MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
04.06.2018 Ne 1056
Kuis

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

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

HAKA3Y1O:

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

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

3. BHectn 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapchKMX 3acobiB YKpaiHM Ha JTKapcekKi 3acobu (MeauuHi imMyHOOiosoriudi
TriperapaTy) 3TriJJHO 3 MepesiikoM (JOoAaToK 3).



4. KOHTpOJIb 3a BUKOHAHHAM LIbOI'0 HaKa3y ITOK/IaCTU Ha 3acTyIHUKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



NMEPENIK

Aopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn
04.06.2018 Ne 1056

3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOIYHUX NPEMNAPATIB), SKI
BHOCATBLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKa BionyckKy HHSA peecmpayiliHo20
3acoby ynakoska) nocBi0YeHHs1
1. ATPAKYPIYM nopoLUokK (cybcTaHuis) y ®isnyHa ocoba- YkpaiHa [bknaHrcy XeHrpyi Kutaii peecTpauist Ha 5 pokis - He nidnsieae UA/16738/01/01
BECUNAT naketax nonieTueHoBmxX nignpvemerb MegiuvH Ko., T4
ans dapmayleBTUYHOrO I'y6eHko Cepriii
3acToCyBaHHSA AHaToniioBny
2. | TENCAM MOPOLLIOK 4151 PO3UUHY 3AT NutBa Brpo6HuK, ITanisa peecTpauisf Ha 5 pokis 3a He nionsieae UA/16729/01/01
ANs iH ekyin no 500 mry "Biridpapma” BiANOBiAA/IbHWIA 3a MepiognyHiCTb NogaHHA peyenmom
thnakoHax Ne 5y KOHTPO/b SIKOCTI, perynsipHo OHOBJIOBAHOTO
KOMMNAEKTi 3 PO3YNHHUKOM nepBuUHHE Ta 3BiTYy 3 6€3neKku BigNOBIgHO A0
no 5 mn B amnynax Ne 5 BTOPUHHE Mopsaaky 34iicHeHHS
nakyBaHHs1, 403BiN dhapmakoHarnsgy,
Ha BUMycK cepii 3aTBepXeHoro Hakasom
roToBOro MiHicTepcTBa OXOPOHU
niKkapcbkoro 3acoby 34,0p0B’A YKpaiHu Big 27
Ta BUPOOHMLTBO rpyaHsa 2006 poky Ne 898,
PO3YMHHMKa 3a 3apeecTpoBaHuii B
NOBHUM LMK/IOM: MiHicTepcTBi tocTULi YKpaiHu
NNABOPATOPIO 19 rpyaHa 2016 poky 3a Ne
ITANIAHO 1649/29779 (y pepakuii Hakasy
BIOKIMIKO MiHicTepcTBa OXOpPOHU
PAPMACBIOTIKO 34,0p0B’A YKpaiHu Big 26
NIBAPAPMA C.M.A. BepecHs 2016 poky Ne 996),
ITanis; CTaHOBWTb: 3rigHO 3i CTpoKamu,
BTopuHHe 3a3Ha4YeHUMN Y NepiognNyHOCTI
nakyBaHHS r0TOBOro nofAaHHA perynsapHuX 3BiTie 3
nikapcbKoro 3acoby: 6e3nekun
CY.o.CHMU. 4
J>KOBEHLUAHA
POBEPTO E
MENIUUONA
MIPKO KNAY IO
Bupo6HMLTBO in-
bulk nopoLuky:
OMHIABIOC C.P.J.
ITanis
3. FEPLUENTUH® niocpinizat ans ®. XodphdhpmaHH- LLIBeliLapis BrnpobHMUTBO LLIBeviuapisi/ peecTpauist Ha 5 pokis 3a He nidnsiecae UA/13007/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
KOHLIEHTpAaTy ANA po3ynHy Na Pow /14, Hepo3dgacoBaHoi cuwA/ MepiognyHICTb NogaHHSA peyenmom
Ans iHgysili no 150 mry npoAayKuii, nepBnHHe HimeyunHa perynsipHoO OHOB/IKOBAHOI0
dhnakoHi Nel nakyBaHHs, 3BITY 3 6e3neku BigNoBIAHO [0
BMNPOOYBaHHSA Mopsiaky 34ifCHeHHs
KOHTPO/IO AKOCTI: dhapmakoHarnsgy,
@ . XothbdmaHH-115 3aTBepKeHOro Hakasom
Pow NTg, MiHiCTepcTBa OXOPOHU
LLBeiiuapis; 30,0p0B’A YKpaiHu Big 27
Brpo6HuLTBO rpyaHa 2006 poky Ne 898,
Hepo3dacoBaHoOi 3apeecTpoBaHuii B
npoAayKuii, nepBnHHe MiHicTepcTBi tocTULiT YkpaiHu
nakyBaHHs: 19 rpyaHa 2016 poky 3a Ne
L[bKeHeHTeK IHK., 1649/29779 (y pepaxuii Hakasy
CLUA; MiHicTepcTBa OXOpPOHU
BupobHmuTBO 34,0p0B’A YKpaiHu Big 26
Hepo3dgacoBaHoi BepecHst 2016 poky Ne 996),
NPOAYKLT, NnepBUHHE CTaHOBWTb: 3riAHO 3i CTpOKamu,
nakyBaHHs, 3a3Ha4YeHUMM Y NepiognUyYHOCTI
BTOPUHHE nofaHHA perynsapHux 3siTie 3
nakyBaHHS, 6e3neku.
BMNPOGYBaHHSA
KOHTPOJIO AKOCTI,
BUNYCK cepil:
Pow fliarHocTrkKe
Mm6X, HimevunHa;
BTopuHHe
nakyBaHHs,
BMNPOOYBaHHSA
KOHTPO/IO AKOCTI,
BUMNYCK Cepil:
. XodhdpmaHH-/15
Pow NTpA,
LLiBeliLapis
4. | TEPUENTUH® niogpinizat ans ®.XothbhmaHH- LLiBefiuapis Brpo6HMLUTBO CLIA/ peecTpauis Ha 5 pokis 3a He nionsieae UA/13007/01/02
KOHLIEHTpaTty AN po3ynHy Na Pow Jita Hepo3dgacoBaHOl LLiBeiiuapis MepiognyHICTb NofAHHSA peyenmom
ANns iHdysii no 440 mry npoayKuii, NnepBuHHe perynisaipHo OHOB/IHOBAHOIO
donakoHi Nel y koMnekTi 3 nakyBaHHs, 3BiTy 3 6e3neku BigNoBiAHO A0
PO3YMHHKKOM No 20 MmNy BUNPOOYBaHHSA Mopsiaky 34iCHEHHs
donakoHi Nel KOHTPO/O SKOCTI thapmakoHarnagy,
(Tinbkn 3aTBEPKEHOr0 Hakasom
CTepubHICTb Ta MiHicTepcTBa OXOpPOHU
MeXaHiuHi 300pOoB’A YKpaiHu Big, 27
BK/TIOUEHHS): rpyaHa 2006 poky Ne 898,
[KeHeHTeK IHK., 3apeecTpoBaHuii B
CUA; MiHicTepcTBi tocTuLii Ykpainu
J[bxeHeHTeK IHK., 19 rpyaHa 2016 poky 3a Ne
CLUA; 1649/29779 (y pepaxuii Hakasy
BunpobyBaHHs MiHicTepcTBa 0XOpOHU
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

KOHTPO/0 AKOCTI
(Tinbkn
CTEpPUsbHICTb Ta
MeXaHiyHi
BK/IIOYEHHS):
[KeHeHTek IHK.,
CUA;
BunpobyBaHHs
KOHTPOJIO AKOCTI:
. XodhdpmaHH-/15
Pow NTpA,
LBeliuapis;
BTopuHHe
nakyBaHHS,
BMNPOGYBaHHSA
KOHTPOJIO AKOCTI,
BUNYyCK cepil:
®.XothbdmaHH-115
Pow 14,
LLBeiiuapis;
PO3YMHHKK:
BunpobHMuTBO
Hepo3dhacoBaHOl
nNpoAyKLUii, NepBNHHE
nakyBaHHs,
BTOPUHHE
nakyBaHHS,
BMNPOOYBaHHSA
KOHTPO/IO AKOCTI,
BUMNYCK Cepil:
. XodhdpmaHH-/15
Pow NTpA,
LLeliLapis
BunpobyBaHHS
KOHTPO/IO AKOCTI:
®.XothbdmaHH-115
Pow 1A,
LLIBeiiuapis

34,0p0B’sA YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTpOKamu,
3a3HaYeHMM y NepioANYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6esneku.

30/E[JPOHOBA
KUCNOTA

KOHLEHTpAaT 4718 PO3YnHY
Ans iHdysii, 0,8 mr/mn, no
5 mn B amnyni, no 1
amnyni B 6nictepi, no 1
6nictepy B nayui, no 5
amnyn B 6nictepi, no 1
abo no 2 6nictepy B nayw,i

MpusatHe
akujioHepHe
TOBapuCTBO

"Nlekxim -

Xapkis"

YkpaiHa

MpusaTHe
akujioHepHe
TOBApUCTBO "J1ekxim
- Xapkis"

YkpaiHa

peecTpauis Ha 5 pokiB.
MepioguyHicTb NogaHHA
perynsipHo OHOBJIOBAHOTO
3BiTYy 3 6e3neku BigNOBIgHO A0
Mopsaaky 34iicHeHHS
dhapmakoHarnsgy,
3aTBEPKEHOTO HaKa3oM
MiHicTepcTBa 0XOpOHY
304,0p0B’sA YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,

3a
peyermom

He nionsiea

UA/16730/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

3apeecTpoBaHuii B
MiHicTepcTBi tocTULiT YkpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu Big, 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMN Y NepiognUyHOCTI
NOAAHHSA PerynsipHux 3BiTiB 3
6esneku.

30/E[JPOHOBA
KUCNOTA
MOHOTIAPAT

MOPOLLIOK KpUCTaNiuHnin
(cybcTaHuis) y noagiliHmx
nonieTUNeHOBUX NakeTax
Ans dhapmauleBTUYHOro
3aCTOCyBaHHSA

MpusatHe
akujioHepHe
TOBapUCTBO

"Jlekxim -

Xapkis"

YkpaiHa

Manpimeg C.A.

ApreHTnHa

peecTpauist Ha 5 pokis

He nionsiea

UA/16731/01/01

NELEE®

TabneTku, BKpUTI
N/1iBKOBOK 060/10HKOI0, MO
100 mr NelO (10x1) y
6nictepax

[-p Peppi'c
Nab6opaTtopic
n1g,

IHAis

Mepgpaiik flimites

IHais

peecTpadist Ha 5 pokis
MepiognyHICTL NOgAHHSA
perynspHo OHOB/IIOBAHOTO
3BiTYy 3 6e3neku BiZNOBIAHO A0
Mopsiaky 34iNCHEeHHS
hapmakoHarnagy,
3aTBEPKEHOr0 HaKa3om
MiHicTepcTBa 0XOpOHY
3[,0p0B’A YKpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULT YKpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pegaxuii Hakasy
MiHicTepcTBa OXOPOHU
34,0p0B’sA YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTL: 3rifHO 3i CTPOKamu,
3a3HavYeHMU y NepioANYHOCTI
NOAAHHSA PerynspHux 3BiTie 3
6e3neku.

3a
peyenmom

He nionsicae

UA/16732/01/01

NELEE®

TabneTkn, BKPUTI
NAiBKOBOK 00010HKOIO, MO
200 mr NelO (10x1) y
6nicTepax

O-p Peppi'c
Nab6opaTtopic
nra

IHais

Megpaiik Nimites

IHais

peecTpadist Ha 5 pokis
MepiognyHICTL NOgAHHSA
perynsipHoO OHOB/IHOBAHOTO
3BiTYy 3 6€3neku BigNOBIAHO A0
Mopsiaky 34iCHEeHHs
thapmakoHarnagy,
3aTBEPKEHOr0 HaKa3oMm
MiHiCTepcTBa OXOPOHU
34,0p0B’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B

3a
peyenmom

He nionsizae

UA/16732/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakujii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu,
3a3HavyeHnMy y NepioguyHoCTI
NOAAHHSA PerynsapHuX 3BiTie 3
6e3neku.

10.

PUKOHPEL

TabneTku, BKpUTI
NAiBKOBOK 000I0HKOIO, MO
50 mr, no 10 TabneTok y
6nictepi, no 1 a6o 3
6nictepun y Kopobui

[-p Peppi'c
Nab6opaTtopic
nTg,

IHAis

f-p Peppi'c
Na6opaTopic /T4,
Bupo6Hnya
LinbHUuA - 11

IHais

peecTpauist Ha 5 pokis
MepiognyHICTb NOgAHHSA
perynsipHo OHOBJIOBAHOTO
3BiTy 3 6e3neku BiAMNOBIAHO A0
Mopsiaky 34iNCHEHHS
dhapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa 0XOpOHU
300pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa 0XOpoHY
34,0p0B’sA YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu,
3a3HavyeHnMY y NepioguyHoCTI
NOAAHHSA PerynspHuX 3BiTie 3
6e3neku

3a
peyenmom

He nionsicae

UA/16733/01/01

PUKOHPEL

TabneTku, BKpUTI
NAiBKOBOK 06010HKOIO, MO
200 wr, no 10 TabneTok y
6nictepi, no 1 a6o 3
6nictepun y Kopobui

[-p Peppi'c
Nab6opaTtopic
n1g,

IHAis

[-p Peppi'c
Na6opaTopic /T4,
Bupo6Huya
OinbHuus - 11

IHais

peecTpauis Ha 5
pokisllepiognyHiCTb NogaHHA
perynspHo OHOB/IIOBAHOTO
3BiTYy 3 6e3neku BiZNOBIAHO A0
Mopsiaky 34iNCHEeHHS
thapmakoHarnagy,
3aTBEPKEHOr0 HaKa3om
MiHicTepcTBa 0XOpOHY
3[,0p0B’A YKpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULT YKpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pegaxuii Hakasy
MiHicTepcTBa OXOPOHU
34,0p0B’sA YKpaiHu Big 26
BepecHs 2016 poky Ne 996),

3a
peyenmom

He nionsicae

UA/16733/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
CTaHOBWTb: 3riAHO 3i CTPOKamy,
3a3HavyeHnMy y nepioguyHoCTi
NOAAHHSA PerynsapHuX 3BiTie 3
6e3neku
11. PO3YCTAT TabneTkun, BKpUTI Makneopc IHAis Makneoac IHais peecTpauist Ha 5 pokis 3a He nidnsieae UA/16734/01/04
NNiBKOBOIO 060/I0HKOD, N0 | dapmacbioTuKas PapmacboTHKaNc MepiognyHICTb NOgAHHSA peyenmom
40 wr, no 10 TabneTtok y c Nimiteq, Nimiteq perynsipHoO OHOB/IOBAHOTO
6nictepi, no 3 a6o 9 3BiTy 3 6e3neku BiAMNOBIAHO A0
6nicTepiB y KApTOHHIN Mopsaaky 34iicHeHHA
Kopo6ui, no 30, 60, 90 thapmakoHarnagy,
Tabnetok y donakoHi, no 1 3aTBEPKEHOro Haka3oM
hNakoHy B KAPTOHHIl MiHicTepcTBa OXOPOHU
Kopoo6Li 300pOB’A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa 0XOpOHY
304,0p0B’sA YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu,
3a3HavyeHnMn y nepioguyHoCTi
NOAAHHSA PerynspHuX 3BiTie 3
6e3neku
12. PO3YCTAT TabneTku, BKpUTI Makneopc IHAis Makneoac IHais peecTpadist Ha 5 pokis 3a He nidnsiecae UA/16734/01/01
NNiBKOBOI 060/I0HKOD, N0 | dapmacbioTuKas PapmacboTrKanc MepiognyHICTb NOgAHHSA peyenmom
5 wmr, no 10 TabneTok y c Nlimiteq, Nimiteq perysisipHoO OHOB/TKOBAHOI0O
6nictepi, no 3 a6o 9 3BiTYy 3 6e3neku BiZNOBIAHO A0
6nicTepiB y KAPTOHHIN Mopsaaky 34iicHeHHSA
Kopo6ui, no 30, 60, 90 hapmakoHarnsagy,
Tabnetok y donakoHi, no 1 3aTBEPKEHOr0 Haka3oM
hNakoHy B KApPTOHHIl MiHicTepcTBa OXOPOHU
KopooLi 3[,0p0B’A YKpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULT YKpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHU
34,0p0B’sA YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTL: 3rifHO 3i CTPOKamu,
3a3HavYeHMU y NepioANYHOCTI
NOAAHHSA PerynspHux 3BiTie 3
6e3neku
13. PO3YCTAT TabneTku, BKpUTI Makneopc IHais Makneoac IHais peecTpadist Ha 5 pokis 3a He nidnsieae UA/16734/01/03
N/1iBKOBOK 060/I0HKOI0, N0 | PapMackblOTUKa PapmacboTUKasIC MepiognYHICTb NOAaHHS peyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
20 mr, no 10 TabneTok y c Nimiteq, Nimiteq perynsipHoO OHOB/IOBAHOTO
6nictepi, no 3 a6o 9 3BiTy 3 6e3neku BiAMNOBIAHO A0
6nicTepiB y KAPTOHHIi MopsiaKy 34iCHEHHs
Kopo6ui, no 30, 60, 90 thapmakoHarnagy,
Tabnetok y donakoHi, no 1 3aTBEPKEHOr0 Haka3oM
(p1aKOHY B KAPTOHHIl MiHicTepcTBa OXOpPOHU
Kopoo6Li 300pOoB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakujii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu,
3a3HavyeHVMY y NepioguyHoCTI
NOAAHHSA PerynsapHuX 3BiTie 3
6e3neku
14. PO3YCTAT TabneTku, BKpUTI Makneopc IHAis Makneoac IHais peecTpauist Ha 5 pokis 3a He nidnsieae UA/16734/01/02
NNiBKOBOIO 060/I0HKOD, N0 | dapmacbioTuKas PapmacboTHKaNc MepiognyHICTb NOgAHHSA peyenmom
10 mr, no 10 TabneTok y c Nimiteq, Nimiteq perynsipHoO OHOB/IOBAHOTO
6nictepi, no 3 a6o 9 3BiTy 3 6e3neku BiAMNOBIAHO A0
6nicTepiB y KAPTOHHIN Mopsaaky 34iicHeHHA
Kopo6ui, no 30, 60, 90 thapmakoHarnagy,
Tabnetok y donakoHi, no 1 3aTBEPKEHOr0 Haka3oM
hNakoHy B KAPTOHHIl MiHicTepcTBa OXOPOHU
Kopoo6Li 300pOB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULii YkpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa 0XOpoHY
34,0p0B’sA YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu,
3a3HavyeHnMY y NepioguyHoCTI
NOAAHHSA PerynspHuX 3BiTie 3
6e3neku
15. CENTO/IETE® NboasHukKM, 3 Mr/1 Mr no 8 KPKA, a.4., CnoBeHis BMPOBHMLTBO "in CnoBeHis peecTpauist Ha 5 pokiB. 6e3 nionsieae UA/16752/01/01
TOTAN NINMOH NboAsAHUKIB Y 6nicTepi, no HoBo mecTo bulk", nepBuHHa Ta MepiognyHicTb NogaHHA peyenma
TA MEL 1,no 2, no 3, no 4 abo no BTOPUHHA ynakoBKa: perynspHo OHOB/1OBaHOro

5 6nicTepiB y Kopobui

KPKA, a.4., Hoso
mecTo, C/oBeHis;
KOHTPO/b cepil:
KPKA, a.4., Hoso
mecTo, C/10BEHiS;

3BiTYy 3 6e3neku BiZNOBIAHO A0
Mopsiaky 34iNCHEeHHS
dhapmakoHarnsgy,
3aTBEPKEHOIO HaKka3oMm
MiHicTepcTBa 0XOpOHU
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

KOHTPO/Ib Ta BUMYCK
cepi:
KPKA, a.4., Hoso
MecTo, CnoBeHis

300pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu,
3a3HavyeHnMy y nepioguyHoCTI
NOAAHHSA PerynsapHuX 3BiTie 3
6e3neku.

16.

17.

TOMPA3

TOMPA3

TabneTkun
racTpope3ncTeHTHi, 40 mMr
no 10 TabneTok y
6nictepi, no 3 6nicTepu B
KapTOHHI KOpoo6Li

Aypob6iHa0
Papma /114

IHAis

Aypob6iHao Papma
Nimiten - FOHIT VII

IHais

peecTpauist Ha 5 pokis
MepiognyHICTb NOgAHHSA
perynsipHo OHOBJIOBAHOTO
3BiTy 3 6e3neku BiAMNOBIAHO A0
Mopsiaky 34iNCHEHHS
dhapmakoHarnsgy,
3aTBEPIKEHOIO Haka3oMm
MiHicTepcTBa 0XOpOHU
300pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa 0XOpOHY
304,0p0B’sA YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu,
3a3HavyeHnMn y nepioguyHoCTi
NOAAHHSA PerynspHuX 3BiTie 3
6e3neku.

3a
peyenmom

He niosisicae

UA/16735/01/01

MOPOLLOK A/151 PO3UNHY
ANs iH ekuiin, 40 mMry
chnakoHax Nel

AypobiHao
Papma /114,

IHAis

AypobiHao dPapma
Nimiteq

IHais

peecTpadist Ha 5 pokis
MepiognyHICTb NOgAHHSA
perynspHo OHOB/IOBAHOTO
3BiTYy 3 6e3neku BiZNOBIAHO A0
Mopsiaky 34iNCHEeHHS
hapmakoHarnagy,
3aTBEPKEHOr0 HaKa3om
MiHicTepcTBa 0XOpOHU
3[,0p0B’A YKpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULT YKpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy

3a
peyenmom

He nionsicae

UA/16735/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi0o4YeHHs1

MiHicTepcTBa 0XOpOHU
30,0p0B’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKamu,
3a3HayvYeHMU y NepiogNYHOCTI
NOAAHHSA PerynsapHuX 3BiTie 3
6e3neku.

HauyanbHuK YnpaBniHHA chapmMmaueBTUYHOI
DIANBHOCTI Ta AKOCTI (hapmaueBTUYHOT NpoAYKLUil T.M. NIAcKOBCbLKUM



MEPENIK

Aopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn
04.06.2018 Ne 1056

NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIO/TOMNYHUX MPENAPATIB), AKI
BHOCATbLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiIBHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
1. | ANAGNH® Tabnetkv no 10 mr no 10 MAT "dapmak” YkpaiHa MAT "dapmak” YkpaiHa MepepeecTpauis Ha 3a He nionsieae UA/11314/01/02
TabneTtok y 6nictepi; no 3 HeobMeXeHuin TepMiH. 3MiHu | peyenmom

abo no 5 6nictepis y nayui
3 KapTOHY

TMny - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3miHa y

KOPOTKIili XapakTepucTuLi
NikapcbKoro 3acoby, TekcTi
MapKyBaHHs Ta IHCTPYKLUii Ans
MeAMYHOr0o 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo
nocnigpkeHs 3 6e3neku
3aCTOCyBaHHSA NiKapCbKoro
3acoby B nicnapeecTpavuiiiHuii
nepiog, abo sk pesynbrart
OLLiHKM 3BIiTYy 3 AOC/iKEHb,
npoBeeHnX BifnoBigHoO A0
nnaHy negjatpuyHmx
pocnigpxens (PIP) (3mMiHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XEHVM OpraHoMm) -
3MiHM BHECEHO [0 IHCTPYKLUIT
ONA MeAUYHOrOo 3aCTOCYBaHHS
nikapcbKoro 3acoby y posginu:
"B3aemogisi 3 iHWnMmn
nikapcbk1UMmK 3acobamu Ta iHLWi
BUAMN B3aemogiii",
"Oco611BOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepiof
BariTHoCTi abo rofyBaHHs
rpyaato”, "MobivHi peakwyii”
BiANOBIAHO 4O OHOBNEHOT
iHchopmauii 3 6e3neku gjtoyoi
PEeyoBVHM.
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

MepiognyHicTb NogaHHsA
perynsipHo OHOBJIOBAHOTO
3BiTYy 3 6€3neku BigNOBIAHO A0
Mopsaaky 34iiCHeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpOoHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULiT YkpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHU
370poB’A YKpainu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHUMN Y NepiogUyYHOCTI
NOAAHHSA PerynsipHuX 3BiTiB 3
6e3neku.

ANAQNH®

Tabnetkn no 5 mr no 10
TabneTok y 6nictepi; no 3
abo no 5 6nicTepis y nauui
3 KapTOHY

MAT "®apmak”

Ykpaina

MAT "®apmak”

YkpaiHa

MepepeecTpauia Ha
HeobMexeHui TepMiH. 3MiHu |
TMny - 3MiHK WoA0
6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKIili XapakTepucTuLi
NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPyKLUii Ans
MeAMYHOr0o 3aCTOCYBaHHS Ha
nigcrasi perynsipHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3acTOCyBaHHSA NikapCbKoro
3acoby B nicnapeecTpaviiiHuii
nepiog, abo sk pesynbrart
OLjiHKM 3BITY 3 AOCIXEHD,
npoBeAeHnX BignoBigHO A0
nnaHy negjaTpuyHmx
pocnigpxeHs (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMETEHTHUM
YNOBHOB&XEHVM OpPraHom) -
3MiHM BHECEHO [0 IHCTPYKLUIT
ONA MeAUYHOrO 3aCTOCYBaHHS
niKapcbKoro 3acoby y po3ginu:
"B3aemogisi 3 iHWnMmn
nikapcbknmy 3acobamu Ta iHLi

BMAW B3aemogiii",

3a
peyerimom

He nionsizae

UA/11314/01/01




14

n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

"Oco611BOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepiof
BariTHoCTi abo rofyBaHHs

rpyaato”, "MobivHi peakwyii
BiAMNOBIAHO 4O OHOBNEHOT
iHdhopmauii 3 6e3neku gitoyoi
PEeyoBVHM.

MepiognyHICTb NOfAHHSA
perynsipHoO OHOBJIOBAHOTO
3BiTy 3 6e3neku BiAMNOBIAHO A0
Mopsaaky 3aiAcHeHHs
dhapmakoHarnsgy,
3aTBEPAKEHOrO Haka3oMm
MiHicTepcTBa 0XOpOHK
300pOoB’A YkpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakujii Hakasy
MiHicTepcTBa 0XOpOoHK
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK,
3a3HavyeHnMy y NepioguyHoCTI
NOAAHHSA PerynsapHuX 3BiTie 3
6e3neku.

FNHEKNT®

TabneTku, BKpUTI
NAiBKOBOK 06010HKOIO, MO
1r + Tabnetkn, BKpUTI
NNiBKOBOIO 060J10HKOID, MO
1r + Tabnetkn no 150 wmr;
in bulk: no 5000 Ta6bneTok
asutpomiuuHy, 5000
TabneTok cekHigasony,
5000 TabneTok
hNyKoHa30y B NakeTi

OpraHocuH
Naiidp CaeHcms
Mer. N4,

IHais

EBepTomKeH flaiig
CaeHcus Jliviteq

IHais

MepepeecTpalis Ha
HeobMeXeHW TEPMIH.
MepiognyHicTb NogaHHsA

perynsipHo OHOBJ1OBAHOTO
3BiTYy 3 6e3neku BigNOBIgHO A0

Mopsaaky 34iiCHeHHS

dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULT YkpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHU
340poB’A YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogNYHOCTI

He nionsicae

UA/8793/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
NOAAHHSA PerynsipHuX 3BiTiB 3
6e3neku.
4, | THEKUT® TabneTkn, BKpUTI OpraHocviH IHAiA EBepTogxeH faiid IHAis MepepeecTpauis Ha 3a He nionsieae UA/8792/01/01
NAiBKOBOK 000JI0HKOIO, MO Naiidp CaeHcns CaeHcuns Jlimiteq HeobMexeHui TepMiH. 3MiHu | peyenmom
1r1 + TabneTkun, BKpUTI MeT. N14. TMny - 3MiHK WoA0

N/1iBKOBOK 060/10HKOI0, MO
1r + 1abnetkn no 150 wr;
KomM6i-ynakoBka Ne 1:

no 1 Tabnetui
as3nTpOMILVHY, 2 TabneTkn
cekHigasony, 1 Tabnetuj
dnykoHasony y 6nictepi;
no 1 6nictepy B KapTOHHIl
nauwi;

Kombi-ynakoska Ne 5:

no 1 Tabnetui
asnTpomiuuHy, 2 TabneTtku
cekHigasony, 1 Tabnetuj
dnykoHaszony y 6nictepi;
no 1 6nicTepy B KapTOHHiIl
nauuj; No 5 navok y nauui;
Kombi-ynakoBka Ne 1:

no 1 tabnetui
asnuTPOMILVHY, 2 TabneTkn
cekHigaszony, 1 Tabnetui
dhnyKoHasony y cTpuvni; no
1 cTpvny B KapTOHHIi
nauui;

KoM6i-ynakoBka Ne 5:

no 1 Tabnetui
as3nTpOMILVHY, 2 TabneTkn
cekHigasony, 1 Tabnetui
dnykoHasony y cTpuvni; no
1 cTpyny B KAPTOHHIi
nadui; no 5 nayvok y navui

6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKIili XapakTepucTuLi
NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPyKLUii Ans
MeAMYHOr0o 3aCTOCYBaHHS Ha
nigcrasi perynsipHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3aCcTOCyBaHHSA NiKapCbKoro
3acoby B nicnspeecTpaviiiHuii
nepiog, abo sk pesynbrart
OLjiHKM 3BITY 3 AOCIXEHD,
npoBeAeHnX BignoBigHO A0
nnaHy negjatpuyHmx
pocnigpxeHs (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMETEHTHUM
YNOBHOB&XEHVNM OpPraHom) -
3MiHM BHECEHO [0 IHCTPYKLUIT
ONA MeAUYHOTO 3aCTOCYBaHHS
niKapcbKoro 3acoby Ao
po3ginis "B3aemogis 3 iHWMMK
nikapcbknmy 3acobamu Ta iHLi
BMAW B3aemogiin”,
"Oco6MBOCTI 3acTOCyBaHHS",
"Mepepno3yBaHHA", "MOGIYHI
peakuii"BignosigHo 4o
OHOBJ/IEHOT iHdhopMaLii 3
6e3nekun Aj4nx PeyYoBYH.

MepiognyHicTb NogaHHsA
perynsipHo OHOBJIOBAHOTO
3BiTYy 3 6e3neku BigNOBIgHO A0
Mopsaaky 34iiCHEeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULT YKpaiHu
19 rpyaHa 2016 poky 3a Ne
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHU
370poB’A YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHUMN Y NepiognUYHOCTI
NOAAHHSA PerynsipHux 3BiTiB 3
6e3neku.
5. | AENOC CycneHsis Ans iH'ekuii no MAT "dapmak” YkpaiHa MAT "dapmax” YkpaiHa MepepeecTpauis Ha 3a He nionsieae UA/13142/01/01
1 mn B amnyni; no 1 a6o HeoOMeXeHWn TepMiH. peyenmom
no 5 amnyn y 6nictepi; no
1 6nicTepy B nauui 3 MepiognyHicTb NogaHHA
KapToHY perynsipHo OHOBJIOBAHOTO
3BiTy 3 6e3neku BiAMNOBIAHO A0
Mopsiaky 34iCHEeHHS
dhapmakoHarnsgy,
3aTBEPAKEHOrO HaKa3oMm
MiHicTepcTBa OXOpPOHK
3[,0p0OB’A YkpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKamu,
3a3HavyeHnMY y NepioguyHoCTI
NOAAHHSA PerynspHuX 3BiTie 3
6e3neku.
6. | AEPEBIHO TYCTWIA eKCTPaKT My6niyHe Ykpaina My6niyHe YkpaiHa MepepeecTpavia Ha - He nignsarae UA/13108/01/01
EKCTPAKT (cybeTaHuis) y naketax akuioHepHe akuioHepHe HEOBMEXEHUIA TePMiH
rycTuin noABiliHMX TOBapuUCTBO TOBapucTBO
nonieTuneHoBux A5 "HaykoBo- "HaykoBo-
hapmaLeBTUYHOro BMPOGHNYNIA BMPOGHNYNIA LEHTP
3aCTOCyBaHHA LEeHTp "BopLyariBcbKuii
"BopLiariBcbKuii XiMiKo-
XimiKo- thapmaLeBTUYHWI
hapmMaLeBTUYHU 3asof”
1 3aBoa"
7. EBKA3O/MIH® Kpanni HasasibHi no 10 mn MAT "®apmak” Ykpaina MAT "®apmak” YkpaiHa MepepeecTpavin Ha bes niosisieae UA/9051/01/01
y (hNaKoHi 3 ryMmoBOtO Heo6MeXeHnii TepMiH. 3MiHu | peyenma

[103y040I0 BCTaBKOO-
KpanenbHuueto; no 1
hnakoHy B navi 3
KapTOHY

MMy - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3miHa 'y

KOPOTKIi XapakTepucTuui




3asBHUK

KpaiHa
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Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUKa

nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLUIiT Ans
MeAMNYHOro 3acTOCyBaHHSA Ha

nigcrasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3nekn
3acToCyBaHHS NikapcbKoro
3acoby B nicnsipeecTpauiiHnii
nepiog, abo sk pesynbtart
OLiHKM 3BITY 3 AOCNIOKEHD,
npoBefeHnX BignoBigHO A0
nnaxy negiaTpuyHux
pocnimpkeHb (PIP) (3MiHy
Y3rOKEHO 3 KOMNETEHTHUM
YMNOBHOB&XXEHUM OpraHom) -
3MiHV BHECeHi [0 iHCTPYKL,i
015 MeANUYHOT0 3acTOCyBaHHS
nikapcbKoro 3acoby Ao
po3ainis: "MpoTnnokasaHHs",
"B3aemogis 3 iHW1MK
nikapcbknMm 3acobamu Ta iHLWi
BMAW B3aemogii",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaa” (YyTouHeHHs), "ditn"
(0BMEXEHHS ANTAYOTO BIKY -
6yno: 3 7 pokis, cTano: 3 12
pokis), "Cnoci6 3acTocyBaHHs
Ta gosn”, "fNepenosysaHHA",
"Mo6iuHi peakwji" BigNoBigHO
[0 OHOBJEHOT iHchopMmaLi 3
6e3nekun Aitoyoi peHOBUHN.

