO.
3MiHa BMpPOOHUKa
BUXi4HOro/NPOMIXXHOTO
NpoAyKTy/peareHTy, Wo
BMKOPUCTOBYHOTbCS Y BUPOOHNYOMY
npoueci A®| — 3a3Ha4YeHHsA
[0AaTKoBOT BUPOGHUYOT Ai/TbHUL
A®I; cynyTHS 3MmiHa: 3MiHW 3 AKOCTI.
FoToBUIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHULTBI. 3amiHa abo BBeAEHHS
[04AaTKOBOT AiNbHUL BUPOOHMLTBA
AN YacTuHU abo BCbOro
BMPOGHMYOro NPoLEecy rotoBoro
nikapcbKoro 3acoby (iHLUi 3MiHW)
BHECEHHS 3MiH 40 peecTpauiiHnx

YkpaiHa

3a UA/11505/02/01
peyenmom

BA30IMPO®

kancynu no 500

MAT

YKpaiHa MAT "dapmak”

YKpaiHa

3a

UA/11505/02/02



Ne
n/n

Hasga
JNliKapcbKo20
3acoby

dopma BUMYCKY
(nikapcbka
¢hopma,
ynakKoska)

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo20
nocsio4YeHHs

Mmr Ne 60 (10x6) y
6nictepax

"papmak”

marepianis:
3MiHM | TUNy - 3MiHK 3 SKOCTI.
CepTudikart BignosigHocTI/lE-
cepTtudpikaT BigMnoBigHOCTI
€Bponelicbkili
hapmakonei/moHorpadii (3miHa y
cneumndikayii HedhapmakonenHoro
A®| onsa NnpuBeAEHHS Y BiANOBIAHICTb
Ao BuMor @Y abo €BponeicbKol
thapmakonei, abo iHLWOT HalioHaNbHOT
thapmakonei gepxasu €C) -
npveeaeHHsA cneuudikauii A®I oo
MoHorpadii EP; 3miHn | Tuny -
AIMIHICTpaTUBHI 3MiHX. Buny4yeHHsA
BUPOBHUYOT OiNTbHUL - BUTYYEHHS
BMpo6HuKa BAT "Kuismegnpenapar"
LiH040i pevoBuHK; 3MiHW Il TUny -
3MiHn 3 aAkocTi. A®l. BupobHMUTBO.
3MiHa BMpPO6HMKa
BUXiHOro/NpoMi>XHOTro
NpoAyKTy/peareHTy, Wwo
BMKOPUCTOBYIOTLCSA Y BUPOBHUYOMY
npoueci A®| — 3a3HayeHHA
[04aTKOBOT BUPOBHWYOT AifTbHULL
A®I; cynyTHA 3miHa: 3MiHW 3 AKOCTI.
oToBWIA NikapCbKuii 3aci6. 3MiHK Y
BMPOOGHULTBI. 3amiHa ab0 BBEAEHHS
[04aTKOBOI [i/TbHUL BUPOGHMLTBA
AN YacTUHU abo BCbOTO
BMPOGHMYOro NpoLecy roToBoro
NikapcbKoro 3acoby (iHLWi 3MiHW)

peyenmom

18.

BEHOKOP

po3unH Ans

iH ekuiiA, 50 mr/mn
no 2 mna B amnyni
no 10 a6o 100
amMnysn B naudi,
abo no 5 amnyn B
6nictepi, no 2

6nictepun y nauuj,

AT "Jlekxim-
Xapkis"

YkpaiHa

AT "Jlekxim-
Xapkis"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavinHmx
matepianis: 3MiHun | Tuny -
AZMIHICTpaTVBHI 3MiHK. 3MiHa Ha3BY
nikapcbKoro 3acoby (Tyno -
MEKCUMIAON) (TepMiH BBEAEHHSA
3MiH - NpoTAroM 3-x MicauiB nicns
3aTBEPLKEHHS)

3a
peuernmom

UA/14785/01/01




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
abono5wmns
amnyni no 5 a6o
no 100 amnyn B
nauuj, ao no 5
amnyn B 6nictepi,
no 1 6nictepy y
nayi
19. BWOAHON® TabneTtku, BKPUTI KYCYM IHAiA KYCYM IHAisa BHECEHHS 3MiH [0 peecTpavinHmx 3a UA/14215/01/01
060/10HKOI0, MO XENTXKEP XENTXKEP NBT marepianis: peyenmom
500 mr Ne 30 MBT NTA nTa 3MiHU | TURY - 3MiHKU 80 IHCTPYKLIT ANns
(10x3), Ne 60 MeAMYHOro 3aCTOCYBaHHS y PO3Ais:
(10x6) y Oco6/1MBOCTi 3aCTOCYBaHHS, 3rigHO 3
6nictepax iHhopmauieto woao 6esnekn
3acTOCyBaHHS Ajlo40i pevyoBUHU
tranexamic acid. BBeieHHA 3MiH
npotAarom 3-x micauis nicna
3aTBepPAKEHHSA
20. BIPOPIB® Kancynu no 200 TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 40 peecTpauiinHmX 3a UA/9527/01/01
mr Ne 100 (10x10) "KYCYM PAPM" marepianis: 3MiHu | Tuny - 3miHn peuyenmom
y 6nictepax abo y PAPM" wopao 6e3nekn/edpeKTMBHOCTI Ta

cTpunax

hapmakoHarnsgy. 3MiHa y KOpoTkili
XapakTepucTuli Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHSA Ta IHCTPYKLii An1A
MEeAUYHOro 3aCTOCyBaHHS Ha nigcTas.i
perynisipHo OHOB/IOBAHOIO 3BITY 3
6e3neku nikapcbKkoro 3acoby, abo
JocnigkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B
nicnspeecTpauiiiHnii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 JOC/IKEHD,
npoBeeHnX BIAMNOBIAHO A0 NnaHy
negiatpuyHnx gocnigxeHs (PIP)
(3MiHY y3rofXeHo 3 KOMNETEHTHUM
YNOBHOB&XEHVM OpraHom) (BHeceHHs
3MiHW [0 IHCTPYKLIT y po3gin:
"Moka3zaHHA", "®apmakonoriyHi
BnactmocTi", "MpoTunokasaHHsa",
"B3aemogisa 3 iHWMMK NiKapCbKrMu

3acob6amMu Ta iHWi BUAW B3aEMOSii",




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
"Oc06MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepioa BariTHOCTI
abo rogyBaHHs rpyaar”, "3aatHicTb
BMN/MBATW Ha LUBUAKICTb peakuii npu
KepyBaHHi aBTOTpaHCnopToM abo
iHWKMK MexaHismamn'”, "Cnoci6
3acTocyBaHHA Ta gosun”, "Aitn",
"Mepepo3yBaHHA", "Mo6GIYHI peakui”
3rigHO 3 iHhopMaLieto Woao
MEeAMNYHOr0 3aCTOCYBaHHSA
pedhepeHTHOro (PEBETO/)
nikapcbKoro 3acoby)
21. F'EK 130/0,42 NOPOLLIOK AT Yecbka AT "3epymBepk HimeyunHa BHECEHHS 3MiH 0 peecTpaviinHux - UA/6812/01/01
(cy6eTaHuin) y «/IMKo®apm | Pecny6nik BepHoypr" MaTepianis: 3miHun | Tuny -
nosnieTnIeHoBUX a» a AOMIHICTpaTMBHI 3MiHN. 3MiHa
naketax gns HaliMeHyBaHHs1 Ta/abo agpecu
BMPOGHMLTBA 3asBHMKa (BNacHyka peecTpauiiHoro
CTEePWIbHMX NOCBIAYEHHS) - 3MiHa HaliMeHyBaHHS

nikapcbknx chopm

Ta MiCLie3Hax0KEeHHS 3asBHYIKa,;
3MiHU | TUNY - 3MiHKU 3 AKOCTI.
Ceptudikart BignosigHocTI/lE-

cepTudikaTt BignNoBIAHOCTI
€Bponelicbkili
thapmakonei/moHorpadii. 3miHu,
noB'sA3aHi 3 HeObXifHICTIO
npuBeAEHHSA Y BigMNOBIAHICTb A0
MOHorpadii JdY abo €Bponencbkoi
chapmakonei, abo iHLWOi HalioHa/IbHOT
hapmakonei gepxasu €C (iHLi
3MiHN) - NpuMBeAEeHHA creumadikauii
A®| y BiANoBigHICTL [0 BUMOr EP 3a
nokasHvkamu: «Onucs, «IMpo3opicTb

Ta KOJIbOPOBICTb PO3UNHY», «pH»,

«CTPYKTYpHE 3aMilLeHHs», «Bakki
mMeTanu», «CTyniHb MOAISIPHOTO

3aMileHHn», «CepeaHs
MosiekynsipHa maca», «BTpata B maci
npu BUCYLLYBaHHi», «MBUY» - 3miHa

KpUTEPIi NPUIAHATHOCTI; AONOBHEHHS




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)

cneuuaikauii Tectom «Ab6copbLis»,
BWU/TYYEHHS! NMOKA3HWKIB SIKOCTi
«Xnopugu», «Hatpiii», «CynbatHa
30/1a», «BigHOBNIOIOYI peyoBUHU»,
«KinbkiCHe BU3HAYEHHS»
-3MiHK | TUNY - 3MiHK 3 AKOCTI. ADI.
KoHTponb A®l. 3miHa y meTogax
BMNpPo6yBaHHA AD| abo BUXIAHOIO
MaTepiany/npoMiKHOro
npoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NPOLIECI
BMPO6HULUTBAa A®I (iHWI 3MiHK Y
MeTofax BUNpobyBaHHS (BKIOYa0Um
3aMiHy abo fonoBHeHHA) AD| abo
BUXiQHOr0/NPOMIKHOrO NPOAYKTY) -
3MiHM Y MeToax KOHTPOJIH0 AKOCTI
A®I 3rigHO maTepianis BUPOOGHMKa 3a
nokasHukamu: «ETUNeHrnikonb»,
«CTyniHb CTPYKTYPHOTO 3aMilL@HHSI»,
«2-XnopetaHosn», «CTyniHb
MOJIAPHOTO 3aMILLEHHS»,
«bakTepianbHi eHAO0TOKCUHN»,
«MBU>»; 3MiHK | TUNY - 3MiHK 3 AKOCTI.
A®l. CtabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BUNPO6YBaHb/Nepiogy
36epiraHHst a6o ymoB 36epiraHHa Adl
(3a BigCYTHOCTI Y 3aTBEPAKEHOMY
[ocbe cepTudikaTa BignoBigHOCTI
€Bponelicbkili hapmakonei, o
BK/tOYAE nepios NOBTOPHOro
BMNpobyBaHHSA) (nepiog NOBTOPHOIO
BMNpPObyBaHHA/Mepiof 36epiraHHs) -
36inbLlueHHsA abo BBeAEHHSA nepioay
NMOBTOPHOrO BUNPOGYyBaHHsA/Nepiogy
36epiraHHs Ha OCHOBI pe3ynbTarTiB
[ocnidXeHb y peanbHOMYy 4aci -
36i/bLUEHS TEPMiHY NEPEKOHTPOJIIO.
3arBepaXeHo: 3 poku.
3anponoHoBaHoO: 4 poku




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
22. FMAPOKCUET | nopoLuok AT Yecbka AT 3epymBepk HimeyunHa BHECEHHS 3MiH [0 peecTpavinHnx - UA/14106/01/01
WNKPOXMAJ | (cybcTaHuin) y "IMKo®apm | Pecny6nik BepHoypr MaTepianis: 3MiHu | TUNy - 3MiHK 3
b NEK 200/0,5 | noggiinHmx a" a sKocTi. CepTudpikat BignosigHOCTI/IE-
nonieTnNeHoBnNxX cepTudpikaT BigNOBIAHOCTI
Millkax ans €Bponelicbkili
BUPOGHULITBA chapmakonei/moHorpadii. MogaHHA
CTEPUNbHUX HOBOro abo OHOB/IEHOro cepTudpikaTa
nikapcbknx chopm BiANOBiAHOCTI @60 BUNYYEHHSA
cepTudikarta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans Adl;
Ons BuxigHoro
MaTepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYKOTHLCH Y
BUPOGHULTBI ADI; AnA fONOMIXHOT
peyvoBVHM (CepTudikaT BigNoOBIiAHOCTI
€Bponeiicbkiin dhapmakonei) - HoBuia
cepTudikar Bif, BXe 3aTBepAXeHOro
BNPOGHUKa (MogaHHsi HoBoro CEP Ne
RO-CEP 2014-281-Rev 00 gnsa A®I
rippokcueTunkpoxmasns 200/0,5 Big
3aTBEPKEHOr0 BUPOBHYKa
SERUMWERK BERNBURG AG,
Germany. Y pamkax npoueaypu
Bifbynacs 3amiHa TepmiHy
NpUAATHOCTI Ha TEPMIH
NEPEKOHTPONIO. 3i 36iNbLUEHHAM
TepMiHy (3 3-x Ao 5-T1 pokiB)
23. rPMNPIO Tabnetkn no 4 AHaHTa Benuka dnamiHro IHAjs BHECEHHS 3MiH 0 peeCTpauinHmX 6e3 UA/6965/01/01
Tabnetkn y Megikeap BpuTaHis dapmacbloTuka MaTepianis: peyenma —
cTpuni; no 1 nra. nc nTa. 3MiHK | TUNY - 3MiHa napameTpis Ne 4; 3a
cTpuny y cneumdikauin Ta/abo gonycTummx peyenmom —
KOHBepTi; no 50 MEX rOTOBOrO0 JliKapCbKOro 3acooby - Ne 200
KOHBEPTIB Y 3MiHM NnapameTpiB cneuugikauii 3a

KapTOHHI Kopoo6Li

NoKasHMKoM "OfHOPIAHICTb
[030BaHNX OAMHULL" 3i 3MIHOH
MeToAy 3 PO3pPaxyHKOBO-BaroBOro Ha
npAMKiA; 3MiHK | TURY - 3MiHa y
MeTofax BUNPO6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (Bknoyaroyu




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
3aMmiHy abo JONOBHEHHS) —
OHOBJIEHHSI Ta akTyanisayjis MeToank
y MeTogax BunpobyBaHHs, 3a
NOKa3HNKOM «KifibKiCHEe BU3HAYEHHS»
Ta 3MiHU Yy po3aini "Po34nHeHHS";
3MiHK | TUNY - 3MiHa napameTpis
cneumndikayin Ta/abo gonycTUMmnx
MEX roTOBOr0 JliKapCbKOro 3acooby -
BWYYEHHS TecTy "TeepgicTb"
24. | OEKCA- Kpanni o4Hi no 5 YPCA®APM | HimeuyumHa YPCA®APM HimeyunHa BHECEHHS 3MiH 40 peecTpauinHmX 3a UA/5562/01/01
FEHTAMIUWH | mny chnakoHax- ApuHaimiTTe ApuHanmitTTenb MaTepianis: peyenmom
KpanensHuusax Ne nb M'm6X veX 3MiHU | TUNY - BUNTyYEHHSA
1 anbTepHaTMBHOTO BMPO6GHUKa AdI
reHTaMiuvHy cynbgarty - KoMnaHii
Fujian Fukang Pharmaceutical Co.,
Ltd., KuTaii; 3miHu | Tny - nogaHHA
OHoB/eHoro ceptucpikata R1-CEP
2005-121-Rev 01 gns Adl
reHTaMiuuHy cynbgoaty Bif Bxe
3aTBepKeHOro BUpo6Huka Lek
Pharmaceuticals d.d., CnoBeHisi;
3MiHW | TUMY - NOAaHHA OHOB/IEHOTO
ceptudikata R2-CEP 1992-014-Rev
05 ana A®| gekcameTasoHy HaTpito
doochaTty Big, BXe 3aTBEPAKEHOr0
BUPO6HUKa Sanofi Chimie, ®paHuis
25. | AENAKIH® niodpinizar ans TOB YkpaiHa BMPOGHUK, ITanis/ BHECEHHS 3MiH 40 peecTpauinHmX 3a UA/10138/01/01
400 MI PO3UunHy On1A "CaHodi- BiAMNOBIAa/IbHUIA YropLuHa MaTepianis: peyernmom
iH'exuii no 400 mr ABeHTIC 3a BUMYCK cepili: BUMpPAaB/IEHHA TEXHIYHOT NOMUSIKN B
Ne 4 (no 1 YkpaiHa" CaHodpi-ABeHTIC cneumdikaLii s KOHTPONo
hnakoHy 3 C.n.A, Itanisi; PO34YMHHMKA 38 NOKa3HNKOM
niodpinizatom y BUPOGHUK «EneKTponpoBigHICTb»
KoMnnekTi 3 1 PO3YMHHMKA:
amnysnow XIHOIH, 3aBog,
pO3uYnHHKKa (BOAa dapmaLeBTUYHN
ANs iH'ekuin) no 4 X Ta XiMiyHuX
MJ1Y KapTOHHIlA MpoaykTis
Kopo6ui Ne 1; no 4 MpaiisiT Ko.

KapPTOHHUX

N14., YropwmHa




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
Kopobku Ne 1y
KapPTOHHI kopooLi
Ne 2)
26. | AEPNBA renb, Lmr/rno5r FneHmapk IHAjs neHmapk IHAjs BHECEHHS 3MiH 0 peeCTpauiinHmX 6e3 UA/9164/01/01
BOAHWIA abono15ry dapmacbloT dapmacbloTuKa MaTepianis: BUNpaBneHHsA peyenma
FrENb Tybax Ne 1 nkans 7. n3 Nira. HeBignosigHocTel B Hakasi MO3
YkpaiHu Ne 623 Bif, 24.06.2016
LLOA0 HanMcaHHA Ha3BuW po3ainy B
MeTOAax KOHTPOSI0 AKOCTI B
3aTBEPKEHNX 3MiHAX - BUNPAaB/IEHHSA
TEXHIYHOI NOMWJIKW, NOB’A3aHO 3
HEBIPHUM 3a3HaYeHHAM iHhopmaLii B
po3aini «KifibkicHe BU3HAYeHH:A» B
MeTofax KOHTPOso saKocTi (6y/10 -
BUMPAB/IEHHS MEXHIYHOI MOMUJIKU B8
po30ini «Bmpama 8 maci npu
BUCYWYBaHHI» 8 Memoodax KOHMPOJio
siKocmi)
27. | AVUKOP JIOHI | TabneTku TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH 40 peecTpauinHmX 3a UA/11012/01/01
nposioHrosaHoi Aji "Mikpoxim" "Mikpoxim" MaTepianis: peyernmom
no 20 mr Ne 50 y 3MiHu 1l TUNY - 3MiHK Woao
6aHui Ta Ne 50 6e3nekn/edeKTMBHOCTI Ta
(10x5) y hapmakoHarnsagy. IHWi 3miHu, Aki He
6nictepax BBIlILLAW Y Lieli po34is, SKi BKAYaoTb
nofilaHHsA pe3ynbTartiB AOCiAXEHb A0
KOMMETEHTHOIO opraxy
28. | AVKOP JIOHI | TabneTku TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 40 peecTpauinHmX 3a UA/11012/01/02
NPONOHIroBaHoi Aji "Mikpoxim" "Mikpoxim" marepianis: peyenmom
no 40 mr Ne 50 y 3MiHW Il TMNy - 3MiHK WoA0
6aHui Ta Ne 50 6e3nekn/edeKTMBHOCTI Ta
(10x5) y hapmakoHarnsagy. IHWi 3miHu, Aki He
6nictepax BBIliLLAW Y Lieli po3ain, SKi BKAYatoTb
nofAaHHs pe3ynbTaTiB fOCiMKEeHb A0
KOMMETEHTHOIO opraxy
29. | AVKOP JIOHI | TabneTku TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 40 peecTpauiinHmX 3a UA/11012/01/03
NPONOHroBaHoi Aji "Mikpoxim" "Mikpoxim" mMarepianis: peyenmom

no 60 mr Ne 50 y
6aHui Ta Ne 50
(10x5) y

3MiHK I Trny - 3MiHK Woao
6e3nekn/ehekTUBHOCTI Ta
hapmakoHarnsagy. IHwWi 3miHu, Aki He




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
6nictepax BBI/ILLIN Y Lield po3ain, ki BKIKYaloTb

noAaHHs pe3ynbTaTiB AOC/iAKeHb A0
KOMMETEHTHOrO opraxy

30. | AUMEAPON pPO34uH ANnA TOB YkpaiHa BCi cTagji YkpaiHa BHECEHHS 3MiH 0 peeCTpauiinHmX 3a UA/8514/01/01
iH'exuii 1 % no 1 "XapkiBcbke BMPOGHULITBA, MaTepianis: peyernmom
M/1 B amnyni; no thapmaueBTu KOHTPO/b 3MiHY | TUNY - 3MiHK 3 AKOCTI.