MepiognyHICTb NOgaHHSA
perynspHo OHOB/IOBAHOTO
3BiTy 3 6e3nekun BiANoBiAHO A
Mopsaaky 3aiAcHeHHs
dhapmakoHarnsgy,
3aTBEPPKEHOr0 Haka3om
MiHicTepcTBa 0XOpOHK
300poB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B

(o]

MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne

1649/29779 (y pefakujii Hakasy
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu,
3a3HavyeHnMy y NepioguyHoCTI
NOAAHHSA PerynsapHuX 3BiTie 3
6e3neku.
8. | 3YBHI KPAN/I PO34uH 3y6HMIA, no 10 mMn TOB Ykpaina TOB "TepHodapm" YkpaiHa MepepeecTpauia Ha 6e3 nignsarae UA/8727/01/01
y chnakoHi; no 1 donakoHy "TepHodhapm" HeobMeXeHW TEPMIH. peyenma
y mayui 3 kapToHy; no 10 MepiognyHicTb NogaHHsA
My conakoHax; no 20 mn perynsipHo OHOBJ1OBAHOTO
y thnakoHi-KpanenbHULL; 3BiTYy 3 6e3neku BignNoBiAHO 40
no 1 conakoHy- Mopsaaky 34iiCHEeHHS
KpanesibHUUi y nayui 3 thapmakoHarnsagy,
KapToHy; no 20 MmNy 3aTBepXEeHOro Hakasom
dhnakoHax-kpanenbHULAX MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULT YKpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiognNYHOCTI
NOoAAaHHSA perynspHux 3BiTiB 3
6esneku.
9. IPUDOPUH Kpanni o4Hi 2,5% no 5 mn CEHTICC IHais CEHTICC ®APMA IHais MepepeecTpauia Ha 3a He niidnsiecae UA/7687/01/01
y thnakoHi-kpanenbHuL,, PAPMAMBT. nBT. NTA,. HeobMexeHni TepMiH. 3MiHu | peyenmom
no 1 chnakoHy y KapTOHHIlA nTAa. TMny - 3MiHK WoA0

navu,i

6e3nekn/eeKkTBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOPOTKIili XxapakTepucTuui
nikapcbKoro 3acoby, TekcTi
MapKyBaHHs Ta IHCTPYKLUIT 4515
MeJMYHOrO 3aCTOCYBaHHS Ha
nigcrasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo
nocnigpkeHs 3 6e3neku
3aCcTOCyBaHHSA NiKapCbKoro
3acoby B nicnapeecTpaviliHuii
nepiog, abo sk pesynbrart
OLiHKM 3BITY 3 AOCNIOKEHD,
npoBeAeHnX BignoBigHO A0
nnaHy negiatpuyHmx
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

pocnigxeHb (PIP) (iHwi 3miHW) -
3MiHV BHECeHi [0 iHCTPYKL,i
ONA MeAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao
po3ainis: "MpoTnnokasaHHs",
"B3aemogis 3 iHW1MK
nikapcbknMmn 3acobamu Ta iHLWi
BMAW B3aemogii",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakwyji" BigNoBigHO
[,0 OHOBJIEHOI iHdhopMaLiT 3
6e3nekn 3acTocyBaHHs filo4oi
PEeyoBUHN.

MepiognyHICTb NOgaHHSA
perynsipHoO OHOBJIOBAHOTO
3BiTy 3 6e3neku BiAMNOBIAHO A0
Mopsaaky 34iAcCHEeHHS
dhapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
300poB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakujii Hakasy
MiHicTepcTBa 0XOpOHK
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamy,
3a3HavyeHnMY y nepioguyHoCTI
NOAAHHSA PerynsapHuX 3BiTie 3
6e3neku.

10.

KETAMIH-3H

PO34uMH NS iH'eKLiin, 50
Mr/MA 1o 2 M B amnyni,
no 10 amnyn y kopo6ui 3
KapTOHy; Mo 2 MN B
amnyni, no 5 amnyn y
6nicTepi, no 2 6nictepn y
KOpo6Li 3 KapTOHY

ToBapucTBO 3
06MEXEeHOI0
BignoBiganbHICT
10 "XapkiBcbke
thapmaueBTuuHe
nignpyeMCcTBO
"300poB'a
Hapoay"

YKpaiHa

ToBapucTso 3
0bMexeHo
BiANOBiAA/IbHICTIO
"XapkiBcbke
thapmaueBTyHe
niANpMEMCTBO
"340poB'a Hapoay"

YKpaiHa

MepepeecTpalis Ha
HeobMeXeHWin TepMiH. 3MiHu |
TUny - 3MiHM WoAao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKIil XapakTepucTumui
nikapcbKoro 3acoby, TekcTi
MapKyBaHHS! Ta IHCTPYKUii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKkoro 3acoby, abo
nocnigpkeHs 3 6e3neku
3aCTOCYBaHHS N1iKapCbKOro

3a
peyenmom

He nionsicae

UA/12951/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1

3acoby B nmicnspeecTpauiiiHmii
nepiod, abo K pe3ynbtart
OLjiHKW 3BITY 3 AOCAIXEHD,
npoBeAeHUX BigNoBiAHO A0
nnaaHy negiaTpuyHux
pocnigpkens (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHU BHECEHO [0 IHCTPYKUi Y
po3ginu "rpoTunokasaHHsA",
"B3aemogis 3 iHW1Mmn
nNikapcbknmy 3acobamu Ta iHLi
BMAW B3aEMOSn",
"Oco611MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog
BariTHoCTi abo rogyBaHHs
rpygaro”, "3aartHicTb BNAnBaTu
Ha LWBWAKICTb peakLii npn
KepyBaHHi aBTOTPaHCNOPTOM
abo iHWKMN MexaHismamn®,
"Mo6iuHI peakwji" BigNoBigHO
[0 OHOBJIEHOT iHdhopMmaL;i 3
6e3nekun Ajtoyoi pevyoBUHN.
3MiHu | TMNYy - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
ab60 3MiHW [0 y3arasibHeHnX
JaHux npo cucremy
thapmakoHarnagy (BBefeHHs
y3arasibHeHVX faHnx npo
cuctemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiNOBIAa/1bHOT 3a 34iICHEHHS
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHUKA A4N19 34IACHEHHSA
thapmakoHarnagy B YkpaiHi,
AKLLO BOHa BigMiHHA Bif
YNOBHOBaXXEHOT 0CO6U,
BiAgNOBiga/IbHOI 3a 3AiACHEHHSI
hapmakoHarnagy (Bkiovaoum
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-ghaiina
cucTemu dhapmMakoHarnsagy).
3MiHa KOHTaKTHUX AaHnX
YMOBHOB&XeHOT 0cobu 3
dhapmakoHarnsgy.
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

MepiognyHicTb NogaHHsA
perynsipHo OHOBJIOBAHOTO
3BiTYy 3 6€3neku BigNOBIAHO A0
Mopsaaky 34iiCHeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpOoHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULiT YkpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHU
370poB’A YKpainu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHUMN Y NepiogUyYHOCTI
NOAAHHSA PerynsipHuX 3BiTiB 3
6e3neku.

11.

KNAPUTPOMILUN
H rPIHAEKC

TabneTku, BKpUTI
NNiBKOBOI 060J1I0HKOHD, MO
500 mrno 7 abo no 8
Tabnetok y 6nictepi; no 1
abo 2 6nictepu B navui 3
KapTOHY

AT "IpiHaekc"

Nargis

Bnycapma-
IHayCTpis
PapmaueBTUKa,
C.A.

MopTyranis

MepepeecTpauia Ha
HeobMexeHui TepMiH. 3MiHu |
TMny - 3MiHK WoA0
6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHM [0 y3arasibHeHNX
[aHux npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHnx npo
cuctemy chapmakoHarnsgy,
3MiHa YNOBHOBaX€EHOI 0co6H,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnagy
3asBHUKA A5 34ICHEHHSN
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHA Bif
YNOBHOBaXEHOT 0cobu,
BiANOBIA&UIbHOI 3a 34iICHEHHSA
thapmakoHarnsgy (Bkiouatoum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
pO3MiLLeHHI MacTep-ghaiina
cuctemn chapmakoHarnagy).
3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0CO6M B YKpaiHi
0N 30iNCHEHHA
chapmakoHarnsgy

3a
peyerimom

He nignsrae

UA/13144/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

MepiognyHicTb NogaHHsA
perynsipHo OHOBJIOBAHOTO
3BiTYy 3 6€3neku BigNOBIAHO A0
Mopsaaky 34iiCHeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpOoHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULiT YkpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHU
370poB’A YKpainu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHUMN Y NepiogUyYHOCTI
NOAAHHSA PerynsipHuX 3BiTiB 3
6e3neku.

12.

KNAPUTPOMILUN
H rPIHAEKC

TabneTku, BKpUTI
NNiBKOBOI 060J1I0HKOHD, MO
250 mr no 7 a6o no 8
Tabnetok y 6nictepi; no 1
abo 2 6nictepu B navui 3
KapTOHY

AT "IpiHaekc"

Nargis

Bnycapma-
IHayCTpis
PapmaueBTUKa,
C.A.

MopTyranis

MepepeecTpauia Ha
HeobMexeHui TepMiH. 3MiHu |
TMny - 3MiHK WoA0
6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHM [0 y3arasibHeHNX
[aHux npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHnx npo
cuctemy chapmakoHarnsgy,
3MiHa YNOBHOBaX€EHOI 0co6H,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnagy
3asBHUKA A5 34ICHEHHSN
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHA Bif
YNOBHOBaXEHOT 0cobu,
BiANOBIA&UIbHOI 3a 34iICHEHHSA
thapmakoHarnsgy (Bkiouatoum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
pO3MiLLeHHI MacTep-ghaiina
cuctemn chapmakoHarnagy).
3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0CO6M B YKpaiHi
0N 30iNCHEHHA
chapmakoHarnsgy

3a
peyerimom

He nignsrae

UA/13144/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

MepiognyHicTb NogaHHsA
perynsipHo OHOBJIOBAHOTO
3BiTYy 3 6€3neku BigNOBIAHO A0
Mopsaaky 34iiCHeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpOoHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULiT YkpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHU
370poB’A YKpainu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHUMN Y NepiogUyYHOCTI
NOAAHHSA PerynsipHuX 3BiTiB 3
6e3neku.

13.

KNOTPUMASON

mMasb 1 % no 20 r y Ty6i;
no 1 Ty6i B nauui 3
KapToHYy

OpraHocuH
Naiidp CaeHcns
Mert. N114.

IHais

EHK'106 ETikans
MpaiBit Mimiteq

IHais

MepepeecTpauia Ha
HeobMexeHui TepMiH. 3MiHu |
TMny - 3MiHK WoA0
6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKIili XapakTepucTuLi
NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPyKLUii Ans
MeAMYHOr0o 3aCTOCYBaHHS Ha
nigcrasi perynsipHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3acTOCyBaHHSA NikapCbKoro
3acoby B nicnapeecTpaviiiHuii
nepiog, abo sk pesynbrart
OLjiHKM 3BITY 3 AOCIXEHD,
npoBeAeHnX BignoBigHO A0
nnaHy negjaTpuyHmx
pocnigpxeHs (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMETEHTHUM
YNOBHOB&XEHVM OpPraHom) -
3MiHM BHECEHO [0 IHCTPYKLUIT
ONA MeAUYHOrO 3aCTOCYBaHHS
niKapcbKoro 3acoby y po3ginu:
"Moka3aHHS" (yTOUHEHHS
iHbopmawii), "B3aemogis 3
iHLMMW NTiKapCbKMMKU 3acobamm

6e3
peyenma

nidnsieae

UA/8794/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

Ta iHWi B1AW B3aemogjin”,
"Oco611MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaar”, "MepenosysaHHa",
"Mo6iuHI peakwji" BigNoBigHO
[0 OHOBJIEHOT iHdhopMmaL;i 3
6e3nekun Aitoyoi peHOBUHN.

MepiognyHicTb NogaHHsA
perynsipHo OHOBJIOBAHOTO
3BiTYy 3 6€3neku BigNOBIAHO A0
Mopsaaky 34iiCHeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpOoHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULiT YkpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHU
370poB’A YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHUMN Y NepiognyYHOCTI
NOAAHHSA PerynsipHux 3BiTiB 3
6e3neku.

14.

NA30NEKC

PO34nH ANS iH'eKuin, 7,5
Mr/M/1, Mo 2 M B amny/ii;
no 5 amnyn y nauui 3
KapTOHY

TOB "HIKO"

Ykpaina

KoHTpO/b, BUMYCK
cepii:

TOB "HIKO",
YKpaina;
HeposdacoBaHuii
NPOAYKT, NepBUHHA
ynakoBKa, BTOPYHHA
yNaKoBKa, KOHTPO/b:
JEMO CA
PAPMACBIOTIKAN
IHOACTPI, peuijs

YkpaiHa/
Ipeuis

MepepeecTpauia Ha
HeobMexeHni TepMiH. 3MiHu |
TMny - 3MiHK WoA0
6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKIili XapakTepucTuLi
nNikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPyKLUii Ans
MeAMYHOr0o 3aCTOCYBaHHS Ha
nigcrasi perynsipHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3acTOCyBaHHSA NikapCbKoro
3acoby B nicnspeecTpaviiiHuii
nepiog, abo sk pesynbrart
OLjiHKM 3BITY 3 AOCIXEHD,
npoBeAeHnX BignoBigHO A0
nnaHy negiatpuyHmx

3a
peyermom

He nionsizae

UA/12750/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1

pocnigpxens (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XEHNM OpraHom) -
3MiHU BHECEHO [0 IHCTPYKLUIT
ONA MeAUYHOrOo 3aCTOCYBaHHS
nikapcbKoro 3acoby y posginu:
"Moka3aHHs" (pegaryBaHHs
TeKcTy), "B3aemogis 3 iHWnMu
nNikapcbknmy 3acobamu Ta iHLi
BMAW B3aeEMOSin",
"Oco6/11MBOCTI 3aCTOCYBaHHSA",
BiANOBIAHO [0 OHOBMEHOT
iHhopmawuii 3 6e3neku gjtoyoi
peyoBUHW. 3MiHK | TUNY - 3MiHK
wopno 6esnekn/edhekTMBHOCTI
Ta hapmakoHarnsgy.
BBefeHHA abo 3MiHM [0
y3arasibHeHVX faHnx npo
cuctemy dhapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX
[JaHnx npo cuctemy
hapmakoHarnsgy, aMmiHa
YNOBHOB&XEHOT 0cobu,
BiANOBIfa/1bHOT 3a 34iICHEHHS
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3as1BHUKA AN15 34IACHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLO BOHa BigMiHHA Bif
YNOBHOBaXXEHOT 0CO6U,
BiAgNOBiga/IbHOI 3a 3AiACHEHHSI
hapmakoHarnagy (Bkiovaoum
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-ghaiina
cuctemu chapmakoHarnagy) -
3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy. 3miHa micus
3[iiCHEHHS] OCHOBHOI
LisiNbHOCTI 3 hapmakoHarnsgy.
BBefieHHs1 MacTep-chalina
cucteMun chapmakoHarisgy

MepiognyHICTb NOgaHHSA
perynsipHoO OHOBJIOBAHOTO
3BiTy 3 6e3neku BiAMNOBIAHO A0
Mopsaaky 3aiACHEeHHs
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

dhapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
300poB’A YkpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakujii Hakasy
MiHicTepcTBa 0XOpOHK
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamy,
3a3HavyeHVMy y nepioguyHoCTi
NOAAHHSA PerynsapHuX 3BiTie 3
6e3neku.

15.

PAMIMII

TabneTtku, Wo
AVCNepryoTbCs B POTOBIN
NOPOXHWHI, No 2,5 mr no 2
abo 6 TabneTok y
6nictepi; no 1 6nictepy B
KapTOHHI KOpooLi

AkTasic rpyn AT

IcnaHgis

AkTaBic NT/,

MasibTa

MepepeecTpalis Ha
HeobMeXeHWin TepMiH. 3MiHu |
TUny - 3MiHM WoAao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. BeegeHhs
a60 3MiHN [0 y3arasibHEHNX
[aHux npo cuctemy
hapmakoHarnsgy (eBefeHHs
y3arasibHeHUX JaHnx npo
cuctemy hapmakoHarnagy,
3MiHa YNOBHOB&XEHOI 0Co6H,
BiANOBiga/IbHOI 3a 34iACHEHHSI
hapmakoHarnagy; KOHTakTHol
0cobu 3 hapmakoHarnsgy
3asBHMKA A1 34iACHEHHS
thapmakoHarnsgy B Ykpaii,
SKLLO BOHA BigMiHHA Big,
YMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
hapmakoHarniagy (Bkiovarum
KOHTaKTHI faHi) Ta/abo 3MiHu y
pO3MilLEeHHI MacTep-ghaiina
cuctemn dhapmakoHarnagy).
3MiHa KOHTaKTHWX AaHuX
YNOBHOBaXEHOT 0CO6U. 3MiHa
KOHTaKTHUX JaHUX KOHTaKTHOT
ocobu. 3miHa micus
3[jiACHEHHS1 OCHOBHOT
LOiSNbHOCTI 3 chapmakoHarnagy.
3miHa agpecu macTep-chaiina.
3MiHa HoMepa MacTep-ghaiina.
3MiHu Il TMny - 3MiHK Woa0

3a
peyenmom

He nionsicae

UA/8651/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
6e3nekn/edeKTUBHOCTI Ta
hapmMakoHarnagy. 3miHn y

KOPOTKili xapakTepucTui
nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLUIiT AN
MeLMYHOr0 3aCTOCYBaHHA y
3B'A3KY i3 HOBUMUW JaHNMU 3

AKOCTI, AOK/IHIYHUMU,
KNIHIYHUMW AaHVMK Ta JaHuMn

3 (hapmakoHarnsagy -
3MiHV BHECEHO [0 iHCTPYKLT
015 MeANYHOT0 3acTOCyBaHHS
nikapcbKoro 3acoby Ao
po3gainis "Cnoci6 3acTocyBaHHs

Ta f03n" (YTOYHEHHS

iHchbopmawii),
"MpoTunokasaHHsA", "Mo6ivHi
peakui”, "MNepenosyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaar0" (YTOUHEHHSN
iHdpopmauii), "Aitn"
(peparyBaHHS TEKCTY),
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"B3aemogisi 3 iHWnMmn
nikapcbknmu 3aco6amu abo
iHWi BMAW B3aemogiii"
BiAMNOBIAHO A0 MaTepianis
peecTpauiiHoro AoCbeE.

MepiognyHicTb NogaHHsA
perynsipHo OHOBJIOBAHOTO
3BiTYy 3 6€3neku BigNOBIAHO A0
Mopsaaky 34iiCHeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpOHK
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULiT YKkpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHU
370poB’A YKpaiHu Big 26
BepecHst 2016 poky Ne 996),

CTaHOBWTb: 3riAHO 3i CTpoKamu,

3a3Ha4YeHUMN Y NepiogNYHOCTI
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
NOAAHHSA PerynsipHuX 3BiTiB 3
6e3neku.
16. PAMIMIT TabneTku, Wwo AkTasic rpyn AT IcnaHgis AxTasic /1T[, ManbTta MepepeecTpauia Ha 3a He nidnsieae UA/8651/01/02
OVCNepryloTbCs B POTOBIl HeobMexeHui TepMiH. 3MiHu | peyenmom

NOPOXHWHI, N0 5 Mr no 2
abo 6 TabneTok y
6nicTepi; no 1 6nictepy B
KapTOHHI KOpooLi

TMny - 3MiHK WoA0
6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHM [0 y3arasibHeHNX
[JaHnx npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHnx npo
cuctemy chapmakoHarnsgy,
3MiHa YNOBHOBaX€EHOI 0co6H,
BiANOBIAa/IbHOI 3a 3AiiCHEHHS
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnagy
3asBHUKA A4N15 34ICHEHHSN
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHA Bif
YNOBHOBaXEHOT 0cobu,
BiANOBIA&UIbHOI 3a 34iICHEHHSA
thapmakoHarnsgy (Bkiouatoum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
pO3MiLLeHHI MacTep-haiina
cuctemn chapmakoHarnagy).
3MiHa KOHTaKTHUX AaHuX
yMNOBHOBaXeHOi 0cobu. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOT
ocobu. 3miHa micus
34iiCHEHHS OCHOBHOI
LOiSNIbHOCTI 3 chapmakoHarnagy.
3miHa agpecu MacTep-chaiina.
3MiHa Homepa macTep-ghaiina.
3miHu |l TUny - 3MiHn Wopao
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKIil XapakTepucTuui
nikapcbKoro 3acoby, TekcTi
MapKyBaHHS! Ta IHCTPYKUii Ans
MeAMYHOro 3aCTOCYBaHHSA y
3B'A3KY i3 HOBUMUW JaHNMU 3
SAKOCTi, AOK/iIHIYHUMMU,
KNiHIYHUMW faHMK Ta JaHMK
3 (hapmakoHarnsagy -
3MiHM BHECEHO [0 IHCTPYKLT
ANA MEeANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao
po3ainis "Cnocib 3acTocyBaHHs
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

Ta f03n" (YTOUYHEHHS
iHdhopmadii),
"MpoTmnokasaHHA", "MobiuHi
peakuii”, "MNepeno3yBaHHA",
"3acTocyBaHHA y nepiog
BariTHoCTi abo rofyBaHHs
rpyAAt0" (YTOUHEHHS
iHchopmauit), "ditn"
(peparyBaHHs TEKCTY),
"Oco61BOCTI 3acTOCyBaHHS",
"B3aemogis 3 iHW1Mmn
nikapcbkMu 3acobamu abo
iHWIi BUAn B3aemogiin"
Bi4NOBIAHO 00 MaTepianis
peecTpauiiHoro ocbe.

MepiognyHICTb NogaHHSA
perynspHo OHOB/IHOBAHOTO
3BiTy 3 6e3Mneku BiANoBIAHO A0
Mopsiaky 34iiCHeHHs
thapmakoHarnagy,
3aTBEPAKEHOrO HaKka3oMm
MiHicTepcTBa OXOPOHU
370poB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOoB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogNYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku.

17.

PEHA/TTAH®

PO34UH ANS iH'eKL;A No 5
M/ B amnyni; no 5 a6o 10,
ab6o 100 amnyn y nauuj 3
KapToHy; Mo 5 mn B
amnyni; no 5 amnyn y
6nictepi; no 1 a6o 2
6nictepu y nauui 3
KapTOHy; Mo 2 MN B
amnyni; no 5 a6o 10, a6o
100 amnyn y nayui 3
KapTOHy; Mo 2 MN B
amnyni; no 5 amnyn y

MpuBartHe
akuioHepHe
TOBapUCTBO

"lekxim-XapkiB"

YkpaiHa

MNpuBatHe
akuioHepHe
TOBapUCTBO

"Mlekxim-Xapkis"

Ykpaina

MepepeecTpadis Ha
HeobMeXeHui TepMiH. 3MiHu |
TMny - 3MiHM WoAo
6e3nekn/edeKTUBHOCTI Ta
hapMakoHarnagy. 3miHa y
KOPOTKIill XapakTepucTumui
nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLUiT AN
MeJMYHOro 3aCTOCyBaHHS Ha
nigcrasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
niKkapcbKoro 3acoby, abo

3a
peyenmom

He niidnsieae

UA/1530/02/01
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Ymosu

Peknamysa

Homep

n/n

Hassa
JliKapcbKO20

dopma sunycky
(nikapcbka chopma,

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

HHA

peecmpayiliHo2o
nocsioYeHHs1

3acoby

ynakoska)
6nicTepi; no 1 abo 2
6nictepu y nauui 3
KapTOHY

TOB "HBK

YKpaiHa

nocnigpkeHb 3 6e3nekn
3acToCyBaHHS NikapcbKoro
3acoby B nicnsipeecTpauiiHnii
nepiog, abo sk pesynbtart
OL,iHKM 3BITY 3 AOCNIOKEHD,
npoBefeHnX BignoBigHO A0
nnaxy negiatpuyHux
pocnimpkeHb (PIP) (3MiHy
Y3rOPKEHO 3 KOMNETEHTHUM
YMNOBHOB&XXEHUM OpraHom) -
3MiHV BHECEHO [0 iHCTPYKLT
015 MeANYHOT0 3acTOCyBaHHS
nikapcbKoro 3acoby Ao
po3ainis "MNpoTunokasaHHs"
(yTOUYHEeHHs iHchbopmauii),
"B3aemogisi 3 iHWnMmn
nikapcbk1UMK 3acobamu Ta iHLWi
BUAMN B3aemogiii",
"Oco611BOCTI 3acTOCyBaHHS",
"Cnoci6b 3acTocyBaHHA Ta
[031" (YTOUYHEHHSA
iHchopmawii)”,
"Mepeno3yBaHHs", "Mo6Gi4HI
peakuii"BignosigHo o
OHOB/IEHOT iHdhopMaLii 3
6e3nekn Ailo4nx PevoBmH

MepiognyHicTb NogaHHsA
perynsipHo OHOBJIOBAHOTO
3BiTYy 3 6€3neku BigNOBIAHO A0
Mopsaaky 34iiCHeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpOoHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULiT YkpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHU
370poB’A YKpainu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHUMN Y NepiognUyYHOCTI
NOAAHHSA PerynsipHux 3BiTiB 3
6e3nekw.

MepepeecTpauis Ha

He nignsirae

UA/13368/01/01

Tpasa (cybcTaHuis) y

TOB "HBK

Ykpaina

18.

TPABA BIMHUKA
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
HA3EMHOIo MiLLKax Ans BUpobHuuTBa "Ekocpapm” "Ekochapm” HeobMeXeHWin TepMiH
HecTepUsbHUX NiKapCbKunx
dopm
19. | TPABA LWWYYKU TpaBa (cybcTaHuis) y TOB "HBK YkpaiHa TOB "HBK YkpaiHa MepepeecTpavis Ha - He nignsrae UA/13369/01/01
DEPHUCTOI MilLKax ons BUpobHMUTBa "Exkochapm” "Ekocpapm” HeobMeXeHunit TepMiH

HECTepVIJ'IbHVIX I‘IiKapCbKI/IX
thopm

HauanbHuK YnpaBniHHA (hapmaleBTUYHOI AIANBHOCTI Ta
AKOCTI chapmMmaueBTUUHOT NPOAYKLiT

T.M. NIAcKOBCbKUA




NEPENIK

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn
04.06.2018 Ne 1056

NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONONYHUX MPEMAPATIB), LLLOAO AKNX BY/IN BHECEHI 3MIHU 4,0 PEECTPALINHUX MATEPIAJIB, SKI
BHOCATLCA A0 AEP>XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionyckKy peecmpayjitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
1. L-UET® TabneTku, BKpUTI KYCYM IHais KYCYM XENTXKEP IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 6e3 UA/8612/01/01
060/10HKOI0, N0 5 Mr; No XENTXKEP NBT MBT NTA 3MiHU | TUMY - BUNYYEHHA BUPOOHNYOT AiNbHULL peyenma
10 Tabnetok y 6nictepi; nTa (Bxovaroum ginbHuui ans A®I, npomixHoro
no 1, a6o no 3, a6o no 10 npoaykTy abo roToBOro nikapcbKoro 3acooy,
6nicTepiB y KApPTOHHIi OiNbHUL ANA NPoBeAEeHHS NakyBaHHS,
ynakoBLj BMPOOHMKA, BiANOBIAa/ILHOTO 3a BUMYCK Cepil,
MiCLie NpoBeAEHHS KOHTPOJI cepil) abo
nocTavasnibHvKa BUXIiAHOro marepiasny,
peareHTy abo AONOMiXXHOI PEYOBUHY -
BWyYEHHSI BUPOBHUYOI AinbHMLi Auctus
Pharma Limited, India gna A®l
NeBOLETUPU3VHY ANTIAPOXTIOPUL,
2. | ASNUVH® TabneTku, BKPUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a UA/0137/02/01
060/10HKOt0, No 500 Mr no "®papmMaLeBTUyH "®apmMaueBTnYHa 3MiHM | TUNY - nogaHHa Hosoro CEP Ha Ad| peyenmom
3 TabneTkn y KOHTYpHIl a chipma thipma "AapHuusg" Bif HoBOro BMpo6bHuka RO-CEP 2013-153-Rev
YapyHKOBIli ynakoBLj, no 1 "fNapHuua” 01, i3 3a3HaY€HHSAM TepMiHy NepeKoHTPOsII0
KOHTYPHIli YapyHKOBIlA aKTMBHOI cybCTaHLil 4719 HOBOTO BUPOGHMKA -
ynakoBLj B navLi 4 pokw, 3rigHo HagaHoro CEP; 3miHu | Tuny -
3MiHa y napameTpax crneumndikauiii Ta/abo
[ONYCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisix Ha Adl, abo
BVXiHWA/NPOMDDKHWIA NpOAYKT/pearexT, Wwo
BMKOPUCTOBYIOTLCSH Y NPOLEC BUPOOHMLTBA
A®I; cynyTHS 3MiHa: 3MiHa y MeToaax
BUNpo6yBaHHA APl abo BUXigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy,
LLIO BUKOPNCTOBYETLCSA Y Npoueci
BUpoOHULUTBa API; 3MiHM | TUNY - 3MiHW LWOA0
6e3nekn/edeKkTMBHOCTI Ta thapmakoHarnagy -
3miHa po3gainy «IpadivuHe ohopmIeHHs
yrnakoBKuW» NikapcbKoro 3acoby Ha po3ain
«MapyBaHHs». BBejeHHA 3MiH NPOTArom 6-
TN MiCAILIB Nicns 3aTBePAKEHHSA
3. | ASNUVH® Kancysm no 250 mr no 6 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3a UA/0137/01/01
Kancysn y KOHTYpPHii "papmMaLeBTUyH "®apmMaueBTnYHa 3MiHW | Tuny - nogaHHa HoBoro CEP Ha AdI peyenmom
YapyHKOBIli ynakoBLj, o 1 a chipma thipma "AapHuusg” Bif HoBOro BMpo6bHuka RO-CEP 2013-153-Rev
KOHTYPHIli YapyHKOBIl "OapHuusa”

ynakoBLji y nayui

01, i3 3a3Ha4YEHHAM TepMiHy NepeKOHTPOI0
aKTMBHOI cybCTaHLii 4715 HOBOTO BUPOGHMKA -
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
4 pokw, 3rigHo HagaHoro CEP; 3miHu | Tuny -
3MiHa y napameTpax crneumndikauiii Ta/abo
[ONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha Adl, abo
BVXiHWA/NPOMDDKHWIA NpOAYKT/pearexT, Wwo
BMKOPUCTOBYIOTLCA Y NPOLEC BUPOOHMLTBA
A®I; cynyTHS 3MiHa: 3MiHa y MeToaax
BUNpo6yBaHHA APl abo BUXigHOro
marepiany/npoMiXHOro NPoAyKTy/peareHTy,
LLIO BUKOPNCTOBYETLCSA Y Npoueci
BUpoGHULUTBa API; 3MiHM | TUNY - 3MiHM LWOA0
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnagy -
3miHa po3ainy «IpadivuHe ohopmIeHHs
yrnakoBKuW» NikapcbKoro 3acoby Ha po3ain
«MapyBaHHs». BBejeHHA 3MiH NPOTArom 6-
TN MiCAILIB Nicns 3aTBePAKEeHHSA
4. | AKKYNPO® Tabnetku, BKpUTI Mdpaiizep IHK. CLA Mdpaiizep HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3a UA/1570/01/01
NNiBKOBOI 060JI0HKOHD, MO MeHtodek4ypuHr 3MiHK |l TNy - 3MiHK A0 IHCTPYKUii ANs peyenmom
5 mr no 10 TabneTok y [oiiuneng MrweX MeJMYHOro 3aCTOCYBaHHS [0 PO3Ai/iB
6nictepi; no 3 6nictepu B "®apmakonoriyHi BnacTneocTi”,
KapTOHili Kopobu,i "MpoTmnokasaHHA","B3aemogis 3 iHWMMKN
nikapcbkMmn 3acobamu Ta iHLWi BUuam
B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiof BaritTHoOCTi abo
rogyBaHHs rpyaaro”, "Cnocibé 3actocyBaHHA Ta
no3n", "MobiyvHi peakuii”
5. | AKKYNPO® TabneTkn, BKpUTI Mdpainzep IHk. CLWA Mdpaiizep HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a UA/1570/01/02
NAiBKOBOK 000J1I0HKOMO, MO MeHtodhekyypuHr 3MiHK |l TUNY - 3MiHK A0 IHCTPYKUiT ANs peyenmom
10 mr no 10 TabneTtok y [Loiuneng Tm6X MeAMYHOro 3acTOCyBaHHA [0 po3Ainis
6nictepi; no 1 abo no 3 "®apmakonoriyHi BracTneocTi”,
6nicTepy B KapTOHil "MpoTunokasaHHA","B3aemopis 3 iHWMMKN
Kopoobui nikapcbknmy 3acobamu Ta iHLi BUAW
B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepio BaritTHocTi abo
roflyBaHHs rpyaaro”, "Cnocib 3actocyBaHHs Ta
fo3un", "Mo6iyHi peakuyi”
6. | AKKYNPO® TabneTku, BKpUTI Mdpaiizep IHkK. CLA Mdpaiizep HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a UA/1570/01/03
NNiBKOBOIO 060JI0HKOHD, MO MeHtodekuypuHr 3MiHK |l TNy - 3MiHK A0 IHCTPYKUiT ANs peyenmom
20 mr no 10 TabneTok y [oituneng MueX MeAMYHOro 3acTOCyBaHHS [0 PO3AiniB
6nicTepi; no 1 a6o no 3 "®apmakonoriyHi BnacTneocTi”,
6nicTepy B KapTOHiIi "MpoTrnokasaHHA","B3aeMogis 3 iHLWMMu
Kopoo6ui nNiKkapcbknmy 3acobamu Ta iHLWi BUAM
B3aemogiin”, "OcobmMBOCTi 3acToCcyBaHHsA",
"3acTocyBaHHs y nepiof BariTHocTi abo
rofyBaHHs rpyaaro”, "Cnocié 3actocyBaHHs Ta
no3n”, "MNob6iyHi peakuii”
7. | AKKYNPO® TabneTkn, BKPUTI Mdcpaiizep IHK. CLWA Mcpbaiizep HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/1570/01/04
NNiBKOBOK 060J10HKOK, MO MeHdEKUYYPUHT 3MiHK |l TNy - 3MiHK A0 IHCTPYKUIi Ans peyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
40 mr no 7 Tabnetok y [oliuneng MrweX MeJMYHOro 3aCTOCYBaHHS [0 PO3Ai/iB
6nicTepi; no 4 6nictepn B "®apmakonoriyHi BnacTneocTi”,
KapTOHili kopobui "MpoTmnokasaHHA","B3aemogis 3 iHWMMKN
nikapcbkMmn 3acobamu Ta iHWi BUuam
B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHSA",
"3acTocyBaHHA y nepiof BaritTHocTi abo
rogyBaHHs rpyaar”, "Cnocibé 3actocyBaHHA Ta
no3n", "MNobiyvHi peakuii”
8. | AKTOBErIIH PO3unH ANs iH'ekuin, 40 TOB "Takega YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 0 peecTpaliintHux maTepiasis: 3a UA/11232/01/01
mr/ma no 2 mn (80 wmr) B Ykpaina" ®APM", YkpaiHa 3MiHW | TUny - 3MiHK Woao peyenmom
amnyni, no 25 amnyn y (nakyBaHHSA 3 6e3nekun/edhekTUBHOCTI Ta hapMakoHarnagy.
KapTOHHI kopobuj; no 5 chopmu in bulk BeefeHHs abo 3MiHU [0 y3arasibHeHNX AaHnX
M (200 mr) B amnyni, no 5 ipMun-BUPOGHIMKa npo cuctemy chapmakoHarnsgy (BBefeHHs
amnyn y KapTOHHIN Takega ABCTpis y3arasibHeHUX JaHux Npo cucTemy
Kopo6ui; no 10 mn (400 'M6X, ABCTpIf) thapmakoHarnsgy, 3miHa ynoBHOBaXeHO|
Mr) B amnyni, no 5 amnyn ocobu, BignoBigasnbHOI 3a 34jACHEHHS
Y KapTOHHiIli KOopoobLi hapMakoHarnsay; KOHTakTHoi ocobu 3
hapMakoHarnsay 3asBHvKa ANns 34iINCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLi0 BoHa
BiAMiHHa Bif, yNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BKIovatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina
cmucTemu dhapmakoHarnsgy) - 3miHa
yMOBHOBaXeHOT 0cobu, BignosiganbHoOT 3a
3[jicHeHHs1 hapMakoHarnaay: [iroya
peaakuist — KniwmH AHTOH Mykonaiiosuy.
MponoHoBaHa pegakuis — CaMoHeHKo MapuHa
BonogumupisHa.
3MiHa KOHTaKTHUX AaHWNX YNOBHOBaXEHOI
0co6u, BignoBiganbHOI 3a 34iACHEHHS
dhapmakoHarnsgy
9. ANAKTUH Tabnetku no 0,5 mr no 2 TeBa I13painb TeBa Yex IHaacTpi3 Yecbka BHECEHHS 3MiH A0 peecTpavliiHnx maTtepiaiis: 3a UA/9595/01/01
ab6o 8 TabneTok y naswL; $apmaueBTikau c.p.o. Pecny6bnika 3MiHM | TUMy - 3MiHa y NEPBUHHI ynakoBLi peyenmom

no 1 naswui y kopobui

IHpacTpi3 NTa,.

rOTOBOrO J1iKapCbKOro 3acoby - BHECEHHS 3MiH
[0 MaTepianis peecTpauiiiHoro gocke 3.2.P.7.
CucTema KoHTelHep/3aKynoptoBasibHUiA 3aci6:
BBEJEHHS anbTepHaTMBHOI kpuwkn CRC (3
3axXMCTOM Bif BIAKPUTTS AiTbMU) 3
anioMiHIEBMM BKIaAWLLIEM Mif, KpYLLKO, 6e3
3MiHW NakyBasIbHOTO MaTepiany KpuLLK/ Ta
marepiany, sikuii 6esnocepefHbO KOHTaKTYe 3
NPOAYKTOM a/ItOMIHIEBOrO BK/1aguLLy nig
KPVLLIKOK; BHECEHHS 3MiH 0 MaTepianis
peecTpaujiiiHoro gocbe 3.2.P.7. Cuctema
KOHTeliHep/3aKynoptoBasbHuii 3aci6:
[IONOBHEHHS a/1lbTEPHATUBHOIO
MOAMikOBaHOrO po3mipy MiHinakeTa 3
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
cunikareneM, LWo MiCTUTbCSA Y ML
Martepian MiHinakeTa, Bara Ta 34aTHIiCTb 40
abcopbuii 3a/IMLaTbCA HE3MIHHUMU
10. | A/lb®A A3-TEBA | kancynu m'ski no 0,25 mkr TeBa I13painb KaraneHt Himeuunna/ BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis: 3a UA/9309/01/01
no 30 a6o no 60 kancyny dapmaueBTiKas HimeuunHa E6epbax I3painb 3MiHK | TUNY — NofaHHA oHoBrieHoro ME- peyenmom
KOHTeliHepi; no 1 IHpacTpi3 N1a. v6X, HimeuunHa cepTtudikaTy BignoBigHOCTI €EBponeincbkiii
KOHTeliHepy y kopobui (BMPOGHWK, AKNI thapmakonei R1-CEP 2003-172-Rev 01 gns
Bignosigae 3a [0NOMDKHOT PeYOBMHU XenaTuH Bif
BMPOGHULITBO in 3aTBEPKEHOr0 BUPOOHMKA; 3MiHW | Trny —
bulk); TeBa noAaHHs oHoBreHoro ME-cepTudpikaty
dapmaueBTikan BiANOBiAHOCTI EBponeiickbkili hapmakonei R1-
IHgacTpis NTg,., CEP 2000-116-Rev 02 gns AoNoMiKHOT
I3painb (KOHTPOsb PEYOBWHW XENaTuH Bif, 3aTBEPAKEHOI0
SAKOCTI; BUPOOHMK, BUPOOHUKA; 3MiHM | TUNY — NofAaHHSA
AKWIA BignoBigae 3a oHoBrieHoro ME-cepTudikaTty BifnoBigHOCTI
nepBuHHE Ta €Bponeiicbkili hapmakonei R1-CEP 2001-
BTOPUHHE 424-Rev 03 o111 AONOMDKHOT pey0oBUHU
nakyBaHHs, BUNYyCK XenaTuH Bif, 3aTBEPAXEHOr0 BUPOOHMKA;
cepii) 3MiHM | TUNY — BUyyeHHs ME-cepTudikaty
BiANOBiAHOCTI EBponeiickbkili hapmakonei R1-
CEP 2000-050 ans AONOMDKHOI peYoBUHM
XenartuH
11. | Alb®A A3-TEBA | kancynm m'aki no 0,5 mMkr TeBa 13painb KatasieHt Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: 3a UA/9309/01/02
no 30 a6o no 60 kancyn y dapmaueBTikas HimeuunHa E6epbax I3painb 3MiHM | TURY — NogaHHs oHoeneHoro ME- peyenmom
KOHTeliHepi; no 1 IHpacTpi3 fTg,. v6X, HimeyunHa cepTudikaTy BignoBigHOCTI EBponeichbkiii
KOHTElHepy y Kopobui (BUPOBHUK, SIKNIA thapmakonei R1-CEP 2003-172-Rev 01 ans
Bignosigae 3a [OMOMDKHOT PEYOBVHW XenaTuH Bif
BUPOGHMLTBO in 3aTBEPAKEHOr0 BUPOGHUKA; 3MiHW | TNy —
bulk); TeBa nofaHHs oHoBrieHoro ME-cepTudikaTy
dapmaueBTikan BiANOBIAHOCTI EBponeiickbkil hapmakonei R1-
IHpacTpis NTg,, CEP 2000-116-Rev 02 gns 4ONOMiKHOT
I3painb (KOHTPOb PEYOBWHM XENaTuH Bif, 3aTBEPAKEHOTO
AKOCTI; BUPOOHMUK, BMPOGHUKA; 3MiHW | TUMY — NOAAaHHSA
KW BignoBsigae 3a OoHoBneHoro NE-cepTudikaTy BiANOBIAHOCTI
nepBuHHe Ta €Bponeiicbkili hapmakonei R1-CEP 2001-
BTOPUHHE 424-Rev 03 o115 AONOMIDKHOT pEYOBUHN
nakyBaHHS, BUNYCK XXeNnaTuH Bif, 3aTBEPAKEHOr0 BUPOOHUKA,;
cepii) 3MiHun | TUNYy — BUnyyYeHHs ME-cepTudpikaty
BiANOBIAHOCTI EBponeiickbkilt hapmakonei R1-
CEP 2000-050 ans fonomikHOT pe4oBUHU
XenatuH
12. ANb®A A3-TEBA | kancysm m'siki no 1,0 mMkr TeBa I13painb KataneHT Himeuunna/ BHECEHHS 3MiH A0 peecTpavyiiHnx maTtepiaiis: 3a UA/9309/01/03
no 30 a6o no 60 kancyny $apmaueBTikas HimeuunHa E6epbax I13painb 3MiHK | TUNY — NofaHHA oHoBrieHoro ME- peyenmom
KOHTelHepi; no 1 IHpacTpis N14. mM6X, HimeuunHa cepTudikaTy BigNoBigHOCTI E€Bponeichbkiit

KOHTeliHepy Y Kopobui

(BUPOBHWK, KNI
Bignosigae 3a
BMPOGHULITBO in
bulk); TeBa

hapmakonei R1-CEP 2003-172-Rev 01 ans
[OMOMDKXHOI PEYOBWHW XeNaTuH Bif,
3aTBEPKEHOr0 BUPOOHMKA; 3MiHW | TNy —
nofaHHsa oHosneHoro E-cepTudikaty
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

dapmaueBTikan
IHpacTpi3 NTg,.,
I3paine (KOHTposb
AKOCTI; BUPOGHMK,
SIKWIA BignoBigae 3a
nepBuHHe Ta
BTOPUHHE
nakyBaHHs1, BUNYCK
cepii)

BiANOBIAHOCTI EBponeiickbkin hapmakonei R1-
CEP 2000-116-Rev 02 on1s A0NOMDKHOT
PEYOBWHW XENaTuH Bif, 3aTBEPIXKEHOTO

BMPOGHWKA; 3MiHW | TUMY — NOAaHHSA
oHoBneHoro E-cepTudikaTy BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei R1-CEP 2001-

424-Rev 03 o115 AONOMIKHOT PEHOBVHN
XXeNnaTuH Bif, 3aTBEPAXXEHOr0 BUPOOHUKA,;
3MiHM | TNy — BUNYy4YeHHs ME-cepTudikaty

BiANOBIAHOCTI EBponeiickbkint hapmakonei R1-

CEP 2000-050 ans [onomikHOT pe4oBUHU
XenatuH

13.

ANb®OPT
JEKCA

PO34uH ANs iH ekyiin, 50
Mr/2 M1 No 2 MmN B amnyni;
no 5 a6o no 10 amnyny
KapTOHHI KOpooLi

[enbta Megiken
IpomoyLiH3 Al

LLiBefiuapis

K.O. Pomcbapm
Komnani C.P.J1.

PymyHis

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis:
3MiHu 1l TUNYy - 3MiHu Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
BHeceHHs abo 3miHa(1) fo 3060B'A3aHb Ta
YMOB BUaui peecTpaLliiiHoro nocBigYeHHs,
BK/TIOYaK0UM MNnaH ynpasniHHA pusukamm
(3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€)
noAasibLLIoro 06I'pyHTYBaHHSA HOBUMM
[104aTKOBUM A@aHMK, L0 MatloTb HajaBaTucst
KOMNETEHTHUM OpraHoM, OCKifTbK/
BUMaraeTbCs CyTTEBA OL{iHKa KOMNETEHTHUM
opraHom) (B1koHaHHsi 3060B'si3aHb BifnoBigHO
no nignyxkty 1.8.2 nyHkTy 1.8 fogatky 5 fo
MopsiaKy NPoOBEAEHHS eKCnepTu3m
peecTpaviiiH1X MaTepiasiiB Ha Jlikapcbki
3acobu, L0 NoAAITLCA Ha AePXaBHY
peecTpavuito (nepepeecTpadiio), a Takox
eKkcnepTn3n marepianis Npo BHECEHHS 3MiH [0
peecTpauiiHux maTepiasnis NpoTarom fgii
peecTpaLiiHoro NocBiAYeHHs, 3aTBEPAXKEHOIO
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)

3a
peyenmom

UA/15741/01/01

14.

AMITPUNTUNIH

TabneTku, BKpUTI
060/10HKO0, M0 25 Mr Mo
10 TabneTok y 6nicTepi;

no 5 6nictepis y naywi 3
KapToHy; no 10 TabneTok y
6nictepi; no 100 6nicTepis
Y KOpo6Lji 3 KapTOHY

MpAT
"TexHonor"

YKpaiHa

MpAT "TexHonor"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis:
3MiHM | TUNY — NOJaHHS HOBOTO cepTudikarty
BiANoBigHOCTI EBponeiicbkoi thapmakonei Ne
RO-CEP 2013-323-Rev 01 Big, 3aTBEpPIKEHOMO
BMPOGHMKa AD| aMiTpMNTUHY rigpoxnopuay

3a
peyenmom

UA/6700/01/01

15.

AMITPANTUNIH

TabneTkun, BKpUTI
060/10HKOI0, N0 25 Mr in
bulk: no 15000 TabneTok y
KOHTeliHepax

MpAT
"TexHonor"

YkpaiHa

MpAT "TexHonor"

YKpaiHa

BHECEHHS 3MiH A0 peecTpavyiiHnx maTtepiaiis:
3MiHuM | TUNY — NofaHHA HOBOro cepTudiikary
BifNOBigHOCTI €Bponelicbkoi hapmakonei Ne
RO-CEP 2013-323-Rev 01 Big 3aTBEPAXEHOIO
BUPOGHMKA AP| aMiTpUNTUHY Tigpoxnopuay

UA/13222/01/01

16.

APUMNPA301®

Tabnetku no 10 mr, no 10
TabneTok y 6aictepi; no 1,

TOB "dapma
Crapt"

Ykpaina

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis:
3MiHu 1l TMny - 3MiHK Woao

3a
peyenmom

UA/15765/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3 abo 6 6nicTepiB y
KapTOHHIN nauui

6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy.
BHeceHHs abo 3miHa(1) A0 30608B'A3aHb Ta
YMOB BUJaui peeCTpaLiiiHOro NocBig4YeHHs,
BK/TIOYa0UM MNnaH ynpasniHHA pusnkamm
(3acTocyBaHHA 3MiH(1), siKi(a) BUMaratoTb(€)
noAasIbLIOro 06r'pyHTYBaHHSA HOBMMU
[04aTKOBUM Ai@HMK, L0 MatloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/TbK/
BUMaraeTbCs CyTTEBA OL{iHKA KOMMNETEHTHUM
opraHoMm) (BrkoHaHHs 3060B's3aHb BifMnoBigHO
0o nignyHkTy 1.8.2 nyHkTy 1.8 gogatky 5 no
MopsiaKy NPOBEAEHHS eKCnepTu3m
peecTpauiiHux MaTepiasiiB Ha NMikapcbki
3aco6wu, L0 NoAATLCA Ha AepXaBHY
peecTpavuiio (nepepeecTtpadito), a Takox
eKcnepTn3n marepianis Npo BHECEHHS 3MiH [0
peecTpavuiiHux maTepiasnis NpoTAarom fgii
peecTpaLiiHoro NocBiAYeHHs!, 3aTBEPIXKEHOIO
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pepgakuii Hakazy MO3 Big 23.07.2015 Ne 460)

17.

APUMNPA301®

Tabnetku no 15 mr, no 10
TabneTok y 6nictepi; no 1,
3 abo 6 6nicTepis y
KapTOHHIN nayui

TOB "®apma
Crapt”

Ykpaina

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiinHux maTepiasis:
3MiHu |l Tuny - 3MiHn Wwoao
6e3nekun/edhekTBHOCTI Ta hapMakoHarniagy.
BHeceHHs abo 3miHa(n) A0 3060B'A3aHb Ta
YMOB Buaui peecTpauiiiHoro nocBig4eHHs,
BK/TIOYa0UM MnaH ynpasniHHA pusnkamm
(3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€)
NoAasIbLIOro 06r'pyHTYBaHHSA HOBMMU
[00aTKOBUM A@aHMK, L0 MaloTb HagasaTmcs
KOMNETEHTHUM OpraHoM, OCKifIbK/
BUMaraeTbCs CyTTEBA OL{iHKa KOMMNETEHTHUM
opraHom) (BukoHaHHsi 3060B'si3aHb BifnoBigHO
Ao nianyHkty 1.8.2 nyHkTy 1.8 gogatky 5 fo
MopsaKy NPoOBefEHHS ekcnepTu3n
peecTpauiiiHux MmaTepiasiiB Ha Nikapcbki
3aco6w, Lo NoJalTbCs Ha AePXKaBHY
peecTpaujiio (MepepeecTpadiio), a Takox
eKcrnepTun3n MaTepiasliB Npo BHECEHHS 3MiH [0
peecTpavuiiHnux maTepianis NpoTarom fgii
peecTpauiiHoro NocBigYeHHs, 3aTBEpPAKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)

3a
peyerimom

UA/15765/01/02

18.

APTEIPIC®

TabneTku, BKpUTI
NNiBKOBOI 060/10HKOID, MO
400 mr, no 60 TabneTok y
chnakoHi, No 1 dpnakoHy y
KapTOHHI KopooLi

TOB "NtOM'EP
PAPMA"

YKpaiHa

TOB "JIIOM'EP
DAPMA"
(BMPOGHMLTBO 3
npoaykuii in bulk
BUpPOGHMKa: Mepk
LWapn i floym B.B.,

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHULTBI.
3amiHa ab0 BBeEHHS 40AATKOBOI Ai/TbHUL
BMPOBHMLTBA 415 YACTMHM abo BCbOro
BVMPOGHMYOTO MPOLECY rOTOBOrO NiKapCbKOro

3a
peyenmom

UA/15588/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

HigepnaHngn)

3aco6y (AinbHMLA, Ha SKi NPoBOAATLCA Oyab-
AKi BAPOOGHUYI CcTagil, 3a BUHATKOM BUMYCKY
Ccepiii, KOHTPOKO AKOCTi, NEPBUHHOTO Ta
BTOPWHHOTO NaKyBaHHSA, A1 HECTEPUSTbHUX
nikapcbkunx 3acobiB) (BBeAEHHSA [0AATKOBOI
AinbHUUi BUpobHMLTBa - MCJ, Ipnangis
(BennigaiiH), IpnaHgis (BUpo6HNLTBO
Hepo3dacoBaHoT nNpoaykuii) (TepmiH
BBE/EHHSA 3MiH NPOTAroM 6-Tv MicsAuiB nicns
3aTBEePKEHHS); 3MiHM | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. 3MiHN Yy
BMPOGHMLTBI. 3MiHN Y NpoLieci BUPO6HULITBA
roTOBOrO /liKapPCbKOro 3acoby, BKIOYaun
NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCA NP
BMPOGHULITBI FOTOBOrO /liKApCbKOro 3acoby
(He3HayHa 3miHa y npoueci BUpo6GHMLTBA)
(He3HauHi 3MiH1 Y BUPO6HMYOMY npoueci (B
npoLeci HaHECEHHS NNIBKOBOTO MOKPUTTS
TabneTkn Ta BUKOPUCTaHHSA NyaHCOHy 6e3
TUCHEHHS) (TepMiH BBEAEHHSA 3MiH NPOTArom
6-TV1 MiCALIB MiCNA 3aTBEPKEHHS); 3MiHM |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NiKapcbKuii
3aci6. KoOHTposib roTOBOro Nikapcbkoro 3acoby.
3miHa napamMeTpiB cneyudikauii Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapCbKOro
3aco06y (iHLWi 3MiHK) (3MiHK B cnevudikauii
rOTOBOrO /iKapCbKOro 3acoby 3a n. «Onuc»)
(TepmiH BBEAEHHS 3MiH MPOTArOM 6-Tv MicsLIB
nicnsa 3aTBepiXeHHs); 3MiHu | Tuny - 3miHn 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. KOHTponb
rOTOBOrO Jlikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHA rOTOBOTO MiKapCbKoro
3aco6y (415 NpuBeLEHHS Y BiANOBIAHICTb 3
LY abo EBponelicbkolo hapmakoneeo Ta
BW/IyYEHHS MOCUNAHHA Ha 3acTapinuii
BHYTPILLHI MeToA, BUNPOGYBaHHS i ioro
Homep) (oeTanizayia 3a n. «Po34nHEHHs
roTOBOro Nikapcbkoro 3acoby BiANoOBIAHO A0
USP/EP) (TepMiH BBEAEHHS 3MiH NPOTATOM 6-
TV MicSILiB MicNsi 3aTBEPAKEHHST)

19.

BEKOHASE

cnpeii HazasbHUiA,
cycneHnsisi, 50 mMkr/go3sy, no
100 po3 a6o 180 o3y
hNakoHi
noninponineHosomy (4ns
BMPOOHYKa Mnakco
Bennkom C.A., IcnaHis)

abo nonietnaeHosomMy

TOB "OMETA
OAPMA
YKPAIHA"

YKpaiHa

BMPOBHULTBO 3a
NOBHUM LKOM:
"nakco Bennkom
C.A., IcnaHis
BMPOGHULITBO 3a
MOBHUM LMK/TOM:
Pixapg BitTHep AT,
ABcCTpis

Icnanis/
ABcTpis

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis:
3Minn | TUnY - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI.
3amiHa ab0 BBeeHHA [0AAaTKOBOI Ai/IbHUL
BMPOGHMLTBA A1 YaCTUHM abo BCbOro
BMPOBGHNYOro NpoLecy rotToBoro Nikapcbkoro
3acoby (4inbHULA ANA BTOPUHHOTO

nakyBaHHs) - A0faBaHHSA AifIbHULi BTOPUHHOTO

6e3
peuyenma

UA/3140/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

(ansa Bupo6HuKa Pixapa
BiTTHep All, ABCTpis),
3’eQHaHOMy 3 03YH0UNM
NPUCTPOEM, HOCOBUM
afanTepom Ta
KpuLLIeyKoto; no 1
hn1akoHy B KOpo6Li

nakyBaHHs Pixapg BiTTHep Al, ABCTpis.
BBefeHHs 3MiH NpoTArom 6 MicAuis 3 gatu
3aTBEPLKEHHS. 3MiHM | TMNy - 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. 3MiHN Yy
BMPOGHMLTBI. 3amiHa abo BBEEHHSA
[0[AaTKOBOI Ai/TbHUL BUPOGHMLTBA 415
4acTnHK abo BCbOro BUPOOHNYOrO NpoLecy
roTOBOrO J1iKapCbKOro 3acoby (4inbHuus ans
NepPBUHHOIO NakyBaHHA) - oAaBaHHA AibHUL
AN NepBUHHOTO NnakyBaHHs Pixapg BiTTHep
Al', ABCTpisi. BBeeHHSA 3MiH NpOTArom 6
MicsLiB 3 AaTV 3aTBEPAKEHHSA. 3MiHU | TUny -
3MmiHu 3 sKocTi. FoToBWMIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3amiHa abo BBEAEHHS
[0[AaTKOBOI Ai/TbHUL BUPOGHULTBA 415
4acTnHK abo BCbOro BUPOOHNYOrO NpoLecy
rOTOBOrO NikapcbKoro 3acoby (AibHUUSA, Ha
AKi NpoBOAATLCA ByAb-sKi BUPOOHMYI cTagii,
3a BVHSATKOM BWMNYCKY CEpIil, KOHTPOJIHO SKOCTI,
NepBUHHOTO Ta BTOPMHHOIO NakyBaHHSA, A1
HecTepusIbHUX Nikapcbknx 3acobiB) -
[04aBaHHS AiNbHULI Ha SKil 30iCHIOETLCS
BMPOGHMLTBO Npoaykuii Pixapa BitTHep AT,
ABCTpis. BBefileHHs1 3MiH NpoTArom 6 micsuis 3
AaTun 3aTBepMXEHHS. 3MiHu | Tuny - 3MiHu 3
AKoCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3MiHa iMnopTepa/3MiHy, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/IHO AKOCTI
roTOBOrO JlikapcbKoro 3acoby (3amiHa abo
[ofasaHHA BUPOOHYKa, LLO BignoBsifae 3a
BBE3EHHS Ta/abo BMMNycK cepii) - Bkoyaroun
KOHTPONb/BUNPOGYBAHHSA cepil - foAaBaHHS
[iNbHUL Ha Kl 30iACHIOETLCS KOHTPOSb Ta
BUnyck cepii Pixapg BitTHep A, ABCTpisi.
BBeneHHs 3MiH NpoTArom 6 Micauis 3 gatu
3aTBEPLKEHHS. 3MiHM | TMNy - 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. 3MiHN Y
BUPOGHMUTBI. 3MiHK BUNpobyBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/IEHUX Y
cneuudikayisix, nig yac BUpobHULTBA
roTOBOro Nikapcbkoro 3acoby (foAaBaHHs
HOBOrO MeToAY BMNPOGYBaHHS Ta A0MyCTUMUX
Mex) - fofaBaHHA HOBOro MeToay
BUMPOOYBaHHA Ta A0NYyCTUMUX MEX B Npoueci
BMpo6HuuTBa 13, a came «BunpobyBaHHA Ha
repMeTUYHOCTI». 3MiHW | TUny - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKyrnopoBasibHWiA 3aci6. 3MiHa Yy
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

NEePBUHHI yNakoBL,i rOTOBOrO JlikapCbKoro
3aco6y (Tvn KoHTelHepa abo fofaBaHHS
HOBOTO KOHTeliHepa) - TBepai, M'ski Ta
HecTepw/bHi piaki nikapcbki hopmu -
[0AaBaHHA [04ATKOBOrO TUMy do1akoHy
(NepBMHHOIO NakyBaHHS) 4719 BUPOGHMKa
Pixapg BitTHep Al', ABCTpisi, a came: hNakoHu
nonieTuNeHoBI, 3'eAHaHi 3 103yHUNM
NPUCTPOEM, HOCOBVM aAanTepom Ta
Kpuweykor. 3MiHu | Tuny - 3MiHu Woao
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnagy
(iHLWi 3MiHW) - 3MiHX BHECEHO B PO34in
"B3aemogijs 3 iHWVMK flikapCbkuMn 3acobamu
Ta iHWi BUAW B3aemogiid" iHCTpyKUii ans
Me[MYHOro 3aCTOCYBaHHS MIKapCbKOro 3acooby.
BBefeHHs1 3MiH NpoTsArom 6 micsuis 3 gatu
3aTBEPAKEHHS

20.

BI®POH® CKIH

PO3unH HawkipHuii 1 %, no
15 mn a6o 35 M po3ynHYy
y thnakoHi-kpanenbHuL;
no 1 hakoHy y KapTOHHIl
nauyi; no 25 mny
dhnakoHi-cnpei 3
[o3atopoM; no 1 driakoHy
Y KapPTOHHIli navui

[epmachbapm Al

HimeyunHa

mi6e MmbeX
ApuHaiimitTTens

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHW | TUny - 3MiHK Woao
6e3nekun/edekTUBHOCTI Ta hapMakoHarniagy.
BeefeHHs abo 3MiHU [0 y3arasibHeHNX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHnx Npo cucTemy
hapMakoHarnsay, amMiHa ynoBHOBaXeHOT
0co6u, BignoBiganbHOI 3a 34iACHEHHS
chapmakoHarnsgy; KoOHTaKkTHoi 0cobm 3
hapMmakoHarnsay 3asBHvKa AN 34iINCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLi0 BoHa
BiAMiHHa Bif, yNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BKIovatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina
cmucTemu dhapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6M, BignoBigabHOI 3a
3[jiCHEHHSs1 hapMakoHarsay B YKpaiHi:
[itoua pepaxuis — MaptuHiok Onbra
BorpaHiBHa. MNponoHoBaHa pefakuis —
Bana6aw Bitaniii MukonaiioBuy. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0cobu,
BiANoBiAabHOI 3a 34jACHEHHS
dhapmakoHarnsgy

6e3
peyenma

UA/13616/01/01

21.

BYCTPUKC™
KOMBIHOBAHA
BAKUWHA Ansi
MPODINTAKTUKN
DNODTEPII,
NPABLSA,
KALLTHOKY

cycnensis ans iH'ekuin, 0,5
Mn/go3y no 1 fosiy
nonepegHL0
HanoBHEHOMY LUNPWL; Mo
1 nonepegHLO
HanoBHEHOMY LUNPpULLY Y
KOMMNEKTi 3 ABOMA

nakcoCmiTKns
nH Exkcnopt
Nimiteq

Benvka
BpuTaHis

nakcoCmiTKnsiiH
Bionogxikans C.A.

Benbris

BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis:
3MiHK | TRy - 3MiHa Y MeToAax BUNpo6yBaHHSA
Ad| ab0 BUXigHOrO MaTepiany/npoMiKHOro
NpoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuuTBa APl - He3HauHa 3miHa y
npoueaypi BUNpobyBaHHs Ky/bTypasibHOI
ynctoTu Diphtheria (D) working seed Ta crude

3a
peyermom

UA/14955/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
(ALUENONAPHA ronkamv B NNacTMKoBOMy toxin 3 BUKOPUCTaHHSAM KPOB'SIHOTO arapy Ta
1 KOMMNOHEHT) KOHTeliHepi; no 1 3aMiHa KOHS1YOro KpOB'SIHOrO arapy Ha oBeuuii
(AACOPBOBAHA | KOHTeHepy Y KapTOHHiiA KpoB'siHUIA arap. TepMmiH BBEEHHA 3MiH A0
, 3l Kopoo6Li 31.03.2021
SMEHLLEHM
BMICTOM
AHTUTEHIB)
22, BYCTPUKC™ CycneHsist ANs iH'ekuii no nakcoCmiTKns Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [j0 peecTpaLiitHux MmaTepiasis: 3a UA/15071/01/01
nonio 1 posi (0,5 mn/go3sy), no 1 nH Exkcnopt BpuTtaHis Bionopxikans C.A. 3MiHM | TUNY - 3MiHa y MeToAax BUNpobyBaHHS peyenmom
KOMBIHOBAHA 003 y nonepefHb0 Nimiteq A®I| abo BMXigHOro Martepiany/npoMixXHOro
BAKUWVHA ansa HanoBHEHOMY LUNPUL; NO nNpoayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
MPO®DINAKTUKA 1 nonepeaHLO npoueci BupobHuuTea APl - HesHauHa 3miHa y
OUNDTEPII, HanoBHEHOMY LLNPULLY Y npoueaypi BUNpobyBaHHS KybTypasibHOI
MPABLSA, KOMMNNEKTi 3 ABOMA unctotu Diphtheria (D) working seed Ta crude
KALUMKOKY rosikamMmy B naacTUKOBOMY toxin 3 BUKOPUCTaHHAM KPOB'SIHOTO arapy Ta
(ALUENONAPHA KOHTeliHepi; no 1 3aMiHa KOHS4YOro KpOB'SIHOrO arapy Ha OBeuuii
1 KOMMNOHEHT) KOHTEWHepY Y KapTOHHiIl KpPOB'sHUIA arap. TepMiH BBEAEHHS 3MiH 1O
TA Kopoo6Li 31.03.2021
noniomienity
(IHAKTUBOBAHA
)
(AACOPBOBAHA
, 3l
3MEHLUEHUM
BMICTOM
AHTUTEHIB)
23. | BEPOPAB | MOPOLLIOK A5 CyCneHsii CaHodi MacTep ®paHuis NOBHUIA LKA ®paHuin/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a UA/13038/01/01
VERORAB Ons iH'ekuii no 1 gosiy C.A. BMPOGHLTBA, YropmHa/ 3miHu | TYny - FoTOBWIA Nikapcbkuid 3aci6. peyenmom
BAKUWHA nakoHax Nely KOHTPO/b SKOCTI, PpaHuis KOHTpPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa
AHTUPABIYHA KOMMEKTi 3 PO3YMHHMKOM BTOPVHHE napameTpiB cneuudikauiii Ta/abo AonycTUMmx
IHAKTUBOBAHA | no 0,5 mny nonepegHso nakyBaHHsi, BUMYCK MEX roTOBOrO JliKapCbKoro 3acoby
CYXA 3anoBHeHux wnpuuax Nel; cepi: (4ONOBHEHHS cneumdikalii HOBUM NOKA3HUKOM
no 1 gosiy dpnakoHax Ne5 CaHodpi MacTep, 3 BiNOBIAHUM METOAOM BUMPOOYBAHHS)
Yy KOMMNIEKTi 3 PpaHuis (JonoBHeHHs AHJ, cneumdikauieto Ta
pO34MHHMKOM no 0,5 mn B BTOPUHHE MeToAamMun KOHTPO/0 po3urHHKKa (0,4%
amnynax Ne5 nakyBaHHs: pO34nH HaTpito xopuay); 3miHu | Tuny - 3miHn

CaHodpi-ABeHTiC
Mpaiisit Ko. NiT4,,
YropLmHa
NOBHWIA LMK
BMPOGHMLTBA,
KOHTPO/b SKOCTI
PO34MHHVKA B
Lwnpuruax:
CAHO®I BIHTPOI
IHOACTPIA,
PpaHuis
NOBHWIA LMK

3 AKocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOBGHULTBI. 3amiHa abo BBeAEHHS
[0[aTKOBOI Ai/TbHUL BUPOGHMLTBA A15
4acTuHK abo BCbOro BUPOBHMYOro npouecy
roTOBOrO NikapCbKoro 3acoby (AibHULSA, Ha
AKili NpoBOAATLCA ByAb-AKi BUPOGHMYI cTagii,
3a BUHATKOM BUMYCKY Cepii, KOHTPOJIO SKOCTi
Ta BTOPMHHOTO MakKyBaHHSA 4151 CTEPUNBHUX
NiKapcbKknx 3acobis (BKIOUAOUM BUPOGIEHI
acenTUYHNUM METOAOM), KPIiM NiKapCbKnx
3aco06iB 6i0/10ri4YHOro/iMyHONOrYHOTO
noxomxeHHs) (JlogaBaHHsA BUPOGHYKIB
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BMPOGHMLTBA, PO34YMHHMKA O/15 BaKUMHW); 3MiHW | Tuny -
3MmiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.