10 amnyny yHe AKOCTI, BUMYCK loToBUIA Nikapcbkunii 3aci6. 3miHK y
Kopobui 3 nignpuemcTs cepii: TOB BMPOOBHULITBI. 3MiHa po3mipy cepil
KapToHy; no 1 mn 0 "340poB'A "XapkiBcbke (BKkntOYaroum gianasoH po3mipy cepii)
B amnyni; no 5 Hapoay" hapmaueBTUYH rOTOBOTO JiKAPCbKOro 3acoby
amnyny énictepi; e nignpruemMcTBo
no 2 6nictepuny "300poB'a
Kopobui 3 Hapoay",
KapToHy; no 1 mn YKpaiHa; BCi
B amnyni; no 10 cragji
amnyny énictepi; BMPOBHMLTBA,
no 1 énictepy y KOHTPO/1b
KOpOOLii 3 KapTOHY akocTi: TOB
"PapmaLeBTnyH
a KoMnaHis
"3popos'a”,
YKpaiHa

31. | AlA®nyY kancynu no 50 mr, M. BioTek Benuka AKYMC OPAIC IHAia BHECEHHS 3MiH [0 peecTpaviiHnx 3a UA/12182/01/01
no 10 kancyny nta BpuTtaHis EHA MaTepianis: 3MiHu | TMNy - 3MiHK 3 peyenmom
6nictepi; no 1 PAPMACBIOTIK AKOCTI. [0TOBWIA Nikapcbkuii 3aci6.
6nicTepy B nauui 3 ANC NTA, Hais; 3MiHM y BUPO6GHULTBI. 3amiHa abo
KapTOHY CTPAAC BBEAEHHS A00ATKOBOI AiNbHULL

APKO/AB BUPOBHULTBA A1 YaCTUHM abo
NIMITEA, IHajs BCbOr0 BMPOBHNYOTO npoLecy

rOTOBOrO JliKapCbKOro 3acoby
(ainbHULA, Ha AKIN NPOBOAATLCS
OyAb-sKi BUPOOHWYI cTagji, 3a
BMHATKOM BUWMYCKY Cepiii, KOHTPO/IIO
AKOCTI, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHS, 4151 HECTEPWUTbHUNX
nikapcbknx 3aco6iB) (BBeAEHHS
[04aTKOBOI [iTbHUL BUPOBHMLTBA
CTPAMAC APKOJIAB NIIMITES,
IHAig, SK Hacnigok nossa 3-X




Ne
n/n

Hasga
JNliKapcbKo20
3acoby

dopma BUMYCKY
(nikapcbka
¢hopma,
ynakKoska)

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo20
nocsio4YeHHs

[0[aTKOBMX YNakoBokK); CynyTHSA
3MiHa - 3MiHu 3 aKkocTi. FoToBWi
nikapcbknii 3aci6. 3miHN y
BMPOGHULTBI. 3amiHa abo BBEAEHHS
[04aTKOBOI fi/TbHUL BUPOBHMLTBA
[ONs YacTuHU abo BCbOro
BMPOGHMYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AinbH1UA A8
BTOPVMHHOIO NakyBaHHS); - 3MiHU 3
SIKOCTi. FOTOBWIA Nikapcbknii 3aci6.
3MiHKN y BUpO6HMLTBI. 3amiHa abo
BBElEHHS 404aTKOBOI Ai/IbHUL
BMPOGHULTBA A/19 YacTuHU abo
BCbOro BUPOBHUYOTO npoLecy
roTOBOrO JliKapCbKOro 3acoby
(8inbHYLA ANA NepBUHHONO
nakyBaHHs) (BBeEHHS [,04AaTKOBOI
JinbHNL BUPo6HULTBA CTPANAC
APKOJAB NIMITEL, IHais, sK
Hacnigok nossa 3-x 4oAaTKOBKX
ynakoBok); 3MiHV | Tuny - 3MiHu 3
AKOCTI. [O0TOBWIA Nikapcbknii 3aci6.
3MiHN y BUPOOHULTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCA
BUMNYCKY Cepii Ta KOHTPOJIKO AKOCTI
roTOBOrO /liKapCbKOro 3acoby (3amiHa
abo goaaBaHHsSI BUPOOHUKA, L0
BiANoOBiAa€ 3a BBE3eHHA Ta/abo
BUNYCK cepii) - Bkioyaroun
KOHTPOL/BUNPOGYBaHHA cepii
(BBEAEHHA AOAATKOBOI AiNbHUL
BUpOGHULTBA CTPAVAC APKOJIAB
NIMITEL, IHAjsA, Ak Hacnigok nossa 3-
X f108TKOBMX YNaKOBOK)

32.

LIA®NY

kancynu no 100
mr, no 10 kancyn
y 6nictepi; no 1
6nictepy B naui 3
KapTOHY

M. BioTek
nTp

Benuka
BpuTaHis

AKYMC [IPATC
EHA
D®APMACHIOTIK
ANC NTA, IHais;
CTPANAC

IHais

BHECEHHS 3MiH 0 peecTpauinHmnx
MaTepianis: 3MiHu | TUNy - 3MiHK 3
AKOCTI. F0TOBWMIA Nikapcbkuid 3aci6.
3MiHM y BUPOBGHMLTBI. 3amiHa abo
BBE/JIEHHA N0AATKOBOT AiNbHUL

3a
peuerimom

UA/12183/01/01




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
APKOJIAB BUPOBHMLTBA A1 YacTUHM abo
NIMITEL, IHajs BCbOro BMPOGHMYOro npouecy

rOTOBOrO JliKapCbKOro 3acoby
(minbHMLA, Ha SKiN NpoBOAATLCSA
6yab-SKi BUPOGHMYI cTagii, 3a
BMHATKOM BUMYCKY CepilA, KOHTPO/O
AKOCTI, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHS, /15 HECTEPUNbHUX
nikapcbknx 3acobiB) (BBefEHHSA
[04AaTKOBOT AiNbHUL BUPOOHMLTBA
CTPAVAC APKOJIAB NIIMITEL,
IHAis, K Hacnigok nosiea 3-X
[04aTKOBMX YNakoBoK); CynyTHA
3MiHa - 3MiHM 3 AKkocTi. FoToBWiA
nikapcbknii 3aci6. 3MiHn y
BMPOGHULTBI. 3amiHa abo BBeEHHS
[0[aTKOBOT AiNbHUL BUPOGHMLTBA
015 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (ainbH1us ans
BTOPUHHOIO NakyBaHHA); - 3MiHN 3
AKOCTI. [O0TOBWIA Nikapcbknii 3aci6.
3MiHM y BUpOGHUMLTBI. 3amiHa abo
BBEJEHHA 00AaTKOBOT AiNbHULI
BMPOGHULITBA A/19 YaCTUHU abo
BCbOro BMPOGHMYOro npouecy
rOTOBOrO JliKapCbKOro 3acoby
(8iNnbHMUA ANSA NepBUHHOTO
nakyBaHHs) (BBe4EHHSA 4OAATKOBOT
AinbHNL BUPo6HMLTEa CTPANAC
APKOJAB NIMITEL, IHgis, s
Hacnifok nosiea 3-x 04aTKOBUX
ynakoBoK); 3miHu | Tuny - 3MiHKn 3
SIKOCTi. [0TOBWIA Nikapcbknii 3aci6.
3MiHN y BUPOBHNLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTbLCA
BUMYCKY Cepii Ta KOHTPOJIHO AKOCTI
roTOBOrO JIiKaPCLKOro 3acofby (3amiHa
abo aoaaBaHHsA BUPOOGHWMKA, WO




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
BiAnoBiAa€ 3a BBE3EHHS Ta/abo
BMNYCK cepil) - Bkaoyaroun
KOHTPO/1b/BUNPOGYBaHHA cepii
(BBEAEHHA 4OAATKOBOI AiNbHUL
BMPOGHULTBA CTPANIC APKOJIAB
NIMITEL, IHAjA, Ak Hacnigok nossa 3-
X 104aTKOBUX YNaKOBOK)
33. | AlIADNY kancynv no 150 M. BioTek Benuka AKYMC OPAIC IHais BHECEHHS 3MiH 10 peecTpauiiHnx 6e3 UA/12183/01/02
Mmr no 1 kancyniy nta BpuTaHis EHAO matepianis: 3MiHun | Tuny - 3miHu 3 peyenma
6nictepi; no 1 SAPMACBLIOTIK AKOCTI. [0TOBWMIA Nikapcbkuid 3aci6.
6nictepy B nauui 3 ANC NTA, IHgis; 3MiHN y BUpO6HMLTBI. 3amiHa abo
KapToOHY CTPAIC BBEEHHS 404aTKOBOI AiTbHUL
APKO/AB BMPOGHULITBA A/19 YacTUHU abo
NIMITEA, Hajsa BCbOro BMPOGHMYOro npouecy

rOTOBOrO /iKAPCLKOro 3acoby
(ainbHWLA, Ha AKin NpoBOAATLCA
6yab-AKi BUPOGHWYI cTagil, 3a
BVMHAATKOM BUWMYCKY CEepiii, KOHTPOJIIO
AKOCTI, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHs, 4151 HECTEPWUTbHUX
nikapcbknx 3acobis) (BBeAEHHS
[04aTKOBOT AiNbHUL BUPOGHULTBA
CTPAMAC APKO/IAB NIIMITES,
IHais, Sk Hacnigok nossa 3-X
[0[aTKOBMX YNakoBoK); CynyTHSA
3MiHa - 3MiHM 3 aKocTi. FoToBWiA
nikapcbknii 3aci6. 3miHN y
BMPOGHULTBI. 3amiHa abo BBEAEHHS
[04aTKOBOI [i/TbHUL BUPOGHMLTBA
[ON5 YacTuHM abo BCbOro
BMPOGHMYOro NpoLecy roToBoro
nikapcbKoro 3acoby (AinbH1US Ans
BTOPVMHHOIO NakyBaHHS); - 3MiHU 3
AKOCTI. F0TOBWMIA Nikapcbkuii 3aci6.
3MiHN y BUpO6HMLTBI. 3amiHa abo
BBEEHHS 404aTKOBOI Ai/TbHUL
BMPOGHULITBA A/19 YacTUHU abo
BCbOro BMPOBHUYOTO npoLecy
rOTOBOrO JiKAPCLKOro 3acoby




Ne
n/n

Hasga
JNliKapcbKo20
3acoby

dopma BUMYCKY
(nikapcbka
¢hopma,
ynakKoska)

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo20
nocsio4YeHHs

(4inbHWLA ANA NepBUHHONO
nakyBaHHs) (BBeAeHHS A0AAaTKOBOT
JinbHNL BUpo6HULTBA CTPANAC

APKOJIAB NIMITEL, IHais, s
Hacnigok nossa 3-x 4oAaTKOBKX
ynakoBoK); 3miHu | Tuny - 3MiHK 3
AKOCTI. F0TOBWMIA Nikapcbkuii 3aci6.
3MiHW Y BUPOBHULTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbLCA
BUMYCKY Cepii Ta KOHTPO/IO SAKOCTI
roTOBOrO /liKapPCbKOro 3acoby (3amiHa
abo fopaBaHHA BUPOOHMKA, L0
BiANOBiAa€ 3a BBE3EHHS Ta/abo
BUMYCK cepil) - Bkioyaroun
KOHTpPO/b/BUNPOGYBaHHA cepil
(BBEAEHHS [,00ATKOBOI AiNTbHUL
BUpO6HULTBA CTPAVAC APKOJIAB
NIMITEL, IHAis, Sk Hacnigok nosiea 3-
X AOfaTKOBKX YNaKoBOK)

34.

JOIALE®

MOPOLLIOK A5
pO3unHy ans
iH'ekuin no 1000
Mry cpnakoHax Ne
1

AAP ®APMA
nTa

CnonyyeHe
KoponiscTB
(o]

Appxina
CnecianTic MsrT.
Ntp.

IHAjs

BHECEHHS 3MiH 0 peeCTpauinHmX
MaTepianis: 3miHu | Tuny - Jlikapcbki
3aco6u. 3miHa y KOpoTKii
XapakTepucTuui nikapcbkoro 3acoby,
IHCTPYKUIT AN MeguyHoro
3acTocyBaHHA abo MapKyBaHHi
yrnakoBoK (MOTpebye BHECEHHSA
BiANOBIgHO A0 iHchopMa,ii
pedhepeHTHOro/opuriHanbHoro
nikapcbKoro 3acoby 6e3 HagaHHS
XOAHWX HOBUX A0AaTKOBMX faHWX
3aBHMKOM) (3MiHV [0 IHCTPYKUiT Ana
MEAMYHOIO 3aCTOCYBaHHSA Y PO3Aian:
"Moka3aHHA",
"PapmakoTepaneBsTMyHa rpyna”
(YTOUYHEHHS Ha3Bw),
"MpoTunokasaHHsa", "B3aemogis 3
iHLIMMK NikapcbKMMK 3acobamu Ta
iHWi BUAM B3aemogiii", "Oco6AnBOCTi
3acrtocyBaHHf", "3acTocyBaHHsA y

3a
peuerimom

UA/12332/01/01




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
nepiog BariTHOCTi abo rofyBaHHs
rpygaro”, "3aatHicTb BNANBATU Ha
LIBUAKICTb peakuii npu kepyBaHHi
aBTOTPaHCNOPTOM @60 IHLWUMK
MexaHiamamu", "Cnoci6
3acTocyBaHHs Ta gosu', "fOitn",
"MepenosyBaHHA", "®apmMakonoriyHi
BnacTtmsocTi”, "Mo6ivHi peakuii" 3rigHo
3 iH(hopmaLieto LWo[0 MeaNYHOTo
3acTocyBaHHs pethepeHTHOro
(POLIE®IH) nikapcbkoro 3acoby)
35. EMEHA® NopoLUOK A/1A Mepk LWapn i | Lseliyapis Brpo6HuK "in cuwaA/ BHECEHHS 3MiH 40 peecTpauiinHmX 3a UA/14258/01/01
PO34unHy AN Joywm lgea bulk" Ta Higepnangu mMaTepianis: 3miHu | TUny - 3miHa peyernmom
iHpy3ii no 150 mr [HK. nepeuHHe HaliMeHyBaHHs Ta/abo
y chnakoHax Ne 1 nakyBaHHS: MiCLie3HaxXOAKEHHA BUPOOHMKa
MaTteoH roTOBOrO /IiKAPCbKOro 3acoby,
MaHydhekuypiHr BK/IHOYA0OUN MiCLLe NPOBEAEHHSA
Cepsices En. KOHTPOSI0 AKOCTI(YCi iHWWI AinbHWL,)
En. Ci., CLUA; (3miHa HallMeHyBaHHS1 BUPOOHMKa, L0
TecTyBaHHA BiANoBigae 3a BMpo6bHMLUTBO "in bulk”
cTabinbHocTi Ta Ta nepBuHHE nakyBaHHA 13, 6e3
AKICTb: 3MiHK MicufA BUPOOHMLTBA)
Mepk LWapn i
Joym Kopn.,
CLUA;
Brpo6HuK,
BignoBigabHU
3a BTOPUHHE
nakyBaHHs Ta
BUMNYCK cepil:
Mepk LWapn i
Joym B.B.,
Higepnaxnam
36. EHOKCAMAP | nopoLuok MNAT YkpaiHa XeHnKoy Kutai BHECEHHS 3MiH 40 peecTpauinHmX - UA/11805/01/01
VH HATPIO (cybeTaHuis) y "dapmak” IxytoaH [kiH martepianis: 3MiHu | Tuny -

MiLKax noaBiiHUX
nonieTUIeHoBUX
ANs BUpoBHMLTBA
CTEPUIbHMX

EHXiHIepiHT
Ko., Nl1g.

AOMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHA Ta/abo agpecu
3asBHMKa (BNacHyka peecTpauiiHoro
nocBigyeHHs) (3MiHa HaliMeHyBaHHS




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)

nikapcbknx chopm

3asBHMKa 3riAHO 3akoHy YKpaiHu
"Mpo akuioHepHi ToBapucTea"); 3MiHn
| TMny - 3MiHK 3 sKocTi. ADI.
KoHTponb A®l. 3miHa y meTogax
BMNpobyBaHHA ADIl abo BMXiZHOIO
MaTepiany/npoMiKHOro
npoaykTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NPOLLECI
BMPOGHULTBA A®DI (iHLWI 3MiHW Y
mMeToAax BuNpobyBaHHs (BKIOYaKUM
3aMiHy abo gonoBHeHHs) Adl abo
BUXi4HOro/NPOMIXKHOrO NPOAYKTY)
(3mMiHEeHO meToau BUNpobyBaHHA AdI
EHOKcanapuHy HaTpito 3a
nokasHvkamu: - "lageHtudikawisa" -
po3Ain AONOBHEHO ABOMA TeCTaMu
ifeHTndikauii; - BMICT KOMNOHEHTIB 3
1,6-aHrigpo CTPYKTYPHOI Ha KiHLUi
naHurora 3 HopMmyBaHHaM Big, 15,0%
00 25,0%; - xapakTtepHa peakuis (a)
Ha HaTpiin. Kpim Toro , B TecT 3a n.3.3.
(MeTOo eKCKNIO3MBHOT
Xpomarorpadii) BianosigHo A0 BUMOT
EP 3a3HayeHO BHYTpILLHIi giameTp
KOMTOHKW Ta BKa3aHO Hepyxomy a3y
KOJIOHKW 3aMiCTb TOProBoi Ha3BMu; -
"BeH31M0BUIA CNUPT" - METOAMNKY
BM3HAYEHHS [OMNOBHEHO BiANOBIAHO
BUMOT EP - kinbKicHWIA BMICT
aHaUs1i30BaHOi PeYOBUHM 3HAXOAATb
MEeTOAOM BHYTPILLHLOIO CTaHAAPTY; -
"Baxki metanun" - METoAMKY 3aMiHEHO
EP, 2.4.8. metogom C Ha meTog EP,
2.4.8, meTop F; 3a nokasHUKoOM
"3a/IMLLKOBI KiNIbKOCTi OpraHiuHmx
PO3YMHHUKIB" METOAMKY BUIHAYEHHS
BMKNaAeHo [0 BUMOr MaTepianis
hipmMu-BMPOBHHKKa, a came: -
BHECEHHO YTOYHEHHS B NPUTOTyBaHHS




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
PO34MHY NOPIBHAHHSA: 3aMiCTb
HaBaXXOK OpraHiyHUX PO3YMHHMKIB B

rpamax 3aszHa4yaemo 06'eMu LnX
PO34MHHKKIB B MikponiTpax (“no 0,1 r
meTaHony P, cnupty (96%) P,
anxnopmetaHy (CROMASOLV
650463-IL"3miHI0EMO Ha "10 MKN
meTaHony P, 25 mkn cnvpty (96%) P,
2 Mk meTuneHxnopugy P"); - nogaHo
xpomartorpaddivHy KosoHKy HP-5,
po3mipom (25-30) m x 0,32 mm x 0,25
MKM Ta 3a3Ha4yeHo, Lo A8 aHani3y
MOX/IMBO BMKOPWCTOBYBATH
aHaUs10rivyHy KONOHKY; - Temneparypy
KOJIOHKM 3MiHeHo Ha 400 C; -
LWIBWAKICTb MOTOKY: 3aMicTb 25 cm/c
LWBKNAKICTb 3a3HaveHo Ak 1,0 mn/xs; -
yac J0CArHeHHs piBHoBarn y doiakoHi
3MiHeHo 3 15 xB Ha 20 XB; - BKa3aHo
Temneparypy netni - 1000 C; -
Temneparypy NiHii nepeHocy 3miHeHo
31050 C Ha 1000 C); 3MmiHu | Tuny -
3MiHM 3 AkocTi. APl KoHTposib ADL.
3MiHa y napameTpax cneuudikadiii
Ta/abo AonyCTUMUX MeX, BU3HAUYEHUX
y cneundikauisix Ha Adl, abo
BUXiQHWUIA/NPOMIDKHUIA
npoayKT/peareHT, Wwo
BMKOPUCTOBYIOTbCS Y NPOLIECI
BMPOGHULTBA A®| (3BY)XEHHA
[ONYCTUMUX MEX, BU3HAUEHMNX Y
cneumdikauii) (3By)XEHHS [ONYyCTUMUX
MeX, BU3HauyeHux y cneundikaii APl
EHOKcanapuHy HaTpito 3a
nokasHukamu: - "A30T" (HOpMyBaHHSA
"Big 1,5% no 2,5% B nepepaxyBaHHi
Ha Cyxy peyoBuHY" 3MIHEHO Ha Bif,
"1,8% n0 2,5% B nepepaxyBaHHi Ha

CyXy pe4yoBuHy") BiANOBIAHO A0




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
marepianis dipmMu-BUPOBHYIKA; -
"3a/IMLLKOBI KiNIbKOCTi OpraHiuyHmnx
PO34YMHHMKIB" HOPMYBaHHS MeTaHoy
3BYXeHo, a came 3 "He 0,3% 3MiHeHO
Ha "He GinbLue 0,2%")
37. ECNA- NOPOLLOK A/1A Ecnapma HimeyunHa Ninpodpapm HimeyunHa BHECEHHS 3MiH [0 peecTpaviitHux 3a UA/14782/01/01
dOLUNH npuUroTyBaHHA rmeX vmeX marepianis: peyenmom
po3uvHy Ans 3MiHY | TUny - 3mMiHa napameTpis
nepopasnbLHoro cneumdikauin Ta/abo gonycTummx
3aCTOCyBaHHSA No MEX roTOBOro MikapcbKoro 3acoby -
3000 mr/nakeT, no 3MiHa napameTpy cneyundikauil ons
8 I nopoLuKy TOYHOrO ONMCY NOro 30BHILLHLOTO
(3000 mr gjtoyoi BUMNAAY; 3MiHA B IHCTPYKLUIT ANns
peyYoBUHN) Y MeMYHOro 3aCTOCyBaHHA Yy p."
nakeri; no 1 Nikapcbka popma”
nakeTty B
KapTOHHIl
ynakoBLi
38. | E®EPA/ITAH | TabneTku wunyui, YIMNCA CAC ®paHuis YMNCA CAC ®paHuis BHECEHHS 3MiH 40 peecTpauinHmX 6es UA/7278/01/01
3 BITAMIHOM | 330 mr/200 mr Ne MaTepianis: 3miHu | Tuny - 3miHa peyernma