KOHTPO/b AKOCTI
PO34YMHHMKA B
amnysnax:
FAYNT ®APMA
NIBPOH, ®paHuia

KOHTpO/b roToBOro nikapcbKoro 3acoby (iHLwi
3MiHN) (MepesaTBepmKeHHsT AHaNITUYHOI
HOpMaTMBHOI fokyMeHTauii (AHA) Ha MeToaun
KOHTposto skocTi (MKA) 3 meTor npuBeAeHHs
40 BuMmor Hakasy MO3 YkpaiHn Ne460 Big,
23.07.2015 p.); 3MiHu | TNy - 3MiHK WoA0
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
(iHwi 3miHW) (3amiHa rpadivyHOro 306paxeHHs
yNakoBKN Ha TEKCT MapKyBaHHA AN
NepBUHHOT Ta BTOPUHHOIT YNakoBKu AN
npuBeLeHHs y BignosigHicTb Ao Hakasy MO3
Ykpainu Ne 426 Big 26.08.05 (y pepakuii
Haka3zy MO3 Ykpainn Ne460 Big 23.07.2015
p.); 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW.
3MiHa HalimeHyBaHHSi Ta/abo agpecu micus
NPOBaKEHHSA AiSNIbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3acoby, BK/IHYAKUU [i/bHULL BUNYCKY cepil
a60 micLe npoBefeHHA KOHTPOSIK0 SAKOCTI.
(misnbHicTb, 3a AKy BignoBifae
BMpPOGHUK/IMMOpTEp, BKIKOYaKUYN BUMYCK
cepiii) (MpvBeAEHHS HaNUCaHHA Ha3BMW Ta
aZpecy BUPOGHWKIB, LLO BiANOBIAAIOTH 3a
BUNYCK cepii y BIiANOBIAHICTbL 4O BUCHOBKIB
040 NiATBEPLKEHHSA BiLNOBIAHOCTI
BMPOGHMLITBA NiKAPCbKNX 3aC06iB BUMOram
HBIM); 3MiHu | Tuny - 3miHK 3 skocTi. FoToBWMiA
nikapcbkuii 3aci6. 3MiHW y BUPOBHWLTBI.
3amiHa ab0 BBeAEHHS 4OAATKOBOI Ai/TbHUL
BMPOBHMLTBA 415 YAaCTUHM abo BCbOro
BMPOBHMYOro NpoLecy rotToBoro Nikapcbkoro
3ac006y (iHWi 3MiHN) (YTOUYHEHHS pyHKL,ii
AiNbHWLUbB BUPOBHMLTBA ANA TOTOBOrO
NikapcbKoro 3acoby); 3miHu | Tuny -
AIMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLsi NPOBaKEHHS
AiSNbHOCTI BUPOOHMKa/iMnopTepa rotoBoro
NiKapCbKOro 3acoby, BKIOHAKUN [iNTbHAL
BMNYyCKy cepii abo MicLe NnpoBeneHHs
KOHTPO/IIO SAKOCTI. (AIANbHICTb, 3a AKy
BiANOBiAae BMPOGHMK/iMNopTep, He
BK/IOUaoUM BUMYCK cepiid) (3miHa
HaliMeHyBaHHs Ta afpecu Micus
NPOBaKEHHS AiSNIbHOCTI BUPOOHUKA,

BiANOBiAa/IbHOrO 38 BTOPUHHE NakyBaHHS);

3MiHu | TUNY - AAMIHICTPATMBHI 3MiHW. 3MiHa
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa
(BnacHvKa peecTpauiiHoro noceigYeHHs)
(3miHa agpecu 3asBHVKA)

24. | BEPOPAB | MOPOLLIOK A5 CycneHaii CaHodi MacTep ®paHuis NOBHUIA LMK ®paHuia/ BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis: 3a UA/13038/01/01
VERORAB Ons iH'ekuii no 1 gosiy C.A. BUPOGHLTBA, YropwumHa 3MiHK | TNy - 3MiHa y NnapameTpax peyenmom
BAKUVHA nakoHax Ne 1y KOHTPO/b SIKOCTI, cneumdikauiii Ta/abo 4ONyCTUMUX MEX,

AHTUPABIYHA KOMMJ/IEKTi 3 PO3YMHHVKOM BTOpPUHHE BM3HAYEHUX Y cneundikauisx Ha Adl, abo
IHAKTUBOBAHA | no 0,5 mny nonepegHsbo nakyBaHHs1, BUMYCK BUXiHUA/NPOMIKHWIA NpOAYKT/pearexT, Wwo
CYXA 3anoBHeHux wnpuuax Ne cepii: CaHodi BMKOPUCTOBYIOTLCSA Y NPOL,EC BUPOOHMLTBA
1; no 1 gosiy dpnakoHax MacTep, ®paHuis; A®I (3BYy)KEHHS AOMYCTUMUX MEX, BUSHAYEHNX
Ne 5 y komnnekTi 3 BTOPVHHE y crneundikauii Ha nikapcbki 3aco6u, A1 AKUX
pO34MHHKKOM no 0,5 mn B nakyBaHHs: CaHodi- OTPUMYETBLCA [03BiN Ha BUNYCK cepii Bif,
amnynax Ne 5 ABeHTic MpaiisiT Ko. 0dpiLiiHOrO perynsaTopHOro opraHy) -
Nta., YropwuHa; 3BY)XXEHHS NIMITIB cneuudikauii ans
NOBHUIA LMK BMNPOOYyBaHHA Ha e(PEKTUBHICTb iHaKTMBaL,ii
BMPOGHMLITBA, (NpsiMnin MeToA) ANS IHAKTMBOBAHOMO
KOHTPO/Ib AKOCTI iHAUBIAYa/IbHOTO 360py OUULLLEHOT
PO3YMHHMKA B aHTUpabiyHO| BaKLMHW, BUPOLLEHOI Ha
wnpuuax: CAHO®I KyNbTypi KNiTWH Vero, Lo BUKOPUCTOBYETHCSA
BIHTPOT [4Nnsi BUPOOHULITBA NiKapCbKOro 3acoby
IHOACTPIA, (NopoLLoK Ta PO3YMHHKK B amnyax ans
®paHLis; NOBHWUIA NPUroTyBaHHS CyCneH3ii Ans iH'exLiii);
LMK BUPOBHULTBA, 3BY)XXEHHS NIMITIB cneuudikauii ans
KOHTPO/Ib AKOCTI BMNPOOYyBaHHA Ha e(PEKTUBHICTb iHaKTMBaL,ii
pO34YMHHMKA B (NpsiMnin MeToA) ANS IHAKTMBOBAHOMO
amnynax: FAYOT iHAUBIAYa/IbHOrO 360py OUULLLEHOT
PAPMA /1IIBPOH, aHTUpabivHO| BaKLMHW, BUPOLLEHOI Ha
®paHuia KyNbTypi KNiTUH Vero, Lo BUKOPUCTOBYETHCSA
[4Nnsi BUPOOHULITBA NiKapCbKOro 3acoby
(NopoLOK Ta PO3YMHHYK B WUNpULAX ANs
NPUroTYBaHHSA CyCneHsil Ans iH'exuii); 3MiHu |
TUny - 3MiHa y MeTtogax BunpobysaHHA Ad|
abo BUXigHOro martepiasny/npoMiKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci Bupo6HULUTBa AP (iHLWi 3MiHK Y
MeTofax BUNPOOyBaHHs (BK/IOUAKYM 3aMiHy
ab6o gonoBHeHHs)) A®I abo
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY) - BUAANEHHS
peakuii remagcop6buii (Henpsamuii meTog,
BMNPOOYBaHHSA) A5 iHaKTMBOBAHOIO
iHAUBIAYa/IbHOTO 360py OUYULLLEHOT
aHTUpabivHO| BaKLMHW, BUPOLLEHOI Ha
KynbTypi KNiTUH Vero. TepMiH BBEAEHHS 3MiH -
BepeceHb 2018 p

25. | BEPOPAB | MOPOLLIOK A5 CyCneHsii CaHodi MacTep ®paHuis NOBHUIA LMK PpaHuin/ BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis: 3a UA/13038/01/01
VERORAB Ons iH'ekuii no 1 gosiy C.A. BMPOGHLTBA, YropwumHa 3MiHu | TUNy - 3MiHKU Woao peyenmom
BAKUWHA nakoHax Ne 1y KOHTPO/b SKOCTI, 6e3nekn/edeKkTUBHOCTI Ta hapMakoHarnagy.
AHTUPABIYHA KOMM/IEKTi 3 PO3YMHHMKOM BTOPUHHE BBefeHHs abo 3MiHU [0 y3arasibHeHWX AaHnX
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
IHAKTUBOBAHA | no 0,5 mny nonepeiHs0 nakyBaHHs1, BUMYCK npo cuctemy thapmakoHarnsigy (BBefeHHS
CYXA 3anoBHeHux wwnpuuax Ne cepii: CaHodi y3arasibHeHUX gaHux npo cuctemy
1; no 1 posiy chnakoHax MacTep, ®paHuis; hapmakoHarnsay, aMiHa yrnoBHOBaXKeHOT
Ne 5y komnnekTi 3 BTOpPUHHE 0co6w, BignoBigasibHOI 3a 34iACHEHHS
po34MHHMKOM no 0,5 mn B nakyBaHHs: CaHodi- hapMakoHarnsaay; KOHTakTHoOI ocobu 3
amnynax Ne 5 AgeHTic MpaiiBiT Ko. chapmakoHarnsgy 3asBHUKa A1 34iACHEHHS
1A, YropuwmHa, thapmakoHarnagy B YkpaiHi, K0 BOoHa
NOBHUIA LWKN BigMiHHa Bif, yNOBHOBaXEHOT 0cobu,
BMPOGHULITBA, BiANOBIAANbHOI 3a 3[iICHEHHS
KOHTPO/Ib SKOCTI thapmakoHarnagy (BKIoyatoum KOHTaKTHi AaHi)
PO34MHHMKA B Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina
wnpuyax: CAHO®I cuctemun chapmakoHarnagy) - 3miHa
BIHTPOT YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
IHOACTPIA, BignoBigasibHOI 3a hapmakoHarnsag: fitoya
dpaHLis; NoBHWi pepakuis: ®paHuyasa CinnaH / Francoise
LKA BUPOBHNLTBA, Sillan. MponoHoBaHa pegakuis: Epik Teo / Eric
KOHTPO/b AKOCTI Teo. 3MiHa KOHTaKTHOT 0cobuM B YKpaiHi
PO3YMHHMKA B YNOBHOB&X€EHOT 0COOM 3as1BHMKA 3a
amnynax: FAYNT thapmakoHarnag: [ivoya pegakuis:
DAPMA NIBPOH, HeyenypeHko MapuHa BacuniBHa.
®paHuisa MponoHoBaHa pepakuis: KnilwmH AHTOH
MwukonaiioBuy. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XEHOT 0CO6U 3asBHMKa. 3MiHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0Co6M.
3a3HayeHHs Homepa Ta 3MiHa
MiCLie3HaxX0MKeHHS1 MacTep-gpaiina. 3miHa
MiCLA 34iACHEHHS1 OCHOBHOI AisiIbHOCTI 3
dhapmakoHarnsgy
26. BIHNOLEETUH KOHUEeHTpaT ans My6niyHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3a UA/3884/01/01
NPUroTYBaHHSA PO3UNHY akujioHepHe akuioHepHe 3MiHM | TUny - 3MiHa NocTavasibHYKa peyenmom
ANns iHdysil, 5 mr/mn no 2 TOBapUCTBO TOBapUCTBO nakyBaslbHNX MaTepianiB abo KOMMIEKTYUMX
M/ B amnyni, no 5 amnyny "HaykoBo- "HaykoBo- - BWIYYEHHS1 HalilMeHyBaHHS NocTavyasibHUKIB
KaceTi, N0 2 kaceTn B BUPOGHNYUNI BUPOBHNYMNI LLEHTP nakyBaslbHUX MaTepianis 3 peecTpauinHoro
nauuj 3 KapToHy LeHTp "BopuyariBcbKuii Jocbe, a came posginy 3.2.P.7 Cuctema
"BopLuariBcbKuii XiMiKo- KOHTeliHep/3aKkynopoBasibHUi 3aci6
XiMiKO- hapmavLeBTUYHWI
thapmaueBTUYHN 3asof”
i1 3aBoa"
27. | TEMTEPO niodpinizaT 418 po3unHy [eTepo Nla63 IHAis leTepo /1a63 IHAiA BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis: 3a UA/14626/01/01
ans iHgysiino 1,0ry Nimiteq Nimiteq 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom

dhnakoHi; no 1 dpnakoHy y
KapTOHHI KOPOOL

HallMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3aco06y, BK/IYaUM OiNbHULL BUNYCKY cepil
ab60 MmicLe NpoBeAEeHHS KOHTPOSIHO SKOCTI.
(misnbHICTb, 3a AKy BignoBigae
BMPOGHUK/IMMOPTEp, BKIKOYAKOUYN BUMYCK
cepiit) (3miHa agpecu BUPOGHMKa, 63 3MiHn
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
MicLisi BAPOBGHNLITBA)
28. FEMTEPO niocpinizaT 4N po3umHy leTepo /1a63 IHais letepo /1a63 IHais BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3a UA/14626/01/02
Ans iHdysii no 200 mry Nimiteq Nimiteq 3MiHn | TURY - AgMIHICTPATVBHI 3MiHW. 3MiHa peyenmom
dhnakoHi; no 1 donakoHy y HalilmeHyBaHHs Ta/abo agpecy Micus
KapTOHHI KOpooLi NPOBaPKEHHSA AiSIbHOCTI
BMPOGHMKa/imnopTepa roToBoro NikapcbKoro
3aco6y, BK/IH0YAKUU Ai/TbHULL BUNYCKY cepil
a60 MmicLe npoBefileHHA KOHTPOSIKO AKOCTI.
(aisnbHICTb, 3a SKy BignoBigae
BMPOGHMK/IMNIOpPTEp, BK/IHOYAKOUM BUMYCK
cepiid) (3MiHa agpecy BUPOGHUKa, 6e3 3MiHN
MicLl BUPOGHMLITBA)
29. FEMTEPO niodpinizaT 4N po3unHy [eTepo /1a63 IHais [eTepo /1a63 IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/14626/01/01
Ons iHgysiino 1,0ry Nimiteq Nimiten 3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBUIA peyenmom
dhnakoHi; No 1 dpiakoHy y nikapcbknii 3aci6. CTabinbHICTb. 3MiHa Y
KapTOHHIA KOpoo6Li TepMiHax NpuaaTHoCTi abo ymoBax 36epiraHHs
roTOBOrO NiKapcbKoro 3acoby (36iNbLUeHHs
TEepMiHy NPUAATHOCTI FOTOBOTO NiKapCbKOro
3acoby) - s ToproBoi ynakoBKu
(niaTBEPAXYETHCA AAHUMU PEAJILHOIO Yacy)
(36inblueHHs TepmiHy npugaTHocTi MN3 3 2-x
[0 3-X pokiB)
30. FrEMTEPO niogpinizaT A4N19 Po3UnHy [eTepo N1a63 IHAiA leTepo /1a63 IHAis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/14626/01/02
0ns iHdysii no 200 mry Nimiteq NimiTeq 3MiHn | TMNy - 3MiHK 3 AKOCTI. FoTOBMIA peyenmom
hnakoHi; no 1 dpnakoHy y nikapcbkuii 3aci6. CTabinbHicTb. 3miHa y
KapTOHHiiA KOpo6Ll TepMiHax NnpuaaTHoCTi abo ymoBax 36epiraHHs
roTOBOrO /liKapCbKoro 3acoby (36iNbLUeHHs
TepMiHy NpuAaTHOCTI rOTOBOro NiKapcbKoro
3aco6y) - 415 ToproBoi ynakoBku
(nigTBEPAKYETHCA AAHUMW PEAJTLHOTO Yacy)
(36inblUeHHst TepMiHy npugaTHocTi [N3 3 2-x
[0 3-X pokiB)
31. | TEMNAAND® NMOPOLLIOK 4151 PO34UHY TOB YkpaiHa BMPOGHMLTBO, YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/5324/01/01
ONs iH'ekuid, no 942,05 mr "BANTAPTIH nakyBaHHs, 3MiHU | TUNY - 3MiHK y NpoLeci BUPO6HULTBA peyenmom
NOpPOLLKY y dhnakoHi; no 1, PAPMA" KOHTPO/b SKOCTi: rOTOBOrO NikapCbKOro 3acoby, BKIYauu
5 a60 10 dhriakoHiB y TOB "®APMEKC NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCS MNPy
KapTOHHI ynakoBLi FPYM", YkpaiHa,; BMPOBOHULTBI rOTOBOTO J1iKapCbKOro 3acoby
BMnyck cepii: TOB (He3HayHa 3miHa y npoueci BUpobHULTBA);
«BANAPTIH 3MiHM | TUMY - 3MiHa y MeToAax BUNpoGyBaHHS
PAPMA», YkpaiHa roTOBOrO JlikapcbKoro 3acoby (iHLWi 3MiHK y
MeTofax BUNpobyBaHb (BKIOUAKUMN 3aMiHy
a60 10NOBHEHHS))
32. FMAYMAKC® Kpanni o4Hi, po3unH 0,005 AT "KeBenbt" EcToHia AT "KeBenbt" EcToHis BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3a UA/13505/01/01
% no 2,5 mn y chnakoHi- 3MiHM Il TRy - 3MiHa y NEPBUHHINA ynakosL,i peyenmom

KpanenbHuui, no 1 a6o 3
hnakoHu-kpanensHuLi B
navui

roTOBOrO /1iKapCbKOro 3acoby - AoAaBaHHA
a/ibTepHaTVBHOT NEPBUHHOT YNaKkoBKM
roTOBOrO /iKapCbKOro 3acoby (HOBOro

KOHTeliHepa) iHLWOro CTyneH Npo3opocTi
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

(HaniBnpo3opwii donakoH, HaniBnpo3opa
npo6ka-kpanensbHUUA Ta 6innii KoBNavokK)

33.

JNEHOBE/b 30

TabneTku, BKpUTI
NNiBKOBOI 060J1I0HKOHD, MO
0,03 mr/2 mr no 21
Tabnetuiy 6nictepi; no 1
abo no 3, abo no 6
6nicTepiB y KAPTOHHIl
Kopoo6Li

mi6e MmeX
ApuHaiimiTTens

HimeyunHa

mi6e MmbeX
ApuHaiimitTTens

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLiinHux maTepiasis:
3MiHW | TUny - 3MiHK Woao
6e3nekun/edhekTBHOCTI Ta hapMakoHarniagy.
BeefeHHs abo 3MiHn [0 y3arasibHeHNX AaHnx
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx Npo cucTemy
hapMakoHarnsay, aMiHa ynoBHOBaXKeHOT
0co6u, BignoBiganbHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKkTHoi 0cobm 3
hapMakoHarnsay 3asiBHvKa ANns 34iINCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLi0 BoHa
BigMiHHa Bif, yNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA
thapmakoHarnagy (BKIovatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina
cmucTemu dhapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6M, BignoBigaibHOI 3a
3[jiCHEHHS1 hapMakoHarnsay B YKpaiHi:
[itoua pepaxuis — MaptuHiok Onbra
BorpaHiBHa. MNponoHoBaHa pefakuis —
Bana6aw Bitaniii MukonaiioBuy. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0cobu,
BiANOBiAa/bHOI 3a 3AjACHEHHS
dhapmakoHarnsgy

3a
peyermom

UA/15836/01/01

34.

JNEPMA30/N®
nntoc

wamnyHb no 50 mn, 100
MY do1akoHi; no 1
(p1aKOHY B KapPTOHHIl
ynakoBLi

KYCYM
XENTXKEP NBT
nTa

IHais

KYCYM XENTXKEP
NBT NTA

IHais

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHK | TUNY - 3MiHK WOA0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy -
3MiHM BHECEHI B TEKCT MapKyBaHHs LLIOA0
nepeHeceHHs 3aTBepAKeHoi iHdhopmait
MEPEA BUKOPUCTAHHAM 3B0BTATU 3
nyHkTy 17 IHWE go nyHkty 5 CMOCIB TA
WNAX BBEAEHHA TekcTy mapKyBaHHA
NepBUHHOT YNakoBKW NIKAPCbKOro 3acoby;
3a3HaveHHs iHdopmauii NEPE/,
BUWKOPUCTAHHAM 3BOBTATW B nyHKTi 5
CMNOCIBb TA WNAX BBEOAEHHA TekcTy
MapKyBaHHS BTOPVMHHOI YNakoBKW J1ikapCbKOro
3acoby. BBegeHHs 3MiH NpoTArom 6-tu
MicaUiB nicnA 3aTBepAKeHHSA

6e3
peyenma

UA/7632/01/01

35.

AVn XIT

Kpem no 15raéono 67 ry
Ty6i; no 1 Ty6i y KapTOHHIiA
Kopoo6Li

MeHTONaTYM
Komnani Mimites

AHrnis

MeHTONatym
KomnaHi Mimiteq

Benuka
BpuTaHis

BHECEHHS 3MiH A0 peecTpavyiiHnx maTtepiaiis:
3MiHM | TUny - 3MiHW BUNPobyBaHbL abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
crneungikayisx, nig yac BUpo6bHMLTBA
rOTOBOrO J1iKapCbKOro 3acoby - OHOB/IEHHSI
nigpo3ainy 3.2.P.3.4. KOHTPONb KPUTUYHUX
CTagiin Ta NpoMidKHOT NpoAyKLii (KOHTPO/Ib

6e3
peyenma

UA/1453/01/01
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Ymosu

Homep

n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka chopma,

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Bionycky

peecmpayitiHo2o
nocsioYeHHs

3acoby

ynakoska)

MPOAYKTY 3anpornoHOBaHO BUKOHYBATM MiC/A

3anoBHEHHS), BUPOGHMYMIA NpoLiec Ta BUMOTH

cneumaikalii 3amMWwmMancs He3aMiHHUMN.

BBegeHHA 3MiH NpPOTArom 6-1m micsauis
nicns 3aTBepMAKeHHs

3a

UA/12365/01/01

36.

AIDOPC 160

TabneTku, BKpUTI
NNiBKOBOI 060/I0HKOMD, 5
Mr/160 mr no 10 TabneTtok
y 6nictepi; no 1 a6o 3

6nictepu y nauui 3
KapTOHY

TOB "®apma
Crapt”

Ykpaina

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiintHux maTepiasis:
3MiHM | TUMy - NogaHHsa oHoBneHoro CEP Ne
R1-CEP 2002-072-Rev 05 gns A®I
AmMnoguniHy 6ecinaTy Bif 3aTBEPAKEHOTO
BMPOOHMKa NOB'A3aHO 3 BBeAeHHAM Acharya
Chemicals, India, sk [OAATKOBOI Ai/TbHUL
BVMPOGHMLTBA MPOMIXHUX NPOAYKTIB
Amlodipine Base (Stage-V) Ta Amlodipine
Besilate (crude) (STAGE-VI); 3miHu | Tvny -
3MiHa y napameTpax crneumndikauiii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneumngikauisax Ha A®l, abo
BVXiZHWA/NPOMDKHWIA NpoAyKT/pearexT, Wwo
BUKOPVCTOBYIOTBCS y NpoLeci BUPOOHMLTBA
A®I (LONOBHEHHA cneuundikaLii HoBUM
NMOKa3HMKOM SIKOCTi Ta BiZNOBIAHNM METOA0M
BMMPOGYBaHHS); 3MiHW | TMNy - NnogaHHSA
oHosneHoro CEP Ne R1-CEP 2002-072-Rev
06 gna A®l AmnogumniHy 6ecinaTty Big,
3aTBEPXEHOro BUPOOHHMKA 3i 3MiHOO
HaliMeHyBaHHs BnacHuka CEP Ta BUpoGHuKa
AdI

peyerimom

3a

UA/12365/01/02

37.

JI®OPC 80

TabneTku, BKpUTI

6nicTepi; no 1 abo 3
6nictepu y nauui 3
KapTOHY

NNiBKOBOK 060/10HKOIO, 5
Mmr/80 mr no 10 TabneTok y

TOB "dapma
Crapt"

YKpaiHa

TOB "dapma Crapt"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis:
3MiHK | TNy - nogaHHs oHoBneHoro CEP Ne
R1-CEP 2002-072-Rev 05 ana Adl
AmnoauvniHy 6ecinarty Bif 3aTBepXeHOro
BUPOGHMKa NOB’A3aHO 3 BBeAeHHAM Acharya
Chemicals, India, siK [oAaTKOBOI AiNbHUL
BUPOBHMLITBA NPOMIKHUX NPOAYKTIB
Amlodipine Base (Stage-V) Ta Amlodipine
Besilate (crude) (STAGE-VI); 3MmiHu | Tuny -
3MiHa y napameTpax crneumndikauiii Ta/abo
[0NYCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisx Ha Adl, abo
BVIXiHWA/NPOMDDKHWIA NpoAyKT/pearexT, Wwo
BUKOPVCTOBYIOTLCS Y NpoLeci BUPobHMLTBA
A®| (gonoBHeHHs creumdikalii HOBUM
NOKa3HMKOM SIKOCTI Ta BignoBigHMM MEeTOA0M
BMNPOBYBaHHSA); 3MiHW | TUNY - NOAAHHSA
oHosrnieHoro CEP Ne R1-CEP 2002-072-Rev
06 ona A®l AmnoguvniHy 6ecinaTty Big,
3aTBEPXEHOr0 BUPOGHUKA, NOB'A3aHO 3i

peyenmom

3MiHOI HalimeHyBaHHsi BnacHuka CEP Ta
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BUpo6HMKa ADI
38. | Al®OPC XL TabneTku, BKpUTI TOB "dapma Ykpaina TOB "®dapma Crapt" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3a UA/12365/01/03
nNiBKOBOKO 060/10HKO0, 10 Crapt" 3MiHK | TUNy - nogaHHs oHoBneHoro CEP Ne peyenmom
Mr/160 mr no 10 TabneTok R1-CEP 2002-072-Rev 05 ans A®l
y 6nicTepi; no 1 abo 3 AmMnoauniHy 6ecinaTty Bif 3aTBEPKEHOIO
6nictepu y nauui 3 BMPOGHMKA NOB’A3aHO 3 BBeAEHHAM Acharya
KapToHY Chemicals, India, sk 4oaaTKoBOI Aji/TbHUL
BUPOGHMLTBA NPOMDKHUX NPOLYKTIB
Amlodipine Base (Stage-V) Ta Amlodipine
Besilate (crude) (STAGE-VI); 3miHu | Tuny -
3MiHa y napameTpax crneuundikauiii Ta/abo
[ONYCTUMUX MEX, BUSHAYEHNX Y
cneumdikauisix Ha Adl, abo
BUXiHWA/NPOMIKHWIA NpOAYKT/pearexT, Wwo
BMKOPUCTOBYIOTLCSA Y NPOLEC BUPOOHMLTBA
A®| (gonoBHEHHN crieumdikalii HOBUM
NOKa3HWKOM SIKOCTi Ta BiZNOBIAHM METOA0M
BMMPOGYBaHHS); 3MiHW | TMNy - NnogaHHA
oHossieHoro CEP Ne R1-CEP 2002-072-Rev
06 ansa A®l AmnoguniHy 6ecinarty Big,
3aTBEPAKEHOro BUPOGHYKA, NOB’A3aHO 3i
3MiHOI HaliMeHyBaHHA BnacHuka CEP Ta
BUpo6HUKa ADI
39. | AOKCOPYBIUWH | KoHUeHTpaT A5 PO3UnHy EBEBE ®apma ABCTpIs EBEBE ®apma ABcTpis BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a UA/1379/01/01
"EBEBE" ANs iHdysil, 2 mr/mn no 5 lec.m.6.X. Hor. lec.m.6.X. Hor. KI 3MiHK | TUNY - NOAAHHS OHOB/IEHOTO peyenmom
M (10 wmr), no 25 mn (50 KIr cepTudikaTy BignoBigHOCTI EBponeiichkiii
mr), no 50 mn (100 mr), no hapmakonei R1-CEP 2003-111-Rev 03, 3miHa
100 mn (200 mr) y Ha3BMW BlacHUKa cepTudpikarty BifnosigHOCTI,
dhnakoHi; no 1 dpnakoHy B 3anponoHosaHo: TEVA PHARMACEUTICAL
KapTOHHI KOpoo6Li INDUSTRIES LTD. API Division 5 Basel Street
Israel-4951033 Petach Tikva), 3a3Ha4yeHHsA
Product Site (Intermediate) MicroBiopharm
Japan Co., Ltd. Yatsushiro Plant 3-1 Sanraku-
cho, Yatsushiro Japan-866-0017 Kumamoto;
3MiHW | TUMY - NOAAHHSA OHOB/IEHOTO
cepTugikaty BiANOBIAHOCTI €BpONENChKil
thapmakonei R1-CEP 2004-200-Rev 05 gns
AQI Big BXe 3aTBEpAKEHOro BUpoOHUKA
40. | AONErIT® Tabnetku no 250 wmr, no 50 3AT YropwmHa 3AT YropwumHa BHECEHHS 3MiH A0 peecTpavyiiHnx maTtepiaiis: 3a UA/9455/01/01
Tabnetok y chnakoHi, no 1 dapmMaLeBTUYHN dapmMaveBTUYHUIA 3MiHW | TUNY - NOAAHHS OHOB/IEHOIO peyenmom
(h/1aKOHY B KapTOHHIi 7 3aBof EFIC 3aBop ElC cepTudikaTa BignoBigHOCTI EBpoNeichkiii

Kopoo6ui

papmakonei Ne R1-CEP 1996-033-Rev 05 Ta
Ne R1-CEP 1996-033-Rev 06 ans gitoyoi
peyosunHM Methyldopa Big, yxe 3aTBepAxeHoro
BMpobHMKa EGIS Pharmaceuticals PLC,
Budapest, sk HacnifoK BBeeHHSA MPOMDKHOT
AiNAHKW BUPOBHMLTBA; 3MiHU | TUMY - NOAAHHA
HOBOrO cepTudikaTa BignoBiAHOCTI
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
€Bponelicbkinn hapmakonei Ne RO-CEP 2010-
326-Rev 01 ans gitoyoi pevosuHy Methyldopa
Bifi HOBOro BMpO6HKKa Teva Pharmaceutical
Industries Ltd
41. | OPOCHI®EM 20 TabneTkun, BKpUTI Mi6e TM6X HimeuyunHa Mi6e Mm6X HimeuunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a UA/15867/01/01
NNiBKOBOI 060JI0HKOHD, MO ApuHalimitTenb ApuHaiimitTens 3MiHK | TUNY - 3MiHK Woao0 peyenmom
0,02 mr/3 mr no 28 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
Tabnetok y 6nictepi (24 BBefeHHA abo 3MiHM [0 y3ara/ibHeHNX AaHnx
aKTUBHI TabneTkn npo cuctemy thapmakoHarnsgy (BBefeHHS
POXeBoro Konbopy + 4 y3arasibHeHUX JaHnx nNpo cucTemy
Tabnetku nnaue6o 6inoro hapmakoHarnsagy, 3MiHa yrnoBHOBaXeHOT
Konbopy); no 1, aéo no 3, ocobu, BiAnoBigasibHOI 3a 3AjACHEHHSA
abo no 6 6nicTtepis B thapmakoHarnsgy; KOHTakTHOi 0cobm 3
KapTOHHI ynakoBLi thapmakoHarnaay 3asiBHUKa A5 34iCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMiHHa BiJ YNOBHOB&XeHOi 0co6H,
BiANOBIAA/IbHOI 32 34iiCHEHHSA
hapmakoHarnsay (Bk1HYatoum KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHI MacTep-daiina
cuctemu chapmakoHarnagy) - 3miHa
KOHTaKTHOT 0C06M, BignoBiganbHOI 3a
3[jiCHEeHHST hapMakoHarnsay B YkpaiHi:
[Oitova pepakuis — MapTuHiok Onbra
BorpaHiBHa. MNponoHoBaHa pefakuis —
Banabaw Bitaniin Mukonariouy. 3miHa
KOHTaKTHUX JaHWNX KOHTaKTHOI ocobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
dapmakoHarnsgy
42. | APOCHMI®EM 30 TabneTkn, BKPUTI mi6e MmeX HimeuunHa Mi6e Fm6X HimeuyunHa BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3a UA/15868/01/01
NNiBKOBOI 060JI0HKOHD, MO ApuHalimitTenb ApuHalimiTTens 3MiHK | TNy - 3MiHK Woao peyenmom

0,03 mr/3 mr o 21
Tabnetuiy 6nictepi; no 1,
abo no 3, abo no 6
6nicTepiB y KApTOHHIl
ynakoBLj

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
BBegeHHs abo 3MiHM A0 y3arasibHEeHNX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT
0co6w, BignoBiganbHOI 3a 34jiACHEHHS
dhapmakoHarnsgy; KoOHTakTHoi ocobm 3
dhapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMiHHa BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIAA/IbHOI 32 34iiCHEHHS
hapMakoHarnsgy (BkIHYatoum KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLleHHI MacTep-haiina
cuctemun chapmakoHarnagy) - 3miHa
KOHTaKTHOT 0CO6M, BignoBigaibHOI 3a
3[jiCHEeHHSsT hapMakoHarsay B YKpaiHi:
[itova pegakuis —MapTuHiok Onbra
BorpaHiBHa. MNponoHoBaHa peAakuis —
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Bana6aw Bitaniin Mukonariosmu. 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOI ocobu,
BiiNOBIAANbHOI 3a 3iICHEHHS
dhapmakoHarnsgy
43. EAAPBIK/IOP® TabneTkun, BKpUTI Takepa CLIA BUPOGHMLTBO Anonis/ CLLUA/ | BHeCeHHs 3MiH J0 peecTpaLjiiiHux MmaTepiasis: 3a UA/15205/01/01
NNiBKOBOI 060/10HKOK, 40 | dapmacbioTikan Hepo3dgacoBaHOl Ipnangis 3MiHK || TUNYy - 3MiHK B IHCTPYKLiO 4N peyenmom
Mr/25 Mr no 7 TabneTok y c CLUA, IHk. npoaykuii, 03BN Ha MeJMYHOro 3aCTOCYBaHHS B PO34i/u:
6nictepi; no 2 abo no 4 BUNYCK cepil: "®apmakonoriyHi BnacTneocTi”,
6icTEpN Y KaPTOHHIN Takega "MpoTmnokasaHHa", "OcobanMBOCTi
Kopo6Li; no 14 TabneTok y dapmachboTikan 3acTocyBaHHs", "Crnoci6 3acTocyBaHHs Ta
6nictepi; no 1 abo no 2 Komnawi flimites, no3n", "Mepepno3sysaHHA", "Mo6IYHI peakwii”.
6nicTepa y kapTOHHIl Ocaka MnaHT, BBegeHHA 3MiH npoTArom 3 micsAuiB nicnsa
Kopoo6Li ANOHisA; NepBrHHE 3aTBEepPAKEHHSA
Ta BTOPUHHE
nakyBaHHS:
AHpaepcoHBbpekoH
IHK., CLUA,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI
cepil, f,03BiN HA
BUNYCK cepil:
Takepa lpnaHgis
Jita, lpnangis
44, EAAPBIK/IOP® TabneTku, BKpUTI Takepa CLWA BUPOGHMLTBO Anonis/ CLUA/ | BHeCEHHs 3MiH 0 peecTpaLjiiiHux maTepianis: 3a UA/15204/01/01
NNiBKOBOI 060/10HKOK, 40 | dapmacbioTikan Hepo3dgacoBaHol Ipnangis 3MiHK |l TUNY - 3MiHK B IHCTPYKLiO 4Ns peyenmom
Mr/12,5 mr no 7 TabneTok ¢ CLUA, IHK. npoaykuii, 03BiN Ha MeAMYHOro 3aCTOCYBaHHSA B PO34i/n:
y 6nicTepi; no 2 abo no 4 BUNYCK cepil: "®apmakonoriyHi BnactneocTi”,
6icTepN Y KapTOHHIN Takega "MpoTmnokasaHHsa", "OcobanMBOCTI
Kopoo6Li; no 14 TabneTok y PapmachbioTikasn 3acTocyBaHHs", "Crnoci6 3acTocyBaHHs Ta
6nictepi; no 1 abo no 2 Komnawi flimites, no3n", "Mepepno3sysaHHA", "Mo6IYHI peakwii”.
6nicTepa y KapTOHHIl Ocaka MnaHT, BBegeHHA 3MiH npoTArom 3 micsAuiB nicns
Kopo6Li ANOHIA; NepBrHHe 3aTBEPAKEHHSA
Ta BTOPUHHE
nakyBaHHS:
AHpaepcoHBpekoH
IHK., CLUA,
nepBuHHE Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b SKOCTI
cepii, f03BIN Ha
BUNYCK cepil:
Takepa lpnaHgis
T4, lpnangis
45, E3OMAIC TabneTku leTepo /1a63 IHais letepo /1a63 IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepianis: 3a UA/15735/01/01
racTpope3ncTeHTHi, no 20 NlimiTeq NimiTeq 3MiHu | TMNYy - AGMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Mr Mo 7 TabneTok y HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa
6nicTepi; no 2 6nictepn y (BNacHvKa peecTpauiiiHoro NocBigYeHHs) -
KaPTOHHI Kopoo6Lli 3MiHa apecu 3asiBHYKA.
46. | EBOMAINC TabneTkmn [eTepo /1a63 IHAis [eTepo /1a63 IHAjis BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis: 3a UA/15735/01/02
racTpopesncTeHTHi, no 40 NimiTeq NimiTen 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
Mr N0 7 TabNeToK y HaliMeHyBaHHS Ta/abo agpecu 3asiBHUKa
6nicTepi; no 2 6nictepn y (BNacHvka peecTpauiiHoro NocBigYeHHs) -
KapTOHHI Kopoo6Lli 3MiHa afipecu 3asiBHYKA.
47. EHTEPOCTE/Ib kancynm no 0,32rno 7 MpAT "EO® Ykpaina MpAT "EO® YkpaiHa BHECEHHS 3MiH A0 peecTpavyiiHnx maTtepiaiis: 6e3 UA/4415/03/01
EKCTPAKAINC Kancyn y 6nictepi; no 1, 2 "KPEOMA- "KPEOMA-®APM" 3MiHu | TURY - 3MiHK 3 SKoCTi. FoTOBMIA peyenma
abo 4 6nictepu y Kopobui PAPM" nikapcbkuii 3aci6. Cuctema
3 KapToHYy KOHTeliHep/3aKyrnoptoBasnbHWii 3aci6. 3MiHa
PO3Mipy YNakoBKu1 rOTOBOrO /iKapCbKOro
3aco6y (3miHa KinbkocTi 0AnHWLL (Hanpuknag,
TabneTok, amnys TOLO) B yNakoBLi:) - 3miHa
no3a fjana3oHoM 3aTBepXeHNX po3MipiB
yNaKkoBKM - BBEA,EHHS A0AATKOBOT ynakoBka no
1 6nicTepy y KOpO6L,j 3 KApTOHY, 6€3 3MiHN
nakyBaslbHOro Matepiany, 3 BignosigHMn
3MiHaMU Y p. «YnakoBKa».
48. ECMNA-NINOH® TabneTkun, BKpUTI Ecnapma Mv6X HimeuyunHa BUPOBHMLTBO HimeuunHa BHECEHHS 3MiH A0 peecTpavyiiHnx maTtepiaiis: 3a UA/4179/01/02
600 060/10HKO0, N0 600 Mr Mo Hepo3chacoBaHOro 3MiHu | TUNY - 3MiHK 3 SKoCTi. FoTOBMIA peyenmom
10 Tabnetok y 6nictepi; NpoAyKTy, NepBuHHE nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI.
no 3 6nicTepn B KAPTOHHIN nakyBaHHs1, 3amiHa ab0 BBeAEHHS [OAATKOBOI Ai/TbHUL
ynakoBLi BTOPUHHE BMPOBHMLTBA 15 YaCTUHM abo BCbOro
nakyBaHHS, BVMPOGHMYOTO MPOLECY roTOBOro MiKapCbKOro
KOHTPO/b SKOCTI, 3acoby ([ibHULS 418 BTOPUHHOMO
BUNYCK cepil: nakyBaHHs1) - BBELleHHS 404aTKOBOT AiNIbHULL
dapma BepHirepoge 015 BTOPVHHOTO nakyBaHHA. 3MiHu | Tuny -
'mM6X, HimeuyunHa 3MiHM 3 IKOCTi. [0TOBWIA NiKapcbknii 3acio.
nepBuHHE 3MiHU Yy BUPOGHMLTBI. 3amiHa abo BBEAEHHS
nakyBaHHs, [0[aTKOBOI [i/TbHUL BUPOGHULTBA A15
BTOPUHHE 4acT1HK abo BCbOro BUPOBHNYOTO NpoLecy
nakyBaHHS: roToBOrO Nikapcbkoro 3acoby (4inbHULA Ans
ecnapma dapma NepPBUHHOTO NakyBaHHS) - BBEAEHHS
Cepsices 'M6X, [04aTKOBOT 4i/bHUL 4153 NEPBUHHOTO
HimeyunHa nakyBaHHS. YTOUHEHHS hyHKLi
3aTBEPAKEHOr0 BUpOOHUKa: Papma
BepHirepoge M6X, HimeuunHa (Pharma
Wernigerode GmbH, Germany) (BUpo6HULTBO
Hepo3acosaHOro NPoAyKTy, NepBUHHE
nakyBaHHS, BTOPUHHE NakKyBaHHS, KOHTPO/1b
SKOCTI, BUMYCK cepii).
49. ECNA-NINOH® TabneTku, BKpUTI Ecnapma Mv6X HimeuyunHa BUPOGHMLTBO HimeuunHa BHECEHHS 3MiH [0 peecTpaujiitHux maTepiasis: 3a UA/4179/01/02
600 060/10HKOI0, N0 600 Mr Mo Hepo3dacoBaHoro 3MiHM | TUNY - 3MiHa NapameTpis cneyudikadin |  peyernmom
10 TabneTok y 6nicTepi; NpOAYKTY, NepBUHHE Ta/abo [oNyCTUMUX MEX NEPBUHHOT YNakoBKW
no 3 6icTepun B KAPTOHHIl nakyBaHHs, rOTOBOrO /1iKapCbKOro 3acoby - fONOBHEHHS
ynakoBLyj BTOPVIHHE crneundikauii antoMmiHiEBOI dosbrn
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nakyBaHHs, nokasHukoMm "laeHTudikauis” 3 BiANOBIAHOK
KOHTPO/b AKOCTI, METOAMKOW A5 GiNblLu HafinHOro
BUNYCK cepii: Papma 3abe3neyeHHs AKOCTi NePBUHHOT yNakoBKK;
BepHirepoge M'v6X, [0noBHEHHs creumdikayii PVC/PVDC nnisku
HimeuunHa; nokKasHWKoMm "laeHTudikauis” 3 BiANOBIgHOK
nepBuUHHe METOANKOW A/15 GiNbLL HagjinHOro
nakyBaHHs, 3a6e3neyeHHs SIKOCTi NePBMHHOI YNaKkoBKK
BTOPUHHE
nakyBaHHs: ecnapma
dapma Cepsices
m6X, HimeyunHa
50. ECNA-NINOH® TabneTku, BKpUTI Ecnapma Mv6X, HimeuyunHa BUPOBHMLTBO HimeuunHa BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiais: 3a UA/4179/01/02
600 060/10HKOI0, N0 600 Mr Mo HimeuunHa Hepo3dacoBaHoro 3MiHM | TUNY - 3MiHa y MeToAax BUNpo6yBaHHS peyenmom
10 Tabnetok y 6nictepi; NpoAyKTY, NepBUHHE roTOBOro NikapcbKoro 3acoby - 3miHa cnocoby
no 3 6nicTepy B KAPTOHHIi nakyBaHHs, NPUroTyBaHHA TECTOBOTO PO3YMHY B METOA)
ynakoBLi BTOPUHHE KiNIbKICHOTO BM3HAYEHHS TIOKTOBOT KMCNOTKW 3a
nakyBaHHs, nonomoroto BEPX. 3miHa cepegosuila
KOHTPO/b AKOCTI, PO3UYMHEHHS Ta LWBUAKOCTI 06epTaHHs B
BUNyCK cepii: Papma MeTOoAMLj BU3HAYEeHHS PO34YMHHOCTI. MeToa Ta
BepHirepoge Mv6X, XpomatorpadiyHi napameTpy He 3MiHIKTbCA
HimeuumnHa; (NpviBeAEHHA Y BIANOBIAHICTb A0 MOHOrpadii
nepBuHHE USP Alpha Lipoic Acid Tablets); 3miHu | Tuny -
nakyBaHHs, 3MiHU Y npoLieci BUPOGHULTBA rOTOBOIO
BTOPVHHE nNikapcbKoro 3acoby, BKAOUaKUY MPOMDKHUI
nakyBaHHS: ecnapma NPOAYKT, WO 3aCTOCOBYETLCA NpU
dapma Cepsices BUPOBHMLTBI rOTOBOTO NiKapCbKoro 3acoby -
'M6X, HimeuyunHa He3HayHa 3miHa y npoueci BUpobHMuTBa
(momaBaHHS KpeMHito AioKcuay ocafpkeHoro Ta
NOKPUTTS rpaHy/1 060/10HKOI0 NPOBOANTLCS B 2
eTanu (MonepeaHsLOo - B 04uH)); 3MiHu | Tuny -
3MiHa po3Mmipy cepii (BkoUaroun gianasoH
po3Mipy cepil) roToBOro NikapcbKoro 3acooby -
3anponoHosaHo: Po3mip cepii 135 410
Tabnetok (150 kr), Po3mip cepii 270 820
Tabnetok (300 kr)
51. | 3INENOP ®OPTE | cnpeii Ansa poToBoi MAT "dapmak” YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH 40 peecTpaLiitHux maTepiasis: 6e3 UA/16107/01/02
NopoXHuHW, 3,0 Mr/mn, no 3MiHW | TUNY - 3MiHW 40 IHCTPYKUIT AN peyenma
15 mn a6o 30 mny MeAMYHOro 3acToCyBaHHSA y po3ain "Cnocié
chnakoHi, No 1 dpiakoHy B 3acToCyBaHHS Ta 403U" 3rigHO 3 iHopMaLieto
nauui 00 MEANYHOIO 3aCTOCYBaHHS
pedrepeHTHOro fikapcbkoro 3acoby (TANTUM
VERDE FORTE, cnpeii gns potoBoi
NOpoXHWHY, 3,0 Mr/mn, B YKpaiHi He
3apeecTpoBaHuii). BBefeHHA 3MiH NpoTarom
6-TM MicsiLiB nicnsa 3aTBepAKeHHS
52. IBYNPOM 4NA cycneHsisi opasibHa no 200 KOHina6, N CLA Brpo6HMUTBO, IcnaHis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 6e3 UA/15878/01/02
LOITEA ®OPTE mr/5 mn no 30 mn, 100 mn, nepBuHHe Ta Higepnangun/ 3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBwMIA peyenma
150 mn, 200 My BTOPVIHHE IcnaHisi/ NiKapcbknii 3aci6. 3mMiHN Y BUPOOHMUTBI. 3MiHa
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
dhnakoHi; no 1 donakoHy B nakyBaHHs, Monbwa/ iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUMYCKY
KOMMNNEKTI 3i LWNPULOM- KOHTPO/b AKOCTI, IcnaHis cepii Ta KOHTPOJt0 AKOCTi FOTOBOrO
Ao3atopom no 5 mn B BUMYCK cepil nikapcbkoro 3acoby (3amiHa abo fofasBaHHA
KapTOHHI KopooLi rOTOBOrO NPOAYKTY: BMPOGHMKA, LU0 BiANOBIAAE 3a BBE3EHHS
dapmacbeppa Ta/abo Bunyck cepii) - Bkoyaroum
MaHydekuypiH, C.J1. KOHTPO/b/BUNPOBYBaHHA cepil
Icnanis AopasaHHsa BUpobHuka ®amap HigepneHg,
B.B, HigepnaHnaw, BignosiganbHoro 3a
Brpo6HMUTBO, KOHTPO/1b Ta BUMYCK Cepii.
nepBuHHE Ta BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micasa
BTOPVHHE 3aTBEepPAKEHHS. 3MiHU | TUny - 3MiHK 3 AKOCTI.
nakyBaHHs, [OTOBWI1 NiKapCbKMiA 3aci6. 3MiHN Y
KOHTPO/b SKOCTI, BMPO6HMLTBI. 3amiHa abo BBEAEHHS
BMNYyCK cepil [0[aTKOBOT AiNbHAL BUPOBGHULTBA AN1A

rOTOBOrO NPOAYKTY:
damap HigepneHg,
b.B.
Higepnangu

KoHTpornb sKocTi ( 3a
BUHSATKOM
MiKpo6ionoriyHoro
KOHTPO/I10), BUMYCK
cepii roToBoro
NPOAYKTY:
dapmanigep, C.A.
Icnanis

AnbTepHaTuBHa

AinbHUUA Ans
npoBefeHHs

Mikpo6ionoriyHoro

KOHTPO/O

(cy6porosip 3
BMPOBHUKOM

dapmanigep, C.A.):

Biona6 C.J1. IcnaHis

Bunyck cepii
rOTOBOTO MPOAYKTY:
TOB HOC dapmauis

MonbLa

4yacTuHM abo BCbOro BUPOOHUYOro npoLiecy
rOTOBOrO /liKapCbkoro 3acoby (AinbHUUSA, Ha
AKili NpoBOAATLCA OyAb-5Ki BUPOGHWYI cTagii,
3a BUHSATKOM BUMYCKY Cepili, KOHTPOIO AKOCTI,
NMepBUHHOTO Ta BTOPUHHOIO NakyBaHHSA, A1
HEeCTepW/IbHUX JTiKapCcbknx 3acobiB) CynyTHs
3MiHa
- 3MiHu 3 SKoCTi. [oTOBMIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3amiHa abo BBEAEHHS
[0[AaTKOBOI Ai/TbHUL BUPOGHMLTBA 415
4acTnHK abo BCbOro BUPOOHNYOrO NpoLecy
roTOBOrO J1iKapCbKOro 3acoby (4inbHuus ans
NepBUHHOIO NakyBaHHS)

- 3MiHu 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3amiHa abo BBEAEHHS
[0[AaTKOBOI [i/TbHUL BUPOGHMLTBA 415
4acTnHK abo BCbOro0 BUPOOHNYOTO NpoLecy
roTOBOrO J1iKapCbKOro 3acoby (AinbHuuUs ans
BTOPUHHOIO NakyBaHHs) BBEAEHHSA
[0[aTKoBOro BUpo6HukKa /13, BignoBigaibHOro
3a BUPOGHULITBO, NEPBUHHE Ta BTOPVHHE
nakyeaHHs: ®amvap Higepnexg B.B.,
Higepnangn. BBefeHHs 3MiH NpOTArom 6-Tu
MicAILiB Micns 3aTBepPIKEHHS
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBwMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPOJIt0 SIKOCTi FOTOBOIO
nikapcbkoro 3acoby (3amiHa abo JofaBaHHA
BMPOOHMKa, LLLO BiANOBiAAE 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bkaovaroum
KOHTPO/b/BMNPOBYBaHHSA cepil
[ofaBaHHsA BUpobHUuKa ®apmanigep, C.A.,
Icnanis, BiANOBIAA/ILHOrO 382 KOHTPO/Ib AKOCTI
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

(3a BUHAATKOM MiKpOGIO/IOFiYHOrO KOHTPOIIO),
BMNYCK Cepii roTOBOr0 NPOAYKTY. Y 3B'A3KY 3
LM YTOUYHEHHS (DYHKLT BXe 3aTBEpAKEHOro
BMpO6HUuKa bioni6 C.J1., IcnaHis -
anbTepHaTVBHa AiNbHULA 415 NPOBEAEHHS
MiKpOG6i0/I0riYHOro KOHTPOtO (Cy640roBIp 3
BMpobHukom Papmanigep, C.A.).
BBeeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPKEHHS.
3Mminu | TUny - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHK, LLIO CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPO/IH0 AKOCTi FOTOBOTO
nikapcbKkoro 3acoby (3amiHa abo fofaBaHHSA
BMPOGHUKA, LU0 BiANOBIAAE 3a BBE3EHHSA
Ta/abo Bunyck cepii) - He BkItovatoum
KOHTPO/b/BUNPOBYBaHHSA cepil
[ofaBaHHs BUpobHuka TOB KOC dapmalis,
MonbLya BigNoBigaIbHOrO 3a BUMYCK cepii
rOTOBOrO NPOAYKTY.
BBefeHHs 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPAKEHHS.
3MiHu | TUNYy - 3MiHK 3 SIKOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOBHULTBI. 3MiHK
y Npoueci BUpOGHMLTBA FOTOBOTO JTiKapCbKOro
3aco0y, BK/IOYaoUy MPOMKHWA NPOAYKT, L0
3aCTOCOBYETLCSA MNPV BUPOOGHULITBI FOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
npoLeci BUPOGHMLITBA BOAHOI cycneHsii ons
nepopasibHOro 3acTOCyBaHHS)
He3HauHi 3MiHV B NpoLieci BUPO6HMLTBA
BOZHOI CycneHsii An1a nepopasibHOro
3acTocyBaHHs (419 AinbHUL Pamap
HigepneHg B.B., HigepnaHaw), 3 meToto
NONINWEHHA TEXHONOrYHMX NapameTpis,
30Kpema, nif Yac BUPOOGHMYOro npoLiecy Ha
cTagii po34yMHEHHs HaTpito 6eH30aTy, KUC/I0TH
JNIMMOHHOT 6€3BOAIHOI, HAaTpIt0 LMTpaTty,
caxapuHy HaTpilo i HaTpito xopuay B
QUNLLEHIN BOA.
BBefeHHs1 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPKEHHS.

53.

IBYNPOM
CNPUHT KANC

Kancysm m'saki no 200 wmr,
no 6 a6o no 10, a6o no 12
Kancyn y 6nictepi, no 1
6nicTepy B KApTOHHIi
Kopobui; no 12 kancyny
6nicTepi, no 2 6nictepu B

KOHina6, Nn

CLWA

BMPOBHUK
BiAnoBiganbHUIA 3a
BMPOGHMLTBO,
KOHTPO/b Ta BUMYCK
npopykty in bulk:
MateoH CocpTaxenc

Higepnavgu/
MonbLa

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis:
3MiHM | TUNY - 3MiHa NapameTpiB cnewudikawii
Ta/abo foMyCTMMUX MEX rOTOBOrO MiKapCbKoro
3aco6y - BBeAEHHS NePioANYHOCTI KOHTPOSIO
(He NpoBOANTLCA PYTUHHO: NapameTp
KOHTPO/IIOETLCSA Ha KOXHI 10-ii cepii) ans

6e3
peuyenma

UA/6045/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KapTOHHI kopo6uj; no 10 B.B., HinepnaHnaw; nokasHuka "MigeHTudpmkaums kpacutens
Kancyn y 6nicrepi, no 3 BUPOBHUK Kancy/sibHoli 060104kMBP: ngeHTudunkalms
6nicTepy B KAPTOHHIl BiNOBIAabHMIA 3a naTeHToBaHoro cuHero V"y cneumdikauii
Kopoo6Li yMakoBKy, KOHTPO/b roTOBOrO Jlikapcbkoro 3acoby. BBeeHHA 3MiH
Ta BUNycK cepii npoTArom 6-Tu micsAuis nicna
rOTOBOrO NPOAYKTY: 3aTBepPAKEHHSA
TOB HOC dapmauis,
MNonblua
54, KAACINTA® NMOPOLLOK A/1A ®.XothdpmaHH- LLisefuapis BMPOGHMLTBO CLIA/ BHECEHHS 3MiH 0 peecTpaliintHux maTepiasis: 3a UA/13770/01/01
KOHLEHTpaTy A/19 PO34UHY Na Pow NT1a. Hepo3dacoBaHoi LLBenuapis/ 3MiHM | TUNY - 3MiHW B Mpoueci BUpoGHNLTBa peyenmom
Ons iHgysili no 100 mr, y npoAayKLUii, nepBnHHe HimeuunHa A®| - 3MiHa B npoLieci BUPO6GHULITBA
hnakoHax Ne 1 3 nakyBaHHs: MNareoH NPOMDKHOI CMPOBUHW TpacTy3ymab ans
NMOPOLLKOM B KapTOHHIlA MaHyhekTypuHr BMPOGHMLITBA Ajl040T pevoBUHU TpacTy3ymab
KopoobLi Cepsicus, JIICI, EeMTaHCUH, BBeZleHHS ABOX HOBUX 6aHKiB
CLA; KniTnH (working cell banks (6566 and 6608)
®.XochbdmaHH-/15 OTPUMaHMX 3 NOTOYHOrO 6aHKy KNiTWH (current
Pow Ntp, master cell bank); 3miHu Il Tuny - 3miHa
LLseiuapis; BVMPOGHMKa BUXIAHOrO/MPOMIXXHOIO
BTOPUHHE NPoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
nakyBaHHs: BUpOGHMYOMY npoueci A®l, abo 3miHa
. XodhdhmaHH-/15 BMPOGHMKa (BK/THOYAKOUN, Ae HeObXigHO, Micue
Pow N1pA, NpoBeLeHHS KOHTPO/II0 AKoCTi) API -
LLiBeiiuapis; BBEJEHHSA 404aTKOBOI NPOMIXHOI AiNbHULL
BMNPOGYBaHHSA Pow Cinranyp TekHikan OnepeiiHw3 MNte. T4,
KOHTPO/I0 SIKOCTI: Cinranyp (Roche Singapore Technical
Pow ®apma Al Operations Pte.Ltd. Singapore) 3
HimeuunHa; Pow BMPOGHMLTBA MPOMiXHOI CUPOBUHU
[liarHocTrke Mm6X, TpacTtysymab ans Bupo6HuuTea AP
HimeuuunHa; TpacTty3ymab emTaHCUH. BBefeHHA 3MiH
& . XothbdmaHH-/15 npoTarom 6-tu micsAuiB nicnsa
Pow 114, 3aTBepKeHHA
LiBeliLapis; Bumyck
cepii: ®.XochdpmaHH-
Na Pow N1p4,
LLiBeiiuapisi
55. KAACINA® NMOPOLLOK A/1A ®.XothdpmaHH- LLiBefuapis BMPOGHMLTBO CLIA/ BHECEHHS 3MiH 40 peecTpaLiitHux maTepiasis: 3a UA/13770/01/02
KOHLIEHTpAaTy A4NA po3ynHy Na Pouw JiTAa. Hepo3dhacoBaHO| LLBeruapis/ 3MiHM | TUNY - 3MiHM B Mpoueci BUpoGHNLTBA peyenmom
Ons iHgy3sili no 160 mr, y npoAyKLUii, nepBnHHe HimeyunHa A®| - 3MiHa B NpoLeci BUPOGHULITBA

nakoHax Ne 1 3
NMOPOLLKOM B KapTOHHIlA
Kopoobui

nakyBaHHs: MNareoH
MaHyeKkTypuHr
Cepsicus, JIICI,
CLUA;

. XodhdpmaHH-/15
Pow NTpA,
LLBeiuapis;
BTOPUHHE
nakyBaHHs:
®.XohbdmaHH-/15

NPOMIiXHOI CUPOBUHYM TpacTy3ymab ans
BMPOBHMLITBA [iH0HOT pe4OBUHY TpacTy3ymad
eMTaHCVH, BBE[IEeHHSI BOX HOBUX BaHKiB
knituH (working cell banks (6566 and 6608)
OTPMMaHMX 3 MOTOYHOrO H6aHKy KMiTWH (current
master cell bank); 3miHu Il TUny - 3miHa
BMPOGHMKa BUXIAHOrO/MPOMIXXHOTO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTLCA Y
BUpPOGHMYOMY npoueci A®l, abo 3miHa
BMPO6HMKa (BKIKOUAKOYK, e HEeOobXigHO, Micue
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Pow N1p4, NpOBeLEHHS KOHTPO/IIO AKOCTi) API -
LLBeiiuapis; BBEJEHHSA 404aTKOBOI NPOMIXHOI AiNbHULL
BMNPOGYBaHHSA Pow Cinranyp TekHikan OnepeiiHws3 Mre. /114,
KOHTPOJI0 SIKOCTI: Cinranyp (Roche Singapore Technical
Pow ®apma Al Operations Pte.Ltd. Singapore) 3
HimeuunHa; Pow BMPOGHULITBA MPOMIXHOI CUPOBUHU
[liarHocTrke Mm6X, TpacTty3ymab ans Bupo6HuuTea AP
HimeuuunHa; TpacTty3ymab emTaHCUH. BBefeHHA 3MiH
®.XodhdhmaHH-/15 npotarom 6-tu micailis nicns
Pow 14, 3aTBepKeHHA
LiBeliuapis; Bumyck
cepii: ®.XohdpmaHH-
Na Pow N1p4,
LLIBeiiuapis
56. KAHE®POH® H TabneTkun, BKpUTI BioHopuka CE HimeuyunHa BioHopuka CE HimeuunHa BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepiais: 6e3 UA/4708/02/01
060/10HKOI0, Mo 20 3MiHW | TURY - 3MiHW 80 IHCTpYKLUii Ans peyenma
Tabnetok y 6nictepi; no 3 MeaUYHOro 3acToCyBaHHA A0 po3ainy
61icTEpN B KAPTOHHIN "3acTocyBaHHS y nepiog BariTHOCTi abo
Kopoo6Li rogyBaHHs rpyaar” BignoBigHO J0 MaTepianis
peecTpauiiHoro focbe. BBefgeHHA 3MiH
npoTarom 6-tu micsAuiB nicnsa
3aTBEPAKEHHSA
57. KNOTPUMA30/N | ma3b 1% no 20 ry Ty6i; OpraHocvH IHais EHK 106 ETikans IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: 6e3 UA/8794/01/01
no 1 Ty6i B nauui 3 Naiid CaeHcns Mpaisit MimiTeq 3MiHW | TUnYy - 3MiHK WoAo peyenma
KapToHY Met. N14. 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBeaeHHs abo 3MiHM A0 y3arasibHeHNX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHnx Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT
0co6w, BignoBiganbHOI 3a 34jiACHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobm 3
dhapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLi0 BOHa
BiAMiHHa BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIAA/IbHOI 32 34iiCHEHHS
hapmakoHarnsay (BkIHYatoum KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLleHHI MacTep-aiina
cuctemn chapmakoHarnagy) - Aitoya pegakuis:
naH Bpimkew Peran (Mr. Brijesh Regal).
MponoHoBaHa pepakuin: A-p Awy fiin Wapma
(Dr. Ashu Deep Sharma). 3miHa KOHTaKTHUX
JaHnx
58. KO®AH TabneTku no 10 TabneTok BocHanek g.4. BocHis i BocHanek a.4. BocHist i BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 UA/3998/01/01
BOCHAJIEK® y 6nicTepi; no 1 6nictepy epueroBuH lepuerosuHa BUNPAaBNEHHS TEXHIYHOT NOMUNKM Y MeToAax peyenma
B KApPTOHHIli Kopobu,i a KOHTPOJT0 SIKOCTi, & came Y aHaUTiTUYHin
MeToauui «CynpoBigHI AOMILLKW» He
3a3HayeHo Apyry KOSIOHKY HeNoABWXKHOI dhasu,

sIka MOXXe BUKOPUCTOBYBATUCh TaKOX Y AaHili
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
MeToauui
59. KPAN/I BIA, Kpanni opasbHi, po34mH 5 ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 6e3 UA/15904/01/01
KALUIHO mr/mn no 20 mny 06MeXeHOo 06MeXeHo 3MiHK | TUNY - 3MiHK Woao peyernma
nynbmo dhN1aKoHi, yKynopeHomy BiANOBIga/bHICT BiANOBIAA/LHICTIO 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
Npo6KoL-KpanenbHULELD; 10 "®apmaLeBTnyHa BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHux
no 1 donakoHy y kopobu,i 3 "®dapmaneBTUyH thipma "BepTrekc", npo cuctemy thapmakoHarnsgy (BBefeHHs
KapTOoHY a hipma Ykpaina y3arasibHeHUX JaHnx nNpo cucTemy
"BepTtekc" (BUPOBHMLTBO 3 hapmakoHarnsagy, 3MiHa yrnoBHOBaXeHOT
npoaykuii in bulk 0cobw, BignoBiganbHOI 3a 34jiMCHEHHS
TosapwucTBa 3 dhapmakoHarnsgy; KOHTaKkTHoi 0cobm 3
06MeXeHoto chapmakoHarnsgy 3asaBHuKa AN 34iCHEHHS
BiANOBIAA/IbHICTIO hapmakoHarnsigy B YKpaiHi, K0 BOHa
"®apmavneBTUYHa BiAMiHHa BiJ YNOBHOB&XeHOi 0co6y,
KOMnNaHis BiANOBIAA/IbHOI 32 34iiCHEHHSA
"3popoB s, hapmakoHarnsay (BkIHYatoum KOHTaKTHI AaHi)
YkpaiHa) Ta/abo 3MiHM y po3MiLLeHHI MacTep-aiina
cucteMu hapmakoHarnsgy) - YnoBHoBaxeHa
ocoba 3asBHMKa 415 34ICHEHHSA
thapmakoHarnagy: girovya pefakuis —
KoBaneHko HOnis BagumiBHa; nponoHoBaHa
pefakuis — KagywkuHa KOnisi BonogmmupisHa.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXEHOT
ocobu
60. KPOMO/APOMNC® | kpanni o4Hi, po3unH 20 Mikpo labc IHAis Mikpo /la6c Nimiteq, IHAiA BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a UA/15701/01/01
Mr/ma no 5 mn aéo 10 mn Nimiteq 3MiHU | TUNY - 3MiHW B TEKCTI MapKyBaHHsA peyenmom
y thnakoHi-kpanenbHuL; BTOPVHHOT YNakoBku, a came JofaHHA
no 1 chnakoHy- iHchopMmawii aHrNiNCbLKO MOBOIO LWOA0 Ha3BMW
KpanenbHUL B KAPTOHHIi nikapcbKkoro 3acoby, nikapcbkoi hopmu Ta
Kopoobui KiNbKOCTi OAUHMLG B YNakoBLi, Aitoyol
peyoBuHW. 3MiHa iHhopMalLii, ika HAHOCUTbCA
wpudtom Bpaiing, a came gogaHa
iHbopMmaLlis LWoAo 403K AiY0T pevyoBUHN
61. | IAMOTPUH 100 Tabnetkn no 100 wmr; no 10 TOB "dapma YkpaiHa TOB "dapma Crapt" YkpaiHa BHECEHHS 3MiH A0 peecTpavyiiHnx maTtepiaiis: 3a UA/2112/01/02
TabneTok y 6nictepi; no 1, Crapt” 3MiHM | TUNY - 3MiHa NapameTpiB cnewudikawii peyenmom

abo 3, abo 6 6nictepis y
nauui 3 KapToHy

Ta/abo [oNyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco0by; CynyTHS 3MiHa: 3MiHa y MeToAax
BMNPOGYBaHHSA roTOBOrO fikapcbKoro 3acoby -
3MiHa HOpMyBaHHS cneuudikaLii Ta B MeToAj
KOHTPOJ110 FOTOBOTO JliKapCcbkoro 3acoby 3a
NOKa3HWKOM "CynyTHi LOMILLKW"; 3MiHW | Tuny -
3MiHa NapameTpiB cneuudikauii Ta/abo
[0MNYCTUMMX MEX FOTOBOTO NiKApCbKOro
3acoby; cynyTHS 3MiHa: 3MiHa Yy MeTofax
BMNPO6YBaHHA roTOBOrO JIiKaPCbKOro 3acoby -
3MiHM y cneyudikalii Ta MeTogax KOHTPOsI0
rOTOBOrO JliKapCbKOro 3acoby 3a NoKasHUKOM
«lgeHTudikalis», a came BBefEHHA
[0[aTKOBOro TECTy ifeHTudikalii MmeTtogom
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

Y®-cnekTpodoToMeTpii, Lo 06yMOB/IEHO 3
HEOb6XiHICTIO BBELIEHHSA eKCNPeCHNX MeTosiB
ifeHTudikauii 4iro4oi peyoBuHN y cknagi
rOTOBOrO Jlikapcbkoro 3acoby; 3miHu | Tuny -
3MiHa Yy MeToAax BUNpo6yBaHHSA roTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MmiHa y
3aTBEPMAKEHNX METOAAX BUNPOGYBaHHS)

62.

NAMOTPUH 25

Tabnetkn no 25 mr; no 10
Tabnetok y 6nictepi; no 1,
abo 3, abo 6 6nicTtepiB y
nauui 3 KapToHy

TOB "®apma
Crapt"

YKpaiHa

TOB "®apma Crapt”

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiitHux MmaTepiasis:
3MiHM | TUNY - 3mMiHa napameTpis cnevudikauii
Ta/abo [oNyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco0by; cynyTHsl 3MiHa: 3MiHa y MeTofax
BMNPOGYBaHHA roTOBOrO /IiKAPCbKOro 3acoby -
3MiHa HOpMyBaHHS cneuudikauii Ta B MeToAj
KOHTPO/0 rOTOBOTO Nikapcbkoro 3acoby 3a
nokasH1koM "CynyTHi AOMILLKK"; 3MiHu | TRy -
3MiHa NnapameTpiB cneuwudikauii Ta/abo
[0MyCTUMMX MEX roTOBOTO NiKapCbKOro
3aco0y; CynyTHs 3MiHa: 3MiHa y MeTogax
BMNPOGYBaHHSA roTOBOrO /liKapCbKoro 3acoby -
3MiHUM y cneyudikaLii Ta MeToAax KOHTPOsIo
rOTOBOrO JliKAPCbKOro 3acoby 3a NOKa3HMKOM
«lgeHTudikalis», a came BBeAEHHS
[0[aTKOBOro TecTy igeHTudikaLii Mmetogom
Y®-cnekTpodhoToMEeTpil, L0 06YMOB/IEHO 3
HEeoOXiAHICTIO BBEEHHS EKCMPECHUX METOZjB
iAeHTHdiKauii Aito4oi pevyoBuHN y cknagi
rOTOBOIO JIiKAPCbKOro 3acoby

3a
peyenmom

UA/2112/01/03

63.

NAMOTPU/H 50

Tabnetku no 50 mr; no 10
Tabnetok y 6nictepi; no 1,
abo 3, abo 6 6nicTepiB y
nauui 3 KapToHy

TOB "dapma
Crapt"

YKpaiHa

TOB "dapma Crapt"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis:
3MiHM | TUNY - 3MiHa napameTpis cnewudikauii
Ta/abo foNyCTMMUX MEX rOTOBOrO MiKapCbKoro
3aco0y; cynyTHA 3MiHa: 3MiHa y MeTofax
BMNPO6YBaHHSA rOTOBOTO JIiKAPCLKOro 3acoby -
3MiHa HOpMyBaHHS cneuudikadii Ta B MeToAj
KOHTPO/10 rOTOBOTO NiKapCcbkoro 3acoby 3a
NOoKa3HWKOM "CynyTHi AOMILLKW"; 3MiHK | Tuny -
3MiHa napameTpiB cneuucpikauin Ta/abo
[OMyCTUMNX MEX roTOBOTO NiKapCbKOro
3aco0by; cynyTHsl 3MiHa: 3MiHa y MeToAax
BMNPOGYBaHHA roTOBOro /IiKapCbKOro 3acoby -
3MiHM y cneyudikalii Ta MeToAax KOHTPOsI0
roTOBOrO NiKAPCbKOro 3acoby 3a NoKa3HWKOM
«lgeHTudikalis», a came BBefEHHSA
[04aTKOBOro TecTy igeHTudikawii MmeTogom
Y®-cnekTpodoTomeTpil, L0 06YMOBIEHO 3
HeoOXiAHICTIO BBEEHHS EKCMPECHUX METOZIB
iAeHTHdiKaLii AjtoY4oT pevyoBUHN Y cknagi
rOTOBOrO JIiKapCbKOro 3acoby

3a
peyenmom

UA/2112/01/01

64.

JNEBOMNPO®

PO34MH ans iHdysii, 500

TOB "KoHapk

YKpaiHa

[JouipHe

YKpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx maTepialis:

3a

UA/11924/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Mr/100 mn, no 100 mn abo IHTenmen" niANpPMEMCTBO 3MiHu |l Tuny - 3MiHn Wwoao peyenmom
no 150 My KOHTelHepi; "®apmaTpeiig” 6e3nekn/edekTBHOCTI Ta thapMakoHarniagy.
no 1 KoHTeliHepy B BHeceHHs abo 3miHa(n) A0 3060B'A3aHb Ta
nonieTuIeHoOBOMY NakeTi B YMOB BUaui peecTpauiiiHoro nocBig4eHHs,
KopoobLi BKOYaoun MNnaH ynpasaiHHA pusnkamu
(3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€)
noAasIbLIOro 06r'pyHTYBaHHSA HOBUMU
[08aTKOBUM AaHMK, Lo MaloTb HagasaTucs
KOMMNETEHTHUM OpraHoM, OCKifIbKK
BUMaraeTbCs CyTTEBA OL{iHKa KOMMNETEHTHUM
opraHom) (BukoHaHHsi 3060B'si3aHb BifnoBigHO
o nignyHkty 1.13 nyHkTy 1, nignyHkty 2.3
nyHKTY 2 gofaatky 15 o Nopsaky npoBefeHHsA
€KCnepTu3n peecTpauiiiHix martepianis Ha
nikapcbki 3acobu, Lo NoAarTbes Ha
AepxXaBHy peecTpauiio (nepepeecTpadito), a
TaKoX eKcnepTW3n MaTepianiB NPo BHECEHHS
3MiH 10 peecTpavuiiiHuX maTepianis NPOTArom
Aii peecTpaviiiHOro NocBig4eHHs,
3aTBepxeHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pepakuii Hakasy MO3 Big,
23.07.2015 Ne 460)
65. | JIEBO®JIOKC TabneTkun, BKpUTI CKAH BIOTEK IHais BadHa IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: - UA/13293/01/01
NNiBKOBOI 060JI0HKOHD, MO nTa dapmacbtoTikanc 3MiHK | TRy - 3MiHK WOoA0
500 wr in bulk: no 5 Nra., IHgis; LWAPOH 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy -
Tabnetok y 6nictepi; no BIO-MEACUH 3amiHa rpagoiyHoro ohopmMaeHHs NepBUHHOT
200 6nicTepiB y KapTOHHIi NIMITEA, IHais Ta BTOPVHHOI YNaKkoBOK Ha TEKCT MapKyBaHHS
ynakoBuj; in bulk: no 10 yMakoBOK 3 BiANOBIAHUMY 3MiHaMK 40 PO34inis
Tabnetok y 6nictepi; no MKA N3 (po3gin «[IpadiyHe ohopmneHHs»
100 6nicTepiB y KapTOHHIi 3aMiHEHO pO3Ai1oM «MapKyBaHHS»)
ynakosui; in bulk: no 1000
Tabnetok y
nonieTMneHoBOMY NakeTi B
KOHTeliHepi
66. | JIEBO®JIOKC TabneTku, BKpUTI CKAH BIOTEK IHais BadgHa IHais BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3a UA/13292/01/01
NNiBKOBOI 060JI0HKOHD, MO nTa dapmacboTikanc 3MiHK | TURy - 3MiHK WOoA0 peyenmom
500 mr no 5 TabneTok y nra., IHais; WAPOH 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy -
6nictepi; no 1 6nictepy B BIO-MEACUH 3amiHa rpadiyHoro ohopmMaEeHHs NePBUHHOT
KapTOHHI ynakosLij; no 10 NIMITEA, IHais Ta BTOPUHHOI YNakoBOK Ha TEKCT MapKyBaHHS
Tabnetok y 6nictepi; no 1 ynakoBOK 3 BifNoBigHVMM 3MiHaMK 4,0 pO34inis
6nicTepy B KAPTOHHIi MKA N3 (po3gin «[padivyHe ohopmaeHHs»
yNnaKkoBLi 3aMiHEHO po3/i1oM «MapKyBaHHS»)
67. | NIEBO®J/IOKCALL, | po3umH ans iHdysiin, 500 CKAH BIOTEK IHais AJTIKOH IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: - UA/11630/01/01
MH Mr/100 mn in bulk: no 100 nTa MAPEHTEPAJIC 3MiHY | TUNY - 3amiHa rpadiyHoro
My N1acTUKOBOMY (HAIA) NTA 0hOpPMIEHHS NEPBUNHHOI Ta BTOPUHHOT

donakoHi; no 50 a6o 100
(h/1aKOHIB Y KapTOHHIi
Kopo6ui

yNakKoBOK Ha TEKCT MapKyBaHHS yMakoBOK 3
BiANOBIAHUMY 3MiHaMV 0 PO3Ainis MeToAiB
KOHTPOJIH0 SIKOCTi JTiKapCbKOro 3acoby (po3gin
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

68.