C

10 (10x1), Ne 20
(10x2) y Ty6ax y
KopooLi

HaliMeHyBaHHS Ta/abo
MiCL,e3HaXOAKEHHA BUPOBHMKa
roTOBOrO JIiKApPCLKOro 3acoby,
BK/10YAI0UM MiCLie NPOBEAEHHS
KOHTPOJO AKOCTI(BUPOGHMYa
OinbHULA BUNYCKY cepii) (3MiHa
HalimeHyBaHHS BMpobHuka M3 Ta
NPUBEAEHHS MICLLe3HAXOKEHHS Y
Bi4noBigHICTb A0 BucHoskiB, W040
NiATBEPKEHHS BiANOBIAHOCTI
BMpo6HuuTBa 13 BMoram GMP
(Oepxnikcnyxba Ykpainu), 3
nepenikom /13, 6e3 3MiHn micua
BMPOGHMLTBA. 3MiHWN BHECEHO B TEKCT
MapKyBaHHS LLOA0 Ha3BM BUPOOHMKA.
MpoeKT MapkyBaHHS ynakoBKu
Bignosigae sumoram po3ainy XVIli
MopsaKy NPoBEAEHHS eKCnepTn3n
mMartepianis Ha fikapcbki 3acobu, Lo




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
NnofaloTbCA Ha [lepXaBHy peecTpauiio
(nepepeecTpadisi), a Takox
eKcnepTusn martepiasis Npo
BHECEHHS 3MiH 40 peecTpauiinHnX
mMaTepianis NpoTArom fji
peecTpauiiHOro NocBigYeHHs,
3aTBepaxeHoro Hakasam MO3
Ykpainu Big 26.08.2005 Ne 426 (y
pepakuii Hakasy MO3 YkpaiHu Bif,
04.01.2013 Ne 3) (TepmiH BBEAEHHS
3MiH - NPOTAroM 6-Tu MicsLiB nmicns
3aTBepPKEHHS); 3MiHK Il TUny - 3miHa
3aABHUKa (Nepesava npas iHWOMY
3a51BHUKY)
39. | SOKAPAIC® TabneTku, BKPUTI MeHapiHi Mokcemby | BMPOGHULTBO in ITanis/ BHECEHHS 3MiH [0 peecTpavinHux 3a UA/6736/01/01
nntoc nNiBKOBOIO IHTepHeLLOoH pr bulk, kiHueBe HimeyunHa marepianis: peyenmom
30/12,5 060/10HKOI0, NO 14 an nakyBaHHs, BUNPAaB/IEHHS TEXHIYHOT MOMWJIKN B
TabneTtoky OnepeiiLoH BUMYCK cepiii: A. IHCTPYKUIi 415 MegUYHOro
6nictepi; no 1 abo c MeHapiHi 3acTOCyBaHHA y p.
2 6nictepuy IrokcemGypr MaHydhakTypiHr «MicuesHaxoKeHHs BUPOOHMKa Ta
KapTOHHI Kopoobui C.A. NoricTikc eHp, aZipeca micus NpoBayKeHHs
Cepsicec LifANbHOCTI»
C.p.1, ITanis;
KOHTPONb Cepiii:
A. MeHapiHi
MaHyhakTypiHr
NoricTikc eHg
Cepsicec
C.p.N1., ITanis;
Jdomne C.n.A.,
ITanis;
BMPOOHULTBO in
bulk, kiHueBe
nakyBaHHs,

KOHTPO/Ib Ta
BWMYCK Cepiii:
MeHapiHi-®oH
XeipeH T'm6X,

HimeyunHa




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
40. | IK3UM nopoLuok ans 50 MoniH IHAisa TMoniH NimiTepg, IHAia BHECEHHS 3MiH [0 peecTpavinHnx 3a UA/4880/01/01
M/1 OpasibHOT NimiTepq, MaTepianis: 3miHun | Tuny - peyenmom
cycneHaii, 100 AAMiHICTpaTUBHI 3MiHW. 3MiHa
mr/5 mn, 1 HaliMeHyBaHHSA Ta/abo agpecu micus
dhnakoH 3 NpoBaKeHHA AiANbHOCTI
NPOLLKOM pa3oMm 3 BUPOGHUKa/iMnopTepa rotoBoro
MipHUM nikapcbKoro 3acoby, BKIKOYaum
CTakaH4nMKoM y OinbHUL BUNYCKY cepii abo micue
KapTOHHIl NpoBeEeHHSA KOHTPOJI0 AKOCTI.
ynakoBL,i (@isiNbHICTb, 3a Ky BiANOBiga€E
BUPOGHUK/IMIOPTEp, BKIOHAKOUN
BWMNYCK cepiii) (npyBeAeHHs
MicLe3Haxo4KeHHS BUpo6GHuka M3y
BignoBigHicTb Ao CepTudikaTy
BignosigHocTi Bumoram GMP,
BMAAHOro lepxnikcyx6ot Ykpaiiu)
41. IMATUHIB Kancynu no 50 mr | AkTasic rpyn IcnaHpis CiHpaH ®apma PymyHis BHECEHHS 3MiH [0 peecTpaviiHux 3a UA/14328/01/01
AKTABIC Ne 30 (10x3) y AT CPN marepianis: 3miHun | Tuny - Jlikapcbki peuyenmom

6nictepax

3aco6u. BHeceHHs1 3MiH(1) Ha BUMOry
MOS3 3rigHo 3 pekomMeHgauisamu
HaLiOHa/TbHUX KOMNETEHTHNX OPraHis,
MiXXHapPOAHWX OpraHizayii,
perynsaTopHUX areHuii iHWunx KpaiH
nicNs OUiHKM HeraiHoro obMeXeHHs
Lwoao 6e3neku, MapkyBaHHs,
XapaxkTepHoro Ass nesHol
hapmakonoriyHoi Ta/abo
hapmakoTepaneBTUYHOT rpynu,
perynsipHO OHOB/IOBAHOTO 3BiTY 3
6e3nekun, nnaHy ynpasniHHA
puY3nkamu, KOHTPOJTbHUX
3axogis/cneuianbHMX 3060B's13aHb,
3MiH 1S Bio6paXeHHs KOPOTKOT
XapakTepucTrKn NTikapcbKoro 3acoby
Ta IHCTPYKUiT A1 MegUYHOro
3aCTOCYBaHHA (BNPOBaMXEHHS
Y3roKeHUX 3MiH Yy DOpMYtoBaHHI,
LLIOA0 AKMX 3aABHUK HE HAJaE XOLHUX
HOBWX [10AATKOBWX AaHWX) (3MiHWM 0




Ne
n/n

Hasga
JNliKapcbKo20
3acoby

dopma BUMYCKY
(nikapcbka
¢hopma,
ynakKoska)

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo20
nocsio4YeHHs

IHCTPYKUIT AN MeguyHOro
3aCTOCyBaHHSA y po3ainu:
"Moka3aHHA", "dapmakonoriyHi
BnacTmBocCTi", "B3aemogis 3 iHWNMKN
nikapcbkrMmn 3acobamu Ta iHWi BuAan
B3aemogiin", "OcobnmnBocCTi
3acTocyBaHHs", "3acTocyBaHHsA y
nepiog BariTHOCTi abo rofyBaHHsA
rpyaato”, "Cnocié 3acTocyBaHHS Ta
posun”, "Oitn", "MepenosyBaHHA",
"Mo6iyHi peakwii" 3rigHo 3
iHbopMmaLieto Woao MeamyHoro
3acTocyBaHHs pethepeHTHOro
(FNIBEK) nikapcbkoro 3acoby (TepMiH
BBE/IEHHS 3MiH - MPOTAroM 3-X
MicALiB Nicnsa 3aTBEPKEHHS)

42,

IMATUHIB
AKTABIC

kancynu no 100
mr Ne 24 (12x2),
Ne 60 (10x6), Ne
120 (12x10) y
6nictepax

AkTasic rpyn
AT

IcnaHpis

CiHpaH ®apma
CP/

PymyHis

BHECEHHS 3MiH [0 peecTpaviiHux
marepianis: 3miHun | Tuny - Jlikapcbki
3aco6u. BHeceHHs1 3MiH(1) Ha BUMOry
MOS3 3rigHo 3 pekomMeHgauisamu
HaLiOHa/TbHUX KOMNETEHTHNX OPraHis,
MiXXHapPOAHWX OpraHizayii,
perynsaTopHUX areHuii iHWunx KpaiH
nicNs OUiHKM HeraiHoro obMeXeHHs
Lwoao 6e3neku, MapkyBaHHs,
XapaxkTepHoro Ass nesHol
hapmakonoriyHoi Ta/abo
hapmakoTepaneBTUYHOT rpynu,
perynsipHO OHOB/IOBAHOTO 3BiTY 3
6e3nekun, nnaHy ynpasniHHA
puY3nkamu, KOHTPOJTbHUX
3axogis/cneuianbHMX 3060B's13aHb,
3MiH 1S Bio6paXeHHs KOPOTKOT
XapakTepucTrKn NTikapcbKoro 3acoby
Ta IHCTPYKUiT A1 MegUYHOro
3aCTOCYBaHHA (BNPOBaMXEHHS
Y3roKeHUX 3MiH Yy DOpMYtoBaHHI,
LLIOA0 AKMX 3aABHUK HE HAJaE XOLHUX
HOBWX [10AATKOBWX AaHWX) (3MiHWM 0

3a
peyenmom

UA/14328/01/02




Ne
n/n

Hasga
JNliKapcbKo20
3acoby

dopma BUMYCKY
(nikapcbka
¢hopma,
ynakKoska)

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo20
nocsio4YeHHs

IHCTPYKUIT AN MeguyHOro
3aCTOCyBaHHSA y po3ainu:
"Moka3aHHA", "dapmakonoriyHi
BnacTmBocCTi", "B3aemogis 3 iHWNMKN
nikapcbkrMmn 3acobamu Ta iHWi BuAan
B3aemogiin", "OcobnmnBocCTi
3acTocyBaHHs", "3acTocyBaHHsA y
nepiog BariTHOCTi abo rofyBaHHsA
rpyaato”, "Cnocié 3acTocyBaHHS Ta
posun”, "Oitn", "MepenosyBaHHA",
"Mo6iyHi peakwii" 3rigHo 3
iHbopMmaLieto Woao MeamyHoro
3acTocyBaHHs pethepeHTHOro
(FNIBEK) nikapcbkoro 3acoby (TepMiH
BBE/IEHHS 3MiH - MPOTAroM 3-X
MicALiB Nicnsa 3aTBEPKEHHS)

43.

IMATUHIB
AKTABIC

Karncynu no 400
mr Ne 24 (12x2),
Ne 60 (10x6), Ne
120 (12x10) y
6nictepax

AkTasic rpyn
AT

IcnaHpis

CiHpaH ®apma
CP/

PymyHis

BHECEHHS 3MiH [0 peecTpaviiHux
marepianis: 3miHun | Tuny - Jlikapcbki
3aco6u. BHeceHHs1 3MiH(1) Ha BUMOry
MOS3 3rigHo 3 pekomMeHgauisamu
HaLiOHa/TbHUX KOMNETEHTHNX OPraHis,
MiXXHapPOAHWX OpraHizayii,
perynsaTopHUX areHuii iHWunx KpaiH
nicNs OUiHKM HeraiHoro obMeXeHHs
Lwoao 6e3neku, MapkyBaHHs,
XapaxkTepHoro Ass nesHol
hapmakonoriyHoi Ta/abo
hapmakoTepaneBTUYHOT rpynu,
perynsipHO OHOB/IOBAHOTO 3BiTY 3
6e3nekun, nnaHy ynpasniHHA
puY3nkamu, KOHTPOJTbHUX
3axogis/cneuianbHMX 3060B's13aHb,
3MiH 1S Bio6paXeHHs KOPOTKOT
XapakTepucTrKn NTikapcbKoro 3acoby
Ta IHCTPYKUiT A1 MegUYHOro
3aCTOCYBaHHA (BNPOBaMXEHHS
Y3roKeHUX 3MiH Yy DOpMYtoBaHHI,
LLIOA0 AKMX 3aABHUK HE HAJaE XOLHUX
HOBWX [10AATKOBWX AaHWX) (3MiHWM 0

3a
peyenmom

UA/14328/01/03




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
IHCTPYKUIT AN MeguyHOro
3aCTOCyBaHHSA y po3ainu:
"Moka3aHHA", "dapmakonoriyHi
BnacTmBocCTi", "B3aemogis 3 iHWNMKN
nikapcbkrMmn 3acobamu Ta iHWi BuAan
B3aemogiin", "OcobnmnBocCTi
3acTocyBaHHs", "3acTocyBaHHsA y
nepiog BariTHOCTi abo rofyBaHHsA
rpyaato”, "Cnocié 3acTocyBaHHS Ta
posun”, "Oitn", "MepenosyBaHHA",
"Mo6iyHi peakwii" 3rigHo 3
iHbopMmaLieto Woao MeamyHoro
3acTocyBaHHs pethepeHTHOro
(FNIBEK) nikapcbkoro 3acoby (TepMiH
BBE/IEHHS 3MiH - MPOTAroM 3-X
MicALiB Nicnsa 3aTBEPKEHHS)
44, IHTPOBIOH niocpinizat no 100 NAT YKpaiHa NAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiitHnX 6e3 UA/13028/01/01
IHTEP®EPOH | Tuc. MO B "®APMCTA "OAPMCTAHIA marepianis: peyenma
AlTb®A-2B amnynax abo HOAPT- PT-BIOJIK" 3MiHM | TUNY - 3MiHK WOA0
chnakoHax Ne 10 BIOAIK" 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy; amiHa
YNOBHOBaXEHOI 0cobu,
BiNOBIAaNbHOT 3a 3[iiCHEHHS
dhapmakoHarnsay
45, IHTPOBIOH niodpinizat no 1 MNAT YKpaiHa NAT Ykpaina BHECEHHS 3MiH 10 peecTpauiiHnx 3a UA/13028/01/02
IHTEP®EPOH | mnH. MO B "OAPMCTA "PAPMCTAHOA MaTepianis: peyenmom
AlTb®A-2B amnynax abo HOAPT- PT-BIOJIK" 3MiHM | TUNY - 3MiHK WOoA0
chnakoHax Ne 10 BIOAIK" 6e3nekn/ehekTUBHOCTI Ta
hapmakoHarnagy; amiHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAaNbHOT 3a 3iiCHEHHS
dhapmakoHarnsgy
46. IHTPOBIOH niodpinizat no 3 NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 0 peecTpauinHmnx 3a UA/13028/01/03
IHTEP®EPOH | mnH. MO B "OAPMCTA "PAPMCTAHOA MaTepianis: peyenmom
AMb®dA-2B amnynax abo HOAPT- PT-BIONIK" 3MiHW | TUNY - 3MiHK Woa0
hnakoHax Ne 10 BIOAIK" 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnagy; amiHa
YNOBHOBaXEHOI 0cobu,
BiiNOBIAaIbHOI 3@ 3/iiCHEHHS




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
hapmakoHarnsay
47. | IHTPOBIOH niodpinizat no 5 MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH 40 peecTpauinHnX 3a UA/13028/01/04
IHTEP®EPOH | msH. MO B "®APMCTA "OAPMCTAHIA marepianis: peyenmom
AMb®dA-2B amnynax abo HOAPT- PT-BIONIK" 3MiHW | TUNY - 3MiHK WOoA0
chnakoHax Ne 5 BIOAIK" 6e3nekn/edeKTMBHOCTI Ta
abo Ne 10 hapmakoHarnagy; amiHa
YNOBHOBaXeHOI ocobu,
BiANOBifaNbHOI 3a 3/iiCHEHHSA
dhapmakoHarnsay
48. IHTPOBIOH niodpinisat no 6 MNAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 40 peecTpauinHmX 3a UA/13028/01/05
IHTEP®EPOH | MH. MOy "®APMCTA "OAPMCTAHIA marepianis: peyenmom
ANb®A-2B chnakoHax Ne 1 HOAPT- PT-BIOSIK" 3MiHW | TUNY - 3MiHK WOoA0
BIOAIK" 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy; amiHa
YNOBHOBaXEHOI 0cobu,
BIANOBIAa/IbHOT 3a 34INCHEHHS
dhapmakoHarnsgy
49. IHTPOBIOH niodpinizat no 9 NAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH 4O peecTpauinHmX 3a UA/13028/01/06
IHTEP®EPOH | mnH. MOy "OAPMCTA "PAPMCTAHOA MaTepianis: peyenmom
ANNb®A-2B thnakoHax Ne 1 HOAPT- PT-BIOJIK" 3MiHK | TUNY - 3MiHK WoA0
BIOAIK" 6e3nekn/ehekTMBHOCTI Ta
hapmakoHarnagy; amiHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAa/IbHOT 3a 34iCHEHHS
dhapmakoHarnsgy
50. IHTPOBIOH niodpinizat no 18 NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 40 peecTpauinHmX 3a UA/13028/01/07
IHTEP®EPOH | mnH. MOy "OAPMCTA "PAPMCTAHOA MaTepianis: peyenmom
ANNb®A-2B thnakoHax Ne 1 HOAPT- PT-BIOJIK" 3MiHK | TUNY - 3MiHK W0
BIONIK" 6e3nekn/eheKkTUBHOCTI Ta
hapmakoHarnagy; amiHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAa/IbHOT 3a 3iICHEHHS
dhapmakoHarnagy
51. KAPAOHAT Kancynu rno 30 CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH 10 peecTpauiinHnX 6e3 UA/6386/01/01
a6o 60 kancyny YKpaiHCbKO- YKpaiHCbKo- MaTepianis: peyenma
KOHTelHepi; no 1 icnaHcbke icnaHcbke 3MiHu | TUNy - 3MiHK 3 SKOCTI.
KOHTeliHepy B nignpuemcTs nignpuemMcTBo loToBUIA Nikapcbkuii 3aci6. Cuctema
nauuj 3 KapToHy; 0 "Cnepko "Cnepko KOHTeWHep/3aKkynoptoBasibHWiA 3aci6.
no 10 kancyny YkpaiHa" YkpaiHa" 3MiHa Y NepBMHHIl ynakoBLj roToBOro




Ne

Hassa

3asaBHUK

dopma Burnycky KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
6nictepi; no 3 abo nikapcbKoro 3acoby - BBeeHHSA
6 6nictepis y [04aTKOBOro KOHTeliHepa 3
KapPTOHHIN navui nonieTuAeHy; CynyTHS 3MiHa: 3MiHN 3
AKOCTI. F0TOBWMIA Nikapcbkuid 3aci6.
Cucrema
KOHTeliHep/3aKyrnoptoBasbHuii 3aci6.
3MmiHa hopmu abo posmipy
KOHTEelHepa un 3aKynopoBasIbHOro
3aco0y (NepBUHHOT YNakoBKN) -
BBEEHHSA [404AaTKOBOI NepBuMHHOT
YNakoBKU 3i 3MiHOK doopmMu
KOHTeliHepa Ta 3aKynopoBasIbHOro
3acoby
52. | KETOTU®EH | tabnetkm no 1 mr MAT Ykpaina BMPOBHULITBO Bonrapis/ BHECEHHS 3MiH [0 peecTpaviiHux 3a UA/5512/01/01
CO®APMA Ne 30 (10x3) y "BiTamiHn" Hepo3acoBaHo YkpaiHa marepianis: peyenmom
6nictepax y navui T npoayku;i, 3MiHK | TURY - 3MiHK WoA0
nepBunHHa 6e3nekn/edeKTMBHOCTI Ta
ynakoBka abo thapmakoHarnsgy; 3miHa
BUPOGHULITBO 3a YMOBHOBaXKEHOI 0Cco6M,
NOBHUM LIMK/IOM: BiANOBIAa/IbHOT 3a 3/iICHEHHS
AT "Codpapma’, hapmakoHarnagy
Bonrapis;
BTOPUHHA
yrnakoBka,
[03Bin Ha
BUMNYCK cepil:
MAT "BitamiHmn",
YKpaiHa
53. KO- Tabnetkn, 8 KPKA, g.4., CnoBeHis | BMPOGHMLTBO "in CnoseHis/ BHECEHHS 3MiH 40 peecTpauinHmX 3a UA/14676/01/01
AMJ/TIECCA mr/2,5 mr/10 mr no | HoBo mecTo bulk", nepsuHHe Monbwa/ MaTepianis: peyenmom
10 TabneToK y Ta BTOPUHHE HimeyunHa 3MiHU | TUNY - 3MiHKX 80 IHCTPYKLIT ANna

6nictepi; no 3 abo nakyBaHHs1, MEeAMNYHOro 3aCTOCYBaHHS Y PO34inu:
6, abo 9 6nicTepis KOHTPONb cepii, B3aemogjs 3 iHLWMMK NikapCbKMMM
Y KapTOHHIl BUNYCK cepii: 3acobamu Ta iHLi BUAK B3aEMOLIN.
KopooLi KPKA, o.4., Mo6iyHi peaxwii, 3rigHo 3
HoBo mecTo, iHbopmalieto Wwopao 6esneku
CnoBeHis; 3aCTOCyBaHHSA Ajlo4oi pevyoBUHU
nepBuHHE Ta amnoavniH. BeBegeHHs 3miH
BTOpPUHHE npotarom 3-x micauis nicna




Ne
n/n

Hasga
JNliKapcbKo20
3acoby

dopma BUMYCKY
(nikapcbka
¢hopma,
ynakKoska)

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo20
nocsio4YeHHs

nakyBaHHs:
KPKA, g.4.,
HoBo mecTo,
CnoBeHis;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOSb cepii,
BUMNYCK cepil:
KPKA TMonbLwa
Cn. 30.0,
Monbuwa;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPOSb cepii,
BUMNYCK cepil:
TAL dapma
'M6X,
HimeyunHa

3aTBEPKEHHSA

54.