«['padpiuHe 0hopMIEHHS» 3aMiHEHO po3aifiom
«MapKyBaHHs»)

69.

MAJAIHET

MAHIHIN® 5

TabneTku, BKpUTI
NNiBKOBOI 060J1I0HKOHD, MO
0,03 mr/2 mr no 21
Tabnetuiy 6nictepi; no 1
abo no 3, abo no 6
6nicTepiB B KAPTOHHIl
Kopoo6Li

mi6e MmeX
ApuHaiimiTTens

HimeyunHa

mi6e MmbeX
ApuHaiimitTTens

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLiinHux maTepiasis:
3MiHW | TUny - 3MiHK Woao
6e3nekun/edhekTBHOCTI Ta hapMakoHarniagy.
BeefeHHs abo 3MiHn [0 y3arasibHeHNX AaHnx
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx Npo cucTemy
hapMakoHarnsay, aMiHa ynoBHOBaXKeHOT
0co6u, BignoBiganbHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKkTHoi 0cobm 3
hapMakoHarnsay 3asiBHvKa ANns 34iINCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLi0 BoHa
BigMiHHa Bif, yNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA
thapmakoHarnagy (BKIovatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina
cmucTemu dhapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6M, BignoBigaibHOI 3a
3[jiCHEHHS1 hapMakoHarnsay B YKpaiHi:
[itoua pepaxuis — MaptuHiok Onbra
BorpaHiBHa. MNponoHoBaHa pefakuis —
Bana6aw Bitaniii MukonaiioBuy. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0cobu,
BiANOBiAa/bHOI 3a 3AjACHEHHS
dhapmakoHarnsgy

3a
peyermom

UA/15840/01/01

Tabnetkn no 5 mr Ne 120 y
hnakoHax Ne 1

BEPNIH-XEMI
Al

HimeyunHa

BMPOGHMKM, LLO
BUKOHYIOTb
BUPOGHMLTBO
Hepo3dgacoBaHol
npoaykuii: BEP/IH-
XEMI AT,
HimeuumnHa;
MeHapiHi-®oH
XeligeH Mv6X,
HimeuumnHa;
BMPOGHWKM, L0
BUKOHYIOTb KiHLieBE
nakyBaHHS:
BEPNIH-XEMI AT,
HimeuuunHa;
MeHapiHi-®oH
XeigeH M'v6X,
HimeuuunHa;
BVPOGHWK, LLIO
BUKOHYE BUMYCK
cepii: BEP/NIH-XEMI
Al', HimeyunHa

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
BUMPAaB/IEHHS TEXHIYHOT NOMUKN Y
cneumdikalii MeTOAB KOHTPO/O AKOCTI i K
Hacnifok B caMmx MeTofax KOHTPOSIo,
OCKi/IbKM J0ONYCTUMI MeXi TaM TakoX 3a3HauyeHi

3a
peyermom

UA/9669/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
70. | MEOAKCOH NMOPOLLIOK A1 PO34UHY Mepokemi T4 Kinp Mepnokemi 1T Kinp BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis: 3a UA/7582/01/01
ans iH'ekuii no 1 r no 10 (3aBog C) 3MiHM | TUNY - 3MiHa NapameTpiB cnewudikawii peyenmom
hNakoHIB 3 MOPOLLKOM B Ta/abo foNyCTUMUX MEX rOTOBOrO NiKapCbKoro
KapTOHHI KopooLi 3ac00y - 3BY)KEHHSI fOMYCTUMUX MEX 3a
NOKa3HNKOM "BakTepiasibHi eHO0TOKCUHN",
npuBeLEHHS Y BiANOBIAHICTb A0 BUMOT Aito4ol
MoHorpadii EP uedtpnakcoH
71. METOHAT pO34mnH aNns iHexuiii 100 TOB Ykpaina MpAT "Nekxim- YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiitHux MmaTepiasis: 3a UA/11449/01/01
mr/mMa no 5 mn B amnynax ; | "®apmaueBTuuH Xapkis" 3MiHn | TURNY - AgMIHICTPaTVBHI 3MiHW. 3MiHa peyenmom
no 5 amnyn B 6nictepi a KoMnaHis HalilmeHyBaHHs Ta/abo agpecy Micus
OZIHOCTOPOHHLOMY, N0 2 "CAJTIOTAPIC" NPOBaPKEHHSA AiS/IbHOCTI
6nictepa y nauui BMpPO6HMKa/iMnopTepa roToBOro JlikapCbKoro
KapTOHHIl 3aco6y, BK/IH0YAKUU Ai/TbHULL BUNYCKY cepil
a60 MmicLe npoBefileHHA KOHTPOSIK0 AKOCTI.
(aisnbHICTb, 3a SKy BignoBigae
BMPOGHMK/IMNIOpPTEp, BK/IOYAKOUM BUMYCK
cepii) - 3miHa agpecu BupobHuka M3, 6e3
3MiHM Micls BUPO6HMLTBA. BBEAEHHSA 3MiH
npoTsrom 3-x MicsiLiB nicisi 3aTBepAKEHHS
72. ME®EHAMIHOB kancynu no 250 mr, no 10 dnamiHro IHais $namiHro BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 6e3 UA/4974/01/01
A KNCNOTA Kancyn y 6nictepi, no 2 PapmacboTrKan PapmacboTHKanc 3MiHM | TUNY - 3MiHa y MeTogax BUNpobyBaHHS peyernma
6nicTepn B KOpoOLi c ita., IHpis nra., IHais rOTOBOrO JlikapCcbKoro 3acoby - NpoNnoHOBaHO
YLOCKOHaIEHHS! METOAVKN BU3HAYEHHS T.
"Po3unHeHHn" (MeTog BEPX) - yTOUHeHHSA
HaliMeHyBaHHS1 XxpomaTtorpadyiyHOT KO/TOHKU,
pexum xpomaTorpadyBaHHs, BiLKOPUroBaHoO
pH 6ydhepHOro po3umnHy, 3MiHEHO aslikBOTY
BUMPOOYBaHOro Po34nHy (KOHLEHTpaLis
BMNPOGYBAHOr0 PO34MHY HE 3MIHIOETLCS),
[OMOBHEHO KpUTepii 4719 NpuaaTHOCTI
XpomarorpadivyHoi cuctemm
73. ME®EHAMIHOB kancynu no 500 mr, no 10 dnamiHro IHais $namiHro IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepianis: 6e3 UA/4974/01/02
A KUC/TIOTA Kancyn y énictepi, no 2 dapmacbloTukan dapmacbloTukanc 3MiHM | TURY - 3MiHa Yy MeTogax BUNpobyBaHHS peyenma
6nictepy B KOPOOL c 1o, nTg. roTOBOrO /iKapCbKoro 3acoby - NPONOHOBaHO
YLOCKOHa/IEHHS! METOAVKN BU3HAYEHHS T.
"Po3unHeHHs" (MeTog BEPX) - yTOUHEHHS
HaliMeHyBaHHS1 XxpomaTtorpadyiyHOT KONTOHKU,
pexum xpomaTtorpadyBaHHs, BifLKOPUroBaHo
pH 6ydepHOro po3umnHy, 3MiHEHO aslikKBOTY
BUMPOOYBaHOro Po34nHy (KOHLEHTpaLis
BMNPOBYBaHOIo PO3YMHY He 3MIHIOETLCS),
[OMOBHEHO KpWTepii ANa NnpugaTHocTi
XpomarorpadivyHoi cuctemm
74. | MIIbFTAMA® PO34MH AN iH'EKLiA no 2 Bbopsar ®apma HimeuunHa Contochapm HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/8049/02/01
M B amnyni; no 5 a6o 10, vM6X i Ko. KI' dapmavoiiTie 3Mminu | TMny - 3MiHK 3 SKocTi. FoToBMIA peyenmom

ab6o 25 amnyn y KapTOHHii
Kopoo6Ui

EpuolirHicce Mv6X

nikapcbkuii 3aci6. CTabinbHicTb. 3miHa y
TepMiHax npuaaTHOCTI abo ymoBax 36epiraHHs
roTOBOrO /liKapCcbKoro 3acoby (36iNbLUeHHs
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Peecmpayitina npoyedypa

Ymosu

Homep

n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

TepMiHy NPUAATHOCTI FOTOBOTO /iKapCbKOro

Bionycky

peecmpayitiHo2o
nocsioYeHHs

3acoby

(nigTBEPAXYETLCA faHUMW PEaUTbHOrO Yacy)
(36iNbLUEHHS TEPMiIHY MPUAATHOCTI FOTOBOrO

BignoBigHi 3MiHW B IHCTPYKL,iT 415 MeaUyYHOro

YNakoBOK Ha TEKCT MapKyBaHHSI NepBUHHOT Ta

36epiraHHsa N13). BignoBigHi 3MiHW B iIHCTPYKLT

3aco6y) - 119 ToproBoi ynakoBku

nikapcbKoro 3acoby (3 2-X 4o 3-X POoKiB).

3acTocyBaHHsa y p. "TepMiH npugatHocTi");
3MiHu | TUNy - 3MiHK Woao

6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy

(iHWi 3miHW) (3amiHa rpadiivHMX 306paXkeHb

BTOPWHHOI YNaKkoBOK; BHECEHHS iHchopmalyii
LLOAO LWNSAXY BBELEHHS Y TEKCT MapKyBaHHS
BTOPWHHOI YNakoBKW; BHECEHHS iHdhopMaLiT
LLLOZ10 BUPOBHWMKA Y TEKCT MapKyBaHHS
NEepBUHHOT yNakoBkK); 3MiHW | Tumny - 3miHK 3
sKocCTi. FOTOBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHoCTI
abo ymoBax 36epiraHHs roTOBOrO JlikapCbKoro
3acoby (3miHa B ymoBax 36epiraHHs roToBoro
nikapcbKoro 3acoby abo nicns
PO3YMHEHHSA/BIAHOBNEHHS) (3MiHA B yMOBax

015 MeANYHOro 3aCTOCYBaHHA Y p. "YMOBU
36epiraHHa".
BHECEHHS 3MiH [j0 peecTpaLiitHux MmaTepiasis:

3a

UA/14641/01/01

75.

MIOPUKC®

Karncynu nposioHrosaHol

Kancyn y 6nictepi; no 1
6nicTepy y KapTOHHIiA
Kopoo6Li

aii TBepgi no 15 mr no 14

Takena Mm6XxX

HimeyunHa

nepBuHHa Ta
BTOPUHHA YNaKoBKa,
[103BiN Ha BUMYCK
cepii: Takega
®apma Cn. 3 0.0.,
MonbLa;
BUPOGHMLTBO
Hepo3dghacoBaHOl
npoAykKujii:
Apape
dapmacbtoTikans,
IHK., CLLA

Monbwa/ CWA

3MiHM | TRy - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoBUH (iHLUI 3MiHW) - BHECEHHS 3MiH Y
nigpo3gin 3.2.P.4. KOHTposib AONOMDKHUX
peyoBuH

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis:

peyenmom

UA/11216/01/01

76.

MIPAMICTUH

Ans hapmaleBTUHHOTO
3aCTOCYBaHHs

nopoLuok (cybcTaHuis) y
MiLLKax nonieTuaeHoBmX

ToBapucTso 3
06MexeHot
BignosiganbHicT
10 "GAPMXIM"

YKpaiHa

ToBapucTso 3
06MexeHo
Bif4NoBiAaNbHICTIO
"OAPMXIM"

YKpaiHa

3minu | TUny - 3miHn 3 AkocTi. APl Cuctema
KOHTeliHep/3akynopoBaibHWi 3aci6 (iHLWi
3MiHKM) (3MiHM B p. «YNakoBka». Matepian
BTOPUHHOI YNaKoBKW He 3MiHMBCS, 3MiHNI0CS
hopMy toBaHHs); 3MiHu | TUNy - 3MiHK 3
AKocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BMNpobyBaHHA APl abo BUXigHOrO
mMaTtepiany/npomiKHOro NPoAyKTy/peareHTy,
LLI0 BUKOPNCTOBYETLCS Y NpoLeci

BMPO6HMLTBA AD| (HE3HAYHI 3MiHW Y
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

3aTBEPAKEHNX METOAAX BUNPOGYBaHHS)
(He3HauyHa 3MiHa y MeTofax BUNpobyBaHHA 3a
M. «3aNLWKOBI OpraHiuHi PO3YNHHUKN»); 3MiHN
| Tuny - 3miHn 3 skocTi. CepTuddikat
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€Bponeiicbkiii hapmakonei/moHorpadii.
3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO MPYBEAEHHS
y BiANOBiAHICTb A0 MOHOrpadii 4PY abo
€Bponelicbkoi hapmakonei, abo iHLwoT
HaujioHasbHOT dhapmakonei gepxasu €C
(3miHa y cneumndikavii HechapmakoneiiHoro
A®| N npuBeeHHs Yy BIANOBIAHICTbL A0
Bumor [1dY abo €sponelicbkoi hapmakonel,
a60 iHWOI HalioHanbHOT hapmakonet
fepxasn €C) - A®| (npuBeeHHs
cneundikauii Ta MeTOAIB KOHTPOSIO 3a M.
"MikpobionoriyHa yncroTa" y BignoBigHICTb A0
sBumor AIdY 2.0, 2.6.12 N, 5.1.4.) (3miHa
3acTocyBaHHsA J13: 3aTBepAKeHO: A1
HecTepusIbHUX NiKapCbK1UX hopm,
3anponoHoBaHo: A1 hapmaLleBTUYHOIo
3acTocyBaHHs) CynyTHS 3MiHa - 3MiHK 3
AKocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BunpobysaHHA APl abo BUXigHOrO
Marepiany/npoMiXHOro NpoAyKTy/peareHTy,
LLI0 BUKOPNCTOBYETLCSA Y Npoueci
BMPO6HUMLTBA AD| (HE3HAYHI 3MIHN Y
3aTBEPKEHNX MeToAax BUNPOOYBaHHS);
3MiHu | TUnNY - 3MiHK 3 aKocTi. A®Il. KoHTposb
A®I. 3miHa y meTogax BunpobysaHHs A®| abo
BMXifHOro mMarepiany/npomikHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea AP (iHWi 3MiHW Yy
MeToAax BMNPOGyBaHHS (BK/IHOHAKUN 3aMiHy
ab6o fonoBHeHHs)) A®I abo
BWXiAHOrO/MPOMIKHOro NPOAYyKTY) (3MiHW y
mMeToAax BUNpPo6yBaHHSA p. «CynpoBigHi
OOMILLKM» (3aMiCTb BU3HAYEHHS BMICTY
[OMILLOK METOA,0M TOHKOLLAPOBOT
Xpomatorpadii 6yna po3pobreHa meToauka
Ha OCHOBI piguHHOT Xxpomatorpadir); 3MiHu |
TUny - 3MiHn 3 akocTi. A®I. KoHTponb AdL.
3MiHa y meTogax BunpobyBaHHsa APl abo
BUXiAHOrO MaTepiany/npomikHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuuTBa A®| (He3HauHi 3MiHW y
3aTBEPMAKEHNX METOAAX BUNPOGYBaHHS)
(He3HayHa 3MiHa y MeTofax BUNpobyBaHHs 3a
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
n. «KifbkicHe BU3HaYeHHs»); 3MiHu Il Tuny -
3MiHu 3 gKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMNYCTUMUX MEX, BU3HAYEHUX Y
cneumngikauisax Ha A®l, abo
BUXiAHUIA/NPOMIXHWUIA NPOAYKT/pearexT, Lo
BUKOPVCTOBYIOTBCS y NpoLeci BUPOOHMLTBA
A®| (3MiHa No3a Mexamu 3aTBepaKeHoro
Aiana3oHy y cneuucpikauii Ha A®I) (3miHm 3a n.
«CynpoBigHi AOMiLLKn» 3aTBepaKeHo: Cyma
[OMILLOK — He Ginblue 0,5%; 3anponoHOBaHoO:
nomiwka 1 — He 6inbwe 0,15 %; [omilka 2-
He 6inbLe 0,15%; Byab-AKoi igeHTUdikoBaHOT
[OOMILLKK- He BinbLue 0,10%; Cyma AOMILIOK -
He 6isbwe 1,0%)
77. | M-M- MOPOLLIOK A5 CycneHaii Mepk Wapn i LLiBefiuapis Mepk Wapn i Joym Higepnavgu/ BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis: 3a UA/14950/01/01
PBAKCIMPO® Ons iH'ekuii no 1 posiy [oywm lgea, IHK B.B., Higepnanaun CWA 3MiHu | TUNy - 3MiHK Woao peyenmom
BAKUWHA AnsA dnakoHi Ne 1 B kKOMNAekTi (BTOPUHHE 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
MPO®INAKTUKA 3 PO34MHHMKOM (BOAa ANs nakyBaHHs1, BUMYCK BBeaeHHs abo 3MiHU [0 y3arasibHeHNX AaHnxX
KOPY, iH'ekyit) no 0,7 mny cepii BakUMH/ Ta npo cuctemy hapMakoHarnsgy (BBefeHHs
ENIAEMIMHOIoO nakoHi Ne 1 abo y PO34MHHMKA); Mepk y3arasibHeHUX gaHux Npo cuctemy
NAPOTUTY TA nonepeaHLo LWapn i Aoym Kopn., thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOT
KPACHYXUN HanoBHeHOMy Lwinpuui Ne 1 CLA (BUpO6GHMK ocobu, BignoBifanbHOI 3a 3AiACHEHHS
XNBA B KOMM/IEKTi 3 ABOMa BakuuHu in bulk Ta hapMakoHarnsay; KOHTakTHOI 0cobu 3
ronkamu; abo y donakoHax nepBuHHE thapmakoHarnagy 3asBHUKa A5 34iCHEHHS
Ne 10 B KOMNNEKTI 3 nakyBaHHs) hapmakoHarnsgy B YkpaiHi, KLU0 BOHa
PO34MHHKKOM (BOAa ANst BigMiHHa Bif yNOBHOBaXEHOT 0CO6U,
iH'ekyit) no 0,7 mny BiANoBiAabHOI 3a 34jACHEHHS
onakoHax Ne 10 B hapmakoHarnsgy (BkI4atoum KOHTaKTHI AaHi)
OKpemMmnx Kopoobkax Ta/ab0 3MiHKN y po3MiLLEeHHI MacTep-thainna
cmcTeMu dpapmakoHarnsgy) - 3miHa
YMNOBHOBA&XEHOI 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnag: [irova
pepakuisi: XXaHet Xopmb6pelii. NMponoHoBaHa
pepakuisi: foktop Main Jemon. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
3asBHMKa. 3MiHa MiCLie3Hax0MKeHHA macTep-
dpaiina
78. MOJECKIH® C Masb no 15 ry 1y6i; no 1 MAT "dapmak” Ykpaina MAT "®dapmak” YkpaiHa BHECEHHS 3MiH A0 peecTpavliiHnx maTtepiasiis: 3a UA/13153/01/01
Ty6i y nauui 3 KapToHy 3MiHM | TUMY — 3MiHa Ha3BW ipMU-BMPOBHUKA peyenmom

Litoyoi pevyoBmHY MomeTasoHy chypoaty Ta sk
HacnifoK, BHECEHHA HOBOI Ha3BMW B pO3fiN
«Cknagy» peecTauiiHoro focbe Ta Metogax

KOHTPOJIH0 SIKOCTi Ha roTOBWIA Nikapcbkuid 3acio;

3MiHK | TUNy - 3MiHa y NapameTpax
cneumdikauin Ta/abo AONYCTUMKX MEX,

BM3Ha4YeHux y cneyudpikauisx Ha Adl, abo
BVXifHVA/NPOMIDKHWIA NpoAyKT/pearexT, o
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BMKOPVCTOBYIOTBCS y NpoLeci BUPOOHMLTBA
A®I; 3MiHM | TUNY - 3MiHa Y MeTofax
BMNPOBYBaHHSA roOTOBOrO /iKapCbKOro 3acoby
(ans npuBeAeHHs y BiANoBigHiCTL 3 APY abo
€BponencLKoI hapMakoneeto Ta BUIyYeHHS
NOCWNaHHSA Ha 3acTapinuii BHYTPILLHIl MeToz,
BMNPOGYBaHHS i Oro Homep); 3MiHu | Tuny -
3MiHa NnapameTpiB cneuudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NKapChKOro
3acoby

79.

MOHTE/NYKACT-
TEBA

TabneTku XyBasbHi no 4
Mr, M0 7 TabneTok y
6nicTepi, no 4 6nictepn B
KapTOHHI KopooLi

TeBa
dapmauesTikas
IHpacTpi3 N7,

13painb

TOB TeBa
OnepeiwH3 MNonaxg,

MonbLa

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis:
3MiHun Il TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(n) A0 30608B'A3aHb Ta
YMOB Buaui peecTpauiliHoro noceigveHHs,
BK/IIOHa0uM MNnaH ynpasniHHA pusnkamm
(3acTocyBaHHA 3MiH(K), siKi(a) BUMaratoTb(€)
noAasIbLIOro 06r'pyHTYBaHHSA HOBMMU
[04aTKOBUM Ai@aHMK, Lo MatloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKifTbK/
BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM
opraHom) (BrvkoHaHHs 3060B'sA3aHb BiAMoBigHO
0o nignyHkty 1.13 nyHkTy 1, NignyHkTy 2.3
NyHKTY 2 gofaatky 15 o MNopsaaky npoBefeHHsA
€KCMepTu3M peecTpauiiiHix martepianis Ha
nikapcbki 3ac06u, Lo nogarTbes Ha
LepXaBHy peecTpauito (nepepeecTpaduito), a
TaKoX eKcnepTW3n mMaTepiasis NPo BHECEHHS
3MiH 10 peecTpauiliHnx maTepianis NpoTArom
Aii peecTpavjiiiHOro NocBigYeHHs,
3aTBepxeHoro Hakazom MO3 Big 26.08.2005
Ne 426 (y pepaxuii Hakasy MO3 Big,
23.07.2015 Ne 460)

3a
peyenmom

UA/12439/01/01

80.

MOHTENYKACT-
TEBA

TabneTku XyBasibHi No 5
Mr, N0 7 TabneTok y
6nictepi, no 4 6nictepn B
KapTOHHIA KOpoo6Li

TeBa
$apmaueBTikan
IHpacTpi3 N14.

13painb

TOB TeBa
OnepeiiwH3 Monaxg,

Monba

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHun 1l TUnYy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
BHeceHHs abo 3miHa(1) [0 3060B'A3aHb Ta
YMOB BUaui peecTpauiliHoro nocBigYeHHs,
BK/OYatoun MnaH ynpasniHHA py3nkamu
(3acTocyBaHHA 3MiH(1), siKi(a) BUMaratoTb(€)
noAasIbLIOro 06rpyHTYBaHHSA HOBUMU
[0[AaTKOBUM JaHUMK, L0 MaloTb HagasaTucs
KOMMETEHTHUM OpraHoM, OCKiSIbKM
BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM
opraHom) (B1kKoHaHHsi 3060B'si3aHb BifnNoBigHO
00 nignyHkTy 1.13 nyHKTY 1, nignyHkTy 2.3
NyHKTY 2 gogatky 15 no Nopsaky nposefeHHs
eKCcnepTun3n peecTpauiiHiX MaTepiasiiB Ha

3a
peyenmom

UA/12439/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nikapcbki 3acobu, Lo NoAarTbcs Ha
OepxaBHy peecTpauito (nepepeecTpaduito), a
TakoX eKkcnepTusn matepiasiis NPo BHECEHHSA
3MiH [0 peecTpavjiiiHuX MmaTepiasliB NPoTAroM
Oii peecTpauiiiHoro nNocBif4eHHs,
3aTBepAXeHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pepaxkuii Hakazy MO3 Big,
23.07.2015 Ne 460)
81. HADTUDIH PO34MH HaLuKipHWi4, 10 ToBapucTBo 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiais: 6e3 UA/16051/01/01
mr/mn no 8 mn a6o no 20 06MEXeHO 06MEXeHOo 3MiHW | TUny - 3MiHK Woao peyenma
M1y O1aKOHi, BignosiganbHICT BiANOBIAA/ILHICTIO 6e3nekun/edhekTUBHOCTI Ta hapMakoHarnagy.
YKynopeHomy npo6Koto- 10 "®apmMaueBTnYHa BeefeHHs abo 3MiHU [0 y3arasibHeHNX AaHnX
KpanesibHuLEelo Ta "®apmaueBTUyH thipma "BepTekc", npo cuctemy chapmakoHarnsgy (BBefeHHs
3aKpUTOMY KPULLKOKO; Mo 1 a dhipma Ykpaina y3arasibHeHUX JaHux Npo cucTemy
hnakoHy B KOpoo6Lii 3 "Beprekc" (BMPOGHMLTBO 3 thapmakoHarnsgy, 3miHa ynoBHOBaXeHO|
KapToHY npoaykuii in bulk 0co6u, BignoBiganbHOI 3a 34iACHEHHS
ToBapwucTBa 3 chapmakoHarnsgy; KOHTaKkTHoi ocobm 3
06MexeHo thapmakoHarnagy 3asBHUKa ANs 34iICHEHHSA
BiANOBIAA/LHICTIO thapmakoHarnagy B YkpaiHi, SKLi0 BoHa
"®apMaueBTUYHA BiAMiHHa Bif, yNOBHOBaXEHOT 0cobu,
KOMMNaHis BiANOBIAA/IbHOI 3a 34iiCHEHHS
"3popos's”, thapmakoHarnagy (BKIovatoum KOHTaKTHi AaHi)
YkpaiHa) Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina
cuctemn chapmakoHarnagy) - fliroua pegakuis
— KoBaneHko KOnis BagumiBHa; MNMponoHoBaHa
pefakuis — KagywkuHa Konis BonogmmupisHa.
3MiHa KOHTaKTHUX AaHWNX YNOBHOBAaXEHOI
0co6u, BignoBiganbHOI 3a 34iACHEHHS
dhapmakoHarnsgy
82. | HA®TUDIH cnpei HawKipHUiA, PO34YnH ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 6e3 UA/16051/02/01
10 mr/mn no 8 mn abo no 06MeXeHo 06MeXeHo 3MiHu | TUNy - 3MiHKU Woao peyenma
15 mMn y gonakoHi, BignoBigabHICT BiANOBIAA/ILHICTIO 6e3nekun/edekTUBHOCTI Ta hapMakoHarnagy.
3abe3neyeHOMy Hacocom, 10 "®apmMaueBTNYHa BeeaeHHs abo 3MiHU [0 y3arasibHeHNX AaHnx
HacaKo-po3snutosadyem "®apmaueBTUYH thipma "BepTekc”, npo cuctemy hapmakoHarnsgy (BBefeHHs
Ta 3aXMCHUM KOBMa4KoM; a dhipma Ykpaina y3arasibHeHUX faHnx Npo cucTemy
no 1 donakoHy B KOpOO6Li 3 "BepTtekc" (BMPOGHMLTBO 3 thapmakoHarnsgy, 3miHa ynoBHOBaXeHO|

KapToHy

npoaykuii in bulk
ToBapuctsa 3
0bMexeHot
Bif4NoBiAaNbHICTIO
"®apmaueBTnyHa
KOMMaHis
"3p0pos'a”,
YkpaiHa)

0co6w, BignoBiganbHOI 3a 34jiACHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobu 3
hapMakoHarnsigy 3asiBHuKa Ans 34iCHeHHs
hapmakoHarnsgy B YkpaiHi, KO0 BOHa
BiAMiHHa Bif, yNOBHOBaXeEHOT 0co6u,
BiANOBIAA/IbHOI 32 34iiCHEHHSA
hapmakoHarnsay (BK1oYatouy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina
cucTemu chapmakoHarnagy) - [irova pegakuis-
KoBaneHko HOnis BagumisHa. MNponoHoBaHa
pepakuii- Kagywkura KOnis BonogumupisHa.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOI 0cobu
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
83. | HEBIAO PO34uH ANs iH exuii, 250 Baiiep Al HimeuunHa Baiep Al HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis: 3a UA/2629/01/01
Mr/mn no 4 mn B amnyni; 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHWU. 3MiHa peyenmom
no 1 amnyni B KAPTOHHiIl HaliMeHyBaHHs Ta/abo agpecu micus
nauuj; no 4 mn 'y doriakoHi; NPOBaPKEHHS AiS/IbHOCTI BUPOOHUKA
no 1 chnakoHy B KapTOHHIi (BKOYatouK, 3a HeobXiAHOCTI, Micue
nauui NpoBefileHHs KOHTPOJIIO AKOCTI), ab0 BnacHuka
macTep-haiina Ha A®l, abo noctavanbHuKa
Adl/BMxigHOrO
marepiany/peareHTy/npoMKHOr0 NPOAYKTY,
LLIO 3aCTOCOBYIOTbCS Y BUPOOHMLTBI AP (KO
3a3HayeHo y A0CbE Ha NikapcbKuii 3acib) 3a
BiICYTHOCTI cepTudpikarta BiAnoBIigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOBHMKA HOBOT AOMOMIKHOT
PeYoBUHM (SIKLLO 3a3HaYeHO y Aocke) (3miHa
HalimeHyBaHHs BMpo6Huka A®| Baiiep Papma
Al (BeprkameH), HimeuunHa, Wwo Bignosigae
3a NOBHWIA LMK BUPOBHULTBA (CUHTES,
KOHTPO/b SKOCTi, BUMYCK cepii), 6e3 3MiHn
Micua BUPOGHULTBA); 3MiHM | TUny -
AAMiHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy Micus NPOBaKEHHS
AiSNIbHOCTI BUPO6HUMKa/iMnopTepa rotoBoro
NiKapCbKOro 3acoby, BKNOYAUN [ibHAL
BMMYCKy cepii abo micLe npoBeAeHHs
KOHTPOJO SIKOCTI. (AISNIbHICTb, 3a SKY
BiAnoBigae BUpPOGHMK/IMNopTep, BKIOYaUK
BWMYCK Cepiii) (3MiHa HaliMeHyBaHHs
BMpo6HUuKa 13 Baiiep ®apma Al (BepniH),
HimeuunHa, 6e3 3miHM Micus BUPOOHULTBA);
3miHa 3asBHMKa (B/1laCHUKA peecTpaLiiniHoro
NoCBIJYEHHS)
84. HO-WWNA® Tabnetkn no 80 mr Ne 20 TOB "CaHodi- Ykpaina XIHOIH 3aBog, YropwumHa BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepiais: 6e3 UA/8879/01/01
DOPTE (10x2): no 10 TabneTok y ABeHTIC dapmaLleBTUYHNX Ta 3MiHW Il TURy - 3MiHKM 8O IHCTPYKUIT Ans peyenma
6nictepi; no 2 6nictepu y YkpaiHa" XimiyHux MNpoaykTis MeaUYHOro 3acToCyBaHHA A0 po3ainy
KapTOHHI Kopobui; Ne 24: Mpavisit Ko. iT4,. "MpoTrnoka3aHHA" BIANOBIAHO A0 MaTepianis
no 24 TabneTkny peecTpadiiHoro gocke. BBeeHHs1 3MiH
6nictepi; no 1 6nictepy y npoTArom 6-Tu micsAuis nicna
KapPTOHHIN KOpO6Li 3aTBepPAKEHHSA
85. HBOPOMEHTUH | kancynu tBepgi no 300 mr KYCYM IHais KYCYM XENTXKEP IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: - UA/15768/01/01
® in bulk: Ne 10x180: no 10 XENTXKEP NBT MBT NTA 3MiHM | TUNY - 3MiHa y MeTogax BUNpobyBaHHS
Kkancyn y énictepi; no 180 nTa rOTOBOrO NiKAPCbLKOro 3acoby - BUNpPaB/IEHHS

6nicTepiB y KApTOHHIl
Kopoobui

Has3BW Nikapcbkoi hopmMu (MOMUIKOBO
3aTBePAKEHO Tab/1eTKn) Ta BHECEHHS
hopMy/IM po3paxyHKy cepegHbol Macu Kancyn
B po3gini «CepefHa maca» nepeknagy
MeTOAIB KOHTpost0 [/13; BUNpaBfieHHs Ha3BU
nikapcbKoi hopmu B posgini 3.2.P.5.2
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Analytical Procedures (opuriHa/bHi
MaTepianu) B TecTi «O4HOPIAHICTb A030BaHMX
OANHULb»
86. | HbIOPOMEHTUH | kancynu TBepgi no 300 mr KYCYM IHAis KYCYM XENTXKEP | IHgis/ YkpaiHa | BHeCeHHS 3MiH 40 peecTpauiiiHux maTepiasiis: 3a UA/14034/01/01
® no 10 kancyn y 6nictepi; XENTXKEP NBT NBT NTA, IHAis; 3MiHuM | TUNY - 3MiHa Yy MeTofax BUNpobyBaHHS peyenmom
no 1, no 3 a6o no 10 nTa anbTepHaTUBHWI rOTOBOrO /1iKapCbKOro 3acoby - BUNpaB/ieHHs
6nicTepiB y KAPTOHHIN BVPOGHWK, LLO Ha3BW slikapcbkoi hopmy (MOMUIKOBO
ynakoBLi 3[iiCHIOE BTOPUHHE 3aTBEpPKEHO TabneTkM) Ta BHECEHHS
nakyBaHHs, hopmMysnIn po3paxyHKy cepefHbOoi Macu kancyn
KOHTPO/1b SIKOCTi Ta B po3gini «CepefHa maca» nepeknagy
BUNYCK cepil: MeTOAIB KOHTpost0 [/13; BUNpaB/fieHHs Ha3BU
TOB "KYCYM nikapcbKoi hopmu B po3gini 3.2.P.5.2
®APM", YkpaiHa Analytical Procedures (opuriHa/bHi
MaTepianu) B TecTi «O4HOPIAHICTb A030BaHMX
OANHULb»
87. onoaporc Kpansi O4Hi, po3unH, 1 Mikpo /labc IHais Mikpo Jla6c NimiTeq, IHais BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis: 3a UA/15244/01/01
Mr/mn no 5 Mn y donakoHi- Nimiteq 3MiHK | TUNy - 3MiHK WoA0 peyenmom
KpanesibHuuj; no 1 6e3nekn/edekTUBHOCTI Ta thapmakoHarnagy -
th/1akoHy-KkpanenbHuLi B BHECEHHS 3MiH [0 TEKCTY MapKyBaHHS
KapTOHHiiA KOpo6Ll BTOPMHHOI yNakoBkM a came: [ofaHo
iHchopmawito aHriicbkolo MOBOIO LLIOAO Ha3BU
N3, nikapcbkoi hopmu Ta KiSIbKOCTi OANHULb B
yNakoBLi; HaHeCeHHs iHhopmaLii WwpudTom
Bpaiins woao fosm 4itoyoi pevyoBuHU
88. ONIPEH® -75 PO34UH ANS iH'eKLiA, no 2 TeBa 13painb BUPOGHUK, SKWiA HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/5122/01/01
M B amnyni; no 5 amnyny | ®apmauesTikan BignoBigae 3a 3MiHW | TUNY - NOAAHHS OHOB/IEHOTO peyenmom
Kopoo6ui IHgacTpi3 /Tg,. KOHTPO/b Cepil; CepTudikaty BignosigHocTi EP R1-CEP 1997-
BUPOGHUK, SKWiA 041-Rev 05 Bif 3aTBEPAXEHOTO BUPOGHMKA
Bignosigae 3a A®| anknobeHak HaTpito; 3MiHW | TUny - 3MiHa
BUPOBHMLTBO nepiogy NOBTOPHMX BUNPOGYBaHb/nepioay
npoaykty in bulk, 36epiraHHa abo yMmoB 36epiraHHst AdI - 3amiHa
nepBuHHe hopmyoBaHHs 3 «lepiog NOBTOPHOrO
nakyBaHHs1, BMNPOGYBaHHSE A®I» Ha «TepMiH NpuaaTHOCTI
BTOPVHHE AdI» anknodeHaky HaTpito
nakyBaHHs, BUNYCK
cepii: Mepkne M'M6X,
HimeyunHa
89. MAHTOMPA30N- | Tabnetku, leTepo /1a63 IHais letepo /1a63 IHais BHECEHHS 3MiH [0 peecTpaujiitHux maTepiasis: 3a UA/16116/01/01
FETEPO racTpope3ncTeHTHi no 20 Nimiteq Nimiteq 3MiHn | TURY - AgMIHICTPaTMBHI 3MiHK. 3MiHa peyenmom
Mr no 10 TabneTtok y HaliMeHyBaHHs Ta/abo agpecy 3asiBHMKA
6nicTepi; no 1 a6o no 3 (BnacHuka peecTpauiiHoro NocBig4eHHs) -
6nicTepy B KapTOHHIiA 3MiHa agpecu 3asiBHUKa.
Kopobui
90. MAHTOMPA3O0/- | Tabnetku, leTepo /1a63 IHais letepo /1a63 IHais BHECEHHS 3MiH 4,0 peecTpavLiiHnx maTtepiasiis: 3a UA/16116/01/02
FETEPO racTpope3ncTeHTHi no 40 Nimiteq Nimiteq 3MiHn | TUNY - AgMIHICTPaTMBHI 3MiHW. 3MiHa peyenmom