KO-
AM/IECCA

Ta6bneTkn, 4
mr/1,25 mr/5 mr no
10 TabneTok y
6nictepi; no 3 abo
6, abo 9 6nicTepis
Y KapTOHHIl
Kopoo6Li

KPKA, p.4.,
HoBo mecTo

CnoBeHis

BMPOGHULTBO "in
bulk", nepsuHHe
Ta BTOPUHHE
nakyBaHHs1,
KOHTPOSb cepii,
BUMNYCK cepil:
KPKA, g.4.,
HoBo mecTo,
CnoBeHis;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs:
KPKA, 4.4.,
HoBo mecTo,
CnoBeHis;
nepBrHHE Ta
BTOPVIHHE
nakyBaHHs1,
KOHTpPO/b cepil,

CnoseHis/
Monbwa/
HimeyunHa

BHECEHHS 3MiH 40 peecTpauiinHmX
marepianis:
3MiHU | TUNY - 3MiHKX 80 IHCTPYKLiT ANna
MEAMYHOIO 3aCTOCYBaHHSA Y PO3Ain:
B3aemMogis 3 iHLWMMK NikapCbKuMK
3aco6amu Ta iHWi BUAW B3aEMOAIN.
MoGiuHi peakuji, 3rigHo 3
iHhopmalieto Wwoao 6esnekn
3aCTOCYyBaHHSA fjlo40i pevyoBUHU
amnoavniH. BeBegeHHs 3miH
npotarom 3-x micsauiB nicna
3aTBepPAKEHHSA

3a
peyenmom

UA/14676/01/02




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
BUMNYCK cepil:
KPKA TMonbLwa
Cn. 3 0.0,
Monbuwa;
nepBrHHE Ta
BTOPVIHHE
nakyBaHHS,
KOHTPOSb cepii,
BUMNYCK cepil:
TAL dapma
vbX,
HimeuunHa
55. KO- Tabnetkn, 4 KPKA, g.4., CnoBeHis | BUPOGHMLTBO "in CnoseHis/ BHECEHHS 3MiH 40 peecTpauiinHmX 3a UA/14677/01/02
AM/IECCA mr/1,25 mr/10 mr HoBo mecTOo bulk", nepsuHHe Monbwa/ MaTepianis: peuyenmom
no 10 Tabnetok y Ta BTOPUHHE HimeuunHa

6nictepi; no 3 abo
6, abo 9 6nicTepis
Y KapTOHHIl
Kopoo6Li

nakyBaHHs1,
KOHTPOSb cepii,
BWMNYCK cepil:
KPKA, g.4.,
HoBo mecTo,
CnoBeHis;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs:
KPKA, 4.4.,
HoBo mecTo,
CnoBeHis;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTpONb cepil,
BUMNYCK cepil:
KPKA MonbLya
Cn. 3 0.0,
Monbuwa,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTpPO/b cepil,

3MiHU | TUNY - 3MiHKX 80 IHCTPYKLiT ANna
MEAMYHOIO 3aCTOCYBaHHSA Y PO3Ain:
B3aemMogis 3 iHLWMMK NikapCbKuMK
3aco6amu Ta iHWi BUAW B3aEMOAINA.
MoGiuHi peakuji, 3rigHo 3
iHhopmalieto Wwoao 6esnekn
3aCTOCYyBaHHSA fjlo40i pevyoBUHU
amnoavniH. BeBegeHHs 3miH
npotarom 3-x micsauiB nicna
3aTBepPAKEHHSA




nakyBaHHA,

MeZIMYHOTO 3aCTOCYBaHHS Y PO3AiNu:

Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
BUMNYCK cepil:
TAL ®apma
vbX,
HimeuunHa
56. KO- Tabnetkn, 2 KPKA, g.4., CnoBeHis | BUPOGHMLTBO "in CnoseHis/ BHECEHHS 3MiH 40 peecTpauiinHmX 3a UA/14677/01/01
AM/IECCA mr/0,625 mr/5 mr HoBo mecTo bulk", nepsuHHe Monbwa/ MaTepianis: peuyenmom
no 10 TabneTok y Ta BTOPUHHE HimeyunHa 3MiHU | TUNY - 3MiHKX 80 IHCTPYKLiT ANna
6nictepi; no 3 abo nakyBaHHs, MEAMYHOIO 3aCTOCYBaHHSA Y PO3Aian:
6, abo 9 6nicTepis KOHTpO/b cepil, B3aemMogis 3 iHLWMMK NikapCbkuMm
Y KapTOHHIl BUMNYCK cepil: 3acobamu Ta iHLi BUAN B3aEMOLIN.
Kopoo6Li KPKA, o.4., MoGiuHi peakuji, 3rigHo 3
Hoso mecTo, iHhopmalieto Wwoao 6esnekn
CnoBeHis; 3aCTOCYyBaHHSA fjlo40i pevyoBUHU
nepBuHHE Ta amnoavniH. BeBegeHHs 3miH
BTOPUHHE npotarom 3-x micsauiB nicna
nakyBaHHs: 3aTBepPAKEHHSA
KPKA, 4.4.,
HoBo mecTo,
CnoseHis;
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTpONb cepil,
BUMNYCK cepil:
KPKA Monbwa
Cn. 3 0.0,
Monbuwa,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTpONb cepil,
BUMNYCK cepil:
TAL dapmva
6X,
HimeyunHa
57. KO- Tabnetku, 8 KPKA, o.4., CnoBeHisl | BUPOBHULTBO "in CnoseHis/ BHECEHHS 3MiH 0 peecTpauiinHmX 3a UA/14678/01/01
AMJ/IECCA Mmr/2,5 mr/5 mMr no HoBo mecTo bulk", nepeuHHe Monbwa/ MaTepianis: peyernmom
10 TabneToK y Ta BTOPUHHE HimeyunHa 3MiHU | TUNY - 3MiHKX 80 IHCTPYKLIT ANna
6nictepi; no 3 abo




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
6, abo 9 6nicTepis KOHTpO/b cepil, B3aemogis 3 iHLWMMW NikapCbKMMK
Yy KapTOHHil BUNYCK cepil: 3aco6amu Ta iHWi BUAW B3aEMOAIN.
Kopoo6L,i KPKA, g.4., MoGiuHi peakuji, 3rigHo 3
Hoso mecTo, iHhopmauieto Wwoao 6esnekn
CnoBeHis; 3aCTOCYyBaHHSA Ajto40i pevyoBUHU
nepBuHHE Ta amnoavniH. BeegeHHs 3MiH
BTOPUHHE npotsrom 3-x MmicsiLiB nicna
nakyBaHHS: 3aTBepPAKEHHA
KPKA, g.4.,
HoBso mecTo,
CnoseHis;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTpOSb cepii,
BUMNYCK cepil:
KPKA Monbwa
Cn.30.0,
Monbuwa,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTpOSb cepii,
BUMNYCK cepil:
TAL Papmva
vbX,
HimeyunHa
58. KONMNOTPO® | kancynu TOB "TeBa YkpaiHa BMPOGHULITBO ®paHuisa/ BHECEHHS 3MiH 0 peeCTpauinHmX 3a UA/3481/03/01
IH BariHasibHi M'AKi YkpaiHa" Hepo3dacoBaHo Higepnangu MaTepianis: peyernmom
no 10 mr no 10 T npoayku;i, 3MiHK | TUNY - 3MiHK W0
Karncyn y énicrepi; KOHTPOSb cepii: 6e3nekn/eheKkTMBHOCTI Ta
no 1 6nictepy B Kancyxenb thapmakoHarnsgy. BeegeHHs abo
KapTOHHI KopobLi Mnoepmens, 3MiHU [0 y3arasibHeHMX AaHuX Npo
dpaHuis; cuctemy chapmakoHarnsagy; smiHa
nepsuHHa Ta YMOBHOBaXKEHOI 0Cco6M,
BTOPUHHA BiANOBIAa/IbHOT 3a 3/iICHEHHS
ynakoBka: dhapmakoHarnagy
Nadhans

EHgtocTpi,




Ne
n/n

Hasga
JNliKapcbKo20
3acoby

dopma BUMYCKY
(nikapcbka
¢hopma,
ynakKoska)

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo20
nocsio4YeHHs

PpaHuis;
KOHTPO/b cepii
(Tinbkn
MiKpoGionoriyHe
TeCTyBaHHS):
KoHthapma
®paHc,
®paHuis; f03BIN
Ha BUNycK cepil:
TeBa
PapmacbloTrka
n3 Koepon b.B.,
HigepnaHan

59.

KONNoTPO®
IH

KpeMm BariHas/ibHUiA
1% no 15 ry Ty6i;
no 1 1y6i B
KopooLi

TOB "TeBa
YkpaiHa"

YkpaiHa

BMPOBHULITBO
Hepo3acoBaHo
T npoayku;i,
nepBrHHA Ta
BTOPUHHA
ynakoBka,
KOHTPO/b cepii:
Na6opaTopis
LWEMIHO,
dpaHUis;
KOHTPONb cepii
(TiNbKN
MiKpOGionoriyHe
TECTYBaHHS):
KoHchbapma
®paHc,
®paHuis; f03BIN
Ha BUNycK cepil:
TeBa
dapmacbloTuka
n3 KOepon b.B.,
HigepnaHan

®paHuia/
HigepnaHnan

BHECEHHS 3MiH [0 peecTpaviiHux
marepianis:
3MiHM | TURY - 3MiHKX WOoAO0
6e3nekn/ehekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3ara/iBHeHUX JaHux npo
cuctemy thapmakoHarnsgy; amiHa
YNOBHOBaXeHOI ocobu,
BiANOBIAaNbHOT 3a 3iiCHEHHS
hapmakoHarnsagy

3a
peyenmom

UA/3481/02/01

60.

NA®EPOBIO
H

Kpansi Ha3asbHi
no 100000 MO/mn
no5wmny
chnakoHax Ne 1

TOB "®3
"BIOPAPMA

YkpaiHa

TOB "®3
"BIO®PAPMA"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiinHmX
MaTepianis:
3MiHK |l TNy - Jlikapcbki 3acoou.
3MiHa y npaBoBOMY CTaTyCi

6e3
peuyenma

UA/13779/02/01




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)

nikapcbKoro 3acoby (yci iHLwi 3MiHK
MpaBoBOro CTaTycy) - 3MiHW 40
IHCTPYKUIT y po3ain "Karteropis

Bignycky"
61. | NED/OK - PO34uH ANnA MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiinHmX 3a UA/14011/01/01
AAPHNLUA iHy3i, 5 Mr/mn "papmaueBT "®apmaveBTNyH marepianis: 3MiHun | Tuny - 3miHu 3 peyenmom
no 100 mny nyHa hipma a hipma AKocTi. A®I. KoHTposb A®L. 3miHa 'y
donakoHi; no 1 "fapHuua® "fapHuua” mMeTofax BunpobysaHHA APl abo
dhnakoHy y naudl; BMXiZHOrO MaTepiany/MpomiKHOro
no 100 mny npoayKTy/peareHTy, WO
chnakoHax BMKOPUCTOBYETLCA Y NPOLECI

BUPO6HULTBA ADI (iHLWIi 3MiHN Y
MeTofax BUNpobyBaHHS (BKIOYa0Um
3amiHy abo AonoBHeEHHS) APl abo
BWXiZIHOTO/NPOMIXXHOrO MPOAYKTY)
(3MiHM y MeTOAaXx BXiHOTr0 KOHTPOJIO
A®I NNeBodonokcauumHy remirigpar 3a
po3ainom «CynpoBigHi AOMILLKN» -
[0MOBHEHO iH(hopMauieto Wwoao
TEpPMIiHiB Ta YMOB 36epiraHHs
po34uHiB; 3a po3ainom «Boga»
MeToAMKa AONOBHEHA
pekomeHaaLisaMu Wwoa0
BMKOPWUCTaHHSA B AKOCTI PO3YMHHMKA
cymiw xnopogopm P - metaHon P
(80:20) i BMKOpUCTaHHS 404ATKOBOrO
peakTuBy; BHECEHO pedaKLiiHi
npasku 0 po3ainie «laeHTudikayisn
A», «R-ohnokcauunH», «3a/MLLIKOBI
KiNIbKOCTi OpraHiYHnX pO34YMHHUKIB»,
6e3 3MiH KpUTepIin NPUAHATHOCTI);
3MiHu | TUNY - 3MiHKU 3 AKOCTI.
[OTOBWIA Nikapcbknii 3aci6.
CTabinbHicTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs
rOTOBOrO NiKapCbKOro 3acoby
(36iNbLUEHHS TEPMiIHY NPUAATHOCTI
roTOBOrO JliKapCbKoro 3acoby) - Ans
TOProBOi yNakoBkK (NiATBEPAKYETLCS




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka

BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)

[JaHVMK peanbHoro yacy)
(36inbLUEHHS TepMiHy 36epiraHHA 13
31,5 go 2-x pokiB) (TepmiH BBeAEHHS
3MiH - NPOTAroM 6-Tu MicsLiB nicna
3aTBEPIKEHHS)

62. | NIHE3ONIAN | TabneTkun, BKPUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviitHux 3a UA/14297/01/01
H NNiBKOBOIO "Knismeganpe "Kuismegnpenap marepianis: 3MiHun | Tuny - peyenmom
060/10HKOI0, NO napat" ar" AOMIHICTpaTMBHI 3MiHN. 3MiHa
600 mr Ne 10 HallMeHyBaHHs Ta/abo agpecu Micus
(10x1) B NPOBaKEHHS AisANIbHOCTI BUPOOHMKa
6nictepax (BKNtOYaOUM, 3a HEOOXIAHOCTI, MicLe
NpPOBEAEHHS KOHTPOJTHO SIKOCTI), abo
BNacHuka mactep-thaiina Ha A®l, abo
noctavasnbHuka A®I/BuxigHoro
MaTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BMPOOHULTBI AD| (AKLLO 3a3HAYEHO Y
[OCbE Ha Nnikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudhikata
BiAMOBIAHOCTI EBpoONEiChKii
(hapmakonei y 3aTBepkeHoMY
nocbke, abo BUPOOGHUKA HOBOT
[LONOMKHOT peqyoBUHY (AKLWO
3a3HayveHo y A0CbE) (3MiHa Ha3Bu
BMPOOGHUKa AP| niHesonigy); 3miHu |
TUny - 3MiHM 3 SKOCTi. [oTOBUIA
nikapcbKkuii 3aci6. CTabiNbHICTb.
3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHs roToBOro
nikapcbKoro 3acoby (36iNbLUeHHS
TepMiHy NpuaaTHOCTI TOTOBOIO
nikapcbKoro 3acoby) - Ans Toproeoi
ynakoBku (NiATBEPKYETLCA AaHUMU
peasibHOro Yacy) (36inbLUeHHs
TepMiHy NpuaaTHOCTI FOTOBOTO
nikapcbKoro 3acoby 3 2-x fo 3-x

POKiB)
63. | nonpPun TabneTtkn no 5 mr BocHanek BocHist i BocHanek g.4. BocHis i BHECEHHS 3MiH 10 peecTpaujiitHnX 3a UA/1839/01/01
BOCHAJNEK® | no 20 Tabnetoky a.n. epuerosu lepuerosuHa Marepianis: peyenmom




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
6nictepi; no 1 Ha 3MiHM | TUNY - 3MiHa Y cneuumdikalisx,
6nictepy B nos'sA3aHa 3i amiHamu B 1dY, abo
KapPTOHHI KopooLi €Bponelicbkin hapmakonei, abo
iHLWIM HauioHanbHIl hapmakonel
gepxasu €C - npuBefeHHs
cneumdikauii gnsa A®Il nisuHonpuny (y
hopmi gurigpaty) y BignoBigHICTb A0
BMMOT MoHorpadii «Lisinopril
Dihydrate» EP
64. | nonpPun Tabnetkn no 10 BocHanek BocHist i BocHanek g.4. BocHist i BHECEHHS 3MiH 40 peecTpauinHmX 3a UA/1839/01/02
BOCHAJIEK® | mrno 10 A.4. lepuerosmn lepueroBuHa MaTepianis: peyenmom
TabneTtok y Ha 3MiHM | TUNY - 3MiHa y cneuugikauisx,
6nicTepi; no 2 noe'sA3aHa 3i amiHamu B 1Y, a6o
6nictepn B €Bponelicbkili hapmakonei, abo
KapTOHHI KopobLi iHWI HavjioHanbHI dhapmakonei
aepxasn €C - npuBefeHHA
cneumdikauii gnsa A®l nisuHonpuny (y
chopmi gurigpaTy) y BignoBigHICTb A0
BMMOT MoHorpadii «Lisinopril
Dihydrate» EP
65. | nonpun Tabnetkn no 20 BocHanek bocHis i BocHanek g.4. BocHis i BHECEHHS 3MiH 40 peecTpauinHmX 3a UA/1839/01/03
BOCHA/NEK® | mrno 10 0.0, lepuerosu lepuerosuHa martepianis: peyenmom
Tabnetoky Ha 3MiHM | TUNY - 3MiHa Y cneuundikalisx,
6nictepi; no 2 nos'A3aHa 3i 3miHamu B JdY, abo
6nictepun B €Bponelicbkin hapmakonei, abo
KapTOHHI kKopoobui iHLWIM HauioHanbHIl dhapmakonel
aepxasn €C - npuBefeHHA
cneuudpikayii ans A®I nisuHonpuny (y
hopmi gurigpaty) y BignoBigHICTb A0
BMMOT MoHorpadii «Lisinopril
Dihydrate» EP
66. MAAJIOKC® cycneHsis TOB YkpaiHa dapwmaric dpaHuisa BHECEHHS 3MiH 0 peecTpauinHnx 6e3 UA/9219/01/01
opanbHa Ne 30: "CaHodi- MaTepianis: peyenma
no 15 mn y nakeri; ABeHTIC TexHiYHa NoMuska B MeTogax
no 30 nakeTiB y YkpaiHa" KOHTPOJII0 SIKOCTI NiKapCbKoro 3acoby
KapTOHHI Kopobui y po3wwmdpyBaHHi iHchopmalLlii, sKa
HaHocuTbeAa WwpudTom Bpaiing Ha
BTOPUHHY YNakKoBKy
67. MAKCUTPO/ | kpanni o4Hi no 5 AJIKOH - Benbris AJKOH - Benebris BHECEHHS 3MiH 10 pEECTPaL|iitHNX 3a UA/8329/01/01




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
® My dofiakoHax- KyBpbop KyBpbop MaTepianis: peyenmom
KpanenbHMUsaX 3MiHuM Il TMRY - 3MiHW A0 IHCTPYKU,T
"Npon-TeiHep®" 01 MeINYHOro 3aCTOCyBaHHA y
Ne 1 B kopo6ui 3 po3ginun: "OcobnmnBoCTi
KapTOHY 3acTocyBaHHA", "B3aemMogia 3 iHLWMMKN
nikapcbkMmn 3acobamu Ta iHWi BUAan
B3aeMOfiin". BBeAeHHA 3MiH
peKkomMeHA0BaHO CKOPOTUTU A0 3-X
MicsiILiB nicnsa 3aTBepKEeHHSA
68. | MEMA TabneTtkn, BKPUTI AkTaBic rpyn IcnaHgis BMPOGHUK, Icnanis/ BHECEHHS 3MiH 40 peecTpauinHmX 3a UA/7816/01/01
NNiBKOBOO AT BignoBigabHUI HimeyunHa/ MaTepianis: peyenmom
060/10HKO0, 10 Mr 3a BUPOGHULITBO Bonrapisa 3MiHM | TUNY - 3MiHX B NpoLEeCi
no 10 TabneTok y in bulk, BMpO6HUUTBa A®I - NOBTOpHE
6nictepi, no 3 abo nakyBaHHs, BUKOPUCTaHHSA AUCTUNBEOBAHOro

no 6 6nictepis y
KapTOHHI KopooLi

KOHTPO/Ib AKOCTI
Ta BMNYCK cepii:
CiHTOH XicnaHis,
C./., lcnaHis;
BUPOGHUK,
BignoBiganbHW
3a MakyBaHHS:
PotTeHgopd
dapma 'mM6X,
HimeuunHa; Oxi
|
dapmacboTikas
¢, Nta, Bonrapis