Mr no 10 TabneTok y
6nictepi; no 1 abo no 3
6/1icTepn B KAPTOHHIM

HalimeHyBaHHs Ta/a6o afipecy 3asiBHUKa
(BNacHviKka peecTpauiiHoro NocBigYeHHs) -
3MiHa agpecy 3asiBHMKa.
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Kopo6ui
91. NA®IA Kancynu no 75 mr, no 7 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3a UA/16054/01/01
Kancysn y KOHTYpPHii "papmMaLeBTUyH "®apmMaueBTnYHa 3MiHM | TUny - 3MiHK Wwoao peyenmom
YapyHKOBIli ynakoBLii; no a chipma thipma "AapHuus”, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
2,no4 a6ono 8 "fNapHuua” YKpaiHa (nakyBaHHs BBefeHHA abo 3MiHM [0 y3arasibHeHNX AaHnx
KOHTYPHUX YapyHKOBUNX i3 chopmu in bulk npo cuctemy thapmakoHarnsgy (BBefeHHs
YMakoBOK y navi ipMun-BUPOGHIMKa y3arasibHeHVX AaHux Npo cucTemy
BATKAHOAPMA- hapmakoHarnsagy, 3MiHa yrnoBHOBaXeHOT
AYTMHWLA AT, ocobu, BiAnoBigasibHOI 3a 3AjACHEHHSA
Bonrapisi) thapmakoHarnsgy; KOHTakTHOT 0cobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMiHHa BiJ YNOBHOB&XeHOi 0co6y,
BiANOBIAA/IbHOI 32 34iiCHEHHSA
hapmakoHarnsay (BkIHYatoum KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHI MacTep-aiina
cuctemu chapmakoHarnagy) - 3miHa
YNOBHOBaXXEHOT 0CO6MU, BiANOBigaIbHOI 3a
dhapmakoHarnsg;
[Litova pegakuis — Cmox CtaHicnasa
AHaTtoniiBHa. [ponoHoBaHa pefakuis —
CipaxoB Irop OnekcaHgpoBuy
92. NA®IA kancynu no 150 mr, no 7 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: 3a UA/16054/01/02
Kancysn y KOHTYpPHii "papmMaLeBTUyH "®apmMaueBTnYHa 3MiHW | TUnYy - 3MiHK WoAo peyenmom
YapyHKOBIli ynakoBLii; no a hipma hipma "AapHuua®, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
2,no4a6ono 8 "fNapHuua” YKpaiHa (nakyBaHHs BBefeHHA abo 3MiHM [0 y3arasibHeHNX AaHnx
KOHTYPHUX YapyHKOBUX i3 chopmu in bulk npo cuctemy thapmakoHarnsgy (BBefeHHs
yNaKoBOK y nauLli chipmy-BMPOGHYMKA y3ara/ibHeHUX JaHnx Npo cucTemy
BATKAHO®APMA- hapmakoHarnsgy, 3MiHa yrnoBHOBaXKeHOT
AYMHWLA AT, ocobu, BiAnoBifasibHOI 3a 3AjACHEHHSA
Bonrapis) thapmakoHarnsgy; KOHTakTHOi 0cobm 3
dhapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLi0 BOHa
BiAMiHHa BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIAA/IbHOI 32 34iiCHEHHS
hapmakoHarnsay (BkIHYatoum KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLleHHI MacTep-aiina
cuctemun chapmakoHarnagy) - 3miHa
YNOBHOBaXXEHOT 0CO6MU, BiANOBigabHOI 3a
dhapmakoHarnsg;
[Litova pegakuis — Cmox CtaHicnasa
AHaTtoniiBHa. [ponoHoBaHa pefakuis —
Cipaxos Irop OnekcaHgpoBuy
93. npeornocon aepo3osib no 50 r y 6a10oHi AT "Ctoma" YKpaiHa AT "Ctoma" YKpaiHa BHECEHHS 3MiH 0 peecTpaLiitHux maTepianis: 6e3 UA/1261/02/01
aepo30/ibHOMY 3MiHKM | TNy - 3MiHa B yMOBax 36epiraHHs peuyenma

asllomiHieBomy, no 1
6a10Hy 3 po3nutoBavemM
B nayLli 3 KAPTOHY

rOTOBOrO JlikapcbKoro 3acoby; 3miHu | Tuny -
3MiHM LWoAo 6e3nekn/edheKTUBHOCTI Ta
papMakoHarnsay - BiANoBiAHI 3MiHN y TeKCTi
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

MapKyBaHHS Ta OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby.
BBegeHHA 3MiH NpoTArom 6-tm micauis
nicns saTBepAKeHHs

94.

MPOMOCO/N

aepo3oib in bulk: no 50 r
y 6an0Hi; no 120 6anoHis
3 3aXMCHUMM KOBNavkamm
Ta po3nuiioBayaMu B

ALLNKY

AT "Ctoma"

YKpaiHa

AT "Ctoma"

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis:
3MiHM | TUny - 3MiHa B ymoBax 36epiraHHs
ynakoBku in bulk; 3miHu | Tvny - 3MiHK WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy -
BIANOBIAHI 3MiHW y TEKCTI MapKyBaHHS Ta
OHOBJIEHHA TEKCTY MapKyBaHHS yNakoBKW
nikapcbKoro 3acoby. BBegeHHs 3MiH
npoTarom 6-tu micsAuiB nicnsa
3aTBEPAKEHHSA

UA/16496/01/01

95.

nYNbMO/1I0OP®

Tabnetku no 10 TabneTok
y 6nicTepi, no 1 abo 2
6nicTepy B KapTOHHIiA
ynakoBLi

Mosi Xenc rmeXx

LLiBeiiuapis

CaBa Xenckea fita,
IHgis; Kneea CA,
peuist; Bannec
dapmacbloTikanc
Met. NIT4., IHAis;

MegiTon
dapmacbioTikan
Nta., YropwmHa

Mpeuisi/
IHais
/YropwumHa

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasnis:
3MiHV | TUMY - BHECEHHS HE3HAYHVX 3MiH Y
TEKCT MapKyBaHHS NepBUHHOT Ta BTOPUHHOT
yNakoBKM NiKapCbKoro 3acoby; 3miuu | Tuny -
3MiHa y NepPBWHHIN ynakoBLji roTOBOr0
nikapcbKoro 3acoby - fofaBaHHs HOBOTO TUMy
NepBMHHOIO NakyBaHHSA Y BUrNsA4i 6nictepa 3
MNBX/MAX nniBkv Ta astoMiHieBOi donbru, 3
BiANOBIAHVMM 3MiHAMM Y P. «YNaKoBKa».
BBefeHHA 3MiH NPOTArom 6-Tu micauis
nicns saTBep/AKeHHs

6e3
peuyenma

UA/10378/02/01

96.

PEBIHO/IH

PO34uH ANs iH'ekuiid, 150
MO/mn no 2 mn a6o 10 mn
y thrakoHi; no 1 donakoHy
Y KapTOHHIli navui

Heollpo6ioKeap
IHK.

KaHaga

KAMAJA NTA.

I13painb

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBwMIA
nikapcbknii 3aci6. CTabinbHICTb. 3MiHa Y
TepMiHax NpuaaTHOCTi abo ymoBax 36epiraHHs
roTOBOrO /liKapCbKOro 3acoby (36iNbLUeHHs
TepMiHy NpUAATHOCTI FOTOBOrO NiKapCbKoro
3aco6y) - 36inblUeHHsI TeEpMiHY NpUAAaTHOCTI
nikapcbKoro 3acoby
6i0N10riYHOro/iMyHO/I0NYHOTO NOXOA)KEHHS Ha
OCHOBI pe3ynbTarTiB AOCNiMKEHb CTabiNbHOCTI,
npoBefeHnX BiANoBiAHO A0 3aTBEPKEHOrO
nNpoToKoAy - 36i/IbLLUEHHS TEPMIHY NPUAATHOCTI
nikapcbKoro 3acoby. 3aTBepmxeHo: 2 POKW.
3anponoHoBaHo: 2,5 poku.

3a
peyenmom

UA/15778/01/01

97.

PENEHUA

NOPOLLIOK AN iHransaujin,
[030BaHwuiA, no 5 mr, 5
poTaguckis 3 4-ma
yapyHKamm, KoXHa 3 K1X
MICTUTb OfHY 03y
niKkapcbKoro 3acoby, y
NaacTVKOBIl KOpobui y
KomnnekTi 3 iuckxanepom
Y KapTOHHil kopobLi

"nakcoCmiTKns
H EkcnopT
Nimiten

Benuka
BpuTaHis

["nakco Bennkom
MpoaakLuH,
PpaHuis;
nakcoCmiTKnsiiH
AscTpanis Mty Nta,
AscTpanis

®paHuia/
ABcTpanis

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis:
3MiHu | TUNy - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy
(iHwWi 3miHW) (OHOBNEHHS TEKCTY MapKyBaHHS)
(TepMiH BBEAEHHS 3MiH NPOTAroM 6-Tn MicsAUIB
nicnsa 3aTBepmxeHHs); 3MiHu | Tuny -
AAMIHICTPaTUBHI 3MiHWN. 3MiHa Ha3BU
nikapcbkoro 3acoby (byno - PEIEHLA™)
(TepmiH BBEA,EHHSA 3MiH NMPOTAroM 6-Tv MicsLiB
nicnsi 3aTBEpPKEHHS)

3a
peyenmom

UA/5370/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

98.

CEKHIZOKC

TabneTkn, BKpUTI
NAiBKOBOK 060J1I0HKOIO, MO
1,0 r no 2 Tabnetkn y
6nictepi; no 1 6nictepy B
KapTOHHI ynakoBLi

YOPN[,
MEAVLVH NTA,

Ipysis

NNABOPATOPIA
BEWNI-KPEAT -
BEPHYWNE

®paHuia

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis:
3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHWU. 3MiHa
HallMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI
BUpOGHMKa/iMnopTepa roToBoro JlikapCbKoro
3aco6y, BKIIOYauM fibHULL BUNYCKY cepil
abo micue NpoBefeHHsI KOHTPOJTHO SKOCTI.
(misnbHICTb, 3a AKy BignNOBIfaE
BMPOGHUK/IMMOPTEP, BKIKOYAKYN BUMYCK
cepili) - NnpMBeAEeHHSA Ha3BM Ta agpecu
BMpo6HUKa 13 [0 OpUriHa/IbHUX LOKYMEHTIB,
6e3 3MiHn Micua BUpOGHMLTBA (40 Ha3BK
BMPOGHMKa [0aHO Ha3BY MICTa, B IKOMY
po3MileHa BUPOBHUYa AiNbHULA)

3a
peyenmom

UA/11744/01/01

99.

CUBYTIH

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

AT

"KNIBCbKN

BITAMIHHM
3ABOJ"

Ykpaina

AT "KI/ITBCbKICII/I
BITAMIHHN
3ABOA"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHn | TURNY - AgMIHICTPaTMBHI 3MiHK. 3MiHa
HaliMeHyBaHHs Ta/abo afpecy 3asiBHMKA
(BnacHvKa peecTpaLiiHoro noceig4yeHHs)
(3MiHa HalimeHyBaHHs 3asiBHUKA) (TepMiH
BBEJEHHS 3MiH NPOTAroM 6-T1 MicsALiB nicns
3aTBEPMKEHHS); 3MiHM | TUny -
AJMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa NPOBaXeHHs
AiSNbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
NiKapCbKOro 3acoby, BKIOYAKUN AiTbHAL
BMNyCcKy cepii abo MicLie NnpoBeneHHs
KOHTPO/O AKOCTI. (ZisNIbHICTb, 3a Ky
BiANOBIAa€e BMPOGHMK/IMNOpTEp, BKIOYaUn
BUNYCK Cepiit) (3MiHa HaliMeHyBaHHS
BMPOGHMKa, 6€3 3MiHW MicLUst BUpOOHMLTBA)
(TepmiH BBEAEHHS 3MiH MPOTAroM 6-Tv MicsALIB
nicns 3aTBepKeHHs)

3a
peyerimom

UA/6115/01/01

100.

CUHITIOH®

TabneTku, BKpUTI
N/1iBKOBOI 060/OHKOI0, MO
10 Mr no 7 TabneTok y
6nicTepi; no 2, 4 abo 8
6nicTepiB y KAPTOHHIl
ynakoBLi

BAT "lepfeoH
PixTep"

YropLmHa

BAT "lefeoH
PixTep", YropwuvHa
(Bunyck cepii); TOB

"l'epeoH Pixtep
Monbwa®, Monbwa
(KOHTPO/b SIKOCTI,
[03BiN Ha BUMYCK
cepi;

BUPOGHMLTBO
Hepo3dhacoBaHoro

NpoayKTy, NepBUHHA
ynakoBka, BTOPUHHA

yrnakoBka)

YropumHa/
Monba

BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis:
3MiHM | TUNY - 3MiHa napameTpiB cnewudikauii
Ta/abo [onyCTUMUX MEX rOTOBOrO MikapCbKoro
3ac00y - BUyYeHHs 3i cneyudikadii rotoBoro
nNikapcbKoro 3acoby nokasHuka «BmicT Bogn»;
3MiHKM | TUNY - 3MiHa y cnevudikadii rotToBoro
nikapcbKoro 3acoby, y 3B'A3Ky 3 MPUBEAEHHAM
y BiANOBIAHICTb A0 BUMOT EP: - kputepii
NPUAHATHOCTI 3a NOKa3HMKOM «OAHOpPIAHICTL
mMacu TabneTku» NpuBeLeHo BignosigHo ao EP
2.9.5., - 3miHa B po3gini «XpomarorpadivyHa
yucToTa» i «BMICT Aitoyoi peyoBuHU», a came
npuBeAeHHs Ha3B AOMILLIOK BiAMoOBIgHO A0
MoHorpadii EP «Montelukastum natricum».
3anponoHoBaHo: Jowmiwka B, Jowmiwka C;
3MiHM | TNy - 3MiHa napameTpiB cneumdikauii

3a
peyermom

UA/10511/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

Ta/abo [oNyCTUMUX MEX rOTOBOTO /TiKapCbKOro
3acoby - 3MiHM A0 crneuudikaLii roToBoro
NiKapCbKoro 3acoby: - yTOYHEHHS 3a
nokasHukom «CepefHa maca TabneTku; -
BUAAIEHHA KOHLIEHTpaL,ii peakTVBiB 3a
nokasHukom «lgeHtucpikauis. 3anisy giokeng
X0BTWiA (E 172) Ta TutaHy giokcug (E 171)»;
3MiHuM | TUNY - 3MiHa y MeTofax BUNpobyBaHHS
rOTOBOrO /1iKapCbKOro 3acoby - 3mMiHa B
MeToAax KOHTPO/10 FOTOBOrO /1iKapCbKOro
3aco0y: - 3MiHa NO3HaYeHHA aHaNiTUYHOro
MeToAy 3a nokasHukom «CepefHs maca
TabneTkn» 3 KJ/04-034 Ha TO-MON-WE; - 3a
po3ginamun «XpomarorpagivyHa Ynctota» Ta
«BMICT fjtou0i peqyoBuHM» BUNPAB/IEHHS Yacy
[AvicnepryBaHHS Npu MiaroToBLi
BMNPOBYBaHOro po3unHy B 3 «30 XBUAMH» Ha
«B60 XBUNMH», & TAKOX B A@HNX po3ginax B
n.5.6.2. Ta 5.7.2. «OBYMCNEHHS» YTOUHEHO
hopMyrly po3paxyHKy BMICTY Aito4oi
pPevYoBUHY; - 3MiHa B po3gini
«XpomaTorpacpiyHa uncToTa», a came
npvBeeHHA Ha3B AOMILLOK BifnoBigHO [0
MoHorpadii EP «Montelukastum natricumy;

- B po3aini «OAHOPIHICTb [030BaHNX
oaMHNLb» B M. 6.7. «OBYNCNEHHS» YTOUHEHO
dhopmyny po3paxyHKy O4HOPIAHOCTI BMICTY Y
(%) moHTenykacTa B TabneTtkax; - B po3gaini
«PO34MHEHHS [ito40i peyoBUHU» B M. 7.9
«OBUNCNEHHS» YTOUHEHO chopMmyny
po3paxyHKy PO3UnMHeHHs y (%) MOHTenykacTa
B TabneTkax; 3miHu Il Tuny - 3MiHa napameTpis
cneuudikauin Ta/abo fonycTMMmnX Mex
rOTOBOrO J1iKapCbKOro 3acoby - 3MiHa MeXx
cneumdikaLlii roToBoro ikapcbkoro 3acoby Ha
KiHeLlb TepMiHy NPUAATHOCTI 3a NOKa3HWKOM
«XpomaTtorpadiuHa unctota. Jomiwku C
(cynbdhokena)» Ta «CyMu JOMILLOK».
BBegeHHA 3MiH NpoTArom 6-tm micauis
nicns saTtBepAKeHHs

101.

CIMMOHI®

pO34mnH aNns i exuiii 100
mr/mn, no 0,5 mn a6o 1,0
MJ1 PO34MHY Y nonepeaHbL0
HanoBHEHOMY LUNPUL i3
cknia Tmuny 1 3 rymosum
HaKOHEYHWKOM Ta roJikoto,
BKPUTOIO KOBMAYKOM, 3
NPUCTPOEM A5 BBEAEHHS

TOB "[I>XOHCOH
& [XXOHCOH"

Pociiicbka
depnepauis

BUPOGHMLTBO
nikapcbKoro 3acooby,
nepBrHHA yrakoBKa:

Bakctep
dapmacboTUKas
ConowmHs JI1C,

CLUA;
BTOPWHHA YNaKoBKa,

CLA/
LLiseiuapis

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis:
3MiHun Il TURy - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHW Y KOPOTKIil XapaKTepuCTuLi NiKapcbKoro
3aco6y, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
LaHUMU 3 AKOCTI, AOKNIHIYHUMU, KAIHIYHUMUN
JaHMMu Ta flaHumuy 3 dpapmakoHarnagy -

3a
peyenmom

UA/15841/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

UltraSafe; no 1 wnpwuy B
KapTOHHI kopobuyj;

no 0,5 mn a6o 1,0 mn
PO34MHY Yy nonepeaHbO
HanoBHEHOMY LUNPUL; i3
cknia tmuny 1 3 rymoBum
HaKOHEYHWKOM Ta rosikoto,
BKPUTOIO KOBMAYKOM, Y
pyuLi 3 aBTOIH'EKTOPOM; MO
1 pyyui B KAPTOHHIi
KopooLi

BWMNYCK Cepii:
Cinar AT,
LLBeliLapis

3MiHV BHECEHO A0 IHCTPYKUIiT 4519 MeaANYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby A0 po3zinis
"Oco6nmBocTi 3acTocyBaHHA", "Mo6iuHi
peakuii”. 3miHn Il Tuny - 3miHK Wwoao
6e3nekn/edekTUBHOCTI Ta thapMakoHarniagy.
3MiHN Yy TepaneBTUYHMX NOKa3aHHAX
(OofaBaHHs HOBOrO TepaneBTUYHOTO
nokasaHHsi abo 3MiHa y 3aTBEpPAXEHOMY
nokKasaHHi) - 3MiH1 BHECEHO A0 IHCTpyKLuii Ans
MeAMYHOro 3aCTOCYBaHHS NiKkapCbKoro 3acoby
00 po3giny "MokasaHHA" Ta, K Hacnigok, 4o
po3sginis "®apmakosnoriyHi BNacTueocTi",
"Cnoci6 3acTocyBaHHs Ta go3n". 3miuu Il Tuny
- 3MiHKM Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnagy. 3MiH1 y TepaneBTUYHNX
nokasaHHsX (foAaBaHHs HOBOTO
TepaneBTUYHOro NokasaHHs abo 3MiHa y
3aTBEPKEHOMY NoKasaHHI) - 3MiHN BHECEHO
[0 IHCTPYKUiT ANA MEeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ziny "lMNokasaHHs",
Ta, K Hacnifok, [0 po3Ainis "®apmakonorivHi
BractmsocTi”, "Cnocib 3acTocyBaHHsA Ta Jo3un",
"Oitn" (aopaHo: CIMMNOHI® 3acToCcoBYHOTh
AiTAM 3 Macoto Tina He meHwe 40 kr ansa
NiKyBaHHS NO/iapTUKYNSPHOTO FOBEHINBHOTO
iflionaTtuyHoro apTpuTy.).

102.

COAEPM

Ma3b 0,1 % no25r,50ry
Ty6i, No 1 Ty6i B KAPTOHHIi
nauui

[epmachbapm Al

HimeyunHa

mi6e MmbeX
ApuHaiimitTTens

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLiintHux maTepiasis:
3Mminu | TURYy - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTpOb roToBOrO
nikapcbKoro 3acoby. 3miHa y metogax

BMNPO6YBaHHSA rOTOBOrO /iKapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBEPMAXEHNX METOAAX

BMNPOOYBaHHS) - BHECEHHS 3MiH Y npoueaypy

npo6oniAroToBKM 3paska (3mMiHa cxemu
eKcTparyBaHHs) A/19 BUSHAYEHHS KiJIbKiCHOro
BMIiCTy 6eTamiTasoHy-17-Baniepaty 3 METOK
OTPUMaHHS GiNbLL TOYHNX pe3ynbTaTiB. 3MiHK
| TMNy - AAMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micusa
NPOBaKEHHS AiS/IbHOCTI
BMpPOGHMKa/iMnopTepa roToBoro JlikapcbKoro
3aco6y, BKIOYauM AiNbHULi BUMYCKY cepil
abo micLe NpoBefeHHsI KOHTPO/THO SKOCTI.
(misnbHICTb, 3a AKy BigNOBILaE
BMPOGHUK/IMMOPTEp, BKIOYAKYN BUMYCK
cepiii) - 3miHa agpecu BupobHuka 13, 6e3
3MiHM MicUs BUPOOHMLUTBA.

3a
peyerimom

UA/10254/02/01

103.

COJNIIAH® 200 MI

Ta6neTkn no 200 mr Ne 30

TOB "CaHodi-

Ykpaina

AEb®APM AIXKOH

PpaHuis

BHECEHHS 3MiH [10 peecTpaliiiHux MaTepiasis:

3a

UA/4292/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

(10x3): no 10 Tabnetok y
6nicTepi; no 3 6nictepn B
KapTOHHiiA Kopo6Ll

ABEHTIC
YkpaiHa"

3MiHW Il TURy - 3MiHKM JO IHCTPYKUIiT Ans
MeAMYHOro 3acTOCyBaHHA [0 POo34iNnis
"MpoTunokasaHHs", "B3aeMogis 3 iHLLUMK
nikapcbkMmn 3acobamu Ta iHWi BUuam
B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHSA",
"Mo6iuHi peakuji”. BBeAeHHA 3MiH NPOTAromM
6 micsauiB nicnsa 3aTBepAKEeHHsI

peyerimom

104.

CTU®IMON

Kancynu Teepai; no 10
Kancyn y 6nictepi; no 10
6nicTepiB y nauui

AT

"KUIBCbKM

BITAMIHHW
3ABOA"

YKpaiHa

AT "KUIBCbKUN
BITAMIHHAN
3ABOA"

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiitHux MmaTepiasis:
3MiHn | TURNY - AgMIHICTPaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa
(BNacHuKa peecTpauiiHoro nNocBig4YeHHs)
(3MiHa HallmeHyBaHHs 3asiBHUKa) (TepMiH
BBE/EHHS 3MiH MPOTAroM 6-Tv MicALiB micns
3aTBEpPXKEHHS); 3MiHu | Tuny -
ALMIHICTPaTMBHI 3MiHX. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MicLs NPOBaKEHHS
LisiNbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
NiKapCbKOro 3acoby, BKNHOHAKUN fiTbHAL
BMMYCKy cepii abo micLe npoBeAeHHS
KOHTPOJIO AKOCTI. (QiSNbHICTb, 3a Ky
BiANoBigae BMPOGHMK/IMNopTep, BKIYaun
BMNYCK Cepiii) (3MiHa HaliMeHyBaHHS
BUPOGHMKa, 6€3 3MiHWN Micus BUpOOHMLTBA)
(TepmiH BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsLIB
nicnsi 3aTBepKEHHS)

6e3
peuyenma

UA/6777/01/01

105.

CYDEP®

pO34nH Ans
BHYTPILUHbOBEHHMWX
iH’ekuiii, 20 mr/mn no 5 mn,
a6o no 10 mn, a6o no 20
My donakoHi; no 1
hnakoHy B nayu 3
KapToHy; Mo 5 mn B
amnyni; no 5 amnyn y
KOHTYPHIli YapyHKOBIl
yNaKkoBLji; N0 1 KOHTYpPHIi
YapyHKOBIli ynakoBLi y
nauui 3 KapToHy; No 5 mny
dhnakoHi; no 1 dpnakoHy B
KomnekTi 3 1
KOHTeliHepom no 100 mn 3
PO3UYMHHUKOM (PO34UnH
HaTpito xnopugy -
ContoBeH, 9 mr/mn) y
KOHTYPHIli YapyHKOBIi
ynakoBL; N0 1 KOHTYpPHii
YapyHKOBIli ynakoBLii B
nauui; no 10 mny
dnakoHi; no 1 dpnakoHy B

TOB "tOpisi-
Papm”

YKpaiHa

TOB "HOpia-dapm”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis:
3MiHM | TUNY - 3MiHa y MeToAax BUNpobyBaHHS
roTOBOrO NKAPCbKOro 3acoby - 3MiHM
MeTOAVKM BUNPOGYBaHHS 3a MOKa3HUKOM
«KinbkicHe BU3HaYeHHs1 caxapo3n»

3a
peyenmom

UA/13269/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KomnnekTi 3 1
KOHTeliHepom no 100 mn 3
PO3YMHHUKOM (PO3UMH
Hartpito xnopugy -
ContoBeH, 9 Mr/mn) y
KOHTYPHIli YapyHKOBIlA
yMaKkoBLj; M0 1 KOHTYpHii
YapyHKOBIli ynakoBLii B
navui
106. | TEPBIHA®IH-KB | Ttabnetku no 250 mr; no 7 AT YkpaiHa AT "KMIBCbKNW YkpaiHa BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasiis: 3a UA/6118/01/01
Tabnetok y 6nictepi, no 2 "KNIBCbKN BITAMIHHW 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peyenmom
6nictepu y nauui BITAMIHHWIA 3ABOJ" HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa
3ABOA" (BNacHvka peecTpauiiHoro NocBigYEHHS)
(3MiHa HalimeHyBaHHs 3asiBHUKA) (TepMiH
BBE/EHHSA 3MiH MPOTAroM 6-Tv MicsALiB nicns
3aTBEPMKEHHS); 3MiHM | Tuny -
AZMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu MicLs NPOBaKEHHS
AiSNIbHOCTI BUPO6HUKa/iMnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIOYAUN AiNTbHUL
BMMYCKy cepii abo micLe npoBeaeHHs
KOHTPOJTH0 SIKOCTI. (AISNBHICTb, 3a AKy
Bignosigae BUPOGHMK/iMNOPTEp, BKIOYAKOUM
BWNYCK Cepiin) (3MiHa HaliMeHyBaHHS
BMPOGHWKa, 6e3 3MiHM MicLisi BUPOOHULITBA)
(TepMiH BBEAEHHS 3MiH NPOTAroM 6-Tn MicsLIB
nicns 3aTBepAkeHHs)
107. | TPUMETA3UAWH | nopowok (cybcTaHuis) y BE3 ®apmaxem Xopsaris AHex MNpaiior IHais BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis: - UA/9879/01/01
y noagiliHmx 0.0.0. MpuBart Nimiteq, 3MiHa 3asiBHMKa (BnacHWKa peecTpaviiiHoro
Anriagpoxnorun nonieTMIeHoOBMX NakeTax nocsigyeHHs) (3rigHo Hakasy MO3 Big,
A ANns BUpobHuLTBa 23.07.2015 Ne 460)
HecTepuUsbHUX NiKapCbKux
dopm
108. | TPOMBOLWMA, renb, 15 mr/r no 40 r abo 6eHe- HimeuyunHa BMPOBHUK HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 UA/9234/01/01
no 100 ry Ty6i; no 1 Ty6iy | ApuHaimiTTenb Hepo3cacosaHoro 3MiHY Il TUny - 3MiHK [0 [HCTpYKLiT ANs peyenma
KapTOHHI KOPOOLi X NpoAyKTY, NEPBUHHE MeAMYHOrO 3aCTOCyBaHHSA A0 po3giny "To6iyHi
nakyBaHHs, peakuii”
BTOPUHHE
nakysaHHs: C.P.M.
KoHTpakTdapma
v6X & Ko. KT,
HimeuuunHa; gossin
Ha BUMYyCK cepii:
6eHe-
ApuHalimiTTens
'm6X, HimeyunHa
109. | T-TPIOMAKC PO34MH ANa iH'eKL;iid, 25 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/13848/01/01
Mr/mn no 2 ma abo no 4 "PapmaueBTUYH "PapmaueBTnyHa 3MiHK | Tuny - 3MiHKM Woao peyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
M B amnyni; no 5 amnyn y a chipma thipma "AapHuus" 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy.
KOHTYPHIli YapyHKOBIl "fNapHuua” BBefeHHA abo 3MiHM [0 y3arasibHeHNX AaHnx
YNakKoBLii; MO 2 KOHTYPHI npo cuctemy oapMakoHarnsay (BBe4eHHs
YapyHKOBI YNakoBKu y y3arasibHeHUX JaHnX nNpo cuctemy
nauui hapmakoHarnsagy, 3MiHa yrnoBHOBaXeHOT
ocob6u, BignoBigasibHOI 3a 3AiACHEHHS
dhapmakoHarnsgy; KoOHTakTHoi ocobm 3
dhapmakoHarnsgy 3asaBHuKa AN 34iCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa
BiAMiHHa Bif YNOBHOB&XeHOi 0co6y,
BiANOBIAA/IbHOI 32 34iiCHEHHSA
thapmakoHarnagy (BKIovatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MiLLeHHI MacTep-daiina
cuctemu chapmakoHarnagy) - 3miHa
YNOBHOBaXEHOT 0CO6MU, BiANOBiAaIbHOI 3a
dhapmakoHarnsg;
Litoyva pegakuis - CMmoBx CTaHicnasa
AnatoniiBHa. MNponoHoBaHa peakuis -
CipaxoB Irop OnekcaHgpoBuy
110. ®IPMAIOH NOPOLLOK A/191 PO3UYUHY PeppiHr LLiBeiiLapis BUPOBHMK rOTOBOrO HimeyunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3a UA/10182/01/01
ANns iH'ekuii no 80 wr, 1 IHTEepHeLwHN NPOAYKTY, Yecbka 3minn | Tvny: 3MiHn 3 akocTi. FoToBMi peyenmom
b1aKoH 3 MOPOLUKOM Y CeHtep CA BiANOBIgaIbHNIA 32 Pecny6nika nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI.
KOMNNeKTi 3 1 nonepeaHbL0 nepBuHHe 3amiHa ab0 BBeeHHA [0AAaTKOBOI Ai/IbHUL
HanoBHEHUM LLUNPULIOM 3 nakyBaHHs, BMPOGHMLTBA A1 YaCTUHU abo BCbOro
PO34MHHKKOM (BOAa AN KOHTPO/1b SIKOCTi Ta BMPOBGHNYOro NpoLecy rotToBoro Nikapcbkoro
iH'ekyiin) no 5 mn (3 BUNYCK cepil: 3aco6y (AinbHULSA, Ha SiKili NpoBOAATLCA By /ib-
MapKyBaHHAM 4,0 M1 Ta PeppiHr MTM6X, AKi BUPOGHWYI cTagii, 38 BUHATKOM BUMYCKY
06'eMOM HamoBHeHHS 4,2 HimeuyunHa cepii, KOHTPO/O AKOCTi T2 BTOPUHHOTO

mn), 1 agantepom ans
nakoHa, 1 ronkowo ans
BBEfleHHA Ta 1 cTepxHem
MOPLUHA B KAPTOHHIi
ynakoBLyj;

1 dhnakoH 3 NOPOLLKOM Yy
KomnnekTi 3 1 nonepeAHbO
HanoBHEHWM LUMPULIOM 3
PO34MHHKKOM (BOAa AN
iH'ekyilt) no 5 mn 3
MapKyBaHHAM

4,0 mn Ta 06'emoM
HanoBHeHHA 4,2 mn, 1
afjantepom A1 hnakoHa,
1 ronkowo Ans BBeAeHHS
Ta 1 cTepxHem nopLuHa (3
MapKyBaHHAM
aHrnincLKo MOBOK) B
KapTOHHI ynakoBLi

BiANOBiAa/IbHNIA 3a
BTOPUHHE
naKkyBaHHs:
deppiHr-/leunBa,
a.c., Yecbka
Pecny6nika

nakyBaHHS 4151 CTEPUIbHUX NIKaPCbKMX
3aco6iB (BKOYAOUM BUPOGAEHI aCeNTUYHUM
MEeTOZ0M), KpiM Nikapcbknx 3acobis
6i0N10ri4YHOro/iMyHO/I0MNYHOr0 NOXOKEHHS)
(3amiHa BUpOGHMYOT AinbHWL); 3MiHK | TUny:
3MmiHu 3 sKocTi. FoToBWMIA Nikapcbkuii 3aci6.
3MiHM Yy BUpOBHULTBI. 3amiHa abo BBeEHHS
[0[aTKOBOI Ai/TbHUL BUPOGHMLTBA 415
4acTuHK abo BCbOro BUPOOHMNYOro npouecy
roTOBOrO J1iKapCbKOro 3acoby (AinbHuUs ans
BTOPVHHOIO NakyBaHHs) (3amiHa BUPOOHNYOI
AiNbHULI BigNOBifaNbHOT 38 BTOPUHHE
nakyBaHHs); 3MiHuK | TUNy: AgMiHiCTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
MiCLii MPOBaPKEHHS AiS/IbHOCTI
BMpPOGHMKa/iMnopTepa roToBoro JlikapcbKoro
3aco6y, BKIOYaUM AiNbHULi BUMYCKY cepil
abo micLe NpoBefeHHsI KOHTPOJTHO SKOCTI.
(misnbHICTb, 3a AKy BignNOBIfaE
BMPOGHUK/IMIOpTEp, BKIKYAKYM BUNYCK
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

cepiii)(3mMiHa agpecu BUPOBGHNYOT AiNbHUL
®eppiHr TM6X, HimeuyunHa, 6€3 3MiHM Micus
BVMPOGHMLTBA, MPUBEAEHHS Y BiANOBIAHICTb A0
OHOB/IEHOTO BVCHOBKY LLOA0 NiATBEPMKEHHS
BifNOBIAHOCTI YMOB BUPOGHMLTBA NiKAPCbKNX
3ac06iB BMMOram Has1eXHoi BUPOGHMYOT
npakTukm (GMP), BugaHoro JjepxaBHot
cnyx6010 YkpaiHu 3 nikapcbkunx 3acobis 3
nepenikom J13); 3miHu Il TuRy: 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHU Y NpoLieci BUPOGHMLITBA
rOTOBOrO NiKkapCbKOro 3acoby, BKIYaum
NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCA NPy
BMPOBOHULTBI rOTOBOTO J1iKApCbKOro 3acoby
(cyTTeBa 3MiHa y npoLeci BUPO6HMLTBA, sika
MOXe MaTu iCTOTHUIA B/IMB Ha SKICTb, 6e3neky
Ta epeKTUBHICTb NiKapCbKoro 3acoby)(3miHu
[0 BUPOBHMYOro NpoL,ecy roToBoro NPoAyKTy
B pe3y/bTaTi 3amMiHV BUPOOHUYOI AiNbHUL
PenTwnep BiotexHonomxi MM6X Ha deppiHr
M6X: 3MillyBaHHS, Yac BUTPUMYBaHHSA Ta
niocpinizauyis;

111.