TONyony; 3anobiraHHs iMiHHOBOT
JOMILKK; 3MiHK | TURY - 3MiHa
BMPOGHUKA BMXiZHOr0/NMPOMIKHOIO
npoayKTy/peareHTy, WO
BMKOPUCTOBYHOTLCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpOBHUKa
(BrTroyatoun, fe HeobxigHo, micue
NPOBefEHHS KOHTPOO AKOCTI) API -
3aMiHa noctavyasibHUKa NMPOMIKHOIo
npopykty 1-Br-3,5-Dimethyl-
Adamantane; 3miHu | Tuny - 3miHa
HaliMeHyBaHHSA Ta/abo agpecu micus
NpoBaMKEHHS AisiNIbHOCTI BUPOGHMKA
(BkItoyatoun, 3a HEOBXIAHOCTI, Micue
NpoBeAEHHSA KOHTPOJTHO SIKOCTI), abo
B/1acHWKa macTep-gaiina Ha A®l, abo
nocravasibHuka A®I/BuxigHoro
MaTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, LLLO 3aCTOCOBYIOTLCA Y
BMPOGHULTBI ADI - 3miHa agpecu
BUPOGHUKa APl A.M.S.A. S.p.A.,
ITanis; 3MiHK | TUNY - BUNYYEHHSA
BMPOGHUYOT AiNbHML (BKIOYAKYM
AinbHYUi ana APl NpoMibKHOIo
NnpoAyKTy abo rotToBoro iikapcbKoro




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
3acoby, AiNbHULI 4118 NPOBEAEHHS
nakyBaHHs1, BAPOOHWKa,
Bi4MNOBIAa/IbHOrO 3a BUMYCK CEPINA,
MiCLle NpoBeleHHs1 KOHTPOSO cepil)
abo nocTavanbHMKa BUXIAHOTO
mMaTtepiany, peareHTy abo AONOMKHOT
PeYOBMHM (SIKLLO 3a3HAYEHO Y AOCLE)
(BunyyeHHs BrupobHuka A®I - UNION
QUIMICO FARMACEUTICA, S.A,,
Spain, IcnaHis)
69. METOKNOMP | po3uvH a5 ToBapucTeo YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauinHnx 3a UA/4973/01/01
AMIA- iH'exUin, 5 mr/mn 3 06MEXeHOo MaTepianis: 3MiHu | TUNy - 3MiHK 3 peyernmom
3400POB'A no2mMnBe 06MEeXeHo BigNoBigabHICT AKOCTI. F0TOBWMIA Nikapcbkuid 3aci6.
amnynax Ne 10 B Bignosigasb 10 CT1abinbHicTb. 3MiHa y TepMiHax
Kopo6ui, Ne 10 HicTIO "dapmaLeBTNyH npuaatHocTti abo ymosax 36epiraHHA
(5x2), Ne 5 (5x1), "hapmaueBT a KomnaHis rOTOBOTO JiKapCbKOro 3acoby
Ne 10 (10x1) y nyHa "3popos's” (36iN1bLUEHHA TEPMIHY NPUAATHOCTI
6nictepax B KOMMaHis rOTOBOTO JliKaPCbKOTro 3acoby) - Ans
Kopoo6Li "3popos's"” TOProBoT yNakoBKW (NigTBEPAXKYETLCS
JaHuMK peanbHOro vacy)
(36iNbLUEHHS TEPMiIHY NPUAATHOCTI
roTOBOrO J1iKapCbKOro 3acoby 3 2-x A0
5-T1 pokiB) (TepMiH BBEAEHHS 3MiH -
npoTArom 3-x micauis nicns
3aTBEPLKEHHS)
70. METPOINN® pPO34unH AnA "HOHIK IHAjs "HOHIK IHAjs BHECEHHS 3MiH 40 peecTpauinHmX 3a UA/2871/05/01
iHdpy3ili, 5 mr/mn dapmacboT dapmacbloTVka marepianis: peuyenmom
no 100 mny nKa n Na6opatopiz” 3MiHM | TUNY - 3MiHa y MeToAax
chnakoHax Ne 1 JlabopaTtopi3 (BiogineHHs BUMNPOBYBaHHA rOTOBOrO NiKapCbKOro
" (BiggineHHs chipmun "x. B. 3aco0y - 3MiHa 0 METOAVKN T.
chipmu "xk. Kemikan3s eHp "CTepunbHicTb " BiANOBIAHO BUMOT
B. Kemikans dapmacbloTuka USP
eHf, n3 nTa.")
dapmacbloT
nkans /11a.")
71. METPOJAEHT | renb 3y6HuiA, OpraHocuH IHAia EHK'106 ETikan3 IHAin BHECEHHS 3MiH 0 peecTpaviHux 6es UA/7952/01/01
® NIMMOHHWIA Naiicp MpaiisiT MimiTeq MaTepianis: 3miHun | Tuny - peyernma
apomaTtno 20r B CaeHcus ALMIHICTpaTWBHI 3MiHN. BunyyeHHs
HOMIHIEBIN TYOI; Mer. Jita. BUPOBHMNYOT AiNbHULI (BKIKOYAKUN




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
no 1 1y6iy AinbHYLi ana APl TpoMiKHOIo
KapPTOHHI kopooLi NpoAyKTy abo roToBOro NikapCbKoro
3aco0y, AiNbHULi 415 NpOBeAEHHS
nakyBaHHs, BUPOGHYKa,
BiAMOBIJa/ILHOTO 3a BUMYCK Cepiii,
MicLie NpoBeAEHHSI KOHTPOIO cepii)
abo nocrtayasnibHUKa BUXigHOro
MaTepiany, peareHTy abo AONOMIKHOT
PEYOBUHM (SIKLLLO 3a3HAYEHO Y [OCHE)
(BUNYYEHHS BUPOGHMKA)
72. METPOAEHT | renb 3y6HuiA, OpraHocuH IHais EHK't06 ETikan3 IHais BHECEHHS 3MiH 0 peecTpauinHnx 6e3 UA/7951/01/01
® opuriHanibHWiA, No Naiicp Mpaw.iT MimiTeq MaTepianis: 3miHun | Tuny - peyernma
20 r B a/llOMiHi€eBIl CaeHcus AOMiHICTpaTUBHI 3MiHWU. BunyyeHHs
Ty6i; no 1 1y6i y MeT. NiT4. BMPOGHWNYOT AinbHUL (BKIOYa0UM
KapTOHHI Kopoo6Li AinbHuui ansa A®l, npomMikHoro
NpoAyKTy abo roToBOro NikapcbKoro
3aco0by, AiNbHULI 4118 NPOBEAEHHS
nakyBaHHs1, BUPO6HYKa,
Bi4MNOBIAa/IbHOrO 3a BUMYCK CEPINA,
MiCLie NpoBeleHHs1 KOHTPOSO cepil)
abo nocTavanbHMKa BUXIQHOTO
mMaTepiany, peareHTy abo AONOMIXHOT
pPeYoBUMHM (SIKLLLO 3a3HAYEHO Y [OCHE)
(BUYyYEHHS BUPOBHMKA)
73. METPOAEHT | renb 3y6HwuiA, OpraHocuH IHais EHK 106 ETikana IHais BHECEHHS 3MiH 10 peecTpauiiHnx 6e3 UA/7953/01/01
® aHaHacoBwuii Naidp Mpaw.iT NMimiTeq MaTepianis: 3miHun | Tuny - peyenma
apomat, no 201 B CaeHcus AIMIHICTpaTVBHI 3MiHN. Buny4yeHHs
HOMIHIEBIN TYOI; MeT. N1A4. BUPOBHWNYOT AiNbHULI (BK/IIOYAKUN
no 1 1y6iy AinbHuui ansa A®l, npomMikHoro
KapTOHHI KopobLi npoAayKTy abo rotToBoro NikapcbKoro
3aco0y, AibHULI ANA NPOBELEeHHSA
nakyBaHHs1, BAPOOHWKa,
BiANOBIA&/ILHOTO 3a BUNYCK Cepil,
MiCLle NpoBeleHHs1 KOHTPOSO cepil)
ab0 noctavyasibHUKa BUXigHOro
mMaTepiany, peareHTy abo AONOMIXHOT
PeYoBUHM (SKLLO 3a3HAYEHO Y [OCLE)
(BUYyYEHHS BUPOGHMKA)
74. | METPOOEHT | renb 3y6HWA, OpraHocuH IHAis EHK 106 ETikans IHAis BHECEHHS 3MiH 0 peecTpauiiHnx 6e3 UA/7954/01/01




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
® NONYHWUYHWIA Naiidp MpaiisiT MimiTeq marepianis: 3MiHun | Tuny - peyenma
apomat, no 20rB CaeHcus AOMiHiCTpaTUBHI 3MiHW. BunyyeHHs
aTlOMIHIEBIN TY6I; MeT. NiT4. BUPOGHNYOT AiNbHMLI (BKIHOUAKUN
no 1 1y6iy AinbHuui ansa A®l, npomMikHoro
KapTOHHI Kopobui NpoaykTy abo roToBOro NikapCbKoro
3aco0y, AibHULI ANA NPOBEeLEeHHSA
nakyBaHHs, BUPOGHYKa,
BiZNOBIAaILHOIO 3a BUMNYCK Cepiid,
MicLie NpoBeAEHHSI KOHTPOO cepil)
ab0 nocTtavyasibHUKa BUXigHOro
mMaTepiany, peareHTy abo AONOMIXKHOT
PeYOBUHM (SKLLO 3a3HAYEHO Y [OCLE)
(BUNYYEHHS BUPOBHMKA)
75. MET®OPMIH- | Tabnetkn no 500 TeBa I3painb TOB TeBa Monba BHECEHHS 3MiH 10 peecTpauiitHnX 3a UA/7769/01/01
TEBA Mmr no 15 dapmauesTi OnepeiwH3 marepianis: peyenmom
Tabnetoky Kan MonaHp, 3MiHK | TUNY - 3MiHa napameTpiB
6nictepi; no 2 IHpacTpi3 cneumdikauin Ta/abo gonycTummx
6nictepn y Nra. MEX roTOBOro MikapcbKoro 3acoby -
Kopoo6Li 3MiHa cneyudikauii (a8 TabneTok
500 wr) 3a n. lgeHTudikauis.
BBefieHHA 3MiH NpPOTArom 3-x MicsLiB
nicnsa 3aTBepAKeHHs; 3MiHu | Tuny -
3MiHa y MeTofax BUNpoOyBaHHSA
rOTOBOrO /IiKAPCbKOro 3acoby -
onTumisauis metogy BEPX T.
"XpomartorpadiyHa uncrora "
( 3MiHEHO OLiHKY NpUAATHOCTI
cucTeMu (3MEHLUEHHS KiNbKOCTI
KOXHOTO PO34MHY [0 OLHOrO 3
ypaxyBaHHAM YMHHOI CTaHAapTHOT
po6ouyoi npoueaypu
XpomatorpadyiyHoro aHanisy). 3miHa
KoayBaHHsA cneuudikauii /
aHaNITUYHUX METOANK
76. | MINICTAH cupon no 100 mn Mini Benvka Ipakype IHAis BHECEHHS 3MiH 40 peecTpauinHmX 6es UA/2435/01/01
cupon Big y thnakoHax Ne 1 Xernckepe BpuTaHis dapmacbloTikan MaTepianis: peyernma
KALWIMKO 3 MipHO0 Nimitep, cNTAh 3MiHM | TUNY - 3MiHa y MeToAax
JIOXEUKoKo BUNPOGYBaHHSA rOTOBOTO JiKAPCLKOro

3aco6y (BMNpaBAeHHs TEXHIYHUX




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)

noMmuNoK y chopmynax ans
KiNIbKICHOTr0 BM3HAYEHHS HaTpito
6eH30aTty, HaTpito
METWTiAPOKCMBEH30aTy Ta HaTPIlo
nponinrigpokcnbeHsoary, ski 6ym
JonyLueHi npu nepepeecTpauii Ta
BHECEHHS KOPEKTUB A0 METOANKM
«KinbKicHe BU3HaYeHHsA aMbpoKcony
rigpoxnopuay i kapbouncTeiHy»)

77. | MOHOHITPO | Tabnetku no 40 My6niyHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH 40 peecTpauinHmX 3a UA/1604/01/02
cua mr Ne 30 (10x3), akuioHepHe akLjioHepHe MaTepianis: peyenmom
Ne 40 (10x4) y TOBapUCTBO TOBapUCTBO 3MiHY | TUNY - 3MiHK 3 AKOCTI.
6nicTepax y navui "HaykoBo- "HaykoBo- Ceptudikart BignosigHocTI/lE-
BMPOGHNUUIA BMPOGHNUNIA cepTudikar BignoBigHOCTI
LeHTp LeHTp €Bponeiicbkii
"BopLuariscb "BopLuariscbkuii thapmakonei/moHorpadii (3miHa y
KWIA Ximiko- XimiKo- cneumdikalisix, nos'a3aHa 3i 3MiHamMu
thapmaueBTu hapmaueBTUYH B A®Y, abo EBponeiichbkiii
YHWi1 3aBog" nin 3aBog” hapmakonei, abo iHLWil HauioHasbHIf

hapmakonei gepxasun €C); 3MiHu 1l
TMNY - 3MiHK 3 AKocTi. ADL.
Brpo6HnuTBO. 3MiHa BUPOGHUKA
BWXiZIHOrO/NMPOMIXXHOTO
npoayKTy/peareHTy, Lo
BMKOPUCTOBYIOTLCSA Y BUPOOHUYOMY
npoueci A®l, abo 3miHa BUpOOHUKa
(BKkOYatouK, ae HeobxigHo, mMicue
npoBeAeHHS KOHTPOI0 AKOCTi) APl
(3a BigcyTHOCTI cepTudpikata
BiANOBIAHOCTI EBPONEChKii
hapmakonei y 3aTBepaXeHoMy
[ocbe)(BBEAEHHS HOBOrO BUPOGHMKA
A®I| 3 HafL@HHSAM MacTep-halina Ha
A®I) - BBEEHHS1 40AATKOBOIr0O
BMPO6HUKa AD| «I30copbiay
MOHOHITPaTy po3BeAeHOro», siK
Hacnigok, 3mMiHW y crneyundikadii
BXiZIHOrO KOHTpoNto APl 3a
NMOKa3HNKOM «3aJTULLKOBI Ki/IbKOCTI




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
OpraHiYHNX PO3YNHHWKIB», 3
Bi4MNOBIAHMM METOA0M
BUNPOOYBaHHSA; CyNyTHS 3MiHa: 3MiHK
3 AKkocTi. A®I. KoHTposib A®L. 3miHa y
napameTpax crneundikauiii Ta/abo
[ONYCTUMUX MEX, BU3HAUEHUX Y
crneyudikauisx Ha A®l, abo
BUXIQHWA/NPOMIKHWIA
NpoAyKT/pearexT, Lo
BMKOPUCTOBYIOTLCA Y NPOLIEC
BNPOGHULTBa ADI (ONOBHEHHS
crneyudikayii HOBUM NOKa3HUKOM
AKOCTI Ta BignoBigHUM MeTO40M
BMNPO6YBaHHS)
78. MOP®O/IHIE | kpucTaniyHuii MpAT YkpaiHa TOB "®apmxim” YkpaiHa BHECEHHS 3MiH [0 peecTpavinHux - UA/13847/01/01
BA CI/lb NOPOLLIOK "papmaueBT marepianis:
TIA3OTHOI (cy6eTaHuin) y n4yHa chipma 3MiHu | TMny - A®l abo gitova
KNCNOTU nakertax "NapHnua” peyoBuHa. KoHTponb A®I abo gitoyoi
nonieTnIeHoBNX peyoBMHK. 3MiHa y MeTogax
ANst BUpO6GHULTBA BUNPO6yBaHHA ADI abo gitouoi
CTepusibHUX Ta peyoBMHM abo BYXiLHOro/NPOMIKHOIO
HeCTepuIbHNX npoAaykTy/peareHTy, LWo
nikapcbkmx hopm BMKOPUCTOBYETLCA Y NPOLLECI
BMpo6HULTBa APl abo aitoyoi
PEeYOBUHM (HE3HAYHI 3MiHW Y
3aTBEPKEHNX MeToAax
BUNPO6YBaHHSA)
79. HA3IK® aAnd cnpeii HazanbHWiA, Kaccenna- HimeuunHa Knoctepchpay HimeuunHa BHECEHHS 3MiH 0 peecTpauiinHmX 6e3 UA/9133/01/01
DITEA po34uH no 10 mn men MmoX BepniH TM6X MaTepianis: 3miHun | Tuny - peyernma
y chnakoHax Ne 1 eHp Ko. KI BunyyeHHss BUPpOOHUYOT AiNbHUL

a6o no 10 mny
thnakoHax Ne 1 3
thikcoBaHOO
Hacafkow ans
PO3MUAEHHNA Y
Kopoo6Li

(Brtovatoun ainbHuLi a4na A®l abo
[iK040T PEYOBMHN, MPOMIXXHOIO
NpoAyKTy abo roToBOro NikapcbKoro
3acoby, Ai/TbHULi 418 NPOBEeLEHHS
nakyBaHHs1, BUPO6HKKa,
BiANOBiAa/ILHOTO 3a BUNYCK Cepiid,
MiCLie NpoBeleHHs1 KOHTPOSO cepil)
a60 nocravyasibHMKa BUXiAHOTO

MaTepiany, peareHTy abo A0NOMIXHOT




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
pPeyoBMHU (SIKLLLO 3a3HAYEHO Y
peecTpaLjiiiHomMy A0CbE) (BUTyHEHHS
BUPOGHMKa A®PI [lekcnaHTeHonN
Daiichi Fine Chemical Co Ltd, Japan);
3MmiHu | Tuny - FoToBWIA NiKapcbKuii
3aci6. Cuctema ynakoBka/yKynopka.
3MiHa y NepBuWHHIl ynakoBLj roToBOro
nikapcbkoro 3acoby (SKiCHUIA Ta
KiNbKICHWIA cknag) - M'ski Ta
HeCTepwW/bHI pigki nikapcbki popmmn
(BBEAEHHS AOAATKOBOI YNAKOBKM MO
10 mn 3 oikcoBaHOK HacaaKow Ans
pO3NuoBaHHA, 3 Bi4NOBIAHUMU
3MiHaM y p. «YnakoBka»). Ak
HacnigoK 3MiHW B IHCTPYKLUIT ANns
MeAMYHOro 3aCTOCYBaHHA 10 po3giny
"Cnoci6 3acTocyBaHHs Ta 03u".
80. | HANBY®IH pO34MH AN PycaH IHAisa PycaH ®apma IHAis BHECEHHS 3MiH 40 peecTpauinHmX 3a UA/9424/01/01
IH'EKLLII 10 iH'ekUi, 10 Mr/mn dapma Nt nTa marepiais: peyernmom
Mmr no 1 mn B amnyni; TeXHIYHa NOMW/IKa B TEKCTI
no 10 amnyny MapKyBaHHSA BTOPMHHOT YNakKoBKN 3a
KapTOHHI kopobui n.4.Mepenik 4ONOMKHUX PEHOBUH
81. HANBY®IH pOo34uH Ana PycaH IHAia PycaH ®apma IHAia BHECEHHS 3MiH [0 peecTpaviiHnx 3a UA/9424/01/02
IH'EKLLII 20 iH'eKLi, 20 Mr/mn dapma Nt nTa marepianis: peyernmom
Mmr no 1 mn B amnyni; BUNPAaB/IEHHS TEXHIYHOT MOMWIIKN B
no 5 amnyny MeTofax KOHTPOJIK0 SKOCTI, a came
KapTOHHI Kopoo6Li KOpEKTHEe 3a3HayeHHs KpuTepiiB
NPUAHATHOCTI Ha TEPMIH NpUAATHOCTI
B po3aini «KinbKicHe BU3HAYEHHA»
82. HAJTOKCOH- PO34unH Ans TOB YKpaiHa BCi cTagji YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiitHnX 3a UA/1398/01/01
3H iH'ekuiin, 0,4 mr/mMn | "XapkiBCcbke BMPOGHULITBA, martepianis: peyenmom
no 1 mn B amnyni; | dpapmauesTu KOHTPOJ1b 3MiHM | TUNy - 3MiHK 3 SKOCTI.
no 10 amnyny yHe SIKOCTI, BUMYCK CepTudikart BignoigHocTI/lE-
Kopobui 3 nignpuemcTs cepii: TOB cepTtudpikaT BigNOBIAHOCTI
KapToHy; no 1 mn 0 "3p0poB'a "XapkiBcbke €Bponelicbkiii
B amnyni; no 5 Hapogay" hapmaueBTUYH chapmakonei/moHorpadii. MogaHHA
amnyn y énictepi; e nignpruemMcTBo OHOBJIEHOrO cepTucpikaTa Big yxe
no 2 6nictepuny "300poB's 3aTBEPAKEHOr0 BUPOOHMKa

Kopobui 3

Hapoay",




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
KapToHy; no 1 mn YKpaiHa; BCi
B amnyni; no 10 cragii
amnyny énictepi; BMPOBHMLTBA,
no 1 6nictepy y KOHTPO/1b
KOpOOLii 3 KapTOHY axkocti: TOB
"dapmaLeBTNyH
a KoMnaHis
"3popoB'a",
YKpaiHa
83. | HEBAHAK® Kpansi o4Hi, AsKOH Benvka AnkoH-KyBpbop Benbris BHECEHHS 3MiH 40 peecTpauinHmX 3a UA/13522/01/01
cycneHasis, 1 Na6opatopis BpuTaHis MaTepianis: peyenmom
Mr/Mano5mny (OK) n1ga. 3MiHU Il TUNY - 3MiHW A0 IHCTPYKUT
chnakoHax- ANA MeANYHOro 3acTOCyBaHHSA y
KpanenbHUUAX po3ainu: "MpoTunokasaHHsa",
"Opon-TeliHep®" "Oc06/IMBOCTI 3aCTOCYBaHHSA",
Ne 1 "Mepepno3ysaHHA", "MobiuHI peakwii”,
"B3aemogis 3 iHWMMK NiKapCbKMm
3acobamu Ta iHWi BUAM B3aemogiii".
TepmiH BBegeHHA 3MiH
peKoMeHA0BaHO CKOPOTUTU A0 3-X
MicAuiB nicnsa 3aTBepAKEHHSA
84. | HEO-AHIMH® | nbogaHuky Ne 16 JvBahapma | HimeuunHa Jveacapma HimeyunHa BHECEHHS 3MiH [0 peecTpavinHnx 6es UA/7673/01/01
BE3 LYKPY (8x2), Ne 24 rmeX vo6X, mMarepianis: peyenma
(12x2), Ne 48 HimeuunHa, 3MiHM | TUNY - 3MiHa rpaduiuHoro
(12x4) y Knoctepchpay 306paKeHHS Ha TEKCT MapKyBaHHS
6nictepax BepniH Tv6X, NepPBUHHOI YNakoBKU
HimeyunHa
85. HIAUMHAMIA, | nopoLuok MAT YkpaiHa . Amdopaii IHAin BHECEHHS 3MiH 0 peecTpaviHux - UA/5410/01/01
(HIKOTUHAMI | (cy6eTaHuis) y "KniBCcbKuit Nab6opatopis MaTepianis: BUNpaBneHHsA
a) nakeTax BiTaMiHHWIA HeBignosigHocTel B Hakasi MO3
noAgBiliHMX 3asof” YkpaiHu Ne 669 Big 04.07.2016
nonieTnIeHoBNX LLIOAO0 HanMcaHHA Ha3Bu cybCcTaHLuil
ans BifMNOBIAHO A0 3aTBEPMAKEHNX
thapmaueBTUYHOT peecTpauiiiHux maTepianis B npoueci
0 3acTOoCyBaHHSA nepepeectpauii (6ys10 -
HIAUVMHAMIA)
86. HIMOTON® TabneTku, BKPUTI Baiiep HimeyunHa Baiiep ®apma HimeyunHa BHECEHHS 3MiH 0 peecTpaviHux 3a UA/3871/02/01
NNiBKOBOO Papma Al Al MaTepianis: peyenmom

060/10HKOH, No 30

3MiHK | Tuny - 3MiHa napamMeTpis




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
mr no 10 cneumdikauin Ta/abo gonycTummx
TabneTtok y MEX roTOBOr0 /1iKapCbKOro 3acoby
6nictepi; no 10 (3BY>KEHHS1 ONYCTUMUX MEX) - 3MiHU
6nictepiB y crneuudikaLii roToBoro nikapcbKoro
KapTOHHI kopoo6Ui 3acoby Ha TepMiH NpuaaTHOCTI 3a
nokasHukom "/lroboin
HenaeHTUNLMPOBAaHHbIA NPOAYKT
pacnaga”
87. HITPOKCO/I | TabneTku, BKpUTI My6niyHe YKpaiHa My6niyHe Ykpaina BHECEHHS 3MiH 10 peecTpaLjiitHnX 3a UA/3518/01/01
H nAiBKOBOIO akKuioHepHe akuioHepHe mMarepianis: peuyenmom
060/10HKOI0, N0 50 | TOBapMCTBO TOBapUCTBO 3MiHM | TUNy - 3MiHK 3 SKOCTI.
mr o 10 a6o 20 "HaykoBo- "HaykoBo- lroTOBWMIA Nikapcbkuii 3aci6. 3MiHN Yy
Tabnetok y BMPOGHUYMIA BMPOGHNYNIA BMPOGHULTBI. 3MiHa po3mipy cepil
6nictepi; no 10 LeHTP LEeHTP (BKkntoYaroum gianasoH po3mipy cepii)
Tabnetoky "BopLuariscb "BopLuariBcbkuii rOTOBOrO /iKAPCLKOro 3acoby
6nictepi, no 5 KWiA XiMiKo- XiMiKO-
6nictepiB y nauu,i thapmaueBTu hapmavueBTUYH
YHWi1 3aBoA" nin 3aBoa”
88. | HITPOKCO/MI | TabneTku, BKpUTI My6niyHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH 40 peecTpauinHmX - UA/3519/01/01
H NnNiBKOBOO akuioHepHe akuioHepHe MaTepianis:
060/10HKOI, N0 50 | TOBapuCTBO TOBapUCTBO 3MiHY | TUNY - 3MiHK 3 AKOCTI.
Mmr in bulk no 1 kr "HaykoBo- "HaykoBo- loToBUIA Nikapcbkuii 3aci6. 3MiHK y
Tabnetoky BMPOGHNUNIA BMPOGHNUNIA BMPOOGHULITBI. 3MiHa po3mipy cepii
nakeTax LEHTpP LEHTP (BKNHOYAKOUM Aiana3oH Po3Mipy cepii)
"Bopuyariscb "BopLariBCbkuii rOTOBOrO JliKapCbKOro 3acoby
Knii XiMiko- XimiKo-
thapmaueBTu hapmaueBTUYH
YHuii 3aBoA" ni 3aBoa”
89. HOOBYT® IC | Ta6netku no 0,25 ToBapucTeo YkpaiHa ToBapucTeo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiinHmX 6e3 UA/8831/01/01
r no 10 TabneTtok 3 [00aTKOBOK MaTepianis: peyenma
y 6nictepi; no 2 [00aTKOBOH BignoBiganbHiCT 3MiHM | TUNY - 3MiHK 3 AKOCTI.
6nictepn y nayyi 3 | Bignosiganb 10 "IHTEPXIM" oToBWIA Nikapcbkuii 3aci6. Cuctema
KapTOHY HICTHO KOHTeWHep/3aKkynoptoBasibHWiA 3aci6.
"IHTEPXIM" 3miHa chopmun abo posmipy

KOHTeliHepa uM 3aKynoploBasIbHOro
3aco0y (MepBUHHOT YNakoBKW) - 3MiHa
reoMeTpUYHOro Po3mipy NEPBUHHOI
ynakoBku (6nictepa) 3 BiZNOBIgHUM
36i/IbLLIEHHSAM TEOMETPUYHOTO




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
PO3Mipy BTOPUHHOI YNakoBKMK.
BBefeHHA 3MiH NpoTArom 3-x
MicsALiB nicnsa 3aTBepaKeHHs
90. | ONTUKC TabneTkn, BKPUTI NAT YkpaiHa MAT "KuiBcbknii YkpaiHa BHECEHHS 3MiH 0 peeCTpauiinHmX 6e3 UA/6929/01/01
NNiBKOBOO "KniBcbKuit BiTaMiHHWIA MaTepianis: peyernma
060/10HKOI0 Ne 30 BITaMiHHWI 3asof” 3MiHK | TUNY - 3MiHK W0
(10x3), Ne 60 3asof” 6e3nekn/edeKTMBHOCTI Ta
(10x6) y thapmakoHarnsgy - 3MmiHm y
6nictepax MapKyBaHHi Ha BTOPUHHII ynakoBLi;
3MiHa rpadiyHoro 306paXKeHHs
NepBUHHOI YNakoBKM Ha MapKyBaHHS.
BBegeHHA 3MiH NpoTArom 3-x
MicAuiB nicnsa 3aTBepAKEHHSA
91. | OCTEOrEHO | Tabnetku, BKpUTI M'ep ®abp ®paHujis M'ep ®abp ®paHuis BHECEHHS 3MiH [0 peecTpavinHnx 3a UA/2977/01/01
H NNiBKOBOIO MegukameHT MepgukameHT marepianis: peyenmom
060/10HKO0 No 10 MpoaakLuH 3MiHM | TURY - 3MiHK WOAO0
TabneTtok y 6e3nekn/ehekTUBHOCTI Ta
6nictepi; no 4 hapmakoHarnagy - 3miHa
6nictepn B MapKyBaHHS Ha NepBUHHIN Ta
KapTOHHIi BTOPVIHHIN ynakoBL,i (TekcT
yNaKoBLi MapKyBaHHS NepPBUHHOI YNaKkoBKM
[ONOBHEHO iHhopMaLieto, Woao aatu
BUrOTOBJIEHHS NiKAPCLKOro 3acoby; 3
TEKCTY MapKyBaHHSA BTOPUHHOT
YNaKoBKW BU/TYYEHO iHpOpMaLlito,
1,010 BUPOBHMYOI fliLleHs3ii)
92. MAPALEETAM | nopoLuok TOB YkpaiHa Atabali Kimia TypeuyunHa BHECEHHS 3MiH 40 peecTpauinHmX - UA/11823/01/01
ON (APC 154) | (cy6cTaHuin) y "®APMEKC CaHaiii Be marepianis:
nakeTax reyn" TikapeT A.C. 3MiHW | TUNY - 3MiHM 3 AKOCTi. ADI.
noABiNHMX KoHTposnb AdI. 3miHa y napameTpax
nonieTnIeHoBUx cneumdikauin Ta/abo gonycTummx
Ons BUpobHMuTBa MEX, BU3HAUYEHNX Y cneymduikauisix Ha
HECTEPUTbHUX AdI, abo BMXigHWIA/NPOMIKHWIA
nikapcbknx hopm NpoAyKT/peareHT, Lo
BMKOPUCTOBYIOTbCS Y NPOLIECI
BMpOo6GHULTBA AP (iHLLI 3MiHN)
93. MOJIbKOPTO | aepososnb ans TapXOMiHCbK MonbLa TapXOMiHCbKWiA MonbLa BHECEHHS 3MiH 0 peecTpaviHux 3a UA/4559/01/01
NOH TC 3aCToCyBaHHA Ha nii hapmaueBTUYH mMaTtepianis: BUNpaB/eHHA peyenmom
LUKIpY, cycneHsis hapmaueBTu i 3aBog, HeBignosigHocTel B Hakasi MO3




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
(23,12 mr + 0,58 YHWiA 3aBOS, "Monbha" AT YkpaiHu Ne 610 Big 21.06.2016
mr)/rno 17,3rB "Monba" 040 HanMcaHHA Ha3Bun
aepo30/1IbHOMY AT 3as1BHMKa/BMPOOHUKA B MPOLIECI
6anoHi Ne 1 nepepeectpauii (6ys10 -
TapxomiHcbkul thapmayesmuyHul
3aB00 "lMosibeha")
94. NMPOreCTEP NOPOLLOK MAT YkpaiHa Mpoaykroc Mekcuka BHECEHHS 3MiH 0 peecTpaviHux - UA/7144/01/01
OH KpucTanivyHuii "papmak” Kyimikoc marepianis:
(cy6eTaHuin) B Hatypanec, 3MiHW | TUNY - 3MiHK 3 AKOCTi. ADI.
MiLLKax noaBiiHUX C.A. ge C.B. KoHTponb A®Il. 3miHa y napameTpax
nonieTnIeHoBNX (MpokyiHa) cneyudpikauii Ta/abo gonyctummx

Ansa BUpoBHMLTBA
CTepPUIbHNX
nikapcbkux hopm

MeX, BU3HAUYEHUX Y cneumaikauisx Ha
AdI, abo BUXiZHUA/MPOMIKXHNIA
NpoAyKT/peareHT, Lo
BMKOPWUCTOBYIOTBLCA Y MPOLIECI
BMPOGHULTBA A®| (3BY)XEHHSA
[ONYyCTUMUX MEX, BUSHAYEHUX Y
cneumdikadii) - npyBeseHo 40 BUMOr
MoHorpadii EP n. «KinbkicHe
BU3HAYEHHS»; 3MiHU | TNy - 3MiHN 3
akocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
OONYyCTUMUX MEX, BUSHAYEHUX Y
cneumnadikayisx Ha A®l, abo
BUXIQHWA/NPOMIKHWIA
npoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCA Y NPOLIEC
BUpo6HMUTBa API (iHLWi 3MiHN) -
npvieegeHo 40 BUMOr MoHorpadii EP
n. «CynpoBigHi AOMILLKM» (MeTof,
BEPX) 3i 3miHOI0 Mex cnevmdikadii;
3MiHK | TUNy - 3MiHK 3 gKocTi. AdI.
KoHTponb A®Il. 3miHa y MeTogax
BMNpobyBaHHA APl abo BMXiZHOIO
MaTepiany/npomMiKHOro
NpoAyKTy/peareHTy, Wo
BMKOPWCTOBYETBLCS Y NPOLIECI
BMPOGHULTBA AP| (HE3HAYHI 3MIHN Y
3aTBEPKEHMX MeToaax




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
BMNPOGYBaHHS) - N. |aeHTudiKaLisa
npueeaeHo no sumor EP
95. NMPOMELO/N NOPOLLOK [epxaBHe YkpaiHa [epxaBHe YkpaiHa BHECEHHS 3MiH 0 peecTpauinHmnx - UA/12858/01/01
(cybeTaHuisn) y nignpuemcTs nigNpuemMcTBO MaTepianis:
naketax 0 "HaykoBo- "HaykoBo- 3miHu | Trny - A®l abo aitoya
noAgBiliHMX 3 [OCNIgHWA i [OCNIgHWIA | peyosuHa. KoHTponb A®I abo gitoyoi
nAiBKM NPOEKTHWI MPOEKTHWI peyoBuHW. 3MiHa Y MeToAax
nonieTn1eHoBOI IHCTUTYT IHCTUTYT BUNpobyBaHHA ADIl abo gjtouoi
ONs BUPOGHULTBA XiMiYHUX XiMiYHUX peyoBuHU abo BUXiLHOro/MPOMIKHOIO
CTEePWIbHMX TEeXHONOTIi TEeXHO/OTii npoayKTy/peareHTy, WO
nikapcbknx chopm "XimMTexHono "XimTexHonoria" BMKOPUCTOBYETLCA Y NPOLECI
ris" BMpo6HULUTBa APl abo aitoyoi
peyvoBrHM (IHWi 3MiHK B MeTo4ax
BMNPOBYBaHHA (BKHOYA0UN 3aMiHy
ab0 OOMOBHEHHSA) A/19 peareHTy, Wo
He CNPUYMHSE ICTOTHOIO BM/IMBY Ha
AKicTb A®| abo Ailovoi peyoBuHN);
3miHm Il Trny - A®l abo gitova
peuoBuHa. KoHTponb A®l abo gitoyor
peyoBuHU. 3MiHa Yy NapameTpax
cneumdikauin Ta/abo gonycTUMmnx
MeX, BU3HauYeHUX y crieymdikaLisax Ha
A®I abo gjtody peyoBuHy, abo
BUXiZHUA/NPOMDKHWIA
nNpoAyKT/pearexT, o
BMKOPUCTOBYIOTLCA Y NPOLLEC
BUpPOGHMLTBa ADI abo Ajtoyoi
peyoBMHM (PO3LWMPEHHSA AONYCTUMMX
MeX, BU3HAUeHUX y cneuudikauii Ha
A®| abo fitovy pevoBUHY)
96. PAMIMEKC Tabnetku no 0,25 ToppeHT IHAia ToppeHT IHAia BHECEHHS 3MiH [0 peecTpaviiHux 3a UA/14076/01/01
mr Ne 30 (10x3) B dapmacbHoTi dapmacboTikan MaTepianis: peyenmom
6nictepax kanc /114 c g 3MiHU | TURY - 3MiHKX 80 IHCTPYKLIT ANns

Me[MYHOro 3aCTOCYBaHHSA Y PO34inu:
dPapmakoTepaneBTUyHa rpyna.
B3aemogis 3 iHWUMU NiKapCbKUMn
3acobamu Ta iHWi BUAWM B3aEMOAN.
Oco6nmBoCTi 3acTocyBaHHA. [M06iyHI
peakui, 3rigHo 3 iHpopmaluiieto Lwoao




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)

MeAMYHOro 3aCTOCYBaHHS
pecepeHTHOro (MIPAMEKC)
NiKapcbKoro 3acoby

97. POCYKOP 10 | tabnetku, BKpUTI ToppeHT IHais ToppeHT IHais BHECEHHS 3MiH 0 peeCTpauiinHmX 3a UA/13971/01/01
NNiBKOBOO dapmacbHoTi PapmacboTikan MaTepianis: 3MiHu | TUNY - 3MiHK peyernmom
060/10HKO10, N0 10 Kanc itg c Nt oo 6e3nekn/edpeKTMBHOCTI Ta
mr Ne 30 (10x3) y thapmakoHarnsgy. 3MiHU y KOPOTKiii
6nictepax XapakTepucTuLi Nikapcbkoro 3acoby,

TeKCTi MapKyBaHHSA Ta IHCTPYKLii An1A
MeJMYHOro 3aCTOCYBaHHS
reHepuYHuX/riopugHnx/6ionodibHMX
nikapcbkyx 3acob6iB Micnsi BHECEHHSA
TiEl camoi 3MiHM Ha pedoepeHTHUIA
npenapar (3MiHa He noTpebye
HaZaHHs XOAHUX HOBUX A0AaTKOBUX
AaHux) (BHeCTn 3mMiHW 40 IHCTPYKLIT Y
po3ainu: NMokasaHHs,
MpoTunokasaHHs, B3aemogis 3
iHLMMW NiKapCbKMMK 3acobamn Ta
iHWi BMAK B3aeMogiin, Ocob6mMBOCTi
3aCTOCyBaHHS, 3aCTOCYBaHHA Y
nepiog BariTHOCTi abo rofyBaHHsA
rpygato. Cnocib 3actocyBaHHA Ta
no3n, Aitn, Nepepno3sysaHHs, Mo6iyHi
peakuii, 3rigHo 3 iHhopmMauieto Woao
MeJMYHOro 3aCTOCYBaHHS
pedhepeHTHOro (KPECTOP)
nikapcekoro 3acoby) (TepMiH
BBE/I€HHS 3MiH - MPOTAroM 3-X
MicALiB Nic/1a 3aTBEPKEHHS)

98. POCYKOP 20 | Ta6neTku, BKpUTI ToppeHT IHaisa ToppeHT IHais BHECEHHS 3MiH 10 peecTpauiitHnX 3a UA/13971/01/02
NNiBKOBOO dapmacbHoTi dapmacboTikan MaTepianis: 3MiHu | TMNy - 3MiHK peyenmom
0060/10HKO10, N0 20 Kanc fitg c it woao 6e3nekn/edeKTMBHOCTI Ta
mr Ne 30 (10x3) y hapmakoHarnsgy. 3MiHu y KOpPOTKiii
6nictepax XapakTepucTuLi nikapcbkoro 3acoby,

TEeKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHS
reHepuyHuX/riopuaHnx/6ionoibHnx
NiKapcbkMx 3ac06iB Nic/isi BHECEHHS




Ne
n/n

Hasga
JNliKapcbKo20
3acoby

dopma BUMYCKY
(nikapcbka
¢hopma,
ynakKoska)

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo20
nocsio4YeHHs

Tiei camoi 3MiHV Ha pedhepeHTHWi
npenapar (3MiHa He NoTpebye
HafaHHA XOAHUX HOBUX [OAaTKOBUX
AaHux) (BHecTun 3miHW A0 IHCTPYKLUT Y
po3gainu: NokasaHHs,
MpoTunokasaHHsA, B3aemogis 3
iHLWMMY NiKapCbKMMK 3acobamn Ta
iHWi BuAamW B3aemogiii, OcobanBOCTi
3acTocyBaHHs, 3aCTOCyBaHHA y
nepiog BariTHOCTi abo rogyBaHHS
rpyaaro. Cnocib 3actocyBaHHSA Ta
fo3n, Aitn, Nepepno3sysaHHS, Mo6ivHi
peakuii, 3rigHo 3 iHhopmaLieto Wwoa0
MeAMYHOro 3aCTOCYBaHHA
pecepeHTHOro (KPECTOP)
nikapcbkoro 3acoby) (TepmiH
BBEJEHHS 3MiH - MPOTATOM 3-X
MicsiLiB nicns 3aTBepMKEHHS)

99.

CAHOPVH

Kpansi HasasibHi,
po34uH 0,5 mr/mn
nol1l0 mny
dhnakoHi Ne 1

"KcaHTic
Papma
NimiTen"

Kinp

TeBa Yex
IHOacTpi3 c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH 0 peecTpauinHmnx
MaTepianis:
3MiHY | TUNY - 3MiHa y MeToAax
BUNPOBYBaHHA AOMNOMDKHOT PEYOBUHU
- OHOBNEHHA "in-house" meToay
BMNPOBYBaHHA AONOMDKHOT PEYOBMHU
MeTunnaparigpokcubeHsoaty
BiAMOBIAHO MaTepianiB BUPOOHUKA;
3MiHM | TUNY - 3MiHa NapameTpiB
cneumndikauin Ta/abo gonycTUMmnx
MeX /19 AOMOMDKHOT PEYOBUHM -
[ONOBHEHHSA cneuudikauii
[ONOMDKHOT PevyoBUHN
MeTunnapariapokcmbeHsoaT HOBUM
nokasHukom "MikpobionoriyHa
ynctoTa" 3 BigNOBIAHMM METOA0M
BUNPO6YBaHHSA

6e3
peyenma

UA/2455/02/01

100.