®IPMAIOH

MOPOLLOK A4/151 PO3UNHY
ANs iH'ekuii no 120 mr, 2
h/1TaKOHM 3 MOPOLLKOM Y
KOMNeKTi 3 2 nonepeaHbO
HanoBHEHUMM LUNPULLAMU
3 PO3UMHHUKOM (BOZA AN
iH'ekyjiit) no 5 mn
(mapkyBaHHs 3,0 Mn1 Ta
06'em HanoBHeHHS 3,0 M)
, 2 afjantepamu ans
dhnakoHis, 2 ronkamu ans
BBE/IEHHSA Ta 2 CTEPXHAMMN
MOPLUHA B KAPTOHHIM
ynakoBLyj;

2 hnakoHW 3 MOPOLLKOM Y
KOMNeKTi 3 2 nonepeaHbLO
HanoBHEHUMM LUNPULLAMU
3 PO3UMHHUKOM (BOZA AN
iH'ekyjit) no

5 mn (mapkyBaHHs 3,0 mn
Ta 06'eM HanoBHeHHs 3,0
M), 2 agantepamu ans
dhnakoHis, 2 ronkamu ans
BBE/IEHHSA Ta 2 CTEPXHAMMN
MOPLUHA (3 MapKyBaHHSAM
aHrNincbKo MOBOK) B

PeppiHr
IHTEepHeLwHN
CeHnTep CA

LLiBeiiapis

BMPOGHUWK rOTOBOIO
npoaykTy,
BiANOBiAA/IbHWIA 3a
nepBUHHE
nakyBaHHS,
KOHTPO/b AKOCTi Ta
BUNYCK cepil:
PeppiHr MTM6X,
HimeuyunHa

BiANOBiAa/IbHNIA 3a
BTOPUHHE
nakyBaHHs:
deppiHr-/leunBa,
a.c., Yecbka
Pecny6nika

Himeyunna/
Yecbka
Pecny6nika

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis:
3minn | Tvny: 3MiHK 3 aKkocTi. FoToBMi
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI.
3amiHa ab0 BBeeHHA [0AAaTKOBOI Ai/IbHUL
BMPOGHMLTBA A1 YaCTUHM abo BCbOro
BMPOBGHNYOro NpoLecy rotToBoro Nikapcbkoro
3aco6y (AinbHULSA, Ha SiKili NpoBOAATLCA By /ib-
AKI BUPOGHWYI cTagii, 38 BUHATKOM BUMYCKY
cepii, KOHTPOJII0 AKOCTi Ta BTOPUHHOIO
nakyBaHHS 4151 CTEPUIbHUX NiKaPCbKMX
3aco6iB (BKIOYAOUM BUPOGAEHI aCeNTUYHUM
MEeTOZ0M), KpiM Nikapcbknx 3acobis
6i0N10ri4HOro/iMyHO/I0MNYHOr0 NOXOKEHHS)
(3amiHa BUpOGHMYOT AinbHWL); 3MiHK | Trny:
3MmiHu 3 sKocTi. FoToBwMIA Nikapcbkuii 3aci6.
3MiHM Y BUpOOHULTBI. 3amiHa abo BBeEHHS
[0[aTKOBOI Ai/TbHUL BUPOGHMLTBA 415
4acTuHK abo BCbOro BUPOOHNYOrO npouecy
roTOBOrO J1iKapCbKOro 3acoby (AinbHuUs ans
BTOPWHHOIO NakyBaHHs) (3amiHa BUPOOHUYOI
AiNbHULI BigNOBifaNbHOT 38 BTOPUHHE
nakyBaHHs); 3MiHuK | Tuny: AgMiHiCTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
MiCLii MPOBaPKEHHS AiS/IbHOCTI
BMpPOGHMKa/iMnopTepa roToBoro JlikapcbKoro
3aco6y, BKIOYauy AiNbHULi BUMYCKY cepil

3a
peyenmom

UA/10182/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

KapTOHHI ynakoBLii

abo micue NpoBefeHHsI KOHTPOJIHO SKOCTI.
(misnbHICTb, 3a AKy BignNOBIfaE
BMPOGHUK/IMIOPTEP, BKIKOYAKYN BUMYCK
cepiii)(3mMiHa agpecu BUPOBGHNYOT AiNbHUL
®eppiHr TM6X, HimeuyunHa, 6€3 3MiHM Micus
BVMPOGHMLTBA, MPUBEAEHHS Y BiANOBIAHICTb A0
OHOBJ1IEHOrO BUCHOBKY LLIOAO NiATBEPAKEHHS
BifNOBIAHOCTI YMOB BUPOGHMLTBA NiKAPCbKNX
3ac06iB BMMOram Has1eXHoi BUPOGHNYOT
npakTukv (GMP), BugaHoro JepxaBHoto
cnyx6010 YkpaiHu 3 nikapcbkunx 3acobis 3
nepenikom J13); 3miHn Il TuRy: 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHN Yy
BMPOGHMLTBI. 3MiHU Y NpoLieci BUPOGHMLITBA
rOTOBOrO NikapCbKOro 3acoby, BKIYauu
NPOMDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCA NPy
BMPOBOHULTBI rOTOBOTO J1iKapCbKOro 3acoby
(cyTTeBa 3MiHa y npoLeci BUPO6HMLTBA, sika
MOXe MaTu iCTOTHUIA B/IMB Ha SKICTb, 6e3neky
Ta epeKTUBHICTb NiKapCbKoro 3acoby)(3miHu
[0 BUPOBHMYOro NpoL,ecy roToBoro NPoAyKTy
B pe3y/bTaTi 3amMiHV BUPOOHUYOI AiNbHUL
PenTwnep BiotexHonomxi MM6X Ha deppiHr
M6X: 3MiHM [0 HECTAaHAAPTHOro BUPOBHNYOro
npouecy (acentuyHa o6pobka Ta
niocpinizauis).

112.

DITONIBUH®

nacrta g1l NpUrotyBaHHs
cycnexsii 4n19 opasibHOro
3acTocyBaHHsa no 100 ry
Ty6i; No 1 Ty6i B KAPTOHHIN

Kopoo6Li

TOB ep6anosnb
Baplwasa

MonbLla

TOB lep6anosnb
Bapluasa

Monbwa

BHECEHHS 3MiH 40 peecTpaLiintHux maTepiasis:
3MiHW | TUny - 3MiHK Woao
6e3nekun/edekTUBHOCTI Ta hapMakoHarniagy.
BeefeHHs abo 3MiHU [0 y3arasibHeHNX AaHnx
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHnx Npo cucTemy
hapMakoHarnsay, amMiHa yrnoBHOBaXKeHOT
0co6u, BignoBiganbHOI 3a 34iACHEHHS
chapmakoHarnsgy; KoOHTaKkTHoi 0cobm 3
hapMakoHarnsay 3asBHvKa ANns 34iINCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLi0 BoHa
BiAMiHHa Bif, yNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA
thapmakoHarnagy (BKIovatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina
cmucTemu dhapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6M, BignoBigabHOI 3a
3[jicHeHHs1 hapMakoHarnaay: [iroya
pegaxuisi — Conositosa KOniss MukonaisHa.
MponoHoBaHa pegakuis — TaHacoBa 3opsiHa
MuKonaiBHa. 3MiHa KOHTaKTHUX SaHuX
KOHTaKTHOI 0Cc06M, BignoBigaabHOI 3a

6e3
peyenma

UA/0471/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3fiicHEeHHs1 dhapMakoHarisgy
113. DNEKUEPUH Kancynu Teepgi no 50 mr; AT Ykpaina AT "KNIBCbKWN YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3a UA/12618/01/01
no 10 kancyn y 6nictepi; "KNIBCbKW BITAMIHHWIA 3MiHW | TUMy - 36iNbLUEHHS TEPMIHY peyenmom
no 1 a6o 3 6nictepn y BITAMIHHWIA 3ABOA" npugaTtHocTi A®l. 3anponoHoBaHo: 3 poku
nauuj 3ABOA"
114. ®IEMOK/1AB TabneTku, Wwo AcTtennac HigepnaHgn Actennac ®apma HigepnaHgmn BHECEHHS 3MiH A0 peecTpavliiHnx maTtepiasiis: 3a UA/4458/01/04
COJIIOTAB® aucnepryoTbes, no 875 dapwma tOpon tOpon B.B. 3MiHY | TUMy - 3MiHK y NpoLeci BUPO6HMLTBA peyenmom
Mr/125 mr, no 7 TabneTok B.B. roTOBOrO NikapCbKoro 3acoby, BKIYauu
y 6nicTtepi; no 2 6nictepu NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCSA MpU
Y KapTOHHIli navui BMPOGHULITBI FOTOBOrO NiKapCbKoro 3acoby —
He3HayHa 3MiHa B npoLeci BUpo6bHULTBA
NiKapcbKoro 3acoby: 3miHa KiflbkoCTi BOAM B
npoueci BOAOroi rpanynsuii
115. ®/IOFEH3UM TabneTku, BKpUTI MYKOC dapma HimeuunHa MYKOC HimeuunHa BHECEHHS 3MiH 0 peecTpaLiitHux MmaTepianis: 6e3 UA/2843/01/01
060/10HKO10, Mo 20 v6X i Ko. KI EmyribcioHcresensib 3MiHK | TUNY - 3MiHK Woa0 peyenma
TabneTok y 6nictepi; no 2, wadt M6X 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
no 5 a6o no 10 6nictepis y BeefeHHs abo 3MiHU [0 y3araslbHeHNX faHnx
KapTOHHIN kopoo6Li; no 800 npo cuctemy papMakoHarnsiay (BBeAeHHs
TabneTok y 6aHkax y3arasibHeHUX JaHnx Npo cucTemy
thapmakoHarnagy, 3miHa yrnoBHOBaXKeHol
0co6w, BignoBigasibHOI 3a 34jiACHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnaay 3asiBHUKa 415 34iiCHEHHS
hapmakoHarnsigy B YKpaiHi, KLU0 BOHa
BiAMiHHa Bif YyNOBHOBaXeHOi 0co6y,
BiiNOBIAANbHOIT 3a 3[iICHEHHS
hapMakoHarnsgy (BkIHYatoum KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina
cucTeMu dhapmakoHarnagy) - 3miHa
KOHTaKTHOT 0CO6M, BignoBigasibHOI 3a
3[jicHeHHs1 hapMakoHarnagy: [irya
pefaxuis — MopryH BaneHTuHa IBaHiBHa.
MponoHoBaHa pegakuis — [eiikyH AHApil
IBaHOBMY. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI
ocobm
116. | ®NYTAMIA TabneTku no 250 mr no 21 OpioH PiHNAHAA OpioH KopnopeiiwH, PiHnAHAiA BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/0488/01/01
Tabnetuiy 6nictepi; no 4 Kopnope#iLH PiHNAHAIA; 3MiHU | TUNY - NOAAaHHS OHOB/IEHOTO peyenmom
6nicTepy B KAPTOHHIl anbTepHaTUBHUIA cepTudikaTy BifNoBigHOCTI EBPONEACHKOI
Kopoo6Li BVPOGHWK, LLO hapmakonei Ne R1-CEP 2002-134-Rev 02 Big,
3[iICHIOE NEPBUHHE 3aTBepKeHOro BUpo6Hrka APl dnytamigy
Ta BTOPVHHE «PepmioH Oii», PiHNAHAIA. AK HACNifOK,
nakyBaHHs: OpioH BUMPaB/IEHHS APYKaPCbKOi NOMUIIKMA B afpeci
KopnopeiiLH, BMPOBHUYOT AiNbHULL
PiHNaAHAiA
117. | ®O3UKAPA H Tabnetku no 20 mr/12,5 mr | AxTasic rpyn AT IcnaHgis AxTasic AT, Icnangis/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis: 3a UA/5608/01/01
no 10 TabneTtok y IcnaHgis; Bonrapis 3MiHM | TUNY - 3MiHW [0 IHCTPYKUIT AN peyenmom
6nicTepi; no 3 6nictepu B BankaHdapma- MeJMNYHOro 3aCTOCYBaHHS y PO34inu:
KapPTOHHIN navuj AynHnus AT, "[MpoTnnokasaHHa", "B3aemogis 3 iHWMu
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

Bonrapis

nikapcbkMmn 3acobamu Ta iHLWi BUuam
B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHSA",
"Cnoci6 3acTocyBaHHA Ta fo3un" (iHhopmavis 3
6e3neku), "AiTn" (yTouHeHHs iHchopmaw,i),
"Mepeno3yBaHHs", "IMo6ivHI peakuii”
BiAANOBIAHO [0 OHOB/EHOI iHChopMaL,i 3
6e3neku gjtoyoi pevoBnHN. BBegeHHSA 3MiH
npoTArom 3-X mMicsiliB nicnsa saTBepAXeHHsA

118.

DOKYCUH®

Kancynu TBepai 3
MOoAMiKOBaHNM
BUBi/IbHEHHAM 10 0,4 Mr
Ne 30 (10x3), Ne 90
(10x9): no 10 kancyn y
6nictepi; no 3 a6o 9
6nicTepiB y KAPTOHHIN
Kopoo6Li

TOB "3eHrTiBa"

Yecbka
Pecny6nika

AT "CaHeka

dapmacbtoTikans"

Cnosaubka
Pecny6nika

BHECEHHS 3MiH 0 peecTpaliintHux maTepiasis:
3MiHW | TUny - 3MiHK Woao
6e3nekun/edhekTUBHOCTI Ta hapMakoHarnagy.
BeefeHHs abo 3MiHU [0 y3arasibHeHNX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux Npo cucTemy
hapMakoHarnsay, amMiHa yrnoBHOBaXKeHOT
0co6u, BignoBiganbHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKkTHoi ocobm 3
hapMakoHarnsay 3asBHvKa ANns 34iINCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLi0 BoHa
BiAMiHHa Bif, yNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BKIovatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina
cmucTemu dhapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigasbHOI 3a hapmakoHarnsag: Jiroya
pepakuis — Ludmila Filipova. MponoHoBara
pegpakuist — Eric Teo/Epik Teo. 3miHa
KOHTaKTHOT 0CO6U B YKpaiHi YNOBHOBaXEHOT
0cobu 3asBHMKA AN 34ICHEHHSA
hapmakoHarnsgy: [itoya pefakuis —
BoiiTeHko AHTOH leoprilioBuy. MponoHoBaHa
peaakuist — KniwmH AHTOH Mykonainosuy.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXEHOT
0co6u. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0ocobu. 3MiHa MicLs 3[iCHEHHS OCHOBHOT
OiSNbHOCTI 3 dhapmakoHarnagy. 3MiHa Homepy
macTep-haiiny cucremm hapmakoHarnagy Ta
10ro MicLe3HaxoMKEHHS

3a
peyerimom

UA/3876/01/01

119.

XIKOHUWMN

NMOPOLLIOK A5
npurotysaHHa 100 mn
cycnensii gns
nepopasibHOro
3acTocyBaHHs, 250 mr/5
M; 1 chnakoH 3 MOPOLLKOM
pa3oM 3 MipHOIO JIOXKOIO Y
KapTOHHI Kopoo6Lli

KPKA, 4.4.,
HoBo mecTo

CnoseHisa

KPKA, a.4., Hoso
MecTO

CnoseHis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
TEeXHi4YHa NOMWSIKa B IHCTPYKLIT AN MeguyHoro
3acTocyBaHHs y p. "flikapcbka opma"
(OCHOBHI (pi3nKO XiMi4Hi BNacTMBOCTI) Ta
npuBeAEeHO Y BIANOBIAHOCTI 40 3aTBEPAXEHOIO
MKS

3a
peyenmom

UA/2896/01/01

120.

XITO®-KEA

Kpansai o4Hi no 10 may

YPCA®APM

HimeyunHa

YPCA®APM

HimeyunHa

BHECEHHS 3MiH 40 peecTpauiiHnx maTepialis:

6e3

UA/9732/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
6araTtof030BOMYy ApuHaiimiTTens ApuHaiimiTTens 3MiHM | TUMY - NOAAHHA OHOB/IEHOTO peyenma
KOHTEliHepi 3 6X M6X cepTudikaTy BignoBigHOCTI EBponelicbKol
NOBITPOHENPOHUKHUM thapmakonei Ne R1-CEP 2001-385-Rev 06 Big
HacocoM Ta KOBMayKoMm; 3aTBEPAKEHOr0 BUPO6HMKa AD| HaTpIto
no 1 koHTeliHepy B rianypoHary, sk HacnifokK, yTOYHEHHS agpecu
KaPTOHHI Kopoo6Lli BMpPO6HMKA
121. | XOHAPA-CUNA® | kancynu no 10 kancyny MAT "dapmak” YkpaiHa MAT "dapmaxk” YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis: 6e3 UA/7515/01/01
3MiHu | TUNYy: AAMIHICTpaTUBHI 3MiHU. 3MiHa peuyenma

6nictepi; no 6 6nictepis y
nauuj 3 KapToHy

HaliMeHyBaHHS Ta/abo agpecu micusa
NPOBaKEHHS AiS/IbHOCTI
BMpPOGHMKa/iMnopTepa roToBoro JlikapcbKoro
3aco06y, BKIOYaUY AiNbHULi BUMYCKY cepil
abo micLe NpoBefeHHsI KOHTPOJIHO SKOCTI.
(aisnbHICTb, 3a AKy BignNOBIfaE
BMPOGHUK/IMIOPTEP, BKIKOYAKYN BUMYCK
cepiii)(3mMiHa agpecu MicLsA NPOBaKEHHS
LisiNIbHOCTI BUPOGHMKa roTOBOTO NiKapCbKOro
3acoby, npuseAeHHs iHdopmauii, LWo MICTATb
peecTpaujiiiHi MaTepianu [0 3a3Ha4YeHol
NiyeHsii Ha BUPOGHMLTBO NiKapCbKoro 3acoby
cepii AE Ne637430 Big 07.04.15) (TepmiH
BBE/EHHS 3MiH MPOTAroM 6-Tv MicALiB nicns
3aTBepAKEHHS); 3MiHU | Tuny: 3MiHM 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo AONYCTUMMX MEX,
BM3Ha4YeHUX y cneyudpikauisx Ha Adl, abo
BVXiAHWA/NPOMDKHWIA NpoAyKT/pearexT, Wwo
BUKOPVCTOBYIOTBCS y NpoLeci BUPOOHMLTBA
A (iHWi 3miHM)(3MiHa y napameTpax
cneuudikauii A®l XoHAPOITUHY HaTPItO
cynbgaT nigposgin 3.2.5.4.1: posgin "
3a/IMLLKOBI KINIbKOCTi OpraHiyHNX pO34MHHUKIB"
[OMOBHEHO BMMOramu A1 BUPO6HUKa
Bioberica S.A., IcnaHis 3 BignoBigHUMMN
3MiHaMW y MeToax KOHTPOsIt0); 3MiHu | Tuny:
ALMIHICTPaTMBHI 3MiHX. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS
LisNIbHOCTI BUpO6OHMKa (BK/THOYakouu, 3a
HEeOobXigHOCTI, MicLe NPOBEAEHHSI KOHTPO/IO
AKOCTi), @60 BnacHvKa macTtep-ghaiina Ha Adl,
abo noctavdasibHuka A®l/BuxigHoro
marepiany/peareHTy/npoMKHOr0 NPOAYKTY,
LLIO 3aCTOCOBYIOTbCS Y BUPOOHMLTBI AP (KO
3a3Ha4YeHo y 0ChE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikata BiANoOBIgHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
nocbe, abo BUPOOHMKA HOBOI LONOMIXHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y A0CbE)(3MiHA
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

HaliMeHyBaHHs BUpobHuka A®| 'moko3amiHy
rigpoxnopug - 3 Taizhou Candorly Sea
Biochemical & Health Products Co Ltd., China
Ha Zhejiang Candorly Pharmaceutical Co.,
Ltd., Kutaii (6e3 3miHn agpecu micus
NPoBaKEHHNA AiSNIbHOCTI); 3MiHM | Tuny:
3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BiANoOBIgHOCTI EBpoNenchkili
thapmakonei/moHorpadii. NogaHHs HOBOTO
abo oHoBNeHoro cepTudikara BifnoBigHOCTI
abo BUNy4YeHHs cepTucpikata BiaNoBiAHOCTI
€sponevicbkili hapmakonei: ans A®l; ana
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y
BMPOGHULTBI APIl; AN 4ONOMIXHOT pevoBUHN
(TE-cepTudikat BignoBiaHOCTI EBpONENCHKiIi
thapmakonei gns A®l/BuxigHoro
marepiany/peareHTy/npoMiKHOro NpPoayKTy
ab0 [ONOMiXHOT peyoBuHK) - HoBuii
ceptugikat ans A®I Big HoBoro abo Bxe
3aTBep)KeHOro BUpobHMKa(nofaHHsA HOBOrO
CEP (NeR1-CEP 2001-036-Rev 01) ana Adl
XOHAPOITUHY HaTpito cynbdat Big HOBOro
BMpo6HUMKa Bioberica S.A., IcnaHis)

122,

LETPOTIA® 0,25
Mr

MOPOLLOK Ta PO3UYNHHUK
0151 PO34MHY NS iH'eKLil
no 0,25 mr, 1 doakoH 3
MOPOLLKOM Y KOMNIeKTi 3 1
nonepeaHbLO 3anOBHEHVM
LUNPWLLOM 3 PO34YUHHUKOM
(Bofa Ans iH ekujin) mo 1
MA, 1 ronkoro ans
PO34YMHEHHS, 1 rosikor
LN iH ekyii Ta 2
TamMnoHamu, NPocoYeHNMU
CNUPTOM, Y KOHTYPHIiA
YapyHKOBIli ynakoBLj; o 7
KOHTYPHMUX YapyHKOBMX
YMNakoBOK B KAPTOHHIl
Kopoo6Li

Apec TpeligiHr
C.A.

LLiBefiuapis

BMPOBHUK
Hepo3dgacoBaHOl
npoaykuii Ta
nepBuHHE
nakyBaHHs: Bakctep
OHkonogxi M6X,
HimeuumnHa; M'ep
Pabp MegrkameHT
MpopakwH, AkiTeH
dapm
IHTEpHacblioHa b
(MPMM/ADI),
®paHLis; BTOPHHE
nakyBaHHs: A660TT
Bionogxikans b.B.,
HigepnaHgu;
BiAnoBiganbHUIA 3a
BUMYCK cepii: Mepk
KraA, HimeuunHa;
AETepHa 3eHTapic
'M6X, HimeuunHa

Himeuunna/
PpaHuin/
HigepnaHgn

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis:
3MiHK | TUNY - 3MiHK BUNpo6yBaHbL abo
[ONYyCTUMNX MEX, BCTAHOB/IEHUX Y
cneuudikayisix, nig yac BUpobHULTBA
roTOBOrO JliKapcbKoro 3acoby - AofaBaHHA
nokasHuka «Bmict Bogu» (He Ginblue 2,5 %) 3
BiiNOBIAHUM METOA0M TECTyBaHHS -
CnekTpoMeTpis B 6/vxkHiN IY- o6nacTi cnektpa
[0 napameTpiB KOHTPO/IO B NPOLIECI
BMPOGHMLTBA (nicnsa cragii niodpinisauii) nuwe
4ns BupobHuka Mep ®abp MeavkameHT
MpopgakwH, AkiTeH ®apm IHTepHacblioHas b
(MPMM/ADI), dpaHLis; 3MiHK | TURy - 3MiHa
HallMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHA AiS/IbHOCTI BUPOOHUKA
(BKtovatoun, 3a HeobXigHOCTI, Micue
NpoBeEeHHSA KOHTPOJIO AKOCTI), ab0o BNacHMka
macTtep-thaiina Ha A®l, abo noctavanbHuka
Adl/BNXxigHOrO
MaTepiany/peareHTy/NpoMbKHOIo NPOAYKTY,
LLIO 3aCTOCOBYIOTLCS Y BUPOOHULTBI ADI -
3MiHa Ha3BW BMPOGHMYOI AinbHuLi (Ta
B/lacHUKa Mactep-haiina Ha A®I) cybcTaHuii
AaKTMBHOI PEYOBMHM LMTPOpesikca aueTara 3

3a
peyenmom

UA/4898/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Peptisyntha S.A., Benbris Ha Corden Pharma
Brussels S.A., benbrisi, 6€3 3MiHW BUPOGHUYOT
AinbHUL
123. | UE®TPUAKCOH NMOPOLLIOK A1 PO34UHY MpuBaTHe YkpaiHa KBiny Kutaii BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis: - UA/13156/01/01
ons iH'ekuii no 1 rin bulk: akuioHepHe dapmaueytikan Ko., 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
50 donakoHiB 3 NOPOLLKOM TOBapUCTBO nTp, HallMeHyBaHHs Ta/abo agpecy 3asBHVKa
y KOpobL,j 3 KapTOHY "Mlekxim-XapkiB" (BnacHvKa peecTpauiiHoro NocBigYeHHs)
(3miHa agpecu Ta Ha3BuW 3asBHUKA (BN1acHUKa
peecTpavuinHOro noceig4yeHHs), 6e3 3mMiHu
MiCcLIe3HaXO0MKEHHS)
124. | AHYMET TabneTku, BKpUTI Mepk LWapn i LLiBeiiuapis MepBuHHA Ta Higepnauaw/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/11003/01/01
NAiBKOBOK 06010HKOIO, MO [oym lgea IHK BTOPVHHA ynakoBkKa, Benvka 3Minn | TURY - 3MiHK 3 SKocTi. FoToBMIA peyenmom
50 mr/500 mr no 14 [03BiN Ha BUNYCK BpuTanis/ nikapcbkuii 3aci6. Cuctema
Tabnetok y 6nictepi;no 4 cepi: MyepTo Piko, KOHTeliHep/3akyrnopoBasibHWiA 3aci6. 3MiHa
6nicTepy B KapPTOHHIN Mepk Wapn i Joym CLUA/., IcnaHis pO3Mipy YNakoBKv roTOBOrO /ikapcbKoro
Kopo6Li B.B., Higepnangn 3aco0y (BMTyYEHHS yNakoBKU NeBHOTO
Bupo6bHMuTBO po3Mipy) (BUTyYEHHS ynakoBku no 14
Hepo3dgacoBaHOl TabneTok y 6nictepi; no 2 6nictepn y
NPOAYKLT: KapTOHHI kopo6uj) (TepmiH BBEEHHS 3MiH
Ecika KBiH60pO NpPOTAroM 3 MiCALIB NiCNs 3aTBEPAKEHHS);
Nimiten, Benvka 3MiHu Il TUNy - 3MiHK Woao
BpuTaHis 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
MateoH MyepTto 3MiHM Y KOPOTKili XapakTepucTuL,i NikapCbKoro
Piko, IHk., MyepTo 3ac06y, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
Piko, CLLA MeAMYHOro 3aCTOCyBaHHSA y 3B'A3KY i3 HOBUMU
MepBuHHA Ta LaHUMU 3 SKOCTI, AOKNIHIYHUMU, KAIHIYHUMUN
BTOPVHHA ynakoBKa: AaHvMu Ta gaHumu 3 papmakoHarnsagy (3MiHn
®poccT 16epuika, BHECEHO [0 IHCTPYKLUIT 4519 MeANYHOro
C.A., IcnaHis 3acTOCyBaHHSA fikapcbKkoro 3acoby Ao po3zinis
"MpoTunokasaHHs", "B3aeMogis 3 iHLLUMK
nikapcbkMmn 3acobamu Ta iHLWi BUam
B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiof BaritTHocTi abo
rogyBaHHs rpyaar”, "Cnocibé 3actocyBaHHA Ta
no3n", "MobivHi peaxuii”) (TepmiH BBeAEHHSA
3MiH NPOTAroM 3 MiCALIB MiC/1A 3aTBEPAXKEHHS)
125. | AHYMET TabneTku, BKpUTI Mepk LWapn i LLiBefiuapis MepBuHHA Ta HigepnaHnaw/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a UA/11003/01/02
NNiBKOBOK 060I0HKOIO, MO [oym lgea IHK BTOpPUHHA ynakoBKa, Benvka 3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBwMIA peyenmom
50 mr/850 wmr, no 14 [,03BiN Ha BMMNYCK BpwvTaHis/ nikapcbkuii 3aci6. Cuctema
TabneTok y 6nictepi;no 4 cepii: MyepTo Piko, KOHTeliHep/3aKynoptoBasibHWii 3aci6. 3MiHa
6nicTepy B KAPTOHHIl Mepk Wapn i Joym CLUA/., IcnaHis PO3Mipy YNakoBKv roTOBOrO /ikapcbKoro

Kopoo6ui

B.B., Higepnanamn
Brpo6HMLUTBO
Hepo3dghacoBaHOl
NPOAYKLUT:
Ecika KBiH60pOo
Nimitea, Benuka
BpuTaHis

3ac00y (BUyYEHHS YMakoBKM MEBHOTO
po3Mipy) (BUTyYEHHS yNakoBku no 14
TabneTtok y 6nictepi; no 2 6nictepn y
KapTOHHI kopoo6Li) (TepMiH BBEAEHHS 3MiH
NpoTAroM 3 MiCALiB NicNa 3aTBEPIKEHHS);
3MiHn Il Tuny - 3MiHu Wwoao
6e3nekn/eddeKTVBHOCTI Ta hapMakoHarisgy.
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
MateoH MyepTo 3MiHM Y KOPOTKili XapakTepucTuL, NikapCbKoro
Piko, IHk., MyepTo 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
Piko, CLUA Me[MYHOro 3aCTOCYBaHHA Yy 3B’A3KY i3 HOBUMMU
MepBrHHA Ta LAHUMU 3 SKOCTi, AOKNIHIYHUMM, KAIHIYHUMIN
BTOPWHHA ynakoBKa: JaHuMun Ta gaHumu 3 chapmakoHarnagy (3miHu
®poccT 16epuika, BHECEHO [10 IHCTPYKLi 415 MegnyHoro
C.A., IcnaHis 3aCTOCyBaHHS NikapCbKoro 3acoby A0 po3ainis
"MpoTunokasaHHA", "B3aemogisa 3 iHWKMK
nikapcbkMmn 3acobamu Ta iHLWi BUAm
B3aemogiin”, "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
roflyBaHHs rpyaar”, "Cnocibé 3actocyBaHHs Ta
po3n", "Mo6iuHi peakuyii") (TepMiH BBeAEHHSA
3MiH NpoTArom 3 MicsLiB MicNs 3aTBEPXKEHHS)
126. | AHYMET TabneTku, BKpUTI Mepk Wapn i LLisefuapis MepBrHHa Ta Higepnangun/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a UA/11003/01/03
N/1iBKOBOI 060/OHKOI0, MO Joym lgea IHk BTOPWHHA ynakKoBKa, Benvika 3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBWMIA peyenmom
50 mr/1000 mr no 14 [03BiN Ha BUMNYCK BpuTaHis/ nikapcbkuii 3aci6. Cuctema
TabneTtok y 6nictepi;no 4 cepii: MyepTo Piko, KOHTeliHep/3akyrnoptoBasibHWii 3aci6. 3MiHa
6nicTepy B KapTOHHIiA Mepk Wapn i Joym | CLUA/., IcnaHis pO3Mipy YNakoBKy roTOBOTO J1iKapCbKoro

KopoobLi

B.B., Higepnanaun
Brpo6HMUTBO
Hepo3acoBaHoi
NPOAYKLUT:
Ecika KBiH60pO
NimiTen, Benvka
BpuTaHia
MareoH MyepTo
Piko, IHk., MyepTo
Piko, CLUA
MepBuHHA Ta
BTOPWHHA yraKoBKa:
®poccT 16epuka,
C.A., IcnaHis

3aco0y (BMy4YEHHS YNakoBKU NeBHOTO
po3mipy) (BUy4eHHs ynakosku no 14
TabneTok y 6nictepi; no 2 6nictepn y
KapTOHHI kopo6uj) (TepMiH BBELEHHSI 3MiH
NpoTAroM 3 MicsLiB Nicns 3aTBEPAKEHHS);
3MiHu |l Tuny - 3MiHK Wwoao
6e3nekun/edhekTUBHOCTI Ta hapMakoHarniagy.
3MiHN Y KOPOTKili XapakTepucTyuL, NikapCbKoro
3ac06y, TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA Yy 3B’A3KY i3 HOBUMU
LaHUMU 3 SKOCTi, AOKNIHIYHUMW, KAIHIYHUMUN
AaHVMu Ta fJaHumuy 3 papmakoHarnsagy (3MiHn
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHS NikapCbKoro 3acoby A0 po3ainis
"MNMpoTunokasaHHs", "B3aeMogis 3 iHLUMK
nikapcbknmy 3acobamu Ta iHLWi BUAN
B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiod BaritTHocTi abo
roflyBaHHs rpyaaro”, "Cnocib 3actocyBaHHs Ta
po3n", "Mo6iuHi peakwyii") (TepMiH BBEAEHHSA
3MiH NpoTsirom 3 MicsLiB Mic/si 3aTBEPAKEHHS)

HavyanbHuK YnpaBniHHA dpapmMmaleBTUYHOI

OIANBHOCTI Ta AKOCTi (papmaueBTUYHOT NPOAYKLiT

T.M. IacKkoBCbKuin
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