CAHOPVH

Kpansi Ha3aslbHi,
emynbcis, 1 mr/mn
no 10 mny
dhnakoHi Ne 1

"KcaHTic
Papma
Nimiten"

Kinp

TeBa Yex
IHOacTpi3 c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH 0 peecTpauiinHmX
MaTepianis:
3MiHK | TUNYy - 3MiHa napamMeTpiB
cneumndikauin Ta/abo fonycTUMmX

6e3
peuyenma

UA/2455/01/01




Ne
n/n

Hasga
JNliKapcbKo20
3acoby

dopma BUMYCKY
(nikapcbka
¢hopma,
ynakKoska)

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo20
nocsio4YeHHs

MeX 718 AONOMDKHOT PEYOBUHM -
[LOMOBHEHHS cneyundikauii
[0MOMIKHOT PEYOBMHU
MeTunnaparigpokcmbeH3oaT HOBUM
nokasHunkom "MikpobionoriyHa
yucrtoTa" 3 BiAMNOBIAHUM METOA0M
BUNPOBYBaHHSA; 3MiHM | TUMY - 3MiHa Y
MeToAax BUNPoOyBaHHSA AONOMDKHOT
PeYoBMHU (AONOBHEHHS ab0 3aMiHa
rnokasHuka cneymdikauii 3a
pesynbTatamy 4ochigpKeHb 3 6e3nekn
ab0 AKOCTI) - OHOB/IEHHSA "in-house”
MeToay BMNPOBYBaHHA [OMOMKHOI
peyoBUHM
MeTunnaparigpokcubeHsoaTy
BiANOBIAHO MaTepianis BUPOOHUKaA

101.

CAHOPUH-
AHANEPTIH

Kpansi Ha3asbHi
nol0mny
cdhnakoHax Ne 1

"KcaHTic
dapma
Nimiten"

Kinp

TeBa Yex
IHoacTpis c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaviiHux
marepianis:
3MiHM | TUNY - 3MiHa NapameTpiB
cneumndikayin Ta/abo gonycTUMmnx
MeX /19 AOMOMDKHOT PEYOBUHM -
[ONOBHEHHSA cneuudikauii
[ONOMDKHOT PevyoBUHN
MeTunnapariapokcmbeHsoaT HOBUM
nokasHukom "MikpobionoriyHa
yncToTa" 3 BigNOBIAHMM METOA0M
BUMNPOBYBaHHSA; 3MiHM | TUNY - 3MiHa Y
MeToAax BUNPO6yBaHHSA AOMNOMDKHOT
peyvoBMHM - OHOBJ/IEHHS "in-house™
MeTOoAY BUNPOGYBaHHA JOMNOMKHOT
peyoBUHM
MeTunnaparigpokcubeHsoaTy
BiANOBIAHO MaTepiasniB BUPOOHMKa 3a
NOKA3HUKOM «3a/TNLLIKOBI
PO3YMHHUKM»

6e3
peyenma

UA/6611/01/01

102.

CUBYTIH

Tabnetku no 5 mr
no 10 TabneTok y
6nictepi, no 3

6nictepun y nayui

MNAT
"KniBCbKuMi
BiTaAMiHHWI

3aBoa"

YkpaiHa

MAT "KuiBcbkuin
BiTaAMiHHWIA
3aBop"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiinHmX
MaTepianis:
3MiHu | TUNy - 3MiHK 3 SKOCTI.
oTOBWIA Nikapcbkuii 3aci6. KoHTpob

3a
peuerimom

UA/6115/01/01




Ne Hassa

dopma BUMYCKY

3asaBHUK

3acoby

n/n | nikapcbko20

(nikapcbka
¢hopma,
ynakKoska)

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo20
nocsio4YeHHs

103. | CWOHO®DAP

roTOBOrO JIiKApPCLKOro 3acoby. 3miHa y
MeTofax BUNpo6yBaHHS rOTOBOIO
NiKapCcbKoro 3acoby; 3miHu | Tuny -
3MiHM 3 SKOCTi. [0TOBUIA JTiKapCbKUiA
3aci6. KoHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiin Ta/abo
[0NyCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby - BUIy4YeHo
nokasHuk "CepefHsi Maca TabneTtkn";
3MiHM | TUNy - 3MiHK 3 SKOCTI.
[oToBWiA Nikapcbkuii 3aci6. KoHTposib
roTOBOrO /liKapCbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX rOTOBOrO
nikapcbKoro 3acoby (3BYXEHHS
JONyCTUMUX MeX) - 3a PO3Ai10M
"KinbKicHe BM3HA4YeHHA"; 3MiHM | Tuny
- 3MiHK 3 skocTi. CepTudpikat
BignosigHocTi/IE-cepTudikar
BiAMOBIAHOCTI E€BpoONEChKii
hapmakonei/moHorpadii. MogaHHA
HOBOrO cepTudikaTa BignoBigHOCTI
ansa A®l Big BXe 3aTBEPLKEHOrO
BUpPOGHMKa

M

Tabnetky no 2 mr
Ne 30 (10x3) y
6nicTepax y navui

MAT
"BiTamiHn"

YkpaiHa

BMPOGHULITBO
Hepo3d)acoBaHo
T npooyKui,
nepBuHHA
ynakoBka abo
BUPOGHULITBO 3a
MOBHWM LMK/IOM:
AT "Codhapma",
Bonrapis;
BTOPUHHA
ynakoBka,
[03BiN Ha
BUMNYCK cepil:

MAT "BitamiHn",

Bonrapis/
YKpaiHa

BHECEHHS 3MiH 40 peecTpauinHmX
MaTepianis:
3MiHW | TUNY - 3MiHK WOoA0
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy; amiHa
YNOBHOBaXeHOI ocobu,
BiANOBifaNbHOI 3a 3/iiCHEHHSA
hapmakoHarnsagy

3a
peuenmom

UA/2305/01/01




Ne

Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
YKpaiHa
104. | CIMILJA TabneTtkn, BKPUTI BAT YropwmHa BAT "TegeoH YropmHa BHECEHHS 3MiH 40 peecTpauinHnX 3a UA/11613/01/01
NNiBKOBOO "TeaeoH PixTep" MaTepianis: peyenmom
060/10HKOMD, 3 PixTep" 3MiHM | TUNY - NOAaHHA HOBOro
mr/0,02 mr no 21 ceptudpikata R1-CEP 2009-402-Rev
Tabnetyiy 00 Big BXe 3aTBEPAKEHOTO
6nictepi; no 1 no BUpo6HuKa Gedeon Richter Plc
3 6nicTepun pasom
3 chytnapom gns
36epiraHHs
6nictepa B
KapTOHHIi
ynakoBLi
105. | CNIPUBA® pPO34uH Ana BepiHrep HimeyunHa BepiHrep HimeyunHa BHECEHHS 3MiH [0 peecTpavinHnx 3a UA/6495/02/01
PECMNIMAT® iHransauijn, 2,5 IHrenbxaim IHrenbxaim MaTepianis: 3miHun | Tuny - peuyenmom
MKr/iHranauito no IHTepHeLwHA dapma Mv6X i AAMiHICTpaTUBHI 3MiHW. 3MiHa
4 mn B KapTpuaxXi veX Ko. KI HaliMeHyBaHHA Ta/abo agpecu micus
(60 iHransuiii); no NpoBaKEHHA AiANbHOCTI
1 kapTpuaxXy B BMpo6HUKa/imnopTepa rotoBoro
KoMMekTi 3 1 nikapcbKoro 3acoby, BKIKOYaum
iHranaTopom OinbHULI BUNYyCKy cepii abo micue
Pecnivat® NpoBeEeHHSA KOHTPOJIH0 AKOCTI.
(aisnbHICTB, 3a AKY Bignosigae
BUPOGHUK/IMIOPTEp, BKIOHAKOUN
BWMYCK cepiit) (npvBefeHHsA
MicLe3Haxo4KeHHS BUpo6GHuka M3y
BIAMOBIAHICTb [0 BrcHOBKY w040
nigTBEPKEHHS BigNOBIAHOCTI
BMPOGHULITBA JTliKapCbKUX 3ac06iB
BMMOTraM HasIeXHOT BUPOBHNYOI
npaktukn (GMP), BugaHoro
[epxaBHO cyx60t0 YkpaiHu 3
nikapcbknx 3acobis 3 nepernikom /13,
6€3 3MiHN MicUS BUPOOHULITBA)
(TepMmiH BBEZEHHS 3MiH - NPOTArom 3-
X MicsLIB NicNs 3aTBEPAXKEHHS)
106. | CTPATTEPA Kancynu rno 10 mr Ninni C.A. IcnaHis BUPOGHULTBO MyepTo-Piko, BHECEHHS 3MiH 10 peecTpauiinHnX 3a UA/9415/01/01
Ne 7 (7x1) y roToBoi (CWA)/Icnania | matepianis: 3MmiHu Il TUNY - Nlikapcbki peyenmom
onictepax niKapcbKoi 3ac06u. 3MiHK, L0 NOB’sA3aHi 3i




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
hopmu: 3HAYHUMM 3MiHaMMW Y KOPOTKIl
Ninni penb XapakTepucTuLi Nikapcbkoro 3acoby,
Kapi6e IHK., IHCTPYKL,iT A/19 MegNYHOro
MyepTo-Piko, 3aCTOCYBaHHS 3Mi4HO 3 HOBUMMU
(CLUA) AaHNMK 3 AKOCTI, [OKNIHIYHUMU,
nepBuHHA Ta KMIHIYHUMW JaHVMU Ta JaHUMK
BTOPUHHA thapmakoHarnsagy (BHeceHHs 3MiHN
ynakoBka, 00 IHCTPYKLiT Yy po3ginu: MokasaHHsA
[03Bifn Ha (YyTOuHeHHs po3giny), B3aemogis 3
BUNYCK cepil: iHLMMW NiKapCbKMMK 3acobamn Ta
Ninni C.A., iHWIi BMAKW B3aemogiin, Ocob6amnBOCTi
Icnanis 3acToCyBaHHs, 34aTHICTb BN/IMBATK
Ha WBWAKICTb peakuil Npu KepyBaHHi
aBTOTPaHCMOPTOM abo iHLWUMHU
MexaHizmamu, Crocib 3acTocyBaHHS
Ta fo3un, NepeposysaHHs, MoGiYHi
peakuii, PapmakosnoriyHi
BN1ACTUBOCTI)
107. | CTPATTEPA Kancynu no 18 mr Ninni C.A. IcnaHis BMPOGHULTBO MyepTo-Piko, BHECEHHS 3MiH 0 peecTpauinHmnx 3a UA/9415/01/02
Ne 7 (7x1) y roToBoi (CLWWA)/IcnaHia | matepianis: 3miHn Il TUNYy - Nikapcbki peyernmom
6nictepax niKkapcbKoi 3aco6u. 3MiHu, Lo NOB’'A3aHi 3i
hopmu: 3HAYHUMM 3MiHaMMW Y KOPOTKIl
ninni penb XapakTepucTuui Nikapcbkoro 3acoby,
Kapi6e IHk., IHCTPYKUIT AN MeguyHoro
MyepTo-Piko, 3aCTOCYBaHHSA 3rigHO 3 HOBVMMMU
(CLUA) OaHUMK 3 SIKOCTi, QOKMIHIYHUMU,
nepBuHHa Ta KNIHIYHMW aHUMK Ta AaHUMK
BTOPUHHA thapmakoHarnsagy (BHeceHHs 3MiHN
ynakoBka, 00 IHCTPYKLiT y po3ainu: MokasaHHA
[03Bif Ha (YyTOuHeHHs po3giny), B3aemogis 3
BUMNYCK cepil: HLIMMW NikapcbKMMK 3acobamu Ta
Ninni C.A., iHWIi B1AKW B3aemogiin, OcobnmBocCTi
IcnaHis 3acTOCyBaHHsA, 34aTHICTb BNMBaTH

Ha LWBMIKICTb peakuii Npy KepyBaHHi
aBTOTPAHCMOPTOM abo iHWNUMK
MexaHizmamu, Cnocib 3acTocyBaHHSA
Ta no3u, NepepnosyBaHHs, Mo6ivHi
peakuii, PapmakosorivHi
B1ACTUBOCTI)




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
108. | CTPATTEPA Kancynu no 25 mr nNinni C.A. IcnaHis BMPOBGHULITBO MyepTo-Piko, BHECEHHS 3MiH [0 peecTpavinHnx 3a UA/9415/01/03
Ne 7 (7x1) y roToBoi (CLWWA)/IcnaHia | matepianis: 3miHn Il Tuny - Jlikapcbki peyenmom
6nictepax niKkapcbKoi 3ac0o6u. 3MiHK, WO NOB’A3aHi 3i
hopmu: 3HAYHMMU 3MiHAMW Y KOPOTKIl
ninni genb XapakTepucTuLi nikapcbkoro 3acoby,
Kapi6e IHk., IHCTPYKUiT AN MeguyHoro
MyepTo-Piko, 3aCTOCYBaHHSA 3rigHO 3 HOBUMMU
(CWA) [aHVMKU 3 SKOCTi, JOK/IHIYHUMNA,
nepBuHHA Ta KMIHIYHUMW JaHMKU Ta JaHUMK
BTOPUHHA thapmakoHarnsgy (BHeceHHs 3MiHN
ynakoBka, 00 IHCTPYKLiT y po3ginu: MokasaHHs
[003Bin Ha (YyTOuHeHHSA po3giny), B3aemogis 3
BUNYCK cepii: HLIMMK NiKapcbKMMK 3acobamu Ta
Ninni C.A,, iHWI BUAW B3aemogin, OcobnmnBocCTi
IcnaHis 3acToCyBaHHs, 34aTHICTb BNIMBATK
Ha LWBWAKICTb peakuii Npy KepyBaHHI
aBTOTpPaHCNOPTOM abo iHWUMK
MexaHiamamu, Crnocib 3acTocyBaHHs
Ta go3un, NMepenosyBaHHs, MoGiYHi
peaku,ii, PapmakosioriyHi
B/1ACTMBOCTI)
109. | CTPATTEPA Kancynu no 40 mr nNinni C.A. IcnaHis BMPOBHULITBO MyepTo-Piko, BHECEHHS 3MiH [0 peecTpaviiHux 3a UA/9415/01/04
Ne 7 (7x1) y roTosoil (CWA)/Icnania | matepianis: 3MmiHu Il TUNY - Nlikapcbki peyenmom
6nictepax nikapcbKoi 3ac0o6u. 3MiHK, Lo NoB’A3aHi 3i
hopmu: 3HAYHUMM 3MiHAMMW Y KOPOTKIil
Ninni genb XapakTepucTuLi nikapcbkoro 3acoby,
Kapi6e IHK., IHCTPYKL,iT A1 MeguyYHoro
MyepTo-Piko, 3aCTOCYBaHHS 3rigHO 3 HOBYMMU
(CLWA) OaHNMK 3 AKOCTI, LOKNIHIYHUMU,
nepBuHHA Ta KMIHIYHUMW JaHMU Ta JaHUMy
BTOPUHHA thapmakoHarnagy (BHeceHHs 3MiHK
ynakoBka, [0 IHCTPYKUIT y po3ginu: MNokasaHHsA
[03Bin Ha (YyTOuHeHHS po3giny), B3aemogis 3
BWMNYCK cepil: HLWIMMK NikapcbKMMK 3acobamu Ta
Ninni C.A., iHWIi BMAK B3aemogiin, Ocob6mnBOCTi
Icnanis 3acToCyBaHHs, 34aTHICTb BNIMBATK

Ha LWBWAKICTb peakuil npu KepyBaHHi
aBTOTpPaHCNoOpTOM abo iHWUMK
MexaHisMamu, Crnocib 3acTocyBaHHs




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
Ta fo3un, NepenosyBaHHs, MoGiYHI
peaku,ii, PapmakoioriyHi
BN1ACTUBOCTI)
110. | CTPATTEPA Kancynu rno 60 mr ninni C.A. IcnaHis BMPOGHULITBO MyepTo-Piko, BHECEHHS 3MiH 0 peeCTpauiinHmX 3a UA/9415/01/05
Ne 7 (7x1) y roToBoi (CLWWA)/IcnaHia | matepianis: 3miHn Il TUNYy - Nlikapcbki peyernmom
6nictepax nikapcbKoi 3ac06u. 3MiHW, L0 NOB’A3aHi 3i
hopmu: 3HAYHUMM 3MiHaMKW Yy KOPOTKIl
Ninni genb XapakTepucTuLi Nikapcbkoro 3acoby,
Kapi6e IHk., IHCTPYKUIT AN MeguyHoro
MyepTo-Piko, 3aCTOCYBaHHSA 3rigHO 3 HOBVMM
(CLUA) AaHMMM 3 SIKOCTi, QOKMIHIYHUMU,
nepBuHHA Ta KMIHIYHUMW JaHVMU Ta JaHUMK
BTOPUHHA thapmakoHarnsagy (BHeceHHs 3MiHN
ynakoBka, 00 IHCTPYKLUiT y po3ginu: MokasaHHsA
[03BiNn Ha (yTouHeHHs po3giny), Bsaemogis 3
BUMNYCK cepil: HLWIMMK NikapcbkMMK 3acobamu Ta
Ninni C.A., iHWi BuamW B3aemogii, OcobanBOCTi
IcnaHis 3aCTOCyBaHHS, 34aTHICTb BN/MBaTH
Ha WBWAKICTb peakuii Mpn KepyBaHHi
aBTOTPaHCNOPTOM @60 IHLWUMK
MexaHismamu, Cnocib 3acTocyBaHHS
Ta fo3un, NepenosyBaHHs, MoGiYHI
peakuii, PapmakonoriyHi
BN1ACTUBOCTI)
111. | cynbniPng, Tabnetkn no 200 TeBa I3painb TOB TeBa Monbwa BHECEHHS 3MiH 10 peecTpauiiHnx 3a UA/4832/02/01
mr Ne 12 (12x1), dapmauesTi OnepenwH3 MaTepianis: peyenmom
Ne 30 (15x2) y Kan MonaHp, 3MiHK | TUNy - BBEAEHHS a60 3MiHN [0
6nictepax IHpacTpi3 y3arasibHeHUX AaHuxX Npo cucTemy
nra. thapmakoHarnsagy (Bkioyarum
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MilLeHHi MacTep-ghaiina cuctemm
dhapmakoHarnsgy
112. | TAWNON®EH | nopoluok gns HOBEN TypeyunHa HOBEN I1AY TypeuyunHa BHECEHHS 3MiH 0 peecTpauinHmnx 6e3 UA/10897/01/01
® XOT opasibHoro INAY CAHAI CAHAI BE marepiasnis: peuenma
po3unHy no 20 ry BE TIDKAPET 3MiHuM | TUNY - 3MiHa NapameTpis
naketax Ne 1, Ne TIKAPET AL cneumdikauin Ta/abo gonycTummx
6, Ne 12 A.LL. MEX r0TOBOr0 J1iKapCbKOro 3acooby -

3BY)XEHHS AONYCTUMNX MEX B
crneumdikaLii roToBOro nikapcbKoro




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
3aco0y 3a nokasHMKoM "KinbkicHe
BMU3HA4YeHHs1. Hatpito 6eH3oar"
(BCTAHOB/IEHO OAMHAKOBUIA MIMIT Ha
BUNYCK Ta Ha TEPMiH NpUAAaTHOCTI);
3MiHu Il TMNY - 3MiHa napameTpis
cneumndikauin Ta/abo gonycTUMmX
MeX roTOBOrO NiKapCbKOro 3acoby -
npuBeAEeHHs cnevundkaL,ii roToBoro
nikapcbKoro 3acoby 3a NokasHUKOM
«CynyTHi AoMilWKu» [0 maTepianis
BMPOGHMKA; CynyTHS 3MiHa: 3MiHa y
MeTofax BUNpo6yBaHHS roTOBOIO
NiKapcbKoro 3acoby - 3mMiHN y
MeTofax BUNpobyBaHHSA [AOMILLOK
heHinedpuny rigpoxnopuay Ta
napaueTtamosy Ta 3MiHa MeTOAVKN
BM3HAYEHHS JOMILLOK
xnopdgeHipamiHy manieaty
113. | TENbMICTA® | Tabnetku no 20 KPKA, a.4., CnogeHist KPKA, o.4., CnoseHis/ BHECEHHS 3MiH 0 peecTpauinHmnx 3a UA/13210/01/01
Mmr Ne 14 (7x2), Ne | HoBo mecTto HoBo mecTo, MonbLa MaTepianis: peyernmom
28 (7x4), Ne 30 CnoseHis; KPKA 3MiHu | TUny - 3MiHa yMOB 36epiraHHs
(10x3), Ne 56 Monbwa Cn.3 roTOBOrO JliKapCbKOro 3acoby
(7x8), Ne 60 0.0., Monba
(10x6) y
6nictepax
114. | TENbMICTA® | Tabnetku no 40 KPKA, g.4., CrnoBeHis KPKA, 4.4., CnoseHis/ BHECEHHS 3MiH 40 peecTpauinHmX 3a UA/13210/01/02
mr Ne 14 (7x2), Ne | HoBo mecTto HoBo mecTo, Monbwa marepianis: peuyenmom
28 (7x4), Ne 30 CnogeHisi; KPKA 3MiHU | TUNY - 3MiHa YMOB 36epiraHHs
(10x3), Ne 56 Monbwa Cn.3 rOTOBOrO J1iKapCbKOro 3acoby
(7x8), Ne 60 0.0., Monbwa
(10x6) y
6nictepax
115. | TENbMICTA® | Tabnetku no 80 KPKA, a.4., CnogeHist KPKA, g.4., CnoseHis/ BHECEHHS 3MiH 0 peecTpauinHmnx 3a UA/13210/01/03
Mmr Ne 14 (7x2), Ne | HoBo mecTto HoBo mecTo, MonbLa MaTepianis: peyernmom

28 (7x4), Ne 30
(10x3), Ne 56
(7x8), Ne 60
(10x6) y
6nictepax

CnoseHisi; KPKA
Monbwa Cn.3
0.0., MNonbLwa

3MiHu | TUny - 3MiHa yMOB 36epiraHHs
roTOBOrO JliKapCbKoro 3acoby




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
116. | TEOTAP/ Tabnetkn NAT YkpaiHa OinbHULA Bonrapis/ BHECEHHS 3MiH 10 peecTpaujiitHnX 3a UA/6494/01/01
NposIoHroBaHoi Aji "BiTamiHn" BMPOBGHMLTBA: YkpaiHa MaTepianis: peyenmom
no 300 mr Ne 50 AT "YHichapm", 3MiHM | TURY - 3MiHK WOAO0
(10x5) y Bonrapis; 6e3nekn/edekTMBHOCTI Ta
6nicTepax y navui OiNbHULA hapmakoHarnagy; amiHa
BTOPUHHOTO YNOBHOBaXeHOI ocobu,
nakyBaHHs: AT BiANOBigaIbHOI 3a 37iiCHEHHS
"YHichapm", hapmakoHarnagy
Bonrapis; MAT
"BiTamiHun",
YKpaiHa;
BignoBigasbHWI
3a BUNYCK cepii:
AT "Codpapma",
Bonrapis; MAT
"BiTamiHn",
YKpaiHa
117. | TUSAHIANHY | nopollok MAT YkpaiHa "®APMAK, a.c." Uecbka BHECEHHS 3MiH 40 peecTpauinHmX - UA/6878/01/01
FIAPOXJIOPU | kpuctanivyHui "KuniBcbkuii Pecnyb6nika MaTepianis:
il (cybeTaHuisn) y BiTaMiHHWI 3MiHu | TMNY - 3MiHK 3 AkocTi. API.
naketax 3aBoa" KoHTponb A®l. 3miHa y meTogax
NoABINHNX BUNpobyBaHHA AD| abo BMXIAHOrO
nonieTnNeHoBNxX MaTepiany/npomMiKHOro
ONs BUPOGHULTBA npoaykTy/peareHTy, WO
HeCTepuIbHUX BMKOPUCTOBYETLCA Y NPOLLECI
nikapcbkmx chopm BMPOOHULTBA APl (HE3HAYHI 3MIHN Y
3aTBepKEHNX MeToAax
BUNPOBYBaHHSA)
118. | TIEHAM® NopoLUOK A/1A Mepk LWapni | Lseliyapis BMPOGHMK CWA/®paHuisa/ BHECEHHS 3MiH 40 peecTpauinHmX 3a UA/0524/01/01
pO3unHy ona Joym lpea Hepo3dacoBaHo Hipepnangu MaTepianis: peyenmom
iHDy3in y IHK T npoayku;i, 3MiHK | TUny - 3MiHa rpaciyHoro
thnakoHax Ne 10 y nepBrHHe 300paXeHHs1 Ha TeKCT MapKyBaHHS
naacTUKOBOMY nakyBaHHS: yrnakoBOK
nigA0Hi Mepk Wapn i
Joym Kopn.,
CLUA; BTOpUHHE
naxkyBaHHs,
[03BiN Ha

BUMNYCK cepil:




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
Na6opartopii
Mepk Wapn i
Joywm LWn6pe,
®paHuisa; Mepk
Wapn i Joym
B.B.,
HigepnaHan
119. | TIOLUETAM® TabneTkn, BKpUTI MNAT YKpaiHa NAT Ykpaina BHECEHHS 3MiH 10 peecTpauiiHnx 3a UA/0693/01/01
060710HKO0, Ne 30 | "lannychapm "KuiBmegnpenap MaTepianis: peyenmom
(10x3), Ne 60 " at" 3MiHU | TURY - 3MiHKU 80 IHCTPYKLIT ANns
(10x6) y MEeAMNYHOro 3aCTOCYBaHHS Y PO34inu:
6nictepax B nauuj "MpoTunokasaHHsa", "B3aemogis 3
iHLIMMK NikapcbKMMK 3acobamu Ta
iHWi BUAM B3aemogiii", "Oco6AnBOCTi
3acTocyBaHHA", "3acTocyBaHHsA y
nepiog BariTHOCTi abo rofyBaHHs
rpyaato”, "MepenosysaHHs", "MoGIYHI
peaxuii" 3rifHO 3 OHOB/IEHOIO
iHhopmalieto 3 6e3neku
3acTocyBaHHA nipaueTtamy. TepMmiH
BBeeHHA 3MiH NPoTArom 3-x
MicsiILiB nicnsa 3aTBepKEeHHSA
120. | YPOPEK Kancynu Teepgi no Pekoppari IpnaHais Pekoppari ITanis BHECEHHS 3MiH [0 peecTpaviiHnx 3a UA/11926/01/02
8 mr Ne 10 (10x1), Aineng Nta IHaacTpia Ximika mMaTepianis 3MiHM | TUNY — nogaHHsA peyenmom

Ne 30 (10x3), Ne
50 (10x5), Ne 90
(10x9) y
6nictepax B
KapTOHHII navuj

e dapmacesTika
C.n.A.

HoBoro ME-cepTudikaTy BifNOBIAHOCTI
€Bponelicbkii hapmakonei ans
LONOMDKHOT peqyOBMHYM XenatuHy Ne
R1-CEP 2000-140-Rev 03 Big,
BMpo6Huka PB Gelatins GMBH,
Germany; 3miHV | TUNYy - 3MiHW Y
npoueci BUPOGHMLTBA FOTOBOIO
NiKkapcbKoro 3acoby, BKAKYaKum
NPOMIXXHWIA NPOAYKT, WO
3aCTOCOBYETBLCA NPV BUPOOHULTBI
rOTOBOrO /iIKAPCbKOro 3acoby — 3a
piLleHHAM BUPOGHMKaA oNs
onTuMisauii BUPOGHMYOro npouecy Ha
eTani BUCyLLYBaHHSA BBOAUTLCA
anbTepHaTMBHA cucTema




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
BMCYLUYBaHHA 4OAATKOBO [0
cucTemy, L0 BUKOPUCTOBYBasl1acs
paHiwe; 3miHu | Tuny - nogaHHsA
HoBoro E-cepTudikaty BignoBigHOCTI
€Bponelicbkiit hapmakonei ans
LONOMDKHOT PevyoBUHY enatuHy Ne
R1-CEP 2000-182-Rev 01 Big,
BMpoGHUKa Lapi Gelatine SpA, Italy
121. | PAHUTAH® renb no 30 r abo KYCYM IHais KYCYM IHais BHECEHHS 3MiH 10 peecTpaLjiitHnX 6e3 UA/7665/01/01
DACT 100ry XENTXKEP XENTXKEP mMarepianis: peuyenma
a/TIloMiHieBIN abo NBT. NTA. MNBT. NTA. 3MiHM | TUNY - 3MiHa y MeToaax
NaMiHOBaHi Tyo6i; BUMNPOBYBaHHA rOTOBOrO NiKapCbKOro
no 1 1y6iy 3aco0y (iHWi 3mMiHM y MeTogax
KapTOHHIl BMNPOOGYBaHb (BK/THOYAOUN 3aMiHy
ynakoBLi a60 [10NMOBHEHHS))
122. | PAHUTAH® renb in bulk: no 30 KYCYM IHais KYCYM IHais BHECEHHS 3MiH 0 peecTpauiinHnx - UA/11997/01/01
DACT 'y namiHoBaHii XENTXKEP XENTXKEP marepianis:
Ty6i; no 200 Ty6 y MNBT. NTA. MNBT. NTA. 3MiHM | TUNY - 3MiHa y MeToAax
KapTOHHIN BMNPOGYBaHHS rOTOBOTO JiKAPCbKOr0
ynakosui; no 100 r 3aco06y (iHwWi 3MiHM Yy MeToaax
y NaMiHOBaHii BMMNPOOYBaHb (BK/THOUAOUN 3aMiHy
Ty6i; no 100 Ty6 y ab0 AOMNOBHEHHS))
KapTOHHIl
ynakoBLi
123. | PITOKAH- pigmHa no 50 mn, TOB YkpaiHa BCi cTagji YkpaiHa BHECEHHS 3MiH 0 peecTpauinHmnx 6e3 UA/9880/01/01
rHuacC 100 mny "NocnigHnii BMPOGHULITBA, MaTepianis: peyenma
chnakoHi, no 1 3aBof, KOHTPO/1b TeXHIYHa NoMuIKa y p. «YnakoBka» B
hnakoHy B "rHUAC! AKOCTI, BUMYCK IHCTPYKUiT AN MeguyHoro
KOpOoO6Li 3 KAPTOHY cepi: 3acTocyBaHHs
ToBapucTso 3
06MEXeHOo

BignoBigabHiCT
10 "focnigHuia
3asog "THUIC",
YKpaiHa; BCi
cragji
BUPOGHULTBA,
KOHTPO/1b
AKOCTI:




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
ToBapucTso 3
06MeXeHolo
BignoBigabHIiCT
10
"PapmaLueBTNYH
a KomnaHis
"3popos'a”,
YKpaiHa
124. | ®ONIFPA®™ | niodinizat gns Bxapar IHAia Bxapart Cipamc IHAia BHECEHHS 3MiH [0 peecTpaviiHnx 3a UA/13073/01/01
PO34VHYy NS Cipamc eHf, eHa BakuymHc mMarepianis: peuyenmom
iH'ekuin no 75 MO BakymHc Nimiteq, 3MiHM | TUNY - 3MiHa po3mipy cepil
y tpnakoHi Ne 1y Nimitep, (BKNtOYaKOUM Aiana3oH po3mipy cepir)
KOMIM/IEKTi 3 roTOBOrO JIiKapCbKOro 3acoby - 3MiHa
PO3YUHHMKOM MO po3Mmipy cepii roTOBOro NikapcbKoro
0,5 mn B amnyni 3aco06y 519 HOBOT AiNbHUL
Ne 1 BMPOOHULTBA; 3MiHM | TUNY - 3MiHa
po3mipy cepii (BKYaoum gianasoH
po3Mipy cepii) roTOBOr0 NiKapCbKoro
3aco0y - 3MiHa y kogyBaHHi cepii
rOTOBOrO JliKapCbkoro 3acoby; 3miHu Il
Tuny - 3amiHa abo BBeAEHHS
[04aTKOBOT AiNbHUL BUPOGHULTBA
ONs YacTuHU abo BCbOro
BMPOBGHMYOro NpoLecy roToBoro
nikapcbKoro 3acoby - BBeLleHHsA HOBOT
NiHiT 3 BUpOOHULITBA TOTOBOTO
nNikapcbKoro 3acoby, 6e3 3MiHn
BMPOOGHNKA Ta aipecy BUPOGHULITBA
125. | ®ONIFPA®™ | niodpinisat ana Bxapar IHais Bxapart Cipamc IHais BHECEHHS 3MiH 40 peecTpauinHmX 3a UA/13073/01/02
poO34nHy oNns Cipamc eHf, eHf BakumHe martepianis: peyenmom
iH’exuiii no 150 BakumHc Nivitep, 3MiHK | TUNy - 3MiHa po3mipy cepii
MO y chnakoHi Ne NimiTepq, (BKNHOYAKOUM Aiana30oH Po3Mipy cepii)

1y KOoMnekTi 3

PO34YMHHMKOM NO
0,5 mn B amnyni
Ne 1

roTOBOrO SIiKapCbKOro 3acoby - 3miHa
po3Mipy cepii roTOBOro J1ikapCbKoro
3acoby 515 HOBOT OiNbHUL
BUPOGHULTBA; 3MiHM | TUNY - 3MiHa
po3Mmipy cepii (BKOYaoUumM gianasoH
po3Mipy cepii) rOTOBOro NikapcbKoro
3acoby - 3MiHa y KodyBaHHi cepil




Ne Hassa dopma Burnycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbko20 (nikapcbka BionycKy peecmpayitiHo20
3acoby ¢hopma, nocsio4YeHHs
ynakKoska)
rOTOBOIO JIiKAPCLKOro 3acoby; 3miHu Il
TMny - 3aMiHa abo BBeAEHHS
[04AaTKOBOT AiNbHULI BUPOOHMLTBA
AN YacTuHU abo BCbOTo
BMPOGHNYOro NPOLEeCy roToBoro
nikapcbKoro 3acoby - BBeL,eHHA HOBOT
NiHIiT 3 BUPOGHULTBA rOTOBOIO
NikapcbKoro 3acoby, 6e3 3MiHu
BMpOGHUKA Ta afpecn BUPOBHULTBA
126. | POCABAHC Tabnetkn, 70 Mepk Wapn i | LBeliyapis BMPOGHUK "in Icnanis/ BHECEHHS 3MiH 40 peecTpauinHmX 3a UA/14249/01/01
® NNcC mr/140 mkr (5600 Ooywm IOEA bulk": ®pocct Higepnangu MaTepianis: peyenmom
MO) y 6nictepax IHK I6epuka, C. A., 3MiHW | TUNY - 3MiHK WoA0
Ne 4 IcnaHis; 6e3nekn/edekTMBHOCTI Ta
nepBuHHe, hapmakoHarnagy - 3amiHa rpagivyHoro
BTOPUHHE 306paXeHHs Ha TEKCT MapKyBaHHS
nakyBaHHs Ta ynakoBOK; 3MiHU | TUny - 3MiHa
BUMYCK Cepii: pO3Mmipy ynakoBKv roTOBOro
Mepk LWapn i nikapcbKoro 3acoby - 3miHa
Joywm B.B., iHdhopMaLiiHOT HaKMenkn Ha
HinepnaHau iHchopmauiiHy KapTKy, WO
BKaAa€eTbCsA B YNakoBKY, 3
BiINOBIHOK 3MIHOIO Y p. «YNaKoBKa»
127. | PPOMINIA® Tabnetku 3 KPKA, a.4., CnoseHis KPKA, o.4., CnoseHis BHECEHHS 3MiH [0 peecTpaviiHnx 3a UA/9540/01/01
YHO MoAMdiKOBaHUM HoBo mecTo HoBo mecTo MaTepianis: peyenmom
BWBI/IbHEHHAIM MO BMMNPaB/IEHHS TEXHIYHOT NOMUSIKN B
500 mr Ne 5 (5x1), po3gaini «MapkyBaHHA BTOPUHHOT
Ne 7 (7x1), Ne 14 YNaKoOBKUN»
(7x2) y 6nictepax
128. | ®YPACO/ obnonickysauy, AT Natsif AT Nartsis BHECEHHS 3MiH 0 peecTpauiinHmX 3a UA/1627/01/01
nopowok 0,1 "OnaiiHdhap "OnaiiHchapm" marepianis: 3MiHu Il Trny - 3miHn peyenmom
r/lnaketnkno 1ry Mm" wopo 6esnekn/ethekTMBHOCTI Ta

naketukax Ne 15

thapmakoHarnsgy. 3miHn y
TepaneBTUYHNX NOKa3aHHAX
(mopaBaHHA HOBOTO TEpPanNeBTUYHOTO
nokasaHHs abo 3mMiHa y
3aTBepkeHoMy nokasaHHi) (B.1.6. (a)
1))
3MiHM [0 IHCTPYKLUiT 418 MeguYHOoro
3aCTOCYBaHHSA Y po3finuv




Ne
n/n

Hasga
JNliKapcbKo20
3acoby

dopma BUMYCKY
(nikapcbka
¢hopma,
ynakKoska)

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo20
nocsio4YeHHs

"Moka3aHHA", "Cnocib 3acTocyBaHHs
Ta [o3un". B TeKCT MapKyBaHHSA
yNakoBOK BHECTU 3MiHM 040 CNOCOo-
6y 3acTOCyBaHHS NiKapCbKoro 3acoby

129.

LNTO3AP®

niodpinisat ana
pO34nHYy AN
iH’exuii mo 1000
Mry chnakoHax Ne
1

Mdpaiizep IHk

CWA

AkTaBic ITanis
C.nA.

ITania

BHECEHHS 3MiH 40 peecTpauiinHmX
marepianis: 3mMiHU | TUNY - 3MiHW Y
npoueci BUPOOGHMLTBA TOTOBOIO
niKkapcbKoro 3acoby, BKAKYaum
MPOMiXHWIA MPOAYKT, L0 3aCTOCO-
BYETbCH NPV BUPOOHULTBI rOTOBOTO
niKapcbKoro 3acoby - 3amiHa MUHYOro
areHTy, WO BMKOPUCTOBYETLCA AN
OMVBaHHSA 3anasHux aMmnyn Ha
aHanoriYHuiA; CynyTHA 3MiHa: 3MiHN Y
npoueci BUPOGHMLITBA FOTOBOIO
niKkapcbKoro 3acoby, BKIKYaKum
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI
rOTOBOrO J1IKAPCbKOro 3aC00y - 3MiHU
B Onuci BUpobHMYOro npowecy

3a
peyenmom

UA/4840/01/01

130.

LUNTO3AP®

niodpinisat ana
poO34nHy oNns
iH’exuii no 100 mr
y thnakoHax Ne 1
3 PO3YMHHMKOM MO
5 Mn B amnynax
Ne 1

Mdpaiizep IHk

CWA

AkTaBic ITanis
C.n.A.

ITania

BHECEHHS 3MiH 40 peecTpauinHmX
marepianis: 3mMiHW | TUNY - 3MiHW Y
npoueci BUPOGHMLTBA FOTOBOIO
NiKapcbKoro 3acoby, BKAKYaKum
NPOMDKHWI NPOAYKT, L0 3aCTOCO-
BYETLCA NPV BUPOOHULITBI TOTOBOIO
nikapcbKoro 3acoby - 3aMiHa MUKYOro
areHTy, WO BMKOPUCTOBYETLCA ANA
OMVBaHHSA 3anasHux aMmnyn Ha
aHanNoriYHUiA; CynyTHA 3MiHa: 3MiHWN Y
npoueci BUPOGHMLTBA FOTOBOIO
NiKkapcbKoro 3acoby, BKAKYaKum
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYE-
TbCA NPV BUPOOHULITBI TOTOBOrO
nikapcbKoro 3acoby - 3mMiHV B ONKCi
BMPOGHMYOro npouecy

3a
peyernmom

UA/4840/01/02




3acTynHUK HaYasIbHUKa YnpaBniHHA
chapmaueBTUUYHOT AiANBHOCTI Ta
AKOCTI (hapmaueBTUYHOI NPOAYKLT F0.M. Kepa



NEPENIK
NIKAPCbKNX 3ACOBIB, AKAM BIAMOB/EHO ¥ AEP)XXABHIN PEECTPALYJIINEPEPEECTPALLI TA BHECEHHI 3MIH O
PEECTPALIMHNX MATEPIA/IB TA AEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU NNIKAPCbKX 3ACOBIB

AopaTtok 4

[0 Hakasy MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu

28.07.2016 Ne 787

Ne Hassa dopma sunycky 3assHuK KpaiHa Bupo6Huk KpaiHa riocmasa lpoyedypa
n/n | nikapcbkoz20
3acoby
1. XOHOPOKCUA® | Tabnetkn no 250 mr Ne | BAT "Hwuxdpapm" Pociiicbka BAT Pociiicbka 3acigaHHa HTP Ne 11 He pekomMeHayBaTu no
10 (10x1), Ne 30 (10x3), Pepepadis "Hwxpapm” Pepepauis Bif, 16.06.2016 3aTBepKeHHA

Ne 50 (10x5), Ne 60
(10x6), Ne 90 (10x9) vy
6nictepax

- 3MiHM | Tuny - 3MmiHa napameTpiB
cneuudikauiii Ta/abo AONYCTUMUX MEX
roToBOro Nikapcbkoro 3acoby (2.2.4.1.
(€) 1A) - yTouHeHHs p. "Onuc", ockinbkn
3arnponoHOBaHWA ONMMC He BiAnNoBiZaE
HaJaHuM 3paskam roToBOro
nikapcbKoro 3acoby;

- 3MiHn Il TMnNy - 3miHa BUpOGHMKa
BWXiZAHOrO/NPOMIXXHOro

npoaykTy/peareHTy, o
BMKOPUCTOBYETLCA Yy  BUPOBGHUYOMY
npoueci A®l abo gjtouoi pevyoBuHu, abo

3MiHa BWpobGHMKa (BKNOYawuW, ae
HeobXxigHo, micue NpoBeLEeHHA
KOHTpOto skocTi) A®l abo pgitoyol

peyoBuHM (3a BiACYTHOCTI cepTudpikata

BiANOBIAHOCTI €Bponeiicbkili
hapmakonei y MaTepianax
peecTpauiiHoro  Jocbe)  (BBEAEHHS
HOBOro BMpPOGHMKA Adl abo pgjtoyoi
peyvoBMHM 3 HaJaHHAM Matepianis
peecTpaujiiHoro Jocbe (macTep-

thaiina) Ha pgjtoyy peyoBuHy) (2.1.1.1.
(6) II) - BBEAEHHA [04ATKOBOro




BMpobHuka A®l  HAubtain  [dyHyeH
Baiiokemikand  Ko. /itg.,,  Kuraii,
OCKINIbK/ MiCNSA BUCYHYTUX 3ayBaXKeHb
He OyN0 HagaHO MOBHOTO KOMMEKTY
OOKyMeHTauil

3acTynHUK Ha4YaslbHUKa Ynpas/liHHA
chapmaueBTUUYHOI AiANBHOCTI Ta
AKOCTI (hapmMmaueBTUUHOI NPOAYKLiT H0.M. Kepga
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